IMMOCTAHOBJIEHHE Ne 73 OT 30 MAPT 2009 T'. 3A W3MEHEHUE
1 TOMbJIHEHUE HA YCTPOMCTBEHUSA MPABUJIHUK HA
MUHUCTEPCTBOTO HA 3JIPABEONA3BAHETO, IPUET C
IMMOCTAHOBJIEHUE Ne 43 HA MUHUCTEPCKHUSA CBBET OT

2006 . (JIB, BP. 22 OT 2006 T.)

O6wn. /[B. 6p.26 om 7 Anpun 2009e.

MUHUCTEPCKUAT CbBET
ITIOCTAHOBMU:

§ 1. Bum. 14, an. 1 yuciooro "16" ce 3amens cue "17".

§ 2. B 4. 25 ce npaBAT CIEIHUTE U3MEHEHUS U JOITbIHEHUS
1. Cp3pmaBa ce HOBA T. 2:

"2. nupekuus "JlekapcTBeHa nojautuka'."
2. loceramuute T. 2 - 10 craBat choTBeTHO T. 3 - 11.

§3.Bum 26, 1.8-11, 16 u 17 ce oTMeHST.

§ 4. Cp3gaBa ce uin. 26a:

"Un. 26a. dupekmus "JlekapcTBeHa MOJUTHKA":

1. mpoBexJa JekapcTBeHATa MOJUTUKATa KaTo 4acT OT ISAJOCTHATa MOJIUTHKA B
3/IpaBeOIa3BaHETO;

2. pa3paboTBa MPOEKTH HAa HOPMATHBHH AaKTOBE B 00JacTTa Ha JieKapcTBEHaTa
TTOJINTHKA;

3. opraHu3upa AEHHOCTTa MO H3JaBaHE Ha Pa3peUICHHs U MOAIBbpPIKA PErHCTPU IO
3aKoHa 3a JICKaPCTBEHHUTE MTPOYKTH B XyMaHHATA MEIUIINHA;

4. W3TOTBS aHAM3M, OICHKH M MPOTHO3M MO MpoOJieMHUTe Ha JieKapcTBEHaTa
TTOJINTHKA;

5. mnaHuWpa, pasmpenens W KOHTPOJIMpa IEHTPATHHUTE JIOCTaBKH Ha JIEKApCTBEHU
MIPOYKTH 3a JICYCOHUTE 3aBEACHMSI, KaTo:

a) M3TOTBS MPEIJIOKEHHUS J0 MHUHHUCTbpPa OTHOCHO HEOOXOJUMHTE KOJIUYEeCTBa
JIEKapCTBCHW TMPOJYKTH W CBBP3aHUTE C TOBa (DMHAHCOBU CpEJICTBA, 3alUIAlllaHH OT
penyONIMKaHCKUS OFOIKET;

0) OChIIECTBSIBA KOHTPOJI BBPXY JOCTAaBKUTE W Pa3NpEACIITHETO Ha JICKapCTBEHU
MPOYKTH, 3aIlJIAIIaHU OT PEYOIMKAHCKUS OFO/IXKET;

6. OCBINECTBSIBA METOJMYECKO PHKOBOJCTBO BBPXY JICKAPCTBOCHAOISBAHETO H
yrnoTtpebaTta Ha JIKQpPCTBEHU MPOIYKTH OT KpaWHUTE MOIydaTeTn Ha JIEKAPCTBEHH MPOIYKTH,
3aIlIallaHd OT PEIYOJIMKAHCKUS OFOJKET;

7. ceOupa U 00paboTBa JaHHM OTHOCHO HW3IMOJ3BAHUTE JEKAPCTBEHH MPOAYKTH B
JIe4eOHUTE 3aBECHMSI, M3BBPIIBA AaHAIM3H, OIICHKH M IPOTHO3M 110 TIPOOJIEMUTE HA JICYCHUETO
C JIEKapCTBEHU MPOAYKTH;



8. mojamomara MUHHUCTBpa MpHU YNpaKHSIBaHE HA MPaBOMOLIMATA MY IO 3aKoHa 3a
MEIULUHCKUTE U3/IeNINs, KAaKTO U MPH TAXHOTO IUIAHUPAHE, pa3lpe/ieNIssHe U KOHTPOJIMpaHe 3a
HY)XJIUTE Ha 3/IpaBHaTa CUCTEMA;

9. xoopauHupa paeiiHocTTa Ha Bucmms cwBer mo dapmanmsa, Komucusra mo
MIO3UTUBHUS JIEKAPCTBEH cIUCHK M KomucusATa mo neHure Ha JEKapCTBEHUTE NPOAYKTU IIO
3aKoHa 3a JISKapCTBEHUTE NPOAYKTH B XyMaHHATa MEULIMHA;

10. opranusupa aeliHOCTTa Ha HH(POPMALIMOHHO-AaHATUTUYHOTO 3BEHO 110 1. 259, ai.
8 or 3akoHa 3a JeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEAUIIMHA,;

11. opranusupa ¥ KOOpIAMHUPA U3TOTBSHETO HA LIEHOBH aHAJIW3U Ha JIEKAPCTBEHUTE
IPOIYKTH,

12. opranm3upa u noaabpka 6a3a JaHHU 3a peepeHTHUTE IIEHU Ha JIEKAPCTBEHHUTE
IIPOAYKTH B CTPAHUTE WIECHKHU;

13. opranu3upa u y4yacTBa B NPOBEPKHM M B PaA3MVIEKIAHETO Ha IPEUIOKEHUS U
CUTHAJIU, CBbP3aHM C MPOBEXkAAHETO Ha JIeKapCTBeHAaTa MOJIUTUKA."

§ 5. B npunoxenuero kbM wi. 14, an. 3 ce mpaBAT CIEAHUTE W3MEHEHHUS U
JIOITBJIHCHUS:

1. Ha pen "mupexuus "HauuonanHa 3apaBHa noiautuka' yucioro "44" ce 3ameHs ¢
27",

2. Cnen pen "nupexuus "HanuonanHa 3apaBHa MOJUTUKA" Ce Ch3/1aBa pea "TupeKius
"JlekapcTBena monautuka" 17".

3aKIIIOYUTETHN pa3nopeon

§ 6. B un. 8 or HapenOara 3a enuHHUTE Ibp’KaBHU M3UCKBAHUS 3a MPHUI00MBAaHE Ha
BHcIIe oOpa3oBaHue MO crenuanHocTTa "dapmanus" 3a 00pa3zoBaTelHO-KBaTH(PUKAIMOHHA
crened "maructsp", npuetra c¢ [loctanoBnenne Ne 61 Ha Munucrepckus cbBer oT 2005 1.
(06H., [IB, Op. 32 ot 2005 r.; u3M. u go., 6p. 94 ot 2005 r., 6p. 82 ot 2006 . u 6p. 87 oT
2008 r.), ce mpaBAT CIEAHUTE UBMEHEHUS U IOMIBJIHCHHUS:

1. JloceranHusT TEKCT cTaBa aj. 1.

2. Cp3pasa ce an. 2:

"(2) IlpenaumiaoMHUAT CTaX c€ MPOBEXJa B aNTeKH WIM B OOJHMYHM AamnTeKH,
YTBBP/ICHU 32 0a3u B CHOTBETCTBHE C MPABUIIHMKA 32 IGHHOCTTA HA BUCIIETO YUuyHiIe."



