HAPEJIBA Ne 1 OT 25 IHYAPH 2012 T'. 3A UBUCKBAHUSATA KbM
PEKJIAMATA HA JIEKAPCTBEHUTE ITPOAYKTHU

H30a0ena om Munucmepcmeomo Ha 30paseonazsanemo

Oon. /IB. 6p.10 om 3 @espyapu 20122.

Paznmea |.
OO0 MoJI0KeHU S

Yn. 1. (1) C Ta3u Hapemba ce ONMPEICIAT M3UCKBAHHATA KbM peKjamMara Ha JICKapCTBCHHUTE

HPOAYKTH.
(2) Hapenbarta ce mpusara 3a BCHYKH BHJIOBE pEKJiaMa Ha JICKAPCTBEHH MPOIYKTH.

Un. 2. Peknamara, mpegHa3HaueHa 3a HAcEJIEHHETO, M PEKJIaMHUTE KaMIlaHUM 1Mo wi. 248 ot
3akoHa 3a JIGKAPCTBCHUTE TIPOAYKTH B xyMmanHata weauuuHa (3JIIIXM) wmorar ga ce
pasnpocTpaHsBaT/POBEkKIAT CaMo CJIe/ NOTydaBaHEe Ha Pa3pellieHHue OT M3IIbJIHUTEIHUS TUPEKTOP Ha
W3nbaaurtenHara areHims no jgekapcersata (MAJI) win npu Hamuuue Ha MBIYAIMBO ChIJIACHE IO peia
Ha riaBa XI ot 3JIIIXM u Ha Ta3u Hapeaoa.

UYn. 3. Peknamara, mpeaHa3HaueHa 3a MEAWIUHCKUTE CIEHUATINCTH, MOXE Ja ce
pasmpocTpassiBa cie] nojgaBaHe Ha yBenomseHue 1o MAJL, xpM KoeTo ce mnpuiara IpoeKkT Ha
peKiamara, ¥ npu crna3paHe n3nckBaHusaTa Ha riaBa XI ot 3JIIIXM u Ha Ta3u Hapenoa.

Un. 4. Ilpu pexnaMa Ha XOMEONATUYHHU JIEKAPCTBEHU MPOAYKTH MOXKE Jla C€ M3I0JI3Ba CamMo
onobOpenara ot MAJI unpopmaius 3a npoaykra.

Pazgea I1.
Pexsnama Ha TekapcTBeHU NPOXYKTH, MPeJHA3HAYEHA 32 HACEJIEHHETO

Yn. 5. (1) Pekmamara Ha JIEKapCTBEHM MPOAYKTH, TNpEIHA3HAYCHA 3a HACEICHHUETO,
BKJIFOYMTETHO B TIOMEIICHUSATA M HAa BUTPUHHUTE HA aNTEKUTE W JIPOTCPUHUTE, CE M3TOTBS 10 HAYUH,
KOMTO SICHO MOKa3Ba, Y€ TOBA ¢ PEKJIIaMEH MaTepral Ha JIEKAPCTBEH MPOTYKT.

(2) Pexnamara mo ain. 1 chappika:

1. TBPrOBCKOTO MME Ha JIEKAPCTBEHHS MPOIYKT, KAKTO M HETOBOTO MEKIYHAPOJIHO HEMTATEHTHO
HaMMCHOBAHUE,

2. M3pUYHO YIIOMEHABaHe, 4e ce Kacae 3a JICKapCTBEH MPOIYKT;

3. uHdopmarus, HeoOXoaMMa 3a MpaBUIIHATA YIIOTPeOa Ha JICKAPCTBEHUS IPOYKT;

4. Bp3pacToBaTa I'paHHIlA Ha MAIMEHTa, MPH KOATO ce JOMyCKa yrmoTpedara Ha JIEKapCTBEHUS
MPOJIYKT;

5. m3paza "llpenu ymorpebda nmpouerere muctoBkaral™,

6. n3pasza "XOMeomaTu4eH JIEKapCTBEH MPOAYKT' - MPH peKjiaMa Ha XOMEOIaTHYCH JICKApCTBEH
MIPOIYKT;

7. HAaTIOMHSTHE 32 HEOOXOUMOCTTA OT peBaKCUHANUHU (KOTaTo € MPUIIOKHUMO) - TIPU peKiiama Ha
BaKCHHA,



8. HOMepa ¥ JaTara Ha U3JaJCHOTO Pa3pelleHUE 3a peKiiama OT U3IBJIHUTCIHUS TUPEKTOp Ha
HNAJI unun HOMepa u nmatata Ha 3asBiaeHueTo mo wi. 251, an. 1 3JIITXM, korato € HayJMIle MbIYaIHBO
ChIJIacue.

(3) U3mbaHMTEeIHATA areHIIMS 10 JIeKapcTBaTa MOJKE Jla M3MCKBA B peKjiamara Jia ce MpeacTaBu
U ChCTaBbT HA KOMOMHHUPAHUTE JICKAPCTBEHU MPOAYKTH, KAKTO M OnpezeiacHa nHdopMalysi, CBbp3aHa ¢
0€30MMacHOCTTa MPH U3IOI3BAHETO HA JICKAPCTBEHUS MPOIYKT.

(4) Ipu Buneopeknamute uHGOpManusaTa 1o ai. 2, T. 2, 4, 5 u 6 ce u3nKcBa Ha CTON-Kaabp C
roJieMd 4YeTJIMBH OyKBU MO (opMaTa Ha CTaTHYCH TEKCT. TO3M TEKCT 3aJb/DKUTEIHO Ce YeTe OT
JTKTOP.

(5) Koraro menra Ha pekiamara € €IMHCTBEHO Ja HAIIOMHH 3a BEYe IO3HAT JICKAPCTBEH
MPOAYKT, TS ChIbPKAa CaMO HETOBOTO THPTOBCKO MME M MEXKIYHAPOJHOTO HEMATCHTHO HAUMCHOBAHHE
Ha aKTHMBHOTO BEIIECTBO (BEIIECTBA).

(6) Ilpu monaBaHe Ha 3asBICHHE 3a MPOMSHA B Pa3pellicH PEeKJIaMEH MaTepHal He ce J0MycKa
n00aBsHEe HA HOBH JaHHH.

Y. 6. (1) He ce momycka peksiaMa 3a HaCEICHUETO, B KOSTO:

1. ce cw3maBa yOexkIeHHE, ue H3MOJI3BAHETO Ha JIEKAPCTBEHHs TMPOAYKT H3KIOYBA
HEOOXOJAUMOCTTAa OT MEAMIMHCKA KOHCYJITAI[Ms WIM XHpyprudecka Hameca (4pe3 MOCTaBsSHE Ha
JMaruo3a, IpeIioKeH e 3a 1aBaHe Ha ChbBETH 3a JICUECHHE 110 TOIaTa U 1p.);

2. ce BHyIABa, 4e e(heKTUTE OT yrnorpedara Ha JICKApPCTBEHUS MPOAYKT ca TapaHTHPAHU, HE Ce
CBIIPOBOKIAT OT HEXKEJIaHMU JICKAPCTBEHU PEaKIMU WM ca MO-I00pH WM PAaBHOCTOWHUM Ha Te3H,
MOJTYYEHU TIPH JPYTO JICYCHHE WU TIPU yIIoTpedaTa Ha APYT JICKapCTBEH MPOIYKT;

3. ce BHYIIABa, Y€ 3/IpaBETO MOXe Ja ObAe MoJ00peHO upe3 MpUIaraHeTo Ha JIeKapCTBEHUS
MIPOJIYKT;

4. ce BHYIIaBa, Y€ HEYNMOTpeOdaTa Ha JIEKAPCTBEHUS MPOIYKT MOXKE J1a yBPEIH 31PaBeTo;

5. mH(popMaNUATa € HACOUYCHA U3KITFOUUTETHO WK TJIABHO KbM BHUMAHHUETO Ha JIEIa,

6. nadopmanuTa ce Mo30BaBa Ha MPEMOPHKH OT YUYEHU, MEAUIIMHCKH CIICIIMATUCTH WU JPYTU
JUIa, KOUTO TIOPQJM CBOSITA TOMYJIIPHOCT OMXa MOTJIM Jla MOOMIPAT yrnoTpedaTa Ha JIEKAPCTBEHUS
MPOJIYKT;

7. ce BHYIIABA, Y€ JICKAPCTBEHUAT MPOAYKT € XpaHa, KO3METHYCH MPOAYKT WJIH JIpyTra CTOKA,

8. ce BHyIIaBa, ye 6€30MacHOCTTa WK €hUKACHOCTTA Ha JIEKAPCTBEHUSI MIPOAYKT C€ IBIKU HA
HETOBHS MTPUPOJICH MTPOU3XOI;

9. ce mpexacTaBsl onmMcaHWe WU MOJAPOOHO HM3JIOXKEHHE Ha JaJieHa UCTOpHUs Ha 3abosiBaHe,
KOETO BOJIH JIO HETIPABUITHO CAMOCTOSITEITHO ITOCTAaBsHE HA JTUArHO3a,;

10. ce mnperenaumpa, 4ye e Hamuie JedeOeH e(peKT upe3 H3MOJI3BaHE Ha HEMPaBUIIHH,
3aIUIalIBaNly WK TTOIBEKIAIIN U3pasy;

11. ce mpencTaBAT HEMPABUIIHO, Ype3 3aIUTAllIBAIlM WU MOABEXKIAIIM WU3pa3H, MPOMEHHUTE B
YOBEIIKHS OpTraHWU3bM, BE3HUKBAIIH MPH JIJICHO 3a00JIIBaHe WM YBPEXKIaHE, KAKTO U BB3JCHCTBHETO
HAa JICKAPCTBEHUS MPOAYKT BbPXY UOBEIIKUS OPTaHU3bM;

12. ce mocouyBaT KOHKPETHHM 3a0OJSBaHHMS W CHMIITOMH, Karo. TyOepKymno3a, OoecTH,
MpelaBaHy 10 TOJIOB MBT, IPYTH CEPHO3HH MH(GEKIIMO3HU 3a00JsBaHUs, OHKOJOTHYHU 3a00JsBaHu,
XPOHUYHO O€3ChHUE, MUa0ET U APYTU METAOOJIMTHHU ¥ €HJIOKPUHHU 3a00JI5IBaHNUS;

13. ce momyepTaBa U3PUIHO, Y€ JIGKAPCTBEHUST MPOAYKT € pa3pelieH 3a ynorpeoa.

(2) UsuckBaneto Ha air. 1, T. 4 He ce OTHACS 10 PEKIIAMHUTE KaMITAHUH 110 BAKCHHUPAHE I10 Y.
248 3JIIXM.

Un. 7. 3a0pansiBa ce pekjiama Mpej HaCeJIEHUETO Ha JIEKapCTBEHH MPOIYKTH, KOUTO ChIbpHKAT



HAapKOTUYHHU BEILECTBA MO CMHCBHJIa Ha 3aKOHAa 3a KOHTPOJ BbpPXY HApPKOTUYHMTE BELIECTBA U
[IPEKYPCOPUTE.

Un. 8. 3abpansiBa ce AUPEKTHOTO pa3/aBaHe Ha MOCTPU OT JICKAPCTBEHH MPOIYKTH Ha
HACEJICHUETO.

Paszngea III.
Pex;1aMHU KaMIIAaHMM M0 BaKCMHUPaHe mo wi. 248 3JIIIXM

Y. 9. (1) JTunero mo wi. 250 3JIIIXM noxgasa B UAJI qokymentute mo wi. 251 3JIITXM.

(2) Excniepru3aTta Ha HOCTBIIMJIATA JOKYMEHTAIMS MO ajl. 1 ce u3rotBs oT EKCIepTHHS ChBET
mo wi. 251, an. 3 3JIIIXM cnen cranoBuine oT MUHHUCTEPCTBOTO Ha 3PaBEOIa3BaHETO JaIM UCKAHETO
MPEJCTaBIISIBA PEKJIAMHA KaMITaHUS 110 BAKCUHUPAHE.

Pazgean V.
Pek/iama Ha JlekapcTBEeHH NPOAYKTH, MPeIHA3HAYEHA 32 MeIMIMHCKH CIeHATNCTH

Yn. 10. (1) Pexsnamara Ha JEKapcCTBEHH MPOAYKTH, IpEIHA3HAYCHA 33 MEIUIIMHCKH
CHELIUAIUCTH, ChIbpPXKA:

1. uadopmanus, chOTBETCTBAIA HA JaHHUTE OT KpaTKaTra XapaKTepPHUCTHKA Ha JIEKapCTBEHUS
IPOAYKT, KaTo ce M0COYBa JlaTaTa Ha IOCIEAHOTO i 0100peHue;

2. HAYWH HA OTIYCKaHE Ha JEKApCTBEHUS MIPOIYKT;

3. KauecTBEH M KOJMYECTBEH CBbCTaB, MEXIYHAapOJAHUTE HENaTeHTHH HAMMEHOBAaHUS Ha
aKTUBHUTE W Ha TIOMOIIHHWTE BEIIECTBA, aKO TOBa € HEOOXOAWMO 3a MpaBWIIHATA YIOTpeba Ha
JIEKapCTBEHUS IPOAYKT;

4. iMe ¥ azpec Ha TPUTEKATENs Ha pa3pelieHHeTo 3a yrnoTpeda WIM Ha YIBIHOMOIIEHO OT
HEero JMile, Ha KOWTO MEOUIMHCKHUTE CIHEelHUaIMCTH MOraT Ja MoiydaT MbJIHa HHpOpMaLus 3a
peKIIaMUpaHUs JIEKAPCTBEH TPOIYKT.

(2) PexyamaTa MoOJKe Jia BKJIFOYBA [IEHATA M YCIOBHUSTA 32 IIBJIHO WM YACTUYHO 3aIlialaHe OT
Harnwonanuara 3apaBaoocuryputenta kaca (H30K) Ha jgekapcTBeHHS IPOTYKT.

(3) Undopmamusrta, chappxkaiia ce B pekiamara, TpsaOBa jga Oblae TOYHA, ChBPEMEHHA,
u3yepnaTeIHa W TPOBEpHUMA, JaBalla BH3MOXKHOCT HAa MEAMIMHCKUTE CHEIHAINCTH Ja HW3TPAIsT
COOCTBEHO MHEHHE 3a TePAaeBTUYHOTO 3HAYEHHE Ha JIEKApCTBEHUS MTPOAYKT.

(4) He ce momycka mpecCTaBsSHETO B PEKIAMHHTE MaTepHaid HAa JaHHU OT HEmyOJIMKyBaHU
U3CJIeIBAaHUS UM JaHHU C HEJOKa3aHa KJIMHUYHA 3HAYMMOCT.

(5) Uuraru, Tabnuiy, rpaduKy U IPyrd WIFOCTPATHBHU MaTepHalH, B3€TH OT IMyOJIMKyBaHATa
MEIUIMHCKA IUTeparypa, TpsoBa 1a ObJaT BIPHO BH3IPOU3BEACHU, KATO H3TOYHUKBT CE IUTHPA TOUHO.

(6) 3a0OpaHsiBa ce yKpHUBaHETO Ha MPOTHUBOMOKA3aHUS M CEPHO3HH HEKEIAHH JIEKAPCTBEHU
peaKIMH.

(7) Koraro menrta Ha pekjiamara € €IMHCTBEHO Ja HANIOMHM 3a BEYe MO3HAT JICKAPCTBEH
MPOAYKT, TS ChbpiKa CaMO HETOBOTO THPTOBCKO MME U MEXIYHAPOJHOTO HEMATEHTHO HAaUMEHOBaHHE
Ha aKTUBHOTO BelecTBO (BEIIEeCTRA).

Un. 11. (1) He ce nomycka MOCTaBSHETO Ha pEKIaMHH MaTepHald, INpeIHa3Ha4eHU 3a
pasnpocTpaHeHHe Cpell MEIUINHCKU CIICIUATIMCTH, Ha MECTa, JOCTBITHH 32 MAIUeHTH.
(2) PasnpocrpaHeHne Ha peKJaMHHU IulakaTH (IOCTEpU) HA JIEKAPCTBEHH MPOAYKTH, KOHTO CE



OTIIYCKaT M0 JIEKAPCKO IMPEANMCAHUE, CE AOIMYCKAa CaMO HAa HAyYHU KOHIPECH, CUMIIO3UYMHU U JPYIH
MEpONPUATHS C Hay4Ha 1IeJl, B KOUTO y4acTBAaT MEIULMHCKH CIEIMATUCTH.

Un. 12. MadopManmoHHu craTud Wid (WIMH, CHETH BBPXY ayauo- WU ayAuO-BH3YyaJleH
HOCHUTEJI, YaCTU OT MH()OPMALMOHHU CTaTHM, MH()OPMAIMOHHU OpOIIypH M HOCTEpHU, U3MOJI3BAHU Ha
HAyYHU KOHTPECH, CUMIIO3UYMHU U APYTH MEPOIPHUATHS C HAYYHH LIEJH, 3aJbJDKUTEIHO ce U3paboTBar B
ChOTBETCTBUE C IIOCIEIHATA 0JJOOpPEHA KPAaTKa XapaKTEepUCTUKA Ha JIEKAPCTBEHUS MPOIYKT.

Y. 13. (1) [Ipu npoBexgaHe Ha MPOMOIMOHAIHHU CPEIIX, HAYYHH KOHIPECH, CUMIIO3MYMH WU
JAPYyTd MEPOIPHUATHS C Hay4dHa IeJl, MOCEUIaBaHH OT MEIUIMHCKH CIICIHATUCTH, CIOHCOPHUTE WIIH
OpPraHM3aTOPUTE MOTaT Ja IMOeMaT PAa3HOCKUTE Ha MEIUIIMHCKUTE CICHHAIUCTH 10 IMHTYBAHETO,
NpeCcTosT MM W PETUCTPAIMOHHUTE TaKCH B ChOTBETHATa Jbp)KaBa, B KOSTO C€ IPOBEXKJA
MEpPOIPHUATHETO, ¢ M3KIIOYCHUE Ha JIMIATa, 3aeMalld IMyOJWYHA JUTHKHOCT MO CMHCHJIA HA Wi. 3 OT
3aKoHa 3a MPeNOTBpATsABaHE U YCTAHOBSBaHE Ha KOH(IMKT Ha MHTEPECH, Ha YJICHOBETE HA KOMHCHUUTE
o wi. 107, an. 1, wn. 259, an. 1, wn. 265, an. 1 3JIIIXM u va Bucmus cbBeT 1o dapmanus.

(2) Pasnockute mo an. 1 TpssOBa ga GBJAT CTPOro OrPaHHYCHH CaMO 10 MPO(ECHOHAIHUTE H
HAy4YHUTE [eJIM Ha ChOMTHETO U 110 OTHOIIICHUE Ha JIUIA, KOUTO ¢4 MEAUIIMHCKY CTICIIHATTUCTH.

Yn. 14. (1) MeauuuHCKHTE THPrOBCKU MPEACTABUTEIIN, H3BBPIIBAIIU IIOCEIICHUS IIPU
MEJUIIMHCKHU CHEIUAINCTH, € He0OX0AUMO Jia MPUTEkKABAT JOCTATHYHO HAYYHH TMO3HAHUS, JaBaIlld UM
BB3MOXHOCT Jia MPEIOCTABAT TOYHA U MI'bJIHA HH(GOPMAIIUS 32 JIeKAPCTBEHUS MPOTYKT.

(2) TIpu mocerienusTa MO ad. 1 MEAWIIMHCKUATE THPTOBCKU MPEICTABUTENN MPEIOCTABAT MPH
MOWCKBaHE HAa MEIUIMHCKUTE CHEIUAIMCTH OJ00peHaTa KpaTkKa XapaKTepUCTHKA Ha JIEKapCTBEHUS
MPOAYKT, KOWTO MPEICTaBAT, 1 MHGOPMAIIMS OTHOCHO IIeHAaTa Ha JIGKAPCTBEHUS MPOJYKT U YCIOBUSTA
3a HErOBOTO ITBJIHO MJIM YacTH4HO 3amamiane oT H30K.

Ui 15. MenuIMHCKUTE CIIeNUATMCTH, KOUTO TPEANKUCBAT JIEKAPCTBEHU MPOAYKTH, HE MOTaT Ja
UCKaT WM MpUeMaT HUKAKBU HMMYILIECTBEHU WIM JPYTH OOJard OT MPOU3BOJUTENH Ha JIEKAPCTBEHU
NPOJYKTH, MPUTESKATEIH Ha pa3pelieHrue 3a ynorpeda/yaoCTOBEpeHUE 3a PErHCTpaIlys, MEIUINHCKH
THPTOBCKH MPEACTABUTENIN U THPTOBLHU C JIEKAPCTBEHU MPOAYKTH.

UYn. 16. Jlomycka ce eMHOBPEMEHHOTO peKJIaMHUpaHe Ha JIEKApCTBEH MPOIYKT OT MPUTEKATEIS
Ha pa3pelIeHneTo 3a yrnoTpeda/yI0CTOBEpEHUETO 3a PETUCTPALS U YITBITHOMOIIEHH OT HETO JIUIIA.

Pasznea V.
IIpenocraBsine HAa MOCTPH OT JIeKAPCTBEHHN MPOAYKTH

Un. 17. (1) IIpurexarenure Ha pas3pelieHus 3a ymorpeba Morar Mo HU3KIYCHHE Ja
MPEAO0CTaBAT O€3IIATHI MOCTPH OT JIEKAPCTBEHH MPOAYKTH CAaMO Ha METUIIMHCKHU CIICIIUATUCTH, UMAIIN
MpaBo J1a MPEANUCBAT JEKAPCTBEHU MPOAYKTH, IIPHU CIETHUTE YCIOBHUS:

1. He noBeue oT /Ba Opos MOCTpU OT €/1HAa U ChIlla JEKapcTBeHa (opma Ha JIeKapCTBEHUS
MPOAYKT Ipe3 €lHa KaJleHJapHa TO1Ha,

2. BcSKa MOCTpa € He Mo-TroJiiMa OT Haif-MajKkaTa pa3pelleHa 3a yrnorpeda u mycHaTa Ha rmasapa



OITaKOBKa,

3. BCcAKa MOCTpa ChIbpKa HaIMUC ''Oe3IUIaTHa MOCTpa, KOSATO HE ce MpojaBa’’ WM JPYro
MIPEIYIPERACHNUES, HOCEIIO CHIIUS CMUCHIL.

(2) IputexarenuTe Ha pa3pelICHHs 32 yIoTpeda MOIBPKAT CHCTEMA 32 OTYETHOCT U KOHTPOJI
Ha TPEJOCTABEHUTE MOCTPH, KOSTO ChABPKA: UMEHA Ha MEAMIIMHCKUS CIICIUANKCT O ajl. 1, Ha KOWTO
ca JIOCTaBeHH MOCTPUTE, BUJI, KOJIMYECTBO U BpEME Ha JOCTABKa.

(3) Ilputexkarenure Ha pas3pelicHHSITAa 3a yIOTpeda MPeaocTaBAT Mpu nouckBane ot MAJI
JIAHHWTE 10 aJl. 2.

3aKJII0YNTEIHHA Pa3nopeadu

[Taparpad emmucTBeH. Ta3um Hapemba ce u3maBa Ha ocHoBaHme wWwi. 249 ot 3akoHa 3a
JIEKapCTBCHHUTE MPOAYKTH B XyMaHHaTa MeaunuHa u otMeHs Hapenba Ne 13 ot 2000 r. 3a ycrnoBusita u
pena 3a 0100psiBaHe Ha peKyiamara Ha JieKapcTBeHu npoayktu (06H., JIB, 6p. 59 ot 2000 r.; u3m., 6p. 63
or 2003 r.).



