MWHUCTEPCTBO HA 30PABEOMNA3BAHETO

HAPELLBA Ne 4

ot 15 anyapun 2001 r.

3a yCN0BMATA M pesa 3a NpeAnucBaHe M OTMNYyCKaHe Ha IeKapcTBEHU NPOAYKTH

(O6H. AB 6p. 10/2001 r., u3m. gon. 74/2002 r. n 6p. 82/2003 r., uam. gon. B 6p. 32/2005 r., 6p.
34/2006 r., otm. 1B 6p. 21/2009 r.)

lhaga nbpBa
OBLLW NONOXKEHNA .

Yn. 1. C Tasm Hapepba ce onpeaenaT anuaTa ¢ MeguLUMHCKa NPaBocnoCOHBHOCT, KOUTO MoraT 43
n3aasart peuenTn, peabT 3a NpejnuCcBaHeTo Ha IEKapCTBEHN NPOAYKTU, CPOKBT 33 U3MbJHEHMETO,
cayvyauTe W peasbT, NPU KOMTO GapmMaLeBTbT MOXKe [a OTKaXKe Aa U3MbJIHWU IeKapCKo npeanucaHme
WU A3 U3BbPLUN NPOMAHA B HEro.

Yn. 2. (1) PexxnmbT Ha NpeAnMcBaHe Ha 1eKapCTBEHUTE NPOAYKTU € onpesesieH B paspelleHNeTo 3a
ynoTpeba Ha IeKapCTBEHUA NPOAYKT.

(2) NekapcTBEHUTE NPOAYKTM, KOUTO Ce OTNYCKaT 6e3 IeKAPCKo NpeanMCcaHne B anNTeKUTe, ca
NnocoYeHu B NnpunoxKeHue Ne 1.

(3) NeyebHUTE pacTeHUs, KOUTO CbABPKAT OTPOBHU U CUIHO AeMCTBaLLM BellecTBa (NpuaoxeHne No
2), ce OTNycKaT B anNTeKUTe Camo MO JIeKapCKo npeanucaHue.

Yn. 3. JlekapcTBeHUTE NPOAYKTU, CbAbP}KALLKN BELLECTBA C BUCOKA CTEMEH Ha PUCK OT NpunoXKeHue Ne
2 1 pUCKOBM BelecTBa OT nNpuaoxeHne Ne 3 Kbm 4. 3, an. 2 ot 3aKOHa 32 KOHTPOA BbPXY
HapKOTUYHUTE BelecTBa U npekypcopute (3KHBI), ce oTnyckaTt no pega Ha un. 11.

fnaBsa BTOpa
JMUA C MEAVUUMHCKA NPABOCIOCOBHOCT, KOUTO MOTAT OA U3OABAT PELLEMTH

Yn. 4. (1) NpaBo Aa npeanucBaT pa3peLleHn 3a ynoTpeba B CTpaHaTa NeKAPCTBEHU NPOAYKTM U Aa
M34aBaT pPeLenTn MMaT cCamo NPaBOCNOCOOHM IeKapu 1 CTOMATO/1031, PEFrUCTPUPAAN NeYebHo
3aBegeHuMe nam paboTtelm nNo TpyA0B AOrOBOpP B TaKOBa.

(2) PengwepuTte maT NpaBo Aa NpeanuceaT paspelleHm 3a ynoTpeba B cTpaHaTa IeKapCcTBEHU
NPOAYKTH, C U3KJIOYEHUE Ha Te3n OT npuaoxKeHne Ne 3, camo npu CKAKYEH AOroBOp C 1e4ebHo
3aBegeHue.

Yn. 5. (n3m. gon. 1B 6p. 32/2005 r.) B pernoHanH1Te LEHTPOBE Mo 3apaseonassaHe (PL3) ce sBogaT
OTAENHN PErUCTPU 3a JIeKapuTe, KOMTO NPeANUCBaT IEKAPCTBEHM MPOAYKTH, CbAbPrKaLLM
BMCOKOPWUCKOBM YNOMBALLM M NCUXOTPOMHU BELLECTBA, KAKTO W1 33 IeKapuTe, KOMTO MMAT NpPaBo Aa
npeanucear JIekapcTea No pesa Ha Hapenbata 3a peda 3a npeanuceaHe U NoayyaBaHe Ha /IeKapcTBa
33 CKbMOCTPYBaLLLO eYeHue, 3analllaHum oT penybankaHckusa brogxet (OB, 6p. 90 ot 2000). B
perncTbpa ce BNUCBAT AaHHUTE Ha NeKapuTe Mo AOKYMEHTU 32 CAMOIMYHOCT, IMYEH KO, U KOADBT Ha
npaKkTUKaTa U ne4yebHOTO 3aBeaeHme.

lhaga TpeTa
MPEAONMNCBAHE HA NEKAPCTBEHU MPOAYKTU
Paspen |

Pep 3a npegnuceaHe Ha NEKAPCTBEHU NMPOAYKTU



Yn. 6. (1) MpeanunceaHeTo Ha IeKapCTBEHN MPOAYKTU Ce U3BBbPLLIBA Ha peLenTypHa 6aaHKa ¢ 6an usAaTt
(npunoskeHue Ne 4).

(2) NpeanuncBaHeTo Ha NeKapPCTBEHUTE NPOAYKTM B 1eyebHM 3aBeeHMA CbC CTaLMOoHap 3a Nexallo
60/HUTE NAUMEHTH Ce U3BBPLLBA Ha JIeKapCTBEH ANCT (NpuioxKeHne Ne 5).

(3) MpeanuncBaHeTo Ha IEKAaPCTBEHUTE MPOAYKTU CE U3BBPLUBA C MAaCTU/IO UNU XUMUKANKA BbPXY
/IMLLeBaTa CTPaHa Ha pelenTypHaTa 61aHKa UKW 1IeKapCTBEHUA IUCT.

(4) Bbpxy peuenTypHaTa 61aHKa 3ab/IXKUTENHO Ce 0TOENA3Ba PEXUMDBT Ha OTMNYyCKaHe - 3a
€HOKPATHO NN MHOTFOKPaTHO OTMNYCKaHe, KaTo NP1 MHOFOKPATHOTO OTMYCKaHe Ce YTOUYHABA U KOJIKO
NbTU LLLe Ce M3NBAHABA pelenTara.

Yn. 7. (1) PeuenTypHaTa 6aaHKa U N€KapCTBEHUAT INCT CbAbPXKaT:

1. “MHcKpunumo" - cobcTBEHO N GaMUIHO MME Ha IMLETO MO Y. 4, HAMMeHOBaHUe, TenedoH,
perucTpaunmoHeH Homep 1 agpec Ha 34paBHOTO UM Ne4yebHOTOo 3aBedeHUE;

2. ”npeckpunumo" - HaMmeHoBaHMe, KOIMYECTBO Ha IeKapCTBEHO BeLLLeCTBO B IeKapcTBeHa popma u
KOZIMYECTBOTO Ha JIeKapCTBEHMA NPOAYKT; KOIMYECTBOTO ce U3NUCBa ¢ uudpu, a Nnpu npeanmnceaHe Ha
NeKapCTBeHM NPOAYKTH, CbAbPKallM HAPKOTUYHU BELLECTBa - U C AYMU;

3. “curHaTypa" - NocoysaT ce eAHOKpaTHaTa M AeHOHOLWHATa A03a Ha 1IeKapPCTBEHUA NPOAYKT,
NPOABLMKMTENHOCTTA Ha Kypca Ha leyeHune M HeobxoaMMOCTTa OT NOBTapAHETO My; Ao3aTa ce
n3nucBa ¢ unMdpu; NpM NpeanmceaHe Ha 403a, NO-BUCOKA OT MaKCMMa/HO onpedeneHaTta npu
pa3pellaBaHeTo 3a ynotpeba Ha nekapcTBeHUs NPoAyKT, NPeAnMCcBalLmMAT ce NoANMCBa cpeLly

npesuLLeHaTa 403a; He ce gonycKaT obwm n3pasm Kato: “nssectHo"”, “no HactaBneHue", “no cxema"

nap.;

4. “cybeckpunumo” - ykasaHMA 32 HaYMHA HA M3NBHEHME Ha NPeANUCcaHNETO; NPU U3M03BaHE Ha
yKasaHuaTta “umto”, “umtucumo” nam “ctatum" 3a4bKUTENTHO Ce 3aMMcBa YachT Ha NPeanMCcBaHEeTo
Ha IeKapCTBEHUA NPOAYKT;

5. nognuc, "MyeH neyvaTt Ha IeKapA MAKM CTOMATO/I0ra U NeyaT Ha 1eyebHOTO 3aBeseHME;

6. TPUTE MMEHA Ha NaLMeHTa, Bb3PacTTa M TOYHMA My aApec, KaTo Npu BpemeHHa KeHa, KbpmayKa
WK geTe ce 0TpasABa M ToBa 06CTOATENCTBO, KaTO IEKAPAT NOCTABA NeYaT C YepBeH Hagnuc.

(2) NekapcTBEHUAT NIUCT Ce MOMbABA OT JIEKYBALLMSA IeKap B TPM eK3eMnaspa noj UHAMro, noAnvcBa
ce OT HaYya/IHWKa Ha OTAEeNEeHNEeTO U ce Npeaasa B 60NHMYHaTa anTekKa.

Yn. 8. (1) NlekapcTBeHMTE NPOAYKTU CE U3NUCBAT YET/IMBO HA NATUHMLA C MEXAYHAPOAHOTO
HenaTeHTHO UAM papMaKonemHO HaMMEHOBAHME Ha IEKAPCTBEHOTO UM BELLLECTBO UM TbProBCKUTE
MM HaUMEHOBAHMUA.

(2) KonnuectBoTO Ha 1EKAPCTBEHOTO BELLECTBO B NPEANUCBAHUA JIEKAPCTBEH NPOAYKT ce U3pasnBa:
1. B rpamoBe, KOraTo e eAuH rpam Uau Hag eguH rpam (g);

2. B MWIMIPaMM, KOraTo e No-Masiko OT eguH rpam (mg);

3. KoAIMYecTBa, NO-MaJIkK1 OT eAUH MUIUTPaM, Ce 03HA4YaBaT B MMKPOTrpamMm; KaTo Ta3nm MepuTesHa
eAMHMLA He ce CbKpaLlaBa, a ce U3nucea ¢ Aymu (microgram);

4. obemuTe ce n3passaBaT B MUAUAUTPK (ml);

5. B MmexayHapoaHu eamumum (IU) - 3a nekapcTBeHU NpoayKTM OT BMONOrMYeH Npounsxoa,

(3) CoKpaweHnaTa Ha nekapcTBeHaTa popma ce U3NMCBaAT BbPXY peLenTtaTa B CbOTBETCTBME C
AencTBallaTa B cTpaHaTta dapmakones.

(4) 3abpaHsBa ce M3MNOA3BAHETO Ha CbKPALLEHWUS W MONPABKU NPU U3NMCBaHE HAMMEHOBAHMATA HA
NIeKapCTBEHUTE NPOAYKTHU.

Yn. 9. EKcTemnopanHuTe nekapcTeeHn Gopmu ce NpeannceaT Ha OTAeNHa peL.enTypHa 6aaHKa.

Yn. 10. Mpu npegnuceBaHe Ha BCEKU OTAE/IEH IEKAPCTBEH NPOAYKT IMLLETO MO Y. 4 e 3a4bAXKEHO A3
ce MHPOPMMPA OT NALMEHTA 33 NPeALIEeCcTBALLO UKW CbMBTCTBALLO JIeYEHME C APYIU IEKAPCTBEHMU
NPOAYKTH.

Paspen Il

MpeanunceaHe Ha NEKaPCTBEHU MPOLYKTH,
CbAbPIKALLM HAPKOTUYHM BELLLECTBA



Yn. 11. (1) NpeanuceBaHeTO Ha IeKaPCTBEHM NPOAYKTU, CbAbPrKalll HAPKOTUYHW BELLLECTBa, Ce
M3BbPLUBA Ha creuuanHa peuentypHa 61aHKa 3a yNomnBally U NCUXOTPOMHU BellecTBa (MpuUaoXKeHue
Ne 6), C >KbAT UBAT - 32 HAPKOTUYHUTE BeLLecTBa OT npuaoxeHne Ne 2 Kbm un. 3, an. 2 3KHBIM, 1 cbe
3e/1eH UBAT - 3@ HAPKOTUYHUTE BeLw,ecTBa OT NpuaoXKeHne Ne 3 Kbm un. 3, an. 2 3KHBIM.

(2) NekapcTBEHUTE NPOAYKTM OT NpuaoxeHne N2 7, cbAbprKaliy HAPKOTUYHW BELLLECTBA B
KOMBUWHauuA, ce npeanuceaT Ha peLenTypHaTa 61aHKa no an. 1 cbe 3eNeH UBAT.

(3) CneumanHaTa peuenTypHa 61aHKa ce OTNeYaTBa B TPU eK3eMNaApa Ha XMMM3UPaHa XapTua u
CbAbpPrKa OCBEH AAHHUTE MO YA. 7 U cNegHuUTe AOMbAHUTENIHN AAHHU:

1. cepus U HOMep Ha peuenTypHaTa 61aHKa;

2. Hagnuc “[JoKyMeHT, KOUTO NoANeKN Ha cneumaneH otyet".

(4) CpoKbT Ha BanMAHOCT Ha cneunanHaTta peuenTta e 7 AHW OT AaTtaTa Ha M34aBaHeTo M.

Yn. 12. (1) PeuenTaTa ce M3aaBa B TpM eK3emMnasapa, MbpBUTe ABa OT KOMUTO Ce NpeaaBaT Ha NaLMeHTa,
a TPETMAT Ce CbXpaHABaA OT ZIeKapA B NPOAb/XKEHUE Ha eaHa rOAMHA U ce NPeAoCTaBA Ha
KOHTPOJIHUTE OPraHn Npu NpoBepKa.

(2) Cnep u3TMuaHe Ha cpoKa no an. 1 peuentuTe ce npeaasaT C NPUEMHO-NPeAaBaTeleH NPOTOKO
Ha nHcnekTopuTte B PL3, KOUTO rn cbxpaHABaT 3a cpok 10 roanHu.

(3) B cnyyauTe, KOrato IeKapCTBEHUAT NPOAYKT ce 3annalla oT penybnKaHcKuaA blogyKeT no peaa Ha
HapepnbaTa 3a pefa 3a npeAnncBaHe v NoslydaBaHe Ha IEKApCTBa 32 CKbMNOCTPYBALLO /IeYEHME,
3an/alaHm ot penybanKaHcKMA BlogyKeT, NeKapaT 3aabaxkuTenHo otbenasBa B peuenTypHaTta
6naHKa (npunoxkeHme Ne 6), ue eKapcTBEHUAT NPOAYKT ce 3analla ot M3.

(4) B cnyyauTe, Korato 1eKapCTBEHMAT NPOAYKT ce 3analwa oT HauMoHanHaTa 34paBHOOCUIYPUTENHA
Kaca (H30K), nekapAaT 3aab/KUTENHO Nonbasa Koga Ha H30K Ha cboTBETHUA NeKapCTBEH MPOAYKT.
(5) No npeueHKa Ha nekaps Ha egHa peuenTypHa 61aHKa MoKe Aa ce npesnucea Noseye oT eauH
JIeKapCTBEH MPOAYKT, CbAbPXKALL HAPKOTUYHU BELLLECTBA C PA3/IMYHM A0308U e AUHULM.

(6) 3abpaHsBa ce NpeaNUCBAHETO Ha IEKAPCTBEHM MPOAYKTU, KOUTO HE CbAbPXKAT HAPKOTUYHU
BELLLEeCTBA, HA CNeUManHUTe peLenTypHU BaaHKu.

Yn. 13. (1) NpegnunceaHeTo Ha eKAPCTBEHM NPOAYKTU OT NpuaoxKeHnsa N2 2 u 3 Kbm un. 3, an. 2
3KHBI, cbabpKallM HAPKOTUYHM BELLLECTBA, B 1Ie4ebHNTE 3aBeeHMA CbC CTALMOHap 3a JIeXKalllo
601HUTE Ce M3BbPLLBA HA OTAE/IEH /IEKAPCTBEH JIUCT.

(2) NekapcTBEHMAT AUCT ce NONB/IBA B TPM EK3EeMNAAPA - MbPBMAT € 33 CYHETOBOACTBOTO Ha /ieyebHOTO
3aBegeHue, BTOpuAT-3a BONIHMYHATa anTeKa, a TPeTUAT ce Npeaasa B OTAE/IeHNETO 3ae4HO C
NleKapCTBEHUTE NPOAYKTU.

Yn. 14. (U3m. gon. B 6p. 82/2003 r.) Npu npeanncBaHETO Ha IeKapCTBEHU NPOAYKTU, ChAbpiKallm
HApPKOTUYHM BeLLeCTBa, ce CNa3BaT ciegHUTe N3UCKBAHUA:

1. KOIMYECTBOTO Ha IEKAPCTBEHUTE NPOAYKTM Ce U3NUCBA C UMdpn 1 ¢ aymu;

2. KOZIMYEeCTBOTO Ha NpeanucaHma NeKapCcTBeH NPOAYKT He MOXKe Aa HaaBsuLlaBa TepaneBTUYHATa
£03a 3a 30 gHu.

Yn. 15. (U3m. gon. AB 6p. 82/2003 r.) JlekapcTBEHM NPOAYKTH, CbAbPMKALLM HAPKOTUUYHU BELLECTBa, B
KosmdecTBa Ao 50 mr 3a 4030Ba eAMHULA B KOMBUHAUMA C ApYrM NeKapCTBEHM BeLLecTBa ce
npeanuceaT Ha 0OMKHOBEHA peLenTypHa 6/1aHKa 3a e4HOKPATHO OTNYCKaHe U B KO/IMYECTBa,
cbobpaseHn c AHeBHATa A03MPOBKa, 3a He noseye oT 30 AHW.

Yn. 16. inueTto no un. 5 e AnbKHO Aa ce HPopmMmMpa 3a BMAA M KONMYECTBOTO HA SIEKAPCTBEHMU
NPOAYKTU NO NpeAnLIHN NpeanMcaHns Ha NaLUMeHTa, KaKTo U 3a CPOKa, 32 KOMTO Te ca HanpaBeH!.

Paspnen lll
MpeanuceaHe Ha IeKapCcTBa, 3amn/lallaHn CbC CPeACcTBa OT penybanMKaHCKMA 6roaXKeT 3a nevyeHne Ha

3abonsaBaHUA, 3BbH 06XBaTa Ha 3a4b/XKUTENHOTO 34PaBHO OCUrypsABaHe
(HaumeHoBaHue, nam. 1B 6p. 34/2006 r.)



Yn. 17. (n3m. pon. B 6p. 34/3006 r.) /inuata no 4. 4 morat Aa nNpeanmceaT IeKapCTBEHN NPOAYKTH,
3an/lalllaHmM CbC CpeAacTBa OT penybanKaHcKkmAa BioaKeT 3a 1edeHne Ha 3abonsaBaHmMA, U3BbH 0b6xBaTa
Ha 3a4b/IXKUTE/IHOTO 3[PaBHO OCUIypsABaHe Ha ocHoBaHMe Hapeaba Ne 34 ot 2005 r. 3a pega 3a
3annauwaHe ot penybsnKaHCKuUA BloaKeT Ha IeYEeHMETO Ha Bb/irapckuTe rpaxaaHu 3a 3abosaBaHus,
M3BbH 06XBaTa Ha 3ab/IXKUTENIHOTO 3A4PpaBHO ocurypsasaHe (B, 6p. 95 ot 2005 r).

Yn. 18. /lekapcTBEHW NPOAYKTM 3a SiedeHMe Ha 3a601aBaHMA M3BbH 06XBaTa Ha 3a4bAKUTENHOTO

3/ paBHO OCUIypABaHe, KOUTO Ce 3annaLwat oT penybanKaHCcKuA 6rogyKeT n ce ocurypasat oT M3 no
pena Ha Hapeaba Ne 34 3a peaa 3a 3anaauwaHe oT penyb/IMKaHCKMA blogKeT Ha IeYEeHMETO Ha
6brapcKkuTe rpaxkaaHu 3a 3abonaBaHMsA, U3BbH 06XBaTa Ha 3a4b/IXKUTENHOTO 34PaBHO OCUTYPABaAHE,
ce NpeAnucBaT Ha peuenTypHa 6aaHKa (npunoxkeHne Ne 8) 3a amby1aTOPHO NeYeHne am Ha
NneKapcteeH AucT (npunoxkeHue Ne 5) 3a ctaumoHapHo 6onHuTe.

Yn. 19. KonnyecTBOTO Ha M3NMUCAHUTE IeKapCTBa MoXKe Aa 6bae 3a cpok Ao 30 AHM C U3KAKOYEHME Ha
Te3n no ua. 11, yninto cpok e 15 aHu.

Yn. 20. (n3m. pgon. B 6p. 34/3006 r.) MpeanucaHMTe NeKapcTBEHN NPOAYKTU MO peda Ha un. 18 ce
BMMUCBAT B MeANLIMHCKATA AOKYMEHTaLUMA.

Yn. 21. PeuenTaTa ce M34aBa B ABa ek3eMnasapa. [NbpBMAT eK3eMNnAp ce CbXpaHABa B aNTeKaTa, a
BTOPUAT - B CYHETOBOACTBOTO Ha CbOTBETHOTO /1Ie4ebHO 3aBeAeHMNe B NPOABb/IKEHME HA 5 roanHuU.

Yn. 22. PeuenTtute no ya. 18 ca BaamaHu 3a CpoK 15 AHKM OT gaTaTa Ha M34aBaHETO UM.

Pasgen IV

MpeanuceaHe Ha NeKapcTBa, 3aniallaHu
HanNb/MHO UAK YacTnyHo oT H30K

Yn. 23. (1) (npeanwer yn. 23, usm. gon. AB 6p. 32/2005 r.) /inuata no yn. 4, pabotewm B fe4ebHm n
34,paBHU 3aBeAEHWA, CKAKOYMAN JOTOBOP C palloHHa 3apaBHoOCUrypuTenHa Kaca (P30OK), moraT ga
npeannceaT IeKapcTBa 3a JIeYeHMEe HaA 34PaBHOOCUTYPEHN NLaA.

(2) (HoBa - gon. B 6p. 32/2005 r.) N3BbH cayyanTe no an. 1 neKapcTBa, 3anaallaHn Hanb/HO UK
yactTuyHo ot H30K, moraT ga ce npeanuceaT OT JIeKapu U CTOMaTo103u, paboTelm B ie4ebHu
3aBefleHuA 3a U3BbHOOMHWYHA MOMOLL, MO Y. 5, an. 1 oT 3aKoHa 3a leyebHUTE 3aBeAeHMA, KOMTO Ca
KbM MUHNCTEPCTBOTO Ha NPaBOCHAMETO.

Yn. 24. (U3m. gon. 74/2002 r.) NlekapcTBEHUTE MPOAYKTU, KOUTO HAMbBHO WM YAaCTUYHO Ce 3annawar
oT H30K, ce npeanuceaT Ha peuenTypHa 6aaHka (npunoxkeHme Ne 9) unum npotokon (npunoxkeHna Ne
10).

Yn. 25. /inuata no un. 23 cbxpaHABAT TPETUA eK3eMNAAp OT peL.enTaTa, Ha KOATO ca NpeanucaHu
JIeKapcTBa, 3an/1allaHy Hanb/HO an YacTnyHo ot H30K, 3a OTYETHOCT 1 KOHTPO.

Yn. 26. (1) vuaTa no ua. 23 Mmat NpaBo Aa U3NUCBAT Ha egHa peuenTypHa 61aHKa 40 Tpu
JIeKapCTBEHM MPOAYKTa U Ha eAuH NPOTOKO - €4MH NEKAPCTBEH NPOAYKT, CBbP3aHW C IeYEHNETO Ha
enHo 3abonnAsaHe.

(2) NpomeHn B NpegnucaHUTe EKAPCTBEHM NPOAYKTU MOXKE A3 NPaBM CaMo JIeKapAaT, Usaan
peuenTaTa, KaTo 3a LienTa ToM A NOAMEHS C HOBaA.

Yn. 27. (1) (Mpeamnwer yn. 27 -u3m. gon. 74/2002 r.) inuata no 4n. 23 umaT npaso Aa U3nucear
NIeKapCTBEHM NPOAYKTH, 32 KonTo H3OK HanbAHO MM YacTMYHO 3anaalla, B CIe4HUTE KOIMYeCTBa:
1. 33 neyeHne Ha OCTPU CbCTOAHMA - IEKAPCTBEHU NPOAYKTU 3@ He noBeYe oT 10 AHu;

2. 33 leYeHne Ha XPOHUYHU 3aD01ABAHMA - TIEKAPCTBEHM NPOAYKTM 3a He noseye oT 30 gHu.

(2) (Hosa - gon. 74/2002 r.) KoraTo fIeKapCTBEHUAT NPOAYKT € B OnakoBKa, HaasuiwaBgalla 30-
OHEBHUSA CPOK Ha SieyeHune, anuaTa no Ya. 23 nocoysat B peuenTypHaTa 61aHKa n ambynatopHua
JIUCT CPOKa, 3a KOMTO ce npeanucea.

Yn. 28. MNpepnucaHnTe EKapCTBEHN NPOAYKTU Ce BNMCBAT B aMbBynaTOPHUA INCT HA NaUMEHTa.

Yn. 29. (1) NvuaTa no ua. 23 ca ANbKHM 43 YBEAOMSAT 34PaBHOOCUTYPEHOTO /IMLLE - PECH. HETOB
poauTen, HaCTOMHUK UAW NoNeYnTen, 3a BUAa Ha NpeannucaHnTe NeKapcTBeHM NPOAYKTH, TAXHOTO
AeNCcTBUE, CTPAHUYHW peaKkLmu, pes U HauMH Ha NpuemaHe, 3a CymaTa, KOATo c/iefBa Aa 3anaaty,



QKO NEeKapCTBEHUAT NPOAYKT ce 3anaawa YyactmyHo ot H30K, KakTo 1 3a TakcaTta 3a npegnucaHue,
KOATO Ce 3arn/alla B anTeKaTa Npu U3nb/HABaHe Ha peLenTarta.

(2) YBegomaBaHeTO Ha 34paBHOOCUIYPEHOTO JIMLLE, PECH. HEFOBUA POANUTES, HACTOMHMKa,
noneynTens, ce yaocToBepsasa C noanvMca My B ambynaTopHMUA JIUCT.

Yn. 30. (1) (MpeamiueH un. 27 -usm. gon. 74/2002 r.) PeuenTtuTe, U3N1caHu No peaa Ha TO3u pasaen,
MMaT CPOK Ha Ba/IMAHOCT A0 7 KaNeH4apHWU AHW, a NPOTOKONTE - 0 6 Mecel,a CYUTAHO OT gaTaTa Ha
nsgaBaHe.

(2) (Hosa - gon. 74/2002 r.) Mpwu ocTpu 3abonaBaHMUA MLAETa MO Y. 23 3a4b/IKUTENHO YKa3BaT CPOKa
Ha Ba/IMAHOCT Ha peLenTara.

lhnaBa YyeTBbpPTa
OTNYCKAHE HA NEKAPCTBEHU MPOAYKTU

Pasgen |
MpremaHe n n3NbaAHEHNE Ha IeKapCTBEHUTE
npegnucaHns

Yn. 31. Npu npremaHeTo Ha peuenTuTe U IeKapcTBeHNTE IMcToBe papMaLLeBTbT Ce 334 b/IXKaBa Aa:
1. npoBepsABa fanun ca CNnaseHn N3MCKBAHMATA Ha F/1aBW BTOpaA U TpeTa;

2. (n3m. gon. B 6p. 32/2005 r.) ocToiHOCTABa NpeanucaHuTe NeKapcTBEHM NPOAYKTU U ce
noAnucea; cnomaraTesIHUTe MmaTepmasm U ONAaKOBKUTE, KOUTO Ce M3NOA3BaT NPU NPUTOTBAHETO Ha
eKCTEeMNOopPAHUTE IeKapcTBEHN GOPMM B aNTEKMTe, Ce BMUCBAT MO BUA, U KOJIMYECTBO U Ce
OCTOMHOCTABAT cbracHo Hapepbata 3a npasuaaTta 3a 06pasyBaHe 1 perncTpmpaHe Ha LeHU Ha
JIEKapCTBEHUTE NPOAYKTM Npu Npogaxkbata um Ha apebHo, npueta c MoctaHoBneHMe Ne 257 Ha
MuHucTepckma cbeeT ot 2004 1. (OB, 6p. 87 o1 2004 r.)

Yn. 32. (1) B anTekaTa 3a4b/IKUTENTHO CE CbXPAHABA B NPOAB/IKEHUE HA e4Ha rognHa UHbopMaums
3a:

1. npuetuTe N U3NBAHEHUTE peLenTy;

2. NoNy4YeHUTe NeKapCcTBEHU NPOAYKTM NO NapTUAM.

(2) Ha ropba Ha BcaKa peuenTta dpapmaLeBTbT NOCTaBA NeyaT, KOWTO CbAbpKa:

1. Homepa 1 gaTaTa Ha pa3pelleHNeTo 3a OTKPUBAHE Ha anTeKaTa;

2. HoMepa 1 AaTaTa Ha NpuemaHe Ha peuenTaTa;

3. NoANUC Ha U3MbAHUAMA NPeanUCcaHNeTo;

4. noAnuc Ha OTNYCHANMA IeKapCcTBEHUTE MPOAYKTH.

Yn. 33. B anTekuTe peuentuTe ce U3NbAHABAT NPUOPUTETHO NO CAeSHUA pea;:

1. peuenTu c ykasaHue “umto", “umtncumo” nnm “ctatum” ce M3NbAHABAT HE3abaBHO, KAaTO BbPXY TAX
ce 0oT6e1A3Ba YacbT Ha NOCTLNBAHETO B aNTEKaTa U Ha U3MbBAHEHNETO UM;

2. peuenTtn 3a geua 40 14 roguHu;

3. BCMYKM OCTaHaNAN peuenTm ce U3NbAHABAT NO peaa Ha NOCTbNBAHETO UM.

Yn. 34. (1) Npu oTNyckaHe Ha NpeAnMCaHKN IeKapCTBEHM NPOAYKTU ce cna3Ba CNeaHuAT pea;

1. KOraTo NeKapCcTBEHUAT NPOAYKT e NpeanucaH Ypes MeXAyHapoaHO HEeMAaTeHTHO Nan
dbapmaKonenHo HaMMeHOBAHME Ha IEKAPCTBEHOTO BELLECTBO, CE OTMNYCKA IEKAPCTBEH NPOAYKT,
npou3BeseH M paspelleH 3a ynoTpeba B CTpaHaTa, KOMTO CbAbpPXKa NPesNUCaHOTO IEKAPCTBEHO
BELLLECTBO, KAaTO 334 b/IKMTENHO Ce Ccna3BaT NpeAnucaHaTa IekapcTBeHa Gopma U KOAMYECTBO B
[,030Ba eANHULa;

2. KOraTo NeKapCTBEHMAT NPOAYKT € npeanucaH NoA, TbproBCKO HAaMMEHOBaHMe, ce OTMNYCKa TOYHO
npeanucaHnAT NPOAYKT.

(2) KoraTto anTeKaTta He pasnonara c npeanucaHuns NeKapcTBeH NPOAYKT, GapMaLLEeBTbT € J/IbKEH A3
roO OCUTypm B CPOK A0 24 yaca. B T03u cnyyait AaTaTa M 4acbT Ha NOCTbMNBAHETO Ha peLenTaTa ce
0Tpas3ABaT BbpXY HeA.



(3) Bbpxy OKOHYaTENHUTE OMAKOBKM Ha IEKAPCTBEHUTE MPOAYKTU, OTMYCKaHM NO PeuenTu, B anTekaTta
ce NOoCTaBA eTUKET, KOWTO CbAbpKa:

. HOMep 1 AaTa Ha U3JaAeHOTO paspelleHne 3a OTKPUBaHe Ha anTekarTa;

. Homepa 1 gaTaTa Ha NpuemaHe Ha peuenTaTa;

. HAYMH Ha ynoTpeba Ha NeKapCcTBEHMA NPOAYKT;

. MOKA3aHuA, CPOK Ha rOAHOCT, HAYNH HA CbXpaHEHWUE;

. AaTa Ha NPUTOTBAHETO - 33 eKCTeMNopanHuTe popmu;

. UMe M Bb3pacT Ha BoNHuUS.

Yn. 35. (1) Chen oTNycKaHETO Ha NpeanMCcaHNTe NeKapCTBEHW NPOAYKTM peLenTaTa ce Bpblua Ha
npuHocuTens |.

(2) B anTeknTe Ha nevyebHUTe 3aBeeHMA 3a HONHMYHA NOMOLL, MOCOYEHU B NpunoKeHme Ne 1 Ha
HapenbaTa 3a peaa 3a npegnuceaHe v NosyvyaBaHe Ha NEKAPCTBA 33 CKbMNOCTPYBALLO IEYEHWE,
3annalaHmn oT penybInMKaHCKMA BIOAKET, ce 3a4bprKa eAMHUAT eK3eMNAAP Ha peuenTaTa, KOWUTO ce
CbXpaHABa B NPOABLJ/IKEHME Ha 5 roanHu.

(3) B anTekaTa ce 3agbpKaT U peuenTuTe, Kouto ce usnnawat oT H30K, peuenTty, nognexKalm Ha
KOHTpoA no 3KHBI, nam Ha KOUTO e U3NMcaH NeKapCcTBEH NPOAYKT 3a e4HOKPATHO OTNyCcKaHe. Mpun
NMOUCKBaHe OT NpuHocuTensa GapmauesTbT U34aBa KOMMe Ha 3a4bprKaHaTa B anTekaTa peuenTa.

Yn. 36. MNpu oTnycKkaHe Ha siekapcTBa GapmMaueBTbT € ANbXKEH Aa NpefocTaBn MHPopMaLma 1 CbBETH
Ha NauMeHTUTE, U3PA3EHU ACHO, Ha e3UK, IeCeH 3a Bb3NpMeMaHe, OTHOCHO 6€30MacHOTO U
edeKTUBHOTO NPMEMAHE M U3MOA3BAHE HA NEKAPCTBEHUTE NPOLAYKTU.

Yn. 37. (1) NpeanucaHmsa, KOUTO He OTrOBaPAT Ha U3UCKBAHUATA NO r/1aBu BTOPa U TPeTa, He ce
N3NbJIHABAT.

(2) Mpn Bb3HUKHANO CbMHEHME OTHOCHO NPeANMCaHOTO B pelenTata GapmMaleBTbT e ANbMKEH, Npeau
03 OTNyCHe NeKapcTBeHMA NPOAYKT, Aa Ce KOHCYATUPA C Npeanucanva peuentaTa Jekap.

Yn. 38. (1) He ce oTnycKaT NeKapCTBEHM NPOAYKTM NO KOMME Ha OPUIMHa/IHA peLenTa OCBEH B
cnyvyauTe, KOrato e otbenA3aHo, Ye NEKAPCTBEHMAT NPOAYKT € 33 MHOTOKPATHO OTMYCKaHe.

(2) CpoK®bT Ha BaIMAHOCT Ha peuenTuTe ce oTbena3Ba BbPXy CamuTe TAX.

Yn. 39. (1) Npean oTnyckaHe Ha NeKapCcTBEHM NPOAYKTM b6e3 pelenTta papmaLeBTbT ce MHPopMUpPa
3a 3a60/1ABaHMATA Ha NaLUMeHTa, KaKTo U 32 BUAOBETE JIEKAPCTBEHM NPOAYKTU, KOUTO TOM Npruema B
MOMeHTa, GapMaLLeBTbT 334b/IKUTENHO AaBa TOYHM M NOAPOOHM YKa3aHMA 33 HAUMHa Ha ynoTpeba,
YCNOBMATA 3@ CbXPaHEHME B LOMALLHA 0OCTaHOBKA, HEXKENaHUTE IEKAPCTBEHW peaKkLMn U BAUAHUETO
Ha HAKOM GaKTopW NPU NPUEMAHETO HA TE3UN NEKAPCTBEHM NPOAYKTU.

(2) NekapcTBeHUTE NPOAYKTM NO an. 1 He ce OTNYCKAT HA MasIoAETHU ANLa.

AU, WN

Pasgen Il
OTnycKaHe Ha NeKapCTBEHM NPOAYKTU, CbAbPKALLM HAPKOTUYHM BELEeCTBa

Yn. 40. (1) NNekapCTBEHM NPOAYKTH, CbAbPHKALLM HAPKOTUYHU BELLECTBA, NPeAnucaHm Nno pesa Ha
rnasa Tpeta, pasgen ll, ce oTnyckaT B anTeKku, KOUTO:

1. ca nony4Ynan nnLeH3nA 3a TbProsma Ha ApPebHO U CbXpaHABAHE HA HAPKOTUYHM BeLLecTBa No peaa
Ha 3KHBIT;

2. ce HamupaT Ha TepuTopMATa Ha obLWMHATa NO MecToM3aBaHe Ha peLenTaTa.

(2) KoraTo He e Hanuue U3NCKBAHETO Mo an. 1, T. 2, Te3un IeKapCTBEHM NPOAYKTU Ce OTMYCKAT B Halt-
6/11M3KaTa anTeKka Ha TepUTOpPMATA Ha 061aCTTa, NOCOYEHA OT MHCNEKTOPA NO HAPKOTUYHMTE BELLECTBA
Kbm PL3.

Yn. 41. (1) Npu npuemaHe Ha peLenTUTE U IEKapCTBEHUTE INCTOBE GapMaLLeBTbT 334 b/IKUTENHO
npoBepABa Aa/iv Ca CMa3eHM U3UCKBAHWUATA 3a NpeanMCcBaHe Ha J1IeKapCTBEHU NPOAYKTU, CbAbPIKALLN
HapPKOTMYHU BELLECTBA, U Ha MbpPBUA ek3emnasap otbensssa TpUTe UMEHA U JaHHUTE OT AOKYMEHTA
33 CaMONIMYHOCT Ha NPUHOCUTENA HA peLenTaTa.

(2) NbpBMAT ek3eMnAsAp OT peuenTaTa ce 3a4bprKa B anTeKaTa. PeLentuTe ce noapexaat B
XPOHONOMMYEH pes 1 ce CbXPaHABAT B CPOK eflHa rogmMHa, KaTo ce NpefoCTaBAT Ha KOHTPOHUTE
OopraHu Npu Nposepka.



(3) B cnyyauTe, Korato IeKapCcTBEHUAT NPOAYKT ce 3annalua ot H30K, Ha Bcsko 15-0 naum 30-0 umcno
Ha meceua BTOPMAT eK3emMnaAp Ha peuenTtaTa ce npegasa Ha P30K 3a OTYETHOCT M KOHTPO.

(4) B cnyyauTe, KOrato IeKapcTBEHUAT NPOAYKT He ce 3annauwa oT H30K, BTOpUAT eksemnasp ce
M3npawia Ha MHCNEeKTOpa NO HAapKoTMYHUTE BewecTea B PL3 B cpok Ao 10 gHu cnepq Kpasa Ha BCEKMU
meceu,

Yn. 42. (1) B anTekuTe Ha neyebHUTe 3aBeAeHUNA CbC CTalMOHap c/ief U3Nb/HEHME Ha
npeanucaHnaTa No NeKapcTBEHMA AUCT papMaLLeBTHLT 3a4bpKa BTOPUA €K3eMNAAP OT JIEKAapPCTBEHMA
JINCT, KaTO ro CbXpaHABa B aNTeKaTa 3a CPOK eHa rogMHa 1 e ANbXKEH [a ro npeacTaBu Ha
KOHTPOJIHUTE OpraHu Npu NpoBepKa.

(2) Cnep u3TMuaHe Ha cpoKa Mo an. 1 nekapcTBeHUTE IUCTOBE Ce NpeaaBaT C NPUEMHO-NpeaaBaTeeH
NPOTOKO/ Ha MHCcNeKTopuTe B PLL3, KOMTO rn cbXxpaHABaT 3a CpoK 10 roamHm.

Yn. 43. (1) PeuentuTe, NO KOMTO Ca OTMYCHATWU IEKAPCTBEHM NPOAYKTU, CbAbPKaLLM HAPKOTUYHU
BeLLeCTBa, Ce 3a4bpPXKaT B aNTeKaTa U ce CbXPaHABAT 3a CPOK egHa rognHa.

(2) Cnep u3TMuaHe Ha cpoKa no an. 1 peuentuTe ce npeaasat C NPUEMHO-NPeAaBaTeleH NPOTOKO
Ha nHcnekTopuTte B PLL3, KOUTO rn cbXxpaHABaT 3a cpok 10 roanHu.

Yn. 44. 3abpaHnaBa ce OTNyCKaHe Ha JIEKapCTBEHM MPOAYKTU MO peuenTa Uan NeKapCTBEH JIUCT,
npeanucaHun npegm noseye ot 7 AHW, C U3KAOYEHME HA Te3n, NpeanmMcaHn No peaa Ha un. 22.

Yn. 45. (1) 3abpaHsBa ce OTNyCKaHe Ha IeKapCTBEHU NPOAYKTU, CbAbPMKaLM HAPKOTUYHU BELLLECTBA,
oT npunoxKeHua N2 2 n 3 kbom un. 3, an. 2 3KHBI B Konn4vecTsa, pasIMYHK OT NpeanmcaHuTe.

(2) Npw ycTaHOBABAaHE Ha HECHLOTBETCTBUSA B NPEANMCAHMETO U MAKCMMAJTHO AOMNYCTUMATA 4033
¢$apmMaLeBTHT B aNTeKaTa € AJbXKEH [a Ce KOHCYATUPa C NpeAnucanns peuenTtaTa Jekap.

(3) Npu HEBB3MOKHOCT 33 U3MbJIHEHWE Ha NPEeANMCAHUETO C/ied KOHCYATaumMATa No an. 2 peuenTarta
ce BpPbLLA HA NeKapA 3a aHyAnpaHe.

Yn. 46. 3abpaHnaBa ce OTNYCKaHe Ha NeKapCTBEHM NPOAYKTU NO peada Ha To3u pasaes, KoraTo
NPUHOCUTENAT Ha peLenTaTta e noa 18 roanHu.

Pazpen Il
OTnycKkaHe Ha IeKapCTBEHU NPOAYKTHU, 3anaLwaHN HaNbAHO OT M3 1 NMBAHO AN YaCTUYHO
ot H30K

Yn. 47. (1) OTnycKaHeTo Ha NeKapCTBEHM NPOAYKTH, NpeanucaHn No pega Ha rnasa Tpeta, pasgen i,
Ce M3BbPLLUBA OT anTekun Ha nevebHM 3aBeeHnA 3a 60IHMYHA NOMOLL, MOCOYEHU B NpunoxKeHme Ne 1
Ha HapepbaTa 3a pesa 3a npeanuceaHe v NoJlyvyaBaHe Ha IEKAPCTBA 33 CKbMNOCTPYBALLO IEYEHWE,
3annaLaHm oT penybMKaHCKMA BroasKer.

(2) (Hosa - mon. 1B 6p. 82/2003 r.) Korato NnpMHOCUTENAT Ha peLenTaTa e nLe, PasIMyHo OT IULETO
noun.7,an. 1, 1.6, Ha rbpba Ha NbpBMA eK3eMNAAP HA peLenTaTa ce oTbenassat TpUTe My UMeHa U
AaHHWUTE OT AOKYMEHTa 32 CaMOJIMYHOCT.

(2) (NpeaunwHa an. 2 -usm. gon. [B 6p. 82/2003 r.) OTNycKaHETO Ha IeKapCTBEHU NPOAYKTH,
npeanucaHun No pea Ha rnasa TpeTa, pasgen IV, ce M3BBLPLIBA OT anTeKu, cKaounnm gorosop ¢ P3OK.
Yn. 48. Peuentnte n NpOTOKONIUTE HE CE U3MbJHABAT M Ce BPbLUAT HA NPUHOCUTENA UM, KOTaTo:

1. peuenTtypHaTta 6/1aHKa He CbabPKA U3LANO NONBAHEHWN BCUYKN AaHHW;

2. CPOKBT Ha BaZIMAHOCT € U3TEKDBJ;

3. NpeAnncaHOTO IEKAPCTBO HE Ce 3annala HambAHO MAK YacTnyHo oT H30K;

4. ca gONyCHaTK rpeLlKn U HECHOTBETCTBMA NPU NOMNBbBAHE HA BAaHKuUTe.

Yn. 49. dapmaueBTbT, OTNYCKALL IeKapCcTBATa, HAMA NPABO Aa HaHAcA NOMPaBKU BbpXY
peuenTypHaTta 61aHKa. MNpn 4ONYCHATU FPELLKM U ABHM HECHOTBETCTBUSA PELLENTATA HE Ce U3Mb/HABA
M ce BPbLUA Ha NpUHOCUTENSA.

Paspen IV
OTnycKkaHe Ha IeKapCTBEHN NPOAYKTU B 1eyebHM 3aBeeHMA CbC CTaLunoHap

Yn. 50. (1) NekapcTBeHMTE NPOAYKTM 3a NexKallo 60HUTE ce OTNycKaT OT 60NHMYHATa anTeKa.



(2) (M3m. mon. AAB 6p. 32/2005 r.) KoraTo fie4ebHO 3aBeaeHMe CbC CTaLMOHAP HAMA anTeka,
JIEKAPCTBEHUAT JINCT CE M3MbJIHABA Ype3 Hal-6/1M3KaTa anTeKa Ha 1e4ebHOTO 3aBeeHUe CbC
cTaumoHap. MNpu cnewHn cnyyam ce ocurypsasa cHabaaBaHe ¢ HEOBX0AUMMSA NeKapCTBEH NPOAYKT BbB
Bb3MOXHO Hali-KpaTbK CPOK. 3a LieHoobpa3yBaHETO Ha JIeKapCTBEHUTE NPOAYKTU ce cna3saT
ycnoBusATa Ha Hapea6ata 3a npasBuaaTta 3a obpasyBaHe U permcTpMpaHe Ha LieHW Ha IeKapCcTBeHUTe
NpPoAYyKTM Npu npogaxkbata UM Ha apebHo.

Yn. 51. (1) NekapcTBeHUTEe NPOAYKTU MO NEKAPCTBEHU INCTOBE Ce OTMYCKAT MOOTAENHO 33 BCEKU
NaLWeHT, KaTo BCEKWN BUJ NEKAPCTBEH NPOAYKT Ce OTMYCKa B OTAe/1IHa OMaKOBKa, BbPXy KOATO ce
oT6e1A3BaT UMETO U Bb3PacTTa Ha 6O/HMA, HOMEPDHT Ha CTasATa, Ier1I0TO U NpeanucaHaTa Ao3a.

(2) KoraTo nekapcTBeHMAT NPOAYKT Ce OTMYCKa B ONaKoBKa, pa3/InyHa OT OKOHYaTe/IHaTa, OCBEH
AaHHWUTe no an. 1 ce oT6enas3BaT U BCMYKM AaHHW OT OKOHYaTe/IHaTa OMaKoBKa Ha Npou3BoAMTENS.
(3) Cnep u3nbnHeHUe Ha NpeanncaHMATa No NeKapcTBeHMA UCT dapMaLeBTbT Npesasa NbpBus
eK3eMniAp OT Hero B CY4ETOBOACTBOTO Ha /1e4ebHOTO 3aBefeHMe, BTOPUA EK3EMNNIAP OCTaBA B
anTekaTa Ha fle4ebHOTO 3aBeaeHMe, a TPETMA NpeaaBa B OTAE/NEHUETO 3ae4HO C IEKapPCTBEHUTE
NPOAYKTM 33 MOCOYEHUA NALMNEHT.

FnaBa neTa

OTMEYATBAHE, PA3SNPEAENAHE M KOHTPOJ/1 HA CNEUMANHUTE PELENTYPHU B/TAHKU 3A
YNOMBALLM MU NCUXOTPOMHW BELLLECTBA W 3A PELLENTYPHWUTE B/IAHKM, HA KOUTO CE U3MUCBAT
CKbNOCTPYBALLUW NEKAPCTBA. 3AMNJTALLAHU OT PEMYB/IMKAHCKNA BIOJMET

Yn. 52. MMHUCTEPCTBOTO Ha 34paBeona3BaHETO OPraHNU3npa n KOHTPOAMPA OTNEeYaTBAHETO U
pa3npenenaHeTo Ha cneunanHuTe peLenTypHM 61aHKM 3a OTNYCKaHe HA YNOMBALLM U NCUXOTPOMHMU
BELLLECTBA M peLenTypHUTE 61aHKM, HA KOUTO CE M3MUCBAT CKbNOCTPYBALLM IeKapCTBa, 3annawaHn ot
penybanKaHCKns broaxKeT.

Yn. 53. MMHUCTEPCTBOTO Ha 34paBeoNa3sBaHETO eXero4Ho B CPOK Ao 1 centemBpu 0baBaBa U
npoBeXAa KOHKYPC 3a OTneYyaTBaHe Ha cneunantHm peuentypHu 61aHKKM 3@ yNoBaLLy N NCUXOTPOMHU
BELLECTBa M peuenTypHa 6/1aHKa cbraacHo npuaoxeHue Neo 8.

Yn. 54. (1) OTneyataHuTe peuenTypHM BNaHKKU ce NpeaocTaBAT OT U3MbJAHUTENSA HA NopbYKaTa B PLL3
B KO/IMYECTBA NO NpeaBapuUTeNHO HanpaBeHa 3adaBKa.

(2) PeuenTypHMTE 61aHKM 32 YNOMBALLM U NCUXOTPOMHU BELLECTBA U peLenTypHUTe 61aHKKU, HA KOUTO
Ce M3MMUCBAT CKbNOCTPYBALLM NEKAPCTBA, 3aniallaHn oT penybanKaHcKua 6oaKeT, ce npuemat ot
MHCMEKTOPa NO HaPKOTUUYHWUTE BELLECTBA M Ce CbCTaBA MPOTOKO/ B A,Ba €K3eMNIAPa, KOUTO CbAbPIKA
cnefHUTe AaHHMU:

1 .Tpute meHa, EMH n gaHHM OT AOKYMEHTa 3a CaAaMOJIMYHOCT Ha NpuemMallma 1 NnpesasalLus;

2. bpoit Ha peuenTypHUTe 61aHKN M BpoM Ha KoYaHUTe (KapHeTUTe), B KOMTO ca 0hOpPMEHM
6naHKuTe;

3. cepwAa, HaYaNeH M KpaeH HOMepP Ha KoYaHa (KapHeTaTa).

(3) NpoTokonUTeE ce NoANMCBaAT OT NpMeMaLLMA M NpeaaBallua U ce NOCTass neyat Ha PLL3.

Yn. 55. (1) MUHCneKTopuTe No HapKOTUYHKUTE BelllecTBa KbM PLI3 npeaocTaBAT 61aHKUTe Ha AnuaTta no
yn. 5 cpewy noanmc.

(2) NonyueHUTe BNaHKK Ce CbXPAHABAT IMYHO OT JIEKAPA U He ce NPeoTCTbNBaAT.

Yn. 56. MHcnekTopute Kbm PLL3 oTUMTAT NonydYeHUTe cneumanHmn peuentypHu 61aHKK, KaTo BogAaAT
perncTobp, B KOMTO ce BNUCBAT:

1. TpMUTE MMEHa Ha NeKapsa N PerncTpaLMoHHUAT My HOMepP CbraacHo permcrbpa B PLL3;

2. 6poAT HA NONyYEHUTE KOYaHM (KapHEeTU) U BpoAT Ha peLenTuTe B TAX;

3. cepuATa, NbPBUAT U NOCNEAHUAT HOMEP OT KOYaHa € peLenTypHU B1aHKu;

4. pataTta Ha Nosly4yaBaHe U Ha NpeAaBaHe Ha peuenTypHUTe BaaHKMW.

Yn.57. (1) 3a ycTaHOBEHU NIMNCU Ha peuenTypHU BNaHKM 33 ynomBaLm 1 NCUXOTPOMHM BELLECTBa
He3abaBHO ce yBEAOMA BaT CbOTBETHOTO PAaliOHHO MNOAULENCKO YNpaBAeHMEe U MHCNEKTopa Mo Y. 17
3KHBI1, KaTo ce noco4YBaT cepuATa U HOMEPBHT UM.



(2) B cpok 24 yaca oT yBeAOMABAHETO NO an. 1 MHCNEKTOPbT U3Npalla NMCMEH CUTHaN Ao
HaunoHanHaTta cny»kb6a no HapKoTUUmMTe, KOATO 06ABABA 32 HEBA/IMAHWU pPeLenTypHUTE BNaHKK C
NOCOYEHUTE CEPUM N HOMEPA.

OOMNBIHUTENNHA PASNOPEABA

§ 1. Mo cmucbna Ha Tasn Hapeaba:

1. “Kog Ha H3OK" o3HavaBa 6yKkBeHO-LMPPOB KOA, YNATO NbpBa OyKBa OTroBapsA Ha MbPBO HMBO Ha
AHaToMo-TepaneBTUYHaTa KnacuduKkaums Ha C30, Bb3npueTta B Penybvka bbarapums.

2. “BannaHoCT Ha peLenTaTa" 03Ha4YyaBa CPOKa, 32 KOWTO TA MOXe Aa 6bae n3nbaHeHa B anTeKaTa.
3. “KoinuecTBo NeKapCcTBEHO BELLECTBO B 4030Ba eANHULA" Ha 1EKAPCTBEHMA NPOAYKT €
CbAbP*KaHMETO Ha JIEKAPCTBEHOTO BELLECTBO, M3PA3EHO KOJIMYECTBEHO 33 e4Ha A030Ba eAMHMLA
(TabneTka, Kancysia) UAuM 3a eauHMLA Maca UAKM 0b6em B 3aBUCMMOCT OT SIeKapcTBeHaTa popma.

3AK/TIOYUTENHW PA3MOPEABU

§ 2. KOHTpo/IbT N0 M3Nb/IHEHME Ha HapeabaTa ce ocblLecTBsiBa OT MUHUCTEPCTBOTO Ha
34paBeonasBaHeTo, HauMoHanHata cnyxkba no Hapkotuumte, H30K, PL3 1 M3nbaHuTeNHaTa areHumn
no nekapcreara.

§ 3. MuHUCTepCcTBOTO Ha 3apaseonassaHeTo U H30K KoHTpoanpaT oTnevyaTBaHeTo,
pa3npeneneHneTo n OTYUTAHETO Ha peLenTypHUTE BaaHKu.

§ 4. Tasn Hapepba ce n3gaBa HA OCHOBaHMe Y. 67 OT 3aKOHA 33 NeKapcTBaTa M aNTeKUTe B
XYMaHHaTa megmumHa u y4n. 60 ot 3aKoHa 32 KOHTPO/1 BbPXY HAPKOTUYHUTE BELLECTBA U
npekypcopute n otmeHa Hapegba Ne 30 ot 1995 r. 3a ycnosusaTa 1 peaa 3a NnpeanunucsaHe u
OTMNyCKaHe Ha neKkapcTBeHu cpeactsa (06H., B, 6p. 76 oT 1995 r.; u3m., 6p. 26 ot 1998 r.).



