HAPEJIBA Ne 38 ot 13.09.2007 1. 32 MUBUCKBAHUATA KbM
NAHHUTE BbPXY ONAKOBKHUTE M B JIUCTOBKUTE HA JIECKAPCTBECHUTE
NMPOAYKTH

W3nanena or MUHUCTBpA Ha 3/IpaBeomnas3BaHeTo, 00H., JIB, 6p. 77 ot 25.09.2007 .

InaBal
HNPEIAMET HA TEMCTBHUE U OBXBAT

Paznea I
OO0 MoJI0KEeHU s

Y. 1. C ta3u Hapenda ce onpenensT U3UCKBAaHUATA 10 OTHOILIEHUE Ha:
1. naHHWTE BBHPXY OMAKOBKUTE W B JIMCTOBKUTE HA MPOMHIUICHO MPOM3BEACHHU I TPOU3BEICHH IO
MCTO, BKJIIIOYBAIl IIPOMUIIJICH IMPONLEC, JICKAPCTBCHU IMMPOAYKTHU 3a XyMaHHAaTa MCAUIIMHA,
2. TaHHWUTE BBPXY ONAKOBKUTE HA JICKAPCTBEHU MPOAYKTH 3a XyMaHHATa MEIMIIMHA, TIPETHA3HAYECHH 32
KIIMHHUYHO U3IIUTBAHC.

Yu. 2. (1) Uadopmarusata BbpXy ONMAKOBKUTE M B JIMCTOBKATa HA JIEKAPCTBEHUSI MPOIYKT C
M3KJIIOYEHHE Ha CllydauTe Mo wi. 1, T. 2 TpsiOBa /1a € B MBJIHO ChOTBETCTBHUE C JIAHHUTE B KpaTkara
XapaKTEepPUCTHKAa Ha TPOAYKTa, ojo0peHa oT M3mbiaHWTENHAaTa areHIUsA 10 JIeKapcTBara, ¢
pa3pelieHreTo 3a ynorpebda/mapanesieH BHOC WIH C YIOCTOBEPEHUETO 33 PETUCTPALISL.

(2) Bbpxy omakoBKHTE M B JIICTOBKHTE Ha JICKAPCTBEHUTE MPOIYKTH HE MOXE J1a CE€ ChIbpKar
MOJIBEK/IAIIM HAMMEHOBAHUS U O3HAUEHMUSI, KAKTO M HEJOMYCTUMHU CHINIACHO 3aKOHA 3a JIEKAPCTBEHUTE
MpoAyKTH B XymaHHata MeaunnHa (3JIIIXM) n HapenOuTe KbM HETo eJIEMEHTH C PEKJIaMeH XapakTep.

I'maBa Il
N3UNCKBAHHUSA KbM JAHHUTE BbPXY OITAKOBKUTE U
JIUCTOBKHUTE

Pa3nen 1
OO0 n3ucKkBaHusd KbM JAHHUTE B ONMAKOBKHUTE U JIMCTOBKUTE

Y. 3. JlekapcTBeHUTE NPOIYKTH TPsAOBa 1a ChABPKAT BbPXY BTOPUUHATA CH OIIAKOBKA, a aKO
HsIMa TakaBa - BbpXy ITbpBUYHATA OMAKOBKA, CIIETHUTE JaHHU:
1. uMe Ha JeKapCTBEHMs NPOIYKT, CIEIBAHO OT KOJIMYECTBOTO HA AKTUBHOTO BEIECTBO B J[030Ba
enuHUIA (32 ajieHa Maca Wik 00eM WM B TIPOLICHTH) U JIEKapCTBEHaTa opMa; Koraro € HeoOXOauMo,
ce MocoYBa MpeHa3HAYCHUETO - 32 KbpMaveTa, Jella WK Bb3PACTHHU; KOTaTo JEKAPCTBEHUAT MPOAYKT
CHIbpXKa JI0 TPU aKTUBHH BEIIECTBA, TPSOBA J1a OBAAT MOCOUCHHN TEXHUTE MEXYHAPOIHU HETIATCHTHU
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umena (INN), a ako HAKOe OT TSX HAMa TAKOBa - CHOTBETHOTO OOIIONPHUETO UME; UMETO Ha aKTUBHOTO
BEIIECTBO C€ M3MKCBa Ha OBJIrapCKU M aHIIMICKU €3UK BbB (hopMara (HalpuMep KHCeIuHa, COJl, ecTep
U JIp.), 32 KOATO € MOCOYEHO KOJIMYECTBOTO HA AKTMBHOTO BELIECTBO B JI030Ba €JUHMIIA, UMETO Ha
JIEKapCTBEHHUS MPOAYKT C€ U3MUCBA Ha KUPWIHIIA U HA JIATUHUIIA;

2. aKTUBHU BEUIECTBA, M3pPA3€HM KAaueCTBEHO M KOJMYECTBEHO 3a €1Ha J030Ba €IMHULA WIN B
3aBHCHMOCT OT JIeKapcTBeHaTa ¢opma - 3a JaJieHa Maca Wik 00eM, WK B MPOLIEHTH, KaTO C€ U3I0JI3BaT
TEXHUTE OOLIONPUETH UMEHA;

3. nekapcTBeHa (opMa U KOJIMYECTBA B €/1HA OMAKOBKa, U3Pa3eHH 4Ype3 macara, obema win upe3 Opos
JI030BU €IMHUIM WU €IWHUIM Ha TMPOAYKTa (BKIIOYUTENIHO JONBIHUTEIHUTE KOMIIOHEHTH), B
3aBHCHMOCT OT JIEKApCTBEHUS IPOIYKT;

4. crIMCHK HA MOMOIIHUTE BEIIECTBA, KOUTO UMAT JIOKAa3aHO JIEHCTBHE WM €(DEeKT ChIVIACHO YKa3aHUATA
mo wi. 10, am. 1, OykBa '"r" ; ako MPOAYKTHT € 3a MAPEHTEPaTHO, JIOKAJTHO, TPAHCIAEPMAITHO,
MHXAJIATOPHO WJIM OYHO TNPWIOKEHHe, TpAOBa aa ObAaT OOSBEHM BCHUYKH IIOMOIIHU BEIIECTBa,
CHABPIKALIY CE B MPOIYKTA;

5. HauMH Ha TpUIaraHe M ako € HeoOXOIUMO, ITbT Ha BbBEXkAaHe; TPsOBa Ja ObJe 0CTaBEHO CBOOOIHO
MSICTO 3a OTOEJs3BaHE Ha Ipe/IMcaHaTa Ha MalKeHTa JI03UpOBKa (M3KIIOYEHHE CE JOMyCKa camo B
000CHOBaHM CIy4au MPHU MAJIKH OMAKOBKM Ha JIGKAPCTBEHH MPOAYKTH, NMpeJHA3HAYCHU 3a MpUjIaraHe
OT MEAMIIMHCKH CTIELUATNCTH);

6. crenuanHo NpeayNpeXIeHUE JIEKapCTBEHUAT NPOAYKT Ja C€ ChXPaHsABa Ha MACTO, HEJOCTBIIHO 3a
Jena;

7. Ipyru CEelMaTHUA TPeAyIpexIeHHs, KOraTo ca HE0OXOMMH 32 JIEKapCTBEHUS MPOAYKT;

8. mara Ha W3THYaHE HA CpOKa Ha TOMHOCT, M3pa3eH Karo '"ToieH mo: (MeceryroauHa)"; Korato €
HEOOXOJIMMO, Ce MOCOYBAa M CPOKBT Ha TOAHOCT CJeJll pa3TBapsHe, CyCIEHIUpaHe, pa3pexkIaHe WU
I'BPBO OTBapsiHE Ha OMAKOBKATa;

9. crienmaliHu YCJIOBUS Ha ChbXpaHEHHE, aKo ca HEOOX0IMMH;

10. cnenuduyHM npeAnasHU MEPKU IPU U3XBHPISHE HAa HEU3MOJI3BAHHUS JIEKapCTBEH MPOAYKT WU
OTIAaJBYHU MaTEpUaAIH OT HETO, aKO ca HEOOXOTUMH;

11. ume u aapec (rpaj, Abp>kaBa M MOLIEHCKU KOJI, aKO € HAJIMYEeH) Ha MPUTEXKATENs Ha Pa3pelieHueTo
3a ynorpeba WM Ha yAOCTOBEPEHUETO 3a PErHCTpallUsl Ha JIEKAapCTBEHUS MPOAYKT; MPHU MapalieseH
BHOC - M€ U aJIpec Ha yIpaBiieHHe Ha JIMIIETO, U3BbPIIBAILO MapajeTHUs BHOC;,

12. perucTpaliliOHEH HOMEP Ha JIEKApPCTBEHUS IIPOAYKT;

13. maptuneH Homep;

14. pexxuM Ha OTHycKaHe - 0003HaYeHue "1o JIEKapCKo Mpenucanme", Koraro JeKapCTBEHUAT MPOIYKT
Cce OTIyCKa CaMO MO JIEKAPCKO TMpeanucaHue; '"MO CHEUUATHO JIEKapCKO MpeAnucaHue”, Koraro
JIEKapCTBEHUAT NMPOAYKT C€ OTIyCKa caMO IO CIELUATHO JIEKapCKO MpeanucaHue; "0e3 JeKapcko
mpeanucanue”, Koraro ce OTIycKa 0e3 JIeKapcKo mpeamnucaHue; "3a OomHW4YHA yroTpeba'" - koraro
JIEKapCTBEHHUSAT MPOJYKT € OTpaHUYeH 3a MPUIOKEHHE caMo B OOTHUYHU YCJIOBUS ChIVIAaCHO Wi. 175, T.
1 3JIIIXM;

15. ykazanus 3a ynorpe0a MpH JIeKapcTBEHH MPOAYKTH, KOMTO C€ OTITyCcKaT 0e3 JIeKapcKo NMpeAnrcaHue
- TIOKa3aHMs, JO3UPOBKA, MPOTUBOMOKA3aHUS U CIELUUATHU NPEAYyNpeKICHHUs, WIM HAaCOYBAHE KbM
JMCTOBKATa;

16. Mme Ha JexapcTBEHUs MIPOAYKT, U3MucaHo U ¢ bpaitnosa az0yka (mpu HaIU4YUE HA Pa3HOBUAHOCTHU C
pa3IMYHM KOJMYECTBA HAa aKTMBHOTO BEIIECTBO B JJ030Ba €IMHUIIA WU PA3IUYHU JEKApCTBEHU (popMu
KbM HMMETO C€ BKJIIOUBAaT CHOTBETHO KOJIMYECTBOTO HAa aKTUBHOTO BEHIECTBO W/WIIM JIeKapCTBEHara
¢dopma); TOBa M3MCKBAHE HE CE€ OTHACS 3a JIEKAPCTBEHM MPOAYKTH B OOJIHUYHM OIAKOBKH WIIU
MpeIHa3HAauYeH! 3a NpUjlarae oT MEIULUHCKU CHEIHAIMCTH, KaKTO U 332 XOMEONAaTUYHU JIeKapCTBEHU
IIPOAYKTH, PETUCTPUPAHHU 10 OIIPOCTEHA MPOLIETYPa;

17. nannuc "OoMHUYHA ONAKOBKA' - BbPXY OMAKOBKH, KOMTO HE ca MpeAHa3HaYeHH J1a ObJaT OTIyCKaHU
Ha €/IMH MalMEeHT, a Ce M3MOJI3BaT B JIeueOHO 3aBe/ICHHE.
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Ya. 4. (1) JlekapcTBEHUTE MPOIYKTU ChABPKAT BbPXY IbPBUYHATA CH OMAKOBKA BCUYKU
JaHHU 110 411. 3 ¢ N3KII0UEHNE Ha W3UCKBAaHUATA B T. 16.
(2) UzkmioueHne OT yCTAaHOBEHOTO B al. | ce Jomycka NpH MBPBUYHU OMAKOBKH Moja (opmara Ha
OmucTep, ICHTa U MAJIKHU 10 pa3MepH OMAKOBKH.
(3) IIbpBuyHHTE OMaKoBKH 1moj (hopMaTa Ha ONHUCTEp WU JIGHTA, KOUTO Ca MOCTABEHH BHB BTOPUYHU
OTIAaKOBKH, OTTOBAPSAIIY HA U3UCKBAHUATA HA Wl. 3 , TpOBa J1a ChAbPKAT HA-MaJIKO CJICTHUTE JTaHHHU:
1. uMe Ha neKapCTBEHUS MPOAYKT ChINIaCHO Wi 3, T. 1 Ha OBATAPCKH €3UK;
2. M€ Ha MPUTEXKATEIs Ha Pa3pelIeHNeTo 3a yrnoTrpeda/mapaiesieH BHOC WK Ha yIOCTOBEPEHUETO 3a
perucTpaims Ha JIEKapCTBEHUS MPOAYKT;
3. mara Ha W3THYaHE HA CpPOKa HA TOJHOCT, MOCOYEHa KaTo '"TOACH J0: Mecel/ToauHa" Wiu 10
M3KIII0YEeHHE MPHU HegocTaThbaHo MsicTo "EXP: mecern/ronuna';
4. mapTuaeH HoMep.
(4) MankuTte MbPBUYHU OMAKOBKHU, BHPXY KOUTO HE € Bb3MOXKHO Ja C€ U3MHUILE HHPOPMAIIHITA 110 1. 3
, TpsIOBa J1a ChABPKAT HAM-MAJIKO CIICTHUTE JaHHHU:
1. uMe Ha NeKapCTBEHUS MPOIYKT ChINIACHO Wwi. 3, T. | (Ha OBATapCKU €3UK) U aKO € HEOOXOAUMO - ITBT
Ha BBBEXJIaHE; B 000CHOBAHU CIIy4aW MOXKE J1a He Ob/JaT M3MMCaHN UMEHATa Ha aKTUBHUTE BEIECTBA,
aKo ca MoBeY€e OT €JHO U MICTOTO BbPXY OIMAKOBKATa HE € JOCTaTh4YHO;
2. HaYMH Ha MpUJIara”e, Koraro € HeoOXoaIuMo;
3. nara Ha U3TUYaHE Ha CPOKA HA TOJHOCT, M3pa3eHa ChINIACHO al. 3, T. 3;
4. maptunen Homep ("Tlaptunen Ne", "Tlaptuna:”, "Ilapt. No" wnmm "Lot" B 3aBUCHUMOCT OT ciry4asi);
5. KOJIM4YEeCTBO, U3PA3eHO Ype3 Maca, 00eM WU eIUHHUIIH.

Ya. 5. (1) Uadopmanuara BbpXy ONAKOBKUTE U B JJUCTOBKUTE TPSOBA Jla € MpeACTaBEeHa 10
pa3bupaeM 3a malyeHTa HauuH, J1a € YeTIMBa 1 J]a € He3aInInMa.
(2) JlexkapctBenara ¢opma, MBTAT Ha BBBEXKIAHE M OINAKOBKHUTE C€ H3pa3dBaT 4pe3 IThIHUTE
CTaHJIAPTHU TEPMUHU, KOUTO c€ MyOIMKYyBaT MEPHOANYHO OoT EBponelickus qupekTopar mo KayecTBOTO
Ha JIeKapcTBaTa M 37paBeona3BaHe W OT M3mbiaHuUTeNHaTa areHuus MO JiekapcTBara. B ciywail Ha
HEJIOCTaThUHO MSCTO 32 IIBJIHUTE CTAHAAPTHU TEPMHUHHU (BbPXY OMUCTEPH U MAJKH OMAKOBKH) MOXE Ja
ce U3IM0J3BaT MyONMKyBaHUTE KPAaTKW CTaHIapTHU TEPMUHHU.
(3) besmatauTe MocTpu TpsiOBa aa chabpxkar Haanuc "be3minarHa mocTpa" BbpXy BTOpPUYHATA CH
OIIaKOBKa, a aKO HsIMa TaKaBa - BbPXY MbPBUYHATA OMAKOBKA.
(4) Korato nexapcTBeHMAT MPOAYKT C€ pas3peliaBa 3a ynorpeba Ha TepuTopusita Ha PemyOnmka
bearapus, BbpXy BTOpUYHAaTa My OIAKOBKAa C€ IOCTaBsl MapKUpOBKa 3a pa3lelHo chOupaHe u
PELMKIMPAHE ChIIACHO 3aKOHA 3a YIIPAaBJICHUE Ha OTHAIbLUTE U AKTOBETE 110 PUJIATAHETO MY.
(5) Bppxy omakoBkaTra MOKe J1a C€ BKJIIOUBAT O3HAYEHUS 32 YCTAHOBSIBAHE HA:
1. peumbypcupanero or HarrionanHara 3jpaBHOOCUTYpUTENTHA Kaca, KBbIETO € MPHIOKIMO;
2. UAEHTUYHOCTTA U aBTEHTUYHOCTTA Ha JIEKAPCTBEHUS MPOIYKT (HaIpUMEp CTaHJIapTeH OApKO).
(6) JlexapcTBeHHUTE MPOJYKTH, pa3pellieHH 3a ymoTpeda Mo LEeHTpaJu3upaHa MpoLeaypa, ChIbpiKaT
BBbPXY ONAKOBKAaTa CHU JAaHHUTE, OJOOPEHH C pa3pelIeHHeTo 3a ynoTpeba, U ChOTBETHU O3HAYEHUS
chrtacHO wii. 3,1. 14 ,un. 5,an. 3,4 u S5 ,un. 12 u 17 , kbAETO € NPUITOKUMO.
(7) IIpu mapaneneH BHOC BbpPXY OINAKOBKaTa C€ MOCOYBAT U MPOU3BOIUTEINAT, OCBOOOANI MapTUaaTa 3a
CTpaHara, OT KOATO € BHECEH JIEKaPCTBEHUST MPOAYKT, U MPOU3BOAUTENST, OCBOOOMI MapTHaaTa Clie
npeornakoBaHeTo 3a bwirapus. Koraro Mexay mapanenHo BHECEH JIEKApCTBEH MPOIYKT U MPOIYKTa,
paspenieH 3a ynorpeba Ha Tepuropusita Ha PenyOnmuka bbirapusi, ChIIeCTBYBaT pPa3iUKH, BbPXY
OIIaKOBKaTa M B JIUCTOBKATA Ha MapajeHO BHACIHUS MPOAYKT C€ TIOCOUBAT Pa3IUKUTE.

Ya. 6. IlocraBsHeTo Ha JIMCTOBKA BbB BTOpUYHATA ONAKOBKA HA BCUYKHU JIEKAPCTBEHHU
MIPOJYKTH € 3aAbJKUTENHO. M3KimroueHne ce A0Imycka B Ciiy4ai, ue 1piiara Heooxoauma HHpOopMaIus
o ui. 7, an. 1 u un. 8 ce chabprka BbPXy BTOPUUHATA WM BbPXY II'bPBUYHATA ONAKOBKA.
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Y. 7. (1) B aucroBkara Ha JeKapCTBEHUTE MPOJYKTH C€ ChIbprKa clieiHaTa HH(popMaIus B
n30poeHaTa 1nocie/10BaTeIHOCT:
1. 3a uneHTH(ULIpPaHEe HA JTEKAPCTBEHUS MPOIAYKT:
a) UM€ Ha JIEKapCTBEHHs MPOIYKT, CIEIBAHO OT KOJIMYECTBOTO HAa aKTUBHOTO BEIIECTBO B J[030Ba
eluHUIA (32 ajieHa Maca Wik 00eM WM B IPOLIEHTH) U JIeKapcTBeHaTa opmMa; Koraro € HeoOXoauMo,
Cce IMOoCcoYBa MPEIHA3HAYCHUETO - 33 KbpMadeTa, Jiella HiIH Bb3pPacTHH,
0) MeXIyHapoJHM HENaTeHTHU MMEHAa Ha aKTUBHUTE BEILECTBA, a aKO HJIKOE OT TSIX HIMa TaKoBa -
CHOTBETHOTO OOIIONIPUETO UME;
B) (hapmako-TepaneBTUYHA Irpyna Win (papMaKkoJIOTHUHO JAEHCTBHUE, MPEICTABEHU TI0 JIECHO pazOupaem
3a TalMeHTa HauWH;
2. IOKa3aHus;
3. uH(popMmanms, HeoOXomMMa TpeAn yroTpedaTa Ha JIEKApCTBEHHS MPOMYKT, Karo ce OOBpHE
CHelMaTHO BHMMaHHE M Ha ymnoTrpedara MpH OIpelesieHH TpyNu ManueHTu (Aeua, OpeMeHHHM WU
KbPMEIIN KeHH, Bb3PACTHU MAIlUSHTH U JIUIA ChC CHETIM(PUIHH MATOJIOTHYHHU ChCTOSHHS):
a) MPOTUBOIIOKA3AHUS;
0) HeoOXOAMMH TpeNa3Hu MEPKU MpHU yroTpeoda;
B) JICKQpPCTBEHM B3aWMOJICMCTBUS C JPYrd JICKAPCTBEHM NPOAYKTH M JPYTd B3aUMOAEHCTBHS (C
QJIKOXOJI, TIOTIOH, XPaHH, JIOMBJIBAIIM AITEPHATHBHHU TEPANMH W JIp.), KOUTO MOXKE Jla TOBIUSAT HA
JIeMCTBUETO Ha JIEKAPCTBEHUS POIYKT;
T') CHCTIMaTHA TIPEAYPEKICHUS;
1) IPEIYIIPEXICHUE 32 Bb3MOXKHO BIUSHHE BbPXY CIIOCOOHOCTTA 3a IopupaHe Uik paboTa ¢ MalIHHU;
€) CIHCHK Ha TIOMOIIHHWTE BEUIECTBA, IMMO3HAHMATA 32 KOWUTO ca HEOOXOOMMH 3a Oe30MacHOTO H
e(uKacHO U3MOI3BaHE HA JIGKAPCTBEHUS MPOJYKT U KOUTO Cca BKJIIOYEHHU B yKa3aHusATa no wi. 10, am. 1,
oykxBa "I ;
K) TpPEIyNpexaeHUe 3a pHCKa OT 3aBUCHUMOCT M 3j0ynorpeda (IpU HApKOTHYHU M TCHUXOTPOITHU
BEIIIECTBA);
4. HeoOxonumuTe cieln(PUIHN U OOIIM YKa3aHUs 3a MpaBUIIHA yIOTpeda:
a) JT03UPOBKa;
0) HauuH Ha ynoTpeba U ako € HeOOXOIMMO, BT HAa BHBEXK/IAHE;
B) dYecToTa Ha MpujaraHe, Karo IMPH HEOOXOJMMOCT C€ TO0COYBa MOAXOAANIOTO BpEME, KOTaTo
JIEKapCTBEHHUSAT MPOJIYKT MOXKE MM TPsIOBaA Jja ObJie MPHUIIOKEH;
T') IPOABHKUTEIIHOCT Ha yroTpeda, ako T TpsiOBa /1a Ob/ie orpaHuYeHa BbB BPEMETO;
1) HEOOXOIMMHU JISHCTBUS NIPU Tpeo3upaHe (BKIIOUUTEIIHO CUMIITOMH, CIIEITHU MEPKU U aHTUIOT);
€) Ha4MH Ha JIeWCTBUE B CIIy4ail Ha IPOIyCKaHE Ha €/IHA WX MOBeYe J103H;
) IIPEIYIPEXICHUS, aKo € HeOOXOAMMO, KOTaTo MPEeKpaTsIBaHETO Ha yIoTpedaTa € CBbP3aHO C PUCK;
3) CrenraTHa MpernopbKa 3a KOHCYITANUs ¢ Jiekaps win (apMareBTa (B 3aBUCUMOCT OT CITydas) MpH
HEOOXOIUMOCT OT MOSICHEHUS] OTHOCHO U3IOJI3BAaHETO HA MPOJYKTa;
5. ommcaHWe Ha HEKEIAHUTE PEaKIUH, KOUTO MOTaT Jla BBh3HHKHAT INPH TpaBUIIHATA ymoTpeda Ha
JIEKapCTBEHUsI MPOJYKT, U aKO € HeoOXOAUMO - MEPKUTE, KOUTO TpsiOBa Ja ce mpeanpueMar B TaKuBa
CJydau; U3pUYHA MPerophka KbM IMalMeHTa Ja cho0IaBa Ha JIeKapsi CH WX Ha (apMarieBTa 3a BCsKa
HE)KeJIaHa Peakis, KOATO HE € CIOMEHAaTa B JIMCTOBKAaTa Ha JIEKapCTBEHUS IPOIYKT;
6. HacouBaHe KbM JlaTaTa Ha W3THYaHE HAa CPOKa Ha TOAHOCT, OTOEINs3aHa BbPXY OIAKOBKHUTE, 3a€/THO
ChC:
a) TpeaynpexaeHne MPOAYKTHT Jla HE Ce W3MOJ3Ba CIe] JaTara Ha W3THYaHE HA CpPOKa Ha TOTHOCT;
KOT'aTo BbpXY OIAKOBKATa JiaTaTa Ha M3THYaHE HA CPOKA Ha TOAHOCT WM MapTHIATa € O3HaueHa 4pes
CBKpaTeH U3pa3, ChKPAIICHUETO U HETOBOTO 3HAUCHHE CE TOSICHSABA B JINCTOBKATA,
0) criemaliHu YCIIOBUS 32 ChbXpaHEHUE, KOraTo ce M3MCKBAT TaKUBa;
B) CPOK Ha TOJHOCT CJIe]l pa3TBapsiHe, CyCIICHANPaHe, pa3pekIaHe WM ITbPBO OTBApsSHE Ha OIAKOBKATa,
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adKO € pa3JIM4YCH OT CpOKa I10 6yKBa a
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I) aKo € MPWIOKHMO - TPEenyNpekIeHUs 3a ONpENe]eHHM BHIUMHM NpPU3HAIM Ha BJOIIABaHE Ha
KaueCTBOTO, MPaBELIN MPOIyKTa HETOACH 3a yHoTpeoa;

J1) TMBJIEH KayeCTBEH CHhCTaB (AKTUBHM M TIOMOIIHM BELIECTBA) U KOJMUYECTBEHO ChABP)KAHHE Ha
AaKTUBHUTE BEIIECTBA, KaTO CE M3MOJI3BAT OOIIONPUETUTE UMEHA; IMOCOYBA CE€ 3a BCAKA PA3HOBUAHOCT
Ha JIEKAPCTBEHUS MPOIYKT, aKO € YMECTHO;

€) 3a BCAKa Pa3sHOBMJIHOCT Ha JIEKAPCTBEHUsI MPOAYKT - JeKapcTBeHaTa (opMa U KoIMdecTBara B eHa
OIIaKOBKA, M3Pa3eHU Upe3 MacaTra Wwid o0eMa Ha HalbjJIBaHE WM 4ype3 Opos Ha J030BUTE €AMHUIY,
IpEernopbyBa ce Jla Ce BKIIOUM ONKUCAHNE HA BHHITHUS BUI;

) MME W aJpec Ha TMpHUTeXarelis Ha pas3pelleHHeTo 3a yrnoTpeOa/mapajieseH BHOC WIM Ha
YIOCTOBEPEHUETO 3a PETUCTpPAIMs W KOTaTO € MPWIOKUMO - Ha MPEICTaBUTENd MO Wi. 26, aim. 2
3JIXM;

3) UM€ U aJpec Ha MPOU3BOAUTENS], OTTOBOPEH 3a OCBOOOXK/1aBaHe Ha MapTHIaTa;

7. KOraro JEKapCTBEHHUAT IMPOAYKT € pa3pellieH 3a ynoTpeda WM PEerucTpupaH Mo Ipolexypa Io
B3aMMHO NPU3HABAHE WIN JCLEHTpAIM3UpaHa Ipoleaypa Moj pa3IMyHd UMEHa - CIIUChK Ha UMEHara
Ha JIEKapCTBEHUS MPOAYKT, pa3pellieHd IO chllara IpoueAaypa B AbpxkaBUTe OT EBpomneickoro
MKOHOMHYECKO MPOCTPAHCTBO;

8. 1mara Ha rociegHaTa pelakiys Ha JMCTOBKaTa.

(2) JIuctoBkara TpsaAbBa na ObAe HamucaHa U OOpPMEHa MO TaKbB HAYMH, Y€ Jla € YeTIHBa, SICHA U
pasbupaema, 3a Ja MOTaT MOTPEOUTETUTE Jla pearupar 1o MOAXOIAI] HAYUH, BKIIOUUTEITHO C MTOMOIITA
Ha MEJIMIUHCKU CIEIHAIUCTH, aKO € HE00X0IUMO.

(3) Ilpu paspemaBane 3a ynorpeba M NpU 3HAYMTEIHU MPOMEHHU B JIMCTOBKATa TS ce ChoOpassiBa c
pe3yATaTuTe OT KOHCYJITALIUH C IIeJIEBU I'PYNH MalUEHTH.

(4) Tlpurexarenar Ha pa3pelieHHe 3a yrnorpeda € JUTbXKEH Ja OCUTypsBa JIMCTOBKU Ha JIEKApPCTBEHHS
NPOAYKT BbB (hopMaTH, MOAXOASIIM 3a CIENH W 3a JUIla ¢ HaMaJeHO 3pEeHHEe, MpPU MOUCKBAHE OT
OpraHu3aly Ha MaUEHTH.

Y. 8. Bropuunara onakoBKa M JIMCTOBKAaTa MOTar Ja ChIAbPKAT CUMBOJIN WM MMUKTOTPaAMH,
MpeaHa3HAuYeHU J1a TOSACHAT MHQpopManusTa mo wi. 3 U wi. 7, an. 1 , KakTo u apyra uHdopmarus,
CHOTBETCTBAIllA Ha KpaTKaTa XapaKTEepHUCTHKA Ha TPOAYKTa, KOSATO € ToJie3Ha 3a MaIlMeHTa, KaTo ce
M3KJIIOYU BCSIKAKBB PEKIIAMEH €JIEMEHT.

Ya. 9. (1) Uadopmanmsita BbPXy OIAKOBKUTE M B JIMCTOBKUTE C€ M3MHCBA HA OBJITAPCKU
€3HK.
(2) Homycka ce mHpopmanusITa BbpXY OINAKOBKUTE M B JINCTOBKAaTa Ja ObJie HA HSKOJIKO €3UKa, HO
3aIBJDKUTEIIHO €IMHUAT TPsAOBa J1a € OBJIrapcKu €3WK; ChIbpPKAHUETO HAa MHPOpMAaILUATa Ha BCUYKU
e3M1IU TpsiOBa J1a € UAEHTUYHO.
(3) Ilpu nexkapcTBEHU MPOIYKTH, IPEAHA3HAUCHH 32 JISUeHUE, MPO(UIAKTHKA U TUATHOCTUKA Ha PEAKH
3a00JsiBaHus, JAaHHUTE BbPXY OMAKOBKUTE IMPU 0OOCHOBAHO MCKaHe MOXe Ja ObJaT U3MHUCaHu CaMo Ha
€/IMH OT oUIMATHUTE e3ull Ha EBporneiickara o0IIHOCT (32 MpEeANoYNTaHe Ha aHIJIMHCKH €3HK).
(4) Koraro nexkapCTBEHHMST MHPOAYKT HE € NpedHa3HaueH Ja ce MpeAoCTaBsd MPSKO Ha IAalMEHTa,
M3nenHuTEenHAaTa areHuus MO JIEKapcTBaTa MOXE Ja pa3pellld ONAaKOBKUTE M JIMCTOBKaTa Ja He
ChABPIKAT HIAKOU JIaHHU WM JIMCTOBKATA J1a He Ob/ie HamucaHa Ha ObJIrapCcKu €3HK.
(5) M3npaHuTeHUAT AUPEKTOp Ha M3mbIHUTENHATA areHIMs IO JieKapcTBara B 00OCHOBAaHM CIy4yau
MOJKE I10 M3KIIIOYEHHE Ja pa3pelu nHpopMalusaTa BbpXy OJMCTepu BMECTO Ha ObJIrapcku Aa Obje Ha
AQHITIMICKHU €3UK, aKo OJMCTepUTe ca MOCTAaBEHH BbB BTOPHYHA ONAKOBKA, ChIbpIKAlla Ha OBJITapcKu
€3MK MbJHaTa nHpopMaIus, mocoyeHa B ui. 3 .
(6) B ciyuait Ha HeoOxoauMocT M3mbiHUTENHATa areHIMs MO JIEKapcTBaTa MOXE Ja M3UCKa BBPXY
OMAKOBKMTE WJIM B JIUCTOBKATA /1a ObJIe BKJIIOUEHA JOMBJIIHUTENIHA HH(OpMAIUS.
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Ya. 10. (1) V3nbaHuTenHuAT aupekrop Ha M3mbeiaHWTEnHara areHIus IO JeKapcTBaTa
u3/1aBa yKa3aHHUsl OTHOCHO:
a) GopMyIHpOBKaTa Ha ONpPENEeNIEeHN CHEHATHU MPeayNpeKICHUs 3a HAKOM KaTeropuu JIEKapCTBEHU
MPOAYKTH;
0) HeoOxorMaTa HH(pOpMalKs 3a JIEKAPCTBEHH MPOAYKTH, OTIYCKaHU 0€3 JIEKapCKO MpeICaHue;
B) YETJIMBOCTTAa HA JIaHHUTE M HAuMHA Ha MpeJCTaBsiHE Ha MH(pOpMaIUsATa BbPXY ONAKOBKHUTE U B
JIMCTOBKATa;
T') TOMOIIHUTE BEIIECTBAa, KOUTO TpsiOBa /a Obaar OOSBEHHM BHPXY OIMAKOBKUTE HA JICKAPCTBEHUTE
IOPOJIYKTH, U CBBP3aHUTE C TAX MNpedynpexaeHus 3a Oe3omacHa yrnorpeba, KOMTO TpsiOBa Ha ce
CBABPIKAT B JINCTOBKATA;
1) CTaHJIapTHUTE TEPMHUHHU 32 JIEKapCTBEHU (POPMHU, ONTAKOBKHU U ITBTHIIA 32 BbBEK/IAHE;
€) HauMHa Ha OOsBSIBaHE HAa aKTHBHU U TIOMOIIIHU BEIIECTBA;
’K) IpUJjlaraHeTo Ha wi. 9, an. 5
3) ApYTHW aKkTyaJlHH yKa3aHHUsS OTHOCHO MH(OpMalMsaTa BbpXy OMAaKOBKUTE U B JINCTOBKATA.
(2) YkazanusTa 1o ain. 1 ce myOnuKyBaT Ha cTpaHuIaTa Ha M3nbJIHUTEIHATA areHIys 1o JIeKapcTBaTa B
WuTepHeT U ce npuiiarar Ipyu U3roTBSIHE HA ONAKOBKUTE M JIUCTOBKUTE HA JIEKAPCTBEHUTE MPOAYKTH.

Paznen 11
CrnennajgHyu U3UCKBAHMS 32 ONpeaesIeHN TPYIH JIeKAPCTBEHU
NPOAYKTH

Ya. 11. Bepxy omakoBkaTa M B JIMCTOBKaTa Ha TPAJUIIMOHHUTE PACTUTEIHU JIEKAPCTBEHU
MPOAYKTU OCBEH MH(OpMalLusATa ChINIaCHO WI. 3 U Wi. 7 ce oTOens3Ba:
1. 4e OPONYKTHT € TpPaJUIMOHEH PACTHTENEH JIEKapCTBEH MPOIYKT, 3a KOHTO IOCOYEHOTO/HUTE
MIOKA3aHUs C€ OCHOBABAT M3KJIIOUUTENIHO HAa OTJaBHAIIIHATA MY yNoTpeoa;
2. ye moTpeOuTeNAT TPsAOBaA J1a ce KOHCYITUPA C JIeKap WM ¢ KBATU(PHUIMPAH MEAULIMHCKH CTIELUAIIUCT,
aKO CUMIITOMHUTEC NpOABJIKABAT Ja CC IMPOABABAT IO BPEMC HaA yHOTpe6aTa Ha JICKapCTBCHHUA MPOAYKT
WK aKO C€ MPOSIBAT HEOTOEsI3aHH B JIMCTOBKATa HEXKEJIAaHU JIEKAPCTBEHU PEaKIUH.

Y. 12. (1) Bepxy BropuyHara ornakoBKa M B JMCTOBKaTa Ha CEpyMH OCBEH MH(poOpMalusTa
chbIIacHO Wi. 3 U 7 ce oT0ensA3Ba U BUIABT HA OPraHU3Ma, OT KOMTO € MOJTy4YeH CEPyMbT.
(2) Bppxy BTOpHYHATa OMAKOBKA U B JTUCTOBKATA HA BUPYCHU BAaKCUHHU OCBEH MH(OPMALIUATA CHITIACHO
. 3 1 7 ce IOoCOYBa U KJIEThYHATA CUCTEMA, B KOSITO € Pa3MHOXKEH BUPYCBHT.

Ya. 13. (1) XomeonaTUyHUTE JIEKAPCTBEHU MNPOAYKTH ChIbPKAT BHPXY MbpBUYHATA U
BTOPUYHATA CH OINAKOBKAa M B JIMCTOBKara W3pHUYHO O0OO3HA4YeHHE "XOMEONAaTHYeH JIEeKapCTBEH
MIPOIYKT".

(2) XomeonaTuuHUTE JEKAPCTBEHU MPOIYKTH, 0OEKT Ha MpOLEAypa 3a pazpelieHne 3a yrnorpeda Karo
JIEKapCTBEHU MPOJAYKTH, TPsAOBa Ja ChIbPKAT BbPXY OMAKOBKUTE CHU M B JIMCTOBKAaTa CHOTBETHO
JIAHHUTE 110 9. 3 WK 4. 4, an. 4 (ako omakoBKaTa € MaJika) U 110 4. 7 .

(3) XomeomaTM4yHHUTE JIEKAPCTBEHU MPOAYKTH, OOEKT Ha ONPOCTEHA MpPOLEAypa 3a PETUCTpaLus,
CBABPKAT BbPXY IbPBUYHATA U BTOPUYHATA CH ONIAKOBKA Y B JINCTOBKATa, aKO UMa TaKaBa, €IMHCTBEHO
cienHara nHpopmarus:

1. Hay4HO MMe Ha XOMEONMaTWYHMS M3TOYHHUK WIM M3TOYHHIM, najeHo B EBpomelickata dapmaxones
WIM JIpyra akTyaqHa (apmakonesi, H3MOJ3BaHa OQUIMAIHO B JbpKaBUTe OT EBpomneiickoTo
MKOHOMMYECKO MPOCTPAHCTBO, CIEABAHO OT CTENEHTA Ha pa3pelkJaHe, KaTo Ce€ M3MOI3BaT CUMBOJIMTE
Ha CbOTBETHaTa (hapMakores; KOraro XOMEONaTHYHUAT JIEKapCTBEH MPOIYKT C€ ChCTOU OT JBa WU
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[IOBEYE M3TOYHMKA, OCBEH HAyYHUTE MMEHA HAa M3TOYHULIUTE BHPXY OIAKOBKATa MOXKE /1a CE€ MMOCOYM U
cBOOO/IHO U30PAaHOTO UME Ha JIEKAPCTBEHUS MPOIYKT;

2. UM€ U aJpec Ha NPUTEXATeNs Ha YIOCTOBEPEHHUETO 3a PETUCTpalMs U KBAETO € MPUIOKHMO, Ha
MIPOU3BOAUTENS;

3. HaYMH Ha MpUJIaraHe U ako € HeoOX0AUMO, ITbT Ha BHBEXKIAHE;

4. nara Ha M3TUYAaHE HA CpPOKAa Ha TOMHOCT, M3pa3eH MO pa3OupaeM Ha4MH, KaTto '"TOJAEH J0:
(Mecern/ronuHa)";

5. nexapcTBeHa (opma,

6. KOJIMYECTBA B €1HA OIIAKOBKA;

7. celaiHu YCIOBHS 32 ChbXpaHEHHUE, aKo Ce U3UCKBAT TAKHUBA;

8. crienuanHy npeaynpeskaeHus, ako ca He0OXOIUMH 3a JIEKapCTBEHUs POIYKT;

9. mapTuzneH HoOMeED;

10. peructpaniuoHEH HOMEP;

11. Hagnuc "XxoMeonaTuyeH JIEKapCTBEH MPOAYKT 0e3 crelupUUHN TepaneBTUYHN oKa3aHus";

12. mpenynpexzaeHHe, HACOYBALO KbM KOHCYJNTalUs C J€Kap B Clydall, 4y€ CHMIITOMHUTE HE CE€
MOBIIMSABAT OT JICYEHUETO.

(4) Hannute mo wi. 3 , wi. 7 U wi. 8 ce H3NUCBAaT Ha OBIArapckM €3WK, C M3KIIOYEHHE Ha
HAaUMEHOBAaHUATA HA XOMEOATUYHUTE N3TOYHUIIN, KOUTO Ce MU3MHUCBAT U Ha JJATUHCKH €3HK.

Ya. 14. (1) BpHmHara kapTOHEHAa ONAKOBKA M CHABT HA JIEKAPCTBEHUTE IPOAYKTH,
ChABPKAILIY PATMOHYKIUAM, TPSOBa Ja ca O3HaYeHH ChOOpA3HO M3MCKBaHMATa Ha MexayHapoaHara
areHIys 1o aTOMHa €Heprusi OTHOCHO 0€30IacHO TPaHCIOPTHpaHE Ha PAJUOAKTUBHHU MaTepUalH U Ja
ChABPKAT BCUUKHU JaHHU 110 all. 2 U aj. 3.

(2) Bppxy 3ammuTHaTa OMAKOBKA Ce M3MHMCBAT JAHHUTE 10 4. 3 U MOAPOOHO OOsICHEHHE Ha KOJa BbPXY
(akoHa; mocouBa ce, KbAETO € HeOoOXOAMMO, pPaJMOAKTHBHOCTTa KbM IIOCOYEHA Jara U BpeEME,
U3pa3eHa 3a Karcynia WiH 3a (JIakoH, 1 OposAT Ha KarcCylIuTe WIK MIIWIMTPUTE B ChJA, aKO MPOAYKTHT
€ TEYEH.

(3) Bepxy mppBuuHara onakoBka (¢akoHa) TpsiOBa J1a ce ChAbpKa cieHaTa HHPOpMAaIHs:

l. uMe wiIM KoA Ha JEKapCTBEHUS MPOAYKT, BKIIOYUTETHO HMMETO WM XUMHYHHUS 3HAK Ha
pPaMOHYKINIA;

2. uaeHTU(UKAIMS HAa TApTUIATa U JAaTa Ha U3THYaHe Ha CPOKa Ha TO/IHOCT;

3. MEXIyHapOIHO NMPUETHST 3HAK 32 PAJUOAKTUBHOCT;

4. uMe U azipec Ha MPOU3BOTUTEIS;

5. paAMOaKTUBHOCTTA KbM IIOCOYEHA JaTa M BpeMe, U3pa3eHa 3a Karcysa Win 3a (QIaKoH.

Y. 15. (1) [TocraBsiHeTO Ha TMCTOBKA BbB BTOPUYHATA OMAKOBKA Ha paguodapMalieBTUIINTE,
paMOHYKIIMJHUTE TEHEPATOPH, KUTOBETE U PAJIUOHYKINIHUTE IPEKYPCOPH € 3aAbIKUTEIHO.
(2) JIucToBkara ce U3roTBsl B CbOTBETCTBUE C U3UCKBaHUATA HA WII. 7 .
(3) JlucToBKaTta chIbpikKa BCHUKU MpeNNa3HU MEpKH, KOMTO TpsOBa Ja ObJaT B3€TH OT MpHJIAralus
MEAMIMHCKH CHEIHAIMCT U MalMeHTa 10 BpeMe Ha MPUTOTBIHETO M NpPUJIAraHeTo Ha JIeKapCTBEHUs
IIPOAYKT, KakTO W CIELMAIHU MNpEANa3sHM MEPKU IPU HU3XBBPIISIHE HA OINAKOBKaTa M OCTAHAIUA
HEU3IOJI3BaH JIEKaPCTBEH MPOIYKT.

Y. 16. JIucToBKara Ha KUTOBETE OCBEH 3aAbJDKUTEIHUTE JaHHU CBIVIACHO 4Yi. 7 ChAbpXKaA
clieHaTa JOMbIHUTETHA UHPOPMALIKS:
1. ©Me Ha MPOAYKTa U ONMKCAHUE HA yHoTpedara My;
2. CIIUCHK HA KOMIIOHEHTHUTE Ha KUTA;
3. uMe ¥ agpec Ha IPOU3BOAUTENS HA KUTA;
4. uneHtuduKauug ¥ M3MCKBAHMUA KbM KadeCTBOTO HAa MaTepHalUTE 3a paJUOaKTHBHO MapKHpaHe,
KOUTO MOXe Ja ObJaT U3MOJI3BaHU 32 IPUTOTBSHETO HA paguodapMalieBTHKA;
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5. yka3aHMs 3a IPUTOTBSHE Ha paauodapMalieBTHKa, BKIIOUBAIIN MTOCIEA0BATEIHOCT Ha ACUCTBUATA U
o0eMuTe, KaKTO M U3UCKBAHUS 32 ChXpaHEHHE Ha IPUTOTBEHUS paauodapMaleBTHK;

6. CpOK Ha TOJJHOCT Ha MPUTOTBEHUS pagrodapMaleBTUK;

7. moKa3aHUs ¥ MPOTUBOIIOKA3aHUs HA MPUTOTBEHUS pasinopapMaleBTHK;

8. TmpemynpekIeHUss M Ipeana3’Hu MEPKM BbB BpPb3Ka C KOMIIOHEHTHTE U IPUTOTBSHUS
pannodapMaleBTUK, BKIIOUUTETHO MEPKH 3a 3alIUTa OT HOHU3UPALLH JIbYCHHUS,;

9. (apMakolIOrMYHM M TOKCHKOJOTMYHHM JIaHHM 32 MPUTOTBEHUS paauodapManeBTHK, ako e
HE0OXOMMO, BKIIIOUUTETHO IbT HA €IMMUHUpPAHE OT OpraHu3Ma 1 e(eKTHUBEH MepHoJ] Ha MOypasna/;
10. no3a Ha 0OBbYBAHE HA MALMEHTA OT MPUTOTBEHUS paano(apMalleBTHK;

11. mpenma3Hu MepKH, KOUTO TpsiOBa Jla c€ B3eMaT OT MEAULMHCKUS CIEHUATMCT W NalUeHTa MpHU
IIPUTOTBSHETO U NPUJIATaHETO Ha IPOIYKTa;

12. cneunpuyHM mpenna3HU MEpKH TMpU YHUIIO)KaBaHE Ha ONAaKOBKaTa M HEW3IOJI3BAHOTO
CBIABP)KAHUE;

13. ykazanue 3a ymnorpeba, BKJIIOYUTENTHO IbT Ha BBBEXKIAaHE M JO3MPOBKA HA IPUTOTBEHUS
panuodapmaleBTuK;

14. ako e He0OX0IMMO, METOAM U crelUpUKALUY 3a IPOBEPKa Ha PaIHOXUMUYHATA YHCTOTA.

Y. 17. BropuuHaTta onakoBKa Ha JIEKAPCTBEHU MPOAYKTH, ChbPIKAIIN BEIIECTBA C BUCOKA
CTEIIEH Ha PHUCK, MOCOYEeHH B IpuioxkeHue Ne 2 kpM 4. 3, an. 2 oT 3akoHa 3a KOHTPOJ BBPXY
HAapKOTUYHUTE BEILECTBA U IIPEKYPCOPUTE, C€ MAPKUPA AUATOHAIHO C JBE YCIIOPEIHU YEPBEHHU JICHTH,
a BTOpUYHAaTa OIMaKOBKa Ha JIEKAPCTBEHU MPOIYKTH, ChABPKAIIN PUCKOBH BEIIECTBA OT MpHIOKEeHHE No
3 xpM uil. 3, ajl. 2 Ha 3aKOHA 3a KOHTPOJ BbPXY HAPKOTUYHMUTE BEIIECTBA U MPEKYPCOPUTE - C JIBE
ycnopenHn cHHH JIeHTH. OmakoBKara 3aJb/DKATENHO ChIABpXKA HAANKAC MO CIEHHUAIHO JIEKAPCKO
npennucanue". Ilpunarar ce 1 BCHYKN U3MCKBAaHUs, ONIMCAHU B pa3zen | Ha Ta3u miasa.

I'masa II1
N3NCKBAHUS KbM JAHHUTE BBPXY OITAKOBKHUTE
HA JTEKAPCTBEHUA
INPOIAYKTHU 3A KIMHUYHO U3SIIMTBAHE

Ya. 18. Hudopmamusara BbpXy ONAKOBKaTa Ha JEKApCTBEHU MPOAYKTH 32 KIMHUYHO
M3MHUTBaHE TPsOBa Ja € Takapa, ye Ja OCUTypH 0€30MacHOCTTa Ha YYAaCTHUKA B KIIMHUYHOTO U3IHUTBaHE
U MPOCIEAUMOCT, J1a € JOCTaThb4yHa 3a UISCHTU(UIMpPaHE Ha MPOAYKTa U W3MHUTBAHETO M Ja OCUTYpHU
MpaBUJIHATA yroTpeda Ha U3MUTBAHUS JIEKAPCTBEH MPOIYKT.

Yia. 19. (1) IIppBuyHaTa W BTOpHYHATA OMAKOBKA Ha JICKAPCTBEH IMPOIYKT 3a KIMHHYHO
U3MHUTBAHE CHhABPKAT CICAHUTE 3abJDKUTEITHU JaHHU:
1. ume, ampec u TeneoHEH HOMEpP Ha JIMIIE 32 KOHTAKT 3a HMHQOpMAaIMs OTHOCHO MPOIYKTa,
KJIIMHUYHOTO U3MHUTBAHE U MPU HEOOXOAUMOCT OT CIEIIHO pa3KpUBaHe Ha KOJa;
2. nexapcTBeHa (opma;
3. IbT HA BLBEXKIAHE;
4. xomu4ecTBa B €HA OIMAKOBKa, M3pa3eHU 4pe3 macara, obema wiM 4ype3 Opos J030BU €AMHUIIU B
3aBUCHUMOCT OT JIEKAPCTBEHUS MPOJIYKT;
5. UMe W/UM KOJ Ha JIeKapCTBEHUS MPOIYKT;
6. KOJIMYECTBO HA aKTUBHOTO BEIIECTBO B JI030Ba €IMHUIIA;
7. mapTUAeH HOMEp W/WIH KOJ 32 UIEHTU(UIIMPAHE HA CHhIBPKAHUETO U OMAKOBKATa;
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8. kKox 3a WAEGHTH(HIMpaHE Ha W3MUTBAHETO, LIEHTHPA, M3CIENOBATENsl U BB3JIOXKUTENA, ako HE ca
MIOCOYEHH Ha JAPYTO MSACTO BHPXY OIAKOBKATa;

9. naeHTUUKAIIMOHEH HOMEp Ha YYaCTHHUKA W/WIM HOMEp Ha TepamusTa M ako € He0OX0IMMO - HOMEp
Ha TOCEIEHUETO;

10. uMe Ha M3CaEAOBATEIIS, aKO HE € BKJIIOYEHO B T. 1 miu §;

11. ykazanus 3a ymorpeoa;

12. o3HaueHue, ye JIeKapCTBEHUAT NPOAYKT € "Ipe/IHa3HauYeH caMO 3a KIIMHUYHO U3MUTBaHEe";

13. yciioBus Ha CbXpaHEHHUE;

14. cpok Ha TOAHOCT WJIM JjaTa 3a MOBTOPEH aHaJIM3;

15. ykazanue "[la ce cbxpaHsBa Ha MSCTO, HETIOCTBITHO 3a Aena'.

(2) Undpopmanusra no an. 1 ce nu3nucsa Ha OBJITAPCKH €3HK.

(3) YacT ot mocoueHuTe JAaHHU MOXKE Jla HE ObJle M3MHCaHa BbPXY OMAKOBKUTE, B CIIy4ail 4e TOCTBIIBT
710 “HPOpMAIUATA € TapaHTUPaH I10 JIPYT HAYMH U ca MPEJCTaBEeHU J0CTaThuHO JaHHU 32 TOBA.

(4) Undopmanusta mo an. 1, . 1 moxe na Oble 3a BB3JIOKHUTEN, JOTOBOPHA M3CIIENOBATENICKA
OpraHu3aIysl U/Wiu U3clieioBaTel. AIPechT U Telne(OHHUAT HOMEp Ha JIMIETO 32 KOHTAKT MOXeE Jla He
ce M3MHUCBAT Ha OMAaKOBKaTa, KOraro ca MpeA0CTaBeHU Ha YYaCTHULUTE IMOJ Apyra Gopma, ¢ yKa3aHue
Jla UM Ob/IaT Ha PasNoiokKEeHUE MPe3 ISUI0OTO BpEME Ha MPOYYBAHETO.

(5) Uudopmanusta mo . 5 u 6 Ha ajn. 1 e 3aAbIKUTENHA CaMO MPU OTKPUTH MPOYUBAHUS.

(6) Uudopmanusra no an. 1, . 11 moxe na ce npenocrasu noj opmara Ha Mpenparka KbM JHCTOBKA
W/WIKM APYT JOKYMEHT C yKa3zaHus 3a ynoTrpeba, mpeJHa3HaueH 3a YYaCTHHMKAa B M3MHUTBAHETO WIH 3a
JIMIIETO, KOETO IIe MpUJIara mpoayKTa.

(7) Hudopmarmmsta mo aim. 1, T. 14 ce mpeacraBs 1O HEIBYCMHUCICH HA4yuH BBB (opmar
"Mecery/roquna".

(8) Undopmarnusra mo an. 1, . 15 Moke 1a He ce U3MUCBA B CIIy4auTe, KOTaTo MPOAYKTHT HIMa Ja ce
ChXpaHsBa OT YYaCTHHKA.

Ya. 20. (1) Undopmanuara nmo wi.19 moxe na ce chabpka camMoO BbpPXy BTOpHYHATa
OTTaKOBKa, KOTaTo MPOAYKTHT CE MPEIOCTaBs B MbPBUYHA OMAKOBKA, KOATO Ie Ob/ie ChXpaHsIBaHA BHB
BTOpUYHATA OIAKOBKA MPe3 ISUIOTO BPEME.

(2) B cayyaute mo an. 1 mppBUYHATA OMAKOBKA ChIbpKa JaHHWUTE 1Mo 4i. 19, am. 1, 1. 1,2, 3, 4,5, 6, 7,
8,9.

Ya. 21. (1) IIpy mbpBUYHM OMAKOBKH, HA KOWUTO MOPAgH MAJKH pa3MepH HE € Bb3MOXKHO
M3IUCBAHETO HA JaHHUTE 1Mo wi.19, an.l, Te TpsAOBa na ce ChaAbpKAT BbPXY BTOPUYHATA OTAKOBKA, a
IbPBUYHATA OMAKOBKA TPSOBA J1a ChIbpiKa Hail-Manko ganaute mo wi. 19,an. 1, 1. 1,3,5,6,7,8,9..
(2) B ciiyuaute no an. 1 u wi. 20, an. 2 BppXy I'bpBUYHATa ONAKOBKa B MHPOpManusTa o wi. 19, an. 1,
T. 1 MOXe /12 He ce ocouBar ajpec U TeseoHeH HoMED.

(3) B cnywaure no an. 1 u un. 20, an. 2 uadopmanusara no wi. 19, an. 1, . 3 Moxe 1a He ce moco4Ba
IpY TBBP/IMU JIEKapCTBEHH (POPMU 32 MEPOPATHO NPUIIOKEHHE.

Yn. 22. V3nbaHuTenHaTa areHUys MO JIEKapcTBaTa MOXE Ja HW3UCKA M3MHCBAHE Ha
JTOMBIHUTETHU JaHHU BHPXY MbPBUYHATA W/WIW BTOpPUYHATA OMAKOBKA, KOTAaTO TOBA € HEOOXOAUMO OT
choOpaxeHus 3a 0€30MaCHOCT W/WJIH 3a TapaHTUPaHEe Ha BaJTUAHOCTTA HA IAHHUTE OT M3MHUTBAHETO.

Yu. 23. (1) 3a kIMHUYHM U3MUTBAHUS C Pa3pelleHH 3a ynorpeda JIeKapCTBEHH MPOIYKTH
BB3JIOKUTEIAT MOXKE J1a M3I0JI3BA OIAKOBKATa, 000pPEHa C aKTyaJHOTO 3a TEPUTOpUsATa Ha bbarapus
paspelieHue 3a ynorpeba, ako ca U3IbJIHEHH CIISTHUTE yCIOBHUS:

- JIGKApCTBEHUSAT MPOIYKT € MPOU3BEJIEH B ChOTBETCTBHE C aKTyaJHOTO 3a bbirapus pasperieHue 3a
ynotpeoa;
- IJJAHUPAHETO HA U3MUTBAHETO HE Hajlara CrelyaieH IPOnu3BOACTBEH WM ONaKOBBYEH MPOLEC;
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- TALMEHTUTE, Y4YacTBAllM B M3MHUTBAHETO, Ca C XapaKTEPUCTUKU B CHOTBETCTBHE C YCJOBHUSTA Ha
aKTYyaJHOTO 3a TepUTOpUsTa Ha briarapus paspenienue 3a ynorpeoa.

(2) B cayyaute mo an. 1 kpM OmakoBKata ce A00aBsi JOMBIHHUTEICH €TUKET, ChABPKAIL CICTHUTE
JTAHHU Ha OBJTApCKH €3UK:

1. iMe Ha BB3JIOXKUTESA, JOTOBOPHATA U3CJIEI0BATEICKA OpraHU3alMsl U1K U3CIIeI0BaTEeNs;

2. KOJI 32 HACHTU(PUITUPAHE Ha H3MUTBAHETO, IICHTHPA, N3CIEA0BATENS U YUaCTHUKA.

(2) JlombIHUTENHUTE E€THKETH MO al. 2 ce IMOCTaBAT Taka, Y€ Ja He 3aKpuBaT OpHUTHHAIHATA
uHbopMaIus BbpXy OMaKOBKara.

Ya. 24. (1) M3uckBaHusATa 10 OTHOLIEHHE HAa JAHHUTE BBPXY OINAKOBKUTE 33 KIMHUYHHU
W3NUTBAaHUS HE ce mpwiarar 3a npoydsanus mo wi. 145 3JIIIXM, npu KOWTO pElIeHHETO 3a
IIPUJIAraHETO Ha OIPEJIEIEHa TepareBTUYHA CTPATErus 110 OTHOLLIEHUE Ha J1aJIeHUs NAllMEHT cE B3€Ma B
CHOTBETCTBUE CBhC ChBpEMEHHAaTa NpPaKTHKA, a HE C€ ONpeAels MNPEeABAPUTENIHO OT MPOTOKON 3a
M3MATBAHE U MPEINUCBAHETO HA JIEKAPCTBEHUS MPOAYKT € HE3aBUCHMO OT PELICHHETO MALUEHTHT /1a
ObJe BKJIIOYEH B U3MUTBAHETO.

(2) B cnyyaute mo an. 1 nekapcTBEHUST MPOIYKT CE€ M3ION3Ba C ONAKOBKATa, C KOSATO Ce MyCKa Ha
nasapa B PemyOnuka brarapusi.

JOII'bJIHUTEJIHA PA3ITIOPE/IBA

§ 1. Ilo cmuchia Ha Ta3u Hapeaoa:
1. "Pa3HOBUAHOCT" Ha JIEKApCTBEH MPOAYKT ca pas3auuHuTe (HOpMH Ha MpenjaraHe Ha JeKapCTBEH
MMPOAYKT, KOUTO MUMAT €AHAKBEB KAYCCTBCH CHCTAB IO OTHOUICHUEC HAa aKTHBHOTO BeHIeCTBO/aKTI/IBHI/ITe
BEIIECTBA, HO CE pa3MyaBaT WU M0 KOJMYECTBEHOTO ChIbP)KaHUE HA AKTUBHOTO BEIIECTBO/aKTUBHUTE
BEIIIECTBA W/WIIN TIO JIEKapCcTBeHara opma.

IHNPEXOAHU U 3AKJIIOYUTEJIHU PAIIOPE/IBU

§ 2. U3uckpanusita B Ta3u Hapenda ce mIpuiaraT KbM ONAKOBKUTE W JINCTOBKUTE Ha
JIeKapCTBeHU TPOAYKTH, KOMUTO ca B IMpoleaypa IO pas3peliaBaHe 3a ynorpeda/perucrpanus,
NOJHOBSIBAHE HA M3/aJICHO pa3pellieHHe 3a ynoTpeda WM IMpOMsHA, 3acsraiia OIaKoBKaTa W/Win
JIMCTOBKATA.

§ 3. [lputexxarenuTe Ha pa3pelIeHre 3a ynoTpeda MPUBEKAAT 3aBaApEHUTE KbM BIIM3aHE B
CWJIa Ha Ta3u Hapenda OMaKOBKH W JUCTOBKH B CHOTBETCTBHE C HEHHHUTE pa3mopendu B cpok o 31
nekemBpu 2008 T

§ 4. [MapTuauTe nekapcTBEHU MPOAYKTH, MyCHATH Ha maszapa B PemyOnmuka bvarapus no
BJIM3aHE B CHJIa Ha Ta3u Hapea0a, ce pealn3upar Ha ma3apa J0 U3ueprBaHe Ha KOJIMYecTBaTa, HO HE TI0-
KbCHO OT 31 nekemBpu 2009 1.

§ 5. Ta3u mapenba ce m3maBa Ha ocHoBaHuMe Ha wWwi. 170 or 3akoHa 3a JIEKAPCTBEHUTE
NpoIyKTH B XyMaHHata MeauuuHa (B, Op. 31 or 2007 r.) u ormenss Hapen6a Ne 7 ot 2000 r. 3a
3a]JbJDKUTEITHUTE NTAaHHW BBHPXY OIIAKOBKUTE W B JIUCTOBKUTE Ha JICKAPCTBEHHUTE CPEACTBA U KBM
yKa3aHMsTa 3a yrnorpeda Ha MeauuuHckute usnenus (B, 6p. 54 ot 2000 r).

§ 6. Ykazanus no npuiarane Ha Hapea0ara ce JaBaT OT MUHUCTBpPA Ha 3IpaBeONa3BaHETO.

ctp. 10 ot 10



	НАРЕДБА № 38 от 13.09.2007 г. за изискванията към данните върху опаковките и в листовките на лекарствените продукти
	Глава I ПРЕДМЕТ НА ДЕЙСТВИЕ И ОБХВАТ
	Раздел I Общи положения
	Глава II ИЗИСКВАНИЯ КЪМ ДАННИТЕ ВЪРХУ ОПАКОВКИТЕ И ЛИСТОВКИТЕ
	Раздел I Общи изисквания към данните в опаковките и листовките
	Раздел II Специални изисквания за определени групи лекарствени продукти
	Глава III ИЗИСКВАНИЯ КЪМ ДАННИТЕ ВЪРХУ ОПАКОВКИТЕ НА ЛЕКАРСТВЕНИ ПРОДУКТИ ЗА КЛИНИЧНО ИЗПИТВАНЕ
	ДОПЪЛНИТЕЛНА РАЗПОРЕДБА
	ПРЕХОДНИ И ЗАКЛЮЧИТЕЛНИ РАЗПОРЕДБИ

