HAPEJIGA Ne 28 OT 31 MAT 2001 I'. 3A YCJIOBUATA U PEJIA, TP KOUTO
JIEHEBHU 3ABEJIEHU S, B KOUTO HAMA AIITEKA, MOT'AT JTA
3AKYHYBAT, CbXPAHABAT U OTIIYCKAT JIEKAPCTBEHU IIPOAYKTHN,
CbADBPKAIIIN HAPKOTUYHU BEHIECTBA, HEOBXOJANMMH 3A CIIEIIIHA
nomMmoui GAIrJ1. u3M. - B, bP. 37 OT 2013 T'.)

H30a0ena om munucmvpa Ha 30paseonaz8anemo

O6n. /IB. 6p.54 om 15 FOnu 20012., uzm. /IB. op.37 om 19 Anpun 2013e.

Un. 1. (1) (U3m. - IB, Op. 37 ot 2013 r.) C Ta3u Hapenda ce ONpeAesarT yCIOBHUSITA U PEIbT,
IpH KOUTO JIeYeOHUTE 3aBEJICHHS, B KOMTO HSIMa OTKPUTA anTeKa, MOTaT Jia 3aKyllyBaT, ChbXpaHSBaT U
OTHycKatr Oe3 JIMIIeH3UsT HApKOTUYHH BemiecTBa oT mpuioxkeHus Ne 2 u 3 ot Hapenbara 3a pena 3a
KJacupUIMpaHe Ha pacTeHHUsTa U BELIeCTBaTa Karo HApKOTHYHH, npueta ¢ [locranoBnenue Ne 293 na
Munuctepckusa cber ot 2011 r. (B, 6p. 87 ot 2011 r.) B KonuuecTBa, HEOOXOAUMH 3a CIIEIIHA
MTOMOTII.

(2) Hapenbara ce mpuiara OTHOCHO JIeYeOHHUTE 3aBEACHUS 3a W3BBHOOJHHWYHA MOMOII, C
M3KJTIOYEHUE Ha Te3| 1Mo WiI. 8, aj. 1, T. 3 ot 3akoHa 3a neyeOnute 3aBenenus (3J13).

Un. 2. (1) deitnoctuTe mo wi. 1, an. 1 moraT J1a ce U3BbPIIBAT caMO C HAPKOTHYHHU BEIIECTBA
nox opmara Ha JEKapCTBEHH MPOTYKTH.

(2) (M3m. - JIB, Op. 37 ot 2013 r.) JlekapcTBeHHTE TPOIYKTH 1O ajl. 1 ca ompenencHu B
Hapen6a Ne 25 ot 1999 1. 3a oka3BaHe Ha crienrHa MmeauiimHcka momo (/IB, 6p. 98 ot 1999 r.).

Un. 3. (U3m. - IB, 6p. 37 ot 2013 r.) JleueOHure 3aBeaeHus mo 4i. 1, am. 2 3aKymyBar
JICKApCTBEHH MPOAYKTH, HEOOXOJAUMH 3a CIEIIHA MTOMOIII, OT ThProBell Ha €po C JIEKApCTBa, TOITYIHIT
JUICH3WsT N0 peaa Ha wi. 32, an. | or 3akoHa 3a KOHTPOJ BBbPXY HAPKOTUYHUTE BEIIECTBA WU
MIPEKYPCOPUTE.

Un. 4. (1) JlekapcTBeHUTE MPOAYKTH 10 4. 2, ai. 1 ce 3aKynmyBaT ChC CHEIUATHU (GOPMYIIApU
ChIJIACHO M3HCKBaHUATA Ha Wwi. 9 oT Hapen6a Ne 21 ot 2000 r. 3a u3uCKBaHUATA KbM JTOKYMEHTAIUATA U
OTUETHOCTTA IPU U3BBPIIBAHE Ha IEHHOCTH C HAPKOTUYHH BEIlIeCTBA U TeXHUTE mpenapatu (B, 6p. 86
ot 2000 1.).

(2) B cnenuanuus ¢opmyssp ce 3amucBaT: HAMMEHOBAaHMETO HA JICUEOHOTO 3aBEACHHE MO YL
1, an. 2, ceganumieTo W aapechT My Ha YIpaBlieHHWE, HOMEPHT HA YAOCTOBEPEHUETO 3a PErUCTpallus,
nosyueHo mo pena Ha 4i. 40 3JI3, garata Ha mopbukaTa, HANMEHOBAHUETO HA JIEKAPCTBEHUS MPOJIYKT,
BUIIBT HA JIEKapcTBeHaTa (hopMa, OpOST Ha EAMHUYHUTE OMAKOBKU U KOJIMYECTBOTO, KOETO CE€ ChIbpPKa B
€JHa OMAaKOBKa U J103a.

(3) (Uzm. - B, 6p. 37 ot 2013 r.) JleueOHuTe 3aBemeHHs Mo wi. 1, am. 2 3aKymyBaT
crienranHuTe GOpMyIsIpU OT PErHOHATHUTE 3JpaBHU UHCIEKIIUU.

Un. 5. (1) JlekapcTBeHUTE MPOAYKTH MO Wi. 2, al. 1 ce ChbXpaHABAT B MIKa(d ChC CEKPETHO
3aKJIFOUBAHE B JIEKAPCKUS KaOMHET.
(2) (M3m. - [IB, 6p. 37 ot 2013 r.) [Ipu ochliecTBsBaHE Ha CIENIHA TOMOII U3BHH JIEUeOHUTE



3aBeJIeHUs 10 Wi 1, aj. 2 JeKapCTBEHHUTE MPOIYKTH Ce ChXPAHSABAT B JIEKAPCKA YaHTA.
(3) Jleuebuure 3aBeneHus o wi. 1, an. 2 chbXpaHsABaT JIGKAPCTBEHU MPOAYKTH B KOJIUYECTBA,
HEOOX0JMMU 3a OKa3BaHE Ha CIIEIIHA ITOMOIIL, 32 IEPHOJ HE MO-AbIbI OT 15 qHu.

Un. 6. (1) Jlekapure oT JsieyeOHUTE 3aBeleHUS MO 4. 1, aj. 2 OTHycKaT W Ipuiarat
JIEKapCTBEHHUTE MPOAYKTH HA IMallMEHTa B MOMEHTA Ha OKa3BaHE Ha CIEIIHATA TOMOII.

(2) (M3m. - B, Op. 37 or 2013 r.) OTnycHaTUTE KOJIMYECTBA JIEKAPCTBEHU IMPOIYKTU CE
BIIMCBAT B aMOYJIATOPHHMSI JIMCT Ha MAIEHTA.

Un. 7. (1) (U3m. - B, 6p. 37 ot 2013 r.) B neuebnuTe 3aBenenus no wi. 1, an. 2 ce Boau
PETHCTBD 3a 3aKyNEHUTE, OTIYCHATHTE U HATMYHUTE KOJMYECTBA JICKAPCTBEHU TPOIYKTH, ChIbPIKAIIN
HApKOTHYHU BEIECTBA 3a CIIEIIHA TIOMOII, KOHTO ce 3aBepsiBa OT HHCIIEKTOPA M0 HAPKOTUYHU BEIIECTBA
OT CHOTBETHATA PETUOHAJIHA 3/[paBHA HHCIIEKITHSI.

(2) PeructoppbT chabpika:

1. mopesieH HOMeEp U J1aTa Ha ONePaIHITa;

2. mata ¥ HOMEp Ha crenHaHug GopMysIsip 1o 4. 4, ai. 1;

3. HaMMEHOBaHKE Ha JICKAPCTBEHUS IPOAYKT, ChIbPIKAI HAPKOTUIHHU BEIICCTBA,

4. uMe U azipec Ha MPOJaBaya;

5. IMe U aJpec Ha MaIeHTa, Ha KOWTO € TPUIIOKEH;

6. KOJMYECTBO HA 3aKYNCHUTE W TPUIOKEHUTE JIEKAPCTBEHH MPOIYKTH, ChIbPIKAIIN
HAapKOTHYHH BEILIECTBA;

7. HaJM4YHU KOJIMYECTBA B Kpasi HA OTepaIusTa;

8. TOKYMEHT, C KOMTO ca 3aKyIleH! JIEKApCTBEHHUTE MPOAYKTH OT Thprosera Ha eapo (pakrypa);

9. HempeBUIEHHU Pa3X0IU WK 3aryOH.

Un. 8. Jlekapute oT jiedeOHUTE 3aBECHUS 1O WI. 1, aj. 2 HOCAT OTTOBOPHOCT 3a MPABUITHOTO
ChXpaHsBaHE, OTIYCKaHEe W TpHJIaraHe Ha JICKapCTBEHUTE IMPOJYKTH, HEOOXOJMMH 3a OKa3BaHE Ha
CIIEIIHa [TOMOILI.

3aKJII0YMTETHU pa3nopeadu

[Taparpad emunctBeH. Ta3u Hapenba ce m3IaBa Ha OCHOBaHHE Wi. 56 OT 3aKOHA 3a KOHTPOII
BbPXY HAPKOTHUYHHUTE BEIIECTBA U IPEKYPCOPHUTE.



