HAPE/JIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUATA U PEJIA 3A
IMPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU ITPOAYKTH

H30a0ena om munucmuvpa Ha 30paseona38anemo

O6wn. /[B. 6p.21 om 20 Mapm 2009e., usm. /IB. 6p.91 om 17 Hoemepu 20092., usm.
J[B. 6p.94 om 29 Hoemepu 20112., usm. JIB. 6p.2 om 6 HAuyapu 2012e2., usm. u oon. /IB.
op.81 om 17 Cenmemspu 20132., usm. J[B. 6p.104 om 3 Hexemepu 20132., usm. u oon.
JIB. 6p.15 om 21 ©@espyapu 2014e., usm. u oon. /[B. 6p.68 om 15 Aseycm 2014e., usm. u
oon. /[B. 6p.95 om 18 Hoemepu 2014e., usm. JIB. 6p.91 om 18 Hoemspu 2016e., usm. u
oon. /[B. 0p.95 om 16 Hoemepu 20182.

I'naBa mbpBa.
OBHIA IMOJIOXKEHUSA

Ui 1. C Ta3u Hapeaba ce onpeessir:

1. MEIUIIMHCKUTE CTICIIMAIMCTH, KOUTO MOTaT Jla U3[aBaT PEIeNTH, PeabT 3a MPEANUCBaHe Ha
JIEKapCTBEHU MPOIYKTH, CPOKBT 32 U3IMIBIHEHUETO, CIIyYanuTe U PeabT, IPU KOUTO MAarucTbp-hapManeBT
MOJKE J1a OTKaXKE J1a U3ITBIIHH JICKAPCKO TPEIIICAHHICE;

2. yCIOBUATA M PEIbT, MO KOUTO OBITapCKU TPaKIaHU U UYYXKIU TPaXJAaHU, MOCTOSHHO U
BPEMEHHO TpeOMBaBaIlM B CTpaHaTa U MBTyBAIlX W3BbH PemyOnuka beiarapus, Morar na HOCAT WU Ja
W3HACAT JICKApCTBEHU MPOIYKTH, IPEIHA3HAYCHHU 32 JICUCHUETO UM;

3. KoM4YecTBara JICKapCTBEHU NPOMYKTH, MPEAHA3HAYCHH CaMO 3a JICYCHHETO HAa TPAH3UTHO
MPEeMHUHABAIM ¥ BPEMEHHO MpeOMBaBallli HAa TEPUTOPUATA HA CTpaHATa JHIA, KOUTO T€ MoraT Ja
MIPUTEKABAT;

4. (moBa - JIB, Op. 15 or 2014 r.) ycnoBusiTa U peabT 3a MPU3HABAHETO W M3IBIHCHHETO HA
perenTH, U3aJICHA B ApyTra Jbp)KaBa WICHKA,

5. (u3m. - 1B, 6p. 81 ot 2013 r., npeaumina T. 4 - JIB, Op. 15 ot 2014 1.) penbT 3a npeanucBaHe
Ha JICKAPCTBEHH MPOAYKTH, ChIbPIKAIIM HAPKOTUYHHU BEIIEeCTBA OT MpuioxkeHuss Ne 2 u 3 kbM uiL. 3, T. 2
u 3 ot Hapenbara 3a pena 3a knacuduipane Ha pacTEHUATA U BEIIeCTBaTa KaT0 HAPKOTUYHH, IPUETA C
[TocTanoenenue Ne 293 na Munucrepckus csBet ot 2011 1. ([IB, 6p. 87 ot 2011 1.);

6. (mpeaumHa 1. 5, u3m. - JIB, Op. 15 ot 2014 1.) peabT 3a OoTHeUaTBaHE U pas3NpeeisHE Ha
OJIaHKM 3a OTITyCKaHE M OTYMTAHE HA JICKAPCTBCHHUTE IIPOMYKTH TI0 T. 5.

Y. 2. PeXUMBT Ha MIPEANMCBAaHE HA JIEKAPCTBEHUTE IPOAYKTH € ONPE/IENICH B Pa3pELICHUETO 32
ynorpe0a Ha JIEKapCTBEHUS MPOIYKT.

Un. 3. Pazpemenure 3a ynorpeda U perucTpupaHHUTe JEKapCTBEHU MPOAYKTH Ha TEPUTOPHSITA
Ha PenyOmuka bbiarapust ce oOsiBABaT Ha WHTEPHET CTpaHulaTa Ha M3mbaHuTenHara areHuus 1o
JIeKapCcTBarTa.

I'naBa BTOpAa.
MEJIUIIUHCKHU CITEHUAJIUCTHU, KOUTO MOTAT 1A U3JIABAT PELIEIITU

Y. 4. (1) TlpaBo aa mpeAnucBaT pa3perieHu 3a yrnoTpeda B cTpaHaTa JeKapCTBEHH MPOLYKTH H
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Ja W3[aBaT PEIeNTH WMaT JIeKapu/JIeKapu IO JeHTaJHa MEIUIMHA, YIPaXKHSIBAIIM MEIUIMHCKATa
npodecus.

(2) (U3m. - JIB, 6p. 81 ot 2013 r.) [IpaBo ma OTIyCKAT JEKAPCTBEHUTE MPOLYKTH, ChAbPIKAIIN
HapKOTUYHU BemecTBa oT npuioxeHue Ne 1 ma Hapemba Ne 2 or 2012 r. 3a ycrmoBusATa M pena 3a
OCBIIECTBSABAHE HA MTPOTPaMU 3a JICYCHHUE C aTOHUCTH M arOHUCTU-AHTATOHUCTH Ha JIUIA, 3aBUCUMHU KbM
ormmmousu (1B, Op. 49 or 2012 r.) umar snekapu, pabOTeImnu B NMPOTrpaMUTE, MOJIYYWIH Pa3pelIeHHe OT
MUHHUCTBpA Ha 3/IpaBEOIMa3BaHETO.

(3) Penamepure ©Mat MpaBo Ja MPEAMKUCBAT Pa3peIeHH 3a YIoTpeda B CTpaHaTa JICKapCTBEHU
MPOAYKTH M Jla M3/IaBaT PELENTH, ¢ U3KIIOYCHUE HA Te3W OT mpuiiokeHue Ne 1, caMo Mpu CKIIFOYEH
JIOTOBOP C JIe4eOHO 3aBE/ICHUE.

Yn. 5. (U3m. - 1B, 6p. 94 ot 2011 r.) (1) B pernonannara 3apasua uncnekius (P31) ce Boau
PETHCTBP Ha JICKAPUTE U JICKAPUTE 10 JCHTATHA MEAUIMHA, KOUTO MPENMUCBAT JIEKAPCTBCHU MPOIYKTH,
ChIbPIKAIIN HAPKOTUYHH BEIIECCTBA.

(2) B peructbpa mo ain. 1 ce BIMCBAT JaHHUTE HA JieKaps/IeKaps MO JCHTATHA MEIUIMHA T10
JOKYMEHTA 3a CAMOJIMYHOCT, JIMYCH KOJ[ ¥ KOJI Ha JICUeOHOTO 3aBeICHHE.

I'naBa Tpera.
NPEJAIIMCBAHE HA JIEKAPCTBEHU ITPOAYKTHU

Pazgea 1.
Pen 3a npeanucBaHe HA JIeKAPCTBEHU MPOAYKTH

Yn. 6. (1) IIpenmucBaneTo Ha JIEKAPCTBEHU MPOJYKTH CE M3BBPINBA Ha pPEIENTypHA OlaHKa C
OSUT LIBAT CBHIVIACHO MpuiiokeHue Ne 2.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1.)

(3) Bwpxy penenrypHara OjgaHKa 3aIbJDKHTEIHO C€ OTOENA3Ba PEXXMMBT Ha OTIyCKaHE - 3a
€THOKPATHO WJIM MHOTOKPATHO OTITyCKAaHE, KaTo MPU MHOTOKPATHOTO OTIYCKAaHE CE YTOYHSBA M KOJIKO
II'BTH 1€ C€ U3IBJIHABA PElIeTTaTa.

(4) PenenituTe ¢ peKUM MHOTOKPATHO OTITyCKaHE MMAT BAJIMAHOCT 10 6 Mecelia OT jgarata Ha
M3IaBaHETO UM U ChABPKAT O3HAYCHHE Ha OpOsi Ha OTITyCKaHUSATA.

Un. 7. (1) PeuentypHara GinaHka chabpKa:

1. (mom. - 1B, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r1.) "uHCKpUOIMO" - COOCTBEHO M
(dhaMUITHO MME Ha JHIETO Mo Wwi. 4, YHUKaJIeH UACHTU(UKAIMOHEH HOMEpP, HAMMEHOBAHHUE U aapec Ha
nedeOHOTO 3aBeicHUE, TelepOH 3a Bpb3Ka, JaTa Ha U3/1aBaHE Ha PEIIeNTara;

2. "mpeckpuOIKo" - HANMEHOBAaHKE, KOJIMYECTBO Ha aKTUBHO BEIIECTBO B JICKApCTBEHA (hopMa
1 KOJIMYECTBOTO Ha JIEKAPCTBEHUSI TIPOAYKT; KOJIMYECTBOTO CE€ M3MKCBA C U(PpH, a PU MPETUCBAHE HA
JIEKapCTBEHU MPOYKTH, ChAbPIKAIIX HAPKOTHUHHU BEILIECTBA - U C JyMU;

3. "curnarypa" - mocouBar ce €JHOKpaTHATa W JICHOHOIIHATA J103a Ha JICKApCTBEHHS TMPOAYKT,
MPOABIKUTETHOCTTA HA Kypca Ha JIeueHHEe M HEOOXOIMMOCTTa OT TIOBTAPSHETO MY; J103aTa Ce M3IMUCBA C
nudpu; Tpu mpeanucBaHe Ha J103a, TO-BHCOKA OT MAaKCHMAJTHO OMpeeseHaTa Mpu pa3peniaBaHeTo 3a
ynorpeba Ha JIEKapCTBEHUS MPOAYKT, MPEIMUCBAIIMUAT CE TMOAMKUCBA CPENly MPEBUIICHATA J03a; HE Ce
JOTycKaT 001K n3pas3u kato: "u3BecTHo", "mo HactaBienue", "'mo cxema" u ap.;

4. "cybckpuOImo" - yka3zaHus 3a HAYMHA HA M3MBJIHEHUE HA MPEIMUCAHUETO; TPU U3IOJI3BaHE
Ha ykazaHudara "uurto", "murtucumo" win "ctatuM" 3aIbJKUTEITHO CE 3allMCBa 4YachT HA MPEAINUCBAHETO



Ha JICKApCTBEHHUS ITPOIYKT;

5. monmuc Ha Jiekapsi/Jiekaps 1o ACHTaIHa MenuiHa/ penamepa;

6. (mwm. - [IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) nudeH nedat Ha JeKaps/IeKaps 1mo
JICHTaJTHAa MEIMIIMHA W/WIIK TIedaTr Ha Je4eOHOTO 3aBe/ICHNUE;

7. TpUTE MMEHA Ha MAlMeHTa, Bh3PaCTTa U aJpec M0 MECTOXHMBECHE, KaTo MpH OpeMeHHa JKeHa,
KbpPMauKa MU JIETe Ce 0Tpa3siBa U TOBA OOCTOSATEIICTBO;

8. (noBa - JIB, 6p. 68 ot 2014 r., B cuwia or 15.08.2014 r.) YHukaneH uaeHTH(PUKAITUOHEH
Homep (YMH) na maructep-apmaneBra ot peructbpa Ha bbarapckust papmarieBTHYCH ChIO3.

(2) (Orm. - 1B, Op. 81 01 2013 1.)

Yn. 8. (1) JlekapcTBeHHTE MPOAYKTH CE€ M3MUCBAT YETIIMBO HA JIATHHUIIA C MEXIYHAPOIHOTO
HEMaTeHTHO WU (apMaKoNeliHO HAMMEHOBAHHE HA JIEKAPCTBEHOTO UM BEIIECTBO WJIM THPTOBCKHUTE UM
HAaUMEHOBAHMS.

(2) KonmuuecTBOTO Ha JICKAPCTBEHOTO BEIECTBO B IMPEAMUCBAHUS JICKAPCTBEH MPOMYKT CE
u3pazsBa:

1. B rpamoBe, KOraTo € €IMH rpam WIH HaJl eIuH rpam (g);

2. B MWJIUTPaMH, KOTaTo € MO-MaJIKO OT e/IMH TpaM (mg);

3. KOIM4YECTBa, IMO-MAJKH OT €IWH MIINTpaM, C€ O3HAauaBaT B MHKPOTpaMH, Karo Tasu
MEpHUTETHA €IMHUIIA HE CE€ ChKpalllaBa, a Ce U3MKCBA C IyMHu (microgram);

4. obemurte ce u3paszsBar B MUTWIATPH (ml);

5. B MmexxyHaponuu enunuii (1U) - 3a nexkapcTBeHH NPOAYKTH OT OMOJIOTHYEH MPOU3XO/.

(3) Cokpamenusta Ha JekapcTBeHaTta (opMa ce U3MUCBAT BBPXY pelENTypHATa
OnaHKa/IeKapCTBEHUs JIMCT B ChOTBETCTBUE C JIeHCTBAIaTa B CTpaHaTta dapMakornes.

(4) 3abpansiBa ce U3MOI3BAHETO HA CHKPAICHUS U TOMPABKH PU U3IUCBAHE HANMCHOBAHHSTA
HA JIEKAPCTBEHUTE MPOIAYKTH.

Un. 9. JlekapcTBEHHU MPOIYKTH, IPUTOTBEHU 110 MarucTpaiHa U (apMakoleifHa pelenTtypa, ce
MPEJIUCBAT Ha OTJEJIHA PelenTypHa OIaHKa.

Yn. 9a. (Hos - JIB, 6p. 15 ot 2014 r.) (1) Ha peuentu, KOUTO IIe C€ M3MBIHIBAT B Jpyra
IbpXKaBa WIEHKa, C€ H3MHMCBAT HEOOXOJMMHTE 3a JICYCHHETO Ha KOHKPETEH MAaIMEHT JIEKApCTBEHU
IIPOAYKTH, C H3KJIIOUEHHE Ha JIEKApCTBEHUTE MPOAYKTU Mo wi. 174 or 3akoHa 3a JIEKAPCTBEHUTE
MPOAYKTH B XyMaHHAaTa MeIUIMHA.

(2) Peuenture mo an. 1 ce W3mmcBaT MpU Cha3BaHe M3WUCKBAaHWATA HAa Ta3W Hapemda, Karo
3aJIBJKUTEIIHO Ce BKJIFOUBAT BCUUKH JAHHU, TOCOYEHH B MpuiiokeHue Ne 4a.

(3) JlexapcTBeHUTE MPOAYKTH CE€ MPEAIMHCBAT MO MEKIYHAPOTHO HEMATCHTHO HAUMCHOBaHHE
wiM (papmMakoreifHoO HAaMMEHOBAaHKE Ha JIEKAPCTBEHOTO UM BEIIECTBO.

(4) JlexapcTBeHHMTE TPOAYKTH MOrar jga ObJaT MPEAMUCAHH MO THPrOBCKO HAUMCHOBAHHE B
CIIETHUTE CITy4au:

1. xorato ce mpeANKUcBa OMOJIOTHYEH JICKAPCTBEH MPOAYKT 1O CMHUCHIa Ha 8§ 2, T. 2 OT
JTOMBIIHUTETHUTE pasnopenou Ha Hapemba Ne 27 or 2007 1. 3a W3MCKBaHUATA KbM JIAHHHUTE H
JOKYMEHTAIMATa 3a pa3peliaBaHe 3a ynorpeda u peructpaius Ha JekapcTBeHu npoaykru (B, op. 54
ot 2007 1.);

2. KOrato ToBa € He0OXOIUMO OT MEIUIIMHCKA TIIEHA TOYKA IO MPEIeHKa Ha JIUIara mo 4i. 4,
KaTo B TO3U clly4yail B pelenTara ce nocouBaT NpUYMHUTE, KOUTO HajaraT U3MOJ3BaHETO HA MOCOYEHOTO
THPTrOBCKO HAMMEHOBAHHUE.



Un. 10. IIpu mpeanucBaHe Ha BCEKH OTACICH JIEKAPCTBEH MPOAYKT JIHMIETO MO Wi 4 ¢
3aIBJDKEHO J1a ce MH(OpPMHpa OT MAalMeHTa 3a MPEIIISCTBAII0 WM CHITBTCTBAIIO JICYCHHE C APYTH
JIEKapCTBEHU MPOTYKTH.

Paznea I1.
IIpeanucBaHe HA JIeKAPCTBEHU MPOAYKTH, ChbPKAIIN HAPKOTHUYHH BelllecTBA

Yn. 11. (1) (U3m. - JIB, Op. 81 or 2013 r.) IlpennmucBaHeTo Ha JCKAPCTBCHH HPOLYKTH,
ChIIbPrKall HAPKOTUYHU BEUIECTBA, C€ M3BBPILBA HA CIElMaIHA PeleNnTypHa OllaHKa, IPEI0CTaBeHa OT
MUHHUCTEPCTBOTO HA 3/APABEOMAa3BAHETO, C JKBIAT HBIT - 33 JEKAPCTBEHH MPOAYKTH, CHABPIKAIIA
HapKOTUYHU BeliecTBa OoT npuioxeHue Ne 2 kpM wi. 3, T. 2 oT HapenOara 3a pena 3a kiacuduiupane
HAa PAcCTCHHMATA W BEIIECTBATa KATO HAPKOTUYHH, W CHC 3€JICH IBAT - 3a JICKAPCTBEHU MPOAYKTH,
CBhABPXKAIIM HAPKOTUYHH BeliecTBa oT npuiokeHue Ne 3 kpM wi. 3, T. 3 or Hapenbara 3a pena 3a
KIacu(UIIMpaHe HA PaCTEHUSATA U BEIIECTBAaTa KaTO HAPKOTUYHH.

(2) JlekapcTBeHHTEe TPOAYKTH MO TpHiokeHHe Ne 5, chabpikalld HAPKOTHYHU BEIIESCTBA B
KOMOUWHAIMS, C€ MPEIIUCBAT Ha PelenTypHaTa OaHKa 1Mo al. 1 ChC 3€JICH IBSAT.

(3) Criennannara perentypHa OJaHKa ce OTIEYaTBa B TPU €K3EMIUISPA HA XUMH3UPAHA XapTHs
U ChIIbPKa OCBEH JIAHHUTE 10 WI. 7 ¥ CIEAHUTE JOIBIHUTEITHH JaHHU:

1. cepust U HOMEp Ha pelenTypHara OJaHKa;

2. Haanuc "JIOKyMeHT, KOMTO MOJIJICKH Ha CTIeIHaIeH OT4eT".

(4) CpoxbT Ha BaTUAHOCT HA CIICIIMAIHATA PEIenTa € 7 THU OT JaTara Ha U3aBaHETO M.

Y. 12. (1) Perenrara ce u3gaBa B TpU €K3eMIUISIpA, IIbPBUTE JBa OT KOMTO C€ IpeaaBaT Ha
MalKeHTa, a TPETUAT Ce ChbXpaHsIBa OT JIeKaps/JieKaps M0 JeHTaJHa MEIUIIMHA B TIPOABIDKCHUE HA €IHA
TOJIMHA M CE MPEA0CTaBsI Ha KOHTPOJIHUTE OPraHM IPHU ITPOBEPKa.

(2) (M3m. - JIB, 6p. 94 ot 2011 r.) Crien u3THyaHe Ha CpoKa 1o ai. 1 perenture ce mpeaasar ¢
MIPUEMHO-TIPEIaBaTEIICH MPOTOKOJI Ha MHcnekTopute B P3U, kouto ru chxpanssar 3a cpok 10 roguHw,
CJIe/] KOETO C€ YHMIIIOXKABAT OT KOMHUCHS, OIIpe/iesieHa ChC 3anoBe ] Ha Aupekropa Ha P3U.

(3) (Om. - [IB, 6p. 81 oT 2013 1.)

(4) Koraro yiekapcTBEHUAT MPOAYKT Ce 3aruiaiia or HarmonanHaTa 31paBHOOCHTYPHTEIHA Kaca
(H30K), nekapsr 3aabmkurento nonbisa koaa Ha H30K Ha choTBeTHUS JiekapcTBeH npoaykT 1 MKb
KoJla Ha 3a00JIsBaHETO CHINIACHO Hapeabara mo wi. 45, an. 3 oT 3akoHa 3a 3[PaBHOTO OCHUTYpsIBaHE
(330).

(5) Tlo mpemenka Ha jekaps Ha €IHA PElENnTypHa OllaHKa MOXE Ja Ce MPEINHCBa MOBEYE OT
€/IMH JICKAPCTBEH MPOIYKT, ChIbPrKalll HAPKOTUYHH BEIICCTBA.

(6) 3abpansiBa ce MpEANMMCBAHETO Ha JIEKAPCTBEHU MPOMYKTH, KOUTO HE ChIBPKAT HAPKOTUIHU
BEIIECTBA, HA CIICIUAITHUTE PELECTITYpHU OJIaHKH.

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

UYn. 14. Ilpu npennucBaHe Ha JEKapCTBEHU NPOAYKTH, ChAbp KAl HAPKOTUYHH BEILECTBA, CE
CIIa3BarT CJIEAHUTE U3UCKBAHMUS:
1. KOIMYECTBOTO HA JEKAPCTBEHUTE NMPOAYKTH CE U3MUCBA C IIU(PPH U C TyMHU;



2. KOJIMYECTBOTO Ha TMPEANUCAHUs JIGKAPCTBEH TMPOAYKT HE MOXE Ja HaJBHIIaBa
TepaneBTUYHaTa 7032 3a 30 1HU.

UYn. 15. (Hom. - IB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 104 ot 2013 r.) JlekapcTBEHH TPOIYKTH,
ChABpXKAIIM eTUIMOPGUH, KoaewuH, (heHobapOutanm u Tpamamon B koiaudectBa g0 S50 mr 3a mo3osa
¢JMHMIIA B KOMOMHAIMS C JPYTH JICKAPCTBCHHU BEIIECTBA, CE MPEANKMCBAT HA OOMKHOBEHA PEIEHTYpHA
OJaHKa 3a €THOKPATHO OTIYCKAaHE W B KOJIMYECTBA, ChOOPa3eHH C JIHEBHATA JO3UPOBKA, 332 HE ITOBEYEC OT
30 gHu.

Un. 16. Ilpu npennmucBaHe Ha BCEKHU OTAENEH JIEKAPCTBEH MPOAYKT JIMLIETO Mo Wi 4 e
3aIBJDKEHO J1a ce MH(pOopMHpa OT MalueHTa 3a MPEANISCTBAIIO WIM CHIIBTCTBAIIO JICYCHHE C JAPYTH
JIEKapCTBEHU MPOAYKTH.

Paznea I11.
IIpeanucBaHe Ha JieKAPCTBEHU MPOAYKTH, 3AIIAIAHMA OT Peny0JIUKAHCKHUS OIOIKeT 32 JIe4eHNeTo
Ha OBJIrapCcKuTE IrPaxJaaHM 3a 3200/151BAaHMS], H3BbH 00XBATa HA 3abJKNUTETHOTO 3IPABHO
ocurypsiBaHe

Yn. 17. JlexkapuTe Morar Aa NpeIIucBaT JEKapCTBEHU MPOAYKTH, 3alljIalllaHi ChC CPEICTBA OT
penyOnuKaHCKHsT OIOMKET 3a JIeYeHHWE Ha 3a00JsiBaHMsI, M3BBbH 00XBaTa HA 3aJBIDKUTEITHOTO 3PaBHO
ocurypsiane cwriiacHo Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3arianiade OT pemyOJuKaHCKUs OIOKeT Ha
JICUEHUETO Ha OBJITApCKHUTE TPa)JaHU 3a 3a00JsBAaHUS, U3BbH 00XBaTa Ha 3aJBDKUTEITHOTO 3PaBHO
OCHTYpSIBaHE.

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

Y. 19. KoaudecTBOTO Ha MPEIIMCAaHUTE JICKAPCTBEHH MPOJYKTH CJIe/Ba Ja ChOTBETCTBA HA
cpokoBete 1o wi. 22 ot Hapenba Ne 34 or 2005 r. 3a pena 3a 3amiaiiaHe OT penyOIMKaHCKHUS OHOKET
Ha JICUCHUETO Ha OBJITAPCKHUTE TPakJIaHU 3a 3a00JIsIBaHUS, U3BBH 00XBaTa Ha 3aIbDKUTEITHOTO 3PABHO
ocUrypsBaHe u 4i. 14 ot Ta3u Hapenoa.

Un. 20. (U3m. - [IB, 6p. 95 ot 2014 r.) Ilpennucanure JeKapCTBEHW MPOAYKTH IO pera Ha
Hapen6a Ne 34 or 2005 r. 3a pena 3a 3amiamiaHe OT penyOIMKaHCKHS OFOJDKET Ha JICUCHHETO Ha
OBJITApCKUTE TpaXkIaHU 3a 3a00JsIBaHMS, H3BbH 00XBaTa HA 3abJDKUTEITHOTO 3[PaBHO OCHUTYpsIBAHE CE
BIIMCBAT B MCAUIIMHCKATA JOKYMCHTALMA HA IMallUCHTA.

Yn. 21. (1) JlekapcTBeHM POIYKTH 3a HMAIIMEHTH, KOUTO CE JICKYBaT MPH aMOYyIaTOPHH yCIOBHS,
ce IPEeIICBAT Ha pelenTypHa 6aaHka cbriacHo npuiokenue Ne 8 or Hapen6a Ne 34 ot 2005 . 3a pena
3a 3aIulallaHe OT PeMyOJUKAHCKUs OIOKET Ha JICUCHHETO Ha OBITapCKHUTE TpakIaHM 3a 3a00JsBaHMS,
HU3BBH O6XBaTa Ha 3aAbJDKUTCIIHOTO 3JpaBHO OCUT'YPABAHE, KOATO CC U3J1aBa B ABAa CK3CMILIApaA. H'prI/IHT
EK3EMIUIAP C€ ChXpaHsBa B anTekara, a BTOPUAT - B CYETOBOJACTBOTO HA CHOTBETHOTO JIeYeOHO
3aBCACHUC B MMIPOABLJIDKCHUC Ha 5 TOOAUHU.



(2) (U3m. - JIB, 6p. 95 or 2014 r.) JlekapcTBeHUTE MPOAYKTH 3a MAI[CHTH, KOUTO CE JICKyBar B
CTaI[MOHAPHM YCIIOBHUS, CE€ MPEIIKMCBAT Ha JIEKAPCTBEH JIMCT ChINIACHO TMpHokeHHe No 5a, KOWTo ce
u3/1aBa B JBa CK3eMIUIsIpa. IIbpBHAT €K3eMIUIIP Ce€ ChbXpaHsBa B alTekara Ha JieueOHO 3aBejicHHE, a
BTOPHSAT - B ChOTBETHOTO OTJICJICHHE B POIBIKEHHE HA 5 TOIMHH.

Un. 22. (U3wm. - IB, 6p. 95 ot 2014 r.) Peneniture mo wi. 21, an. 1 ca Baymaau 3a cpok 15 mam
OT JlaTaTa Ha U3JIaBaHETO UM.

Pazpen IV.
IIpeanucBaHe Ha JieKAPCTBEHU MPOAYKTH, 3AIIAIAHN HANbJIAHO WK YacTH4HO oT H30OK

Y. 23. (1) (dom. - B, 6p. 81 or 2013 r., m3m. - JIB, 6p. 95 or 2018 r.) Jlumara o wi. 4, an. 1,
paboremu B eueOHU 3aBe/ICHUS 3a U3BHHOOTHUYHA TIOMOIII, B U3MbIHeHHE Ha AoroBop ¢ H30K morar
Jla PEANICBAT JEKapCTBEHU MPOAYKTH 10 Wi. 262, ai. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE MPOTYKTH B
xymanHata meauiuHa (3JIIIXM) 3a neuenue Ha 3apaBHOOCcUTypeHH Jmina (30J1), 3amnaiany HarbiIHO
nwmm yactuyHo ot H3OK 3a gomamHo jeuyeHHe Ha TEPUTOpHUSATA HAa CTpaHara 3a 3a0oJsBaHMI,
orpeesieHu ¢ Hapeabara mo wi. 45, an. 3 330.

(2) U3BbH ciayvanTe mo ai. 1 nekapcTBEHH MPOAYKTH, 3aIlIalllaHi HAMIBJIHO MM YaCTHYHO OT
H3O0K, morar na ce mpeAamucBaT OT JICKapW/JICKapH IO JeHTajJHAa MEIUIIMHA, padoTelln B JieYcOHH
3aBeeHNS 3a U3BBHOOIHMWYHA TOMOIII o Wi. 5, ai. 1 ot 3akoHa 3a JIeyeOHNUTE 3aBeNeHNs, KOUTO ca KbM
MUHHUCTEPCTBOTO HA TPABOCHAUETO.

(3) JlekapcTBeHW MPOMYKTH, 3aIUlalllaHd HambJaHO Wid yactThdHo oT H3OK, morar ma Gpaar
MPEIUCBAHU Ha 3JPAaBHOOCHTYPEHU OBJITApCKU TPpakIaHH, JIMIA C MPaBO Ha 3APAaBHO OCHUTYpsIBaHE,
YIOCTOBEPEHO OT Apyra Abpikasa - uieHka Ha EC, uiu cprimacHo AByCTpaHHU CHOTOAOH.

(4) (U3m. - JIB, Op. 81 or 2013 r.) Jlumara mo ui. 4, an. 1, cnenuanuctu no npoduia Ha
3abomsiBaneTo, padotemmu o goropop ¢ H30K B nedueOHM 3aBeneHUs 32 M3BHHOOJNHHWYHA TTOMOII HIIHA
CHEIMaJTU3UpaHd KOMHCHH B JICUCOHU 3aBeJcHUs 3a OOJHWUYHA IOMOII, CKIouriIn aorosop ¢ H30K,
MoOraT Ja u3JaBaT MPOTOKOJIM 3a TMPEANHCBaHE Ha JIEKApCTBEHW NPOAYKTH, 3aIulalllaHd OT
H3O0K/Pernonannara 3apasHoocurypurenta kaca (P30K).

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

Y. 24. (1) (U3m. - JIB, Op. 81 or 2013 r.) JlekapcTBEHHTE HPOMYKTH, KOMTO HAIIBJIHO KN
gactuvHo ce 3arutamar ot H30K 3a qomanHo nedeHue, ce mpeanucBaT Ha perentypHa O1aHka (oOpaszerr
M3 - H30K Ne 5 mo mpunokenue Ne 6), pernentypna Omanka (o6pazer; M3 - H30K Ne 5A mo
npuiokenre Ne 7) wiIn 3a TIX Ce M3aaBa MPOToKoj (oOpaserr mo npunoxkenne Ne 8) o pen, onpeiescH B
HallMOHAJTHUTE PaMKOBH JIOTOBOpH 1o ui. 53, an. 1 330.

(2) PentenitrypuuTe OmaHky 1o ail. 1 ce m3gaBar, KakTo clieBa:

1. (mom. - JIB, Op. 95 or 2018 r.) peuenrtypna Onanka (oOpazerny M3 - H30K Ne 5 mo
npuwioxkenne Ne 6) - 3a IpeAnucBaHE Ha JICKAPCTBEHH TMPOAYKTH 3a JIeueHHE Ha 3a0oisBaHus, B
Konu4ecTBa 3a He noBeye oT 30 JHHM, OCBEH KOTaTo JIMICBA MOAXOSINA OMAKOBKA CHIIACHO CITUCHKA T10
1. 262, an. 1 3JIIIXM;

2. (m3m. - JIB, Op. 95 or 2014 r.) peuentypHa Omanka (oopaszer; M3 - H30K Ne 5A mo
npuioxkenue Ne 7) - 3a peiiCBaHe Ha JICKAPCTBEHH MPOIYKTHU 3a JICUCHHE Ha XPOHUYHU 3200 IsIBAHUS,
B KOJIM4eCTBa 3a He nmoBede oT 100 qHu.



(3) HemomrbitHEHUTE TIONETA B pelleNTYpHUTE OJaHKH 10 aji. | ce aHynupar cbe 3HaK "Z".

(4) Penentypuute 6maHku 1o ain. 1 ce u3aaBar B 1Ba €K3EMILISPA.

(5) (M3m. - [IB, 6p. 95 ot 2018 r.) Penenrtypuure 01aHKHU M0 ail. 1 3aJbJDKUTEIHO CE HOITBJIBAT
B €JIGKTPOHHA ()OpMa, pasledaTBaT Cce M U3JAIUTE T'U JICKapH/JIeKapy 10 JICHTaJHA MEIUIMHA Tojarar
MIOJINTUC ¥ JIMYCH TIeUaT W/WiIU TieYar Ha JIS4eOHOTO 3aBeICHHE.

Uin. 24a. (Hoe - 1B, 6p. 15 ot 2014 r., usMm. - JIB, 6p. 95 ot 2018 r.) Korato na 30JI ce
MPEANMCBAT JICKAPCTBEHU MPOAYKTH, ¢ U3KIIOUCHUE Ha JICKApCTBEHUTE MPOAYKTH 1o uil. 174 3JIIIXM,
3amianaiyd HarmbaHO win yactuaHo oT H3OK, peuentypaute O6manku mo 4. 24 cieasa Aa ChAabpKar
BCUYKH JaHHU, TOCOYEHHU B MpmiiokeHue Ne 4a, korato ce riaHupa Ja ce U3MBJIHIBAT B JIpyra JIbpKaBa
YJICHKA.

Y. 25. (1) (U3wm. - IB, 6Op. 95 or 2018 r.) JInnara mo 4. 23 BOucBaT B aMOYJIaTOPHHUS JIUCT,
KOWTO ce chxpaHsBa B jjocueTo Ha 30JI 32 OTYETHOCT ¥ KOHTPOJI, CICAHUTE JJAHHU OT PEICIITUTE IO 1.
24, an. 1: xon na H30K, MKb xox Ha 3abonsBanero mo Hapenodara mo 4i. 45, an. 3 330, curnarypa,
MPEIITUCAHO KOJMYESCTBO U JIHUTE, 332 KOUTO € JOCTATHYHO MPEAMUCAHOTO KOJIMYECTBO.

(2) Harara nma w3maBaHe Ha pelenTara cjeJBa Ja ChBIajJa C JaraTa Ha H3JaBaHe Ha
aMOyJIaTOPHUS JIHCT.

Yn. 26. (1) JIunara no wi. 23 UMat MpaBo Ja NpeANucBar Ha elHa peuenTypHa OiaHka 0 TpU
JIEKapCTBEHU MPOAYKTA, CBbP3aHU C JIEYCHUETO Ha JI0 TPU Pa3InYHU 3a00IsIBaHUs, a HA €JUH MPOTOKOI -
€/IMH JICKQpCTBEH MPOAYKT B JI0 TPU JO30BH EAMHHUIIN 32 €AHO 3a00JsBaHE.

(2) IIpomenu B mpeanMcaHUTE JIEKAPCTBEHU MPOAYKTH IO perentypHa Omanka (obpaszern M3 -
H3O0K Ne 5 no nmpunokerure Ne 6) MOXKe J1a IpaBU CaMo JICKapAT/JICKapsAT 10 JeHTaaIHa MEAUIMHA, H31alT
penenrara, KaTo 3a [eJITa ChIIUAT aHyIMpa HEU3IbJIHEHATa pelenTa U n31aBa HoBa.

(3) IIpomenu B mpeanucaHUTE JIGKAPCTBEHHU MPOAYKTH IO perentypHa Omanka (oopasen M3 -
H30K Ne 5A no mpunoxenne Ne 7) Moke /1a MpaBH caMmo JIEKapAT/JIEKapsAT MO JEHTaJIHA MEAUIINHA,
M3 perenTara, Karo 3a IeJiTa ChINUAT aHYJINpa HEM3ITbIIHEHUTE OTPS3bIIN OT Hesl ¥ M3/1aBa HOBA.

(4) (M3m. - IB, 6p. 95 ot 2018 r.) B cnyuaure mo an. 2 u 3 auiara mo wi. 23 3aIbHKATEITHO
msuckBar ot 30JI penenTypHuTe OJAaHKU WU OTPS3BLU OT PEIENTYpPHHU ONaHKU, KOMTO TMOJUICkKAT Ha
aHynupaHe. AHYIMpaHUTE PEeLeNTypHU ONMaHKHU WM OTPSA3BILU OT PEeleNnTypHU ONaHKHU Ce ChbXpaHSABAaT B
nocueto Ha 30JI, mpukpeneHu KbM aMOyJIaTOPHHUS JIUCT OT JlaTaTa Ha TSIXHOTO M3/1aBaHE.

(5) Mpu wuskIOYBaHE Ha JICKAPCTBEHHM NPOJAYKTH OT TO3UTUBHUS JICKAPCTBEH CIHCHK
W3aICHUTE PEIICTITH Ce aHYyIMpar 1o peaa Ha ai. 2, 3 u 4, Karo MalnyueHTUTe He 3arJialiar cyMmara mo .
37, am 1, 1. 1 330, ako He ce Hajlara oka3BaHe Ha MEAUIIMHCKA ITOMOIII,

Yn. 27. (1) Jlunara mo 4. 23 UMar mpaBo Aa MPEANUCBAT JCKAPCTBEHU MPOAYKTH, 3a KOUTO
H3O0K HamreiH0 WM YacTUYHO 3aIljIamia, B CJICIHUTE KOJIUUEeCTBa:

1. 3a nedyeHue Ha OCTPH CHCTOSHUS - IEKAPCTBEHH MPOAYKTHU 32 He ToBede oT 10 nHu;

2. (m3m. - JIB, Op. 95 ot 2014 r.) 3a nedyeHWe Ha XPOHUYHM 3a0O0JISIBAHUS - JICKAPCTBEHU
poaykTH 3a He moBede oT 100 gHU, mpeAnrcany Ha JO TPH OTPsI3bKa OT pelenTypHa OjnaHka (oOpaserr
M3 - H30K Ne 5A mo mpunoxkenne Ne 7) wnm Ha perentypHa Omanka (oopasery M3 - H30K Ne 5 o
npusoxkenue Ne 6).

(2) JIumara mo 4. 23 mocoYBaT B pElENTypHUTE OMaHKH 1Mo 4. 24, an. 1 u B amMOynaTtopHus
JUCT CPOKa, 32 KOMTO Ce MpEeANncBa.



(3) (dom. - JIB, Op. 95 or 2014 r.) B ciyuaure mo ain. 1, T. 2 ce mpeamucBar JeKapCTBEHU
MPOAYKTH HA €IMH OTPsA3bK 3a He moBede OoT 30 IHU, OCBEH KOraro JIMIICBAa MOAXOASIA OMaKOBKa
CBIVIACHO CHHCHKA MO 4Wwi. 262, an. 1 or 3akoHa 3a JEKAPCTBEHHUTE MPOAYKTH B XyMaHHATa METUIMHA
(3JIIIXM) nin KoraTo JIEKapCTBEHHUTE MPOIYKTH C€ MPEANKMCBAT B KOJIMYECTBA 3a moBede oT 90 qHu.

Un. 28. Ha peuentypuute Omanku mo wi. 24, am. 1 He morar ma Obgar mpeanucBaHU
€THOBPEMEHHO JICKaPCTBEHU MTPOYKTH:

1. Ha3HAUEHHU C IPOTOKOJ MO wi. 24, an. 1 U TakMBa, KOUTO HE ca HA3HAYEHH C TAKBHB MIPOTOKOJ;

2. Ha3HAYEHHM C MOBEYE OT €UH MPOTOKOI 1o 4. 24, ai. 1.

Yn. 29. (1) (M3m. - AB, 6p. 95 ot 2018 r.) Jlunara no wi. 23 ca aabxau ga ysemomsar 30J1 -
pECII. HErOB POIUTEN, HACTOWHHUK WJIM TOTICUUTE, WK JHIeTo 1o wi. 162, an. 3 ot 3akoHa 3a 31paBeTo,
3a BUJAa Ha NPEANUCAHUTE JICKAPCTBEHU TPOAYKTH, TAXHOTO JICHCTBUE, HEXKEIIAHW JIEKAPCTBEHU
peaxIyu, pell 1 HaYuH Ha MPUEMaHe, 3a CyMara, KOATO CIIe/Ba Ja 3aIlIaTh, aKko JICKAPCTBEHHUAT MPOILYKT
ce 3amuiama yactuydo ot H30K.

(2) (M3m. - JIB, 6p. 95 or 2018 r.) VeemomsBanero Ha 30JI, peci. HEroBUs POAMTEN,
HACTOWHUK, MOMEUUTEN WM JuieTo mo wi. 162, an. 3 ot 3akoHa 3a 37paBeTo, CE yAOCTOBEpSBA C
NoJ1ca My B aMOyJIaTOPHUS JIUCT.

Yn. 30. (1) PeuenTure, M3MucaHu 1Mo pela Ha TO3W pas3ziesl, UMaT CPOK HA BAJTUIHOCT CUUTAHO
OT JIaTara Ha W3JjaBaHe, KaKTo CIIe/Ba:

1. no 15 xanennapHu JHU - 3a penentypHa 6manka (oopazernr M3 - H30K Ne 5 mo mpunokenue
No 6) u 3a oTps3bK A OT perientypHa Onanka (oopazenr M3 - H30OK Ne 5A no npumnoxenue Ne 7);

2. 1o 45 xaneHaapHH JHU - 32 OTPsA3bK B oT penentypna Omanka (o6pazen M3 - H30K Ne 5A
o npustoxkenue Ne 7);

3. 1o 75 xaneHmapHu JHH - 32 oTpsa3bk C oT perentypHa Omanka (o6pazery M3 - H30K Ne 5A
o npustoxkenue Ne 7).

(2) Otnenuute oTpsA3BIM Ha perentypHa Onanka (oopazenr M3 - H30K Ne SA no npunokeHue
Ne 7) ce m3mbIHABAT TIOCIIEIOBATEITHO B CIICAHUTE CPOKOBE CYMTAHO OT JIaTara Ha W3JaBaHETO M:

1. no 15 kaneHaapHU JTHU - 32 OTPSA3BK A;

2. (m3m. - IB, 6p. 95 ot 2014 1.) oT 25 110 45 KaneHgapHM JTHU - 33 OTPSA3BK B;

3. (u3m. - JIB, Op. 95 ot 2014 1.) ot 50 10 75 KaneHAApHU JHU - 3a OTPsA3bK C.

(3) (M3m. - JIB, 6p. 81 ot 2013 r.) IIpotokomaute mo wi. 24, an. 1 uMar CpoK Ha BaJIHIHOCT 0
180 kanenmapHu JHHU CYMTAHO OT Jarara Ha 3aBEpsSBaHETO MM B PermonHamHaTa 3JApaBHOOCHUTYPHUTEITHA
Kaca.

Pa3znea V.
IIpennucBane Ha JJeKapCTBEeHHM NPOAYKTH B JieueOHM 3aBeeHus cbe cranuonap (Hos - /IB, Op. 81
or 2013 r.)

Y. 30a. (Hos - JIB, 0p. 81 or 2013 r.) (1) (13m. - [IB, Op. 95 ot 2014 r.) [IpenmnucBaneTo Ha
JICKaPCTBEHH TMPOAYKTH B JIeYeOHHM 3aBEJCHUS ChC CTAlMOHApP 33 XOCMHUTAIU3UPAHH TMAIUCHTH Ce
M3BBPIIBA HA JIEKAPCTBEH JUCT ChIVIACHO MpuiokeHue Ne Sa.

(2) (M3m. - B, 6p. 95 ot 2014 r., u3m. - JIB, 6p. 95 or 2018 r.) JlekapCTBEHHUSIT JIUCT IO
npuiokeHue Ne 5a Moke ja ObJie U caMoO B €JICKTPOHHA (popMa, KaTo ce MOJIKMCBA ChIVIACHO 3aKoHa 3a



CIICKTPOHHMSI JIOKYMEHT M €JIEKTPOHHUTE YAOCTOBEPUTEIIHH YCIYTH C KBATHU(PUIMPAH WIH
YCBBBPIICHCTBAH €JICKTPOHEH TOJITHC.

(3) (U3m. - JIB, Op. 95 ot 2014 r.) JlekapCTBEHUAT JUCT C€ IMOMBJIBA B JBa E€K3EMILIIPA,
MIOZNKCBA CE OT JICKYBAIIHsI JICKap U HAYaJIHUKA Ha OTACJICHUETO, CJIe/l KOETO Ce MpeaBa 3a U3IIbIIHCHHE
B OonHMYHaTa anteka. CpOKbT HA ChXPAHEHHE HA JIGKAPCTBEHUS JIUCT € 5 TOTUHM.

(4) (Hosa - JIB, 6p. 95 or 2014 r.) JIekapCTBEHHST JUCT MOXKE J1a ObJI€ ChCTABSIH U OTIICYATBAaH
gpe3 crenuaau3upad copTyep, KaTo 3aIbKUTEITHO ChIbPKa BCHYKU PEKBU3UTH.

(5) (Hosa - JIB, 6p. 95 or 2018 r.) Koraro jaekapCTBECHHTE MPOAYKTH Ca 3a 3JI0KAYCCTBEHU
3a00JsBaHusl, JIEKAPCTBCHHUSIT JHCT TO an. 1 ce mpuapyxkaBa OT TEpaneBTUYCH (QUII CHIIACHO
npuioxkerue Ne 50.

(6) (Hosa - /1B, 6p. 95 or 2018 r.) TepaneBTruHuAT (Hhuil MOKE Ja ObJC U CaMO B €JICKTPOHHA
¢dopma, KaTo ce TOANKCBA CHIVIACHO 3aKOHA 3a EJCKTPOHHUS JOKYMEHT U CIICKTPOHHHTE
YIOCTOBEPHUTEITHHU YCIYTH ¢ KBAIU(DUIIMPAH WU YCHBBPIICHCTBAH €JICKTPOHEH MO/IIHC.

(7) (Hosa - IB, 06p. 95 ot 2018 r.) TepaneBTu4HUAT (UIII CE MMOMBJIBA CHIIACHO PEIICHHETO HA
KIIMHUYHATA OHKOJIOTUYHA KOMHCHS T10 XUMHUOTEPAIHsl/KITMHAYHATA KOMHCHS TI0 XEMATOJIOTHSI, OTPA3E€HO
B IIPOTOKOJI, €THOKPATHO HA ITbPBUS JICH OT TEpalnusTa Mo ChOTBETHATA KIIMHIUYHA ITbTEKa/aMOynaTopHa
nporeaypa.

(8) (Hosa - JIB, 6p. 95 or 2018 r.) TepameBTruHuAT (UII Ce MOMBIBA B IBa CK3EMILIIpA,
MOJIITUCBA CE OT JISKyBAIIHs JIeKap, CJIe]] KOETO Ce MpeiaBa 3a U3IIbIHCHUE B OOTHIMYHATA alTeKa.

Yn. 306. (Hos - JIB, 6p. 81 or 2013 r.) (1) IIpeamucBaHETO Ha JICKApPCTBECHH HPOIYKTH,
ChIBPIKAIIN HAPKOTHYHU BemecTBa oT npuioxerust Ne 2 u 3 kpM wi. 3, T. 2 u 3 ot Hapenbara 3a pena
3a KJIacCU(pUIMpaHEe Ha PACTEHHITa M BENIECTBaTa Karo HAPKOTHYHH, B JICUCOHHUTE 3aBEICHUSI ChC
CTaI[MOHAP 32 XOCIHUTATU3UPAHUTE OOJTHY CE M3BHPIIBA HA OTACIICH JICKAPCTBEH JIUCT.

(2) (U3m. - JIB, 6p. 95 ot 2014 r.) JIekapCcTBEHHST JKCT 1O ajl. 1 ce MombjiBa B ChOTBETCTBHE C
. 30a, an. 3 u 4, Karo HE ce JOMyCKa HM3/aBaHETO My caMoO B eyeKTpoHHa (opma. CpokbT Ha
ChXpaHEHHE Ha JICKAPCTBEHHUSI JIKCT € 5 TOAMHHU.

Y. 30B. (Hos - JIB, 6p. 81 or 2013 r.) (1) (M3m. - JIB, Op. 95 ot 2018 r.) [IpeanucBaneTo Ha
JICKapCTBEHH MPOMyKTH 10 wi. 30T, air. 7, T. 2 ce U3BbPIIBA HA CICIUATHUTE PEIENITYPHH OJIAHKH 110 YJI.
11.

(2) Crernannara penenTtypHa OjaHka mo aji. 1 ce uM3aaBa B TPU €K3EMILIAPA, ITbPBUTE JBa OT
KOMTO CC IIp€aaBaT OT IIallkuCHTAa B OoJHHMYHATA aIITCKa, a TPCTUAT CC ChbXpPaHsiBa OT JICKYyBalllvs JICKAp.

(3) TIlpenmucanuTte JEKApCTBEHM NPOAYKTH MO ai. 1 ce BOKCBAT B MEIUIIMHCKATA
AOKYMCHTAIUsA Ha MalucHTaA.

Yn. 30r. (Hos - JIB, 6p. 81 or 2013 r., u3m. - JIB, 6p. 95 or 2018 r.) (1) JlekapcTBeHu
MPOAYKTH 110 wi. 262, ai. 6, 1. 2 3JIITXM, 3amnamanu HanbiHO oT H30K, Morar ga npeanucar aumara
mo wi. 4, an. 1, paboremu B ne4eOHN 3aBEICHUS - W3MBIHUTEIN Ha OOJTHUYHA TIOMOI 10 KIMHUYHH
IBTEKH/aMOyIaTOPHU TIPOIEAYPH ChITIACHO HapeabaTa mo wi. 45, an. 2 330.

(2) Koraro cwrmacHo Hapembara mo wi. 45, am. 2 330 nekapcTBEHUTE MPOAYKTH 3a
3J0KadecTBeHH 3aboisgBanmsg ce 3amram@ar ot H30K wu3BbH 1leHaTa Ha  KIMHUYHHTE
IbTEKH/aMOyJIaTOPHUTE TIPOLICYPH, CHITUTE C€ MPEANMHUCBAT U MPHUJIaraT caMo CJel B3eTO pelieHue 3a
MPOBEXK/IAHE Ha JICKAPCTBEHO JICUCHHE OT oO0Inara KIMHWYHA OHKOJIOTMYHA KOMHUCHS/KIMHUYHATA
KOMHCHS TI0 XeMaTOJIOTHSI ChIVIACHO MEIUITMHCKHUTE cTaHmaptu "MemuimHacka onkonorus'/"Knuanana
xemaroorus."

(3) JIekapcTBeHHTE MPOAYKTH 3a JICUCHHUE Ha 3JIOKAYECTBEHU COJIMIHN TyMOPH TIPH JinIia Haja 18
T., C M3KIIIOYCHNE Ha ONMUOUTHUTE aHANTETHUIU, CE€ MPEIMUCBAT OT JICKYBAIlUs JIEKap ClIe]] pEIICHHe Ha



KIIMHUYHATA OHKOJIOTHYHA KOMUCHS 110 XUMHOTEPAIus ChINIACHO MEIUIIMHCKUS CTaHIapT "MenuuHcka
onkonorusa". Komucusita ce cbCTOM Hal-MaJKO OT TpUMa JIEKapu C TMpHU3HATa CIELHATHOCT
"MenuirHCKa OHKOJOTHS'", KOUTO padOTAT B JICYEOHOTO 3aBEIEHUE, M CE OMpPEIENs ChC 3alloOBE/ Ha
PBKOBOIUTENS Ha JIe4eOHOTO 3aBeleHHe. PelieHusita Ha KIMHUYHATA OHKOJIOTMUYHA KOMHUCHUS T10
XUMHOTEPAITUs C€ BIUCBAT B MIPOTOKOIU CHINIACHO IpriioxkeHre Ne 80 U ce MOAMUCBAT OT YWICHOBETE Ha
komucusta. IIpotokonute ca BanmuaHu 3a cpok A0 180 nHM cUMTaHO OT HAYAIOTO HA JICYEHUETO IO
cxeMara.

(4) JlekapcTBeHUTE MPOMYKTHU 32 JICUCHUE HA 3JI0KAYECTBEHH XEMATOJOIMYHU 3a00JIABaHUS TIPH
muna Haj 18 r., ¢ M3KIIFoUeHNe Ha ONMMOMIHUTE aHANTETUIIM, C€ TIPEIIMUCBAT OT JICKYBAIIUs JIEKap CIe.
pelleHre Ha KIMHUYHATa KOMHUCHS 10 XEeMaTOoJOrHsl ChIVIACHO MeAMUIMHCKHS crangapt "Knunuuyna
xematosorus". PemeHusiTa ce BIUCBaT B MPOTOKOJI 1O 00pa3el chIiiacHo npuiioxkeHre Ne 8B, moamucan
OT Hali-MaJIKO TpuMa JieKapu ¢ npusHara cneruainHocT "Knunuuna xemaronorus". IIporokonute ca
BaJIMJHU 32 CPOK A0 180 AHU CUMTAHO OT HA4YAJIOTO HA JICUEHUETO MO CXeMara.

(5) JlekapcTBeHHTE TPOAYKTH 3a JICUCHHUE HA 3JIOKAYECTBCHU 3a00JIsIBaHMs MpH Juia nox 18 r.,
C M3KIIOYCHHE HA ONMUOWJIHUTE aHAITCTHIIM, C€ MPEINUCBAT OT JICKyBAIUs JEKap CJel pelIeHUuEe Ha
KJIMHUYHA OHKOJOTMYHA KOMHUCHS/KIIMHUYHA KOMHCHS MO XeMaTojorus 3a juna non 18 roxuHu.
Pemennsita ce BOmcBaT B MPOTOKOJ MO oOpaser chriiacHO mpritokeHuss Ne 86/Ne 8B u ce moamucBat
Hail-MaJIko OT JBama Jiekapu cbe cneruanHoct no "llenuarpus" u "Knunuyna xematonorus” wim
"JleTcka KJIMHWYHA XEMATOJIOTHUS U OHKOJIOTHUSA", KOUTO padoTAT B JiedueOHOTO 3aBeneHue. [Iporokonure
ca BaJIMJHU 32 CpokK A0 180 THU CUUTAHO OT HAUAJIOTO HA JICYEHHETO 10 cXeMara.

(6) PemreHusita Ha KOMHCHUTE MO aj. 3 - 5 ca ChIVIACHO TEPANICBTUYHUTE CXCMU 3a JICUCHHUE B
CHOTBETCTBHUE C 0100peHuTe papMako-TepareBTUYHN PHKOBOJCTBA.

(7) Jlumara nmo an. 1 morar ga mpeanucBar Ha 30JI cbc 3510KaYeCTBEHU 3a00JISIBAHUS
JIEKapCTBEHU MPOIYKTH 32 JIeUeHUE/TIPOAbIKaBaHE Ha JICYCHHETO B U3BbHCTALIMOHAPHU YCJIOBHUS, KAKTO
cieBa:

1. nekapcTBEeHU MPOIYKTH 3a MEpopaliHa MpHIIeTHA MPOTUBOTYMOpHA Teparus U IepopaiHa
XUMHOTepamnuss - npu jaexocnutanm3anus Ha 30JI, nekyBaHM B CBIIOTO JIeUeOHO 3aBEICHUE I10
KIMHUYHU TbTeKH WM aMOylaTopHa IMpoLeAypa 3a CHUCTEMHO JIEKapCTBEHO JICUEHUE MPHU
3JI0Ka4€CTBEHH 3a00JISIBAHHUS;

2. ONMOUHY aHAJITETULIY - TIPU AUCIIAHCEPHO HaOIIOACHHE MPU 3JI0KAYECTBEHU 3a00JsBaHuUs U
[IPY BPOJICHU XEMATOJIOTUYHH 3a00ISIBAHHS.

(8) B cityuaunte o an. 7, T. 1 30J1 criesBa a ca JeKyBaHH 10 KIMHHUYHH ITBTEKH/aMOyIaTOpHA
MIPOIICTyPH, TTOCOYEHU B HapeaoOara mo wi. 45, an. 2 ot 330, mpu KOUTO CTOMHOCTTA Ha JICKAPCTBCHUTE
nponaykTu ce 3amamia oT H30K u3BbH 11eHaTa Ha KIIMHWYHATA IThTeKa/aMOyiaTopHara mporeaypa.

Y. 30a. (Hos - 1B, 6p. 81 ot 2013 r.) (1) (M3m. - ZIB, 6p. 95 ot 2014 r., u3m. - /1B, 6p. 95 ot
2018 r.) JlekapctBenute npoayktd mo wi. 30r, am. 7, T. 1 ce mpeamucBar Ha perenTypHa OnaHKa
(o6pazerr M3 H30K Ne 6 mo mpunokenue Ne 8r) 3a jeueHHe Ha 3J70KAYECTBCHH 3a00JISIBAHUS B
KoJIM4ecTBa 3a He noseue oT 30 aHu.

(2) PeuentypHara Onanka 1o aji. 1 ce u3gaBa B JiBa €K3eMILISPa, IIBPBUAT OT KOUTO CE Npe/iaBa
ype3 MalUeHTa Ha anTeKkara Ha JIeYeOHOTO 3aBe/leHHE ChC CTAllMOHAp, a BTOPUAT CE€ ChXpPaHABa OT
JIEKyBaIlUs JeKap/IeKap 1o JAeHTaTHa METUINHA.

(3) Penteritute ca BamuaHU 3a CPOK 15 JHU OT Aarara Ha W3/1aBaHETO WM.

(4) JTunara mo 4. 30r, an. 1 morar ja pa3mnedyarBar 0Opa3luTe Ha JOKyMEHTHTE 1o ail. 1, karo
CBILUTE ChIBPKAT 3aAbKUTEITHO BCHUKU PEKBU3UTH.

I'naBa yeTBBpTA.
OTIIYCKAHE HA JIEKAPCTBEHU INPOAYKTH



Pazgea 1.
IIpuemaHe u U3MbJIHEHHE HA JIEKAPCTBEHUTE MPeANUCAHUS

Yn. 31. (1) (Ilpenumen Teker Ha wi. 31 - JIB, Op. 68 ot 2014 r., B cuia ot 15.08.2014 r.) IIpu
MPUEMAHETO Ha PEENTUTE U JICKAPCTBEHUTE JIMCTOBE MAarUCThP-(PapMaieBThT Ce 3aIbJDKaBa Ja:

1. mpoBepsiBa 1anu ca cria3eHu U3UCKBAHUATA HA ITIaBU BTOPA U TPETA,

2. HE OTITyCKa JICKAPCTBEHH MPOMYKTH CPEILy TAJIOHH 32 OTCTBIIKA MM JPYTH JOIMBIHHTEITHA
MaTepuaiy, HempeaIBUICHH B Ta3u Hapeaoa wim 3JITTXM;

3. (mm. - IB, Op. 81 or 2013 r.) OCTOHHOCTSBAa MPEAITUCAHUTE JICKAPCTBEHU MPOAYKTH U CE
MOJIITUCBA; CIIOMAraTeIHUTE MaTepHalld U OMAKOBKUTE, KOMTO CE M3MOJI3BAT 32 JICKAPCTBEHH MPOAYKTH,
MPUTOTBEHU 110 MarucTpaiHa u papMakoreliHa perentypa B alTeKuTe, Ce BIIMCBAT 110 BHJI M KOJHYECTBO
U ce OCTOHMHOCTABAaT chIIacHO Hapembarta 3a ycnoBusTa, TpaBWiaTa W peAa 3a peryidpaHe u
perucTpupaHe Ha ICHHTE Ha JIGKAPCTBEHUTE NpPOAYyKTH, npuera c llocranonernne Ne 97 Ha
Munuctepcku csBet oT 2013 1. ([IB, 6p. 40 oT 2013 1.);

4. BITUCBA BCsIKA U3ITBIIHEHA PEIIeNTa B THEBHHK 32 PETUCTPUPAHE HA PELICTITH.

(2) (Hosa - JIB, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 r.) /IHEBHUKBT 32 PETUCTPUpPAHE HA
perenTH 1o ai. 1, T. 4 MOXe Jia ce BOJIM KaKTO Ha XapTHUEH, TaKa ¥ Ha eJIEKTPOHEH HOCHTEI.

Un. 32. (1) B anrekara 3aJb/DKUTEIHO C€ ChXpaHsABa B MPOJB/DKCHHE HA MET TOAUHU
nHpopmarms 3a:

1. mpHeTUTE U U3ITBIHEHUTE PEICIITH,

2. TIOJIyYCHUTE JICKAPCTBEHU MPOAYKTH TIO TTAPTHJIH.

(2) (U3sm. - JIB, Op. 68 or 2014 r., B cuna or 15.08.2014 r.) Ha Bcska perenra
MarucThp-GpapManeBTbT MOCTaBsl IMeYaT, KOMTO ChIbpKa HOMEpa W Jarata Ha pa3pelieHHeTo 3a
ThPrOBUS Ha JAPEOHO C JICKAPCTBEHHU MPOAYKTH.

(3) (Hosa - JIB, 6p. 68 or 2014 r., B cuna ot 15.08.2014 r.) Penentute ce moammcBar OT
MarucTbp-(hapmarieBTa, KOMTO M3IBIHIBA MTPEAMMCAHUETO U/IIU OTIYCKa JICKAPCTBEHUTE MPoAyKTu. Ha
BCSIKA pelenTa MarucTbp-hapMaieBTbT MOCTABS:

1. HOMep U J1aTa HA MPUEMaHe Ha PeLenTara;

2. YUH nHa oTmyckanusi MarucTbp-hapMarienT.

Uin. 33. (1) B anrekute penienTute ce U3MbIHIBAT MPUOPUTETHO IO CIECTHUS PEI:

1. peuentu ¢ ykazanue "murto", "muTHcuMo" Wiau ''ctaTMM" ce M3MBJIHABAT HE3a0aBHO, KaTo
BBPXY TSIX C€ OTOEISA3Ba YaChT HA MOCTHIIBAHETO B aNTeKaTa U Ha U3MIBJIHEHUETO UM;

2. peuenTy 3a aena a0 14 roguHu;

3. BCHYKM OCTaHAJIA PELIENTH Ce M3IIBJIHABAT 10 Pea Ha MOCTHIIBAHETO UM.

(2) JlexapcTBeHM TPOAYKTH, MPHUTOTBEHH MO MAarucTpajHa W (apMakoleiHa perentypa, ce
IIPUTOTBAT B PAMKUTE Ha 24 yaca OT IPUEMAHETO HA peLenTara.

Ui 34. (1) IIpu oTryckane Ha NIpEeANKMCaHU JICKAPCTBEHHU MPOAYKTH CE€ CIIa3Ba CICIHUSIT pel;

1. (wsm. - JIB, Op. 81 or 2013 r.) Koraro JEKapCTBEHHUSAT HPOAYKT € MPEIAIUCaH dYpe3
MEXJIyHapOJHO HEMaTEeHTHO WM (papMakonelHO HaMMEHOBAaHHME Ha JIEKAPCTBEHOTO BEIECTBO, CE
OTITyCKa JIEKAPCTBEH MPOAYKT, pa3pelieH 3a ymorpeba B CTpaHaTa, KOWTO CBHABPKA MPEIIMUCAHOTO
aKTUBHO BEILIECTBO, KaTo 3abJKUTEITHO CE CIIa3BaT MpeucaHaTa JekapcTBeHa opMa U KOJINYECTBOTO
B J1030Ba €IMHMUIIA;



2. XKOratro JIEKapCTBEHHST MPOAYKT € MPEANUCaH MOJA ThPrOBCKO HAHNMEHOBAHHE, CE OTITyCKa
TOYHO MPEINUCAHUSAT IPOTYKT.

(2) Koraro anrekata He pasmojiara C MPEINHCAHUS JICKApCTBEH MPOAYKT, MarucTbp-
(dapMaleBTHT € IJTBbKEH Ja I0 OCUTYpH B CpoK 10 24 yaca. B To3u cimyuail garata M 4achT Ha
MOCTHIIBAHETO HA PELIETITaTa CE€ OTPa3sBaT BbPXY Hesl.

Y. 35. (1) Caen oTmycKaHeTO Ha MPEANMCAHUTE JICKAPCTBEHU MPOJYKTH pPEIenTara ce BpbIia
Ha IIPUHOCUTENS 1.

(2) (M3m. - 1IB, 6p. 94 or 2011 r.) B anTekure Ha je4eOHHUTE 3aBEACHHS ChC CTAlMOHAD,
CKJIFOYMIIM JTIoroBop 1o peaa Ha Hapenda Ne 34 or 2005 r. 3a pena 3a 3aiuiaiiaHe OT permyOJIHKaHCKHUS
OIO/KET Ha JICYEHUETO Ha ObJTrapCcKUTEe rpakJaHH 3a 3a00isBaHMs, U3BbH 00XBaTa Ha 3abJIKUTEITHOTO
3[PaBHO OCUTYpSIBAHE, CE€ 3abpKa CAUHUAT CK3EMIUISIp HA peliernTara.

(3) B anrekara ce 3aappiKaT BTOPUAT €K3eMILISAp OT perentute oopaserny M3 - H30K Ne 5 o
npriokeHre Ne 6, BTOPUAT €K3eMIUISIp OT OTPS3bIUTE HA penentypHa Omanka obpaser; M3 - H30K Ne
5A no npunokerue Ne 7 u Komust oT nmpoTokosuTe (0opaserr o npuioxkenue Ne 8), YHHUTO PEKBU3UTH HE
Ce TOMBJIBAT OT aNTEeKara W KOUTO CE ChXPAHSABAT B alTeKaTa €JHa TOAMHA, CYNTAHO OT Jarara Ha
TAXHOTO U3ITBIHEHHUE.

Un. 36. IIpu ormyckaHe HAa JEKAPCTBEHH MPOAYKTH MAarucThbp-hapMmareBThT € ATBKEH Ja
Npe0CTaBu UHPOPMAIUS ¥ ChBETH Ha MAICHTUTE, W3pa3eHH SCHO, HA €3WK, JIECCH 3a Bh3IIpHEMaHe,
OTHOCHO 0€30MacHOTO ¥ €(PEKTUBHOTO MPUEMAHE U U3IIOJI3BAHE HA JICKAPCTBEHUTE TPOTYKTH.

Y. 37. (1) lpennucanus, KOUTO HE OTTOBAPAT HA M3MCKBAHHATA 110 TJIaBH BTOpA M TPETa, HE Ce
W3MbJIHABAT.

(2) Ipu BB3HUKHAIO CBMHEHHE OTHOCHO MPEANUCAHOTO B PEIENTaTa MarucThp-GpapMarieBTbT ¢
JUTBKEH, TIPEJIM Jia OTITyCHE JICKapCTBEHUS MIPOAYKT, /1a C€ KOHCYJITUPA C PENUCANIUs PElenTaTa JeKap.

Un. 38. He ce oTmyckar JieKapCTBEHH MPOAYKTH 10 KONTME Ha OPUTHMHAJIHA PELETTa.

Un. 39. Ilpenu ormyckaHe Ha JIGKAPCTBEHU NPOAYKTH 0e3 peuenTta Maructbp-hapManeBThT
HAIOMHS Ha MAaIeHTa MPean yrnoTpeda ja mpodere nHPOpPMAMOHHATA JIMCTOBKA.

Pazpea I1.
OTnyckaHe HA JIeKAPCTBEHU MPOAYKTH, ChAbPKAIIM HAPKOTUYHH BellleCTBA

Ui 40. JlekapcTBeHU MPOAYKTH, CHIABPXKAIIM HAPKOTHYHU BEIECTBA, MPEANMKUCAHU 110 pelia Ha
r1aBa Tpeta, pasaen I, ce oTmyckar B anTeku, KOUTO:

1. ca moxy4ymnM JIMIIEH3US 32 THPTOBHs Ha APeOHO M ChXpaHsBaHE HA HAPKOTUYHH BEIIECTBA 110
pena na 3KHBII;

2. ce HaMHUpaT Ha TEPUTOPHATA HA 00IacTTa MO MECTOM3/IaBaHe Ha pellernTara.

YUn. 41. (1) (Usm. - B, Op. 81 or 2013 r.) I[lpu mnpuemane Ha pEUEHTHUTE



MarucTbp-(hapManeBThT 33 bJDKUTEIHO MIPOBEPSIBA I Ca CIIa3¢HU M3MCKBAHUATA 3a MPEANKMCBAHE HA
JIEKApCTBEHH MPOAYKTH, ChIbPIKAIM HAPKOTUYHH BEIIECTBA, U HA IIBPBUS C€K3EMIUIIP OTOCIISI3Ba TPUTE
MMEHA U JJaHHUTE OT JJOKYMCHTA 32 CAMOJIMYHOCT Ha MIPUHOCUTEIISA Ha pellenTara.

(2) (U3m. - B, 6p. 81 or 2013 r.) [IbpBHUTE €K3EMIUIIPH OT PELENTUTE CE MOAPEKIAT B
XPOHOJIOTMYCH peJl, KaTo HeoOxoaumara WH(GOPMAIMSA OT TAX CE BBBEXKJA B CICIHHAIHHUS PETHUCTHD,
cwprmacHo wi. 3 ot Hapen6a Ne 21 ot 2000 r. 3a u3ucKBaHUATA KbM JIOKYMEHTALUATA M OTYCTHOCTTA TIPH
M3BBPIIBAHE HA IEHHOCTH C HAPKOTUYHH BEIIECTBA M JICKAPCTBEHU MPOAYKTH, ChIBPKAIIN HAPKOTHYHU
Bemectra (/IB, 6p. 86 ot 2000 r.).

(3) (U3m. - JIB, Op. 94 or 2011 r.) Bropure ex3eMIUISIpd OT PELENTUTE CE€ H3Ipamar Ha
MHCIIEKTOpa 10 HApKOTHYHHTE BemecTBa B P3U 1o onuc Ha XapTHEH W €JIeKTPOHEH HOCUTEI B CPOK JI0
10 nHu cien Kpas Ha BCEKU MECEll.

(4) (M3m. - 1B, 6p. 81 or 2013 1., usm. - JIB, 6p. 68 or 2014 r., B cuna ot 15.08.2014 r.)
Korato nexapcTBeHHIT POMYKT Mo wi. 262, an. 6, 1. 1 3JIIIXM, chabpikail HAPKOTUIHH BEIIECTBA, CE
zartama oT H30K 3a gomaiiHo jiedeHue, anrekara npeiaBa BTOpus ek3eMIuiap ot perenrtara Ha P3OK
3a OTYETHOCT U KOHTPOJ B CPOKOBETE, orpenencHu B ckitouennte ¢ P3OK morosopu.

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

Yn. 42. (1) (U3m. - JIB, Op. 81 or 2013 r.) [TbpBUTE EK3EMIUISIPH HA PELEHTUTE, [0 KOUTO Ca
OTIIyCHATH JICKAPCTBEHU MPOAYKTH, ChAbPKAIIN HAPKOTHYHHU BEIISCTBA, CE 3aJbpKaT B anTeKara u ce
CHhXpaHsBAT 332 CPOK €[HA TOJMHA, KaTO C€ MPECTABAT Ha KOHTPOIHUTE OPraHu MpU POBEPKa.

(2) (1U3m. - JIB, 6p. 94 or 2011 r., u3m. - JIB, 6p. 81 or 2013 r.) Cien u3THyaHe Ha CPOKa IO aJl.
1 penenTuTe ce mpemaBaT ¢ MPUEMHO-TIPEAABATEICH NMPOTOKON Ha WHcmekroputre B P3U, xouto rm
chXxpaHsBar 3a cpok 10 ronunu.

Un. 43. (U3m. - 1B, 6p. 81 or 2013 r.) 3a0paHnsiBa ce OTITyCKaHE HA JEKAPCTBEHU MPOAYKTH 110
peuernTa, IpeIucany Mpeay nosedye ot 7 THU.

Un. 44. (1) (U3m. - [IB, 6p. 81 or 2013 r.) 3abpaHsiBa ce OTIIyCKaHE Ha JIEKAPCTBECHHU IPOIYKTH,
CBhABPXKAIIM HAPKOTUYHHU BeliecTBa oT npuioxeHus Ne 2 u 3 kpM wi. 3, T. 2 u 3 ot Hapenbara 3a pena
3a kiacu(uIMpaHe Ha PACTCHHATAa W BEHIECTBaTa KAaTO HAPKOTUYHH, B KOJIUYECTBA, IMO-TOJEMH OT
MIPEIITUCAHUTE.

(2) Tlpu ycraHoBsiBaHE Ha HECHOTBETCTBHS B MIPEANKMCAHUETO U MAKCUMAIIHO JOIIyCTUMATa J03a
MarucThp-(hapMarieBThT B aliTeKara € JUIHKEH J1a Ce KOHCY/ITHpA C MPEANMUCATINS perernTara Jiekap.

(3) Ilpu HEBB3MOXKHOCT 3a HM3IBJIHCHUE HA TMPEIMUCAHUETO CJIE] KOHCYATAIMATa M0 aj. 2
perenTara ce BpbIla Ha JieKaps/Jiekaps 1o JCHTaIHA MEIMIIMHA 32 aHyTHpaHe.

Un. 45. 3a0pansiBa ce OTIyCKaHE Ha JIEKApPCTBEHU MPOAYKTH IO pelia Ha TO3U pas3ziell, Koraro
MPUHOCHUTEJAT Ha penenrara € noj 18 romuHu.

Paznea I11.
OTnyckaHe Ha JIeKAPCTBEHH NMPOAYKTH, 3aIJIAIIAHUA HATBJIHO 0T M3 M HANBJIHO MJIM YaCTUYHO OT
H30K

Yn. 46. (1) (U3m. - [JIB, Op. 94 or 2011 r.) OTmyckaHeTO Ha JICKAPCTBEHU MPOIYKTH,



MpeANKUCcaHu Mo pejia Ha miaBa Tpeta, pa3zaei |11, ce u3BbpiIBa OT anTeKku HA JIEYEOHU 3aBEICHUS ChC
CTaloHap, CKIOYMWIM joroBop mo perna Ha Hapemnda Ne 34 or 2005 r. 3a pena 3a 3aruiamane oOT
penyOnMKaHCKHs OFO/KET Ha JICYCHUETO Ha OBJITapCKUTE TPakIaHU 3a 3a00JsBaHUs, U3BBbH 00XBaTa Ha
3aJIBJDKUTEITHOTO 3JIPABHO OCUTYpSIBaHE.

(2) (Orm. - [IB, 6p. 81 ot 2013 1., HOBa - JIB, Op. 68 or 2014 r., B cuia or 15.08.2014 r.)
OTmyckaHeTo Ha JIEKapCTBEHH MPOIYKTU OT anTteku, padoremu mo gorosop ¢ H30K, ce m3pwppuiBa B
CHOTBETCTBHUE C Ta3W Hapeada M C yCIOBUATA U pea 3a CKIIFOYBAHE HA WHAMBHUIYAIHU TOTOBOPH TIO YJI.
45, an. 15 ot 3akoHa 3a 3[paBHOTO OCUTYpSIBAHE.

(3) (Jom. - IB, op. 81 ot 2013 1., gom. - /IB, 6p. 68 ot 2014 r., B cua ot 15.08.2014 r., ot™m. B
4acTTa OTHOCHO aymuTe "Maructhp ¢apmaneBt" ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p.
91 or 2016 r., B cuna ot 18.11.2016 r.) OtnmyckaHeTo Ha JICKAPCTBEHU MPOAYKTH, MPEAMUCAHU 110 pejia
Ha TiIaBa TpeTa, paszaen |V, ce u3BppmBa OT MarucThp-hapMaleBT B aNTeKH, pabOTEIIU IO JOTOBOP C
H30K ¢ uskimroueHne Ha JIEKapCTBEHUTE MPOAYKTH 1Mo Wi. 30T, KOUTO C€ OTIyCKaT OT OOJTHHUYHUTE
anTeK!.

(4) (Hosa - IB, Op. 81 or 2013 r.) Koraro jekapCcTBEHUAT MPOAYKT CE€ OTIYCKAa B OIAKOBKA,
pa3iuyHa OT OKOHYAaTejgHaTa, ce OTOeNsA3BaT BCHYKU JIaHHH OT OKOHYAaTeJHaTa OIaKoBKa Ha
MIPOU3BOAMTENIS M CE MIPEIOCTABS JIMCTOBKATA 32 MAIMCHTA.

(5) (Homa - 1B, 6p. 81 or 2013 r., gom. - JIB, 6p. 68 or 2014 r., B cuia ot 15.08.2014 r.) Ha
oOparHaTa cTpaHa Ha pelenTara 3a JeKapCTBeHUTE MPOAYKTH, OTITyCKaH| 1Mo peaa Ha wi. 21 ot Hapenda
No 34 ot 2005 r. 3a pema 3a 3amamniaHe OT penyONMKaHCKHS OIOKET Ha JICUCHHETO Ha OBJITapCKUTE
rpakJaHu 3a 3a00JIsIBaHUs, U3BbH 00XBaTa Ha 3aJbJDKUTEIHOTO 37paBHO ocurypssane (1B, op. 95 or
2005 r.), ce 3amucBaT JaHHWUTE OT JIMYHATA KapTa (MMacrmopT) Ha MAlMeHTAa W Ha MOJIydaresis, KOoraro
JIEKaPCTBEHHUTE MIPOAYKTH HE CE€ MOTydaBaT JIMYHO OT MAI[UCHTA.

Uin. 47. (U3wm. - IB, 6p. 95 ot 2014 r.) OTnyckaHeTo Ha JIEKapCTBEHU MPOAYKTH, IIPEAUCAHT
Ha perentypHa Omanka (oopaszenr M3 - H30K Ne 5A mo npunoxenne Ne 7), ce U3BbPIINBA B PAMKUTE Ha
BAJIMTHOCT HAa OTPS3BIIMTE, KaTO JaTara Ha M3ITBJIHEHUE Ha BCEKU OTPSI3BK C€ MOCOYBA BBPXY HETO U
BbPXY CJICBAIIUS OTPSI3bK.

Ui 47a. (Hos - 1B, 6p. 68 ot 2014 1., B cwita ot 15.08.2014 r., 0TM. B 4acTTa OTHOCHO JTyMHTE
"Maructsp ¢papmareBt” ¢ Pemenne Ne 5812 ot 17.05.2016 r. Ha BAC - JIB, 6p. 91 ot 2016 1., B cuiia ot
18.11.2016 r.) IIpu oTmyckaHe Ha JEKapCTBEHU MPOIYKTH, MIPEANMCAHH TI0 pe/ia Ha IIaBa TpeTa, pasaei
IV, wmaructbp-hapManeBThT MPOBEPSBA 3APABHOOCUTYPUTEIHHUS CTaTyC Ha MAINUEHTUTE IO pel,
OTIpE/ICIICH B YCJIOBHSATA U pe/ia 3a CKIIOYBAHE Ha MHAMBHUAYAJTHU JOTOBOPH 1Mo 4. 45, an. 15 ot 3akoHa
3a 3[[PaBHOTO OCHUTYpsIBaHE.

Yn. 476. (Hos - 1B, 6p. 68 or 2014 r., B cuina ot 15.08.2014 r.) (1) (Ot™. ¢ Pemenne Ne 5812
ot 17.05.2016 r. Ha BAC - JIB, 0p. 91 o1 2016 1., B cmma ot 18.11.2016 1.)

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

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

(4) (Otm. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 or 2016 r., B cuia ot
18.11.20161.)

(5) (OtMm. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 or 2016 r., B cuia ot
18.11.20161.)



UYn. 48. (1) PeuenTute U MPOTOKOJIMTE HE C€ M3MBJIHABAT M CE BPBIINAT HA TPUHOCUTEIIS UM,
KOrarTo:

1. peuenTypHara OJlaHKa HE ChIbPrKa U310 MTOIBJIHCHH BCUYKHU JTaHHH;

2. CPOKBT Ha BaJTUAHOCT € U3TEKBJI;

3. mpennucaHusT JIEKApCTBEH NMPOAYKT He ce 3amtama ot M3, or H30K unu He otroBaps Ha
M3UCKBaHUATA, ONPEICIICHU B JoroBopa Ha anrtekara ¢ H30K;

4. ca JOMyCHATH TPEIIKH U HEChOTBETCTBUS IIPH TOII'bIBaHE HAa OJTAHKUTE;

5. B cllyyauTe, KOraTo He ca U3MbJIHCHU U3UCKBaHUATA HA Wi. 7, ai. 1, T. 3;

6. (HoBa - 1B, 6p. 95 ot 2018 r.) B cirydauTe, KOraTo HE € U3IBIHCHO M3MCKBAHETO HA 4. 24,
aim. 5.

(2) Maructbp-hapManeBThT, OTIIYCKAll JIEKAPCTBEHUTEC IPOMYKTH, HSIMa IMPaBO Ja HaHACS
MONPABKH BBPXY pelenTypHaTa OjaHKa, C M3KIIOYEHHWE Ha TIONPaBKH INPU HANpPaBEHH OT HETO
TEXHUYECKH T'PELIKM B MOMEHTA Ha M3MbJIHEHUE Ha perenTtara. B To3u ciayuail TOi ce moanucBa cperry
HalpaBeHaTa OT HErO KOPEKITHSI.

Pazpen IV.
OTnyckaHe HA JIeKAPCTBEHM NMPOAYKTH U MeIMLIMHCKHU M3/1eJIUA M0 PelenTH, U31aJeHu B Ipyra
abp:kaBa wienka (Hos - [IB, op. 15 or 2014 1.)

UYn. 48a. (Hos - /IB, 6p. 15 ot 2014 r.) (1) AnTekure mnpu cra3BaHe pa3nopenoute Ha paszen I
ca ITBbKHU Ja U3MbIHSABAT PELENTH, U3Ja/ICHU B Apyra Abp)KaBa YICHKA.

(2) Peuenture o ain. 1 ciieasa ga cbabpKar JaHHUTE, TOCOYEHU B mpriiokeHue Ne 4a.

(3) AnTekure ¢ 1en rapaHTHpPaHE MPUEMCTBEHOCT MPHU JICYCHHUETO HAa KOHKPETEH MAI[MEeHT
MOTaT Jla M3MBJIHABAT pelenTd mo au. 1 m B cioydauTe, B KOUTO HE CHABPKAT BCHUUKH JTaHHH I10
npuioxkeHue Ne 4a, HO ¢ TOBa HE ce 3acsira TOYHOTO MACHTU(UIMpPAHE Ha MalMeHTa, MPeIUCaHuTe
JIEKapCTBCHH TMPOIYKTH/MEIUIIMHCKY W3JENHs, HAYUHBT Ha TpUjlaraHe, KakTo0 M MEIUIUHCKUSAT
CHEIHAIIUCT, U3/1aJl perenTara.

Un. 486. (Hos - JIB, 6p. 15 or 2014 r.) Antekute HE U3MBIHABAT PELENTH, U3JAJCHHA B JIpyra
J'bp>KaBa YiICHKAa, B 4aCTTa, B KOSATO Ca MPEANUCAHM JICKAPCTBEHU MPOAYKTH 1o wi. 174 3JITIXM.

Pa3znea V.
OTnyckaHe HA JIeKAPCTBEHH NMPOAYKTH B JeueOHH 3aBeaeHus cbe ctaunoHap (Ilpexuinen pasmen
4 - 1B, op. 15 oT 2014 1.)

Yn. 49. (1) (U3wm. - IB, 6p. 81 ot 2013 r.) JlekapcTBeHUTE TPOAYKTH 33 XOCIUTATU3UPAHUTE
MAIUEHTH C€ OTITyCKaT OT OOJTHUYHATA alTeKa.

(2) (U3m. - ]IB, 6p. 2 ot 2012 r., u3m. - JIB, Op. 81 ot 2013 r.) Koraro JieueOHO 3aBeficHUE ChC
CTalmoHap HsAMa arnrteka, ce mpuiraraT wi. 38 - 386 ot Hapenba Ne 28 ot 2008 r. 3a ycTpoiicTBOTO, pena
U OpraHu3aiusaTa Ha padoTaTa Ha aNTEeKUTE U HOMEHKJIATypaTa Ha JeKapCTBEHUTE MpoAyKTu (00H., /1B,
op. 109 or 2008 r.; m3m., 6p. 67 or 2010 r.). Ilpu cremHu ciy4aum ce OCHTypsiBa CHaOIsBaHE C
HEOOXOMUMUS JIEKapCTBEH MPOAYKT BBB BH3MOXKHO HAH-KpaThK CPOK. 3a IEHOOOpa3yBaHETO Ha
JIEKapCTBEHHTE MPOIYKTH CE€ CIa3BaT yCJIOBHUATA HA HapemOaTa mo wi. 261a, an. 5 3JITIXM.

Un. 49a. (Hos - JIB, Op. 81 or 2013 r.) Ilpu mpuemaHe Ha JIEKAPCTBEHUTE JIHCTOBE
MarucTbp-(papmManeBThT 3aIBDKUTEITHO MPOBEPSIBA AU Ca CIIA3€HU W3MCKBaHUATA 3a MPEIITUCBaHE Ha



JIEKapCTBEHU MPOAYKTHU 10 wi. 8, 14 u 15.

Yn. 50. (1) JlekapcTBeHHTE MPOAYKTH IO JICKAPCTBEHHU JIHCTOBE CE OTIYCKAT MOOTACIHO 32
BCEKH TMAIUEHT, KaTO BCEKU BUJI JICKAPCTBEH MPOAYKT CE OTITYCKa B OTJICTHA OMAKOBKA, BHPXY KOSITO CE
0TOEJISI3BaT UMETO U Bh3PaCTTa Ha OOJIHUS, HOMEPBT Ha CTasITa, JICTVIOTO U MPEIHCcaHaTa J03a.

(2) (U3m. - 1B, 6p. 81 ot 2013 r.) Koraro jiekapcTBEHUAT MPOAYKT CE OTIyCKa B OMAKOBKa,
pa3MyHa OT OKOHYATeNHAaTa, OCBEH JaHHUTE 10 all. 1 ce oTOensI3BaT M BCHYKU JaHHU OT OKOHYATETHATA
OITaKOBKa Ha MPOU3BOUTEIIS.

(3) (U3m. - JIB, 6p. 95 ot 2014 r.) Cien u3mbIHCHHE HA MIPEIIHCAHUATA 110 JIEKAPCTBEHHS JTUCT
IBPBHST SK3EMIUISP OT HErO Ce ChXpaHsBa B OOJTHMYHATA alTeKa, a BTOPHUAT CE MpeaBa B OTICICHHETO
3a€HO C OTITYCHATHTE JICKAPCTBEHH MPOIYKTH.

(4) (Homa - JIB, 6p. 95 or 2018 r.) Koraro jekapcTBEHUTE MPOAYKTH Ca 3a JICYCHHE Ha
3JI0Ka4eCTBEHU 3a00JIIBaHUS B CTAIIMOHAPHH YCJIOBUS, OOJHHYHATA aNTeKa BOJU XKYpPHAJ 3a pa3TBapsiHE
Ha JIGKAPCTBEHU MPOIYKTH 32 JICYCHHE Ha OHKOJIOTWYHH/OHKOXEMATOJIOTUYHH 3a00JISIBAaHUS TI0 00pa3el]
ChIVIACHO mpritoxkeHne Ne 811, B KOWTO JaHHUTE CE PErHCTPHUPAT €KEIHEBHO.

(5) (Hosa - JIB, 6p. 95 or 2018 r.) B ciyu4aii 4e ciieqy OpUrOTBSIHE HA WHAMBHIYATHUTE H03H 3a
JICHS OT JIaJICH JIEKApPCTBEH MPOAYKT ce GOopMHpa OCTAThK, KOWUTO HE MOXKE Jia ObJie MPHIIOKEH B CPOKa
My Ha TOIHOCT, IIOCOYEH B KpaTKara XapaKTepUCTHKA Ha JEKapCTBEHUS MIPOAYKT, OCTATHKBT CE OTpa3siBa
B ONKC HAa HEWU3NOJI3BAEMHUTEC OCTaThId OT JICKAPCTBEHH TMPOAYKTH 3a JICUCHWE Ha
OHKOJIOTHYHH/OHKOXEMAaTOJIOTMYHH 3a001sIBaHus 110 00pa3ell ChIvIacHO npuiiokeHue Ne 8e.

Y. 50a. (Hos - JIB, 6p. 81 or 2013 r.) (1) IIbpBHTE €K3EMILIAPH HA JIEKAPCTBEHUTE JINCTOBE,
M0 KOWTO Ca OTIyCHATH JICKAPCTBEHU MPOIYKTH, CHIBPIKAIIM HAPKOTHYHHU BEIIECTBA, CE 3aJbPKAT B
OOJIHMYHATA alTeKa M Ce ChbXPAHSBAT 32 CPOK €HA TOJIMHA, KaTO CE MPEICTABAT Ha KOHTPOIHUTE OpraHu
MIPH MIPOBEPKA.

(2) Cnen m3mbiaHEHHE HA MPEANMUCAHHUATA MO JICKAPCTBEHHS JIUCT 33 JICKAPCTBEHH MPOMYKTH,
ChIBPKAIIM HAPKOTHUYHHU BEIICCTBA, BTOPUAT CK3EMIUISIP CE ChXpaHsSBa B OTACIECHHUETO 3a CPOK 5
TOJTUHH.

(3) Cnen m3tnuane Ha cpoka mo ajg. 1 mbpBHUTE EK3EMIUIIPH OT JICKAPCTBCHUTE JIUCTOBE CE
npeaBar ¢ MPUEMHO-TIPeaBaTelieH MPOTOKOI Ha WHcrekropute B P3M, KOWTO TM ChXpaHsBaT 3a CPOK
10 romunwM.

(4) Tpu ormyckaHe Ha JIEKAPCTBEHH MPOAYKTH, ChABPXKAIIM HAPKOTHYHHU BEIISCTBA Ha
JIEKapCTBEH JHUCT, HeoOXxoaumara WHGOpMAIUs OT HETOo Ce BBhBEXKJA B PErucThpa Mo 4i. 3, al. 2 OT
Hapen6a Ne 21 ot 2000 r. 32 u3ucKBaHUATA KbM JOKYMEHTAIUATA M OTYETHOCTTA MPH M3BBLPIIBAHE HA
JCHHOCTH C HAPKOTUYHH BEIIECTBA U JIEKAPCTBEHH MPOIYKTH, ChABPKAIIN HAPKOTUIHH BEIECTBA.

Yn. 506. (Hos - JIB, 6p. 81 or 2013 r.) (1) (U3m. - JIB, 6p. 95 ot 2018 r.) JlekapcTBeHHTE
npoayktu mo wi. 30r, anm. 7, T. 2 ce OTMyCKaT OT alTeKH Ha JICUCOHHWTE 3aBElIEHUS ChC CTAlMOHAp,
cxmoum toroBop ¢ H3OK 3a xnuHuyHa mponeaypa mo aucmancepHo HaOmogeHue Ha 30JI cbe
3JI0KaY€CTBEHU 3a00JSIBAaHUSI.

(2) (U3m. - JIB, 6p. 95 or 2018 r.) ITbpBHUTE €K3EMIUISIPH HA PELEHTHTE, C KOUTO Ca MPEITHCaHN
JeKapcTBeHH MPOAyKTH 1o wi. 30r, ajn. 7, T. 2, ce MoApeXIaT B XpOHOJIOTHYEH pejl, KaTo HeoOXoauMara
nH(popMaIus OT TAX ce€ BbBEXJIa B perucrbpa mo wi. 3, an. 2 or Hapemb6a Ne 21 or 2000 r. 3a
M3HUCKBAaHUATA KBbM JOKYMEHTAIUSTA W OTUYETHOCTTA TPH H3BBPIIBAHE HA NEHHOCTH C HAPKOTHUYHU
BEIIECTBA U JIEKAPCTBEHU MPOIYKTH, ChIbPXKAIIM HAPKOTUYHH BEIIECTBA, U Ha MbPBUS €K3EMIUISpP Ce
oTOeINsA3BaT TPUTE UMEHA U JAHHUTE OT IOKYMEHTa 32 CAMOJIMYHOCT HA TIPUHOCUTEIIS Ha pellenTara.

(3) (M3m. - JIB, 6p. 95 ot 2014 r.) IIbpBHTE EK3EMIUISIPH OT PELENTHTE IO ajl. 2 C€ ChbXpaHsIBar
B OOJTHMYHATA anTeka 3a CPOK €HA TOJMHA U C€ MPECTAaBAT Ha KOHTPOIHUTE OPTraHu MpU MPOBEpKa.



(4) (U3m. - IB, 6p. 95 ot 2014 r.) Bropute eK3eMIUISIPH OT PELENTUTE 10 al. 2 ce MpeaaBar B
P30K exxemecedHO B CpOKOBETE 3a OTYUTAHE JCHHOCTTA Ha JICUEOHOTO 3aBEICHHUE.

(5) (M3m. - JIB, Op. 95 or 2014 r.) Cireq u3Tu4yaHe Ha CpOKa IO all. 3 PELENTUTE Ce MMPEaaBar ¢
MIPUEMHO-TIPEIaBaTEIICH MPOTOKOJI Ha nHCcTiekTopuTe B P3U, kouTo ru chxpansBar 3a cpok 10 roguHu.

Un. 50B. (Hos - JIB, 6p. 81 or 2013 r.) 3abpansiBa ce OTIyCcKaHe B OOJHMYHATA anTeKa Ha
JICKapCTBEHH MPOJYKTH, ChIbPIKAIld HAPKOTHYHHM BEIIECTBA, IO peIenTa WM JIEKAPCTBCH JIUCT,
NPEMKUCaHU MPEIH MoBeYe OT 7 JHU.

Y. 50r. (Hos - /IB, 6p. 81 or 2013 r.) (1) 3abpansiBa ce B OOJHHYHATA alTeKa OTIYCKAaHE Ha
JIEKAPCTBEHH MPOYKTH, ChABPIKAIIN HAPKOTHYHH BEIICCTBA OT MPUIoKeHUss Ne 2 1 3kbM wI. 3, T. 21 3
or Hapenbara 3a pema 3a kimacuduimpaHe Ha pacTCHHsATA W BelIeCTBaTa Karo HApKOTUYHHU, B
KOJTMYECTBA, MTO-TOJIEMH OT MIPEAMMUCAHUTE.

(2) Ilpu ycraHOBsiBaHE Ha HECHOTBETCTBHUS B MIPEANUCAHUETO U MAKCUMAJTHO JIOMYCTHMATa J103a
MarucTep-hapmareBTbT B OOJNHHYHATA anTeka € JUIBKEH Ja Ce KOHCYJITHpA C Mpearnucaius
perenrara/IeKapCTBEHHS JIUCT JIeKap.

(3) Tlpu HEBB3MOXKHOCT 3a HM3IBIHCHUE HA TMPEIMUCAHUETO CJIE] KOHCYIATAIMATA M0 aj. 2
pelienTara/IeKapCTBEHHST JIUCT CE BPbIIA Ha JIEKaps 32 aHyJIHpaHe.

Ui 50a. (Hos - 1B, Op. 81 ot 2013 r., u3m. - JIB, 6p. 95 ot 2018 r.) 3abpaHsBa ce OTIyCKaHe
Ha JIEKapCTBEHU MPOAYKTH 10 wi. 30T, ait. 7, T. 2, KOraro MPpUHOCUTEIISIT Ha penenrtara € noj 18 roquuu.

Y. 50e. (Hos - 1B, 6p. 81 or 2013 1.) (1) (M3m. - JIB, Op. 95 or 2018 r.) JlekapcTBeHuUTE
npoaykti mo wi. 30r, an. 7, . 1 ce oTmyckar OT anTeKku Ha JICYeOHUTE 3aBElCHHS ChC CTAI[MOHAP,
cxmroun goroBop ¢ H30K 3a knmuanunau mereku mo wi. 30r, an. 8 w/mnu amOyrnaTtopHa mpoueaypa 3a
CHCTEMHO JICKapCTBEHO JICYCHHUE MPU 37I0KAYeCTBEHH 3a00IIIBaAHHUS.

(2) Komnwmst Ha perientuTe, MO KOUTO Ca OTIYCHATH JIGKAPCTBEHU NPOAYKTH Mo air. 1, ce
ChXpaHsBaT B alTeKara Ha JIedeOHOTO 3aBe/ICHHE B MPOIB/DKCHNE Ha €/IHA TOJMHA, KAaTO CE MPEICTaBST
Ha KOHTPOJHHUTE OPTaHH MPH MTPOBEPKA.

Pa3nen VI.
IIpennucBane HA MeIMIUHCKHU U3/1eJIUs, KOUTO IIIe Ce OTILYCKAT B APYyra abp:kaBa 4yieHka (Hos -
B, op. 15 oT 2014 1.)

Y. 50x. (Hos - JIB, 6p. 15 or 2014 r.) (1) Ilo u3pu4HO MCKaHE Ha MAI[MEHT JIMIara 1mo 4. 4
MPEIMUCBAT HEOOXOAMMHTE 3a JICUCHUETO MEIUIIMHCKU W3NS, KOUTO Ie C€ OTIMYyCKaT B Jpyra
IbpKaBa YJeHKa.

(2) Peuenture o ain. 1 ciensa ga cbabpKaT JaHHUTE, TOCOYEHU B mpuiiokeHue Ne 4a.

Ui 503. (Hos - 1IB, 6p. 15 ot 2014 r., u3m. - JIB, 6p. 95 ot 2018 r.) Korato MeauiimHcKuTe
m3nenus o an. 1 ma unm. 50k ce mpennucar Ha 30JI, penentypHuTe OnaHKu mo wi. 24 cieaBa Ja
ChIbPKaT BCUUKH JaHHH, TOCOYEHH B npuiiokeHue Ne 4a.



I'ntaBa nera.

OTHEYATBAHE, PASIIPEJIEJSHE U KOHTPOJI HA CIIEIIMAJTHUTE PEHEIITYPHHU
BJIAHKMU 3A JIEKAPCTBEHHU INPOAYKTU, CbABPKAIIIN HAPKOTHUYHU BEIIIECTBA,
" HA PEHEINTYPHUTE BJIAHKU 3A IIPEJIIMCBAHE HA JIEKAPCTBEHHU ITPOAYKTU

11O PEJIA HA HAPEJIBA Ne 34 OT 2005 I'. 3A PEJIA 3A 3AIIVIAINAHE OT
PEINNYBJIUKAHCKUA BIOJKET HA JIEHEHHUETO HA BbJIT'APCKUTE I'PAYXK/IAHUA 3A
3ABOJISABAHUS, U3BbH OBXBATA HA 3AJIBJI)KUTEJIHOTO 3IPABHO OCUT'YPSBAHE

Un. 51. (U3m. - [IB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 81 or 2013 r.) MuHuCTEpCTBOTO Ha
37JpaBEOIa3BaHETO OPraHM3Mpa M KOHTPOJIHMpA OTIEYaTBAHETO, PA3MpPEICNTHETO M OTYUTAHETO Ha
CICIIMATHUATE PEIENITYPHH OJIAHKY 32 OTITyCKaHE Ha JICKApCTBEHH MPOMyKTH 1o wi. 11, a. 1.

Yn. 52. (1) (U3m. - B, 6p. 94 ot 2011 r., usm. - JIB, 6p. 81 ot 2013 r.) MUHHCTEPCTBOTO Ha
3[paBeOIa3BaHETO €KEroJHO OO0sABSBA U NPOBEXkJa OOIIeCTBEHAa IMOpbhYKa 3a OTIEYaTBaHE Ha
CHEIMAIHUTE pelenTypHu Onanku mo wi. 11, am. 1.

(2) (U3m. - B, 6p. 94 or 2011 r.) Ormeuaranure OmaHKH 1O ail. 1 ce IPEIOCTaBAT OT
U3IBIHATENS Ha mopbukata B P3M B komuvecTBa 1o mpeaBapuTETHO HApaBeHa 3asBKa.

(3) (M3m. - IB, 6p. 94 or 2011 r., w3m. - JIB, 6p. 81 ot 2013 r.) CrienpiagHUTE PeLenTypPHU
Omanku 1o 4. 11, an. 1 ce mpuemar ot MHCIIEKTOpa MO HAPKOTUYHHUTE BemecTBa KbM P3U 1 ce cberaBs
MIPOTOKOJI B JIBa €K3EMIUISIpa, KOWTO ChABPKA CIEIHUTE JIaHHU:

1. Tpute umena, EI'H u nanHu oT 10KyMeHTa 32 CAMOJIUYHOCT HA MPUEMAIUs U TIPe/1aBalllus;

2. Opoii Ha penenTypHUTe OJaHKK U Opol Ha KO4YaHHWTE (KapHETUTE), B KOUTO ca odopmeHHn
OJIaHKHUTE;

3. cepus, Ha4YaJIeH U KpaeH HOMEp Ha KouaHa (KapHeTaTa).

(4) (M3m. - AB, 6p. 94 ot 2011 r.) [IpoToKonuTe CE MOIAMUCBAT OT MPUEMAIIHS U TIPSIaBALIHS U
ce nocrass neyar Ha P31.

Y. 53. (1) (M3m. - JIB, 6p. 94 or 2011 r.) MHCHEKTOPHUTE IO HAPKOTUYHHTE BEINECTBA KbM
P3U mpenocTaBsT CrielMaylHATE pPEelENTYpHH OJIAHKHM Ha JIMiarta 1mo wi. 5, an. 1 cpemnry nmoianuc u cies
Mo/IaBaHe Ha 3asBJICHUE 110 00pa3ell ChIVIACHO MpUIokeHue Ne 9,

(2) TonyueHuTe creHMaIHK PEHENTYPHH ONAHKU CE ChXPaHABAT JHYHO OT JICKaps/JaeKaps 1o
JICHTAJIHA MEIUIIMHA U HE C€ TIPEOTCTHIIBAT.

Un. 54. (Usm. - JIB, Op. 94 or 2011 r.) Uucnektopute kbM P3U orumTar momydeHHTE
CTELMAIHN PELENnTypHU OJaHKH, KaTO BOAAT PETUCTHP MO obOpasel cbracHo mpuioxkenue Ne 10, B
KOMTO c€ BIHCBAT:

1. (u3m. - IIB, Op. 94 or 2011 r.) TpuTe MMEHA Ha JIeKaps/JIeKaps MO JEHTAJHA MEIHIINHA,
PETUCTPAIIMOHHUAT My HOMep cbIviacHO peructbpa B P3U mo un. 5, an. 1 u xogbT Ha je4eOHOTO
3aBeJICHNE;

2. OpoAT Ha MOIyYEHUTE KOYaHU (KapHETH) U OpOST Ha PEIeNTypHUTE OJJaHKH B TAX;

3. cepusiTa, IBPBUAT U MOCIEAHUAT HOMEP OT KOYaHa C peleNTypHH OJIaHKH;

4. narara Ha MoJy4yaBaHe U Ha MpeAaBaHe Ha PELENTYypHUTE ONaHKH.

Yn. 55. (1) 3a ycraHOBEHHU JIMIICH Ha CHCIMATHUA PEIENTYpPHH OJIAHKK 3a MPEIIMUCBaHE Ha



JIEKapCTBEHH MPOAYKTH, ChIbPKAIIKM HAPKOTHUYHU BEIIECTBA, HE3a0ABHO CE€ YBEIOMSBAT ChHOTBETHOTO
palioHHO TMONHIICHCKO yrpaBieHre u uHcnekTopbT no wi. 17 3KHBII, karo ce mocouBar cepusita u
HOMEPBHT UM.

(2) (U3m. - JIB, 6p. 81 or 2013 r.) B cpok 24 yaca oT yBeAOMSIBAHETO IO ajl. 1 HHCIIEKTOPHT
W3Mpaila MUCMEH CHUTHal [0 CHOeNHau3UpaHara aJAMUHUCTpaluss Ha MUHUCTEPCTBOTO Ha
3[IpaBeOIa3BaHETO, KOSTO OOsBSBA 3a HEBAJIMIHU CHEIHAIHUTE PELENTYypHH ONaHKU C IOCOYEHUTE
CEpPUU U HOMEDPA.

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

I'naBa mecra.

YCJIOBUS U PEJ] 3A HOCEHE NJIN U3HACSHE HA JIEKAPCTBEHMU ITPOJAYKTMU,
MNPEJHA3ZHAYEHU 3A JIEYHEHUETO HA BBJTAPCKHU U YUY K/IU I'PAYXKJIAHUA,
IMOCTOSIHHO U BPEMEHHO IIPEBUBABAIIIA B CTPAHATA U ITBTYBAIIIA NU3BBH
PEITYBJIUKA BBJITAPUS U 3A TPAH3UTHO IIPEMUHABAILIA YYXXJIEHIIU

Un. 57. bearapcku rpakaaHd ¥ 4yKAW TPaXKIaHHW, OCTOSHHO M BPEMEHHO MpeOuBaBaiiy B
CTpaHara M IbTyBallld M3BbH PemyOinka Bbiarapus, Morar ja HOCAT WM Jia M3HACAT OT W 3a TPETH
CTPAaHU CIIEIHUTE BUIOBE JIEKAPCTBEHU NMPOAYKTH:

1. nekapCTBeHM TPOIAYKTH, MPEeIHA3HAYECHHU 3a JICUCHUETO UM, OTIIyCHATH 10 peaa Ha Hapenba
Ne 34 or 2005 1. 3a pena 3a 3amianiane OT penyONMKaHCKHs OFOKET Ha JICICHHETO Ha OBITapCKUTE
rpakJaHu 3a 3a00JsIBaHKS, M3BbH 00XBaTa Ha 3aIbJKMTEITHOTO 3[PABHO OCUTYPSIBAHE;

2. ICKapCTBEHH IIPOAYKTH, OTIYCKaHH 0€3 JIEKapCKO MPEIIUCaHUE;

3. IeKapCTBEHU MPOAYKTH, OTITYCKAHHU 110 JIEKAPCKO MPEIITUCaHNE.

Un. 58. JlexkapcTBeHHTE MPOAYKTH MO wi. 57, an. 1, T. 1 mMorar na ce mpeHacsiT OT CIEJHHUTE
aMna:

1. manueHThT, 32 YUETO JICUEHUE ca NPEAHA3HAYCHH NIPEANNCAHNTE JIEKAPCTBEHU POIYKTH;

2. IULETO, KOETO € MOJTY4MJIO JIEKAPCTBEHUTE MPOIYKTH OT ChOTBETHATA alTeKa U UMETO My €
BIIMCAHO KaTo I0JIy4aTes BbPXY PELenTara;

3. nMue, KOeTO NPUTEeKaBa H3PUYHO I'BJIHOMOIIHO OT MAlMeHTa, 3a YUEeTO JIEYEHUE ca
IIpeIHa3HaY€HN IPEJNUCAHUTE JEKAPCTBEHH MTPOAYKTH.

Yn. 59. (1) Jlumara mo wi. 58 ymocroBepsBaT mpaBOTO CH Ja HOCAT WIM Ja IMPEHACAT
JEKapCTBEHUTE MPOAYKTH Mo wi. 57, anm. 1, . 1 c¢bhCc 3aBepeHO OT Maructhp-hapmareBra Komue Ha
U3MIBJIHEHA pellenTa OT ChOTBETHATA anTeKa, Ipencata 3a KOHKPETHOTO JICUEHHE.

(2) JTunara o wi. 58 Morar 1a HOCSAT WK J1a U3HACST JICKAPCTBCHH MPOAYKTH, P THA3HAYCHU
3a JIGYEHHETO MM, B KOJIMYECTBA, MOCOYEHH HHU(PPOM M CIOBOM B pelenTara, KOsITo cieaBa Ja e
o0OpaboTeHa B anTeKara.

Ui 60. KomnvecTBata Ha MpEeHACSHUTE JICKAPCTBEHU MPOAYKTH 10 wi. 57, an. 1, 1. 1 cneasa na
OCHTYpSIBAT JICUCHHETO Ha MAI[UEHTA 32 CPOK JI0 JBa MECeIla.



Un. 61. JlekapcTBeHHTE MPOAYKTH 0 4. 57, an. 1, T. 2 Morar fa ce nmpeHacsaT oT ObJITapCKu U
YK TPAXKIaHH MOCTOSHHO U BPEMEHHO IpeOrBaBallli B CTpaHara.

Yn. 62. (1) JIunara mo wi. 61 Morar 1a mpeHacsT JEKapCTBCHU MTPOAYKTH OT U 32 TPETU CTPaHU
B KOJIMYECTBA, HEOOXOIUMH 32 BPEMETO Ha MPECTOS] UM, HO HE MTOBEYE OT TPU Mecella.

(2) JIunara mo 4. 61 morar jga npeHacsT OT U 3a TPETU CTPAHU JICKAPCTBEHH MPOAYKTH IO YJI.
57, an. 1, T. 2 B MO-TOJIEMU KOJIHMYECTBA, aKO TPECTOST UM MPOIBIDKAaBa MMOBEYE OT TPH Mecela U
MIPUTEKABAT U3/IaJIcHA PEIeNTa 32 ChOTBETHUS JICKAPCTBEH MPOAYKT U 32 CHOTBETHOTO KOJTUYECTBO.

Ui 63. JlekapcTBEHUTE MPOAYKTH MO 4wi. 57, anm. 1, T. 3 Morar J1a ce MpeHacsAT OT CICAHHUTE
JIALIA:

1. maruenTa, 3a YUeTO JICYCHHE ca MIPeIHA3HAYCHU PEIHUCAHUTE JICKapCTBEHU IPOIYKTH;

2. JUIe, KOETO NPHUTEKaBa H3PUYHO IBJIHOMOIINHO OT IIAIMEHTa, 3a YHETO JICUYCHHE ca
IpeIHA3HAYCHU TIPEITUCAHUTE JICKAPCTBEHH MTPOAYKTH.

Un. 64. (1) Jlumara mo uwin. 63 ygocroBepsiBAT MPABOTO CH Jia HOCSAT WM Jla MPEHACAT
JIEKApCTBEHUTE TPOAYKTH 1o wWwi. 57, an. 1, 7. 3 cbc 3aBepeHO OT MarucThp-(hapmaiieBra Komue Ha
W3IIBIHEHA PEIlenTa OT ChOTBETHATA alTeKa, MPecana 3a KOHKPETHOTO JICUCHHE.

(2) JIunara mo wi. 63 Morar Jia HOCSIT WM J1a U3HACAT JICKAPCTBEHU MPOAYKTH, MPEAHA3HAYCHU
3a JICUEHUETO UM, B KOJIMYECTBA, IOCOYEHU U(PPOM U CIIOBOM B pEIleNTAaTA.

Un. 65. TpaH3uTHO NpeMUHaBallld Mpe3 TEPUTOpHUATA Ha CTpaHaTa JMIIA MMaT MpaBo JAa
MPUTEKABAT JICKAPCTBEHH MPOIYKTH, KOUTO Ca MPEIHA3HAYCHU CaMO 3a TAXHOTO JICUCHHE.

Ui, 66. KonkpeTHHUTE KOJIMUECTBA JICKAPCTBEHU MPOAYKTH, KOUTO JIMIIATa M0 Wi. 65 uMar mpaBo
Jla IPUTEKABAT, CE OMPEENIAT OT ChOTBETHATA MPUEMAIIa JbPrKaBa.

Uin. 67. Tlpu TpaH3UTHO NMpEeMUHABaHE Mpe3 TepuTopusita Ha PemyOnuka bwarapus na nmumara
no 4i. 65 ce mpenopbuBa Ja ObAAT NMPEABAPUTETHO MH(GOPMHUPAHH 32 M3MCKBAHUATA, YCTAHOBEHU OT
CHhOTBETHATA MpHeMallla Jbp)KaBa.

Un. 68. Bcuuku nekapcTBEHH MPOMYKTH, KOUTO C€ MPEHACAT OT M 32 TPETU CTPaHU IO pela Ha
Ta3u HapenoOa, cieiBa Ja ObIaT B OPUTHHATHUTE CH ONAKOBKHU.

Yn. 69. (1) o pena Ha Ta3u Hapenda HE MoOrar Jia c€ IPEHACAT JICKAPCTBEHU MPOIYKTH,
ChIbPKalI HAPKOTUYHH BEUICCTBA.

(2) YcnoBusita M pebT 3a NpeHACSHE Ha JIGKAPCTBEHUTE MPOAYKTU MO al. 1 ce ompenensT B
3KHBII.

JdonbaHuTeIHE pa3nopendu



§ 1. ITo cmMuchna Ha Ta3u Hapenoa:

1. "Kox Ha H30K" o3HauaBa OyKBEeHO-IIM(POB KO, YHATO ITbpBa OyKBa OTroBaps Ha ITbPBO
HHBO Ha AHaTOMO-TepareBTHUYHaTa Kiacuukanus Ha CBeTOBHATaA 37paBHA OpraHU3aIMs, B3IPHUETA B
Peny6nuka bearapus.

2. "BamunHocT Ha perienTara" o3HauaBa CPOKBT, 32 KOWTO TS MOXKE Ja ObJe HM3MBJIHCHA B
amnTekara.

3. "KomnuecTBO aKTHBHO BEIIECTBO B J030Ba €AWHHUIA" HAa JICKAPCTBEHUS MPOIYKT €
ChIBPKAHUETO Ha aKTUBHOTO BEIIECTBO, M3PA3C¢HO KOJWYCCTBECHO 3a €JIHA JI030Ba ¢auHUIA (TabjeTKa,
KarcyJia) Wix 3a €IMHMIIA Maca I 00€M B 3aBHCUMOCT OT JIeKapcTBeHaTa Gopma.

4. "uro" o3nayasa "0bp30".

5. "llutucumo" o3navyasa "MHOTO OBp30".

6. "CratuM" o3Ha4yaBa "BenHara'".

7. (HoBa - JIB, Op. 68 or 2014 r., B cuna or 15.08.2014 r., otm. ¢ Pemenne Ne 5812 or
17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 ., B cuna ot 18.11.20161.)

8. (HoBa - JIB, 6p. 68 ot 2014 r., B cua ot 15.08.2014 r.) "OTnyckaHne Ha J€KapCTBEH MPOIYKT
6e3 nekapcko npeanucanne (OTC)" o3HaYaBa CHBKYIMMHOCTTA OT JEHCTBUS Ha (hapMarieBTH B MPUEMHOTO
MOMEIICHNE Ha amnTekaTa I10 ONpeeisHE Ha IMOAXOASAIIMSA 3a OTIyCKaHe JIEKAPCTBEH MPOAYKT 0e3
nekapcko npeanucanue (OTC) wnum npuemaHe Ha pelenTypHuTe OJaHKM W TNpOBEpKara Ha
CBABPKAHUETO WM, KOHCYITAIlMsi OTHOCHO TIPUEMAHETO W BB3MOKHHUTE HEXKEJIAHW PEaKIuH W
JIEKapCTBEHU B3aMMOJICHCTBUS U NIPE/IaBaHE HA JICKAPCTBEHUTE MPOYKTH Ha MAI[UECHTHUTE.

IIpexonnu u 3akIKOYNTETHN pa3nopeadu

8 2. (1) Pasmopenbute Ha r1aBa Tpera, pasuen |V, pernaMeHTHpaliy u3aaBaHeTo, IPOMEHUTE U
BaJIMIHOCTTA Ha perentypHa Omanka (oopaserr M3 - H30K Ne 5A o npuoxkenne Ne 7), Biu3ar B cuiia
ot 1 anmpun 2009 r. [lo BIM3aHETO UM B CHJIa BCUYKH JICKAPCTBEHU MPOAYKTH, 3aIlIAl[aHNA HAIIBJIHO WIIH
gactuyHo oT H30K, ce nmpeanucear Ha penentypHa Omanka (oopasery M3 - H30K Ne 5 o mpunoxxenue
Ne 6) cbe cpok Ha BamuaHOCT 30 THHU.

(2) B cpox mo 1 ampun 2009 r. anrtekuTe mpuBeXaaT codryepa CH B CHOTBETCTBHE C
M3HUCKBaHUATA Ha Ta3W Hapenda OTHOCHO W3/IaBaHETO, MPOMEHUTE W BAJIHMIHOCTTa Ha pELENTypHa
onmanka (oopazerr M3 - H30K Ne SA mo mpunoxerne Ne 7).

8 3. (1) (M3m. - JIB, op. 91 or 2009 r.) B cpok mo 31 mait 2010 r. ekapCTBEHU MPOAYKTH,
CBHABPXKAIIM HAPKOTHYHHU BellecTBa OT NMpuiiokeHus Ne 2 u 3 kM wi. 3, all. 2 Ha 3aKoHa 3a KOHTPOJI
BbPXY HapKOTUYHHUTE BELIECTBA M NPEKypCOpUTE, MoOrar Ja ce IMpeAIucBaT W Ha CIELHUATHUTE
penenTtypHu OJIaHKHW 1o oOpaserr chriacHo npuiiokenrne Ne 6 kpm wi. 11, an. 1 ot Hapen6a Ne 4 ot 2001
T. 32 YCJIOBUSATA U pefia 3a MPEANKUCBaHEe U OTIYCKaHE Ha JICKAPCTBEHU MPOTYKTH.

(2) Cnen nztnuane Ha CpoKa 1Mo ai. 1 CIEIMaTHUTE PEIENTYPHH OJaHKH 10 npuioxenne Ne 6
kbM wi. 11, an. 1 or Hapenba Ne 4 or 2001 r. 3a ycinoBusATa U peia 3a MPEANKMCBaHE M OTIIyCKaHE Ha
JICKapCTBEHH MPOIYKTH C€ YHHUIIIOXKABAT OT KOMHCHSI, OTIpe/Ie]IeHa ChC 3aroBe]] Ha Jupekropa Ha PII3.

(3) 3a yHuIIo)KaBaHETO Ha OJIAHKUTE IO ajl. 2 Ce ChCTaBs MPOTOKOJI, KOMTO Ce YTBBPXKIaBa OT
nupekTopa Ha cboTBeTHUS P13 1 ce m3npaima B MUHHCTEPCTBOTO HA 3ApaBEOIa3BaHETO.

(4) Peuentypuute 6imanku no npuiokeHre Ne 4 kem . 6, an. 1 ot Hapenba Ne 4 or 2001 r. 3a
YCIIOBHSITA M pelia 3a MPEINICBaHe M OTITyCKaHEe Ha JIGKAPCTBEHU MPOJYKTH MOTAT Jia C€ M3IOJI3BaT 110



TAXHOTO M3YEPIIBAHE, HO HE MO-KHCHO OT €HAa FOAMHA OT BIM3aHE B CHJIA HA Ta3u Hapeada, Karo B TIX
Ce BIIUCBAT JAaHHWUTE 10 4WI. 7, ajl. 2 OT MEIUIIMHCKHUS CIISIUAINCT, KOWTO U3/1aBa perenTara.

(5) bankuTe Ha JIeKapCTBEHUTE JIMCTOBE 1O mpritokenue Ne 5 kpm . 6, an. 2 ot Hapenbda Ne
4 or 2001 r. 3a ycioBusTa ¥ pea 3a MPEANUCBaHe U OTIYCKaHE HA JIGKAPCTBEHH IPOIYKTH MOTaT Ja Cce
M3II0JI3BaT JI0 TAXHOTO H3YEpIBaHE, HO HE MO-KbCHO OT €JIHA rOjJMHA OT BJIM3aHE B CHJA HAa Ta3u
Hapenaoa.

8 4. (U3m. - IB, Op. 94 ot 2011 r.) KoHTpoabT MO U3IIBJIIHEHHE HA Hapea0aTa ce OChIICCTBIBA
oT MuHucTepcTBOTO Ha 37paBeona3Baneto, P3W u M3nbianurennara arenuus no jekaperBara 1 H30K
(B yacTTa OTHOCHO OTITyCKaHE M MpPEANUCBaHE Ha JIEKAPCTBEHH MPOIYKTH, 3allIalllaHU HAITbJIHO WU
YaCTUYHO OT Hesl).

8 5. Ta3u Hapenda ce u3gaBa Ha OCHOBaHKE wWi. 221 oT 3akoHA 3a JICKAPCTBCHUTE MPOAYKTH B
XyMaHHara Menuiaa 1 wi. 60 ot 3akoHa 3a KOHTPOJ BhPXY HAPKOTHYHHTE BEIIECTBA U IIPEKYPCOPUTE U
ormeHns Hapen6a Ne 4 ot 2001 r. 3a ycrnoBusita ¥ pea 3a NPEANHCBAHEe U OTITyCKAaHE HA JICKAPCTBCHH
npoayktu (06H., JIB, 6p. 10 ot 2001 r.; usm., 6p. 74 ot 2002 r.; 6p. 82 ot 2003 1.; 6p. 32 oT 2005 1.; OP.
34 o1 2006 1.).

8 6. (1U3m. - JIB, 6p. 94 or 2011 r.) VYka3anus mo mpuiiaraneto Ha Hapembara maBar H30K
OTHOCHO Pa3mnopen0uTe Mo MPEANHCBAHE U OTITyCKaHE Ha JIEKAPCTBEHH MPOIYKTH, 3allIalllaHu HAIIBIIHO
nnu yactuyHo oT H30K, choTrBeTHO MHHUMCTEPCTBOTO Ha 3/paBeona3BaHeTo, P3U u M3nbanurennara
areHIys 1Mo JeKapcTBaTa ChboOpPa3HO TSIXHATA KOMIIETEHTHOCT.

JloIbJIHUTEJIHH Pa3nopendou
KBbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUATA U PEJIA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
NPOAYKTH

(OBH. - 1B, BP. 15 0T 2014 T'., B CWJIA OT 21.02.2014T".)

8 6. C Ta3u Hapenba ce BbBEX/IaT M3UCKBaHMATA Ha JlupekTuBa 3a m3nbianenue 2012/52/EC na
Komucusita ot 20 nekemBpu 2012 1. 3a ompenensiHe Ha MEPKH 3a YJICCHSBaHE Ha NMPU3HABAHETO HA
MEIUIIMHCKUTE PeANUCaHys, U3AaIeHH B Apyra 1bpxasa wieHka (OB, L 356/68, 22.12.2012).

3aKJII0YUTETHH pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUATA U PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
NPOAYKTH
(OBH. - IB, BP. 15 OT 2014 T"., B CWJIA OT 21.02.2014 T".)

§ 7. Hapenbara Bim3a B cuiia OT JICHS Ha 0OHApoaBaHEeTo i B "J[bp>kaBeH BECTHUK'.
3aKJII0YUTETHH pa3nopeadou

KBbM HAPEJBA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUATA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU



MMPOAYKTHU
(OBH. - 1B, BP. 68 OT 2014 I"., B CWJIA OT 15.08.2014 T".)

§ 15. HapenOara Biu3a B cujia OT JieHs Ha 0OHaponBaHeTo U B "J[bp)kaBeH BECTHHK".

IIpexoanu u 3aKJII0YUTETHH pa3nopeadou
KBbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJBA Ne 4 OT 2009 I'. 3A
YCIIOBUSATA U PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
NPOAYKTH

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

8 21. B cpok 10 Tpu Mecelia OT BIM3aHE B CHjla Ha HapemOara JeucOHUTE 3aBEJACHU MOTaT J1a
MPETUCBAT JIEKAPCTBEHH MPOAYKTH Ha JIEKAPCTBEHH JIUCTOBE IO JTOCETAITHUS Pel.

3aKJII0YHTETHH pa3nopenou
KBbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUATA U PEJA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
NPOAYKTH
(OBH. - IB, BP. 95 OT 2018 T".)

§ 17. HaBcsixbe B HapenOara abpesuarypara "(330JI)" ce 3amens cbe "(30J1)".
[Tpunoxenue Ne 1 kbM ui. 4, ain. 3

(M3zwm. - JIB, 6p. 81 ot 2013 1.)
JlekapcTBEHU MPOAYKTH, KOUTO (DEJIIIEPUTE HIMAT TPABO Ja MPEIHCBaT

1. AHTHapUTMUYHU JICKAPCTBEHU MPOTYKTH.

2. XOopMOHAIIHU JIEKAPCTBEHW MPOAYKTH O€3 MPOTHBO3a4aThUHU M KOPTUKOCTEPOHUIU 3a
JIOKAJIHO MPUJIOKEHUE.

3. AHTHUHEOIUIACTHYHU ¥ UMYHOMOYTHPAIIH JIEKAPCTBCHH MPOAYKTH.

4. IIcUXONUTUIU U TICUXO0aHAJICTITUIM 32 JIECUCHUE HA XPOHUYHH 3a00IsIBAaHUS.

5. (m3wm. - IB, 6p. 81 ot 2013 r.) JlekapcTBeHU MPOAYKTH, ChIBPKAIIN HAPKOTHYHHU BEIIECTBA
ot npunokeHus Ne 2 u 3 kpM wi. 3, T. 2 1 3 oT Hapenbara 3a pena 3a kiacuduimpane Ha pacTCHUSATA U
BEIIECTBATa KaTO HAPKOTHUYHHU.

6. JlekapCcTBEHM MPOAYKTH, BKIIOYEHHU B npuiiokeHue Ne 5 kM ui. 11, am. 2.

ITpunoxxenue Ne 2 kbpM ui. 6, an. 1

Penentypna Onanka

3a 3a
€IHOKPaTHO MHOTOKPaTHO
[IPEANUCBAHE [OpEANICBaHe

MI/IHI/ICTC]I)CTBO Ha 31paBCOIIa3BaHCTO




MenuuuHCKH CIIeUuannCT (IMe)

ot p. (¢.)

(OpeMeHHa XeHa, KbpMadKa, JIeTe - ToAYepTaBa ce IMPHIOKIMOTO)

[Ipunoxenue Ne 3 xpM ui. 6, ai. 2

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

ITpunoxxenue Ne 4a kpM uiL. 9a, an. 2
(Hoso - 1B, 6p. 15 or 2014 1.)

Hewnsuepnatenen CHMCBbK Ha €JIEMEHTUTE, KOUTO CE€ BKIIIOYBAT B PELENTUTE, KOUTO ILIE CE
M3IBJIHABAT B Ipyra AbpKaBa WICHKa

Wnenrudukarys Ha MaueHTa:

damunHo(un) ume(Ha)

Cob6cTBeno(an) nme(Ha) (M3nucano(1) U310, T.€. He Ce pa3pelraBaT MHUITHAIIN)

Jlara Ha paxxnane

WNnentuduxanus Ha perenrara:

Jlara Ha u3naBaHe

Nnenrudukarus Ha MEIUIIMHCKUS CIICIIHATIUCT, U3/1aJl peIenTara;

damunHo(u) ume(Ha)

Cob6cTBeno(an) nme(Ha) (M3nucano(n) U310, T.€. He Ce pa3pelraBaT MHUIHAIIN)

[Ipodecronanna kBanuduKaus

JlanHm 3a mpsika Bpb3Ka (SJICKTPOHHA TOMA U HOMEp Ha TeJieoH Win (akc, KaTo ¢e MOCOUN H
KOJBT 32 MEXKAYHAPOIAHO U30HpaHe)

Ciyxe06eH aapec (BKIIOYUTEITHO HAMMEHOBAaHUETO HAa ChOTBETHATA JbpiKaBa WICHKA)

[Tonnuc (monokeH COOCTBEHOPHUHO WM IU(PPOB B 3aBHCHMOCT OT HAauYMHA HA W3JaBaHE HA
MIPEITUCAHUETO)

Wnentudukaiys Ha mpeanucaHus MpoayKT, KOTaTo TakaBa € HeoOXoauMa:

MeXIyHapOoHO HEMATCHTHO HAWMCHOBaHWE WM (apMaKOICHHO HAWMMECHOBAaHUE Ha



JIEKapCTBEHOTO UM BEIIECTBO
THproBckOTO HAMMEHOBAHKE HA JIEKAPCTBEHUS MPOLYKT B cllydauTe 1Mo wi. 9a, ain. 4
JlekapcTBeHa ¢opma (TablieTd, pa3TBOp U T.H.)

KonunuectBo
KonuvecTBO Ha aKTUBHOTO BEIIECTBO 32 JI030Ba SIMHUIIA
Jlo3upoBkKa.

ITpunoxxenue Ne 5 kpm wit. 11, ain. 2

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

JlekapcTBEHU MPOAYKTH, ChABPKAIIYA HAPKOTUIHH BEIIECTBA OT MPIIIOKEHUS Ne 2 1 3 KbM UJl.
3, 1. 2 u 3 ot Hapenbara 3a pena 3a kiacuduiupane Ha pacTEHUATA U BeIllecTBaTa KaTo HAPKOTUYHH, B

KOM6I/IHaL[I/ISI C ApYTH JICKAPCTBCHU BCIICCTBA

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

[Tpunoxenue Ne Sa kM un. 21, an. 2 v un. 30a, an. 1 u 2

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



Hansenonaune na aeuctinorolJIEKAPCTBEH JIMCT |.'f" |a'1:'=1;1
R OTJEIEHWE:
HMue o snapact B2 nagwenTa| JlexapcThes npogyeT, HAMMcHOBAHNE, GOpMA, CHIHATYpa Cynia
Cran Hlermoo Mz 1

Ko KO UC CTHD

-

3

4

::

fi

-

)

B

Lt

1

11
Cronom BCHYKO
Hanannne- Jlexysam mekap Orrmycnan, smar gaps. (mve) [Tpenan [MToayuna
OTACICHHC (Hnic) | I | (Hmic) (Hnc)
(Hmac)

reILE nodnuc| VIHH Rodnuc nodnuc tatel 810

[Tpunoxenue Ne 56 kbm wi. 30a, an. 5

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



TEP/

ITanmenr: 1
pi[ir;;;z: N3 No/Allp Ne:
Poer (em): Terno:
Kpeatunun: OTnenenue, UME U KON
) XHUMHOTEpaNeBTUYHA
Huicem Ne: cxema:
IIvT HA npwtarane
Jara - No Yac Ha ATC JlekapCcTBEH MPOIYKT - JlekapcTBeHa (iv, sc, po, Cran
Jen/muan "| npunoxenue THPrOBCKO UM€E dbopma MHTPAKaBUTAPHO, bi
MHTPaBE3UKaIHO U
T.H.)
Jlama: 1
2
Jlen No ...
Jlama: 1
2
Jen No ...
Jlama: 1
2
Jen Ne ...
Hama: 1
2
Jlen No ...
Jlama: 1
2
Jlen No ...
Jlama: 1
2
Jen No ...




JlexyBar JeKap: .....cceenveenee. (moamuc) Ha3HAUGHO HA: .......ccccveveveveennnnne, (mata)
Nwme IIpezume @amunus
[TpurorBun: mar.-papm./mom.-papm. Ume [Ipesume OamMumusg ..................... (moamuc)

[Tposepunn: Mar.-papm. me [Ipesnme DaMUITHS .......ccoevveveierieeienieieeieeieeee (moxrmuc)

[Tpunoxenue Ne 6 kM ui. 24, an. 1

(H3wm. - JIB, 6p. 68 ot 2014 r., B cmma ot 15.08.2014 1.)
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[Tpunoxenue Ne 7 kM wi. 24, an. 1



(W3zwm. - ]IB, 6p. 68 ot 2014 r., B cmma ot 15.08.2014 1.)
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[Tpunoxxenue Ne 8 kpMm wit. 24, an. 1

(M3wm. - IB, 6p. 68 ot 2014 1., B cmuta ot 15.08.2014 1.)
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L =T - T e S ST

MpencenaTen HE KOMEEHRD e

[PULAMHC BT Ha TP

BuHweH excnepT:

RERHTHA B NOSEEE] (MEERHG]
Jasspea o1 P30 npu nonyueHo pewsxne ot HIOK:

Mpencenarten Ha koswcuA B PI0K
[ManHC W nea Ha FI0R){nogrMc]

NPEONCKEHWE 3A CPOKOBE 3A KOHTPONMHH NPETNEON e

3ali KOMBCIHA NO. - HOMEPLT CRENGIE C HOMEPa Ha PAOK, 3a LY Ha H3OK HomepeT e "3

UnsHose: !
(FELENHC]

ANTEKA e eeee e PR Mo. B PAOK

OTNYCHATO: xoaH3oK | |

3 HA OTICEAHE

OTMYCHATO: koa H3OK | |

|
omycHATO: weabzok | | | | || e
|

1 (B0, ThIUDSCED SIMRESOBN HEE HE TRONy TS DEEDCTEEHE EE. FOMA-ECT 80 HY MEKapCTREHOTD BEUSITED. Spod B SOH3 Drapone |

YHH Ha vanacTLp apeayssTa

OrnycHan:

INOANAC H ST =3 AMTEKaTa|

ANTEKA e eeeeeeeee. PR NOL B PAOK | | | | | |

OTMYCHATO: woaH3OK | |

5ATA Ha CTCEAHE

OTNYCHATO: wonkaok | [ |

OTMYCHATO: woaH3OK | |

(%03, TWErDBCED HEHKES00I S HA NRGINNTE, NEFARCTEE M2 (FORA, FAMH-ECT B0 HA NERIpCTBEHOTD BRUECTED, Sooi B SaHa oramsee]

YHH H2 MaNACTp REpEAYSET

OmnycHan:

(MGANAC H NEYET =3 anTesara)

ANTEKA oo eeceeevsvice e [PET. Mo B PA0OK

OTNYCHATO: xoaH3oK | |

: ”m| T | '

OTMYCHATO: koa H3OK | |
1 'E: ThMDBCED M3 RES08S At Ha EE!TIE -'\EIBE EMEE EONH<ECT B M'EE BEHDTD BelsCTeD, Spod HEEB DrA KOs |

|
omycHATO: weabzok | | | | || e
|

YIH H2 ManACTR apKayssTa

OnycHan:

(MOANAC H NEUYAT S anTesaTal

ANTEKA e eeee e PR MOL B PAOK | | | | | |

oTnyCHATO: woa k30K | [ | | [ |

4ATA Ha OTCEAHE

OTAYCHATO: wonkaok | [ |

OTMYCHATO: oo HIOK | | | | | |

(600, TROIOBCED HAHKESORA HAS HA TROINIT; NEFADCTEEHE (B0, KAMHSECTB0 HA NEE3pCTBEHOTO BRlSCTRO, Sood B SaHa Drammees]

WHH HY MAnACTLp hapkay ST

OrnycHan:

(NOANAC H REYAT 53 anTExaTa)

ANTEKA e PET NOL B PAOK

OTMYCHATO: koaH30K | |

) ”m| T | '

OTAYCHATO: oo H3OK | |
1 'E: ThiDECED SMIHRSS0OBA At Ha ﬂzm -'\EIBE B HI EE KONH=CT B0 M'E'E BEHOTD BeiECTRD, Sood HEEB DN KOs |

|
otycHATO: woa k20K | | | [ [ |
|

YIH H2 ManaCTR apHayssTa

OnycHan:

(NOOneC H DEUaT =3 ANTEAT ]

ANTEKA e eeeeeeee. PR MoL B PA0K | | | | | |

OTAYCHATO: wogH20K | |

SATE HE OTCEARE

OTMYCHATO: woahzok | | |

|
OTMYCHATO: wog HIOK | | | | | |

WHH Y MAnACTLp apkay ST

OnycHan:

(900, TRODBCED SAMKISSONS st HA SROIF A, MEFADCTES HE (HO[RE, FIMHSSCTED HE NACapCTBAH0TD SalUScTRS, 500 8 SaHa oramee|

(MGANAC H NEYAT =3 AMTECATA]




[Tpunoxenue Ne 8a kbM ui. 30a, an. 1

(Hogo - JIB, 6p. 81 ot 2013 r., usm. - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., oTm. -
B, 6p. 95 oT 2014 1.)

[Tpunoxenue Ne 86 kbMm wi. 30r, ai. 3 u 5

(Horo - JIB, 6p. 81 or 2013 r., uam. - JIB, Op. 68 or 2014 r., B cuna or 15.08.2014 r.,
npenunrao [punoxenne Ne 86 kbpm . 30r, an. 3, u3m. - IB, Op. 95 ot 2018 1.)



NEYEEHO 3ABEJIEHWE

UpaESH pACH PErCTAUACHEH HOWRD Ha N8y
MME Ha Newshi=nTo 3EBeNeHHE

NPOTOKON OT KNMIUWHNYHA OHKONOIrM4YHA KOMUCUA NO XUMUOT

NE. cooicceerereereeenans lpata:[ T I THTTTI

Ha oHkonorMyHata KOMWCHMA MO XUMWOTEPANWA KbM neyebHOTO 3aBefeHWe ce pasrnefa u of
MEOMUMHCKa OOKYMeHTaUWA
W PELLEHWE HA OBLLA KITMHUYHA OHKONOTUYHA KOMUCHSA NE. ....oooeeeeeeeee.. fpata: [T TC

B nevyebHo AABE A EHNE i

apaged paiio DEMCTEGUHIHES HOI

MALKEHT

OeH OJmy []ccH [] rpawnass: Ha E

PIOKMe.  IIpaseH PailoH EH [HY} 5a naymenTa Tan o

[aTa Ha pangaHs EI:H:

WoeHTIEERALMOHEH HOMEP HI NAUWSHTE

K00 Ha T=pEaad

MME, NpesuMe M EamMUnMA

Ouarkoza: .

Barawagwarwoza:| | | | || | | | |

P A D B M AT O 3o, e
Craguia: TNM ECOG
Or0aocd

B Ty T T SO
MpegHETHEHHN,

HMYHOXMETOXUMUSHH W ¢ Ve +h) Vime ) e T+ e =) Ve T+-)
FEHETHYHI MapKepu:

Mo HoMEHKNA! d| - .

l: Tvpa) Hae 1+ Fme [+ e [+-) Hmee [+ Hme [+-)

[ ™0 [T | — Terne (KF) e, TenecHa NOEBRXHOET (KB M) ... . Uenega eTonmocT AUC: .............

TIPHMAPYRABAMWIM FAGOMABAMUR .o oot ec e ee e e e et e e e eene



PELUEHME:

We ce MpoEede MeKaPCTEEHO M HME MO X M A et s s e s s s s s

Tun Tepanusa:
[] HeapwBaHTHa [ amoBaHTHa [] neyetHa
Nevebma Tepanma (nanwatwesa): []nbpea nuHuA ] BTOpa NWHKA

[]TpeTa NnUHKA

] 4eTELOTA NUHKA

] xuMuoTepanuys
ATC MewagysapogHo OenlgHn [TeT Ha CraHgapTHa Wrgmemgyansa gosa [oaa 3a uwwbn
HEMATEHTHO NPUNEraHE nosal (mg/mecg TUMIUMU) (mg/meg TUMIUMLU)
HammerosaHue [INN/ (v, sc, po, UEnEBa
WHTDEHESHTADHD, CTORHOCT
WHTp3EBE3IMKaANHD AUC
MT.H]
(] xopMOoHOTEpanMA
ATC MexaysapogHo NeninHu CTaHmapTHa no3a WHaomenoyanHa gosa [osa 3a yuken
HEMETEHTHO (mgmeg TUMIUMU) | (mg/meg TUMIUMLU)
HanmeHosaHwe /NN
[Jrapretha
ATC MexmyHaponHo OenfnHw CTaHgapTHa fo3a WHouewoyanHa goza [oza za yuren
HETIETEHTHO (mg/meg TUMIUMLT) (mg/meg TUMIU/MLT)
HaumeHosaHwe [INN/
] vmMyHoTEpaNMA
ATC MexmyHaponHo OexinHu CTaHgapTHa fo3a WHouewnoyanHa goza [o3a za uunen
HEMETERTHO (mg/meg TUMIUMU) |  (mg/meg/TUMIUMU)
HaumerosaHwe [N/ = F ="
Bpoit uuenmn (noeTopexus): D Ouenka cneg unken N .......
Wurepean: Epon gHu: |:|
CenbTeTEAWA TEPANKA,
(] ocTeoMoaynaTop
ATC MexayHaponHo HenaTeHTHO HauMeHoBaHke [INM/ Hoaa (enHokpatha) O
(m
(] KONOHWOC THMYMHPALLKY DakTopm
ATG MexgyHaponko HenaTeHTHO HaumeroBaHue [INMN/ [oza (egnokpatHa) O
(m
] kopTHEOC TEpOMOM
ATC MexayHaponko HenaTeHTHO HauMeHoBaHke [INM/ Noza (enHokpaTtHa) Ob
(m




nFDTGI(Dﬂ'b'I' e eanuaeH go 180 oMK, CHMTAHO OT HAYANOTO HA NEYMEHNETO NO CXeMaTa.

OHKONOrM4Ha KOMHUCKHA No XKW MHOTERaNnKA.
CELHANEOCT YMH Ha nexkap Mmesa Ha NEKap, MognWHe

ﬂpep.ceﬂmﬂi||||||||||||||

Unenose:

MaumeHTsT (POOHTENAT/HACTOAHMCLT) C2 NOANWMCEE NPW NONYYSBAHE HA NPOTOKONE
MaumeHT (poOaMTENHACTORHMK) e
(nognmc)

ITpunoxxenue Ne 88 kbM uit. 30r, an. 4 u 5

(Hoso - JIB, 6p. 95 ot 2014 r., npeaumiao [Tpunoxenne Ne 88 xbm uwin. 30r, an. 3, u3m. - /IB,
op. 95 or 2018 T.)



NEYMEEHD 3ABEEHUE, U3MLNHWTEN HA AMEYNATOPHA NPOLEAYPA

INPEBEH DEAOH  PEMMCTDELMOH

WME Ha NeyelHOTD 3aEENEHNE

MPOTOKON 3A NNEKAPCTBEHO NEYEHME NO XEMATC

Kbm Pewenne Ne. ........cocvvevevcneenne | para: : 1] Ha KnMHW4Ha KoM
Komucua, HasHayeHa cbe 3anoeeq Ne....... onpegens CnegHoTo NeKapcTBEHO NeYeHue Ha €
npwu NauneHTa:

MALMEHT [Jerd [Jnuy [JcocH [(]m
PIDKMe. apamedpaimod  ETH (JHY) Ha naupesTa Mon mix
0aTa Ha paiaHeE
Ve HTHEMIELIWOHES HOMED HA NELIEHTS KOQ HA JupwEEa

WME, NPEIMME W Chammnin

Poet (cM) ..ooe.e.e. Terno (Kr) ..ccceeeeene TenecHa NOBLPXHOCT (KB. M) weeeeeeeeeererencnee

DIMAITHOBA, ..ottt eeeme et emeetemtesem st emts et ee st et et se s se e se et om s 4 ee st et st et e et e st be stk e e ket £ h et bbbt e b ettt et et e et sint s

[T T T

MNpegukTHBeH Mapkep (KLAETO & NPUNOKUMO):

[C]Ph wiunu BCR-ABL (+) [ Ph wwunu BCR-ABL (+) ¢ T315I myTauus (+) [] Del17p wiunu p53 myTaums (
[JPML/RARA (+) [JcD20 (+) [JCD30 (+)
[]+e e nacnensax [[] PDGFR rexdHu npeHapexnaHus []CD3 wiunu CD19 (+)

Mpw nevexune 3a xumuoTepanua/npuuenHa TepanMA/MMyHoTepanualpacTexHn hakTopu/CHMATOMATHMYHO NEYEHHE:

MHKA Ha Tepanua: [ ] nbpea NUHKUA [] eTopa nuHma [] Tpeta nuHua []4eTebpTa NMHKA Cr




CXEMA (HEMMEHOBEHME)D .. ... oottt ettt ettt ot et s e oo bbb s oo bt m et oot b oot oh oo heb et ettt et et en et

Tun ATC
Tepanua

MexayHapoaHo HenaTeHTHO
HaumeHosaxue [N/

DerinHn CraHaapTHa
noaa

MHavewayanHa aosa o3z
(mgmegTUMILMLY) (mp/mog

Bpoit umknu (noeTopeHua):

OueHka cneg uMksLn Ne ......

MpotokonsT e BanugeH ao 180 gHK, cYMTaHO OT HAYaNOTO Ha NeYeHHWeTO NO CXemara.

Komucua B cnueTaB:

Npeacenaren:

Ynewope:

CNeyHanHocT

YHH Ha nexap

Mmena Ha nexap, no;

{nognmc)

MawweHTsT (poaMTENAT/HACTORHMKLT) C8 NOGMWCEA NPW NONYY2BaHE HA NpOTOKONa
MawreHT (POOMTENTHACTOMHME (..oooocmeiri i s sy sisssssisss

[Tpunoxenue Ne 8r kbm wi. 307, ain. 1

(Horo - JIB, 6p. 81 or 2013 r., uam. - JIB, Op. 68 or 2014 r., B cuna or 15.08.2014 r.,
npeaumrHo [punoxenne Ne 88 kpMm wit. 301, an. 1 - IB, 6p. 95 ot 2014 1.)

PenenitypHa Omanka Ne .....................

3a JICKapCTBEHU NMPOAYKTH, 3ariamiady or H30K

HanmenoBanue Ha 1e4€0HOTO 3aBCICHUC - Per. Ne

JIEKAD (IME) ..nvvieeieeiieetie et eette et e e ette ettt e s tteebe e taeesbeeseesaseasssaasseesssaasseessaeaaseasseeasseassseasseenssaasseensseaessensseasseensseanseessseanseensseasseanseeesseessesnsaensseansennsn,

DA%15 BB (5) 211} R
3a005IABAHE TPYTA NO ...oviieiieiiieiiecie e o mpmt. Ne 1

B i - USSR

[Tpotokom Ne ......ceeveeeernnen. B B SRS UUSRURUUUPTSRIS

Rp.
1




Jlekap:
(monnuc u nevar)
Ilammenr:
ElH:
Jowm. aapec:
I'p. (c.)
OtnycHai: Iomyunn:
Mar. ¢apm. YUH:
Uoogogoood
(moxmuc 1 meyar) Hara:
[Tpunoxxenue Ne 811 kpM 4. 50, an. 4
(HoBo - 1B, 6p. 95 oT 2018 1.)
Kypnan 3a pa3TBapsiHe H
bpoii otBOpEH
JIIT - KonnuectBo
[ara Ha Yac Ha JlekapcTBeH NunuBuayanna nosa (rakoHM 3a
HOPCACH - oirotesme | mpuroTssme | mpomykT (ume) AITHBHO B-BO (mg/mcg/IU/MIU/MU) | ipurotssite H:
Ne p p pory BbB ()IIaKOH p ‘
Jo3ara
1
O06mo 3a mara
2

O06mo 3a mara




O0mmo 3a mara

[Tpunoxxenue Ne 8e kpMm wi. 50, an. 5

(HoBo - 1B, 6p. 95 or 2018 1.)

Omnunc Ha HEN3MNOI3BACMHUTE OCTaTblHX OT JICKAPCTBCHU MMPOAYKTH 3a JICUCHUC HA OHKOJIOTHYHH/OHKOXEMAaTOJI

JlekapctBeH AT | Jlexapcrsen Kosn-Bo ek TMapriaen Ne na HewusnonsBaem ocrarbk
Ne| llara | mpomyx (Twpr. C | nponykt (INN) aKt. dopma | mpoumsBogUTENS 33 JICHA
ume) poy B-BO p POM3BOA (mg/meg/l UMIU/MU)
1.
2.
3.
[Tpunoxenue Ne 9 kbM ui. 53, an. 1
(M3wm. - IB, 0Op. 81 ot 2013 1.)
Bx. No i
.............................. 200 .....T
JIO
JNPEKTOPA HA
PETMMOHAJIHA 3[TIPABHA UHCIIEKIINA
IP. s

Ha BHmMaHmeTO Ha
HHCIICKTOPA IO
HapKOTUYHH BEIICCTBA

3ASBJIEHUE

(HauMeHOBaHKE Ha JIe4eOHOTO 3aBE/ICHHE)



HapKOTUYHU BEIICCTBA.

CNe B peructbpa Ha P3U Ha nekapute/nekapure 1o ASHTaIHA MEAUILUHA, KOUTO IIPEANUCBAT JIEKAPCTBEHHU MTPOLYKTH, ChT

Momns Ja MU 6’bﬂaT npeaoCTaBCHU:

(monruc)

ITpunoxxenue Ne 10 xpM ui. 54

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

(anpec Ha 1e4eOHOTO 3aBEICHUE)

6p0$[ KO4YaHU ClICUaJIHU PCUCITYPHU OJIaHKU C JKBIT OBAT

6p0${ KO4YaHU ClICIUaJIHU PCUCITYPHHU OJIaHKU ChC 3€JICH OBAT

Peructopp Ha nekapuTe/neKapuTe MO ACHTAIHA MEAUIIMHA, TTOTYYIITH CIICIIATHI PEIENTYPHA OJaHKH 3a TIPEANCBaHe Ha
JIEKapCTBEHU MTPOAYKTHU, ChIIbPKAILM HAPKOTHUHUTE BeliecTBa OT npuitoykeHust Ne 2 u Ne 3 kpM uit. 3, 1. 2 u 3 oT

Hapen6ara 3a pena 3a kiacuduiMpane Ha pacTeHHATA U BELIECTBaTa KaTo HAPKOTHIHU

(3arm. m3m. - /1B, Op. 81 oT 2013 1.)

Per. Ne
CBIVIACHO
perucrbpa
o 4. 5,
an. 1, 1.1 Tpure nmeHa Ha Jiekapsi/Jiekapsi 1o JeHTaJTHa MeJUIIMHA
Kon Ha bpoit nonyuenun Bpoit nonyuenu Cepus Jlara Ha Iloamnuc Jlara Ha Iloanuc Ha
Je4eOHOTO | KouaHM (KapHeTH) | KouaHu (KapHETH) ot Ne oJy- Ha Jekaps/ | mpenmaBaHe | wWHCmekTOpa
u Opoii Ha u Opoii Ha
3aBe/icHHe 10 Ne yaBaHe | JeKaps 10 IO HAPKO-
crienuain- crierman-
HUTE PCHENTYPHA | HUTE PEUCHTYpPHHU JICHTaJTHA TUYHA
OJaHKH C JKBIIT OJIaHKH ChC 3€JICH MeIUIIHA BeIIeCTBa
IBSAT B TAIX LBSAT B TSIX

[Tpunoxenue Ne 11 kbM uit. 56

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



