HAPEJIBA 3A YCJIOBUSTA, IPABUJIATA U PEJIA 3A PET'YJIMPAHE U PETUCTPUPAHE
HA HEHUTE HA JIEKAPCTBEHUTE TPOAYKTHU

B cuna om 11.12.2007 ..
Ilpuema c [IMC Ne 295 om 03.12.2007 .
O6wn. /[B. 6p.104 om 11 Jlexemepu 2007e.

I'maBa repBa.
OB ITOJIOKEHN A

UYn. 1. C Hapenbata ce onpenessr:

1. ycnoBusiTa ¥ IpaBUJIaTa 3a PErYIMpaHe Ha [ICHUTE HA JIEKApCTBEHUTE MPOAYKTH, BKIIIOYBaHH B [103UTHBHUS JIeKapCTBEH
CIHCHK U 3aIIAIaHU ¢ TyOJUYHU CPEACTBa,;

2. ycTIOBHSTA M MpaBWIaTa 3a pEryIMpaHe Ha MPEACTHUTE LIEHH Ha JIEKAPCTBEHUTE MPOAYKTH, OTIYCKAaHH IO JIEKapPCKO
Ipeanrcalue, U3BbH Te3M 10 T. 1, mpu mpoaax6aTa UM Ha JIpeGHO;

3. yCnoBHSATa M PEeIbT 3a PETUCTPUpPAHE HA LIEHUTE Ha JIGKAPCTBEHUTE MPOAYKTH, KOMTO CE€ OTIIyCKaT 0e3 JIeKapcKo
IpeanrcaHue.

Y. 2. (1) Liena Ha nekapcTBEH MPOAYKT, BKIOYBAaH B [103UTHBHUS JIEKapCTBEH CIMCHK M 3aIUIAIAH C MyOJIIMYHU CPEICTBA,
€ 1IeHaTa B ObJrapcKH JIEBOBE, YIBbpAeHa OT KoMucusaTa 1o neHUTe Ha JIEKapCTBEHUTE TPOIYKTH.

(2) IpenenHa neHa Ha JISKAPCTBEH MPOJYKT, OTITYCKAH T10 JIEKAPCKO MPEIUCaHNe, U3BBH JICKAPCTBEHUTE MPOIYKTH IO all.
1, e uenara B ObArapckd JIeBOBE, YTBbpAeHa oT KomucusiTa 1o IHeHWTE Ha JICKApCTBEHHUTE NMPOJYKTH, KOSTO € MaKCHMAJIHO
JOIyCTUMA MU MpoJaXk0ara My Ha JpeOHO.

(3) Licna Ha nekapcTBEH MPOIYKT, OTIYCKaH 0e3 JeKapcKo MpeanucaHne, € MaKcuMallHaTa MpojaXkHa IeHa Ha JpeOHO B
OBJIrapcKy JIEBOBE, 3asBE€HA OT IMpPHUTEXATeNs Ha paszpelieHHeTo 3a ynorpeba M perucrtpupana or Komwucusra mo HEeHHTE Ha
JICKapCTBEHHUTE TPOIYKTH.

UYn. 3. Korato B pa3perieHneTo 3a yrnoTpeda Ha JIGKapCTBEH MPOIYKT € IMOCOUYEH PeXMM Ha MPEANUCBaHE "TO JIEKapCKO
npeanucanue u 6e3 JiekapcKo MpeArnucanne”, eHara Ha JeKapCTBeHHUs POAYKT ce o0pa3yBa 1o pefa Ha IJ1aBa TpeTa.
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Yn. 4. (1) KomucusTa 1o UeHUTE HA JIGKAPCTBEHUTE MPOAYKTH Ch3JaBa U MOIbpKa MyOIMYCH PETHCThp HA ICHUTE Ha
JICKapCTBEHUTE MPOAYKTH IO 4JI. 2.

(2) PeructwpsT 10 ai1. 1 ce 00sBSBa Ha MHTEPHET CTpaHuIaTa Ha KoMucusTa 1o 1eHnTe Ha JeKapCTBEHUTE TPOYKTH.

(3) Haii-manko Beauwmx roammHo KowmucusaTa Mo LEHHTE HA JIGKAPCTBEHHTE MPOJYKTH M3Mpaiia Ha EBponeiickara
KOMMCHS CIIUCBK HA YTBBPJEHUTE, CbOTBETHO PETUCTPUPAHUTE, IIPE3 TOAUHATA LIEHU Ha JICKAPCTBEHUTE IIPOLYKTH.

Yn. 5. (1) JlekapcTBeH mpoIyKT, OTIYCKaH I10 JIEKAPCKO MPEANMCaHUe, MOXKE Jia ce Mpo/iaBa Ha TEPUTOPUATA HA CTpaHaTa
caMmo cJIe/l BIM3aHETO B CUJla HA PELLIEHUETO 33 YIBbP)K/IaBaHE HA MPEJENIHA [IEHa Ha TO3U MPOAYKT.

(2) JlekapcTBeH mpOAYKT, OTITYCKaH 0€3 JIEKapCKO MpeaucaHne, MOXe Jia ce TpoJiaBa Ha TEPUTOPHSATA HAa CTpaHAaTa caMo
ClJIe]] pErUCTPUPAHETO Ha LIeHa 0 pesla Ha riaBa IeTa.

Y. 6. (1) TeproBeusT Ha ApeOHO MpoaBa JEKAPCTBEH MPOAYKT Ha LIeHa, HE M0-BUCOKA OT YTBBpJICHATA LIEHA 1O WI. 2, all.
1, npenenHata 1eHa 1o 4wi. 2, ajl. 2 WM OT perucTpupaHaTa 1eHa 1o 4wi. 2, ai. 3.

(2) Beeku Thproser Ha ApeOHO € UTHXKEH Ja MOCOYH MPOAaKHATA [IEHa BhPXY ONAKOBKATa Ha JIEKapCTBEHUS MPOIYKT, Oe3
7la HapyIllaBa JaHHUTE BbPXY Hesl.

I'maBa BTOpA.
OBPA3YBAHE HA IIEHA HA JIEKAPCTBEH ITPOAYKT, BKIIKOYBAH B ITIO3UTUBHUA
JIEKAPCTBEH CIINCBK U 3AIUTAIIIAH C ITYBJIMYHU CPEJICTBA

Yn. 7. (1) Llenara Ha nekapcTBEH MPOIYKT, BKIOYBAH B [IO3UTHBHUS JIEKApCTBEH CHHCHK W 3alUIalllaH C ITyOJMYHU
CpeAcTBa, ce 00pa3yBa OT CIEIHUTE EJIEMEHTH:

1. neHa Ha MPOU3BOIUTEN, KOATO HE MOXKe J1a ObJIE MO-BUCOKA OT JIEBOBATa PABHOCTOMHOCT Ha Hali-HMCKATA IIEHA 32 CHIIUS
JIEKapCTBEH MPOJIYKT, 3aIUIAIlaH OT OOIIECTBEHUTE 3JpaBHOOCUTYPUTEIHH (DOHIOBE HA CTPAaHUTE, IIOCOYCHHU B CIpaBKara 1o 4i. 13,
anr. 1, 1. 5;

2. Ha/ILIeHKa 32 ThProBell Ha eapo B pa3mep 9, 8 u 6 Ha cTO OT 3asBeHaTa 1o T. 1 eHa ch00pa3HO KpUTEpHs, ONpeesicH B
yL. 8;

3. HajlleHKa 3a THprowel Ha JApeOHO B pazmep 22, 20 wiu 18 Ha cTO OT 3asBeHara mo T. 1 1ieHa chbOOpa3HO KpHUTEpHH,
oTpeseneH B . 8.

(2) llenara Ha nekapcTBEH NPOJYKT, BKIIOUBAaH B [lO3UTHMBHHS JIEKapCTBEH CIHUCHK, C€ H3YMCIsABA Kato cOOp OT
enemeHture 1o ain. 1, T. 1, 2 u 3 u ganbK BhpXY 1oOaBeHaTa CTOWHOCT.
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(3) Koraro nekapcTBeHHAT MPOAYKT ce BHacs oT Tpera 3a Epomeiickust cbio3 (EC) nppikaBa, KbM 3asBEeHaTa OT
MPUTEKATENS HA Pa3peIICHUETO 3a yroTpeda 1eHa mpeid U3YUCIIBAaHeTO Ha HAIIICHKUTE Ha ThProBella Ha eIpo U Ha ThProBela Ha
IpeOHO ce 100aBs CTOMHOCTTA Ha YCTAHOBEHUTE TUIAIIAHMUS TI0 JACHCTBAIUTE HOPMATUBHU aKTOBE B CTpaHATa.

Yn. 8. (1) B ciydaii ue 3asBeHara neHa Ha npousoauten e 10 10,00 1B., pazMepbT Ha HAJLEHKUTE 32 THProBell Ha €ApO U
3a ThpProBell Ha ApeOHO, KOUTO ce A00aBsT KbM Hesl, € ChOTBETHO 9 U 22 Ha CTO.

(2) B ciyuaii ye 3asBeHara 1eHa Ha npousBoauten ¢ B rpanuiute ot 10,01 nB. o 30,00 nB., pa3MepbT Ha HAAIICHKUTE 3a
THPrOBELl Ha €JpO U 3a ThProBell Ha IpeOHO, KOUTO ce 100aBAT KbM Hes, ca cboTBeTHO 8 1 20 Ha CTO.

(3) B ciyuaii ue 3asBeHaTa 1ieHa Ha npousBoauten ¢ Hax 30,00 nB., pa3MepbT Ha HAALCHKUTE 32 THPTrOBEIl HA €IpO U 3a
THProBel Ha ApeOHO, KOUTO ce 100aBAT KbM Hes, ca ChOTBETHO 6 Ha cTo, HO He moseue oT 15 nB., u 18 Ha cto, HO He noBeye oT 30
JB.

I'maBa Tpera.
OBPA3YBAHE HA [IEHA HA JIEKAPCTBEH ITPOAYKT, OTITYCKAH I10 JIEKAPCKO
[MPEJIIMCAHHUE

Yn. 9. (1) IIpenennara 1eHa Ha JEKapCTBEH MPOJIYKT, OTIYCKaH MO JIEKAPCKO MPEANUCaHue, H3BBH TE3H IO TIiaBa BTOPA,
npu nmpoaaxo6a Ha qpeOHO ce 00pa3yBa OT CIECAHUTE €JIEMEHTH:

1. uena Ha MPOM3BOJUTEN, KOSATO HE MOXKE Ja ObJe MO-BHUCOKAa OT JIEBOBaTa PaBHOCTOMHOCT HAa Hal-HHUCKaTa IleHAa Ha
MIPOU3BOIUTEI 32 CHIIHS JICKAPCTBEH MPOIAYKT B CTPAHUTE, MOCOUYEHH B cripaBKaTa o wi. 13, an. 1, 1. 6;

2. Ha/ILIEHKa 32 ThProBell Ha enpo B pa3mep 9, 8 uiu 6 Ha cTo OT 3asBeHaTa 1o T. 1 1ieHa cb00pa3HO KpUTEpHs, OTPEIeIeH
B ui. 10;

3. HajlleHKa 3a Thprowel Ha JApeOHO B pazmep 22, 20 wiu 18 Ha cTO OT 3asBeHara mo T. 1 1ieHa chboOpa3HO KpHUTEpHH,
onpenenex B wi. 10.

(2) MpenenHaTa eHa Ha JIGKAPCTBEH MPOJIYKT CE M3UUCISIBA KaTo cOOp OT eineMeHTuTe 1o ait. 1, T. 1, 2 u 3 u JaHbK BBPXY
nobaBeHaTa CTOMHOCT.

(3) Korato sekapcTBeHUAT MPOAYKT ce BHacs oT TpeTa 3a EC appxkaBa, KbM 3asBeHaTa OT NPUTEXKATENsS Ha pa3peIieHHETO
3a ynotpe0a LieHa Mpeay U3YHCIIBAHETO Ha HALIEHKUTE 332 ThProBella Ha epo U 3a Thprosela Ha ApeOHO ce 100aBsi CTOHHOCTTa
Ha YCTaHOBEHHTE IUIAIIAHUS 110 IeHCTBAIIUTe HOPMATUBHHU aKTOBE B CTPaHATa.

(4) Koraro HsimMa 11eHa Ha MPOU3BOAUTEN B CTPAHUTE, MOCOYCHU B wi. 13, an. 1, T. 6, 1ieHaTa Ha MPOU3BOAUTEI HE MOXKE J1a
ObJIe MO-BHUCOKA OT Hail-HHUCKaTa 1ieHa B benrus, ®pannus, [lomma, JlarBus u CnoBakusi.
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Yn. 10. (1) B ciyyaii ye 3asBeHara 1ieHa Ha npousoauten ¢ 1o 10,00 nB., pa3mepbT Ha HAIICHKUTE KbM HEsl 3a ThProOBeI]
Ha €/IpO U 3a ThProBell Ha JpeOHO e ChoTBETHO 9 u 22 Ha CTo.

(2) B ciyuaii ye 3asBeHara 1eHa Ha npousBoauten ¢ B rpanuiute oT 10,01 nB. o 30,00 nB., pa3MepbT Ha HAAIICHKUTE 3a
THPrOBELl Ha €JpO U 3a ThProBell Ha IpeOHO, KOUTO ce 100aBAT KbM Hes, € cboTBeTHO 8 1 20 Ha cTo.

(3) B ciyuaii ue 3asBeHaTa 1ieHa Ha npousBoauten ¢ Hax 30,00 nB., pa3MepbT Ha HAALCHKUTE 32 THPrOBEIl HA €IpO U 3a
THProBel Ha ApeOHO, KOUTO ce J00aBAT KbM Hes, € ChOTBETHO 6 Ha cTO, HO He moBeye oT 15 7B., u 18 Ha cTo, HO He moBeue oT 30
JB.

Y. 11. Ilpu npuroTBsiHe Ha JIEKAPCTBEH NPOIYKT 10 MarucTpajHa peLenTypa B aTeka He € HAUUCIIsIBA HAALIEHKa BbPXY
CTOMHOCTTA Ha BJIOKEHUTE JICKAPCTBEHU BELIECTBA, IIOMOIIHU BEIIECTBA U OITAKOBKA.

I'maBa yerBBpTA.
YCJIOBUA U PEJ] 3A PET'YJIMPAHE HA IEHUTE/MPEAEJIHUTE HIEHU HA JIEKAPCTBEHUTE
[MPOAYKTH, OTITYCKAHU 110 JIEKAPCKO ITPEIITMCAHUE

Yn. 12. (1) 3a oOpa3yBaHe Ha LieHa 1O 4. 2, ajl. 1 Wi 2 IpUTekaTeNsT Ha Pa3pelIeHUEeTo 3a ynoTpeda Win yIbIHOMOIICH
HEroB MpezcTaBuTeNl mojgaBa B Komucusita mo IeHHTE Ha JIEKAPCTBEHUTE MPOIYKTH 3asBJICHHE 3a OOpa3yBaHe Ha IIEHa IO
npunoxenne Ne 1, CbOTBETHO 3asiBIIeHUE 3a 00pa3yBaHe Ha IpezeHa [eHa 1o npruiioxkeHue Ne 2.

(2) 3asBuTenAT MojgaBa eIHOBPEMEHHO 3asBICHUS 1O mpuiiokeHust Ne 1 u 2, koraro uMa HaMepeHHe Jia KaHI|IaTCTBa 32
BKJIIOYBAHE Ha JIEKAPCTBEHUS MPOAYKT B [103UTHBHUS JIEKapCTBEH CIUCHK.

(3) Koraro 3asiBuTEensT HSAMa HaMEpeHHE Ja KaHAWIATCTBA 3a BKJIIOYBAHE HAa JICKAPCTBEHHS MPOAYKT B [lo3uTHBHHS
JIEKapCTBEH CIUMCHK, TOW M0JIaBa caMo 3asiBICHHE MO Mpuiioxkenue Ne 2.

(4) Korato nekapCTBEHHSAT MPOIYKT MMa yTBbpAEHA MpeleinHa LeHa oT KoMmucusra 1Mo IIGHUTE Ha JICKAPCTBEHUTE
MPOIYKTH, 3aIBUTEISIT MOXKE J1a TI0AaJie caMo 3asBlIeHHe 1o npuioxenue Ne 1.

(5) B 3asBnenuero mo mpuinoxkenre Ne 1 ce mocousa 1eHara 1o ejJeMeHTH choOpa3HO MpaBHiiaTa, MOCOYCHU B 4. 7, a B
3asBJICHHETO MO NpuiioxkeHune Ne 2 - rieHaTa 1o eJIeMeHTH ch0oOpa3Ho MpaBuiiaTa, IOCOUYEHH B WiI. 9.

Y. 13. (1) KeM 3asBieHusTa Mo wi. 12, an. 2 ce npuiiarar:

1. xomue OT pa3pelieHne 3a YnoTpeda Ha JIeKapCTBEHHS MPOAYKT CHIVIACHO M3UCKBAHUATA HA 3aKOHA 3a JICKAPCTBEHUTE
npoaykTd B xymanHata meauiuHa (3JIIIXM). Korato paspemenuero 3a ymorpeba € u3maneHo mo peaa Ha Permament (EO) Ne
726/2004 na Epomeiickus mapiament u Ha CwBera (OB L 136/30.04.2004 r.), I[Npunoxenue | "KpaTka xapakrepucTuka Ha
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npoxaykra”, Ilpunoxenue |l "IlpuTexkaten Ha pas3pelIeHHETO 3a MPOU3BOJACTBO, OTTOBOPEH 3a OCBOOOXKIAaBaHE HA MapTHIIM.
YcnoBus Ha pazpenieHneTo 3a ynotpeda” u [lpunoxxenue |11 "O3nauenus BbpXy OnakoBKaTa M JHUCTOBKATa" KbM Pa3peleHHETo ce
IIPEJICTABAT HA €JIEKTPOHEH HOCUTET,

2. 3aBepeH Mpenuc OT YAOCTOBEPEHHE 3a aKTyajHa ChJeOHA PEerucTpanus WiIH OT U3BJICUCHHE OT ThPTrOBCKHS PErUCTHP
WM 3aBEPEH MPEIUC OT CXOACH JOKYMEHT 110 HAI[MOHAIHOTO 3aKOHOJATEICTBO Ha ChOTBETHATA JbprKaBa Ha JMIaTa no wi. 12, an.
1, u3nazseH He Mo-KbCHO OT 6 Mecela Mpe/y MoIaBaHe Ha 3asBJICHUETO,

3. U3PUYHO HOTAPHAIHO 3aBEPEHO ITBIHOMOIIHO, B CIIy4yail 4e 3asBJICHUETO Ce MO0JIaBa OT MPEICTaBUTENl HA MPUTEKATEIs
Ha pa3peleHneTo 3a ynoTpeoa;

4. nokasareyicTBa OTHOCHO MPEICTaBUTEIIHATA BIIACT HA JIUIIETO, MOIMKCAI0 IBIHOMOIIHOTO MO T. 3;

5. Ieknapanus, NpUIPYKEeHa ChC CIIpaBKa ChIIacHO MpuiioxkeHne Ne 3, OTHOCHO LIEHUTE Ha MPOU3BOIUTEN B ChOTBETHATA
BaJyTa ¥ B €BPO, JIOTOBOPEHU C OOIIECTBEHUTE 3paBHOOCUTYpUTEIHU GoHI0Be B Pymbuus, Yexus, Ectonus, ['spuus, Yurapus,
JIutsa, [lopryranus u Mcnanus;

6. nexmapauus, NPHUAPYKEHA CbC CIpaBKa ChIJIacHO mpuioxkeHue No 4, OTHOCHO IieHaTa Ha TPOM3BOJUTEN HA
JIEKapCTBEHMS IIPOAYKT B CbOTBETHATa Balyra U B €Bpo B PymbHus, Uexus, Ecronus, I'spuus, Yurapus, JIutsa, Ilopryranus u
WUcnanus;

7. TOKYMEHT 3a IUIaTeHa IbpKaBHA TaKca 3a BCEKU OT/AEJICH JIEKapCTBEH MPOAYKT 32 YTBbp:K/IaBaHE Ha IeHa 10 4WiI. 2, all.
1;

8. IOKYMEHT 3a IUIaTeHa JbpyKaBHA TaKca 3a BCEKH OTJIEJICH JIEKAPCTBEH MPOJIYKT 3a YTBBPXKAAaBaHE Ha MpeJesIHa LeHa TI0
1. 2, ai. 2.

(2) KM 3asBieHMeTO 32 mpeneiHa neHa no wi. 12, an. 3 ce npmwiarar gokymenTure mo ain. 1, 1. 1- 4,6 u 8.

(3) Pazpemenuero o an. 1, T. 1, kakro u npuioxkenus |, |1 u Il kbM Hero ce npeacTaBsAT U B IPEBO Ha OBJITAPCKH €3HK.

(4) Oexnapupanute B cripaBkara 1o ai. 1, T. 5 u 6 meHr Ha IPOM3BOUTEIN HA JIEKAPCTBEHUS TPOJIYKT C€ YAOCTOBEPSBAT C
oduIMaNIeH JOKyMEHT, U3/1a/IeH OT MPUTEKATeNs Ha pa3pelIeHneTo 3a yrnorpeoa.

Yn. 14. (1) B 20-mHeBeH cpok OT MOCTHIIBAHETO HA 3asiBICHHUATA C MPUIOKEHUTE KbM TAX TOKYMEHTH VH(pOpMaIoHHO-
AHAJTUTUYHOTO 3BEHO KbM KoMHUCHSATA 1O LIEHUTE Ha JIEKAPCTBEHUTE MPOIYKTH PasrIexkaa 3asBICHUATA U aHATU3UPA TIOCOUCHHUTE B
TSAX LEHH, KaTo MpoBepsiBa MH(POpPMAIMATA 32 LIEHUTE Ha JIEKAPCTBEHUTE MPOAYKTH B cTpaHute mo wi. 13, an. 1, . Su 6.

(2) B cpoka mo an. 1 HMuHpopManMOHHO-aHATUTHYHOTO 3BEHO H3rOTBS CTaHOBHIIE 10 Komucusara mo IEHUTE Ha
JICKapCTBEHUTE MPOJAYKTH OTHOCHO MH(POPMALIUATA, ChIbpIKAIIlA CE B 3asBICHUETO.

(3) B 45-nHeBeH cpok OT jgaraTa Ha NOJaBaHEe Ha 3asBiICHUMETO KomucusATa MO IIEHUTE Ha JIEKAPCTBEHUTE MPOMYKTH
pasriex/a 3asBICHUETO M MPUI0KEHUTE KbM HEro JOKYMEHTH M B3eMa pElIeHHE, C KOETO YTBbpiKJIaBa MM OTKa3Ba /1a YTBBPIU
1eHa/ipe/ieNHa 1IeHa Ha JISKApCTBEHUTE TPOIYKTH 1Mo 4. 2, ai. 1 v 2.

(4) B ciyuaii 4e moiaeHOTO 3asBJICHHE 32 00pa3yBaHe Ha IleHa/lpe/ieNHa [IeHa Ha JIGKapCTBEH MPOJIYKT HE OTroBaps Ha
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n3nckBanusATa Ha wi. 13, Komucusra no neHure Ha JeKapCTBEHUTE NPOAYKTH UMa IPaBo J1a U3UCKA OT 3asiBUTENS OTCTPaHsIBaHE Ha
HEMbJIHOTUTE M HEJOCTATBIUTE B JOKYMEHTALMATA, KAKTO M JONBIHHUTEIHA HH(pOpMauus, HeoOXoauMma 3a 0Opa3yBaHETO Ha
IieHa/ipe/ieNHa 1IeHa Ha JISKapCTBEHUS MPOAYKT. B To3u ciydait cpoksT mo wi. 260, ai. 2, T. 1 ot 3JIIIXM cnupa aa Teye 1o garara
Ha OTCTpaHsIBaHE Ha HEMIBJIHOTUTE U HEIOCTATHIUTE B JOKYMEHTAIIHUATA.

(5) Cren oTcTpaHsiBaHETO Ha HENOCTATBHIMTE WIIM HEITBIHOTUTE WIM TPEICTABSIHETO Ha JOIBIHHTEIHA WH(POpPMAIHs
KomucusiTa o 1ieHuTE Ha JIGKapCTBEHUTE MPOAYKTH B3eMa PELICHUE, C KOSTO YTBBPIKIaBa MM OTKa3Ba Jia YTBbP/H LIeHa/IpeaeHa
IIeHa Ha JIEKAPCTBEH MPOJIYKT 1o Wwi. 2, an. 1 u 2.

(6) B ciryqaii e B cpok 10 45 mHH OT AaTara Ha YBEJIOMSBAHETO MO all. 4 3asBUTENSAT HE OTCTPAHU KOHCTATHPAHUTE OT
Komucusra no meHure Ha JeKapCTBEHUTE MPOAYKTH HEIIBJIHOTH MJIM HEIOCTAThLU WIIM HE MPEICTaBH JOMBIHUTENHA HH(pOpMaIus,
npoleaypara Mo yTBBpXKIaBaHE Ha LeHa/lpelesHa IIeHAa Ha JICKApCTBEH MPOJYKT, OTIYCKaH MO JIEKAPCKO IMpEOIHCaHue, ce
IpeKpaTsBa.

(7) Kommcusita mo LEHUTE Ha JICKAPCTBEHUTE MPOAYKTH YBEJOMSBAa IHCMEHO 3asBUTENS 3a IMPEKPaTSBAHETO Ha
nporenypara mo ai. 6.

(8) Mo wmskmouenne KommcusATa 1O IEHWTE HAa JICKAPCTBEHUTE MPOJYKTH MOXE Ja YTBBPIAM ILieHa/ipeJenHa LeHa,
oOpa3yBaHa OT LleHaTa Ha MPOU3BOIMUTEINS, KOSITO € M0-BUCOKA OT pedepeHTHaTa 1ieHa. B To3u citydail pereHneTo ce MOTHBHpA.

Yn. 15. (1) Pemennero Ha KomucusTa 1o 1eHUTE Ha JIGKAPCTBEHUTE MPOIYKTH 32 YTBBPIKIaBaHe Ha IeHa/ipeiesiHa ieHa
Ha JIEKapCTBEHUS MPOJIYKT ChIbPIKa:
. IOpEZICH HOMEP B PETUCTHPA,
. MEXXIYHApOIHO HENMAaTeHTHO HAMMEHOBAHUE HA JIEKAPCTBEHUS MPOIYKT;
. PeruCTpalMOHEeH HOMED, BIIMCAH B pa3pelIeHUETO 3a ynoTpeoa,
. HAIMEHOBAHUE Ha JIEKApCTBEH MPOIYKT;
. JIeKapcTBeHa (popMa M KOJMYECTBO HAa AKTUBHOTO BEILIECTBO B OKOHUATEIIHATA OTAKOBKA,;
. IM€ Ha TIPUTEXKATEIIs Ha Pa3pelICHUETo 3a yIoTpeda ¥ Ha IPOU3BOIUTENS/ TIPOM3BOJUTEIINTE HA JICKAPCTBEHHUS TIPOTYKT;
7. yTBBpJCHA 1LI€HA Ha JIEKaPCTBEHHUS MPOAYKT 32 BKIIOYBAaHETO MY B [IO3UTHBHMS JIEKapCTBEH CIHMCBHK MO €IEMEHTH
CBIUIACHO WiI. 7, al. 2;
8. yTBBpJIeHa IpeieHa [IeHa Ha JIEKapCTBEHUS IPOIYKT IO €JIeMEHTH ChITIacHO wi. 9, air. 2.
(2) OTka3br Ha Komucusita mo IeHUTE Ha JIEKAPCTBEHHUTE MPOIYKTH Ja YTBBPIM LieHa/TIpeeHa 1IeHa Ha JIeKapCTBEHHUS
IIPOJYKT C€ MOTHBHPA.
(3) Pemennero Ha Komucusra mo HeHHTE Ha JICKapCTBEHHTE MPOAYKTH 3a YTBBPIXKJaBaHE Ha IieHA/lIpeieiHa IeHa Ha
JIEKapCTBEH MPOJYKT, KAKTO U OTKA3BT IO ajl. 2 MoJyIekar Ha 00KaIBaHe:
1. no agmuHMCcTpaTHBEH pex npen KoMucusita o npo3padyHocT;
2. o cwaebeH per.

OO, WNPE

To3m AOKYMEHT focTura Ao Bac 6narogapeHue Ha 3apaBHUMA nopTtan www.zdrave.bg



(4) OboxanBaneTo Ha perieHrero Ha KomucusaTa no 1ieHuTe Ha JIeKapcTBEHUTE MPOAYKTH U Ha KoMucHsTa 1Mo mpo3payHocT
CE M3BBPILBA 10 peAa Ha AIMUHUCTPATUBHOIIPOLIECYATHUS KOAEKC.

Yn. 16. (1) Komucusra mo neHuTe Ha JIEKapCTBEHUTE MPOAYKTH OOsBSIBA PEIICHUSATa U OTKaszute mo wi. 15, an. 1u 2 B
perucTbpa 1o wi. 4 B 3-AHEBEH CPOK OT BIU3AHETO UM B CHJIA.

(2) Komucwusita 1o IIeHUTE Ha JICKaPCTBEHUTE MPOAYKTH CIIY)KeOHO mpeaocTaBs Ha KomucusaTa o NO3UTHBHUS JIEKAPCTBEH
CIHCBHK KOMHE OT PELICHHETO 3a YTBBbp)KJaBaHEe Ha ILI€HA Ha JICKApCTBEH MPOAYKT Mo wi. 2, an. 1 u 1eHoBa crpaBKa ChIIIACHO
npuiioxeHue Ne 5.

(3) Y1BBpaACHaTA IIeHA Ha JIEKaPCTBEHHS MPOJIYKT MO Wi. 2, ait. 1 ce mpuitara ciiesl BKIIOYBaHE Ha JIEKaPCTBEHHS TPOIYKT B
Ilo3uTHBHUS JTEKAPCTBEH CIUCHK.

Un. 17. (1) [putexarenar Ha pa3pelIeHUETO 3a ymoTpeda WM YIBIHOMOIICH HEroB MPEICTABUTENl MOXE Ja 3asBU
MOTHUBHUPAHU NPOMEHU B YTBBpJICHATA IIeHA/Npe/ieiHa [IeHa Ha JIEKapCTBEH MPOAYKT 1Mo wi. 2, ai. 1 u 2 He no-pano ot 12 mecena
cliell yTBBPIKIaBaHe Ha IOCIIeIHATa IIeHa/peieliHa [IeHa Ha JICKapCTBEH MPOAyKT. [IpoMsiHaTa ce M3BBPILBA [0 pelia U B CPOKOBETE
mo wi. 13, 14 u 15.

(2) Orpannuennero mo an. 1 He ce oTHAcs 3a ClaydaWTe, B KOUTO NPUTESKATEIAT HA Pa3pelICHUETO 3a yrnoTpeda moaazie
3asBJICHUE 32 HAMAJSIBaHE HAa YTBBP/ICHATA [IeHa/pe/IeNHa [IeHa Ha JISKapCTBEH MPOIYKT 1o wi. 2, air. 1 u 2.

(3) He mMosxe na ce 3asBU yBeINMUYCHHE HA LIeHA/TIpEACIHA 1ICHA Ha JIGKAPCTBEH MPOAYKT MO WiI. 2, al. 1 U 2 ¢ Ho-roJsM
MPOIIEHT OT CTATUCTHYECKH OTYETeHaTa MH(]Iaus 3a nepuo/ia Ha AeHCTBUE OT MocienHaTa oOpa3yBaHa IIeHa.

(4) Ilpu mpomsina Ha oOcrosrencTBara mo wi. 15, anm. 1, T. 4 U 6 mpuUTEKATENAT HA pa3peIICHUETO 3a yrmoTpeda Win
YITBJIHOMOIIIEH HEroB MpPEJCTAaBUTENl MpeACTaBs 3asBiieHHe 10 KoMucusTa mo LEeHUTE Ha JIEKaPCTBEHUTE IPOJYKTH, KaTo
orpanuueHueTro no an. 1 e ce mpunara. IlpomsHarta ce u3BbpmBa 1mo pera Ha wi. 13, 14 u 15, kato B TO3u ciyyail He ce
MpencTaBsAT JokyMeHTuTe mo wi. 13, an. 1, 1. 5u 6.

uyir. 13, 14 u 15.

(2) Orpannuennero mo an. 1 He ce OoTHAcs 3a CIydaWTe, B KOUTO NPUTESKATEIAT HA Pa3pelICHUETO 3a yrnoTpeda moaazne
3asBJICHUE 32 HAMAJISIBaHE HAa YTBBPJICHATA [IeHa/pe/IeNHa [IeHa Ha JISKApCTBEH MPOIYKT 1o wi. 2, air. 1 u 2.

(3) He mMosxe na ce 3asBU yBeIMUCHHE Ha LIeHA/TIpEACIHA IICHA Ha JIGKApPCTBEH MPOAYKT MO WiI. 2, al. 1 U 2 ¢ Ho-roJsM
MPOIEHT OT CTATUCTHYECKH OTYETeHaTa MH(Ianus 3a nepuo/ia Ha AeHCTBUE OT MocienHaTa oOpa3yBaHa IIeHa.

(4) Ilpu mpomsina Ha oOcrosrencTBara mo wi. 15, am. 1, T. 4 U 6 mpUTEKATENAT HA pa3peIICHUETO 3a yrmoTpeda Win
YITBJIHOMOIIIEH HEroB MpPEJCTAaBUTENl MpeACTaBs 3asBiieHHEe 10 KoMucusTa mo LEeHUTE Ha JIEKapCTBEHUTE IPOJYKTH, KaTo
orpanuueHuero no an. 1 e ce mpunara. IlpomsHarta ce m3BbpmBa 1mo pera Ha wi. 13, 14 u 15, kato B TO3M ciyuyail He ce
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NpeaCTaBAT JoKyMeHTHuTe o wi. 13, an. 1, 7. 5u 6.

UYn. 18. (1) [Npurexarenat Ha pa3pelieHUe 3a ynorpeda MM yIIbIHOMOIICH HETOB MPEACTABHUTEIN, IMOJIYYHI PEIICHHEe 32
yTBBpXK/IaBaHe Ha IeHa/penenHa mneHa no wi. 16, an. 1, npeacraBs B cpok 6 Mecela OT arata Ha yTBbpKAaBaHE Ha IOCIEAHATA
IeHa/lipeielHa 1IeHA Ha JIGKapCTBEH MNPOAYKT npex KomucusaTa 1Mo [EHHTE HA JIGKAPCTBEHHTE TNPOIYKTH JeKIIaparus,
yIOCTOBEpSIBAIlA HATMYUETO WIIH JIUIICAaTa Ha IPOMSIHA Ha LIEHUTE, ACKIapupaHu B cripaBkaTa rmo wi. 13, an. 1, 7. 5u 6.

(2) Koraro Bb3 ocHOBa Ha aeknapanmsara 1o anr. 1 MHbopMannoHHO-aHAIMTHYHOTO 3BEHO YCTaHOBH, Y€ pedepeHTHaTa
HeHa 1mo wi. 7, an. 2 w/unm wi. 9, an. 2 e mo-HuCcKa B cpaBHEHHE C pedhepeHTHATa IIeHa, Bb3 OCHOBAa Ha KOSATO € Omia oOpasyBaHa
neHaTta/lpeieIHaTa eHa Ha JISKApCTBEH MPOAYKT MO Wi. 2, al. 1 W 2, KaKTO M NP HEloJaBaHe Ha JeKiapaiusra mo air 1 B
ycTaHOBEeHMs CpoK, KomucusTa no neHuTe Ha JIGKapCTBEHUTE MPOAYKTH YBEIOMSBA MMMCMEHO 3asiBUTENS Jia MOJa/Ie 3asBJICHUE 32
NpOMSsIHA Ha IIeHa/TipeiesTHa [IeHa.

(3) B ciyuaii ue B 30-1HEBEH CPOK OT MUCMEHOTO YBEJIOMIICHHUE 10 aJl. 2 3aBUTENAT HE MoAaje 3asBiicHue, Komucusra mo
[IEHUTE Ha JIEKAPCTBEHUTE NPOAYKTH B cpokoBere mo wi. 14 m 15 cmyxeOHO B3ema pelleHHe 3a NMpoMsHa Ha YTBBpJCHATa
1eHa/ipeieNHa 1IeHa Ha JISKApCTBEH MPOJIYKT.

(4) PerenueTo no an. 3 o yieku Ha oOKaiBaHe 1o peaa Ha wi. 15, an. 3 u 4.

Yn. 19. B pamkuTe Ha yIBBpJCHATA IIeHa/TIpeieliHa [IeHa Ha Pa3pelIeHUTe 3a ynoTpeda JISKapCTBEHHU MPOIYKTH IO Wi. 2,
an. 1 m 2 neHooOpa3zyBaHeTO Ha THProBela Ha epo U Ha ThproBela Ha ApeOHO ce OCHIIECTBBA, KAaKTO CJe/Ba!

1. ThproBensT Ha APeOHO U3BBPILBA MPOAAXkK0a IO [IEHa, He TI0-BHCOKA OT YTBBp/ICHATA lieHa/IpeieTHa ICHa,

2. THProBeUBT Ha €Ipo IMpoJaBa Ha THProBela Ha OpeOHO M Ha JIeYeOHUTE 3aBElICHHsS] ChC CTAI[MOHAp JIEKApPCTBEHU
NPOJAYKTH MO JOTOBOpEHa IIeHa, YMHTO pa3Mep HEe MOXeE Jia € MO-BHCOK OT pa3Mepa Ha oOsBeHara IieHa/lipeieiHa LieHa 3a
CHOTBETHHS JIEKAPCTBEH MPOIYKT, HAMAJIEH ChC CTOMHOCTTA Ha HAJlIEHKaTa Ha ThProBela Ha JpeOHO, OIpeielieHa B PEIICHUETO Ha
KomucusiTa 1o nieHuTe Ha JIGKapCTBECHUTE MPOJIYKTH 32 YTBBPK/IaBaHE Ha LieHa/pe/IeNHa 1IeHa.

Un. 20. BkirouBaHUTE B CTOMHOCTTA HA OKa3aHATa MEAWIIMHCKA MMOMOII IICHH Ha JIEKAPCTBEHUTE MPOAYKTH, OTIYCKAHH B
ANTEKUTE Ha JJedeOHuTe 3aBeacHus o wi. 222, ain. 3 ot 3JIIIXM, He Morar ga ObAaT HO-BUCOKH OT LIEHATA, HA KOATO JEYECOHOTO
3aBe/IeHUE € 3aKYIIJIO TPOAYKTa OT ThProBella Ha e/Ipo.

['maBa miera.
PEITMCTPUPAHE HA [IEHA HA JIEKAPCTBEHUTE ITPOAYKTH, OTITYCKAHU BE3
JIEKAPCKO ITPEAIIMCAHUE
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Un. 21. (1) 3a peructpupaHe Ha IICHA Ha JCKAPCTBEH MPOIYKT, OTIYCKaH 0€3 JIEKApCKO MPEINHCaHUue, MPUTEKATEIAT Ha
pa3pelieHrneTo 3a ynorpeda WIM YIBIHOMOIIEH HETOB IMpEICTaBUTEN NpenacTaBs B KoMmMucusta mo IEHUTE Ha JICKApPCTBEHUTE
MPOYKTH 3asIBJICHUE 3@ PETUCTPAIUs, B KOETO C€ TI0COUBA I[CHA Ha MPOM3BOIUTEI BB BayTa/eBpO U B OBJITapCKH JICBOBE, KAKTO U
MaKCHMalTHa TPOIa)KHA IIeHA Ha JICKAPCTBEHUS MPOIYKT B JIEBOBE C BKIIFOUEH JaHBK BBPXY 100aBeHATa CTOMHOCT.

(2) KbM 3asBaenneTo 1o an. 1 ce mpuiiarat JokyMeHTuTe mo wi. 13, an. 1, T. 1 - 4 u JOKyMEHT 3a IJIaTeHa JbpKaBHA TaKkca
3a BCEKU OTJEJICH JIEKAPCTBEH MPOIYKT.

UYn. 22. (1) B 30-1HeBeH cpoK OT MPECTaBsSHE HA 3asBJICHUETO U JOKyMEHTUTe KoMucHsTa 10 IIEHUTE Ha JEKapCTBEHUTE
MPOIYKTH B3€Ma pellieHHe 3a perucTpalys Ha 11eHa Ha JIEKapCTBEHHUs IIPOIYKT, OTITYCKaH 0e3 JIEKapCKO MpenrucaHue.

(2) Korato mopmaneHuTte 3asBICHHE M JOKYMEHTH HE OTrOBapsiT Ha W3UCKBaHMATa, Komucusara 1Mo ILeHUTE Ha
JICKApCTBEHHUTE MPOIYKTH MOXKE J]a M3UCKa OT 3asBUTENS OTCTPAHSIBAHE HA HEI'BJIHOTUTE M HEJOCTaThIUTe. B TO3M ciaydail CpOKBT
no wi. 260, an. 2, T. 2 ot 3JIIIXM cnupa 1a Tede A0 JaTata Ha OTCTPAHSABAHETO UM.

(3) B ciyuaii ye B cpok 30 IHH, CYMTAHO OT JaTara Ha yBEAOMSBAHETO, 3asBUTEISAT HE OTCTPAaHH KOHCTATUPAHHTE OT
Komucusra mo meHuTe Ha JIEKapCTBEHUTE MPOIYKTH HENOCTATHIM M HEMBJIHOTH, MpOIlelypara MO PErucTpHpaHe Ha lieHa Ha
JICKapCTBEH MPOJYKT, OTIYCKaH 0e3 JIeKapCKo Mpenicanue, ce mpeKpaTsBa.

(4) Kommcusita mo LEHUTE Ha JICKAPCTBEHUTE MPOAYKTH YBEJOMSBA IHCMEHO 3asBUTENS 3a IPEKPaTSBAHETO Ha
nporenypara mo ai. 3.

Un. 23. (1) Pemennero 3a perucTpupaHe Ha II€Ha Ha JIGKAPCTBEH IMPOAYKT, OTHYCKaH Oe3 JIEKapCKO IpEIHCaHue,

ChIbpIKA:

. IOpeJIeH HOMEpP B PETUCTHPA,;

. ME&XXIYHApOIHO HENAaTeHTHO HAMMEHOBAHUE,

. HOMEp Ha pa3peuIeHueTo 3a ynorpeoa,

. HAIMEHOBAHUE Ha JIEKApCTBEHUS IPOAYKT;

. JIeKapcTBeHa (popMa M KOJMYECTBO HAa AKTUBHOTO BEIIECTBO B OKOHUATEIHATA OTAKOBKA,;

. IM€ Ha TIPUTEXKATEIIs Ha Pa3pelICHUETo 3a yoTpeda U Ha IPOU3BOIUTENS/ TIPOM3BOJUTEIINTE HA JICKAPCTBEHHUS TIPOTYKT;

7. peructprupaHara MaKCUMaJHa IpoIaXKHa ICHA.

(2) Ipu npomsina Ha oOcrosiTencrBata mo ain. 1, T. 4, 6 U 7 mpuUTeXATENAT Ha pa3pelleHHeTO 3a ynorpeda wim
YITBJIHOMOIIIEH HETOB MpEeACTaBUTEN MpeCTaBs 3asiBieHrne 10 KoMucusTa o eHuTe Ha JiekapcTBeHuTe NpoaykTu. [IpoMsHata ce
M3BBPIIBA 110 peaa Ha wi. 21 u 22.

(3) KomucusiTa 1o 1ieHUTe Ha JEKapCTBEHHUTE MPOAYKTH 00sBsIBa PEIICHHsTa 10 all. 1 B 3-IHEBEH CPOK OT BIM3aHETO MM B
CHJIa B pETUCTBpa N0 uil. 4.

DU WNPE
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I'maBa mecra.
PETUCTDHP

Un. 24. PerucTbpbT Ha LIEHUTE HA JICKAPCTBEHHUTE MPOJIYKTH ChIbPIKA:

1. paznen "llenun Ha ne€KapCTBEHUTE NPOAYKTH, BKJIIOUBAHU B [I03UTUBHUS JIEKAPCTBEH CIUCHK |
2. paznen "[Ipenennu 1ieHN Ha JIEKApPCTBEHUTE MPOIYKTH, OTITYCKAaHU TI0 JIEKAPCKO MpenucaHue”;
3. paznen "llenu Ha TeKapCTBEHUTE MPOJYKTH, OTIYCKaHH 0e3 JIEKapcKo ImpenucaHue”.

Un. 25. Paznen "llenu Ha nekapcTBEHUTE MPOAYKTH, BKIIOUYBAaHH B [103UTUBHUS JIeKapCcTBEH cUChK' U pasnen "llpenennu

[IEHH Ha JICKAPCTBEHUTE MPOAYKTH, OTIYCKAaHH MO JIEKApCKO MpeAmucaHue” ChAbpXKAT CleAHaTa WHpopMalus 32 JeKapCTBEHUS
IIPOJIYKT:

1. nopeneH HoMep B PETUCTHPA,
2. MEXyHapOJIHO HENAaTeHTHO HAMMEHOBAHUE,
3. perucTpalioHeH HoMep, BIIMCAH B Pa3pelIeHUETO 3a yHoTpeda/pelieHneTo Ha KOMHUCHUSTA IO [ICHUTE Ha JICKAPCTBCHUTE

MPOJYKTH;

IIeHa.

4. HaUMEHOBAHUE HA JIEKAPCTBEHMSI TPOIYKT;

5. nekapcTBeHa popma U KOJMYECTBO HA aKTUBHOTO BEILIECTBO B OKOHYATENIHATA OTTAKOBKA,;

6. IMe Ha MpHUTEeXaTess Ha pa3pelIeHHETo 3a yrnoTpeoa;

/. ©Me Ha IPOU3BOIUTEIIS Ha JIEKAPCTBEHUS IPOIYKT;

8. 3asBeHaTa 1IeHa Ha IPOM3BOIUTENS, Bb3 OCHOBA Ha KOSITO ce 00pa3yBa IieHaTa/npe/ieHaTa 1eHa,

9. yrBbpACHaTa IieHa/pe/ieNHa IIeHa 10 eJIeMEHTH, HOMepa M JlaTaTta Ha W3JaBaHe Ha PEIICHUETO 3a YTBBPIKIaBaHE Ha

Un. 26. Pazmen "lleHn Ha nexapCTBEHUTE NPOMYKTH, OTIYCKaHU Oe3 JIEKapcKO MpeArnucaHue” ChAbpXKa CleaHaTa

nH(pOpMaIKA 3a JIEKapCTBEHUS MPOIYKT:

. IOpEZICH HOMEP B PETUCTHPA,

. ME&XJIYHapOJIHO HETIATEHTHO HAUMEHOBAHMUE;

. HOMEp Ha pa3peuIeHueTo 3a ynorpeoa,

. HAUMEHOBAHHE Ha JIEKAPCTBEHUS MPOAYKT;

. JIeKapcTBeHa (popMa M KOJUYECTBO HAa AKTUBHOTO BEILIECTBO B OKOHYATEIIHATA OTIAKOBKA,;
. IM€ Ha MPUTEkKATEN Ha pa3pelIeHueTo 3a ynorpeoa;

. M€ Ha [TPOU3BOIUTEIIS Ha JIEKAPCTBEHUS IPOIYKT;

~No o, WNBE
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8. perucTtprupaHaTa MakCMMaJIHa IIPOJaKHa ICHA, HOMCPA U aTaTa Ha U3JJdBAHC HA PCHICHUCTO 3a pCrucCTpalu.

Yn. 27. Ilpu npekparsBane u/Win 3aIM4aBaHe Ha Pa3pelieHUETo 3a YIoTpeda Ha ChbOTBETHUS JIGKAPCTBEH MPOAYKT LIeHATa
MYy C€ 3ajIM4aBa OT CbOTBETHUS pa3Jiell Ha PETUCTHPA.

JlobIHUTENHN pa3nopeadu

8 1. o cmuchiIa HA HapexOara:

1. "llena Ha mpou3BOAMTEN" € IIeHaTa 3a ThProBell Ha €Apo, 3asiBEHa OT MPHUTEKATEN Ha pa3pelIeHUETo 3a yrnoTpeda 1iu
OT YITbJTHOMOIIIEH HETOB MpEACTaBUTEN, 0e3 BKIIOYEHU B HEsl OTCTBIIKM WM JPYTH CTUMYIIH, IPEJOCTAaBEHH OT IMPOU3BOAUTEIS HA
ThpProBena Ha epo.

2. "CpummusaT JleKapcTBEH NPOAYKT' € JIeKapCTBEH TPOAYKT B ChIIaTa JIeKapCTBEHa M J1030Ba Qopma Ha
MIPOM3BOAUTEI/IPOU3BOANTEIH, BIIMCAH/BIIMCAHU B Pa3pelICHUETO 3a yrnoTpeda/pemenrero Ha EBponeiickaTta KOMUCHS, H3/1a/I€HO
no pena Ha Pernmament (EO) Ne 726/2004 na EBpornietickus mapinameHT u Ha ChBeTa, B cTpanute no wi. 13, an. 4, 1. 5.

3. "PedepenTtHa nena" e nenara, oopasyBana 1o pena Ha wi. 7, an. 1, . 1 w/umm . 9, an. 1, T. 1.

4. "OOmecTBeH 3IpaBHOOCUTYpUTENeH (oHA" € MyONuYHAa HMHCTUTYLIHs, KOSTO CbOMpa U  pasnpenens
3JIPaBHOOCUTYPUTEITHN BHOCKH W 3JIpaBHOOCUTYPUTEIIHU TNPEMUHU 3a 3[PaBHU JEHHOCTH, YCIYIM M CTOKH 3a Hal-royisiM Opoit
3/IPaBHOOCUTYPEHH JIMIIA HA TEPUTOPUATA HA CHOTBETHATA CTPaHA.

[Ipexonuu n 3aKIIOUUTEITHN pa3nopeaou

8§ 2. (1) B cpox 1o 31 mexemBpu 2007 r. Komucusta mo IEHHUTE Ha JIEKAPCTBEHHTE MPOIYKTH BIIMCBA CIIy)KCOHO B
perucrbpa no 4wi. 24 xaro IeHa 1o wi. 2, ai. 3 IIeHaTa Ha JISKapCTBEHUS MPOJIYKT, PErHCTPUpaHa 1o peaa Ha OTMEHEHHs 3aKOH 3a
JIeKapcTBaTa U anTekuTe B XymanHata meaunuHa (3JIAXM) u s 00siBsiBa Ha MHTEPHET CTpAaHHUIIATa HA KOMUCHSITA.

(2) Cnen 31 nexemBpu 2007 T. BOHCAHHUTE B PErUCTHpa IIEHHU 10 all. 1 ce cunTar 3a perucTpupaHy LEHH Ha JICKAPCTBCHUTE
NPOJIYKTH, OTITyCKaHH 0€3 JIEKapCcKO MpeIncaHue.

8§ 3. (1) B cpok no 31 nekemBpu 2007 r. Komucusita mo meHHTE Ha JISKAPCTBEHUTE MPOAYKTH CIIy:KeOHO oOpa3ysa
Ipe/eliHa IIeHA Ha JIGKApCTBEHUTE MPOIYKTH, OTIHYCKaHU IO JIGKapCKO MpEIIrcaHne, KOUTO UMaT yTBBPJACHA MpeAeIHa IeHa 110
pena Ha otMeHeHus 3JIAXM, u s 00sBsiBa Ha HHTEPHET CTPAHUIIATa HA KOMUCHSTA.
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(2) lpenenna neHa Ha JTEKAPCTBEHUTE MPOAYKTH 10 ail. 1 ce oOpas3yBa OT CIICIHUTE CIEMEHTH:

1. meHa Ha MPOM3BOAMTEIN, TMOCOYEHA B 3allOBEATA 3a YTBBP)KIABaHE Ha NpeJeNHa IieHa Ha JIEKapCTBEHHS IMPOIYKT,
u3naneHa nmo pena Ha Hapenbara 3a mpaBuiata 3a oOpa3yBaHe M PETUCTPUpPAHE HA LIEHH HA JIEKAPCTBEHUTE MPOAYKTH TpHU
npojaxoara uM Ha apeOHo, npuera ¢ [locraHoBnenune Ne 257 na Munucrepckus cbet ot 2004 r. (06H., /IB, 6p. 87 ot 2004 r.;
U3M. | JI01L., Op. 64 o1 2006 1.);

2. Ha/IlIeHKa 32 ThProBell Ha €Apo B pa3MepuTe, nocoueHu B wi. 9, an. 1 u un. 10;

3. Ha/IlIeHKa 32 ThProBell Ha JpeOHO B pazMepuTe, mocoueHu B wi. 9, an. 1 u un. 10.

(3) IpenennaTa eHa Ha JIGKAPCTBEH MPOJIYKT CE M3UUCISIBA KaTo cOOP OT €JIeMEHTUTE 1o ail. 2, T. 1, 2 u 3 ¥ JaHbK BBPXY
nobaBeHaTa CTOMHOCT.

(4) Komucwusita 1o eHUTe Ha JISKApCTBEHUTE MPOIYKTH BIIUCBA CITY)KEOHO B PErHCTHpa MO Wi. 24 KaTo IeHa 110 WI. 2, aj. 2
oOpa3yBaHuTe 10 peaa Ha an. 1 - 3 neHwu.

(5) Cnen obsBsiBaHeTO 1O peAa Ha ail. 1 Ha MHTEPHET cTpaHuata Ha KoMucusTa no meHuTe Ha JISKapCTBEHUTE MPOAYKTH
Ha oOpa3yBaHUTE TNpEACTHH IIeHM TBHProBUUTE Ha ApeOHO NpPOJaBaT JIEKAPCTBEHHUTE MPOIYKTH, OTIYCKAaHU IO JIEKAPCKO
IpearnrcaHue, 1o eHH, He M0-BUCOKU OT 00pa3yBaHUTE 1O pesa Ha ai. 1 - 4.

8 4. B cpox mo 31 suyapum 2008 r. mpurexaTenuTe Ha paspelleHHs 3a ynoTrpeda WM YI'BJIHOMOIICHHW TEXHU
NpPEACTaBUTENIM, HAa YHHTO JIGKAPCTBEHHM IPOJAYKTH € Omina oOpasyBaHa IleHAa Mo pena Ha 8 3, mogaBaT 3asBICHUS U
npUapyKaBallara r'a JOKyMeHTalus 3a o0pa3yBaHe Ha IpezesHa [eHa o pesia Ha Hapeadara.

§ 5. 3anoyHaiuTe Mpeny BIM3aHETO B CHJa Ha Hapenbara Mpolexypu 3a YTBBpXKIaBaHE Ha TpeleliHa IIeHAa WK 3a
perucTpanys Ha LieHa Ha JIEKApCTBEHUTE MTPOIYKTH CE pa3IJIeXkaaT IPH yCIOBUATA U 110 pela, IPEIBUICHHU B Hesl.

8 6. Hapexnbara ce npuema Ha ocHoBaHue wi. 260, an. 1 ot 3akoHa 3a JIeKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEAUIMHA.
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KOMUCHATA I10 HEHUTE HA
JIEKAPCTBEHUTE ITPOJAYKTHU

SAABJIEHUE
3a 00pa3zyBaHe Ha IIEHA Ha JIKAPCTBEH MPOAYKT, BKIIOYBAH B [I03UTHBHUS JIEKAPCTBEH CIIHCHK
03 AT
HaumenoBanue KonuuectBo Ha | KonnuecTBo B | MexayHapoiHO [Tputexaren Ha | Llena mo un. 258, an. 1
JlexapcTBeHa [MpousBoauren/
HAa JICKApCTBEH aKTHUBHATa eIHa HEMATEHTHO pa3perieHneTo Ha JIEKapCTBEHUS
dbopma MIPOU3BOIUTETHN
PO JTKT CHCTaBKa OITaKOBKa HaMEHOBaHHE 3a yrmorpeba MPOAYKT IO €JIEeMEHTHU

IIpunoxxenue
(meHa 1o eneMeHTH)

(ume, moamuc, meyar)

IIpunoxxenue
(eHa mo eneMeHTH)

3asBeHa IICHA Ha TPOU3BOJUTCII ‘

Ilena Ha THProBew Ha €Ipo \

Ilena Ha THprosel Ha IpeOHO

LIeHa Ha
IIPOU3BOIUTEIN
B CHOTBETHATA

BaJIyTa

LICHA Ha
IIPOU3BOIUTEN
B JIEBOBA
PaBHOCTOMHOCT

I[(I][sc 001110
JIB.) ¢ JUIC

HaJIlEHKa
(B %)

Ha/IICHK
a (B 1B.)

OCHa

AAC

(B 11B.)

001110
¢ JJIC

HaJIlEHKa
(B %)

Ha/ICHKA
(B 11B.)

001110
¢ JIC

AAC

tena (B 11B.)
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[Mpunoxenne Ne 2 xpMm wi. 12, an. 1

HO

14

KOMUCHATA I10 HEHUTE HA
JIEKAPCTBEHUTE ITPOJAYKTHU

SAIABIIEHHNE
3a 00pa3yBaHe Ha MpejeNHa [IeHa Ha JICKApCTBEH MPOIYKT, OTITYCKaH IO JIEKApPCKO MPEANICaHNe
0 0
HaunmenoBaunue KoanuectBo Ha Mex apoJIHO IIpurexaren Ha Ilpenenna 1ieHa Ha
JlexapcTBena Konunuectso B AYHAPOA [MpousBoauren/ P e H
Ha JICKapCTBEH aKTHBHAaTa HENaTEeHTHO pa3peLIEHUETO | JIEKAPCTBEHUS MPOIYKT
dbopma eJHa OIIaKOBKa MIPOU3BOAUTEIN
MPOJYKT ChCTaBKa HauMeHOBaHHE 3a yrmoTtpeba 0 €JIEMEHTH

IIpunoxxenue
(eHa mo eneMeHTH)

(ume, moamuc, meyar)

IIpunoxxenue
(eHa mo eneMeHTH)

3asBeHa IICHA Ha TPOU3BOJUTCII

Ilena Ha THProBew Ha €IpO

Ilena Ha THpro,sel Ha IpeGHO

LIeHa Ha
IIPOU3BOIUTEIN
B ChOTBETHATA

BaJyTa

LICHA Ha
IIPOU3BOIUTET B
JIEeBOBA
PaBHOCTOMHOCT

I[(I][sc 001110
JIB.) ¢ JUIC

HaJIlEHKa
(B %)

Ha/ICHKA
(B 11B.)

OCHa

AAC

(B 11B.)

001110
¢ JIC

HaJIlEHKa
(B %)

Ha/ICHKA
(B 11B.)

001110
¢ JJIC

AAC

tena (B 11B.)
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[Mpunoxenne Ne 3 kpM wi. 13, an. 1, 1. 5

JIEKJIAPALIMSI-CIIPABKA

[To un. 13, an. 1, 1. 5ot HapenOara 3a ycinoBusTa, mpaBuiaTa u peaa 3a
peryaupaHe U perucTprupaHe Ha IICHUTE Ha JIEKAPCTBEHUTE MPOTYKTH

(momrbsiBa ce ot nunata no wi. 12, an. 1 ot Hapenbara 3a ycnoBusiTa, npaBuiara
U pejia 3a peryjiupaHe U PerucTprupaHe Ha [ICHUTE Ha JICKAPCTBEHUTE TPOTYKTH)

(HamMeHOBaHKE Ha JICKaPCTBEHHS IPOIYKT, MEXKIYHAPOIHO HENATEHTHO
HaMMEHOBaHKE; KOJMYECTBO aKTHBHO BEIIECTBO 32 JJ030Ba €AWHUIIA/TaICH
obem/nanena maca karo %0; ekapcTBeHa Gpopma)

€ ChC CJICIHATa 1ICHA Ha IIPOU3BOAUTCIL.

- MakcuMallHa IIcHa Ha - IIeHa Ha MPOU3BOIUTEIN
MIPOU3BOIUTEN B CHOT- B ChOTBETHATa Bayryra/
BETHATa BayTa/eBpo €BPO 3a CHIIHUS JIeKap-
3a CBIIMS JIEKAPCTBEH CTBEH MPOIYKT, 3ariia-
MPOJIYKT, 3arUIallaHu IIAHHK OT OOIICCTBCHU-
OT OOIIIECTBEHHUTE Te ()OHJIOBE BBB!
BOHIOBE BBB. e
PymbHuUsA
Yexus
Ectonus
I'sprus
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VYHrapus
JIlutBa
[Topryranus
Hcnanus

JEKJIAPUPAM, ue 3asiBeHaTa 1ieHa Ha MPOU3BOIUTEN HA JIEKAPCTBEHUS
TMPOAYKT ..cvveennnne

(HamMeHOBaHKE Ha JICKapPCTBEHHS IPOIYKT, MEXKIYHAPOIHO HENAaTEHTHO
HaMMEHOBaHKE; KOJMYECTBO aKTHBHO BEIIECTBO 32 JJ030Ba €AMHUIIA/TaICH
obem/nanena maca karo %0; iekapcTBeHa Gpopma)

HE € M0-BUCOKA OT JIEBOBATa PaBHOCTOMHOCT HA Hall-HHUCKATa LIeHa Ha
MIPOU3BOIUTEI 32 CHIIHS JICKAPCTBEH MPOAYKT, 3ariamnaHa OT 0OLeCTBEHUTE
($oHI0BE B U3PUYHO U3OPOCHUTE CTPAHHU.

[ara:

(vme, OAIUC | TTeYaT)
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[Tpunoxenne Ne 4 kpMm ui. 13, an. 1, 1. 6

JIEKJIAPALISI-CIIPABKA

[To un. 13, an. 1, 1. 6 or HapenOara 3a ycinoBusTa, paBuiaTa u peaa 3a
peryiaupaHe U perucTpupaHe Ha IICHUTE Ha JIEKAPCTBEHUTE MPOTYKTH

(momrbyiBa ce ot nunara no wi. 12, an. 1 ot Hapenbara 3a ycnoBusiTa, npaBuiara
U pejia 3a peryjiupaHe U PerucTprpaHe Ha [ICHUTE Ha JICKAPCTBEHUTE TPOTYKTH)

JNEKIJIAPUPAM, 4e nekapCTBEHUAT MPOIYKT

(HamMeHOBaHKE Ha JICKaPCTBEHHS IPOIYKT, MEXKIYHAPOIHO HENATEHTHO
HaMMEHOBaHKE; KOJMYECTBO aKTHBHO BEIIECTBO 32 JJ030Ba €AWHUIIA/TaICH
obem/nanena maca karo %0; ekapcTBeHa Gpopma)

€ ChC CJICIHATa 1ICHA Ha IIPOU3BOAUTCIL.

- [IEHa Ha IPOMU3BOAUTENS B ChOTBETHATA BaJyTa/€BPO 3a CHIMS JICKAPCTBEH
IIPOAYKT BBB!

PymbHus
Yexus
EcTonus
I'sprus
VYHrapus
JIutBa
[Topryranus
Hcnanus
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Crpanu mo ui. 9, an. 4
benrus

®paHuus

ITomma

JlatBUus

CnoBakus

JEKJIAPUPAM, ue 3asiBeHata 1ieHa Ha MPOU3BOIUTEN HA JIEKAPCTBEHUS
TMPOAYKT ...evvrnne

(HamMeHOBaHKE Ha JIEKaPCTBEHHS IPOIYKT, MEXKIYHAPOIHO HENAaTEHTHO
HaMMEHOBaHKE; KOJMYECTBO aKTHBHO BEIIECTBO 32 JJ030Ba €AWHUIIA/TaICH
obem/nanena maca karo %0; iekapcTBeHa popma)

HE € [I0-BUCOKA OT JIEBOBATA PAaBHOCTOMHOCT HA Hall-HUCKATa LIcHa Ha
MIPOU3BOAUTEI 32 CHIIHS JICKAPCTBEH MPOIAYKT B U3PUYHO U30POCHUTE CTPAHHU.

[ara:

(ume, OAIIUC | TTeYaT)
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[Mpunoxenne Ne 5 kpm ui. 16, an. 2

[lena Ha mpou3BOAUTEN HA
JIEKapCTBEHUS MTPOAYKT,

o6pasysasa o pema Ha wr. 258, Ilena Ha TBprosew Ha eapo Ilena Ha THproser Ha IpeGHO IbpxxaBa
as1. 1 ot 3JIIIXM
oe3 J1J1IC ¢ BiroueH JIJ1C oe3 J1J1C ¢ BiroueH JIJ1C oe3 J1J1C ¢ BiroueH JIJ1C
bwarapus
Ilena Ha npousBoUTEN HA
JIEKapCTBEHMSI POAYKT, KOSITO CE
?;iif;;;ygg;iiﬁaﬁfff;j Ilena Ha TBprosen Ha eapo Ilena Ha THproser Ha IpeGHO
WHIVKAIUU B €BPO U B
ChOTBETHATAa HAllMOHAJIHA BajyTa
oe3 J1J1IC ¢ BiroueH JIJ1C oe3 J1J1IC ¢ BiroueH JIJ1C oe3 J1J1IC ¢ BiroueH JIJ1C
PymbHUs
Yexus
Ecronus
I'sprus
YHrapus
JlutBa
[Topryranus
Ucnanus

N3non3BaH BayTeH Kypce
Mara:

(vme, OAIIUC | TTeYaT)

3aBepka OT aIMUHUCTPAaTUBHOTO 3BEHO

Mara:

Tosu AOKYMEHT AOCTUra Ao Bac 6naro,qapeHV|e Ha 34paBHUA nopTan www.zdrave.bg

(vme, OAIIUC | TTeYaT)
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