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

H30a0ena om munucmuvpa na 30pageonazsaremo

Oo6n. JIB. 6p.21 om 20 Mapm 20092., usm. /[B. 6p.91 om 17 Hoemspu 2009e.,
usm. [{B. 6p.94 om 29 Hoemepu 201 12., usm. /[B. o6p.2 om 6 Anyapu 2012e., uzm. u oon.
JB. o6p.81 om 17 Cenmemepu 2013e., usm. /AB. 6p.104 om 3 Jlexemepu 2013e., uzm. u
oon. /[B. op.15 om 21 ®espyapu 2014e., usm. u oon. JIB. 6p.68 om 15 Aseycm 2014e.,
usm. u oon. /IB. 6p.95 om 18 Hoemepu 2014e., uzm. /IB. 6p.91 om 18 Hoemepu 201 62.

I'naBa nbpBa.
OB NOJIOKEHUSA

Ui 1. C Ta3u Hapenba ce onpeesT:

1. MEAMIIMHCKUTE CHENUAINCTH, KOUTO MOTaT Ja W3/1aBaT PELENTH, peAbT 3a MPEIIUCBAaHE HA
JIEKapCTBEHH MPOAYKTH, CPOKBT 32 U3MBIHEHUETO, CIIy4auTe U PeAbT, IPU KOUTO MarucThp-hapManeBT
MOJKE Jia OTKa)e J1a U3II'BJIHU JIEKAPCKO MPEANNCAaHUE;

2. yCIOBHSTa M PEIBT, O KOUTO OBJTapCKH TPaKIaHU U UYKIU TPaXKIaHH, MOCTOSIHHO U
BPEMEHHO MpedKBaBallld B cTpaHaTa U I'bTyBalu W3BbH PenyOnuka bearapus, Morar na HOCAT WM Aa
M3HACAT JIEKapCTBEHU MPOAYKTHU, IPEeTHA3HAYCHH 32 JICYEHUETO UM;

3. KoJIMYecTBaTa JIEKapCTBEHU NPOAYKTH, MPEJHA3HAYEHU CaMoO 3a JICYEHHETO Ha TPaH3UTHO
MPEeMHUHABAIlM ¥ BPEMEHHO NpeOMBaBallyl HAa TEPUTOpPUATA HA CTpaHaTa JUIA, KOUTO T€ MOrar jaa
IIPUTEKABAT;

4. (noBa - JIB, Op. 15 ot 2014 r.) ycioBusita u peabT 3a MPU3HABAHETO U M3MBIHEHUETO HA
pelenTu, u31aJeHy B Ipyra AbprKaBa YIeHKa;

5. (u3m. - IB, 6p. 81 ot 2013 r., npeaumna 1. 4 - IB, 6p. 15 o1 2014 1.) pensT 3a npeanucBaHe
Ha JIEKapCTBEHU MPOAYKTH, ChIBPKAIIM HAPKOTUIHH BEIIECTBA OT MpuiioskeHust Ne 2 1 3 kbM uiL. 3, T. 2
u 3 ot HapenOarta 3a pena 3a kinacuduuupane Ha pacTeHUATA U BellleCTBaTa KaTO HAPKOTUYHHU, TIPUETA C
[TocranoBnenue Ne 293 na Munucrepckus cbet ot 2011 r. (JIB, 6p. 87 ot 2011 1.);

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

UYn. 2. PexuMbT Ha NpeANKCBaHEe Ha JIGKAPCTBEHUTE MPOJYKTH € ONpPEENICH B Pa3peIIeHUueTo
3a ynotpe0a Ha JIEKapCTBEHUS POAYKT.

Un. 3. Pazpemenure 3a ynorpeba U perucTpUpaHUTE JEKApCTBEHU MPOAYKTH Ha TEPUTOPUSTA
Ha PenyOnuka bwarapus ce o0sBABaT Ha MHTEpPHET cTpaHWIaTa Ha M3mbIHUTENHATa areHuus IO
JIeKapcTBara.

I'naBa BTOpA.
MEJUIUHCKU CITEHUAJIUCTH, KOUTO MOT' AT A U3JABAT PELEIITHA

Y. 4. (1) [IpaBo na mpeanucpar paspelieHu 3a ynorpeda B cTpaHaTa JeKapCTBEHU MPOIYKTH U
Jla U3JaBaT PELENTH HMMaT JeKapu/JieKapu Mo JAEHTajdHa MEAMIMHA, YIpPaXXHSBAllM MeAUIIMHCKATa
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npodecus.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) [IpaBo ga OTHMycKaT JEKAPCTBEHHUTE MPOTYKTH, ChIBPKAITU
HAapKOTHYHU BemiecTBa oT mpuwiokenne Ne 1 na Hapenda Ne 2 ot 2012 r. 3a ycioBusita U pena 3a
OCBIIIECTBSIBAHE HA MPOTPaMHU 3a JICYCHHE C ATOHUCTU U arOHUCTH-AaHTarOHUCTHU Ha JIMIIA, 3aBUCUMU KbM
ormmmouan (/IB, Op. 49 ot 2012 r.) umar nekapu, paboTemU B MPOTpaMUTE, MOTYIHIN Pa3peilieHUue OT
MUHUCTBpA Ha 3/]paBEOINa3BaHETO.

(3) @enmgmepure UMAT MpaBo Ja MPEINICBAT pa3pelIeHu 3a ynorpeda B CTpaHaTa JeKapCTBEHU
MPOJAYKTH U J1a M3JaBaT PELENTH, C U3KIIOUEHUE Ha Te3u OT mnpuiioxkeHue Ne 1, camo mpu CKIHOYEH
JIOTOBOP C JIeueOHO 3aBe/ICHHE.

. 5. (U3wm. - JIB, 6p. 94 ot 2011 r.) (1) B pernonannara 3npaBna uncnekius (P31) ce Boau
PETUCTHP Ha JIEKapUTE U JICKApUTE 110 ACHTAIHA MEIUIMHA, KOUTO HMPEANUCBAT JIEKAPCTBEHHU MPOTYKTH,
ChJIbPIKaIl HAPKOTHUYHU BEIIECTBA.

(2) B peructbpa no an. 1 ce BOMCBAaT JaHHUTE HA JIEKaps/IeKaps MO JACHTaJIHA MEIUIMHA IO
JOKYMEHTA 32 CAaMOJIMYHOCT, JJMYEH KOJ U KOJ] Ha JIeUeOHOTO 3aBEe/ICHHUE.

I'naBa Tpera.
HPEAIIUCBAHE HA JIEKAPCTBEHU NIPOAYKTHU

Pa3gea 1.
Pen 3a npeanucBaHe HA JIeKAPCTBEHU NMPOAYKTH

Yn. 6. (1) IlpeanucBaneTo Ha JEKAPCTBEHH MPOAYKTH CE U3BBHPIIBA HA PELENTYpHA OJlaHKa C
OsUT IIBAT CHIIIACHO TpHitokeHue No 2.

(2) (Ot™m. - 1B, 6p. 81 0T 2013 1)

(3) Bepxy peuentypHarta OnaHka 3aIbJDKUTEIIHO C€ OTOENSA3BA PEKUMBT Ha OTITyCKAaHE - 3a
€IHOKPATHO WJIM MHOTOKPATHO OTIYCKaHe, KaTO MPU MHOTOKPATHOTO OTITyCKaHE C€ YTOYHSABA U KOJIKO
IIBTH 1€ CE M3ITBIHABA PEIeTiTaTa.

(4) Penienitute ¢ pexuM MHOTOKpPATHO OTIyCKaHE MMAaT BaUAHOCT 10 6 Mecela OT JaTara Ha
M3JIaBaHETO UM U ChIIbPXKAT O3HAUCHUE HA OpOs HA OTIYCKAHUSITA.

Un. 7. (1) Peuentypuarta 61aHka ChabpiKa:

1. (mom. - JIB, 6p. 68 ot 2014 1., B cmima ot 15.08.2014 r.) "uHCckpuOUMO" - COOCTBEHO U
dbaMUIHO UME Ha JIUILETO MO Wi. 4, YHUKAIeH UIeHTU(DUKAIMOHEH HOMEP, HAMMEHOBAHHE U aJpec Ha
ne4eOHOTO 3aBe/ieHue, TenedoH 3a Bph3Ka, /1aTa Ha U3/IaBaHe Ha PeIenTaTa;

2. "mpeckpubuuo" - HAMMEHOBAaHKE, KOJIMYECTBO HA aKTHMBHO BEIIECTBO B JIEKapcTBeHA (hopMa
Y KOJIMYECTBOTO HA JIEKAPCTBEHUS MPOJIYKT; KOJUYECTBOTO CE€ U3MUCBA C IU(PH, a IPU MIPEATHUCBAHE HA
JIEKApCTBEHU NMPOAYKTH, ChBPKAIM HAPKOTUYHH BEIIECTBA - U C JTyMH;

3. "curHarypa" - mocouBar ce €IHOKPATHATA U JICHOHOIHATA 1034 HA JEKapCTBEHUS MPOIYKT,
MPOIBIDKUTETHOCTTA HA Kypca Ha JIeYeHHE U HE0OXOJUMOCTTa OT MOBTAPSHETO MY; /103aTa Ce U3MUCBA C
nudpu; Tpu OpeanrucBaHe Ha J03a, MO-BUCOKAa OT MAKCHMAJHO OMpeseeHaTa pu pa3pelraBaHeTo 3a
yrnoTpeda Ha JEKapCTBEHUS MPOIYKT, MPEANUCBAIIMAIT c€ MOAMKICBA CPElly MpeBHUIleHATa 103a; He ce
JoTycKaT O0IIM u3pa3u Kato: "uzBecTHo", "mo HacTaBieHue", "mo cxema" u zp.;

4. "cybckpuOimo" - yka3zaHus 32 HAYMHA Ha M3MBJIHEHUE HA TPEIINUCAHUETO; NMPU U3MOI3BaHe
Ha ykazaHudara "muto", "mutucumo" wim "cratuM" 3aabJKUTENTHO €€ 3alMCBa YachT HA MPEINUCBAHETO
Ha JIEKapCTBEHUSI MPOAYKT;



5. moAmnMc Ha JeKaps/iaeKaps 1Mo JAeHTalHa MEeIUIUHA/penamepa;

6. (u3m. - JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) nuyeH meyat Ha Jiekapsi/JIeKaps 1Mo
JICHTAJIHA METUIMHA W/UIK TIeYaT Ha JIeYeOHOTO 3aBe/ICHUE;

7. TpUTE UMEHA Ha MAIMeHTa, Bb3pacTTa U aJipec M0 MECTOKMBEEHE, KaTo NMpu OpeMeHHa jKeHa,
KbpMayKa MJIH JIETE CE OTPa3sBa U TOBA OOCTOSITEICTBO;

8. (aoBa - /IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) YHUKaNeH uaeHTU(DUKAITMOHEH
Homep (YMH) Ha marucTbp-apmaneBTa OT peructbpa Ha beirapckus ¢papManeBTHUEH ChIO3.

(2) (Ot™m. - 1B, 6p. 81 oT 2013 1.)

Uin. 8. (1) JlekapcTBeHUTE MPOAYKTU C€ M3MHUCBAT YETIIMBO HA JIATUHHUIA C MEXIYHAPOJIHOTO
HEMaTeHTHO WU (papMakoneiiHO HAaMMEHOBAaHUE Ha JIEKAPCTBEHOTO UM BELIECTBO WM ThPTOBCKUTE UM
HAaUMEHOBAHUS.

(2) KonnyecTBOTO Ha JIEKapCTBEHOTO BEIIECTBO B MPEINUCBAHUS JIEKAPCTBEH MPOAYKT Ce
u3passBa:

1. B rpamMoBe, KOTaTo € eIMH I'paM WIH HaJ euH rpam (g);

2. B MWJIMTpaMH, KOraTo € I0-MaJIKko OT €1H rpam (mg);

3. KOJHMYEeCTBa, MO-MAJKH OT €IMH MUIWIPaM, C€ O3HayaBaT B MHUKpPOTpaMH, KaTo Tasu
MepUTeIIHA €IUHHIA HEe Ce ChKpaIllaBa, a ce U3MHCBa C yMHu (microgram);

4. obemuTe ce u3passBaT B MUIWIMTpH (ml);

5. B MexxnyHapoanu equHuiy (IU) - 3a iekapcTBEHN IPOAYKTH OT OMOJIOTHYEH ITPOU3XOI.

(3) Cekpamenusita Ha JiekapcTBeHaTa ¢opMa ce U3IUCBAaT BbPXY pelenTypHaTa
OnaHKa/JIeKapCTBEHUS JINCT B CHOTBETCTBHUE C JIeHicTBaIIaTa B cTpaHaTa (papmaxoriesl.

(4) 3abpansiBa ce M3MOI3BAHETO HA ChKPAILEHUS U IONPABKH MPU U3NUCBAHE HAUMEHOBAHUATA
HAa JIEKApCTBEHUTE MPOYKTH.

Y. 9. JlekapcTBeHU NMPOJYKTH, IPUTOTBEHH 10 MarucTpaiHa U (apMakomeiiHa penenrtypa, ce
MIPEeIMCBaT Ha OT/AENHA pelenTypHa OJaHKa.

Un. 9a. (Hos - IB, 6p. 15 or 2014 r.) (1) Ha peuentu, KOWTO 1€ Ce M3MBIHSIBAT B JApyra
IbpKaBa UWICHKA, CE M3MHCBAT HEOOXOJMMHUTE 3a JICUCHUETO HAa KOHKPETCH MAaIlUEHT JIEKAPCTBCHH
MPOJAYKTH, C W3KJIIOYEHHE Ha JIEKAapCTBEHHUTE MPOAYKTH Mo ui. 174 oT 3akoHa 3a JeKapCTBEHUTE
MPOJYKTH B XyMaHHATa ME/IUIIHHA.

(2) Peuentute mo an. 1 ce u3mMcBaT MpU cla3BaHe W3MCKBaHUATA Ha Ta3uW Hapenda, Karo
3aJIBJDKUTEITHO CE BKJIFOUBAT BCUYKH JIAHHH, TIOCOYCHHU B TIpritoskeHue Ne 4a.

(3) JlekapcTBeHUTE MPOAYKTH CE MPEANUCBAT MO MEXKIYHAPOJHO HEMATEeHTHO HAMMEHOBaHUE
i (papMakoneitHO HAMMEHOBAHHE Ha JIGKAPCTBEHOTO MM BEIIIECTRO.

(4) JlekapcTBeHUTE MPOMYKTH MOraT Ja ObJaT MpEANHCaHHU MO THPrOBCKO HAMMEHOBAaHUE B
CIICJTHUTE CITyJau:

1. xoraTo ce mpeanucBa OMOJIOTHYEH JIEKAPCTBEH MPOAYKT MO CMHCHIa Ha § 2, T. 2 OT
JTOMBJIHUTETHUTE pasnopendou Ha Hapemb6a Ne 27 ot 2007 1. 3a W3UCKBaHUATA KbM JIaHHUTE U
JOKYMEHTAIUsATa 3a pa3pellaBaHe 3a yrnoTpeda v perucTpanus Ha JieKapcTBeHHU mpoayktu (IB, 6p. 54
ot 2007 1.);

2. KOraTo TOBa € HEOOXOAMMO OT MEAMIIMHCKA TJIeIHA TOYKa MO MpelleHKa Ha TuIaTa 1o 4. 4,
KaTo B TO3M CIIydai B perenrara ce IocouBaT MPHYNHUTE, KOUTO HAJIaraT U3MOJI3BaHETO HA MTOCOYCHOTO
THPrOBCKO HAUMEHOBAHHUE.



Un. 10. Tlpu mpennvicBaHe HAa BCEKH OTIEIEH JIEKAPCTBEH MNPOAYKT JUUETO Mo 4. 4 €
3abJDKEHO J1a ce MH(pOpMHUpa OT MAIMEeHTa 3a MPEAIISCTBALI0 WM CHITBTCTBAIIO JICUCHHE C JPYrd
JIEKapCTBEHU MPOTYKTH.

Pazpgea I1.
IIpeanucBaHe Ha JIEKAPCTBEHH MPOAYKTH, ChABPKAIIMA HAPKOTUYHH BellleCTBA

Un 11. (1) (U3m. - IB, 6p. 81 ot 2013 r.) IIpeanucBanero Ha JIEKApCTBEHH NPOIYKTH,
ChJIbPIKal HAPKOTUYHU BEILIECTBA, CE U3BBPILIBA HA CIIELMAIHa peLenTypHa OJlaHKa, [IPEI0CTaBEHA OT
MUHHUCTEpCTBOTO Ha 3ApPABEONAa3BAaHETO, C JKBJIT LBIT - 3a JIEKAPCTBEHU MPOIAYKTH, ChABPIKALIN
HapKOTHYHU BellecTBa oT mpuioxenue Ne 2 kpM wi. 3, 1. 2 ot Hapenbara 3a pena 3a kiacudunmpane
Ha pAacTEHHUsATAa U BEIIecTBaTa KaTo HApPKOTUYHH, MU CbC 3€JeH IBAT - 3a JIEKAPCTBEHH MPOAYKTH,
ChIbpIKAILIM HAPKOTHUYHHU BemlecTBa OT npuiokeHue Ne 3 kpMm wi. 3, T. 3 ot Hapenbara 3a pena 3a
KiIacuuIpaHe Ha pacTEHUSATA U BEIIECTBATa KaTO HAPKOTUYHHU.

(2) JlexapcTBeHUTE MPOAYKTH MO NpuiaoxkeHue Ne 5, chabpikalld HApKOTUYHHU BELIECTBA B
KOMOMHAIIMSI, ce MPeIUCBaT Ha pelenTypHaTa 6J1aHKa 1o aji. 1 cbe 3eNeH BST.

(3) CnenmannaTa perentypHa OJaHKa ce OTIeYaTBa B TPU €K3EMILISIpAa HA XMMHU3UpaHa XapTus
U ChIIbP>Ka OCBEH JAHHUTE IO Wi. 7 U CIACIHUTE AONBIHUTEIHU JaHHU:

1. cepust 1 HOMep Ha pelenTypHara OJlaHKa;

2. Haanuc "JIOKyMeHT, KOUTO MOAJIEKHU Ha CIEUAJIEeH OTYeT" .

(4) CpoxbT Ha BaTUIHOCT Ha CIICLIMANIHATA PeIlenTa € 7 JHHU OT JaTaTa Ha U3JaBaHETO M.

Un. 12. (1) Peuentara ce u3gaBa B TpU €K3eMIUISIpa, IIbPBUTE JIBa OT KOUTO C€ IperaBaT Ha
MAIMeHTa, a TPETHAT Ce ChXpaHsIBa OT JIEKaps/JIeKaps 1Mo ACHTAIHAa MEAUIIMHA B MIPOIBIDKCHUE HA €/IHA
TOZIMHA U € MPEAO0CTaBs HA KOHTPOJIHUTE OpraHy pU MpOBepKa.

(2) (U3m. - IB, 6p. 94 ot 2011 r.) Cnen u3TH4aHe Ha CpoKa 10 aji. | peuentTure ce mpeaasart ¢
pUEMHO-TIpeIaBaTelIeH MPOTOKON Ha uHcnekTopure B P3M, xouto ru chxpaHssar 3a cpok 10 rogusu,
CIIe/T KOETO Ce YHHIOXKABAT OT KOMHCHS, OIpe/eNieHa ChC 3armoBe1 Ha qupekropa Ha P3U.

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

(4) Korato nexapcTBEHHUSAT MPOAYKT ce 3aruiaiia oT HanmonanHaTa 3A4paBHOOCUTYpUTETHA Kaca
(H30K), nekapar 3axbmkutento nombisa kojga Ha H30K Ha choTBeTHUS nekapcTBeH npoaykt 1 MKb
KoJla Ha 3a00JsiBaHETO ChINIacCHO Hapendara mo wi. 45, an. 3 or 3akoHa 3a 3ApaBHOTO OCUTYpsIBaHE
(330).

(5) Tlo mpenienka Ha Jiekaps Ha €Ha pelenTypHa OJlaHKa MOXKE Ja ce€ MPEINUCcBa MOBeUe OT
€/IMH JIEKapCTBEH MPOJYKT, ChIbpKAll HAPKOTUYHU BEIIECTBA.

(6) 3abpaHsiBa ce MPEANUCBAHETO HA JIEKAPCTBEHH MPOJYKTH, KOUTO HE ChIBPKAT HAPKOTHYHU
BEIIECTBA, Ha CIIELUAIIHUTE PELETITYPHH OJIaHKU.

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

Y. 14. Ilpu npeanucBaHe Ha JIEKAPCTBEHU MPOIYKTH, ChABP)KALIN HAPKOTHUYHHU BEILECTBA, CE
Cra3Bar CJI€THUTE U3UCKBAHUS:

1. KOIMYECTBOTO HA JIEKAPCTBEHUTE MPOJYKTH CE U3MUCBA C HUPPU U C TyMHU;

2. KOJMYECTBOTO Ha TMpEANUCaHMsl JIEKapCTBEH MPOAYKT HE MOXKE Jla HaJlBUIIaBa



TepaneBTHUYHaTa 1032 3a 30 gHHU.

Ui 15. (Hom. - IB, 6p. 81 or 2013 1., u3m. - [IB, Op. 104 ot 2013 r.) JIekapcTBeHH IPOIYKTH,
ChIbpKALIM ETHIMOPHH, KoJeHuH, (penobapOuTan M Tpamanon B KoimyectBa 10 50 Mr 3a J030Ba
€IMHHIIa B KOMOWHAIUS C JPYTH JICKApPCTBEHU BELIECTBA, CE MPEANNUCBAT Ha OOMKHOBEHA pElenTypHa
OnaHKa 3a €THOKPATHO OTIYCKaHE M B KOJIMYECTBA, CbOOpa3eHH ¢ JHEBHATA JI0O3UPOBKA, 32 HE TOBEYE OT
30 quu.

Un. 16. Ilpu npeanucBaHe Ha BCEKM OTAEIEH JIEKApCTBEH MPOAYKT JIMLETO MO Wi. 4 €
3aIBJDKEHO J1a ce MHGOopMHUpa OT MalueHTa 3a MPeIUIecTBAll0 WM ChII'BTCTBALLO JICYCHHUE C JIPYTH
JIEKapCTBEHU MTPOIYKTH.

Paznea II1.
IIpennucBaHe Ha JIeKAPCTBEHH MPOAYKTH, 3aIJIAIIAHU OT Penmy0IHKAHCKUSA OI0/KeT 32 JieYeHUeTo
HA OBJTrapCKHUTE IPAKIaHM 32 3200/11BaHUS, U3BbH 00XBATa HA 3abJKUTETHOTO 3APABHO
ocurypsiBaHe

Y. 17. Jlekapure mMorar aa npeanucBaT JEKapCTBEHU MPOJYKTH, 3aIllalllaHd ChC CPEACTBA OT
penyOarMKaHCKUs OrO/IKET 3a JeueHHe Ha 3a0oiisiBaHuUs, U3BBH 00XBaTa Ha 3aJbJKUTETHOTO 3PaBHO
ocurypsiane cwriacHo Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aruiamiane OT pernyOJuKaHCKUs OFOJKET
Ha JICYEHUETO Ha OBJIrapcKUTe TpakIaHu 3a 3a00JsBaHMsl, U3BbH 00XBaTa Ha 33bKUTEIHOTO 3/1paBHO
OCUTYpsIBaHE.

UYn. 18. (Otwm. - IB, 6p. 95 ot 2014 1.)

Y. 19. KonndecTBOTO Ha MpEANUCAHUTE JIEKAPCTBEHU MPOAYKTU ClieABa Ja ChOTBETCTBA Ha
cpoxosete 1o 4. 22 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiaiiade oT penyOoJInKaHCKus OI0KeT
Ha JICYEHUETO Ha OBIrapCKUTE TPaKIAAHU 32 3a00JsBaHMs, U3BBH 00XBaTa Ha 33bJDKUTEIHOTO 31PaBHO
ocurypsiBase u wi. 14 ot ta3u Hapenoa.

Un. 20. (M3m. - IIB, 6p. 95 ot 2014 r.) [Ipeanucanute NeKapCTBEHH MPOAYKTU TO pela Ha
Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amamaHe OT pernmyOJIMKaHCKHs OIOJKET Ha JICYEHHUETO Ha
OBJATapcKUTE rpa’kJaHM 3a 3a00JIIBaHMs, U3BbH 00XBaTa Ha 3aJbJKUTEITHOTO 3/IPAaBHO OCUTYpSIBAHE Ce
BIIMCBAT B MEAMIIMHCKATA JOKYMEHTAIMS Ha [TAllUEHTA.

Un. 21. (1) JlekapcTBeHM NPOAYKTH 3a MAIMEHTH, KOUTO C€ JIEKyBaT MPU aMOyJaTOPHH
yCJIOBHS, Ce MpeInUcBaT Ha perentypHa Oj1anka ceriaacHo npusioxenue Ne 8 or Hapen6a Ne 34 ot 2005
. 32 pea 3a 3aljlallaHe OT penyONIMKaHCKUSA OOKET Ha JICYEHHETO Ha OBJIrapCKUTE Tpa)KIaHU 3a
3a00JsiBaHMs, M3BBH O0XBaTa Ha 3aJBJDKUTEIHOTO 3[paBHO OCHIypsiBaHE, KOSATO c€ HM37aBa B JBa
ex3emIuisipa. [IbpBUAT ek3eMIUIAp ce CbXpaHsBa B alTeKkara, a BTOPUAT - B CUETOBOJICTBOTO Ha
CHOTBETHOTO JIe4eOHO 3aBe/IeHUE B NMPOBIDKEHUE HA 5 TOAUHHU.

(2) (U3m. - [IB, 6p. 95 ot 2014 1.) JIekapcTBeHUTE MPOAYKTH 32 MAIIMEHTH, KOUTO CE JIEKYBaT B



CTallMOHApHM YCJIOBMs, CE INPEAIUCBAT Ha JICKAPCTBEH JIUCT CBIVIACHO IpuiokeHue Ne 5a, KOHTO ce
u3JaBa B /Ba ek3eMIunsipa. [IbpBUAT ek3eMIUIsip ce chbXpaHsBa B alTekaTa Ha JiedeOHO 3aBeeHue, a
BTOPHSAT - B CbOTBETHOTO OTJEJICHUE B IPOABIKEHHUE HA 5 TOAUHHU.

Ui 22. (U3m. - JIB, Op. 95 ot 2014 r.) Penenture mo . 21, an. 1 ca BaymaHu 3a cpok 15 qHU
OT J1IaTaTa Ha U3/1aBaHETO MM.

Pazgea IV.
IIpennucBaHe HA JIEKAPCTBEHU MPOAYKTH, 3AIJIAIMAHUA HATBJIHO WM YacTudHo oT H30K

Un. 23. (1) (Hon. - AB, 6p. 81 or 2013 r.) Jlunata mo un. 4, an. 1, paboremu B JeueOHH
3aBe/leHUsl 32 M3BBbHOOJHMYHA MOMOII, B M3MbiIHeHHe Ha noroBop ¢ H3OK morat na mpemamucsar
JIEKapCTBEHHU NPOAYKTU MO wi. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
veaunuaa (3JIIIXM) 3a nedenne Ha 3aabJDKUTENHO 3ApaBHOoocurypenu nuna (330JI), 3amnamianu
HanbJIHO Wi yactTuyHo oT H30K 3a gomainHo eyeHue Ha TepUTOpHUSTa HA CTpaHara 3a 3a0osiBaHus,
onpeeeHu ¢ HapeaoaTa mo wi. 45, an. 3 330.

(2) U3BBH ciiyyauTe no an. | gexkapcTBEHU MPOIYKTH, 3aIlIAIAaHU HAI'BJIHO MM YAaCTUYHO OT
H30K, morar na ce mpenmucBaT OT JieKapu/JeKapu MO JeHTallHAa MEIHUIIMHA, paboTelly B JIe4eOHU
3aBEJICHHS 32 N3BHHOOIHUYHA TOMOII 1O WiI. 5, ant. 1 oT 3akoHa 3a JiedeOHUTE 3aBEICHHUS, KOUTO Ca KbM
MUHHUCTEPCTBOTO Ha MPABOCHIUETO.

(3) JlekapcTBeHu MpOAYKTH, 3aruiamiaHd HanmwJIHO wind yactuuHo oT H30K, morar na Obaar
MPENMCBaHN Ha 3JPaBHOOCUTYPEHHU OBITapCKU TpakllaHW, JIMLa C MPaBO Ha 3APAaBHO OCUTYpSIBAHE,
YIIOCTOBEPEHO OT Apyra IbpraBa - wieHka Ha EC, nim chriracHO ABYCTPaHHH CIIOTOI0H.

(4) (U3m. - JIB, Op. 81 ot 2013 r.) Jlunara nmo un. 4, an. 1, cnenuanuctu 1o npoduiia Ha
3aboisiBaneTo, padorenm mo gqoroop ¢ H30K B nmeyeOHM 3aBeneHUs 3a M3BHHOOTHUYHA ITOMOII WITH
CHelHraTu3upaHl KOMUCHH B JieueOHU 3aBelleHus 3a OOJIHHYHA Momoll, ckiatounin norosop ¢ H30K,
MoraT Ja wu3JaBaT MPOTOKOJIM 3a TNPEJNUCBAHE Ha JIEKApCTBEHU TMPOAYKTH, 3alulallaHd OT
H3OK/Pernonannara 3apaBHoocurypurenta kaca (P30K).

Uin. 23a. (Hos - [IB, 6p. 81 ot 2013 r., ot™. - JIB, Op. 95 ot 2014 1.)

Un. 24. (1) (U3m. - IB, 6p. 81 ot 2013 r.) JlekapcTBEeHUTE NMPOJYKTH, KOUTO HAIMIBJIHO WU
gacTuyHO ce 3amtamar or H30K 3a momammHo JsieueHue, ce TpEeAnucBaT Ha pelenTypHa OJiaHka
(o6pazerr M3 - H30K Ne 5 mo mpunoxxenue Ne 6), perientypna 6manka (o6pazery M3 - H30K Ne SA mo
npuioxkenue Ne 7) Ui 3a TAX ce u37aBa MpoTokou (oOpaselr nmo npusoxkenue Ne 8) mo pen, onpeneneH
B HAllMOHAJTHUTE PaMKOBU J0roBopH 1o uwi. 53, ai. 1 330.

(2) Penentypuute 6anku 1o ajn. 1 ce u3aasar, KakTo cleqBa:

1. peuentypHa 6manka (o6pazery M3 - H30K Ne 5 mo mpunnoskenue Ne 6) - 3a mpeanucBaHe Ha
JIEKapCTBEHH MTPOAYKTH 3a JieueHHe Ha 3a00JIsIBaHus, B KOJIMYECTBa 3a He rmoBede oT 30 aHu;

2. (m3m. - [IB, Op. 95 or 2014 r.) peuentypna Omanka (oOpazerr M3 - H30K Ne 5A mo
npuioxxkeHue Ne 7) - 3a mpeAnucBaHe Ha JIEKApCTBEHU MPOAYKTHU 3a JIeUeHNE HAa XPOHUYHH 3200 1sIBaHuS,
B KoJiInuecTBa 3a He noseue ot 100 qHu.

(3) HenmombyiHEHHTE TTOJIETa B peLIEITYPHUTE OJTAaHKH 110 aji. 1 ce aHynupart cbe 3Hak "Z".

(4) Peuentypuute Gnanku 1o ai. 1 ce u3gaBar B JjBa €K3eMILIIpA.

(5) JIumaTa mo wi. 23 MoraT a pasnedaTBar 00pa3uTe Ha JOKYMEHTHTE IO al. 1, KaTo ChIIUTE



CbABbpPKAT 3aABJLDKUTCIIHO BCUUKHU PCKBU3UTH.

Ui 24a. (Hos - JIB, Op. 15 or 2014 r.) Koraro Ha 330JI ce mpeanucBar JeKapCTBEHH
MPOJYKTH, C U3KIIIOUEHHUE HA JIEKapCTBEHUTE MPpoAyKTH 1o wi. 174 3JIIIXM, 3amnananu HambJIHO WK
gactuaHo oT H30K, penentypuute 61anku 1o wi. 24 cienBa Ja ChAbPKAT BCUYKH JIAHHU, TIOCOYCHH B
npuioxkenue Ne 4a, koraTo ce IIaHupa Jia ce U3IMbJIHABAT B Ipyra AbpKaBa YIcHKA.

Ui 25. (1) JIunara o wi. 23 BnucBaT B aMOyJIaTOPHUS JIUCT, KOWTO CE€ ChXPaHSIBA B JIOCUETO
Ha 330J1 3a 0OTYETHOCT ¥ KOHTPOJ, CICTHUTE JaHHU OT penenture no 4i. 24, ain. 1: kog na H30K, MKb
KOJI Ha 3a00siBaHeTO 10 Hapeabara mo wi. 45, an. 3 330, curnarypa, Npeanucalo KOJIMIeCTBO U JTHUTE,
3a KOUTO € JJOCTaThYHO MPEANUCAHOTO KOJTUYECTBO.

(2) Jarata Ha um3maBaHe Ha pelenrTara cleBa Ja ChBIAJa C JlaraTa Ha H3/JaBaHE Ha
amMOyJIaTOpHHUS JIUCT.

Un. 26. (1) JIunara mo 4. 23 umar mpaBo Ja MpeanucBar Ha e/lHa pelenTypHa OJaHka 10 TpU
JICKapCTBCHH MPOIYKTA, CBBP3aHU C JICICHHETO Ha J0 TPH PA3JIMYHU 3a00JSBaHUS, & HA €MH MTPOTOKOI
- €[IUH JIEKApCTBEH MPOAYKT B 0 TPU JO30BH SIUHUIIM 32 €THO 3a00IIBaHE.

(2) IlpomeHnu B mpeanMcaHUTE JEKapCTBEHU NPOAYKTU IO peuentypHa OnaHka (oopazen M3 -
H30K Ne 5 mo mpunosxxenue Ne 6) Moke Ja MpaBU camo JIEKapAT/IEeKapsAT MO JACHTajlHa MEIUIHA,
W3/1aJ1 perenTara, KaTo 3a IeJiTa ChIIUAT aHyJIupa HEM3ITbJIHEHATa PelenTa U u3aBa HoBa.

(3) Ilpomenu B mpeanucaHUTe JeKapCTBEHU MPOAYKTU MO peuentypHa Omanka (oopaszen M3 -
H30K Ne 5A mo mpuioxenue Ne 7) Moke J1a IMpaBU caMo JICKApSAT/JICKapsT 1O JICHTAIIHA MEIUINHA,
U3J1ai perenTara, KaTo 3a LeiTa ChIIUAT aHyIupa HEeU3MbJIHEHUTE OTPSA3BIU OT Hesl M M3/1aBa HOBA.

(4) B cayvaure mo an. 2 um 3 jupmara no wi. 23 3agbipkuTenHo usucksBar ot 330J1
pelenTypHuTe OJaHKH WJIH OTPA3bIM OT pPELENTypHU OJIaHKH, KOWUTO TOJJIeKaT Ha aHyJIHpaHe.
AHyIUpaHHUTe pelenTypHHU OJIAHKH WM OTPS3BIN OT PEIENTYPHU OJaHKHU Ce ChXPaHSABAT B JIOCHETO Ha
330J1, npukpeneHu KbM aMOyIaTOPHUS JIMCT OT JAaTaTa Ha TAXHOTO U3aBaHe.

(5) Tlpu wuskiIrOYBaHEe HA JIGKAPCTBEHU MPOIYKTH OT TO3UTUBHHS JIEKAPCTBEH CITUCHK
W3JIaJICHUTE PELeNTH Ce aHyIupaT Mo pena Ha ai. 2, 3 u 4, KaTo MalMeHTUTe He 3arianiar cymara mo
yn. 37, an. 1, 1. 1 330, ako He ce Hajlara oka3BaHe Ha MEIHUIIMHCKA ITOMOIIL.

Yn. 27. (1) JIunata mo ui. 23 ¥UMar npaBo JAa MpeanucBar JeKapCTBEHHU NMPOJYKTH, 32 KOUTO
H3O0K HanmbiaHO WK YaCTUYHO 3aIlIalla, B CJICIHATE KOIUUECTBA:

1. 3a ledeHne Ha OCTPU CHCTOSIHUS - JIEKAPCTBEHU MPOJYKTH 3a He oseye oT 10 aHu;

2. (w3m. - IB, Op. 95 ot 2014 r.) 3a jedyeHne Ha XPOHUYHU 3a00JISIBAHUS - JIEKAPCTBEHU
NpOAYKTH 3a He noBeye oT 100 aHM, mpeanucaHu Ha 10 TpU OTps3bKa OT perentypHa 6iaaHka (oopaszery
M3 - H30K Ne 5A mo mpunoxxenue Ne 7) unu Ha penentypHa Oianka (o6pazernr M3 - H30K Ne 5 mo
npuiioxxeHue Ne 6).

(2) JInuara no wi. 23 mocouyBar B pelentTypHUTe OnaHku 1o wi. 24, an. 1 u B amOynaTtopHus
JIMCT CPOKa, 38 KOUTO Ce MPEe/HCBa.

(3) (Hom. - B, 6p. 95 ot 2014 r.) B ciayuaute mo an. 1, T. 2 ce mpeANMUCBaT JIECKapCTBEHU
NPOAYKTH Ha €IUH OTPA3bK 3a He moBeue oT 30 JHU, OCBEH KOraTo JIMIICBA MOJXOASAIIA ONaKOBKa
CBIVIACHO CHUCHKA MO wi. 262, an. 1 or 3akoHa 3a JeKapCTBEHUTE MPOJIYKTH B XyMaHHaTa MeIUIIMHA
(3JIIIXM) mnu KoraTo JIeKapCTBEHUTE MPOIYKTHU CE MPEANICBAT B KOJUYECTBA 3a rmoseye oT 90 qHu.



Un. 28. Ha peuentypHute Onanku mo 4wi. 24, an. 1 He moraT ma ObAaT NpeanvcBaHU
€HOBPEMEHHO JIEKAPCTBEHH MPOAYKTH:

1. Ha3HAYEHH C MPOTOKOJI O 4. 24, all. | 1 TakuBa, KOUTO HE ca Ha3HAYCHH C TAKBB MIPOTOKOJ;

2. Ha3HAYEHU C TIOBEYE OT €JMH MPOTOKOJI MO 4Jl. 24, ai. 1.

i 29. (1) Jlumata mo wi. 23 ca mrexHM aa yBeaoMar 330JI - pecr. HEroB poauTed,
HAaCTOMHUK WIM TMOIEYUTEN, WIA Juuero mo uwi. 162, amn. 3 or 3akoHa 3a 37paBeTo, 3a BHUJA HA
MIPENMCAaHUTE JIEKAPCTBEHU MPOAYKTU, TAXHOTO JIEHCTBUE, HEKEJIaHH JIEKAPCTBEHU DPEAKIUH, pea U
Ha4yMH Ha IPUEMaHe, 3a cyMara, KOSTO CJI€[BA Ja 3aIlIaTH, aKo JIEKapCTBEHMST IPOAYKT CE 3aIulaiia
yactuuHo oT H30K.

(2) YBenomsasanero Ha 330J1, pecii. HEroBUsl pOAUTEN, HACTOMHUK, MMONEUYNUTEN WIH JIMLETO 110
1. 162, ann. 3 ot 3akoHa 3a 3[paBeTo, C€ YA0CTOBEPsIBA C IMOIKCA MY B aMOYJIaTOPHHUS JIUCT.

Ui 30. (1) PenenTure, u3nucanu mo peaa Ha TO3U pas3fiesl, UMAT CPOK Ha BaJTUIHOCT CUYUTAHO
OT JlaTaTa Ha U3J]aBaHe, KaKTO CJeJBa:

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

2. 1o 45 xaJeHIapHH JHH - 332 OTPSI3bK B oT penentypna 6manka (oopazerr M3 - H30K Ne SA
o npunoxenue Ne 7);

3. mo 75 xaneHmapHU JHU - 3a oTpsi3bK C oT penentypHa Omanka (oopazery M3 - H30K Ne 5A
1o npuioxenue Ne 7).

(2) OtnennuTe OoTpsA3BLM Ha peuentypHa Oianka (oopazen M3 - H30K Ne 5A no npuiioxxenue
Ne 7) ce u3mbIHSABAT MOCIEIOBATENIHO B CICAHUTE CPOKOBE CUMTAHO OT JIaTaTa Ha U3/1aBaHETO M.

1. no 15 xaneHaapHu IHU - 3a OTPSA3BK A;

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

3. (u3m. - IB, 6p. 95 ot 2014 1.) o1 50 no 75 xkaneHaapHu AHH - 3a OTps3bK C.

(3) (U3wm. - [IB, 6p. 81 ot 2013 r.) [IpoTokonute mo ui. 24, an. 1 ©MaT Cpok Ha BaTUIAHOCT A0
180 xayeHTapHHU THU CUMTAHO OT JIaTaTa Ha 3aBEPSBAHETO UM B PermoHaiHaTa 3paBHOOCUTYPUTEITHA
Kaca.

Pazgen V.
IIpennucBaHe Ha JleKapCTBeHHM NPOAYKTH B JedeOHU 3aBeieHus cbe crannonap (Hos - /1B, 0p. 81
or 2013 1r.)

Uin. 30a. (Hos - IB, Op. 81 ot 2013 1.) (1) (U3m. - [IB, 6p. 95 ot 2014 r.) [Ipeanuceanero Ha
JIEKapCTBeHH NPOAYKTH B JIEUEOHH 3aBElIEHUS ChC CTAIMOHAP 3a XOCMUTAIM3UPAHU TALUEHTH Ce
M3BBPIIBA HA JIEKAPCTBEH JIUCT ChINIACHO MpuitoxkeHue Ne Sa.

(2) (M3m. - AB, 6p. 95 ot 2014 r.) JIekapcTBEHUAT JUCT 10 TpuiiokeHue Ne Sa Moxe 1a Ob1e u
caMO0 B eJeKTpoHHa ¢opma, KaToO Ce€ TOJMHUCBA CHIIACHO 3aKOHA 3a EJIEKTPOHHUS JTOKYMEHT U
€JIIEKTPOHHHSI TTOATIHC.

(3) (U3m. - JIB, Op. 95 ot 2014 r.) JlekapcTBEHUAT JIUCT C€ MONBJBA B JBa EK3EMILLIpA,
MOJAINKCBAa C€ OT JIEKyBallus JieKap W HavyallHUKa Ha OTAENEHUETO, CJIeJl KOETO Ce TMpelaaBa 3a
M3ITBIHCHHUE B OoTHUYHATA anTeka. CpOKBT Ha ChXpaHEHUE HA JICKApPCTBEHHUS JIUCT € 5 TOJIUHHU.

(4) (Hosa - /IB, 6p. 95 ot 2014 1.) JIekapcTBEHUSAT JIUCT MOKE J1a ObJIe ChbCTABSH U OTIIEYaTBAH
gpe3 Creuaiu3upan coPpryep, KaTo 3abHDKUTEITHO ChIbPKa BCHYKHA PEKBU3HTH.



Yn. 306. (Hos - 1B, 6p. 81 ot 2013 r.) (1) IlpeanucBaneTo Ha JeKapCTBEHH MPOAYKTH,
ChIBpKAIIM HAPKOTHYHM BelecTBa oT npuitokeHust Ne 2 u 3 kpMm wi. 3, T. 2 1 3 ot Hapenbara 3a pena
3a kimacu(uIupaHe Ha pacTeHUsATa M BEIIeCTBAaTa KaTo HAPKOTHYHH, B JIEYCOHUTE 3aBENIEHUS ChC
CTAallMOHAP 3a XOCTIUTATU3UPAHUTE OOTHU C€ U3BBPILBA HA OT/EIJICH JIEKApPCTBEH JIUCT.

(2) (U3m. - 1B, 6p. 95 ot 2014 r.) JIekapCTBEHUSAT JUCT MO al. | ce MOIbiIBa B CbOTBETCTBHUE C
wr. 30a, an. 3 u 4, Karo HE ce JONycKa HM3/IaBaHETO MYy caMO B ejeKTpoHHa ¢opma. CpokbT Ha
CbXpaHEHHE HA JIEKAPCTBEHUS JIUCT € 5 TOAUHH.

Ui 30B. (Hos - JIB, 6p. 81 ot 2013 1.) (1) I[IpennucBaneTo Ha JIEKApCTBEHH MPOJAYKTH IO UJI.
30r, an. 4, T. 2 ce U3BBPIIBA HA CHICHUATHUATE pEleNTypHH Onanku 1o wi. 11.

(2) CrnenmannaTa penenTypHa OjaHka 1o aj. 1 ce W31aBa B TPH €K3EMILISpPA, IbPBHUTE JIBA OT
KOHUTO C€ IpeJaBar OT NalreHTa B OOJHUYHATA alTeKa, a TPETUAT Ce ChbXPaHsBa OT JIGKYBAILUs JIEKap.

(3) IlpeamucanuTe JIeKapcTBEHW TMPOAYKTH MO ail. | ce BOUCBAT B MEAUIMHCKATA
JOKYMEHTAIUs Ha TIAIlHEHTA.

Y. 30r. (Hos - B, 6p. 81 ot 2013 r.) (1) JlekapcTBeHH HNpOAYKTH MO wi. 262, an. 6, T. 2
3JIIIXM, 3amnamanu HarmbiaHo oT H30K, Morar na mpennucBar yummara no 4wi. 4, an. 1, padorenu B
nedyeOHU 3aBelleHus 3a OOJTHHYHA MOMOI MO KJIMHUYHU MBTEKU/KIMHUYHU MPOIEAYypU/TIPOLEeypH IO
Hapen6a Ne 40 ot 2004 r. 3a onpezensiHe Ha OCHOBHMSI MakKeT OT 3ApPAaBHU JEHHOCTH, FApaHTHUPAH OT
oromkera Ha Hanmonannara 3apaBHoocuryputenta kaca (B, 6p. 112 ot 2004 r.).

(2) Koraro cwrimacHo Hapembata mo ai. | JeKapCTBEHUTE MPOIYKTH 32 3JI0KAY€CTBEHHU
3abonsaBanus ce 3amamar oT H30K u3BbH LieHaTa Ha KIMHUYHUTE MBTEKH/KIMHUYHUTE MPOLEIYpPH,
CBIIUTE CE MPEANHCBAT M IPUIAraT ChIVIACHO TEPAIEBTUYHUTE CXEMHU 3a JICUEHHE B CHOTBETCTBHUE C
HAI[MOHATTHUS PaMKOB JIOTOBOP 32 MEIMIIMHCKUTE AEHHOCTH 10 4. 53, an. 1 330.

(3) (U3m. - IAB, 6p. 95 ot 2014 r.) JlekapcTBeHUTE MPOAYKTH MO aj. 2, ¢ M3KIIOUEHUE Ha
OMMOUJHUTE AHANTETUIIM, Ce MPEANKCBAT MO MPEeNIOKEHNE Ha JIEKYBalllus JieKap/iIeKap Mo JIeHTalIHa
MeIUIMHA, KOETO ce 0100psiBa OT KOMHCHSI B ChCTaB OT Hal-MaJkO TpUMa JIEKapH, ONpeAesieHa ChC
3aroBe]] Ha PHKOBOJIUTEINS Ha JIeUeOHOTO 3aBeieHHe. 3a CBOsATa pad0Ta KOMUCHATA U3TOTBSI PEIICHUE TT0
oOpaszer; ceriacHo npuiokeHue Ne 80, a 3a mpeAmnucBaHe Ha JIEKAPCTBEHHU MPOIYKTH 3a JEUeHUE Ha
37I0KQYE€CTBEHU 3a00JIIBaHMsI B XEMAaTOJIOTHATA ChIIAcHO MpuiiokeHne Ne 8B, KOMUTO BaxkaT 3a CPOK
iecT Mecena.

(4) Jlunmata mo an. 1 morar nma mpeamucBar Ha 330J1 cbc 37M0KauecTBEHU 3a00ISIBAHUA
JIEKApCTBEHH TPOAYKTH 3a JICUCHUE/TIPOIBbIDKABAHE HA JICUEHHUETO B WM3BBH CTAIIMOHAPHH YCIOBHS,
KaKTO CJIe/Ba:

1. mekapcTBeHM MPOIYKTH 3a TepopaliHa MPHIETHA MPOTHBOTYMOpHA TEpaIusi M IMepopaHa
XuUMHoOTepanus - npu gexocnuranuzanus Ha 330JI, nekyBaHH B CBHIIOTO Je4eOHO 3aBeNeHHUE IO
KIMHAYHY ITHTEKH WU KIMHUYHA TPOIlelypa 3a CHCTEMHO JIGKAPCTBEHO JIEYCHUE TIPU 3JI0KaYeCTBEHU
3a00JIIBaHHS;

2. OTIMOM/IHU aHAJTETHIIN - TIPU AUCIIAHCEPHO HAOJIFOICHUE TIPH 3I0KAYeCTBEHH 3a00JIIBaHUS
P BPOJCHU XEMAaTOJIOTUYHU 3200 IsIBaHUSI.

(5) B cmyuaunte mo an. 4, 1. 1 330JI cnenBa aa ca JeKyBaHU MO KIMHUYHHU TBTEKH, IOCOUYCHH B
npunoxenue Ne 5 Ha Hapenba Ne 40 or 2004 r. 3a ompenensHe Ha OCHOBHHUS INMaKeT OT 3JpaBHU
JIEWHOCTH, TapaHTHpaH OT Oro/pkera Ha HarmumoHamHaTa 3apaBHOOCUTYpUTENHA Kaca, TMPH KOUTO
CTOMHOCTTA Ha JIEKapCTBEHUTE MpoayKTH ce 3amnamia oT H30K u3BbH 1leHaTa Ha mbTEKaTa.



Ui 30a. (Hos - IB, 6p. 81 ot 2013 r.) (1) (U3m. - [IB, 6p. 95 ot 2014 1.) JlekapcTBeHHTE
npoayktH o wi. 30r, an. 4, 1. 1 ce nmpeanucsar Ha peuentypHa Oxanka (o6pazen M3 H30K Ne 6 mo
npuiiokeHre Ne 8r) 3a ieueHre Ha 3JI0Ka4eCTBEHU 3a00JIIBaHUS B KOJIMYECTBa 3a He nmoseye oT 30 nHu.

(2) Penentypnara Ganka 1o aji. 1 ce u3zgaBa B JBa €K3eMILIAPA, ITBPBUAT OT KOUTO CE TpeaBa
ype3 MallieHTa Ha anTeKkara Ha JIe4eOHOTO 3aBelIeHHWE ChC CTAllMOHAp, a BTOPHUST C€ ChbXpaHsABa OT
JIEKyBAIIUs JIeKap/JIeKkap Mo JCHTaTHA MEIUIINHA.

(3) Pettenitute ca BamuHU 3a CPOK 15 qHU OT maTaTa Ha U3JaBAHETO MM.

(4) JIumara mo wi. 30r, an. 1 moraT Aa pasmeuaTBaT oOpa3uTe Ha JOKYMEHTHUTE 10 aj. 1, kato
CBIIUTE ChIBPKAT 3aABLKUTEITHO BCUUKU PEKBU3UTH.

I'naBa yerBBpTA.
OTHHYCKAHE HA JIEKAPCTBEHHU NPOAYKTHU

Pa3gea 1.
IIpuemaHe 1 U3IbJIHEHNE HA JICKAPCTBEHUTE NMPeANUCAHUSA

Ui 31. (1) (Ilpeaumren Texer Ha wi. 31 - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) ITpu
MPUEMAHETO Ha PEUENTUTE U JICKAPCTBEHUTE JINCTOBE MaruCThp-(hapMaleBThT Ce 3aIbJDKaBa Ja:

1. mpoBepsiBa anu ca Clla3eHU U3MCKBAaHUATA HA IJIaBU BTOPA U TPETA;

2. HE OTITyCKa JIEKaPCTBEHHU MPOIYKTH CPEIly TAJOHHU 32 OTCTBHIKA WU JIPYTU JAONBIHUTEIHA
MaTrepuay, HepeIBUICH! B Ta3u Hapenoa wim 3JITTXM;

3. (m3wm. - 1B, Op. 81 ot 2013 r.) OCTOMHOCTSIBa MPENITUCAHUTE JIEKAPCTBEHU MPOAYKTH H CE
MIOJIIMCBA; CIIOMaraTeHUTEe MaTepUald U ONAaKOBKUTE, KOUTO CE M3IMOJI3BAT 3a JEKapCTBEHU NMPOIYKTH,
NPUTOTBEHH TI0 MarucTpaiHa u (apMmaxoreiiHa perentypa B anTeKUTe, C€ BIWCBAT 1O BHI U
KOJINYECTBO U C€ OCTOMHOCTABAT chIytacHo Hapenbara 3a ycioBusTa, IpaBuiiaTa U pejia 3a peryjaupaHe
U pEerucTpupaHe Ha IEHUTE Ha JIEKApCTBEHUTE NpoaykTu, npuera ¢ [locranoBnenne Ne 97 Ha
Munucrepcku cbBet ot 2013 r. (B, 6p. 40 ot 2013 1.);

4. BIIUCBA BCSKA U3ITBIIHEHA PEIIeTiTa B THEBHUK 32 PETUCTPUPAHE HA PELIEIITH.

(2) (Hosa - 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) /IHEBHUKBT 3a pEerucTpUpaHe Ha
perenTH 1o ai. 1, T. 4 MOXKe 1a ce BOAM KaKTO Ha XapTHEH, Taka U Ha EIIEKTPOHEH HOCUTEIL.

Un. 32. (1) B antekata 3aAbDKUTENTHO C€ CHXpaHsABa B MPOIBIDKEHHUE HA MET TOIUHHU
uH(popmManus 3a:

1. mpueTuTe U U3MBIHEHUTE PELENTH;

2. MOJIY9CHUTE JICKAPCTBEHU IPOAYKTH IO MTAPTHIH.

(2) (M3m. - B, Op. 68 ot 2014 r., B cuma or 15.08.2014 r.) Ha Bcska peuenra
MarucTbp-(GpapManeBThT IMOCTaBs IedaT, KOHTO ChIbpKa HOMEpa W JaTara Ha pa3pelieHueTo 3a
THProBUs Ha IPeOHO C JEKAPCTBEHU MPOAYKTH.

(3) (Homa - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Penientute ce moamucBar OT
MarucThp-hapmareBra, KOMTO U3MBIHIBA MPEANUCAHUETO W/WIKM OTIYCKAa JIEKAPCTBEHHUTE MPOIYKTH.
Ha Bcska perienita MarucTsp-GapMareBThT IOCTaBS:

1. HOMep U J1aTa Ha MPUEMaHEe Ha pelernTaTa;

2. YUH na oTmyckamus MarucTbp-(papmarieBT.

Un. 33. (1) B anTekure perenTuTe ce U3MbIHIBAT MPUOPUTETHO TIO CIESTHUS PEI;:



1. peuentu ¢ ykazanue "nurto", "mutucumo" UM "ctaTUM" ce M3MBIHSABAT HE3a0ABHO, KATO
BBPXY TAX C€ OTOENA3Ba YaChT HA MOCTHIIBAHETO B aliTeKaTa U Ha U3IIBIHEHUETO UM;

2. peuernty 3a jneua 1o 14 rogunu;

3. BCUYKHM OCTaHAJIM PELENTH Ce U3II'BJIHABAT 10 Pe/ia Ha TOCTHIIBAHETO UM.

(2) JlexapcTBeHM TPOAYKTH, NMPUTOTBEHH IO MAarucTpaiHa U (papmakomneiiHa perenrtypa, ce
MIPUTOTBSAT B paMKHUTE Ha 24 yaca OT IpUEeMaHeTo Ha pelernTara.

Uin. 34. (1) [Ipu ormyckaHe Ha MpeaNUCaHU JEKAPCTBEHU MPOAYKTH C€ CIla3Ba CICIHUSIT PEel;:

1. (uam. - JIB, 6p. 81 or 2013 r.) kKorato JEKapCTBEHUAT MPOAYKT € NpPEANHCaH Ype3
MEXIyHApPOJAHO HENAaTeHTHO WM (papMakoneiiHO HaMMEHOBAaHME Ha JIEKApCTBEHOTO BEIIECTBO, CE
OTIIyCKa JIEKAPCTBEH MPOJAYKT, paspellieH 3a yrnoTpebda B CTpaHaTa, KOMTO ChIbpikKa MPEANHCAHOTO
aKTUBHO BEIIECTBO, KAaTO 3aIbJDKUTEIHO C€ CIa3BaT NpeArnucaHara JeKapcTBeHa ¢opma u
KOJIMYECTBOTO B JI030Ba EAMHHUIIA;

2. KOraro JIEKapCTBEHMST HPOAYKT € NMPEANHCaH MO0J ThPrOBCKO HaUMEHOBAHME, CE€ OTIIyCKa
TOYHO MPEIANUCAHUSIT MPOAYKT.

(2) Koraro anrekata He pasnonara ¢ HOpeJIUCaHHsl JIEKapCTBEH HPOAYKT, MarucTbp-
(dbapMaleBThT € ANBXKEH Ja r0 OCUTYpH B CpoK 10 24 yaca. B To3u ciydwail natata u 4yachT Ha
IIOCTBHIIBAHETO HA PELIENITaTa CE OTPa3siBaT BbpPXY Hesl.

Un. 35. (1) Caen oTmyckaHETO HA MPEANUCAHUTE JIGKAPCTBEHHU MPOIYKTH PElenTaTa ce BphIlla
Ha IPUHOCUTEIIS M.

(2) (U3m. - JIB, Op. 94 ot 2011 r.) B anrekute Ha jned4eOHHWTE 3aBEICHHS ChC CTAI[HOHAP,
CKJTFOUIIIN JTOTOBOp 1o peaa Ha Hapenda Ne 34 ot 2005 r. 3a pena 3a 3aruramaHe OT pernyOIuKaHCKUs
OIO/KET Ha JICUCHUETO Ha OBJITapCKUTE FPaXKIaHU 3a 3a00JIsIBaHUA, U3BBbH 00XBaTa Ha 3aIbIDKUTEIIHOTO
3[IPaBHO OCHUTYpsIBaHE, CE 3aIbpXkKa SAMHHUAT SK3EMIUIAP Ha PelenTara.

(3) B anrtekara ce 3amgbpikaT BTOPUAT ek3eMIUIp oT peuenture oopazery M3 - H30K Ne 5 no
npuiiokeHne Ne 6, BTOpUAT eK3eMIUISIp OT OTPSI3bIMTE Ha peuentypHa 6i1anka odpazen M3 - H30K Ne
5A no npuioxxenue Ne 7 u komusi OT mpoTokoiuTe (oOpasen mo npuioxeHne Ne §8), Y4MUTO PEKBU3UTH
HE ce TMOITBJIBAT OT alTeKaTa U KOWTO Ce ChXpaHSABAT B alTeKaTa €Ha TOJMHA, CYMTAHO OT JaTraTa Ha
TAXHOTO U3I'bJIHEHHE.

Un. 36. [Ipu oTnyckaHe Ha JIEKQpCTBEHU MPOAYKTH MarucTbp-(apMaleBThT € JIBXKEH Ja
peJocTaBy MH(OpMaIUs M CbBETH Ha MAallUEHTUTE, U3pa3eHH SICHO, Ha €3UK, JIECEH 3a Bb3IpHUEMaHe,
OTHOCHO 0€30MacHOTO U €()EKTUBHOTO IPUEMAHE U U3II0I3BaHE HA JICKAPCTBEHUTE IPOAYKTH.

Un. 37. (1) [Ipennucanusi, KOUTO HE OTTOBAPST HAa U3UCKBAHUITA IO TJ1aBH BTOPA U TPETa, HE ce
W3IBJIHSBAT.

(2) ITpu BB3HUKHAIO CBMHEHHE OTHOCHO MPEIMCAHOTO B PellenTaTa MarucTbp-GpapMaieBThbT €
JUTHKEH, TIPEeId Ja OTMYCHE JIEKapCTBEHMs MPOAYKT, Ja C€ KOHCYJITHpA C TMPEANUcCaIus perenrara
nekap.

Ui. 38. He ce ormyckar JiekapCTBEHU MPOAYKTH IO KOMKME HA OPUTHHAIIHA PELenTa.



UYn. 39. [lpeau ornmyckaHe Ha JIEKapCTBEHHM NMPOJYKTH 0€3 perenta MarucTbp-¢papMareBThT
HaIlOMHS Ha NalMeHTa Npeayu ynorpeda fa npoyere HHPOPMALMOHHATA JIMCTOBKA.

Pazpgea I1.
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH, ChABPKAIH HAPKOTUYHH BellleCTBA

Y. 40. JIekapcTBeHU NMPOAYKTH, ChIbPXKAIM HAPKOTUYHU BELIECTBA, IPEANMCAHU 10 pela Ha
r1aBa Tpera, paszgen II, ce otnyckar B anteku, KOUTO:

1. ca mostyumsy JIMLEH3Us 32 ThPrOBUs Ha APEOHO U ChbXPaHsABaHE Ha HAPKOTHYHU BELECTBA 1O
pena na 3KHBII,

2. ce HaMHUpaT Ha TEPUTOPUATA Ha 00JIacTTa 10 MECTOM3/IaBaHe Ha pellenTaTa.

Un. 41. (1) (M3m. - B, 6p. 81 or 2013 r.) Ilpu mnpuemMaHe Ha peEHENTHTE
MarucTbp-(papmManeBThT 33bDKUTEIIHO MPOBEPSBA Jalli Ca CHa3eHU M3UCKBAHUATA 3a MPENMCBaHEe Ha
JICKapCTBEHH TMPOYKTH, ChIBPKAIIM HAPKOTHYHH BEIIECTBA, M HA MTbPBHSI €K3EMIUISIp OTOCIA3Ba TPUTE
MMEHA U JIaHHUTE OT JJOKyMEHTa 3a CAMOJIMYHOCT Ha IPUHOCUTEIIS Ha peliernTaTa.

(2) U3m. - OB, 6p. 81 or 2013 r.) [IbpBUTE EK3EMIUIAPH OT PELENTHTE C€ MOIPEkKAAT B
XPOHOJIOTUYEH pell, KaTo HeoOXxoaumara MH(OpMaIus OT TSIX Ce BbBEX/Ja B CHELUATHHS PETUCTHD,
cbriacHo 4i. 3 ot Hapen6a Ne 21 ot 2000 r. 3a ©3uCKBaHUSITAa KbM JOKYMEHTALUATA U OTYETHOCTTA IIPU
M3BBPILIBAHE HA JEHHOCTU C HAPKOTUYHHU BEIIECTBA U JIEKAPCTBEHH NMPOIYKTH, ChbPKALM HAPKOTUYHU
Bemtectna (1B, 6p. 86 ot 2000 r.).

(3) (M3m. - JIB, Op. 94 ot 2011 r.) Bropure ek3emIUIApH OT PEHENTUTE CE HM3MpaniaT Ha
MHCIIEKTOpa 10 HapkoTUYHUTE BeulectBa B P3U no onuc Ha XapTUeH U €JIeKTPOHEH HOCUTEN B CPOK JI0
10 nHM cien Kpast Ha BCEKH MECEIl.

(4) (U3m. - JIB, Op. 81 ot 2013 1., u3m. - JIB, O6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.)
Koraro nexapcTBeHHAT NpoayKT 1o wi. 262, an. 6, T. 1 3JIIIXM, cpabpxalll HApKOTUYHU BELECTBA, CE
3amnama ot H30K 3a nomaiiHo sieyeHue, anrekara rnpeaasa BTOpHs ek3eMIuisip oT penentara Ha P3OK
3a OTYETHOCT U KOHTPOJI B CPOKOBETE, onpeieneHy B ckitoueHute ¢ P3OK norosopu.

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

Un. 42. (1) (U3m. - [IB, Op. 81 ot 2013 r.) [IppBUTE €K3EeMIUIAPU Ha PELENTHUTE, 10 KOUTO ca
OTITyCHATH JIEKAPCTBEHU TPOIYKTH, ChIBPIKAIIN HAPKOTHYHHU BEIIECTBA, CE 33bpKaT B anTeKara M ce
ChXpaHsBaT 3a CPOK €JHA T'O/IMHA, KaTo ce MPEACTaBAT Ha KOHTPOJIHUTE OPraHu MPH MPOBEPKa.

(2) (U3m. - IAB, 6p. 94 ot 2011 r., u3m. - IB, 6p. 81 ot 2013 r.) Cnen ustuaHe Ha Cpoka 1o
an. 1 peuenture ce mpeaaBar ¢ MPUEMHO-TIpeIaBaTeNIeH MPOTOKON Ha uHcnekropute B P3U, kouto ru
chbXpaHsBaT 3a cpok 10 roauHu.

UYn. 43. (U3m. - IB, 6p. 81 ot 2013 r.) 3abpansBa ce oTIycKaHe Ha JIEKapCTBEHH MPOJIYKTH 110
periernta, MpeaICcany Mpean oBede OT 7 THH.

Y. 44. (1) (U3wm. - 1B, Op. 81 ot 2013 r.) 3a0paHsBa ce OTHyCKaHE HA JEKapCTBEHU MPOAYKTH,
ChJIbPIKalll HAPKOTUYHM BellecTBa oT npuiioxkenns Ne 2 u 3 xpMm wit. 3, T. 2 u 3 ot Hapenbara 3a pena
3a Kiacu(uIMpaHe HAa pacTEHUsATa U BellecTBaTa Karo HAapKOTUYHHU, B KOJWYECTBA, MO-TOJEMH OT
MpeucaHuTe.



(2) Ilpn ycraHOBsIBaHE HAa HECHOTBETCTBHS B NPEANMCAHMETO M MAaKCHUMAJIHO IOIyCTHMAaTa
71032 MarucTbp-(hapmManeBThT B aNTeKaTa € JUIbXKEH Ja ¢€ KOHCYJITHpaA ¢ IPEANHUCcCaIns peLenTara Jekap.

(3) IIpyn HEBB3MOXKHOCT 3a W3IIBIHEHHME HAa NPEINUCAHUETO CJej] KOHCYJITaluuATa 1Mo ai. 2
pelenTara ce Bpbllla Ha JIeKaps/IeKaps 1o JeHTajlHa MEeAULIMHA 3a aHyJIUpaHe.

Uin. 45. 3abpansBa ce OTIyCKaHE Ha JIEKAPCTBEHU MPOJYKTH IO pea Ha TO3U pa3feli, KOoraTo
MPUHOCUTEIIAT Ha perenTara e moja 18 ronuxu.

Pazpea I11.
OTnyckaHe Ha JIeKAPCTBEHU MPOAYKTH, 3aIUIAIIAHU HATBJIHO 0T M3 ¥ HATBJIHO WM YACTUYHO OT
H30K

Un. 46. (1) (U3m. - OB, 6p. 94 ot 2011 r.) OrmyckaHeTo Ha JIGKAPCTBEHU MPOIYKTH,
MIpeIMCcaHu Mo pea Ha riaBa Tpera, pasaen III, ce u3BbpIIBa OT anTeky Ha JIeYeOHU 3aBEJIEHUSI ChC
CTalMoHap, CKJIOUMiIM goroBop mo peaa Ha Hapenba Ne 34 ot 2005 r. 3a pema 3a 3amiamjaHe OT
penyOnuKaHCKUs OI0/KET Ha JIEYSHUETO Ha OBJIrapcKuTe Tpak/iaHu 3a 3a00isIBaHuUs, U3BBH 00XBaTa Ha
3aJBJDKUTEITHOTO 3/IpaBHO OCUTYpsIBAaHE.

(2) (Otm. - 1B, 6p. 81 ot 2013 r., HOBa - /IB, Op. 68 or 2014 r., B cuna ot 15.08.2014 r.)
OTmyckaHeTo Ha JIEKapCTBEHH MPOIYKTH OT amnTeku, padorenmm mo gorosop ¢ H30K, ce u3BwppmiBa B
CHOTBETCTBHUE C Ta3U Hapeada U ¢ YCIOBUATA U pefia 3a CKIIIOUBaHE HAa MHJIUBUYaTHU JOTOBOPH MO Y.
45, ann. 15 ot 3akoHa 3a 31paBHOTO OCUTYpsIBaHE.

(3) (Hdom. - IB, 6p. 81 ot 2013 r., nom. - JIB, 6p. 68 ot 2014 1., B cruta ot 15.08.2014 ., oT™. B
4acTTa OTHOCHO AyMute "masucmvp ¢papmayesm” ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - /IB,
op. 91 ot 2016 r., B cuna ot 18.11.2016 r.) OTnyckaHeTo Ha JEKapCTBEHH MPOIYKTH, MPEAMUCAHU TIO
pena Ha TiaBa Tpera, pazzmen IV, ce M3BBpIIBA OT Macucmuvp-papmayesm B aNTeKH, pabOTEIIN IO
noroBop ¢ H30OK c¢ uskiroueHue Ha JI€eKapCTBEHUTE NPOAYKTH mo wi. 30r, KOUTO ce OTIycKaT OT
OOJTHUYHUTE aNTEeKU.

(4) (Hosa - /1B, 6p. 81 ot 2013 r.) KoraTto nekapcTBeHUAT NPOIYKT C€ OTIYCKAa B OMAKOBKA,
pa3nMyHa OT OKOHYAaTeNnHara, ce OTOeNs3BaT BCHUYKH JaHHU OT OKOHYATEeJHATa OINAaKOBKa Ha
IIPOU3BOIUTENIS U C€ IPEI0CTaBs JIUCTOBKATA 32 MAllUEHTA.

(5) (Homa - JIB, 6p. 81 ot 2013 r., mon. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha
oOpaTHaTa CTpaHa Ha peLenTara 3a JIEKAPCTBEHUTE MPOJIYKTH, OTIYCKaHM IO peaa Ha wi. 21 or
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aruiamiaHe oT pemyOJMKaHCKHUs OIOPKET Ha JICYCHUETO Ha
OBJArapckuTe rpaxiaHu 3a 3a0oJiBaHus, M3BBH 00XBaTa Ha 3abJDKUTENIHOTO 3[PaBHO OCUTypsBaHe"
(B, 6p. 95 ot 2005 r.), ce 3amucBaT AAHHWUTE OT JMYHATAa KapTa (MacrmopT) HA MalueHTa U Ha
MoJTy4aressi, KoraTo JIeKapCTBEHUTE MPOIYKTH HE Ce MOJIydyaBaT JIMYHO OT MaIMeHTa.

Un. 47. (U3m. - 1B, Op. 95 ot 2014 r.) OtnyckaneTo Ha JeKapCTBEHU MPOAYKTH, MPEANHCAHU
Ha perentypHa Onanka (o6pazerr M3 - H30K Ne 5A mo npunosxenue Ne 7), ce u3BbpIIBa B pAMKUTE Ha
BaJIMIHOCT Ha OTPSA3BLUTE, KAaTO JlaTaTa Ha M3II'BJIHEHHE Ha BCEKH OTPSI3BK CE MOCOYBA BbPXY HEro U
BBPXY CJHEABAIINS OTPSA3BK.

Ui 47a. (Hos - IIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1., OTM. B yacTTa OTHOCHO JTyMHTE
"macucmup papmayeem” ¢ Pemenune Ne 5812 ot 17.05.2016 r. va BAC - JIB, 6p. 91 ot 2016 1., B cuna
or 18.11.2016 r.) Ilpu oTmyckaHe Ha JEKAPCTBEHH MPOMYKTH, MPEANKHCAHHU IO Pe/a Ha riaBa TpeTa,



paznen 1V, macucmvp-gpapmayeemvm npoBepsiBa 3ApaBHOOCUTYPUTEIHHS CTATyC HA TMAlUEHTUTE IO
pel, onmpeAesieH B YCIOBUSTA U pea 3a CKIIOYBAHE HA MHAWBHIYAJIHU JIOrOBOpH MO 4wi. 45, ai. 15 ot
3aKoHa 3a 3/IpaBHOTO OCUTYpSIBaHE.

Ui 476. (Hos - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) (1) (Ot™m. ¢ Pemierne Ne 5812
ot 17.05.2016 r. na BAC - /1B, 6p. 91 oT 2016 1., B cuna ot 18.11.2016 1.)

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

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

(4) (Ot™. ¢ Pemienne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot
18.11.20161.)

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

Un. 48. (1) Peuentute U MpOTOKOJIUTE HE C€ MBMBIHABAT U CE BPBIIAT HA MPUHOCUTENS UM,
KOTaTo:

1. peuentypHaTa OJaHKa HE ChABPKA U3ISUIIO MOMBIHEHU BCUYKHU JIaHHU;

2. CPOKBT Ha BATUAHOCT € U3TEKBII;

3. mpeanucaHuAT JEKAPCTBEH NMPOAYKT He ce 3amtama oT M3, or H30K unu He oTroBaps Ha
M3MCKBaHUATA, OIPEENICHU B joroBopa Ha antekara ¢ H30K;

4. ca I10MyCHATH TPEIIKU U HEChOTBETCTBUS IIPH MOMbJIBaHE Ha OJAHKUTE;

5. B ciry4yadTe, KOraTto He ca W3ITbJIHEHU U3UCKBaHUATA HA WiI. 7, ai. 1, T. 3.

(2) Maructbp-papmaieBTbT, OTIYyCKAll JEKApCTBEHUTE MPOAYKTHU, HSAMA MpPaBO J1a HaHACS
MOTIPAaBKM BBPXY peLeNTypHaTa OJlaHKa, ¢ HM3KIIOYCHHE Ha TIONPABKH TIPU HAMpPaBEHH OT HETO
TEXHUYECKU TPEIIKK B MOMEHTA Ha M3MbJIHEHUE Ha pelentara. B To3u ciyyail Toii ce moJmucBa cpemry
HarpaBeHaTa OT HeTO KOPEKIIHS.

Pazpen IV.
OTnyckaHe Ha JIEKAPCTBEHH NMPOAYKTH U MeIMIMHCKH M3eJIUs M0 pelenTH, M31aleHH B Ipyra
abpaxaBa wienka (Hos - /IB, op. 15 ot 2014 1.)

Y. 48a. (Hos - /IB, 6p. 15 ot 2014 r.) (1) Anrekure npu cna3zpaHe pasnopeadute Ha paszen |
ca JUI'b)KHU J1a U3IBIIHSABAT PEIETITH, U3/1a/ICHU B IpyTa IbpKaBa YWICHKA.

(2) Peuenture no an. 1 cneaBa aa cbIbpkKaT JaHHUTE, TOCOUEHU B MpuiioxkeHue Ne 4a.

(3) AnTekute ¢ 1en rapaHTHUpPAaHE MPUEMCTBEHOCT MPH JICYCHHUETO HAa KOHKPETEH TMallMeHT
MoraT Ja M3IBJIHSABAT pelUenTH mo aid. | u B cilyyauTe, B KOUTO HE ChIbP)KAaT BCUYKU JaHHU I10
npunoxenne Ne 4a, HO ¢ TOBa He ce 3acsAra TOYHOTO HIEHTH(UIIMpaHe Ha TMAIMEHTa, MPEIIHCAHUTE
JIEKapCTBEHU MNPOAYKTH/MEIUIIMHCKY W3JeNusl, HauMHBbT Ha MpujIaraHe, KakTo W MEIULMHCKUAT
CTICTIHAIINCT, W31 PelenTaTa.

Un. 486. (Hos - [IB, Op. 15 ot 2014 r.) AnTekuTe HEe U3MBIHSABAT PEUENTH, U3aJICHU B Ipyra
JI'bp>KaBa Yi€HKa, B YaCTTa, B KOSITO ca MPEANUCAaHH JICKAPCTBEHU MPOAYKTH 110 wi. 174 3JITIXM.

Pa3zgea V.
OTnyckaHe Ha JIeKAPCTBEHU NPOAYKTH B JieueOHM 3aBeAeHus cbe cranuonap (Ilpeauinen pasmen



4 - 1B, 6p. 15 ot 2014 r.)

Ui 49. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) JlekapcTBEeHUTE MPOIYKTH 32 XOCTUTATM3UPAHUTE
MAIMEeHTH Ce OTIYCKAT OT OOJIHWYHATA aIlTeKa.

(2) (U3m. - [IB, 6p. 2 ot 2012 1., m3Mm. - [IB, 6p. 81 ot 2013 r.) Koraro neyebHO 3aBeeHNE ChC
CTalMoOHap HiIMa anTeka, ce npuwiarat 4wi. 38 - 386 ot Hapenba Ne 28 ot 2008 r. 3a ycTpoiicTBOTO, peaa
W OpraHu3aiusaTa Ha paboTaTa Ha alTeKUTe H HOMEHKIIATypara Ha JIKapCTBeHUTE MpoaykTH (00H., /1B,
op. 109 or 2008 r.; u3m., 6p. 67 or 2010 r.). [Ipu crnemHm ciydam ce OCUTypsiBa CHAOASBaHE C
HEOOXOJMMUST JICKAPCTBEH MPOIYKT BHB BB3MOXKHO HAH-KpaThK CPOK. 3a I[EHOOOpa3yBaHETO Ha
JIEKapCTBEHUTE IPOJYKTH C€ CIa3BaT yCJIOBUATAa Ha Hapeadara o wi. 261a, an. 5 3JIIIXM.

Un. 49a. (Hos - JIB, Op. 81 or 2013 r.) Ilpu npuemaHe Ha JIEKAPCTBEHHUTE JIMCTOBE
MarucThp-hapManeBThT 33IBDKUTEIHO MIPOBEPSIBA Il Ca CIIa3¢HH M3MCKBAHUATA 3a MPEINICBAaHE Ha
JIGKapCTBEHU MPOAYKTH 10 4. 8, 14 u 15.

Un. 50. (1) JlexkapcTBeHUTE HNPOAYKTU IO JIEKAPCTBEHH JIMCTOBE CE€ OTIYCKAT MOOTAEIHO 3a
BCEKH MAIMEHT, KaTO BCEKU BHJI JICKAPCTBEH MPOJIYKT C€ OTITyCKA B OTCIHA ONAKOBKA, BbPXY KOSTO CE
0TOeNsA3BaT MIMETO U BB3paCTTa Ha OOJTHUS, HOMEPHT Ha CTasATa, JICTJIOTO U pErcaHaTa 103a.

(2) (M3wm. - [IB, 6p. 81 ot 2013 r.) Koraro nekapcTBeHHUAT MPOIYKT CE€ OTIyCKa B OMAKOBKA,
pa3nuyHa OT OKOHYATelIHATa, OCBEH JaHHWTE 1Mo ain. | ce or0ens3BaT W BCUYKM JAaHHU OT
OKOHYATEJIHATA OIIAKOBKA HA MPOU3BOUTEIIS.

(3) (U3m. - [IB, 6p. 95 ot 2014 r.) Cnex u3mbIIHEHHUE HA IPEIITUCAHUATA 110 JICKAPCTBEHUS JIUCT
IBPBUSAT €K3EMIUISAP OT HETO CE ChXpaHsBa B OOJHUYHATA allTEKa, a BTOPUSAT CE MPe/iaBa B OTICICHUETO
3a€HO C OTITYCHATHUTE JEKAPCTBEHU POILYKTH.

Yn. 50a. (Hos - [IB, Op. 81 ot 2013 r.) (1) IIbpBUTE €K3eMIUIIPH HA JEKApCTBEHUTE JIUCTOBE,
M0 KOWTO Ca OTIYCHATH JIEKAPCTBEHU MPOAYKTH, ChIbPIKAIIN HAPKOTHYHH BEIECTBA, CE 3aJbpiKaT B
OOJIHMYHATa anTeka M Ce ChXPAHSABAT 3a CPOK €AHa roJMHa, KaTo ce IMpPeJCTaBAT Ha KOHTPOJIHHTE
OpTaHU IPH MTPOBEpPKA.

(2) Cnen m3mbiIHEHME HA MPEANUCAHUATA MO JIEKAPCTBEHUS JIUCT 3a JICKAPCTBEHH MPOJYKTH,
CHIBPIKAIIM HAPKOTUYHU BEIIECTBA, BTOPHUAT EK3EMIUIP CE€ CHXpaHsSBa B OTACICHHETO 3a CPOK 5
TOMHU.

(3) Cnen m3tnyaHe Ha Cpoka MO aj. | MbpPBUTE €K3EMIUIIPH OT JIEKAPCTBEHUTE JIMCTOBE CE
npejaBar ¢ IpUeMHO-IIpeaBaTelIeH NPOTOKoJ Ha uHcnekTopute B P3U, KOMTO M chbXpaHsABaT 3a CPOK
10 ronunu.

(4) Ilpu otmyckaHe Ha JEKapCTBEHHM MPOAYKTH, ChIbPXKALIM HAPKOTUYHM BELIeCTBAa Ha
JIEKapCTBEH JIMCT, HeoOXxoaumara MHGOpMalls OT HEro ce BbBEXKJAa B perucrbpa mo wi. 3, aia. 2 or
Hapen6a Ne 21 ot 2000 r. 32 U3MCKBaHUATA KbM JOKYMEHTALUATA U OTYETHOCTTA MPU U3BBPIIBAHE HA
JIEWHOCTH C HAPKOTUYHH BEIIECTBA U JIEKAPCTBEHU MPOYKTH, ChIbPIKAIIH HAPKOTUYHHU BEIECTBA.

Y. 506. (Hos - [IB, 6p. 81 ot 2013 1.) (1) JlekapcTtBenute npoaykTu mo ui. 30r, an. 4, T. 2 ce
OTITyCKaT OT amnTeKu Ha JIeYeOHHWTE 3aBeleHUs ChC CTanuoHap, ckmoumin goroBop ¢ H3OK 3a
KIMHUYHA TIpoLeAypa 1o aucnancepHo HabmoaeHue Ha 330J1 cbe 3m0KkauecTBEHU 3a00sBaHUS.

(2) ITppBHUTE €K3EeMIUISPHU HA PEIEHTHTE, C KOUTO Ca MPEANUCAHH JICKAPCTBESHU MPOAYKTH IT0
g 30r, an. 4, T. 2, ce MOAPEk AT B XPOHOJIIOTUYEH pell, KaTo HeoOxoaumaTa HHPOpPMAIIUSI OT TAX Ce



BbBEXJa B peructbpa mo wi. 3, an. 2 or Hapemba Ne 21 or 2000 r. 3a H3UCKBaHHMATa KbM
JOKYMEHTAIMATa W OTYETHOCTTA IIPH H3BBPIIBAHE HA JEWHOCTH C HApPKOTHYHU BEIIECTBA U
JIEKapCTBCHH MPOAYKTH, ChIbPKAIIA HAPKOTUYHHU BEIIECTBA, M HA IBPBHS €K3EMIUIAP CE OTOCNS3BAT
TPUTE UMEHA U JAaHHUTE OT JOKYMEHTA 3a CAMOJIMYHOCT Ha IIPUHOCUTEIS Ha PeIIenTaTa.

(3) (M3m. - ]IB, 6p. 95 ot 2014 r.) [TepBUTE EK3EMILISIPH OT PELENITUTE IO aJl. 2 c€ ChXpaHsIBaT
B OOJIHMYHATA arTeKa 3a CPOK €/IHa TOJIMHA U C€ MPEJICTABIT Ha KOHTPOJHUTE OPTaHM MPH ITPOBEPKa.

(4) (U3m. - 1B, Op. 95 ot 2014 r.) BropuTe ek3eMIUIIpU OT pEUENTUTE 1o ajl. 2 ce MpeaaBar B
P30K exxemecedHO B CPOKOBETE 32 OTYMTAHE JICHHOCTTA Ha JICUEOHOTO 3aBEACHHE.

(5) (M3m. - JIB, 6p. 95 ot 2014 r.) Criex n3TM4aHe HAa CpoKa MO all. 3 pelenTUTe ce mpeaaBaT ¢
MIPUEMHO-TIpeIaBaTeIeH MPOTOKOJ Ha HHCTiekTopuTte B P33V, kouto v chxpansaBar 3a cpok 10 roguHu.

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

Y. 50r. (Hos - JIB, 6p. 81 ot 2013 1.) (1) 3abpansiBa ce B OOMHUYHATA anTeKa OTIIyCKaHE Ha
JIEKApCTBEHH MPOJIYKTH, ChIBPKAIM HAPKOTUYHU BeIlecTBa OT MpriiokeHuss Noe 2 u 3 kM wi. 3, T. 2 #
3 or Hapenbarta 3a pena 3a kinacuduuupaHe Ha pacTeHUATAa M BEIIECTBATa KAaTO HAPKOTHYHU, B
KOJIMYECTBA, MIO-TOJIEMU OT MPEANUCAHUTE.

(2) IIpu ycraHoBsiBaHE HA HECHOTBETCTBHS B MPEANHCAHMETO W MAaKCHMAalHO JOIMYyCTHMAaTa
71032 MarucTbp-GapManeBThT B OONHUYHATA anTeKa € JUThKEH Ja Ce€ KOHCYITHUpPA C TpPeANHCaIIns
perenTara/aeKapcTBeHHs TUCT JIeKap.

(3) Ilpu HEBB3MOXKHOCT 32 HM3IIBIHEHUE HA MPEANHCAHUETO CJIEJA KOHCYJITalMsATa Mo ail. 2
pelenTara/JIeKapcTBeHUSIT JIUCT ce BPbILA Ha JIEKaps 3a aHyJIHpaHe.

Y. 50a. (Hos - JIB, Op. 81 ot 2013 r.) 3abpaHsiBa ce OTIyCKaHEe Ha JEKapCTBEHU MPOYKTH 1O
yi. 30r, ain. 4, T. 2, KOraTo NPUHOCUTENAT Ha pelenTtara e noj 18 roguHu.

Uin. 50e. (Hos - IB, 6p. 81 ot 2013 r.) (1) JlekapcTtBenute mpoayktu mo wi. 30r, an. 4, 1. 1 ce
OTIIyCKAaT OT aNTeKu Ha JiedeOHUTE 3aBEACHUS ChC cTaluoHap, ckmouwin jporosop ¢ H3O0K 3a
KJIIMHUYHU MhTEeKU 10 wi. 301, aj. 5 W/wiM KIMHUYHA TPoLeypa 32 CUCTEMHO JIEKAPCTBEHO JICUCHHE
IIPU 37I0KAYECTBEHU 3a00JIIBaHUSI.

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

Pa3nen VI.
IIpeanucBane HA MeIMUMHCKH U3/1eJIMsl, KOUTO 1€ ce OTIYCKAT B Apyra abp:kaBa wienka (Hos -
B, op. 15 oT 2014 1.)

Y. 50x. (Hos - [IB, 6p. 15 ot 2014 1.) (1) [To u3pu4HO MickaHe Ha MAIMEHT JUIaTa Mo 4i. 4
MPEANUCBAT HEOOXOAMMUTE 3a JICUEHHWETO MEAUIIMHCKH H3JEus, KOUTO I Ce€ OTIYCKAaT B Apyra
JbprKaBa YICHKA.

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



Y. 503. (Hos - JIB, Op. 15 ot 2014 r.) Koraro meauuunckure u3aenus no ain. 1 Ha wi. 50k ce
npeanucsat Ha 330J1, penentypuuTte OJaHKH 10 Wi. 24 cienBa Aa ChbAbPKAT BCHYKHU JJAHHU, IOCOYCHU
B IpriioxkeHue Ne 4a.

I'naBa nera.

OTHEYATBAHE, PA3INPEJAEJISIHE U KOHTPOJI HA CIIEIIUAJIHUTE PELEIITYPHU
BJIAHKHA 3A JIEKAPCTBEHMU INPOJAYKTU, CbABPKAIIINA HAPKOTUYHU BEHIECTBA,
N HA PELHEIITYPHUTE BJAHKU 3A IIPEAIIUCBAHE HA JIEKAPCTBEHHU ITPOJAYKTU

IO PEJIA HA HAPEJBA Ne 34 OT 2005 I'. 3A PEJIA 3A SAIIJIAIIAHE OT
PENNIYBJIUNKAHCKUA BIOJKET HA JIEHEHUETO HA BBJI'APCKUTE I'PAKIAHHA 3A
3ABOJISIBAHUSA, U3BBBbH OBXBATA HA 3AABJIKUTEJTHOTO 3/IPABHO
OCHUI'YPSABAHE

Yn. 51. (U3m. - B, 6p. 94 ot 2011 1., u3m. - IB, Op. 81 or 2013 r.) MunucrepcTBoTo Ha
3[paBEONa3BaHETO OPraHMW3Upa M KOHTPOJIMpPA OTIEYATBAHETO, PA3MpENENITHETO W OTYUTAHETO Ha
CTICIMAITHUTE PELENTYPHH OJIaHKH 32 OTITyCKaHe Ha JIEKApCTBEHH MpoXyKTH mo wi. 11, ai. 1.

Ui 52. (1) (U3m. - JIB, 6p. 94 ot 2011 1., u3m. - JIB, 6p. 81 ot 2013 r.) MuHUCTEPCTBOTO Ha
3JIPaBEOIIa3BaHETO CKErOJHO OOsBIBA ¥ IPOBEKIAa OOIIECTBEHA TOPHYKA 3a OTIECYaTBAaHE Ha
CHeIHaTHUTE pelenTypHH Onanku mo wi. 11, an. 1.

(2) M3m. - 1B, 6p. 94 ot 2011 r.) Ornevaranute OnaHKU MO ajl. 1 ce MpeaoCTaBAT OT
U3MBIHUTENS Ha nmopbukata B P3U B KoruecTBa 1o mpeiBapuTeIHO HallpaBeHa 3asBKa.

(3) (U3m. - B, 6p. 94 ot 2011 r., usm. - [IB, Op. 81 ot 2013 r.) Creunanuure perenTypHu
Omanku o wi. 11, an. 1 ce mpuemar oT HHCIIEKTOpa MO0 HAPKOTHYHHUTE BemlecTBa KbM P3U u ce cberaBs
MIPOTOKOJT B JIBa €K3EMILISIPA, KOUTO CHhABPIKA CICTHUTE IAHHU:

1. Tpute umena, EI'H u nanau OT TOKyMeHTa 32 CAaMOJIMYHOCT Ha MPUEMAIUs U TIpeaBallius;

2. Opoil Ha peuentypHuTe OJaHKU W Opoll Ha KOoyaHUTE (KapHETUTE), B KOUTO ca 0pOpMEeHHU
OJaHKHTE;

3. cepusi, HAYaJICH ¥ KpaeH HOMEp Ha KodaHa (KapHeTaTa).

(4) (U3m. - IB, 6p. 94 ot 2011 r.) [IpoToKonuTE CEe MOAMMUCBAT OT MPUEMAIIUS U TIPeIaBaIIus U
ce nmocrtaBs nievat Ha P3U.

Yn. 53. (1) (U3m. - [IB, 6p. 94 ot 2011 r.) UHCcnekTopuTe MO0 HAPKOTUYHHUTE BEIIECTBA KbM
P3U npenocraBAT cienuagHUTE pelenTypHU OJIaHKM Ha JIMIaTa 1o 4wi. 5, an. 1 cpelly noamnuc u cien
[0JIaBaHe Ha 3asBJIEHUE 110 00pa3el] ChIiIacHo npuioxkeHue Ne 9.

(2) Ilomyuyenute crnenuagIHu peUenTypHU OJAaHKU C€ ChXpaHsIBaT JIMYHO OT JieKaps/ieKaps 1o
JICHTaJIHAa MEeJIMIIMHA U HE CE MTPEOTCTHIIBAT.

Un. 54. (U3m. - JIB, Op. 94 or 2011 r.) Uucnekropute kbM P3U oTumTar mnoaydenure
CMELMAIHN PEUENnTypHU OJaHKM, KaTO BOJAT PETUCTBp MO obOpaszer] chriaacHo npuioxkeHue Ne 10, B
KOWTO C€ BIIUCBAT:

1. (u3m. - IB, 6p. 94 ot 2011 r.) Tpure MMeHa Ha JieKaps/IeKaps Mo JCHTAJIHA MEIUIIMHA,
PETUCTPALIMOHHUAT My HOMep cbriaacHo peructbpa B P3U mo wn. 5, an. 1 u xoxbT Ha jedeOHOTO



3aBeJICHUE;
2. OposIT Ha MOJTyYEeHUTE KOYaHHU (KapHETH) M OpOSIT Ha pElENTypHUTE OJIaHKU B TAX;
3. cepusTa, IbPBUAT U NOCIECTHUAT HOMEP OT KOYaHa C PeLeNTypHH OJIaHKHU;
4. naraTa Ha TOJy4aBaHe W Ha Mpe/aBaHe Ha PEUENTYPHUTE OJIaHKH.

Un. 55. (1) 3a ycTaHOBEHM JIMIICH HA CIEIHMAIHH pElEeNnTypHH OJaHKH 32 NpEANHCBaHE Ha
JIEKapCTBEHH MPOAYKTH, ChABPIKAIIM HAPKOTHYHHU BEIECTBA, HE3a0aBHO CE YBEAOMSBAT ChOTBETHOTO
palioHHO TMOJMIEHCKO yrnpaBieHne W uHcnektopsT no wi. 17 3KHBII, kato ce mocouBar cepusita u
HOMEPBT UM.

(2) (U3m. - ]IB, Op. 81 ot 2013 r.) B cpok 24 ywaca oT yBeIOMSIBAaHETO O al. | MHCIEKTOPHT
u3Mpamia MHCMEH CUTHAJ [0 CHelHaJu3upaHaTta aJMUHUCTpauus Ha MUHUCTEPCTBOTO Ha
3/IpaBEOIa3BaHETO, KOSATO OOSBSIBA 32 HEBAJIHMIHU CICIHATHUTE PELEeNTypHH OJIAHKW C MOCOUYCHHTE
CepuHu U HOMepa.

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

T'naBa mecra.

YCJIOBUS A PEJ 3A HOCEHE UWJIN N3HACSIHE HA JIEKAPCTBEHMU ITPOAYKTMU,
NPEJIHA3HAUYEHU 3A TEYEHUETO HA BBJITAPCKHU U YYKIU I'PAXKIAHU,
MNOCTOSAHHO U BPEMEHHO INPEBUBABAIIIA B CTPAHATA U ITBTYBAIIUAU NU3BBbH
PEIIYBJIUKA BBJTI'APUS U 3A TPAH3UTHO ITIPEMUHABAIIA YUY KJIEHIIA

Un. 57. bearapcku rpakJaHd M 4yXKIU I'pa)<JaHU, NOCTOSIHHO M BPEMEHHO INpeOuBaBallli B
CTpaHaTa M IBTyBally W3BBH PemyOnmka bbiarapus, morar na HOCST WIM J1a M3HACAT OT U 32 TPETH
CTPaHU CJIEJHUTE BUJIOBE JIEKAPCTBEHU MPOIYKTH:

1. nexapcTBEHU MPOAYKTH, IIPEAHA3HAYEHHU 3a JIEUCHUETO UM, OTIIyCcHAaTH 1o pena Ha Hapenda
Ne 34 or 2005 r. 3a peaa 3a 3aruiamiade OoT PEMyOJUKAHCKHUS OIOJKET Ha JICYEHHETO Ha OBJIrapcKuTe
rpaxaaHu 3a 3a00J19BaHMs, U3BBbH 00XBaTa HA 3a/{bJDKUTEIHOTO 3/IpaBHO OCUTYpSIBAHE;

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

3. JIeKapCTBEHU MPOYKTH, OTIYCKAHU 110 JIEKAPCKO MPEANNCaHHE.

Y. 58. JlekapcTBeHHUTE MPOAYKTH MO wi. 57, an. 1, T. 1 MoraTr aa ce mpeHacsAT OT CIEOHUTE
Iuna:

1. manueHThT, 32 YUETO JICUEHHE Ca NPEAHA3HAYECHH [TPEANNCAHUTE JIEKAPCTBEHU NPOILYKTH;

2. IMIETO, KOETO € MOJIyYHIIO JIEKAPCTBEHNUTE MIPOAYKTH OT ChOTBETHATA allT€Ka U UMETO MY €
BIIMCAHO KaToO IOJIy4aTell BbPXY pPeLenTara;

3. nuie, KOETO TNPUTEKAaBA M3PUYHO ITBIHOMOIIHO OT IAIMEHTa, 3a YUETO JICYCHHE ca
[IpeAHa3HAYEHU IPEANMCAHUTE JIEKAPCTBEHU IIPOLYKTH.

Un. 59. (1) Jlumata mo wi. 58 ymocTtoBepsiBaT MPAaBOTO CHU Ja HOCAT WJIM Ja TMPEHACAT
JIEKapCTBEHUTE MPOIYKTH Mo ui. 57, am. 1, T. 1 cbc 3aBepeHO OT MarucTbp-apmaiieBTa Kolue Ha
U3ITbJIHEHA pellenTa OT ChOTBETHATA anTekKa, penrucaHa 3a KOHKPETHOTO JIeUeHHe.

(2) JIunara mo 4. 58 mMorar J1a HOCSIT WU Jja H3HACAT JICKAPCTBEHU MPOIYKTH, MPEAHA3HAUCHU
3a JICYEHHWETO WM, B KOJMYECTBA, MOCOYEHH LU(POM MU CIOBOM B pelenTtara, KOSTO CielBa Ja €



o0paboTeHa B anTeKara.

Un. 60. KonimuecTBaTa Ha MpeHACAHUTE JIEKAPCTBEHU MPOAYKTH 10 wi. 57, an. 1, 1. 1 cienBa aga
OCUTYpsIBaT JICUEHUETO Ha MALMEHTA 3a CPOK 0 JBa MECELa.

Ui 61. JlekapcTBeHUTE MPOAYKTH 10 Wi. 57, ai. 1, T. 2 Morar J1a ce mpeHacsaT OT OBJITapCKU U
9yX/IH TPaXTaHH MOCTOSHHO U BPEMEHHO TPeOMBaBaIly B CTpaHaTa.

Ui 62. (1) JIumara mo 1. 61 morar jga mpeHacsT JEKapCTBEHU MPOAYKTH OT U 3a TPETH CTPAaHU
B KOJINYECTBA, HEOOXOAMMH 32 BPEMETO Ha MIPECTOSI UM, HO HE TIOBEYE OT TPU Mecela.

(2) JIuara no wi. 61 mMorar Aa nmpeHacsT OT U 3a TPETH CTPaHU JIEKaPCTBEHHU MPOAYKTH IO YII.
57, an. 1, T. 2 B MO-rojieMd KOJIMYECTBA, aKO MPECTOST UM MPOABIKABa MOBEUE OT TPU Mecela U
MIPUTEKaBaT M3/]a/IeHa PELeTiTa 32 CbOTBETHUS JIEKAPCTBEH MPOAYKT U 32 CbOTBETHOTO KOJINYECTBO.

Uin. 63. JlekapcTBeHuTe NpoaAykTH mo wi. 57, an. 1, T. 3 Morar na ce mpeHacsT OT CJICIHHUTE
JIMIIA:

1. marmeHTa, 32 YMETO JICUCHHUE ca IPEIHA3HAYCHH MPEANTMCAHNUTE JICKAPCTBEHU TIPOTYKTH;

2. JMIe, KOETO TMPHUTEkKaBa HW3PHUYHO ITBJIHOMOIIHO OT ITAllMEHTa, 3a YHUETO JICYCHHE ca
npeaHa3HauCHU NPCANMCAHUTC JICKAPCTBCHU IIPOAYKTH.

Un. 64. (1) Jlumara mo un. 63 yaocTroBepsBaT MPaBOTO CH Ja HOCAT WM Ja MPEHACST
JIEKapCTBEHUTE MPOAYKTH o ui. 57, an. 1, T. 3 cbC 3aBepeHO OT Marucrbp-papmalieBTa KOIHe Ha
U3ITBJIHEHA pelleniTa OT ChOTBETHATA alTeKa, MPeANnncaHa 3a KOHKPETHOTO JIeUeHHE.

(2) JInmata o wi. 63 MoraT Jia HOCSIT WJIH J1a M3HACAT JIEKAPCTBEHH MPOIYKTH, MTPeAHA3HAYCHU
3a JICYEHUETO UM, B KOJINYECTBA, IOCOUYEHHU IIU(PPOM U CIOBOM B pellerTaTa.

Un. 65. TpaH3UTHO HpEeMHUHABAIIM TPE3 TEPUTOPHSATA HA CTpaHATa JHIA WMAaT TPaBO Ja
MIPUTEKABAT JIEKAPCTBEHHU MPOLYKTH, KOUTO Ca MPEIHA3HAYCHU CaMO 3a TSIXHOTO JICYEHHUE.

Un. 66. KoHKpeTHHUTE KOJIMYECTBA JIEKAPCTBEHH MPOJAYKTH, KOUTO JUIAaTa Mo 4i. 65 umar
IIPaBo Jja IPUTEKABAT, CE ONPENEIAT OT CbOTBETHATA IIPHEMAILA IbPKaBa.

Un. 67. Ilpu TpaH3uTHO MpeMUHaBaHe Mpe3 TeputopusiTa Ha PenmyOnuka beiarapus Ha nunara
no wi. 65 ce npenopbkyBa Ja ObJAT NpEeABAPUTETHO MHOOPMUPAHU 332 U3MCKBAHUATA, YCTAHOBEHH OT
ChOTBETHATa MPHUEMAILA IbPKaBa.

Un. 68. Bcuuku nekapcTBeHU MPOAYKTH, KOUTO C€ MPEHACAT OT U 3a TPETH CTPaHU 10 pe/a Ha
Ta3u Hapenoa, cieqBa a ObIaT B OPUTHHAIIHUTE CH OTIAKOBKH.



Un. 69. (1) Ilo pena Ha Tasu Hapenda HE MOraT Ja C€ IPEHACSAT JIGKAPCTBEHU MPOAYKTH,
ChIIbPrKall HAPKOTHUYHHU BEIIECTBA.

(2) YcnoBusita U peabT 3a MPEHACSHE Ha JIEKAPCTBEHUTE MPOAYKTH MO al. 1 ce ompeaenar B
3KHBII.

JonmbiaHuTe/IHM pa3nopendu

§ 1. ITo cMuchia Ha Ta3u Hapenoa:

1. "Koxg na H30K" o3nHauaBa OykBeHO-IIUGPOB KOJ, YUATO MbpBa OyKBa OTroBaps Ha IIBPBO
HUBO Ha AHaToMo-TepaneBTHUYHaTa Kiacudukanus Ha CBeTOBHATA 3/jpaBHA OpraHu3allvs, Bb3IpUETa B
Peny6nuka bbirapusi.

2. "BanuaHocT Ha penenrtara’ o3HayaBa CPOKBT, 3a KOHTO TS MOXKe Ja ObJie M3IBIHCHA B
anTekara.

3. "Konau4ecTBO AakTHMBHO BEIIECTBO B JI030Ba €IMHMIA" Ha JIEKAPCTBEHHS MPOIYKT €
CHABPKAHUETO Ha AKTUBHOTO BEIIECTBO, M3PA3€HO KOJMYECTBEHO 3a €Ha J030Ba eAUHHIIA (TalneTKa,
KarcyJia) Uiv 3a eMHHIIA Maca ik 00eM B 3aBUCUMOCT OT JieKapcTBeHaTa opma.

4. "Lluto" o3HayaBa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "Cratum" o3HayaBa "BeqHara".

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

8. (noBa - /IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) "OTnyckane Ha JeKapCTBEH MPOIYKT
6e3 nexapcko npeanucanue (OTC)" o3HayaBa CHbBKYIMHOCTTA OT ACHCTBHS HA (hapMaleBTH B IPHEMHOTO
MOMEIIIEHUE Ha alTeKaTa MO ONpejAelisiHe Ha IMOAXOMAAIIUS 3a OTIyCKaHe JIEKapCTBEH MPOAYKT Oe3
nekapcko mnpennucanve (OTC) wunum mnpuemaHe Ha peuenTypHUTE OJaHKM M IpoBepKaTa Ha
ChIILP)KAHUETO UM, KOHCYNTAIMsl OTHOCHO MPHEMAaHETO W BB3MOKHUTE HEXKEJIaHW peakluud Hu
JIEKapCTBEHH B3aUMOJICHCTBUS U MpEaBaHe Ha JIEKAPCTBEHUTE MPOIYKTH Ha MAIUEHTHUTE.

Ipexoanu u 3aKIIOYUTETHH pa3nopeIon

§ 2. (1) Pasnmopenbute Ha rinaBa TpeTa, pazaen [V, permameHTyupaiiy u31aBaHeTo, IPOMEHUTE U
BaJIMTHOCTTA Ha perentypHa 6maanka (oopazen M3 - H30K Ne SA no npunosxenue Ne 7), Biu3at B cuiia
ot 1 ampun 2009 r. Jlo BIM3aHeTO UM B CHJIa BCUYKHU JIEKAPCTBEHU MPOAYKTH, 3aIlIalllaHy HAI'BJIHO WIIN
gactuuHo oT H30K, ce npennucsar Ha peuentypHa 6aanka (oopazery M3 - H30K Ne 5 no mpunoxenue
No 6) cwve cpok Ha BanmaHocT 30 qHU.

(2) B cpok no 1 ampun 2009 r. anTekuTe npuBexaaT codryepa CU B CHOTBETCTBUE C
M3HMCKBaHUATA Ha Ta3d Hapeqda OTHOCHO HM3[aBaHETO, MPOMEHHUTE W BaJMJHOCTTa HAa pelenTypHa
onanka (oopazerr M3 - H30K Ne 5A mo npunosxenue Ne 7).

§ 3. (1) (M3m. - [IB, 6p. 91 ot 2009 1.) B cpok mo 31 mait 2010 r. nexkapcTBEHU MPOAYKTH,
ChAbpXKAIIM HAPKOTUYHHU BelllecTBa OT mpuiioxeHusd Ne 2 u 3 kpM wi. 3, an. 2 Ha 3akoHa 3a KOHTPOJ
BbpPXY HAPKOTUYHUTE BEIIECTBA W MPEKYpCOPUTE, MOTaT Jla C€ MPEANUCBAT W Ha CHCIUATHHUTE
perentypau O61aHKU 1Mo oOpaser] chriaacHo npuioxenne Ne 6 kpM uwi. 11, an. 1 or Hapenba Ne 4 ot
2001 r. 3a ycnoBusATa U penia 3a NpeANMCBaHEe U OTIYCKAHE Ha JIEKAPCTBEHU MPOTYKTH.

(2) Cnen n3TnyaHe Ha Cpoka 1o all. | crenuanHuTe pelenTypHU ONaHKU 1Mo mpusioxeHue Ne 6



kbM wi. 11, anm. 1 ot Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa U pea 3a NPEANHUCBaHE U OTIyCKaHE Ha
JIEKapCTBEHU MPOIYKTH CE€ YHUIIOKABAT OT KOMHCHS, ONIPEEIeHa ChC 3aloBe/] Ha qupekTopa Ha PLI3.

(3) 3a yHuI0’kaBaHETO Ha OJAHKUTE IO ajl. 2 C€ ChCTaBs MPOTOKOJ, KOMTO C€ yTBBP)KJIaBa OT
nupexTopa Ha cboTBeTHUS P13 1 ce u3npamia B MUHHUCTEpCTBOTO Ha 3/1paBeOa3BaHETO.

(4) Peuentypuute 61anku mmo npunoxxerne Ne 4 kpMm uit. 6, an. 1 ot Hapen6a Ne 4 ot 2001 r. 3a
YCIIOBUATA U Pelia 3a MPEANUCBaHEe U OTIIYCKaHe Ha JEKapCTBEHM IPOAYKTH MOrar Ja ce M3IO0J3BaT 10
TAXHOTO M34YEpPIIBaHE, HO HE MO-KbCHO OT €/IHa FOJMHA OT BJIHM3aHE B CHJIAa HA Ta3u Hapeada, KaTo B TIX
ce BIIUCBAT JaHHUTE MO0 Wi. 7, aJl. 2 OT MEIUIMHCKHSI CIEIUATINCT, KOWTO N3/jaBa pelLenTara.

(5) briankuTe Ha NTEKapCTBEHUTE JMCTOBE 1O IpuiokeHue Ne 5 kpM uil. 6, an. 2 ot Hapenba Ne
4 ot 2001 r. 3a ycnoBuATa U pefia 3a NPEANKUCBAHE U OTIIYCKAaHE HA JIEKapCTBEHH MPOJYKTH MOTraT /a ce
U3MOMI3BAaT 0 TSAXHOTO M3YEpIBaHE, HO HE IO-KbCHO OT €Ha IOJMHAa OT BJIM3aHE B CHUJIa Ha Ta3H
Hapezoa.

§ 4. (U3m. - IB, 6p. 94 ot 2011 r.) KoHTpOABT 110 U3MIBIHEHUE HA Hapea0aTa ce OChIIECTBsBA
oT MuHuCTEpCTBOTO Ha 3ApaBeonas3Banero, P3U u M3nbnuurennara arenuus no jgekapersara 1 H30K
(B JaCTTa OTHOCHO OTIIYCKAHC W MPCANMCBAHC HaA JICKAPCTBCHHU IPOAYKTH, 3allJlalllaHW HAII'bJIHO WA
YaCTUYHO OT Hes).

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

§ 6. (U3m. - 1B, 6p. 94 ot 2011 r.) Yka3anus no mpuiara€ero Ha HapeaOata naBatr H30K
OTHOCHO pa3nopeAduTe M0 NPENUCBaHe U OTIYCKAHE Ha JIEKAPCTBEHU MPOAYKTH, 3aIUIAIIAHU HAITbIHO
i yactuuHo oT H3O0K, croTtBeTHO MuHuCTEpCTBOTO Ha 31paBeona3BaneTo, P3M u Usnbenaurennara
areHuus 1o JieKkapcTBaTa CboOpa3HO TAXHATA KOMIIETEHTHOCT.

JonbIHUTEIHN pa3nopeadu
KBbM HAPE/JIBA 3A U3MEHEHUE U IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJTOBUSATA U PEJA 3A IIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MMPOAYKTH

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

§ 6. C Ta3u Hapenba ce BbBEXKIAT M3UCKBaHuATa Ha [lupexktuBa 3a m3nbiaaerue 2012/52/EC na
Komucusta or 20 gexemspu 2012 r. 3a omnpenenssHe Ha MEPKU 3a yJECHSBaHE Ha NPU3HABAHETO HA
MEAUIMHCKUTE MPEeANUCcaHus, U3aleHu B Apyra abpkasa wienka (OB, L 356/68, 22.12.2012).

3akJIl0unTeTHU pa3nopendoun
KBbM HAPEJIGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MMPOAYKTH
(OBH. - 1B, BP. 15 OT 2014 I'., B CUJIA OT 21.02.2014T.)



§ 7. Hapenbara Bim3a B cuia OT JieHs1 Ha 0OHapoaBaHeTo 1 B "JIbp)KaBeH BECTHUK'.

3aKJII0YNTEeHHA pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 4 OT 2009 1. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
NPOAYKTHU
(OBH. - 1B, BP. 68 OT 2014 I'., B C1JIA OT 15.08.2014T".)

§ 15. Hapenbara Biu3a B ciiia OT JIeHs Ha 0OHapoiBaHeTo 1 B "J[bprkaBeH BEeCTHHK".

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

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

§ 21. B cpok 10 Tpu Mecemna OT BIIM3aHE B CHJIa Ha HapeaOaTa jJe4eOHUTE 3aBEICHHUs MOTaT Ja
MIPEANUCBAT JICKAPCTBEHU MPOIYKTH Ha JIEKAPCTBEHU JIUCTOBE MO JJOCETAITHUS PEI.

[Ipunoxenue Ne 1 kbMm ui. 4, an. 3
(H3wm. - JIB, 6p. 81 ot 2013 1.)
JlexkapcTBeHU MPOIYKTH, KOUTO (peNAmepuTe HIMaT MpaBo Aa MPEeANnucBatT

1. AHTHapUTMUYHU JIEKAPCTBEHU MPOTYKTH.

2. XOpMOHaJIHM JIEKapCTBEHU IMPOJYKTH O€3 MpOTHBO3a4aThbYHU U KOPTUKOCTEPOUIN 32
JIOKAJIHO IPUJIOKEHHUE.

3. AHTHHEOIUTACTUYHU ¥ UMYHOMOIYJIMPAIIH JIEKAPCTBEHH MPOIYKTH.
4. ITcuXOMUTHLIM U TICUXO0AHAJIETITUIIH 32 JICUeHNE Ha XPOHUYHU 3a00JIIBaHuUS.
5. (u3m. - JIB, Op. 81 ot 2013 r.) JIlekapcTBeHU MPOAYKTH, ChABPIKAIN HAPKOTUUHU BEILLECTBA

ot npusnoxenus Ne 2 u 3 kM uit. 3, 1. 2 u 3 ot HapenOata 3a peaa 3a kiacuduipase Ha pacTeHUATA U
BElIeCTBaTa KaTO HAPKOTUYHH.

6. JIekapcTBEHN IPOAYKTH, BKJIFOUEHU B nipuiiokenue Ne 5 kpM wi. 11, am. 2.

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

PeuentypHa 6naHka

3a 3a
eQHOKPaTHO MHOrOKpaTHO
npeanuceaHe npeannceaHe

MMHI/ICTepCTBO Ha 3a4paBeona3BaHeTo




MeaouumHckm cneumanmct (Mme)

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

(bpemeHHa xxeHa, KbpMadka, geTe - nog4yepTasa ce NpuUnoXxnMoTo)

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

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

[Tpunoxenue Ne 4a kpm ui. 9a, an. 2
(Hogo - JIB, Op. 15 o1 2014 1.)

HewnsuepriareneH CHUCbK Ha €IIEMEHTUTE, KOUTO CE€ BKJIKOYBAT B PELENTUTE, KOUTO LIE CE
M3IBJIHABAT B APYra JIbp:KaBa 4jeHKa

Wnenrudukarus Ha manyueHTa:

damunHo(1) uMe(Ha)

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

Jlata Ha paxxnaHe

WNnentudukanus Ha penenrara:

Jlata Ha u3naBaHe

Wnenrudukarus Ha METUITUHCKUS CIICIIHAITUCT, U3/1aJl peIenTara;

damunHo(1) uMe(Ha)

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

[Ipodecnonanna kBanupukanus

JlaHHM 3a Mpsika Bpb3Ka (SIIEKTPOHHA TIOMIa U HOMep Ha TelieOoH WK (akc, KaTo ce MOCOYH U
KOIBT 32 MEXAYHAPOAHO U30MpaHe)

CiyxebeH anpec (BKIIOYUTEIIHO HANMEHOBAHUETO Ha ChOTBETHATA JbpIKaBa YICHKA)

[Moanuc (monoxeH coOCTBEHOPHYHO WM IU(GPOB B 3aBHCHUMOCT OT HauMHA Ha M3JaBaHe Ha
MPeUCaHUETO)

Wnentudukarus Ha npeanucanus NpoAyKT, KOTaTo TakaBa € HeoOxoauMma:

MexIyHapOoJHO HEMaTeHTHO HaWMEHOBaHWE WM (papMakoneiiHO HaWMEHOBaHWE Ha
JIEKapCTBEHOTO UM BEIIECTBO



TBproBckOTO HAMMEHOBAHUE HA JIEKAPCTBEHUS IIPOAYKT B CIydauTe 1o 4i. 9a, ai. 4
JlexapcTBena popma (TabseTu, pa3TBOp U T.H.)

KommuectBo

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

Jlo3upoBka.

[Tpunoxenue Ne 5 xbm . 11, an. 2

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

JlexkapcTBEHU MPOJYKTH, ChIBPKAIIU HAPKOTUYHHU BELIECTBA OT NMpuitoxkeHust Ne 2 u 3 KbM Il
3, 1. 2 u 3 or Hapenbara 3a pena 3a kiacuuiimpane Ha pacTCHHATA M BEIIECTBAaTa KATO HAPKOTHYHU, B

KOM6I/IHaHI/I5I C ApyTH JCKApCTBEHU BEIICCTBA

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

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

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

[Tpunoxenne Ne 6 kbMm 4. 24, an. 1

(M3m. - IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.)



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

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

[Tpunoxxenne Ne 8 kbMm 4. 24, an. 1

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



[Tpunoxenne Ne 8a xbm ui. 30a, ain. 1

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

[Tpunoxxenne Ne 86 kM wi. 30r, an. 3

(Hogo - ZIB, 6p. 81 ot 2013 1., u3m. - /IB, 6p. 68 oT 2014 r., B cruta ot 15.08.2014 1.)

OTAENEHNE/KITMHUKA TTO
MEONLIMHCKA OHKOJIOInA

PELUEHWE Ne ...... Lo 201...r.
Ha OHKONOIM4YHNA KOMUTET



no XUMNOTEPANWA

=1 1=
EMH:
[wnarHosa - ctagui:

ER ............ PogR .......... HER?2 ........
RAS ....... EGFR ........
Peluenne

LE CE NMPOBEAE NEKAPCTBEHO JIEHEHUE MO CXEMA:
HEAOIOBAHTHA XT

WHTepean: [1 1 cegmuua; 2 cegmuum; 3 cegmuum; 4 cegMmmum

KOHTpOJ'IHI/I n3cnegBaHuAa No npeueHka Ha nekapa:
« 3agbmkuTteneH Ha6op nacneagBaHna cnopeg MeaununHCKMA ctaHgapT

« TIKK............. U Bbnoxumms............. [ TyMOpHU Mapkepu............. U Exorpadous
PeHTreHorpama Ha 6enun gpobose............. .
1 PRSP OUPPRPO
0 EKI............. [ Opyrn
KocTHa cuuHTurpadgus Mamorpadus

JleyuebHaTa cxema 1 NPOABIMKUTENHOCT NO3BOSISABAT NPU 3ana3eHo 0bLLO CbCTOSTHUE U NIUMca Ha TOKCUYHOCT
mn3nmuceaHe Ha 48-u vac.

NeyveHveTo moxe Aa Gbae NPoBEeOEHO M Mo KNMHWYHA npoLieaypa.

OOKITAOBAN:
NPEOCEOATEDN: YJIEHOBE:



[Tpunoxenne Ne 88 xbM uit. 30r, ai. 3

(HoBo - 1B, 6p. 95 oT 2014 1.)

PeweHne Ne............... 120 ........ r.
3a NpeanncBaHe Ha NekapCTBEHU NPOAYKTH
3a fevyeHne Ha 3nokavyecTBeHu 3abonsaBaHus

B XemMartosnoruarta

[OHecC, ..ccoeveennnnn. , KOMUCKS, Ha3HayeHa cbe 3anoseq Ne .......... , B CbCTaB:

(nme n bammnnus, cneumanHocT)

pasrnena npegcraBeHarta OT JieKyBallua iekap meamumHCcKa OKyMeHTauuA, BKoYBalla aHaMHe3aTa n
00eKTUBHUSA CTaTyCT Ha nauuneHTa 3a npeanmceaHe Ha JieKapCTBEHU NPOAYKTU 3a Jie4YeHNEe Ha 3JT0Ka4eCTBEHN

3abonsaBaHus.

Nme:

Appec: (rp./c., yn. Ne)

EMH:

Bb3 ocHoBa Ha FOPHOTO KOMUCUATA YCTaHOBU, 4e NaumeHTbT CTpada OT:

(pasrbHaTa gmnarHosa)

TenecHa maca:

Xucrtonorus

Ol'lepaTI/IBHO Jie4yeHune:

[ara:

Bua Ha onepauusTa:

Cnep,onepaTMBHa pagnoTepanna:
AptoBaHTHa XuMmmotepanua:

HeaptoBaHTHa XUMmmnortepanua:

Cxema: Cxema:
Bbpon kypcose: Bbpon KypcoBe:
MeTtacTasu:

[ata Ha YCTaHOBABAHE!

[ Nokanusaums:

MeTop Ha ycTaHOBsIBaHe:
| NnHKA XI/IMI/IOTepaI'II/Iﬂ
Cxewma:

[l NHMA XMMHoTepanus

Cxewma:

Bpon kypcose:

Bpon kypcose:

[ata Ha 3aBbpLIBaHe:

[lata Ha 3aBbpLUBaHe:

EdekT oT neveHunero:

EdekT oT neveHuero:

Hata Ha nporpecus:
ECOG cratyc:
JlabopaTtopHu n 06pasHu nscneaBaHus:

[arta Ha nporpecus:

Opyra nHgopmaums:

M3roTBmN MPOTOKONA: ...coeveeevreenirenee.
MpoTokoNbT e BanuaeH 3a 6 meceua, Ao ..............
PbkoBoguten Ha neyebHOTO

3aBefieHue:

(noanwuc, nevar)

[Tpunoxenne Ne 8r kbm wi. 307, an. 1

(Hoso - IB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.,




npenumHo [punoxenne Ne 88 kM . 307, an. 1 - JIB, Op. 95 ot 2014 1.)

PeuentypHa 6nanka Ne .....................
3a nekapcTBeHuM npoaykTn, 3annawanm ot H30K

HaumeHoBaHue Ha neyebHOTO 3aBeaeHue - Per. Ne

B =Y e=T oI (1Y 1= PP
YUH Ha NEKaps ....cooevvveeeeeeevieieieieiiiinn, = > PSSR
3abonsaBaHe rpyna N2 .........ccccceeveeeeiiiiiiiieee e, no npun. Ne 1

MpoTokoN Ne .......eeveviinnnn. =
Rp.

1

Jlekap:
(mognwuc n nevar)

MaumnenT:
ErH:

Howm. agpec:

p. (c.)

OtnycHan: Monyyun:
Mar. dpapm. YUH:

(mognwuc n nevar) Oara:

ITpunoxxenne Ne 9 xbm 4. 53, ain. 1

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

ao

OVPEKTOPA HA

PEMMOHANHA 30PABHA NHCMEKUMA
TP s

Ha BHMMaHuMeTOo Ha
MHCNEeKTopa no
HapKOTU4YHU BeLleCTBa



3AABJIEHVE

T ettt ettt ettt eeeeeeeeeeeeeeeeeeeeeeeeeetestsessssesststeteta.———__.ietetetttetetentateteaaan—aaaaeeeeeeeeeeeeeeeteeteeeeererrrrrrrrraras
(TpMTe umMeHa Ha nekaps/nekapsi No AeHTanHa MmeguumnHa)
(HammeHosaHmeHaneqe6H0TosaBe,qume)
.............................................................................................. (ap,peCHaneqeﬁHOTo3ase,qe|-w|e)
CNe B perncTbpa Ha P3W Ha nekapute/nekapuTe Mo AeHTanHa MeguumHa, KOUTo NpeanucBaT NIeKapCTBEHU T

HapKOTWYHM BellecTBa.
Mons ga My 6baaT NpeaocTaBeHu:
........................................... 6pos KoYaHW crieunanHn peuenTypHN GraHKu CbC 3eMeH LBST

........................................... 6pos koYaHW crieunanHn peuenTypHU BGnaHku ¢ XXbNT LBAT

(mognwuc)

[Ipunoxenne Ne 10 kbpMm uit. 54

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

Pernctbp Ha nekapute/nekapute no AeHTanHa MeavumHa, NonyyYnnu cneunanin peuenTtypHm 6rnaHkm 3a
npeanMcBaHe Ha NekapCTBEHU NPOAYKTU, CbAbPXKALLN HAPKOTUYHMTE BeLecTBa oT npunoxeHms Ne 2 n Ne 3
kbM un. 3, T. 2 n 3 ot Hapenbarta 3a pefa 3a knacudmumpaHe Ha pacTeHuUsiTa U BeLecTBaTa KaTo HAPKOTUYHM
(3arn. uam. - B, 6p. 81 o1 2013 1.)

Per. Ne
CcbrnacHo
perncrbpa
no un. 5,
an.1, 1.1 TpuTe MMeHa Ha nekapsi/nekaps no geHranHa MegauunHa
Kop Ha Bpow nonyyeHn | Bpow nonyyeHn | Cepusa | dataHa | [lognuc [arta Ha MNoanuc Ha
KoYaHu KoYyaHu
neyebHoTO oT Ne nony- |Ha nekaps/| npegaBaHe | WHcMNekTopa
(kapHeTn) (kapHeTwn)
n 6pow Ha 1 6pon Ha
3aBegeHne 0o Ne | yaBaHe | nekaps no no Hapko-
cneuman- cneuuan-
HUTE HUTE
AeHTalHa TUYHU
peuenTypHu peuenTypHu
OnaHku cbe
6naHKM ¢ XbnT . MeauumnHa BellecTBa

LUBAT B TAX LIBAT B TAX




[Tpunoxxenne Ne 11 kbpm wit. 56

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




