HAPEJIBA Ne 38 OT 13 CEIITEMBPH 2007 I'. 3A
N3NCKBAHUATA KbM JAHHUTE BbPXY OITAKOBKHUTE U B
JIMCTOBKUTE HA JIEKAPCTBEHUTE ITPOAYKTH

H30a0ena om Munucmepcmeomo Ha 30paseonassanemo
O6n. J[B. 6p.77 om 25 Cenmemspu 2007e.

Fnan) IIbPBA.
ITPEAMET HA IEVMCTBUE 1 OBXBAT

Paznen 1.
OO11IH ONOKEHUS

Ui 1. C ta3u Hapenba ce onpeaensT N3UCKBAHUATA [0 OTHOLIECHHUE Ha:

1. naHHWTE BBPXY OMAKOBKUTE M B JMCTOBKHTE Ha NMPOMHIUICHO MPOU3BEICHU WU
MMPOU3BCACHU II0 MCTOJ, BKIIOYBAIl NIPOMHUIIICH IIPOLEC, JICKAPCTBCHU IIPOAYKTHU 3a
XyMaHHaTa MEIUIINHA;

2. AAHHUTC BBHPXY OIMMAKOBKUTC Ha JICKAPCTBCHU IMPOAYKTHU 3a XyMaHHAaTa MEAWIWHA,
NpeaAHa3HA4YCHHU 3a KIIMHUYHO U3IMUTBAHC.

Yn. 2. (1) Uudopmanusara BbpXy OMAKOBKUTE M B JIMCTOBKATa Ha JIEKAPCTBEHUS
OPOAYKT C M3KIIOYEHHE Ha cilydauTe Mo ui. 1, T. 2 TpAOBa Aa € B MBJIHO ChOTBETCTBUE C
JTAaHHUTE B KpaTKaTa XapaKTepUCTHKA Ha MPOAYyKTa, ogoOpeHa oT M3mbIHUTENHATA areHIIUS
0 JIEKapCTBaTa, C pa3pelIeHNeTo 3a ynorpeda/mapalielieH BHOC WIH C YJOCTOBEPEHUETO 3a
perucTpalus.

(2) Bppxy OIakoBKHUTE U B JUCTOBKHUTE Ha JIEKAPCTBEHUTE MPOAYKTH HE MOXKE Ja ce
CHABPKAT TOBEK AN HANMEHOBAHHUS U O3HAUEHUS, KAKTO M HEJIOMYCTHUMH ChIJIACHO 3aKOHA
3a JICKapCTBEHUTE MpOAyKTH B XymanHata meaunuHa (3JI[IXM) u Hapenbute KbM HEro
€JIEMEHTH C PEKJIAMEH XapakTep.

I'maBa BTOpA.
N3NCKBAHUA KbM IAHHUTE BBHPXY OITAKOBKUTE U
JINCTOBKUTE

Paznen I.
OO U3NCKBaHUA KbM JAaHHUTE B ONAKOBKUTE M JUCTOBKUTE

Un. 3. JlekapcTBeHUTE MPOAYKTH TpsiOBa Na CHABPKAT BBPXY BTOpPHYHATA CH
OMaKOBKa, a aKo HsMa TaKaBa - BbPXY I'bPBUYHATA OMAKOBKA, CIICHUTE TAHHU:
l. uMe Ha JeKapCTBEHUS MPOIYKT, CJIEIBAHO OT KOJMUYECTBOTO HA AaKTHBHOTO



BEIIECTBO B J1030Ba €IMHUIIA (3a JaJeHa Maca UM 00eM WIM B MPOLEHTH) U JIEKapCTBEHATa
¢dopma; Koraro € HEOOXOJMMO, CE€ MMOCOYBa IMpeIHa3HAUYEHUETO - 3a KbpMaueTa, Jiela WIu
BB3PACTHH; KOTATO JIEKAPCTBEHUAT MPOIYKT ChABPKA J0 TPU aKTHBHH BEUIECTBA, TPSOBa 1a
ObJaT MOCOUEHHU TEXHUTE MEXAyHapoHU HenaTeHTHH uMeHa (INN), a ako HKoe OT TsIX HsAMa
TaKOBa - CHOTBETHOTO OOILIONPHUETO HMME; MMETO Ha AaKTHBHOTO BEIIECTBO CE M3MHCBA Ha
OBArapcKy U aHTIUICKH €3UK BB (hopMmarta (Harmpumep KUCelInHa, CoJl, eCTep M JIp.), 3a KOSITO
€ TI0COYEHO KOJUYECTBOTO Ha AaKTUBHOTO BEUIECTBO B J030Ba €IUHMIIA; HMETO Ha
JIeKapCTBEHUs MIPOAYKT C€ U3IUCBA HAa KUPUJIMILIA U HA JIATUHULIA;

2. aKTMBHM BEIIECTBA, W3PAa3€HHM KaueCTBEHO M KOJIMYECTBEHO 3a €/IHa J030Ba
€IMHUIIA WIM B 3aBUCHUMOCT OT JIeKapcTBeHaTa (opma - 3a AajJeHa mMaca Wid o0eM, WIH B
IPOLIEHTH, KaTO CE€ U3MO0JI3BaT TEXHUTE OOIIONPHUETH UMEHA;

3. nekapcTBeHa opMa U KOJIMYECTBA B €/lHa OIIaKOBKA, U3pa3eHH upe3 Macara, ooema
WM 4pe3 Opost J030BU €IMHULU WM €IUHUIM Ha MPOIYKTa (BKJIIOUUTEIHO JOIMBIHUTEITHUTE
KOMITIOHEHTH), B 3aBUCUMOCT OT JICKapCTBEHUSI TPOAYKT;

4. cnMChK Ha TMOMOILIHUTE BEUIECTBA, KOUTO MUMAT JOKa3aHO NCHCTBUE WIH €(EeKT
chriaacHo ykaszanusaTa mo 4wi. 10, an. 1, OykBa "r"; ako IpOAYKTHT € 3a MapeHTepalHo,
JIOKAJTHO, TPAaHCAEPMAaTHO, UHXAIATOPHO WM OYHO MPHUIIOKEHHE, TpAOBa Ja ObaaT oOSBEHU
BCUYKH [TOMOIIIHYU BEILECTBA, ChIBPIKALIH CE B POYKTA;

5. HauMH Ha MpUJaraHe ¥ ako € HeoOXOOUMO, BT Ha BbBEXJaHE; TpAOBa 1a Obae
OCTaBE€HO CBOOOJHO MsCTO 3a OTOENsA3BaHE Ha IpEANUCcaHaTa Ha IalMeHTa J03UpPOBKa
(M3KIJIIOYEHHE Ce JOMyCKa caMO B 0OOCHOBAHHU CIy4yau MpPU MaJKd OMAKOBKH Ha JICKApCTBEHH
NPOAYKTH, IPEJHAZHAUCHHU 32 IPUIaraHe OT MEAULIMHCKH CIIELUAUCTH);

6. crienuaiHo NMpeayNpeKIeHUE JIEKapCTBEHUAT MPOAYKT J1a CE ChbXpaHsABa Ha MACTO,
HEJIOCTBIIHO 3a JIeLa;

7. IpyTH CIEUUAHU TPEIyNpeKICHUs, KOraro ca HeoOXOAMMHU 3a JIeKapCTBEHHUS
IPOIYKT,

8. Jara Ha W3TMYAaHE HA CpOKa Ha TOJHOCT, MH3pa3eH KaTo 'TOJAEH J0:
(Mecery/roauHa)"; KOraTo € HeOOXOAMMO, C€ TIOCOYBA M CPOKBT Ha TOJHOCT CJIEN pa3TBapsiHE,
CYCIIEHUpPAaHE, Pa3pexkaaHe WIKM IbPBO OTBapsSHE HA ONAKOBKATa;

9. cnennanHu yciaoBUs Ha CbXPAHEHUE, aKO ca HEOOXOIUMH;

10. cnenuduyHM TpeAna3Hu MEpKU MPHU U3XBBPISIHE HA HEM3MOI3BAHUS JICKApCTBEH
NPOAYKT WM OTNAJbUHU MaTepUalld OT HETO, aKo ca HEOOXOIUMHU;

11. ume u agpec (rpal, IbpkaBa U MOMICHCKU KO, aKO € HAJIMYEH) Ha MPUTEKATeIs
Ha Pa3pelieHueTo 3a ynorpeda Wi Ha yIOCTOBEPEHHETO 3a PErMCTpalsl Ha JIEKapCTBEHUS
IOPOAYKT; NpH MapajejeH BHOC - UME M aJpec Ha YINpaBICHHE Ha JIMLETO, M3BBHPILIBALIO
napajieaHus BHOC;

12. peructpaliioHeH HOMEp Ha JIEKAPCTBEHUSI IPOTYKT;

13. maptunen Homep;

14. pexum Ha OTmyckaHe - oOO3HaueHHE "MO JEKapCKO MpeamnucaHue', Koraro
JEKapCTBEHUAT MPOAYKT C€ OTIyCKa CaMO M0 JIEKapCKO MpeArnucaHue; "Hmo CHenHaIHo
JIEKapCKO IpeAnucaHue”, Koraro JIEKapCTBEHUAT NPOAYKT CE€ OTIyCKa CaMO MO CHELHAIHO
JIEKapcKo mpeamnucanue; "0e3 JIeKapCcKO MpeanucaHue’", Korato ce OTiycka 0e3 JIeKapCKo
npeanucanue; "3a OomHUYHA ynorpeba" - KOratro JeKapCTBEHHMAT MPOIYKT € OTrpaHUYEH 3a
MIPWIOKEHUE CaMO B OOJTHUYHH YCIIOBUs chriacHo wi. 175, 1. 1 3JIIIXM;

15. ykazaHus 3a ymotpeba MpH JIEKAPCTBEHU NPOIYKTH, KOMTO C€ OTIycKar 0e3
JEeKapcKO MpeAluCaHue - TI0Ka3aHus, JO03UPOBKA, IPOTUBONOKA3aHUS U CIELUAIHU
OpeaypexKACHUs, UM HACOYBAHE KbM JIMCTOBKATA;



16. mMme Ha JIeKapCTBEHUS MPOAYKT, U3IMHCAHO U ¢ bpaiioBa a30yka (IIpy HATMYKE HA
Pa3HOBUIHOCTH C Pa3jMYHM KOJIUYECTBA Ha AKTUBHOTO BEIIECTBO B JI030Ba €IWHUIA WIH
pa3IuyHU JIEKapCTBEHH (OPMU KBM HMETO C€ BKJIIOYBAT CHOTBETHO KOJUYECTBOTO Ha
AaKTUBHOTO BEIECTBO W/WIW JieKapcTBeHaTa (opmMa); TOBa HM3UCKBaHE HE C€ OTHACA 3a
JIEKapCTBEHW TMPOAYKTH B OOJHHYHM ONMAKOBKM WJIM TpEAHA3HAYEHW 3a TMpWIaraHe oT
MEAHUIMHCKH CTICUATNCTH, KAKTO U 32 XOMEOMaTUYHH JIEKAPCTBEHHU MPOAYKTH, PETUCTPUPAHU
0 ONPOCTEHA MPOIEAYPa;

17. mannuc "OONHUYHA OMAKOBKA" - BbPXY OMAKOBKH, KOMTO HE ca MpeAHa3HAuYCHU Aa
Ob/aT OTIYCKAaHU Ha €1H TAI[UEHT, a CE U3I0JI3BAT B JICUCOHO 3aBE/ICHHE.

Un. 4. (1) JlekapcTBeHUTE NPOAYKTH CBHABPKAT BBPXY I'bPBUYHATA CH OIAKOBKA
BCHYKH JIaHHHU T10 WI. 3 ¢ U3KJIIOYEHUE HA U3UCKBAHUATA B T. 16.

(2) U3kntoueHue OT yCTAaHOBEHOTO B al. 1 ce JomycKa MpU MbPBUYHH OMAKOBKHU I10]1
dbopmara Ha OIUCTEp, JEHTA ¥ MAJIKH 110 Pa3MEepPU OTIAaKOBKH.

(3) [I'spBUyHKTE OMAKOBKHU MO opMaTa Ha OJIMCTEP WU JIEHTA, KOUTO ca IOCTAaBEHH
BbB BTOPUYHM OMAKOBKHU, OTIOBapsIIM HAa U3UCKBAHUATA Ha wi. 3, TpaOBa Aa ChAbPKAT Haii-
MAJIKO CJICTHUTE JaHHU:

1. iMe Ha JeKapCTBEHUSI MPOAYKT ChIIacHO 4. 3, T. 1 Ha OBIATAPCKU €3UK;

2. UMe Ha TpUTEeXKATeNs Ha pa3pelieHHeTo 3a yrnoTpeda/maparneneH BHOC WIA Ha
YOCTOBEPEHUETO 33 PETUCTPALIUS Ha JIEKAPCTBEHUS IPOAYKT;

3. naTta Ha U3THYAHE Ha CPOKa HA TOJHOCT, TOCOYEHA KaTo "TOJIeH J0: Mecel/ToquHa"
WJIH TI0 M3KJII0YEHUe TIpH HepocTaThuHo Msicto "EXP: mecen/roguna";

4. mapTuzieH HOMEP.

(4) MankuTe MbpBUYHM OMAKOBKH, BBbPXY KOHTO HE € BB3MOXKHO Ja C€ H3IHILE
uHpOpMaIMATa Mo WI. 3, TpsAOBa Aa ChABPKAT HAH-MAJIKO CICTHUTE TaHHU:

1. uMe Ha JIeKapCTBEHHS MPOAYKT ChriacHO Wi. 3, T. 1 (Ha OBJTApPCKU €3UK) U aKO €
HEOOXOMMO - THT Ha BBBEXKJAaHE, B OOOCHOBAHHM CIydyal MOXE Ja HE ObJaT H3MUCAHU
MMeHaTa Ha aKTMBHMTE BEIIECTBA, aKO ca MOBEYE OT €HO U MSICTOTO BbPXY OMAaKOBKaTa HE €
JOCTaThYUHO;

2. HaYMH Ha IpUjIaraie, Korato € Heo0X0UMO;

3. maTa Ha U3TUYaHE Ha CPOKA HA FOJHOCT, U3pa3eHa ChIVIACHO al. 3, T. 3;

4. maptuged Homep ("llaprumen Ne", "Ilaptmma:", "ITapt. Ne" wmmm "Lot" B
3aBUCHMOCT OT CJIy4ast);

5. KOMUYECTBO, U3pa3eHO upe3 Maca, 00eM WIIH eTUHUIIH.

Un. 5. (1) Unadopmamusta BBPXY ONAKOBKHTE M B JIMCTOBKUTE TpsAOBa 1a €
npejicTaBeHa 1o pa3oupaeM 3a MaeHTa HauuH, Ja € YeTJIMBa U J]a € He3aInYiMa.

(2) JlekapctBenata (hopma, IBTAT HAa BBHBEKAAHE M OMAKOBKUTE CE€ M3pa3siBaT 4pes3
OBJIHUTE CTaHJAPTHU TEPMUHHU, KOUTO c€ IyOJUKyBaT MepHUOAMYHO OT EBpomneiickus
JUPEKTOpAT 10 Ka4eCTBOTO Ha JIEKapcTBaTa U 3/ipaBeornas3BaHe U OT M3mbiHuTeIHaTa areHIusl
o JieKapcTBaTa. B cityyait Ha HelOCTaThUHO MSCTO 3@ IIBJIHUTE CTAaHAAPTHU TEPMUHU (BBPXY
OMcTepu M MaJIKM ONAKOBKM) MOXE J1a C€ M3MO0J3BAaT MyOJIMKYyBaHUTE KPAaTKU CTaHIApPTHU
TEPMUHH.

(3) besnmatHuTe MocTpu TpsOBa na chabpxaT Haamuc "besmiarHa moctpa" BBpPXY
BTOpPHYHATA CH ONIAKOBKa, & aKO HsAMa TaKaBa - BbPXY II'bPBUYHATA OMAKOBKA.

(4) KoraTo nekapcTBEeHUST MPOIYKT CE€ pa3pelaBa 3a ynorpeda Ha TEpUTOpHUsATa HA



Perry6nmuka brirapusi, BbpXy BTOpHYHATa My OTIAKOBKA CE MOCTABSI MAPKUPOBKA 32 Pa3CiTHO
chOUpaHe U PEeUUKIMpaHe CHhIIacHO 3aKOHA 3a YIpaBJIICHHWE Ha OTMAIbIUTE U aKTOBETE IO
MPHJIATaHEeTO MY.

(5) Bepxy omakoBKaTa MOXe Jia c€ BKJIFOUBAT O3HAYCHHUS 33 YCTAaHOBSBAHE Ha:

1. penmOypcupanero oT HarmumonamHaTa 3JpaBHOOCHUTYpHTEITHA Kaca, KBACTO €
TPUI0KHMO;

2. HMIOEHTUYHOCTTa M AaBTCHTUYHOCTTAa Ha JICKAPCTBEHHUS TMPOIYKT (HAmpumep
CTaHAapTeH 0apKon).

(6) JlexapcTBeHHMTE TPOAYKTH, pas3pelieHd 3a ymnorpeda ™o IEHTpaTIU3UpaHa
npollelypa, ChIbPKAT BBPXY ONAKOBKAaTa CH JaHHUTE, OJOOPEHH C pa3pelicHUETO 3a
ynotpe0a, U CbOTBETHU O3HAYCHUS ChIVIacHO 4i. 3, T. 14, un. 5, an. 3,4 u 5, un. 12 u 17,
KBJIETO € TIPUIIOKUMO.

(7) Ipu mapaneneH BHOC BBPXY OIAKOBKAaTa CE€ TOCOYBAT W TIPOW3BOIAHUTEIIAT,
OCBOOOJMJI TapTHIATa 3a CTpaHaTa, OT KOSATO € BHECEH JICKAPCTBEHUSAT MPOAYKT, H
MIPOU3BOIUTEIISAT, OCBOOOIWIT IMAapTHIATa ClIe] peonakoBaHeTo 3a beiarapus. Koraro mexmy
napajeHO BHECCH JIGKAPCTBEH MPOAYKT U MPOAYKTa, pa3pellieH 3a ynorpeda Ha TepUTOpUsiTa
Ha PenyOnwka Bwarapwsi, chIecTBYBAaT pa3jiMKH, BBPXY OINAKOBKAaTa W B JIMCTOBKAaTa Ha
napaseTHO BHACSHUS MPOIYKT CE€ MOCOYBAT PA3IIUKHTE.

Uin. 6. [TocTaBsiHETO HA JIMCTOBKA BbB BTOPUYHATA OMAKOBKA HA BCUYKH JIEKAPCTBEHU
HpO,Z[yKTI/I € 3aAdBbJDKHUTCIIHO. I/I3KJIIO‘ICHI/I€ CcC I[OHyCKa B cnyqaﬁ, Yye 11arta HCOGXOIII/IMa
uHdopmarus 1o wi. 7, ain. 1 1 . 8 ce chabpika BbpXY BTOPUYHATA WM BHPXY IMbPBHYHATA
OIIaKOBKA.

Yn. 7. (1) B nucroBkara Ha JIEKapCTBEHUTE MPOAYKTH C€ ChIbpXKa CleIHaTa
uHpOpMaIus B 130poeHaTa MmocaeI0BaTeTHOCT:

1. 3a ugeHTuUIMpaHe HA JEKAPCTBEHUS MPOIYKT:

a) UME Ha JIEKapCTBEHUs INPOAYKT, CJIEIBAHO OT KOJMYECTBOTO HA AaKTUBHOTO
BEIIECTBO B J]030Ba €IMHUIIA (32 JaJeHa Maca UM 00eM WM B MPOLIEHTH) U JIEKapCTBEHATa
¢dopMma; Korato € HeoOXOIUMO, C€ MOCOYBA IMPEIHA3HAYEHUETO - 33 KbpMadeTa, Jena WiIH
BB3PACTHH;

0) MeXayHapOoJAHU HEMATEHTHH MMEHA Ha aKTUBHUTE BEILECTBA, a aKO HAKOE OT TAX
HSIMa TaKOBa - ChOTBETHOTO OOIIOMPHETO UME;

B) (apmMako-TepaneBTHYHA rpyna Wik (apMaKoJOTHYHO IEHCTBUE, MPEACTABEHH I10
JIECHO pa3dupaeM 3a MalfeHTa HauKH;

2. IOKa3aHus;

3. uadopmanus, HeoOXoaMMa Mpeau ynoTpedaTa Ha JEKapCTBEHUS MPOAYKT, KaTo ce
00BpHE CIENMATHO BHHUMaHUE W Ha ymoTpedaTa IpH OMpeNeeHU TPyINu MalueHTH (Aera,
OpeMeHHU UM KbpPMEIIU JKeHU, Bb3PACTHU MallMEHTH U JIUIA ChC CIeNU(DUYHN MAaTOTOTUIHH
CBCTOSIHUS):

a) MPOTHUBOIOKA3aHUS;

0) HEOOXOIUMH TIpeIa3Hi MEPKH MPH yIOoTpeoa;

B) JIEKQpCTBEHU B3aUMOJICHCTBUS C JPYTH JIEKapCTBEHH TMPOAYKTH U JPYTH
B3aMMOJEHCTBUS (C aJIKOXOJI, TIOTIOH, XpaHHW, JOMBJIBAIIM AITEPHATUBHM TEparnuud U Ap.),
KOUTO MOJKE Jla TIOBJIHSAT HA JEHCTBUETO Ha JIEKAPCTBEHUS MPOAYKT;

T) CIIEHUAHU [Py IPExKACHUS;



1) IPEeAyNpeXICHUE 32 Bb3MOXKHO BIMSHHE BbPXY CIOCOOHOCTTA 3a IodupaHe Uiu
paboTa ¢ MalIvHy;

€) CIHCHK Ha TOMOIIHHUTE BEIIECTBA, NMO3HAHHMATA 33 KOWUTO Ca HEOOXOIMMH 3a
0e30MacHOTO U e(pUKACHO M3MOJI3BaHE Ha JIEKAPCTBEHUS MPOAYKT U KOUTO Ca BKJIIOYCHH B
ykazanusirta mo 4i. 10, an. 1, Oyksa "r";

XK) TIPEIyNpexACHUE 32 PUCKAa OT 3aBHCHUMOCT M 370ynoTpeda (mpu HApKOTUYHU U
NICUXOTPOITHH BEILIECTBA);

4. HeoOxonuMuTe cienuUUHU ¥ OOIIM yKa3aHUs 3a MPaBHIIHA YIIOTpeoda:

a) I03UPOBKa;

0) HauMH Ha ynoTpeda U ako € He0OXOAMMO, BT HA BHBEXK/IAHE;

B) YECTOTA Ha MpUJIaraHe, KaTo MPH HEOOXOAMMOCT CE€ IIOCOYBA MOAXOASIIOTO BpEME,
KOTaTo JIEKAPCTBEHUAT MPOAYKT MOKE WM TpsiOBa a ObJe MPUIIOKEH;

I') IPOIBJDKUTENIHOCT Ha yoTpeba, ako TS TpsAOBa Aa Ob/ie OrpaHHuEHa BbB BPEMETO;

1) HEOOXOOUMH ACHCTBHUS TpPHU Mpeao3upaHe (BKIIOUUTEIHO CHUMIITOMH, CICIIHU
MEpPKHU U aHTUJOT);

€) HaYuH Ha JeiiCTBUE B cllyyaill Ha MPOITyCKaHe Ha €/IHa WM MOBeYe J03H;

K) TIPEIYNPEKICHUS, aKO € HE0OX0AUMO, KOTaTO MPEeKpaTsIBAaHETO HA yrmoTpedara e
CBBP3aHO C PUCK;

3) crienuaiHa MpernopbKa 3a KOHCYJITAIMs ¢ JieKaps Wwin gapmareBTa (B 3aBUCUMOCT
OT CiIyy4asi) Py HEOOXOAUMOCT OT MOSCHEHUSI OTHOCHO U3IOJI3BAHETO HA MPOAYKTA;

5. ommcaHue Ha HEXKEJTAHWTE PEaKI[MU, KOUTO MOTaT J1a Bh3HUKHAT IMPH MpaBUIHATA
ynoTtpeba Ha JICKapCTBEHUS MPOIYKT, U aKO € HEOOXOIUMO - MEPKHUTE, KOUTO TpsOBa 1a ce
npeanpreMar B TaKMBa CIIydau; H3pUYHA MPENophKka KbM MAIMEeHTa Ja ChOOIaBa Ha JeKaps
CU WM Ha (papMalieBTa 3a BCsAKa HeXkellaHa peaklus, KOATO He € CIIOMEHaTa B JIMCTOBKATa Ha
JIeKapCTBEHUS IPOAYKT;

6. HacouBaHE KbM JaTaTa Ha M3TUYAaHE HA CPOKa Ha TOJHOCT, OTOEs3aHa BBPXY
OTIaKOBKHUTE, 3a€THO ChC:

a) IpenynpexaeHue MPOAYKTHT Ja HE ce M3IO0JI3Ba Cle]l JaTaTa Ha M3THYaHE Ha
CpOKa Ha TOJHOCT; KOTaTO BbpPXY ONAKOBKaTa JaraTa Ha M3THYAaHE HA CPOKA HA TOJHOCT HIIU
napTujaTa € O3HaueHa upe3 ChKpAaTeH Hu3pa3, CHKPALIEHHETO W HEroBOTO 3HAYEHHUE Ce
MOSICHSIBA B JINCTOBKATA;

0) crienMalHy yCIIOBUS 3a ChbXpPaHEHHE, KOTaTo Ce€ M3MCKBAT TaKHUBa;

B) CPOK Ha TOJHOCT CIIeJl pa3TBapsHe, CyCIEHAMpaHe, pa3pekJaHe WIH IbPBO
OTBapsIHE Ha OMAKOBKAaTa, aKoO € Pa3jIM4eH OT CpoKa 1mo OykBa "a";

I) ako € TPWIOKHUMO - MPEAYNPEKACHUS 3a ONpEeAeTeHH BHUIMMM IpH3HALK Ha
BJIOIIABAaHE HAa KaueCTBOTO, MPABELIH MPOAYyKTa HETO/ICH 3a yHoTpeoa;

J) MBJEH Ka4eCTBEH CHCTaB (AKTUBHU W TIOMOIIHU BEUIECTBA) M KOJUYECTBEHO
ChAbp)KaHUE HA aKTUBHUTE BEILECTBA, KATO CE M3IMOJI3BAT OOLIONPUETUTE UMEHA; IIOCOYBa Ce
3a BCSKA Pa3HOBUIAHOCT Ha JICKAPCTBEHHS MTPOAYKT, aKO € YMECTHO;

€) 3a BCAKa Pa3HOBUAHOCT Ha JIGKAPCTBEHHUS NPOAYKT - JeKapcTBeHata ¢opMa u
KOJINYECTBaTa B €/IHA OMAKOBKA, M3pa3eHM upe3 MacaTa WM o0eMa Ha HambJIBaHE WM 4pe3
Opos Ha TO30BUTE €AMHUIIM; IPEMIOPHUBA CE /1a C€ BKIIIOYM OMUCAaHNE HAa BHHIIIHUS BUT;

) UME U aJipec Ha MPUTEKATEIIS Ha pa3pellieHUeTo 3a ynoTpeda/mapanesieH BHOC N
Ha YJ0CTOBEPEHHUETO 3a PErrucTpalys U KOraTo € MPUIOKUMO - Ha MPEACTaBUTENS M0 4. 26,
an. 2 3JIIIXM;

3) UME U aJpec Ha MPOU3BOAUTENS], OTTOBOPEH 32 OCBOOOKJaBaHE Ha MapTHIATa;

7. KOraTo JIEKapCTBEHUSAT MPOAYKT € pa3pelleH 3a yrnorpeda WM perucTpupaH o



npoleypa [0 B3aUMHO IPU3HABAaHE WM JCLIEHTPAIM3UpaHa IpoLeaypa Mo pa3IuuyHU UMEHa
- CINHMCBK Ha HMMeEHaTa Ha JICKapCTBEHMs MPOJYKT, pa3pelieHH MO ChllaTa Mpoueaypa B
IbpKaBUTE OT EBPONENCKOTO HKOHOMHYECKO ITPOCTPAHCTBO;

8. 1aTa Ha MoclieiHaTa peAaKIKs Ha JIUCTOBKaTa.

(2) JlucroBkara TpsiOBa nma Obae HamucaHa W oOpMEHa MO TaKbB HAYMH, Y€ Jia €
YeTJMBa, sICHa U pazdupaema, 3a Ja MoraT MOTpeOUTeNNTe Ja pearupaT Mo MOAXOIAIl HAYMH,
BKJIFOUMTEIJIHO C ITOMOIITa HA MEUIIMHCKH CIIELIUATIUCTH, aKO € HE0OXO0IUMO.

(3) IIpu paspemaBane 3a ynorpeda U Npu 3HAYUTETHU IPOMEHU B JIMCTOBKATa TS c€
Cb0oOpa3siBa C pe3yaTATUTE OT KOHCYJITALUY C LEJIEBU TPYIU MALUEHTH.

(4) [IputexarensT Ha pa3pelieHHe 3a yIoTpeda € AIBbKEH J1a OCUTYpsIBa JIMCTOBKU Ha
JICKapCTBEHHS MPOAYKT BHB (hOpMaTH, MOIXOMISIIH 32 CIIEMH U 32 JIMIa ¢ HaMaJIEHO 3peHHeE,
IIPY [TIOMCKBaHE OT OpraHU3al[ui HA MALUEHTH.

Un. 8. Bropuunata omakoBKa M JMCTOBKaTa MOraT J1a ChIbPXKAT CHUMBOJIU WA
NUKTOTpaMH, NpeIHa3HAYeHU Ja MOSCHAT MHpOpManusaTa mo 4wi. 3 ¥ wi. 7, ai. 1, Kakto u
npyra wH$oOpMaIus, CbOTBETCTBAIlla HAa KpaTKaTa XapaKTePUCTHKAa Ha MPOIYKTa, KOSTO €
MOJIE3HA 32 MAlUEHTa, KaTO C€ U3KIIIOYHM BCAKAKHB PEKIIAMEH €JIEMEHT.

Yn. 9. (1) Undopmanusta BbpXy OMNAKOBKUTE M B JIMCTOBKHUTE CE€ HW3MKCBAa Ha
OBJITAPCKU €3HK.

(2) Homycka ce mHbopManusiTa BbPXY OINAKOBKUTE M B JUCTOBKaTa na ObJae Ha
HSIKOJIKO €3MKa, HO 3abJDKUTEIIHO €UHUAT TPsAOBa /1a € OBIrapcKu €3uK; ChIAbpPKAHUETO Ha
uHbOpMaIMATa Ha BCHUKH €3HIH TPsIOBa J1a € UICHTUYHO.

(3) IIpu nexapcTBeHM TPOAYKTH, TPEAHAZHAYCHU 3a JICUCHHE, MPOPWIAKTHKA U
JTUArHOCTHKA Ha PeIKU 3a00JsBaHUS, JaHHUTE BHPXY OMAKOBKUTE MPH OOOCHOBAHO HMCKaHE
MOXe Jla ObJaT U3MUCAHN CaMO Ha €IUH OT oduIraTHUTe e3uln Ha EBponeiickaTta oOmHOCT
(32 mpeAnoYNTaHe Ha AaHTTUICKHU €3UK).

(4) Koraro nekapcTBEeHUSIT MPOAYKT HE € MPEIHA3HAYCH JIa CE MPEIOCTaBs MPSIKO HA
nauueHTta, M3mbaHuTenHaTa areHUMs IO JIEKapCTBaTa MOXKE J1a pa3pelld ONaKOBKUTE H
JUCTOBKAaTa Ja HE ChAbPKAT HIKOM JaHHU WM JIMCTOBKaTa Ja He ObJe HamhcaHa Ha
OBITApCKU €3UK.

(5) MBnbnaautenHusT AupekTop Ha M3mbiHWTENTHATa areHIUs MO JieKapcTBaTa B
000CHOBaHU CIIly4al MOK€ MO HU3KIIOUEHHE Ja paspenin uHpopmanuara BBpXY Onucrepu
BMECTO Ha OBJITapCKH na ObJC Ha AHIJIMHCKU €3UK, aKo OJIMCTEpUTE ca TIOCTABCHU BBHB
BTOpUYHA OMAKOBKA, ChIBbprKaIlla HAa OBITapCKu €3uK MbJIHATA MHPOpMAIHs, TOCOYEHa B UII.
3.

(6) B ciyuvaif Ha HeoOxonuMocT M3mbIHUTETHATA areHIUs TI0 JIEKapCTBaTa MOXeE Ja
U3HUCKA BBpPXY OMNAKOBKUTE WJIM B JIUCTOBKaTa Ja ObJe BKIIOYEHA JOIMBIHUTEIHA
UH(pOpMaLHS.

Y. 10. (1) U3nbaHATETHUAAT qUpeKTOp HAa M3MbIHUTEIHATA areHITUs 110 JICKapCcTBaTa
n3JiaBa YKa3aHUA OTHOCHO:

a) ¢opMynupoBKaTa Ha OIpeAeJeHH CHEeUHaTHU NPEeayNpexKIeHUus 3a HIKOU
KaTeropuu JIEKapCTBEHH MPOTYKTH;

0) HeoOxoamMaTa MH(POPMAIIHS 32 JEKAPCTBEHHU MPOIYKTH, OTITYCKaHHU 0€3 JIEKapCKO



npercaHue;

B) YCTIMBOCTTA Ha JTAHHUTEC M HAUYMHA HA TPEACTaBSIHE Ha MH(POPMALMITA BBPXY
OTIaKOBKUTE M B JINCTOBKATA;

') TIOMOIIHUTE BEIIecTBa, KOMTO TPsOBa na OBbIAT OOSBEHM BBHPXY ONMAKOBKHTE Ha
JICKapCTBEHUTE TPOAYKTH, U CBBP3aHHUTE C TAX NpEenyNpexIeHHus 3a Oe3omacHa ymoTpeoda,
KOWTO TPsIOBA /1a Ce ChbPIKAT B JINCTOBKATA;

J) CTaHJapTHUTE TEPMHHM 3a JIEKapCTBEHH (OPMH, ONMAKOBKM M IIBTHINA 32
BBBEK/IAHE;

€) HauMHa Ha 00sBsSBaHE HAa aKTUBHH U TIOMOIITHH BEUIECTBA;

) IpUJIaraHeTo Ha 4i. 9, ai. 5;

3) APYrd aKTyaJHH YKa3aHHs OTHOCHO HH(OpMamusaTa BBPXY OINAKOBKHTE U B
JHMCTOBKATA.

(2) YxazanusTa no ain. 1 ce myOnuKyBar Ha CTpaHuaTa Ha M3nbaHuTENIHATA areHuus
1o JiekapcTBara B MIHTEpHET U ce mpuiiarar NpH M3rOTBSHE HAa OIMAKOBKUTE M JINCTOBKUTE Ha
JIEKapCTBEHHUTE MPOIYKTH.

Paszneon I1.
CrneunanHu U3UCKBAHUS 32 ONPEAECICHU I'PYIH JIEKAPCTBEHU MPOLYKTH

Un. 11. Bwpxy omakoBkata M B JMCTOBKAaTa Ha TPAJUIHMOHHUTE PACTUTEIHU
JIEKapCTBEHH NPOIYKTH OCBEH MH(OpMaNUATa CHIVIACHO WI. 3 U 4iI. 7 ce oTOemns3Ba:

1. 4ye TPOAYKTHT € TPAJAULIUOHEH DPACTUTEICH JIEKAPCTBEH IPOJYKT, 3a KOWMTO
IIOCOYEHOTO/HUTE MOKA3aHUS CE€ OCHOBABAT M3KIIOYUTEIHO Ha OTJaBHAIIHATA MYy YIOTpe0a;

2. 4ye moTpeduTenAT TpsAOBa Ja ce KOHCYJITHpA C JIeKap WIM C KBaTU(pHUIMPaH
MEIUIMHCKH CIIEIHUAIICT, aKO CHMITOMHTE NpPOJB/DKABaT Ja ce IMpOsBSIBAT IO BpeMe Ha
ynoTpebara Ha JIEKapCTBEHHUs MPOAYKT MM aKO Ce€ MPOSBAT HEOTOENsA3aHU B JIMCTOBKATA
HE)KeJIaH! JIEKAPCTBEHU PEaKIIHu.

Un. 12. (1) Bwpxy BTOpMYHAaTa ONAKOBKAa M B JIMCTOBKaTa Ha CEPyMU OCBEH
UHpOpMaLuUATa ChIVIACHO WI. 3 U 7 ce 0TOeNsI3Ba U BUABT Ha OpraHu3Ma, OT KOWTO € MoJTyueH
CEpyMBT.

(2) Bwppxy BTOpHYHaTa ONakoBKa W B JIMCTOBKaTa Ha BUPYCHM BaKCHHH OCBEH
nH(popManuATa CHIIACHO WI. 3 U 7 ce MOoCOoYBa U KJIEThYHATA CUCTEMA, B KOSATO € Pa3MHOXKEH
BUPYCBT.

Yn. 13. (1) XomeonaTHYHUTE JIEKAPCTBEHU MPOAYKTU CHABPKAT BHPXY MbPBUYHATA U
BTOpPHYHATA CH OMAKOBKA M B JINCTOBKAaTa MU3PUYHO 0003HAUYCHHE '"XOMEOMAaTUYECH JIEKAPCTBEH
IpOIyKT".

(2) XomeonaTHUHUTE JEKAPCTBEHU MPOIYKTH, OOEKT Ha MPOIEAypa 3a pa3pericHue
3a ynorpeba KaTo JEKapCTBEHU MPOIYKTH, TpsiOBa Ja ChIBPKAT BHPXY OIMAKOBKHUTE CH M B
JIMCTOBKATa ChOTBETHO JAaHHUTE MO Wi. 3 Wiy 4. 4, aj. 4 (ako omakoBKaTa € Majka) U I0 4Jl.
7.

(3) XomeonaTHYHUTE JEKAPCTBEHU MPOIYKTH, OOEKT HA OMPOCTEHA MpoIeaypa 3a
perucTpanus, ChIbpKaT BbPXy IMbPBUYHATA U BTOPUYHATA CH ONAKOBKAa M B JIMCTOBKATa, aKO



MMa TakaBa, €IUHCTBEHO ClieqHaTa HHPOPMALHS:

l. HAyyHO HME HA XOMEOMATUYHHS W3TOYHUK WIM HW3TOYHMIIM, [AaJE€HO B
EBpomneiickata dapmaxomness uiam apyra akryanHa (apmakoriesi, W3IMOJ3BaHa OQUIMATHO B
IbpxkaBuTe OT EBpONENHCKOTO HMKOHOMHYECKO MPOCTPAHCTBO, CIEABAHO OT CTEMEHTa Ha
paspexmaHe, Karo ce U3MON3BaT CHMBOJIUTE Ha CHOTBETHaTa (QapMmakores; KOraTo
XOMEOTATHYHUSAT JIEKAPCTBEH MPOAYKT C€ CHhCTOM OT JBa WM TOBEYE H3TOYHHKA, OCBEH
HAayYHHTE WMEHAa Ha HM3TOYHUIIUTE BBPXY OIAKOBKAaTa MOXE Ja C€ IMOCOYH M CBOOOIHO
n30paHOTO UME Ha JIEKAPCTBEHUS MPOIYKT;

2. UMe W ajpec Ha MPHUTEXATeNst Ha YJOCTOBEPEHHETO 32 PETUCTPAIHS M KBACTO €
MPUIIOKUMO, Ha TTPOU3BOTUTEIIS;

3. HAYMH Ha MPWJIATaHe M aKo € He0OXOAUMO, ITFT Ha BHBEXK/IAHE;

4. nmata Ha W3THYaHE HA CpPOKa Ha TOJHOCT, M3pa3eH MO pa3dupaeM HA4YWH, KAaTo
"roneH o: (MeceryroauHa)";

5. nekapcTBeHa Gopma;

. KOJINYECTBA B €THA OTIAKOBKa,
. CIICI[UAJTHU YCIIOBUS 32 CbXPAaHEHUE, aKO CE€ N3MCKBAT TaKHBa;
. CIICTIMATHY TIPEAYTIPEXKACHUS, aKO ca HEOOXOIUMHU 32 JICKAPCTBEHHS TPOAYKT;

9. mapTuaeH HoMep;

10. peructpaniioHeH HOMeEp;

11. Hagnmuc "XomeomaTWyeH JIEKApCTBEH MPOIYKT Oe3 crenu(uuHu TeparneBTHYHH
MoKa3aHus";

12. mpenynpexaeHue, HAcOYBAIIO KbM KOHCYJTalUMs C JieKap B Ciydail, 4e
CHUMIITOMHTE HE C€ MOBJIHUABAT OT JICYCHUETO.

(4) Janaute 1o wi. 3, wi. 7 ¥ wi. § ce U3NHUCBAT Ha OBJITAPCKU €3UK, C U3KIIOUCHHE
HA HAWMEHOBAHMSTA HAa XOMEOMATHYHUTE W3TOYHHUIIM, KOUTO CE W3MHUCBAT M Ha JATHHCKH
€3HK.

03 N

Un. 14. (1) BeamHaTa KapTOHEHA OMAKOBKAa M ChABT HA JIEKAPCTBEHHUTE MPOIYKTH,
ChABPKAIIM PATUOHYKINANA, TpsiOBa Ja ca O3HAYEHU CHOOpPA3HO U3HUCKBAHHITA Ha
MexyHaponHaTa areHuus 10 aTOMHAa €HEpPrus OTHOCHO O€30MacHO TPaHCIOPTUPAHE Ha
pPaAMOAKTUBHU MaTEPHUAH | J1a ChIbPKAT BCUUKH JJAHHU 10 ail. 2 U a. 3.

(2) Bppxy 3ammTHaTa OIMAKOBKAa C€ M3IMMCBAT JMaHHUTE MO Wi. 3 W MOAPOOHO
o0sicHEeHHe Ha KoJla BBpXY (priakoHa; MOcoUYBa ce, KBAETO € HeOOX0IMMO, PaHOAKTHUBHOCTTA
KbM MIOCOYEHA J]aTa U BpeMe, U3pa3eHa 3a KarcyJia Win 3a (JIakoH, 1 OposT Ha KalCyJIUTe WIN
MUJTHIUTPUTE B ChJIA, aKO MPOIYKTHT € TECUCH.

(3) Bppxy mppBuuHara omakoBka ((akoHa) TpsOBa Ja ce ChABpXKa CJeaHaTa
uHbOopMaIus:

1. ©Me WIH KOJ| Ha JISKAPCTBCHHSI MPOIYKT, BKIFOUUTEITHO HMETO WIIM XUMHYHUS 3HAK
Ha PaJUOHYKIIN/A;

2. uneHTH(UKAIMSA Ha MAPTHIATa U JIaTa Ha U3THYAHE HAa CPOKA HA TOJHOCT;

3. MEXIyHapOJHO MPUETHUST 3HAK 33 PAJAUOAKTUBHOCT;

4. uMe U aipec Ha TPOU3BOIAMTEIIS;

5. paAMOaKTUBHOCTTa KbM IMOCOYEHA JaTa U BpeMe, M3pa3eHa 3a Kalcyla Wiu 3a
dbrakoH.

Un. 15. (1) IlocraBaHero Ha JHCTOBKAa BBB BTOPHYHATa OIAKOBKAa Ha



paarodapMaleBTULINTE, PATUOHYKIUAHUTE TE€HEPAaTOpH, KUTOBETE U PaJUOHYKIHIHUTE
IPEKypPCOpH € 3aIbJIKUTEIHO.

(2) JIucToBkaTa ce U3roTBsi B ChOTBETCTBHUE C M3UCKBaHUATA HA WL 7.

(3) JIucroBkaTa chabpika BCUUKH MPEANA3HU MEPKH, KOMTO TpsAOBa J1a ObJaT B3eTH
OT Mpujarauys MEJUIMHCKH CIEUUAIMCT M NalUeHTa IO BPEME Ha MPUTOTBIHETO H
NpUIAaraHeT0 Ha JIEKAPCTBEHHUS MPOJYKT, KAaKTO W CIELUUAIHU MpeANa3Hu MEpKU IpHU
U3XBBPJIHE HA OMAKOBKATa M OCTAHAJINS HEU3IOI3BaH JEKapCTBEH MPOIYKT.

Y. 16. JlucTtoBkaTa Ha KUTOBETE OCBEH 3aAbJDKMTEIHUTE AAHHU CHIVIACHO WI. 7
ChIbpKa CleHaTa JOIBIHUTEIHA HHPOPMALIUA:
. M€ Ha MPOJYKTa U OMUCAHUE Ha yrnoTpedara my;
. CIMCBHK Ha KOMIIOHEHTHUTE Ha KUTa;
. IM€ U a/Ipec Ha MPOU3BOJMUTENS HA KUTA;

4. naeHtuuKanys U U3UCKBAHUS KbM Ka4eCTBOTO Ha MaTEpUAIIUTE 3a PaAHOAKTUBHO
MapKHUpaHe, KOUTO MOJKe /1a ObJaT U3MO0I3BaHU 3a IPUTOTBIHETO Ha paano(apManeBTUKa;

5. yka3aHusl 3a IPUTOTBSIHE HA pajnoQapMaleBTUKa, BKIIOYBAIY IIOCIEJ0BATEIHOCT
Ha JeHCTBHATa W oOOeMHTe, KaKTO M W3MCKBAHUSA 33 CBhXpPaHEHHE Ha TPUTOTBEHUS
pamuodapmaIneBTUK;

6. CpPOK Ha TOIHOCT Ha MPUTOTBEHUS paanodapMalieBTUK;

7. MOKa3aHus ¥ MPOTHUBOIIOKA3aHUsI HA IPUTOTBEHUS Paguo(papMaleBTHK;

8. TpenympeXAeHUs M TpeANa3Hd MEpKM BBB Bpb3Ka C KOMIIOHEHTUTE U
IPUTOTBSHUS paano(apMaleBTUK, BKIOYUTEIHO MEPKH 3a 3alUTa OT HOHU3UPALIH JTbUYCHMUS;

9. (apmMakoIOrMYHN ¥ TOKCUKOJIOTUYHU JTAaHHM 32 MPUTOTBEHHS paarodapMaIieBTHK,
aKo € HeoOXOJUMO, BKJIIOUUTEIHO BT Ha €IMMHUHHUPAHE OT OpraHu3Ma U e(PEeKTHBEH IEepUuo]
Ha I0JTypasman;

10. no3a Ha 0O6aBUBAaHE HA MALIMEHTA OT IPUTOTBEHUS paanopapMalleBTHK;

11. mpenna3Hu MepKH, KOUTO TpsOBa Ja ce B3eMaT OT MEAULIUHCKHS CIIEHUAINCT U
HalMeHTa NP MPUTOTBAHETO U NMPHJIAraHeTO Ha MIPOAYKTa;

12. crnenuduuHU TNpeArnasHd MEPKH IMpH YHHUIOXKaBaHE Ha ONAKOBKaTa W
HEU3MOI3BAaHOTO ChIbPKAHUE;

13. ykazanue 3a ymnorpe0a, BKIIOYMTEIHO IbT HA BBBEXKAAaHE M JO3MPOBKA Ha
IPUTOTBEHMSI pasno(apMaleBTUK;

14. ako e He0OX0AUMO, METOAM U CIEHU(PHUKAIIMY 32 MPOBEPKA HA PaJAMOXUMHYHATA
YHCTOTA.
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Un. 17. BropuuHata onmakoBKa Ha JIEKAPCTBEHH MPOIYKTH, ChABPXKAIIN BEIIECTBA C
BHUCOKA CTENEH Ha PUCK, TOCOUYEHU B MpuiiokeHne Ne 2 kbM 4Jl. 3, aji. 2 oT 3aKoHa 32 KOHTPOJI
BbPXY HAPKOTUYHHUTE BEIIECTBA U MPEKYPCOPHUTE, CE€ MAPKHUPA TUATOHAIHO C JIBE YCIIOPEIHU
YEpBEHU JIEHTH, a BTOPUYHATA OMAKOBKA HA JIEKAPCTBEHH MPOAYKTH, ChIbPKAILIU PUCKOBU
BellecTBa oT npuiokeHue Ne 3 kpM 4. 3, asn. 2 Ha 3aKOHa 3a KOHTPOJ BbPXY HapKOTUYHUTE
BEILECTBA M MPEKYPCOPUTE - C JIBE YCIOPEAHU CHHM JIEHTH. ONMaKoBKATa 3abJIKUTEIHO
ChABpXKA HAANUC "MO CHEeNHAIHO JeKapcko mnpeanucanue”. I[lpumarat ce W BCHYKH
W3HCKBAHMSI, ONMCAaHU B pa3nen | Ha Ta3u riasa.

['naBa Tpera.



N3NCKBAHUA KbM JAHHUTE BbPXY OITAKOBKHUTE HA
JIEKAPCTBEHU ITPOAYKTHU 3A KIIMHNUYHO MU3IIMTBAHE

Un. 18. Uadopmarusata BppXy ONAKOBKaTa Ha JIEKAPCTBEHU TPOIYKTH 33 KIMHUIHO
U3MUTBaHE TpAOBa Ja € TakaBa, 4e Jla OCUTypU O€30IacHOCTTA Ha YYAaCTHHKA B KIMHUYHOTO
U3MUTBAHE W TPOCIEAMMOCT, Ja € JOCTaThYHa 3a HIACHTU(UIMpAaHE HA MPOAYKTa U
U3IUTBAHETO U J1a OCUTYPHU IpaBUIIHATA yHOTpeOa Ha U3MUTBAHUS JIEKAPCTBEH MPOIYKT.

Yn. 19. (1) IIepBuyHaTa W BTOpUYHATA OMAKOBKAa Ha JIEKAPCTBEH IPOIYKT 3a
KIIMHUYHO M3MUTBAHE ChIBPKAT CICAHUTE 33 IBIDKUTEIIHA JaAHHHU:

1. ume, anpec u TenedoHEeH HOMEp Ha JIMIE 3a KOHTAaKT 3a MH(OpMAaLKS OTHOCHO
NPOAYKTa, KITMHUYHOTO U3MUTBAHE U MPH HEOOXOAMMOCT OT CIEIIHO Pa3KpHUBaHE HA KOJA;

2. nekapcTBeHa GopMma;

3. IbT HA BBBEXKIAHE;

4. xonuyecTBa B €]lHA OINAKOBKa, M3pa3eHH uype3 macara, obema WM upe3 Opos
JI030BU €IMHUIINA B 3aBUCUMOCT OT JICKapPCTBEHHSI IPOIYKT;

5. UMe W/UIM KO/ Ha JIEKapCTBEHUS POAYKT;

6. KOJTMYECTBO HAa aKTUBHOTO BEIECTBO B J1030Ba €IMHUIIA;

7. mapTuaeH HOMEp W/ KOJl 3a UACHTU(HUIIpaHe HA ChABPKAHUETO U OTIAKOBKATa;

8. kom 3a wuAEHTH(UIMpAHE HA UW3NUTBAHETO, IIEHTHbpPA, H3CIEAOBATENs U
BB3JIOKUTEIS, aKO HE ca MOCOYEHH Ha APYTO MSCTO BbPXY ONAKOBKAaTa;

9. uaeHTUUKAIIMOHEH HOMEp Ha Y4YacTHUKA W/WIM HOMEp Ha TEpamusaTa U aKko €
HEOOXO0MMO - HOMEp Ha MOCEIEHUETO;

10. uMe Ha U3CaeaOBATEIA, aKO HE € BKJIIOYECHO B T. 1 m1iu §;

11. ykazanwus 3a ynorpeoa;

12. o3HayeHMe, Y€ JIEKApCTBEHUAT MPOAYKT € "IpeqHa3HAueH caMoO 3a KIMHUYHO
W3IUTBaHE";

13. ycioBus Ha CbXpaHEHHUE;

14. cpok Ha TOJHOCT WJIW JaTa 3a MOBTOPEH aHaJIuU3;

15. ykazanue "/la ce cbxpaHsiBa Ha MACTO, HEJOCTBIIHO 3a Jena’.

(2) Uadopmarusita 1o aint. 1 ce u3nucBa Ha OBJITAPCKU €3HK.

(3) YacT oT moco4YeHHUTE JaHHU MOXKE Ja He ObJe M3MHCaHA BbPXY OMAKOBKUTE, B
Clly4ail 4ye MOCThIBT A0 HMH(MOpMAalMATa € rapaHTUpaH MO JPYr HAUMH U ca MPEeJCTaBeHH
JOCTaThYHO JTAHHM 32 TOBA.

(4) Nudopmarusara mo am. 1, T. 1 mMoxe ma Obae 3a BB3JIOKHUTEN, JOTOBOPHA
U3CJIEIOBATENICKa OpTaHM3alusl W/HIU H3clefoBaTeN. AIpechT U Tele(OHHUAT HOMEpP Ha
JUIETO 32 KOHTAKT MOXE Jla HE Ce M3MHCBAT Ha OMAaKOBKaTa, KOraTo ca MpPEJOCTaBeHU Ha
YYaCTHHLIUTE MOJ Apyra (opma, ¢ ykazaHHe Ja UM ObJaT Ha pa3moJOXKEeHHE Mpe3 IIOTO
BpeMe Ha MIPOYYBAHETO.

(5) Nndopmarusara mo T. 5 u 6 Ha an. 1 e 3agb/DKUTENIHA CaMO TPU OTKPHUTH
MPOYYBAHHUS.

(6) Mndopmarmsara mo an. 1, T. 11 moxe na ce mpemoctaBu moja Qopmara Ha
npenpaTka KbM JIUCTOBKAa W/WIM JIpYT AOKYMEHT C yKa3aHus 3a ynorpeba, MpeaHa3HaueH 3a
YYaCTHHMKA B U3MUTBAHETO WM 32 JIULETO, KOETO 1€ Mpujiara npoayKra.

(7) Nuadopmarusata mo an. 1, T. 14 ce mpenacraBs Mo HEABYCMHCIICH HAauYWH BbHB



dopmart "mecer/roauHa".
(8) Uudopmarmsara mo an. 1, T. 15 Moxe 1Aa He ce M3MUCBA B CIydYauTe, KOrato
NPOIYKTHT HSAMA J1a CE ChbXPaHsIBa OT YYaCTHUKA.

Un. 20. (1) UadopmanusTa mo wi.19 Moxe 1a ce Chabpika caMO BbpXY BTOPUYHATA
OMAaKOBKa, KOraTo MPOAYKTHT C€ IMpPEeNoCTaBs B IMbPBUYHA OIAKOBKA, KOATO IIe ObAe
ChXpaHsBaHa BbB BTOPUYHATA ONIAKOBKa IPe3 LSAJI0TO BpEME.

(2) B cmywgaute 1o an. 1 mppBUYHATA OMaKOBKa ChABPKA JaHHUTE 1Mo wi. 19, ai. 1, T.
1,2,3,4,5,6,7,8,09.

Yn. 21. (1) [Ipy nbpBUYHU OMAKOBKH, HAa KOUTO TMOpaad MajKd pa3Mepu HE €
BB3MOKHO M3MHCBAHETO Ha JaHHHUTE 1Mo wi. 19, am. 1, Te TpsaOBa ma ce ChABPKAT BBPXY
BTOpPMYHATA OMAKOBKa, a IbpBUYHATA OMAKOBKa TPsOBa Jla ChIbp)Ka Hall-MajKo JaHHUTE 110
wr 19,an.1,1.1,3,5,6,7,8,9.

(2) B cnoyuaute mo an. 1 m um 20, am. 2 BBbpXy M'bpBHYHATA OMAKOBKAa B
uHpopMarmaTa o wi. 19, an. 1, 1. 1 Moxke a He ce mocovBar aapec u TesieoHeH HOMED.

(3) B ciywaure mo an. 1 u un. 20, an. 2 uadopmarusaTa no wi. 19, an. 1, 1. 3 moxe na
HE ce II0COYBa MPH TBBP/IU JIEKAPCTBEHU (POPMHU 3a IEPOPAIHO MPUIIOKEHHUE.

Un. 22. V3neaHUTENHATA areHIys MO JIEKapCTBaTa MOXKE Jla M3MCKa M3IMMCBAHE Ha
JNOMBIHUTETHN JaHHU BBHPXY MbpPBUYHATA W/WIM BTOPHYHATA OIMAKOBKAa, KOraTO TOBa €
HEOOXOJMMO OT CHOOpaKEeHHUsI 3a OE30MAaCHOCT W/WIIM 3a TapaHTHpaHE Ha BaJUJIHOCTTA Ha
JTAHHHUTE OT U3MHUTBAHETO.

Un. 23. (1) 3a KIMHUYHUA M3MATBAHUS C pa3pelicHd 3a yrnoTpeda JIeKapCTBEHHU
NPOAYKTH BB3IOKUTEISIT MOXE Jia U3IO0JI3Ba OMAKOBKaTa, OJ00pEeHa C aKTyalHOTO 3a
TeputopusTa Ha bearapus paspeuieHue 3a ynorpeda, ako ca U3IbJIHEHU CIICTHUTE yCIOBUS:

- IEKapCTBEHUST MPOJYKT € MPOU3BEJCH B ChOTBETCTBUE C aKTYAITHOTO 3a buarapus
paspelieHue 3a ynorpeoa;

- TUIAHUPAHETO Ha W3MUTBAHETO HE Hajara CIelUalIeH MPOU3BOJICTBEH WU
OIaKOBBYEH IMPOIIEC;

- TAIUEHTHUTE, YYacTBAIld B M3MHUTBAHETO, Ca C XapPaKTEPUCTUKU B CHOTBETCTBUE C
YCIIOBUSITA Ha aKTyaJIHOTO 3a TEPUTOPUsTA Ha brarapus paspenienue 3a ynorpeoa.

(2) B cnayuyante mo an. 1 KbM omakoBKaTa ce A00aBsi JOMBIHHUTENICH CTHKET,
ChABpPIKal CISAHUTE JaHHU Ha OBJITapCKU €3UK:

l. WMe Ha BB3JIOXKHTENS, JJOTOBOPHATA W3CIEAOBATEICKA OpTraHM3aIUs WIH
U3CIIe10BaTeNs;

2. Ko7 3a uIAeHTU(UIIUPAHE HA U3MUTBAHETO, IICHTHPA, U3CIIEA0BATENS U YIACTHHKA.

(2) JlombIHUTENTHUTE €TUKETH MO aj. 2 C€ TOCTaBAT Taka, Y€ Ja He 3aKpuBaT
OpUTHHATHATa MH(OPMAIIHMS BEPXY OMAaKOBKATa.

Un. 24. (1) U3uckBaHusiTa MO OTHOIIEHHWE HA JAaHHUTE BBPXY OMAKOBKUTE 3a
KJIMHUYHUA M3MUTBAHUS HE ce Ipuiarar 3a npoyuyBaHus mno wi. 145 3JIIIXM, npu kouto
pELICHUETO 3a MPWJIAraHeTO Ha OIpeJesieHa TepalneBTUYHAa CTpaTeruss MO OTHOIIEHHE Ha



JaZICHUs TIALMEHT CE B3€Ma B ChOTBETCTBHE ChC ChbBPEMEHHATa MPAKTHKA, a HE CE OMpEIeIIs
MpeIBapUTEIHO OT MPOTOKOJ 3a M3MUTBAHE M MPEINUCBAHETO HA JIEKAPCTBEHUS MPOIYKT €
HE3aBUCUMO OT PCHICHUCTO MAIUCHTHT Aa 6’I)I[e BKJIFOYCH B U3IIUTBAHECTO.

(2) B cnyuauTte no an. 1 nekapcTBEHHST MPOAYKT C€ U3IMOJ3BA C OMAKOBKaTa, C KOSTO
ce mycka Ha naszapa B PemmyOnuka bearapus.

JlombIIHUTENTHU pa3nopeadu

§ 1. ITo cMucwna Ha Ta3u Hapeada:

1. "Pa3HOBUAHOCT" Ha IEKAPCTBEH MPOAYKT Ca Pa3IMyHUTE POPMU Ha TpejiaraHe Ha
JIEKapCTBEH MPOAYKT, KOUTO MMAaT €JHAKBB KaYECTBEH CHCTaB 110 OTHOIIEHHE HAa aKTHUBHOTO
BEIIIECTBO/aKTUBHUTE BEILECTBA, HO C€ Pa3IMyaBaT MM MO KOJUYECTBEHOTO ChAbpPXKAHHE Ha
aKTHUBHOTO BEIIECTBO/aKTUBHUTE BEIIECTBA W/HIIU T10 JIEKapcTBeHaTa Gopma.

[Tpexoaau 1 3aKIIOYUTETHN pa3nopeon

§ 2. U3uckBanusTa B Ta3u Hapenda ce mpuiiaraT KbM ONAKOBKHUTE U JUCTOBKHUTE Ha
JIEKapCTBEHU MPOIYKTH, KOMTO ca B MpOLEAypa MO pa3pellaBaHe 3a ynoTpeda/peructpanms,
MOJIHOBSIBAHE HAa W3JaJICHO pa3pelleHue 3a ynorpeda WM MpOoMsiHA, 3acsraiia OlaKoBKaTa
W/WIIK JINCTOBKATA.

§ 3. IlpurexxarenuTe Ha paspelieHHEe 3a yrnoTpeda NPHUBEXKIAT 3aBAPCHUTE KbM
BIM3aHE B CHJa Ha Ta3W Hapenda OMAKOBKM U JIMCTOBKM B CHOTBETCTBUE C HEHHHTE
paszmnopendu B cpok 110 31 nexkemBpu 2008 T.

§ 4. ITapTuaure ekapcTBEHU MPOIYKTH, TyCHATH Ha na3zapa B PenyOnuka buarapus
70 BIIM3aHE B CHUJa Ha Ta3u Hapeala, ce pealu3upaT Ha Iasapa [0 H3YeplBaHE Ha
KOJINYECTBaTa, HO HE MO-KbCHO OT 31 nexemBpu 2009 r.

§ 5. Ta3zu Hapenba ce nznaBa Ha ocHOBaHUE Ha ui. 170 oT 3akoHa 3a JEKapCTBEHUTE
NpOAYKTH B XyMaHHaTa MeaunuHa (B, 6p. 31 ot 2007 r.) u ormens Hapenba Ne 7 ot 2000 r.
3a 3aIBJDKUTEITHATE JAHHU BHPXY OMAKOBKUTE M B JIMCTOBKUTE HA JIEKAPCTBEHUTE CPE/ICTBA U
KbM yKa3aHUATA 3a ynoTpeda Ha meauuuHckute uznenus (B, 6p. 54 ot 2000 r).

§ 6. VYkaszaHus mTo mpwiaraHe Ha Hapeadara ce JaBaT OT MHHHCTBbpa Ha
3/1paBEOINa3BaHETO.



