HAPEJIBA Ne 28 OT 9 IEKEMBPH 2008 . 3A YCTPOWCTBOTO, PEJIA U
OPTAHU3BALIMSITA HA PABOTATA HA AITEKUTE U HOMEHKJIATYPATA
HA JIEKAPCTBEHUTE MPOJAYKTH

H30a0ena om muHucmovpa Ha 30paseonazsanemo

O6n. JIB. 6p.109 om 23 Jlexemspu 2008e., usm. /[IB. 6p.67 om 27 Aseycm 2010e.,
usm. [B. op.2 om 6 HAuyapu 2012e., usm. u oon. /[B. 6p.81 om 20 Oxmomepu 20152., uzm.
u oon. J[B. 6p.24 om 21 Mapm 20172., usm. u oon. /{B. 6p.79 om 3 Oxmomepu 20172.,
usm. [{B. 6p.95 om 16 Hoemepu 20182., usm. u oon. /[B. op.2 om 8 Anyapu 2021e.

Pa3nen 1.
OO01IM MOJI0KEeHUSA

Un. 1. (1) (U3m. - [IB, 6p. 2 ot 2021 r.) C Ta3u Hapeada ce onpenensaT YCTPOUCTBOTO, PEABT U
opraHMszanusaTa Ha pa0oTa Ha anTeKUTe, KAaKTO W HOMEHKJIaTypaTa Ha JIEKAPCTBEHUTE U JPyTd
MIPOAYKTH, KOUTO CE MpeIarar B TSIX ChIVIACHO npuitokeHue Ne 1.

(2) B anTekata moraT Ja ce mpojaBaT 4pe3 aBTOMAT JIEKAPCTBEHH NPOAYKTH, MOCOYEHH B
CIUCBKA 10 IpritoxkeHue Ne 2.

Un. 2. (1) BpHmHOTO M BBTpemIHOTO OGOpPMIIEHHE Ha IOMEIICHHUATa Ha anrekara ce
CcbOOpa3sBaT C €CTECTBOTO HAa U3BBPILIBAHUTE B HEsl CHEIUGUUHU JEHHOCTH.

(2) (Hom. - JIB, 6p. 79 ot 2017 r.) AnTekara 3aabxuTeTHO uMa BhHIIEH Haanuc "AIITEKA",
n3nucaH Ha 0571 OH ¢ ThMHM OYKBH, KOMTO MMa 3a I1eJT Ja 0003Ha4YM BHUIa Ha 37PaBHOTO 3aBEICHUE H
HE IpeJCTaBIIsIBa peKiama.

(3) Ha BuHO MSICTO B MPUEMHOTO TIOMEIICHHUE Ha anTeKkaTa ce MocTaBsi HHPpOopMaIus OTHOCHO
MU3JaJC€HOTO pa3pelieHre ChriacHo mpuioxkeHue Ne 3.

(4) 3a0pansBa ce peKIaMHpaHETO Ha ThProBCKaTa NEHMHOCT Ha amnTeKkaTa, CBbp3aHa C IICHHU,
OTCTBIKH, MOJAPBIM W JPYrM Ha JIEKapCTBEHH NPOAYKTH, KOHUTO C€ OTIYCKAaT IO JIEKapCKO
MpeacaHue.

Un. 3. (1) B anrekata ce cbxpaHsBa HHQOpPMAalLMs, OCHUTypsiBallla MPOCIEASBAHETO Ha
CTOKOBHUTE HAJIWYHOCTH IO ACOPTUMEHTH U MapTUAM, KOSTO CE€ HU3MOJ3BAa U NpU TOJTydyaBaHe Ha
yBeIOMJICHHE 32 OJOKHpaHEe U U3TETJISIHE Ha JIEKAPCTBEHUTE MPOIYKTH.

(2) (U3m. - [IB, 6p. 2 oT 2021 1.) AniTekaTta ¥Ma Tiedar, HOCeIll HOMepa U JlaTaTa Ha U3aeHOTO
paspelleHre 3a ThProBUs Ha OpeOHO C JIEKApCTBEHU MPOAYKTH, KOHTO C€ MOCTaBsl BBPXY BCHUKH
JOKYMEHTH, CBbP3aHU C OTIIYCKAaHETO Ha JIGKAPCTBEHH MPOIYKTH.

(3) B anrekara ce BoaM U ChXpaHsIBa JHEBHUK Ha W3MBIHEHUTE PELENTH CHIIACHO
npuiioxeHue Ne 4.

Un. 4. (1) Besika anTeka pasnofara ¢ JIEKapCTBEHU MPOAYKTH OT BCUYKH aHATOMOTEPANIEBTUYHH
TPYyIH ChIIIACHO MpuioxkeHue Ne 5.

(2) (U3m. - 1B, 6p. 2 ot 2021 r.) B antekara ce mponaBaT XpaHUTEIHU N00aBKH, KOUTO
OTrOBapAT HA M3UCKBAHUATA HA 3aKOHA 32 XPAHUTE U TIOJI3aKOHOBUTE aKTOBE MO MPHJIATAaHETO MY.



Yn. 5. (M3wm. - IB, 6p. 2 ot 2012 r.) B annTekuTe Morar z1a ce mpoaaBaT KO3METUYHU HPOTYKTH.

UYn. 6. JIumero, mOTydmsio paspelieHue 3a THProBUs HAa OPeOHO C JICKAPCTBEHH IPOJIYKTH,
3aKyIyBa JIEKAPCTBEHH NMPOAYKTH CaMO OT THPrOBIM Ha €Ipo0, MOJYYWIH pa3pelieHne/yaoCTOBEpEHNE
3a perucTpanys 3a TbProBUs HA €IpO C JIEKAPCTBEHH MPOLYKTH 110 pela Ha 3aKOHA 3a JIEKapCTBEHUTE
IIPOJIYKTH B XyMaHHaTa MmenuuuHa (3JIIIXM).

Y. 7. Juuero, NOIy4usIo JIMLEH3Us 3a ThProBUsl Ha JAPEOHO M ChXpaHsABAaHE HA JIEKAPCTBEHU
MPOJYKTH, CHABP)KALIM HAPKOTHUYHU BEIIECTBA, Cla3Ba HM3MCKBAHMATA Ha 3aKkoHA 3a KOHTPOJ Ha
HapKOTHYHUTE BellecTBa U npekypcopure (3KHBII).

Un. 8. (U3m. - [IB, 6p. 2 ot 2012 r.) AnTekure, KOUTO HA OCHOBaHME WiI. 222, an. 6 u wi. 225
3JIIIXM ce pbKOBOAAT OT MOMOUIHUK-(hapMalieBTH, MOTaT Ja MpoJaBaT caMmo JIEKapCTBEHU MPOAYKTH,
KOHUTO ce OTITycKaT 0e3 JIeKapcKo MpeAnrcaHue.

Un. 9. (1) Ha HembyHONETHM JUI]a HE MoraT Ja ce OTIyCKaT W MpoJiaBaT JIEKapCTBEHU
MIPOJIYKTH, KOUTO C€ OTITYCKAT M0 JIEKapCKO MpenucaHme.

(2) (Hom. - JIB, 6p. 2 ot 2012 1., u3m. - IB, 6p. 2 ot 2021 r.) 3abpansiBa ce AocCTaBKaTa Ha
JIEKApCTBEHH TIPOJIYKTH JI0 KpaeH MOTpeOUTEN MO 3asiBKa, C M3KIIOUCHUE Ha ciaydauTe 1o 4i. 234, an. 6
3JIIIXM.

(3) (Hom. - 1B, 6p. 2 ot 2012 r.) 3a0paHsiBa ce OTIMyCKaHE W IMOKYNKO-TpojakOara Ha
JIEKapCTBEHH TMPOAYKTH H3BBH IIOMEUICHHTAa, 3a KOWUTO amnTekara € MOoJy4yuja paspeuieHue 3a
oTkpuBane 1o peaa Ha 3JIIIXM, ¢ n3kimoueHue Ha ciiydaute 1o wi. 234, ain. 5 3JITIXM.

Y. 9a. (Hos - JIB, 6p. 79 ot 2017 r., u3m. u gom. - JIB, 6p. 2 ot 2021 r.) [leitHocTTa Ha
anTeKuTe ce ochllecTBsiBa choOpa3zHo I[IpaBumara 3a nobpa QapmaneBTHYHA MPAKTHKA, MPHETH
cbriaacHo wi. 5, an. 1, T. 3 or 3akoHa 3a ChCIIOBHATa OpraHH3alUsi HA MarucTbp-papmaneBTHTE
(B3COM®) u cwrimacHo mpaBuiaTa mo wi. 8, an. 1, T. 5 oT 3akoHa 3a CHCIOBHUTE OpraHu3aIlMy Ha

MEJIUIUHCKUTE CECTPH, aKYIIEPKUTE W aCOIMMPAHUTE MEIUIIMHCKHU CIICIHATINCTH, HA 3bOOTEXHUIIUTE U
Ha nomomHukK-papmaieBTute (3COMCAAMCIIID).

Paznea I1.
YCTpoHCTBO HA aNITEKHUTE

Un. 10. (1) AnTekm MoraT Ja c€ OTKPHUBAT B IIOMEIICHHS CbC CaMOCTOSITEIICH BXOJ,
Pa3MoJIOKEHW Ha IIbPBU HAJI3EMEH €TaXK, JOCTHITHU 32 IMOCETUTEINTE U TOJIXO/ISAINN 32 U3BbPIIBAaHE HA
JerHocTHTe M0 4. 219, am. 1 3JIIIXM.

(2) (U3m. - IB, 6p. 2 ot 2012 r.) JIunata mo un. 222, an. 1 3JIIIXM ocurypsiBaT ChbOTBETHUTE
YCTIOBUS 32 JOCTBII JIO IOMEIICHUATA, B KOUTO € OTKPHUTA afTeKaTa, v 3a Xopa C YBPEKIaHHUsL.

(3) MsuckBanusaTa mo aix. 1 m 2 3a MECTOHAXOXJICHHETO HE CE€ OTHACAT 3a alTeKUuTe Ha
neueOHuTe 3aBeAeHus o wi. 222, an. 4 3JIIIXM.



Y. 11. (U3m. - [IB, 6p. 79 ot 2017 1. (*)) (1) 3a nmomyyaBaHe Ha pa3pelicHHE 32 ThPrOBUS HA
IpeOHO ¢ JIeKapCTBEHHM MPOIYKTU 3asBUTEIUTE MOAABaT B M3MbIHUTENHATA areHLUs IO JIEKapcTBaTa
(UAJT) 3asiBnenue o oOpasell, yIBbPJCH OT U3IIBIHUTEIHUS AUPEKTOp HA M3mbiIHUTEIHATA areHus 1o
JIEKapCcTBaTa Mo MPeIOKCHUE Ha eKCIePTHUS ChBeT 1o wi. 176 3JITTXM.

(2) 3a mosmyyaBaHe Ha pa3pelICHUE 3a pa3KpHBaHE HA alTeKa 3a 33J0BOJIIBAHE HA COOCTBEHUTE
HY)XJIY PbKOBOJUTENNTE Ha JieueOHU 3aBefeHus 1o wi. 222, an. 4 3JIIIXM nonasat B AJI 3asBnenue
o o0paser, yTBbPACH OT U3IIBJIHUTEIHHS TUPEKTOp Ha M3mbIHUTENHATA areHIHs 10 JIEKapcTBaTa 1o
IIpeI0KEHNE Ha eKCIIepTHUS cbBeT 1o wi. 176 3JITIXM.

Un. 12. (1) 3a ornyckaHe Ha JIEKapCTBEHM IPOJIYKTH Ha TpPaXJAaHU B 3aBHUCHUMOCT OT
M3BBPIIBAHUTE ACWHOCTH MOTAT J1a ObJAaT OTKPUBAHM ANITEKH 3a:

1. nexapcTBEHH MPOIYKTH, C M3KIIOUYEHUE Ha MPUTOTBSHU MO MarucTpaiHa u (apmakoreiina
perenTypa;

2. JIeKapCTBEHU MPOAYKTH, BKIIOUYUTEITHO TNPHUTOTBSIHU IO MarucTpaiHa W QapMmakoreiHa
perenTypa 6e3 U3rOTBSHE Ha JIGKAPCTBEHU (POPMH 332 OUYHM M HA PA3TBOPH 32 MAPEHTEPAITHO MPHIIOKEHHE;

3. nmeKapcTBEHW NPOAYKTH, BKIIOYUTEIHO IMPHUTOTBSIHU IO MarucrpaiHa u (apmakomneitHa
pelenTypa ¢ U3roTBsSHE Ha JIEKapCTBEHU POPMH 32 OUH;

4. 6unky U OWUIIKOBU CMECH, BKIIIOUMTENIHO MPUTOTBSIHM MO MarucTpaiHa M (apmakoneiiHa
penentypa (OMIKOBa anTeka).

(2) 3a 3amoBonsiBaHe HYXKIWTE Ha JiedeOHUTE 3aBeAeHuWs mno wi. 222, am 4 3JIIIXM B
3aBHCHMOCT OT H3BBPIIBAHUTE JISHHOCTH MOTAT J]a ObJIaT OTKPUBAHU aIlTEKH 3!

1. ;mexapcTBEHH NPOJYKTH, BKIIOYUTETHO IMPHUTOTBSHU IO MarucTpaiiHa W ¢apMakoreiHa
perentypa 6e3 H3rOTBSHE Ha JIGKAPCTBEHU (JOPMH 32 OUYH U HA PA3TBOPH 33 APEHTEPATHO MPUJIOKECHHUE;

2. JIEKapCTBEHU MPOAYKTH, BKIIOUYUTEITHO TNPUTOTBSIHH IO MarucTpaiHa W QapMakoreiHa
pelenTypa ¢ u3roTBsiHE Ha JIEKapCTBEHU (DOPMHU 3a OUM U Ha PAa3TBOPHU 3a MApPEHTEPATHO MPUIIOKEHUE;

3. (moma - JIB, Op. 2 ot 2012 r.) NeKapCTBEHU MPOIAYKTH C M3KIIOYCHUE HAa MPUTOTBSIHU II0
MaructpaiHa u ¢papMmaxorneiHa peLentypa.

(3) B 3aBHCHMOCT OT U3BBPIIBAHUTE ICWHOCTH MO all. 1 u 2 anTekuTe TPsiOBa /a pasmojarar ¢
MOMEIIEHUS ChIIacCHO puiiokeHue Ne 8.

Ui 13. (1) Antekara pasnosara ¢ 003aBex/J1aHe C TJIAJKA TIOBBPXHOCTH, KOUTO MOTAaT J1a Obaat
OBP30 U JIECHO MOYUCTBAHU U JC3UH(EKIIUPAHHU.

(2) OO6GzaBexxmaHeTo B amnTeKaTa M HETOBOTO pa3IOJIOKEHHWE TpsOBa Ja OCHTypsBaT Ha
paboTemuTe B Hes JIECEH JOCTBHIT JI0 JIEKAPCTBEHUTE MPOIYKTH.

(3) (Hom. - JIB, 6p. 81 ot 2015 r.) PaGoTHMTE MecTa B MPUEMHOTO, EKCIICAUIIMOHHOTO M
ACUCTEHTCKOTO TIOMEIICHHE CE€ OPraHU3MpaT MO0 HAYMH, MO3BOJISBAIL OCHIIECTBIBAHETO HA KOHTPOJI OT
Maructbp-gapmaiieBra BppXy paboTara Ha HOMOIIHUK-(hapMalleBTa.

Yn. 14. (1) B 3aBucumoct ot obema Ha paboTaTra NMPUEMHOTO HOMEIIEHHE C€ pas3jienis Ha
OTJEJIHU CEKTOPHU, 000COOEHN ChOOPa3HO NPOTYKTUTE, IIOCOYEHHU B MpuiokeHue Ne 1.

(2) JlekapcTBeHUTE MPOJYKTH MO JIEKAPCKO IMPEINHCAaHUE Ce ChXPaHABAT OT/AEIHO MO Ha4MH,
BB3INPENATCTBAIL BU3yaJeH JOCTHII Ha MMalMeHTa/MOTpeOUTENs.

(3) Bceku paboteH cektop ce o03aBexaa ¢ padToBe WM IUNIOTOBE ChC WIM 0€3 OCTBHKISIBaHE
WIN Jpyr TNpo3payeH MaTepuall, OCUTYpsBaIIM MPABUIHOTO ChbXPAaHEHHE Ha JIEKAPCTBEHUTE MPOJYKTH,
KaKTO M ObP30 U JIECHO 00CITy>KBaHe.

(4) 3alpaHsiBa ce CbXpaHJIBAaHETO HA JICKAPCTBEHM MPOAYKTH, ChIbPXKAIIM HAPKOTUYHH
BEIIECTBA, B IPHEMHOTO ITOMEIICHHE.

(5) (Hosa - /IB, 6p. 81 ot 2015 r.) M3uckBanusTa Ha ai. | - 4 He ce OTHACAT 3a alTEKUTE IO Y.



222, an. 4 3JIIIXM.

Ui 15. (1) AcucTeHTCKOTO TIOMEIIEHHEe ce 00opy/Ba ¢ paboTHA Maca, C ypeau U Mmocoowus,
Heo0X01MMU 3a paboTara Ha anTeKara.

(2) AcucTeHTCKOTO MOMEIEHKE B anTekara 1o wi. 12, an. 1, T. 4 ce obopyasa ¢ paboTHa maca,
c Ookc, cHabAeH C acmupalroHHa ypenda W CHIOBE 3a XOMOTCHH3HMpaHE Ha CMecH, padToBE WU
mKagoBe 3a ChbXpaHCHHWE Ha OWIIKUTE, HEOOXOIMMH 3a MPUTOTBSHE HA JIGKAPCTBEHU INPOIYKTH TI0
MarucTpaiHa u (¢apMaxoreiHa peLenTypa.

(3) bunkure, mpenHa3HAuEHHW 3a MPHUTOTBSHE HA JIGKAPCTBEHU NPOAYKTH MO MarucTpaiHa U
¢dapmakomeiiHa peuenTypa, ce ChbXpaHsBaT B 100pe 3aTBOPEHHM KAPTOHEHW KYTHH WU JIbPBEHU
YEeKMeDKETa.

(4) PpxoBoauTensAT Ha anrTekara OCHUTYpsBa 3aAb/DKUTEIHA METPOJIOTMYHA IOocie/aBalia
MpOBEpKa Ha BCHYKU BE3HU U JPYr'H U3MEPUTEIHH YPEIU ChIIIACHO 3aKOHA 32 N3MEPBAHHATA.

(5) (Homa - 1B, 6p. 81 ot 2015 r.) JlekapcTBeHUTE BELIECTBA, MPEAHA3HAYEHU 32 TIPUTOTBSHE
Ha JIEKQpCTBEHHM MPOJYKTH MO MarucTpaiHa u ¢apMakoleiiHa perentypa, ce€ ChbXpaHsBaT B J00Ope
3aTBOPEHH OIAKOBKH, CHIbpKaIlM MH(GOPMAIUS 332 TPOU3BOJUTENS, apTHAaTa U CPOKAa Ha TOIHOCT,
CBIIIACHO YKAa3aHMATA 32 ChXpaHEHHE Ha MMPOU3BOIUTEIIS.

Ui 16. (1)CxmagoBoTO IOMENMICHHUE c€ 003aBEXK 1A ChC:

1. crenmaxu u/vinM 3aTBOPEHU MKa(pOBE;

2. metanieH mKkad wim OyHKEp 3a ChXpaHEHHWE Ha TOPHMH M JIECHO3AMAINMHU JIEKapCTBEHU
TIPOIYKTH.

(2) IIpu pabota ¢ JneKapcTBEHH MPOAYKTH, ChIbpPKAIlM HAPKOTUYHU BEIIECTBA, CE CIa3BaT
pasnopenoute Ha 3SKHBII 1 moa3akoHOBUTE aKTOBE 1O MPHJIATAHETO MY.

Uin. 16a. (Hos - [IB, 6p. 67 ot 2010 r.) He ce momycka mocTaBsiHETO B anTekaTa Ha XUMHUYECKa
TOAJICTHA.

Un. 17. (1) (U3m. - IB, 6p. 81 ot 2015 r.) JIekapcTBEHUTE MPOTYKTH, IOCOUYCHU B TIPUIIOKEHUE
No 9, KOuTO ce OTIyCKaT MO JIEKApCKO MPEINHUCAaHHUEe, CE€ ChXPaHsSIBAT B OTJEICH IIKA( ChC CEKPETHO
3aKJII0YBAHE, PA3MOJIOKEH B NMPUEMHOTO, aCHCTEHTCKOTO WJIM B CKJIAJ0BOTO MOMEIICHUE. 32 alNTEKUTe
Ha JieueOHUTE 3aBefeHus mo wi. 222, an. 4 3JIIIXM mkadbT ce mocraBs B aCHCTEHTCKOTO WJIH B
CKJIAJOBOTO MOMEIIECHHE.

(2) TepmonaOUIHUTE JIEKAPCTBEHH MPOAYKTH C€ ChXPaHSIBAT B XJIaAUTHUK.

Un. 18. (M3m. - [IB, Op. 81 ot 2015 r.) MuHumanHuTe HM3UCKBaHUSA 3a 00OPYABAHETO Ha
MOMEIIIEHUATA Ha anTeKara ca mocodeHu B npuioxenue Ne 10.

Yn. 19. (1) 3a0OpansiBa ce BIM3aHETO B pabOTHHUTE MOMEIIEHUS M CEKTOPHM Ha amnTeKkara Ha
BBHIIHM JIMIAa OCBEH ONPEAEICHUTE B HOPMAaTUBEH aKT KOHTPOJIHA OpraHH.

(2) 3abpansiBa ce M3BBPIIBAHETO B anTeKaTa HAa JEMHOCTH, KOMUTO HE ca MOCOYEHU B wi. 219
3JIIXM .

(3) 3abpansiBa ce paborara B NPUEMHOTO MOMEIIEHUE Ha JPYrH JIMLA OCBEH Ha3HAYCHHUTE IO
TPYZIOB JIOTOBOP U/WUJIM JJOTOBOP 32 YIpaBJIeHUE HA anTekara papMarieBTH.

(4) (Homa - IB, Op. 81 ot 2015 r. (*)) 3abpaHnsiBa ce B anTeKUTE HA JIEUCOHUTE 3aBEJCHHUS T10



wi. 222, an. 4 3JIIIXM pa paboTAT Apyryu JiMlia OCBEH Ha3HAYEHUTE IO TPYJOB JOTOBOP € JEUEOHOTO
3aBe/IeHuEe MarucThp-hapmMareBT! 1 MOMOITHUK-(DapMAaIIeBTH.

(5) (Ilpemumna an. 4 - [IB, 6p. 81 ot 2015 r.) MeaumnuHCKUTE U3IEIUS CE€ ChXpaHSIBAT U
MPOJaBaT OTAETHO OT OCTAHAJIMTE MPOAYKTH B alTeKaTa.

(6) (HoBa - 1B, 6p. 81 or 2015 r.) B antekure Ha neyeOHHUTE 3aBepeHUs no wi. 222, an. 4
3JIIIXM MeauIuHCKUTEe H3ACNIUS MO ajl. 5 ce ChXpaHsABAT M OTIYCKaT OTAEIHO OT OCTaHAJIUTE

MIPOAYKTH.

Paszpgeu I11.
Opranu3anus Ha padoTara B anTeKUTe

Ui 20. (1) PpkoBoauTENSAT HA anITeKaTa € OTTOBOPEH 3a:

1. mstocTHaTa OpraHM3anys ¥ KOHTpOJIa Ha padoTaTa B anTeKara;

2. 3aKylyBaHETO W TIPUTOTBSIHETO HAa KAa4eCTBCHHM M O€30MMacCHU JICKAPCTBEHU W JPYTH
TIPOJTYKTH;

3. ocUTYpsIBaHETO Ha HEOOXOAUMUTE YCIOBUS U pell 3a paboTa;

4. opraHusupaHe Ha CHXPAHCHHETO M OTIYCKAHETO Ha JICKAPCTBEHU MPOJYKTH, ChIbPIKAIIH
HApKOTUYHU BEILIECTBA, ChIyIacHO n3nckBanusATa Ha 3KHBII;

5. ocurypsiBaHeTo Ha pabOTHOTO OOJIEKIIO 3a IepCcoHaa;

6. MOBUIIIABAHETO Ha NMpodecroHaNHaTa KBaauuKalus Ha paboTeHIUTe B alTeKkara, CBbp3aHa ¢
JCHHOCTTa MM, KaTO OCHIypsiBa Y9acTHETO UM B CHOTBETHH KypcoBe W Ipyru (Gopmu Ha OOyYeHHE
Hal-MaJIKO BETHBK T'OJUIITHO;

7. (m3m. - JIB, Op. 67 ot 2010 r.) ocurypsiBane Ha npodecroHaaHa HHPOpMaIus U CIIpPaBOYHA
JUTepaTypa upe3 AOCTHI 10 UHTEPHET WM Ha XapTHUEeH HOCUTEI, CBbpP3aHa ChC:

a) HOpMaTHUBHATa ypenda, perJaMeHTHpalia IeHHOCTTa Ha alTeKUTE;

0) TmoKka3aHMs, TPOTUBOINOKA3aHUA, JO3MPOBKA, HEXKEJIaHH JIEeKapCTBEHU peakuuu u
JIEKapCTBEHH B3aUMOJICHCTBUS;

B) pe’KMMa Ha MpeANKUCBaHe U OTIyCKaHe Ha JIEKapCTBEHUTE MPOIYKTH;

I') KaueCTBOTO, CPOKAa HAa TOJHOCT M HAuMHA HA ChXpAaHEHHE HA JICKAPCTBEHHUTE MPOJYKTH B
anTeKaTa U B JOMa Ha MallleHTa;

1) JIGKApCTBEHU MPOAYKTH, ChIbPXKAIIM HAPKOTUYHHM BEUIECTBA W/WJIM M3UCKBAIU OTIEITHO
CbXpaHEHUE.

(2) PprkoBOAMTENAT HA anTeKaTa € JUTbXKEH Ja MOoBUIIaBa mpodecuoHanHaTa ci KBaauukaius,
ydacTBallKi B OpraHM3MpaHu Mo peAa Ha wi. 182 ot 3akoHa 3a 31paBeTo (GOPMHU Ha MPOABIHKABALIO
oOyueHue Ha GapMaleBTUTE.

Un. 21. Jluneto, moay4yusio paspenieHre 3a ThProBUs Ha JApeOHO C JICKAPCTBEHH MPOIYKTH,
OCHUTYpsIBA BCHUKH HEOOXOJAUMHU YCIIOBUS 32 U3IIBJIIHEHUE HA 33aIbJDKEHUATA 10 Wi. 20 OT phKOBOJAUTEINS
Ha afnTeKaTa.

Un. 22. (1) B anrekara ce J0CTaBST, NPUTOTBIT ChXpaHSIBAT U OTIYCKaT CaMO Ka4yeCTBEHH,
epuKacHU U 0e30MacHU JIEKApCTBEHU MPOTYKTH.

(2) (Homa - /1B, 6p. 2 oT 2012 r.) IIpu oTnyckaHe JiekapcTBEHUTE MPOJYKTH C€ OIAaKOBaT Taka,
Ye J]a ce rapaHTUpa 3ama3BaHe Ha TSIXHOTO KaYeCTBO U €(DUKACHOCT.

(3) (Ilpegumua an. 2 - B, Op. 2 ot 2012 r.) I'paxxmanute TpsiOBa BUHAru na ObaaT
uHGOpPMHUpAaHM 3a HaAuWHA Ha YNoTpeba, ChbXpaHEHHME U HEXeJNaHW JIEKapCTBEHUW pEeakluu Ha



JICKAPCTBEHHUTE TPOIYKTH.

(4) (IMpenumna an. 3 - IIB, 6p. 2 ot 2012 r.) PaboTremmure B anTekara MoraT Ja H3BBHPIIBAT
nevinocty mo wi. 219, an. 1 3JIIIXM camo criopes mpuTekaBaHaTa OT TAX KBATU(DUKAIHSL.

(5) (ITpeaumna an. 4 - 1B, 6p. 2 ot 2012 r.) [IpeaaumiioMen cTax B anTeka, onpeaesaeHa 1o
pena Ha wi. 8, an. 2 or Hapexbara 3a equHHHUTE Tbp)KaBHU M3UCKBAHHS 3a MPHI0OMBAaHE HA BUCIIE
oOpazoBanue 1o crenuanHocTra "®apmamus" 3a  00pazoBaTENTHO-KBATM(UKAIMOHHA  CTETICH
"maructwp", npuera ¢ [locranoBnenue Ne 61 na Munucrepckus csBet ot 2005 1. (00H., [IB, 6p. 32 oT
2005 r.), MOKe /1a ce TIPOBEXAa Ha CTYJEHTH I10/1 KOHTPOJIA Ha MAarucThp (apMareBT ciell MpeaCcTaBsHe
Ha ChOTBETHUTE JIOKYMEHTH OT BUCIICTO YIHJIHIIC.

Un. 23. (1) Bceku ¢apmaneBT € He3aBUCHM IIpM B3EMaHE Ha pELIEHHE, CBBP3aHO C
OCBIIECTBSIBAHETO HA MPO(ECUOHATHUTE MY 3aIbJKEHHUS], 3 KOETO HOCH ChOTBETHATa OTTOBOPHOCT.

(2) PaboromarensiT M pPBKOBOAMTENSAT Ha anTekara ca JAIBKHM Ja 3a4yuTaT IpaBaTa Ha
(dapmareBta o ai. 1.

(3) 3a HempaBWJIHO MPUTOTBEH W/MIM OTIYCHAT JIEKAPCTBEH MPOJAYKT U 3a HACTBIWINTE
MOCJIEUII HOCH OTTOBOPHOCT (papMaleBThT, KOUTO IO € MPUTOTBUII U/WIIK OTITYCHAJ.

Un. 24. (1) JlekapcTBeHUTE TPOIYKTH B anTeKara Cce€ MOJPEXAAT MO aHATOMOTEPANEBTUYHH
TPYITH.

(2) JlekapcTBeHUTE MPOAYKTH CE ChXPAHSABAT MPH YCIOBUSATA, OMPENICTICHU B PAa3pEUICHUETO UM
3a ynmoTpeda/yIoCTOBEPEHHETO 3a PETUCTpAIvs, a MEIUIMHCKUTE HW3JCNUs W JPYruTe MPOJYKTH -
CBIJIACHO YCJIOBHSTA HAa IPOU3BOAUTEIIS.

(3) (Otm. - ]IB, 6p. 81 oT 2015 T.)

(4) Temmeparypara B NOMEILIEHUATA U XJAJAUTHUIUTE C€ OTYUTA €XKEAHEBHO M C€ BIIMCBA B
JTHEBHUK.

Un. 25. (1) Ilpuemaneto u 0oOpabOTBaHETO Ha PEIENTUTE, OTITYCKAHETO Ha JIEKAPCTBEHH
MPOJIYKTH W TpojakdaTa Ha APYrd MPOAYKTH ChIVIACHO mpuiioxkeHue Ne 1 ce u3BbpIIBaT camo B
MIPUEMHOTO MOMEIIEHHUE.

(2) U3npyiHeHHETO Ha pEIEenTHTE B anTeKaTa ce W3BBPIIBA 10 peaa Ha Hapeabara mo wi 221
3JIIIXM.

(3) (Homa - 1IB, 6p. 81 ot 2015 r.) Pasmopenbara Ha ain. 1 He ce mpmiara 3a anTEeKUTE Ha
nedyeOHUTE 3aBeAeHus mo wi. 222, am.4 3JIIXM, B KOUTO IJIEKApCTBEHUTE MPOIYKTH MOTAT Ja ce
OTITyCKaT B €KCHEAUIIMOHHOTO TIOMEIICHHE.

Ui 26. (1) B acucTteHTCKOTO OMEIIEHHE Ce U3BBPIIBA IPUTOTBSIHE HA JIEKAPCTBEHU MPOIyKTH
M0 MarucTpaiHa u (papmakomneiiHa perentypa, NpecuiBaHe U MpeirBaHEe HA JEKApPCTBEHU U MOMOIIHU
BEIIIECTBA, KAKTO U (pacoBaHE HA MPUTOTBEHHUTE B aNTeKaTa JIEKAPCTBEHH MPOIYKTH.

(2) IlpuroTBsiHMTE B amnTeKaTa JIGKAPCTBEHU MPOAYKTH MO (apMmakormeilHa perenTtypa ce
3aBeXJaT B JaDOpaTOPEH THEBHUK ChIiacHO mpuiiokeHue Ne 11.

(3) IlpuroTBsiHWTE B amnTekaTa JIEKAPCTBEHU MPOAYKTH IO MarkcTpajHa pelentypa ce
3aBeXJaT B JHEBHUK CHIVIACHO IpuiioxkeHue Ne 12.

(4) Bppxy omakoBKHTE Ha MPHUTOTBSHUTE B alTeKaTa JIEKapCTBEHU MPOIYKTU MO an. 2 u 3 ce
MOCTABST CICAHUTE O3HAUYECHHUS:

1. agpec Ha amTekara, HOMEp W JlaTa Ha M3AAJCHOTO pa3pelleHue 3a ThProBHs Ha JIPeOHO C
JIEKApCTBEHU MPOAYKTH;

2. HOMED, MO KOWTO € 3amKcaH ChCTaBbT Ha JIeKapcTBeHaTa (hopMa B 1abOpaTOpHUS THEBHUK -



B CIIYJaWTe IO all. 2;
3. HOMep U J1aTa Ha pelenTara, MMe 1 Bb3pacT Ha [AllMEHTa - B CIIy4auTe 110 ail. 3;
. JIaTa Ha MIPUTOTBSHE;
. HAa4MH Ha ynoTpeda U oKa3aHus;
. HAUWH Ha ChXPaHCHHE;
. CPOK Ha TOJTHOCT.
(5) 3abpansBa ce cMECBaHETO Ha PA3NIMYHU MAPTUAN MPHU MPECUIIBAHE, TIpeBaHe U (hacoBaHe
HAa JIEKQpCTBEHU NPOAYKTH B anTeKaTa.
(6) Ilpu npecunBane, mperBaHe U (acoBaHE Ha JIEKAPCTBEHH MPOIYKTH BHPXY OMAKOBKHUTE CE
MOCTaBs €TUKET, KOUTO ChABPKA BCUYKHU JTAHHU OT OPUTHHAITHUS €TUKET.

~ N L A~

Ui 27. (1) B ck1agoBoTO MOMEIEHUE CE€ ChXPaHABAT JIEKAPCTBEHU MPOAYKTH U JPYTU CTOKH,
KOHUTO Ce IIPOJaBarT B alTeKaTa.

(2) JlexapcTBeHHM MPONYKTH, TOKa3ald HECHOTBETCTBMSI C HM3UCKBAHMUATA 3a KayecTBO, C
M3TEKBJ CPOK HAa FOJHOCT, C HApYIIEHU IbPBUYHA WJIM BTOPUYHA OMAKOBKA, CE ChXPAHABAT OTAEIHO OT
JpYrUTe JEKapCTBa Ha ONPENENICHO 3a LENITa MCTO ¢ TPAaliHO CUTHAJTHO 0003HAYeHHeE, Y€ ca OJIIOKUPaHH.

Un. 28. (1) JlekapcTBeHH MPOAYKTH B KOJMYECTBA, MO-MaJIKM OT pa3pelleHara 3a ynoTpeda
ONIAaKOBKa, C€ OTIIYCKaT C JMUCTOBKA M B OIAKOBKHM, IapaHTHpAIIX 3ala3BaHETO HA KayeCTBOTO M
oCUrypsaBamy yCJIOBHUSA 3a NMPABUIIHOTO UM ChXPaHCHUC. Bpry OITAKOBKHTE C€ HAaHACSAT BCUYKU JJaHHU
OT OPUTMHAJIHATA ONAKOBKA.

(2) JlekapcTBeHHMTE BELIECTBA 3a W3rOTBSHE Ha JIEKAPCTBEHU MPOAYKTH IO MarucTpaiHa U
(bapMmakoreliHa peLenTypa ce CbXpaHsBaT B OIMIAKOBKA, rapaHTHpallla 3alla3BaHeTO Ha KaueCTBOTO MM, C
HAJMKC, ChABPKALL CICIHUTE NaHHU: HAUMEHOBAHUE, JICKAPCTBEHO BEILECTBO, MMAPTUACH HOMEpP, CPOK
Ha TOJHOCT.

Ui 29. M3uckBaHusTa 32 CbXpaHEHUE U MIPUTOTBSIHE HA JIEKAPCTBEHH MPOIYKTH ca TIOCOYEHU B
npuwioxkenne Ne 13, a 3apaBHUTE W NMPOTHBOCNUAEMHYHM HM3UCKBAHUSA NpU pabdoTa B anTEeKUTE - B
npusioxenue Ne 14.

. 30. (1) (U3m. - JIB, Op. 79 ot 2017 r.) Opranuzanusara Ha paboTa W YUCICHOCTTAa HA
dapMmarieBTHTE B anrTekaTa TpsOBa Ja OCUTYpsBaT CIIa3BaHETO HAa HENpPEeKbCHATaTa MHHUMATHA
MEXIyJHCBHA M CEJIMHUYHA IOYMBKA U MPOABIDKUTCIHOCTTa HAa pPaOOTHOTO BpEME, YCTAHOBEHH B
Koxekca Ha Tpyaa.

(2) IlepconansT B anTekara 3aIbJKUTEIHO pabOTH ¢ pabOTHU OOYBKU U O€IHM MPECTHIIKH, Ha
KOHUTO CE€ MOCTaBsl HAIIKIC C UIMETO, KBATM(PHUKAIMUATA U JUIHKHOCTTA Ha JIUIETO.

Un. 31. (1) PaGotHOTO BpeMe Ha amnrTekara, KakTO pabOTHOTO BpeMe U aApechT Ha
Hal-OnmM3KaTa JEHOHOIIHA amnTeka ce O0O0sBsSBaT 4pe3 MOoaXosaimo odopMeHa Tabena. AKO HiIMa
JICHOHOIIIHA anTeKa, ce 00sBsIBa anTeKara, KOsTo € ¢ Hail-Abiaro paboTHO BpeMe.

(2) Beska anteka 3aABKUTETHO MMa HM3JI0KEHa Ha BHJIHO MsICTO UHGopMmaius (aapec u
paboTHO Bpeme) 3a Haif-OnM3kaTa anTeka, KbAETO C€ MPUTOTBIT JIEKAPCTBEHH MPOIYKTH TI0
MarucTpaiHa u ¢apMakorneiHa perentypa.

(3) Bceska amTeka 3aIBDKUTENIHO MMa H3JIOKEHA Ha BHJAHO MsICTO HHQopMamus (aapec,



Tese(oH U pabOTHO BpeMe) 3a KOHTPOJIHHUTE OPraHy, Ha YUSATO TEPUTOPUS CE HAMHUPA arTeKaTa.

(4) (Homa - /IB, 6p. 81 ot 2015 r.) PaboTHOTO BpemMe B anTeKUTE Ha JICUCOHUTE 3aBEIICHUS 110
1. 222, an. 4 3JIIIXM ce onpezens ¢ NpaBUJIHUKA 32 YCTPOWCTBOTO, AEHHOCTTA U BBTPEIIHUSA PEl HA
CBHOTBETHOTO JIe4eOHO 3aBEJICHUE.

Un. 32. (1) (Ilpemumen Tekct Ha wi. 32 - JIB, 6p. 79 ot 2017 r.) BuB Bcsika amTeka
3aJbJDKUTEIHO C€ CHXPaHSABAT CIEAHUTE NOKYMEHTH, KOWTO C€ NPEAOCTaBAT IMpPHU MOUCKBAHE OT
KOHTPOJIHUTE OpPTraHu:

1. pa3pernienue 3a ThproBus Ha JPEOHO C JIEKAPCTBEHU MPOAYKTH;

2. MUIEH3US 332 THPrOBUS HA JPeOHO M ChXpaHsSBaHE Ha JICKAPCTBEHH NMPOIYKTH, ChIbPKAIIH
HAapKOTHYHH BEIECTBA, KOTATO alTeKaTa € MoJyqniia pa3perieHne 3a Ta3u JeHHOCT;

3. (u3m. - [IB, Op. 79 ot 2017 r.) KOnUs OT JOKYMEHTUTE 32 IPABOCIIOCOOHOCT U OT TPYJIOBUTE
JIOTOBOpPH C paboTeluTe B anTekara Julla, KAKTO U CbOTBETHUTE yBEIOMJIEHMS MO 4i. 62, am. 3 oT
Kopexkca Ha tpyga;

4. (hakTypHTE WM KOTIHE OT TSX, C KOUTO Ca 3aKYIICHU JICKAPCTBEHUTE MPOIYKTH;

5. KOTIHS OT JIOKJIaI! 32 U3BBPIIEHU HHCIIEKIINHA OT KOHTPOJIHHUTE OPTaHH.

6. (ot™. - [IB, 6p. 79 oT 2017 1.)

(2) (HoBa - 1B, 6p. 79 ot 2017 r., m3m. - /IB, 6p. 2 ot 2021 r.) UneHcTBOTO Ha
MarucTbp-papMarieBTuTe OT TIEpCOHANa Ha anrTekata B bwiarapckus QapmaneBTHUEH CHIO3 ce
yIIOCTOBEpSIBa TPH NPOBEpKa Upe3 Mpe/CcTaBsiHe Ha MpodecHoHanmHa KapTa Ha MarucTbp-(apmarenTa,
u3naneHa oT bearapckus ¢apmareBTHYeH CHI03, W/HIM 4pe3 CIpaBKa B HAI[MOHAIHHUS €JICKTPOHEH
peructsp no ui. 5, ain. 1, 1. 4 3COMO.

(3) (Hosa - JIB, 6p. 2 ot 2021 r.) UneHCTBOTO Ha IOMOITHUK-(apMaIieBTUTE OT TMepcoHaia Ha
anrTekara B bbirapckara aconuanys Ha HOMOIHUK-(papMaleBTUTE CE YI0CTOBEPSABA IPU IIPOBEPKA Upe3
IIPEJCTaBsIHE Ha YAOCTOBEPEHUE 3a aKTYaJIHO WIEHCTBO MJIM Ype3 CIIpaBKa B HAIMOHAIHUS €JIEKTPOHEH
peructbp no ui. §, ain. 1, T. 2 3COMCAAMC3IID.

Y. 32a. (Hos - /IB, 6p. 67 ot 2010 1., oT™. - JIB, 6p. 79 0T 2017 1.)

Pazpen IV.
Opranusanus Ha padoTa B anTeKa HA Je4eOHM 3aBeeHus o 4. 222, aj. 4 3JIIIXM (3aru. usMm. -
B, op. 81 ot 2015 1.)

Un. 33. (Jom. - IB, 6p. 2 ot 2021 r.) AnTekure Ha jedeOHUTE 3aBeJeHU 1Mo wi. 222, ain. 4
3JIIIXM ca camMOCTOSITETHM 3BEHAa B CTPYKTypaTa Ha JIEYeOHOTO 3aBe/CHHE, B KOETO C€ H3BBPIIBAT
nerHoctute, onpenenenu B 3JITIXM.

Y. 33a. (Hos - JIB, 6p. 81 ot 2015 ., u3m. - JIB, Op. 2 ot 2021 r.) /leliHOCTTa Ha aNTEKUTE Ha
nedeOHn 3aBeneHus mo wi. 222, an. 4 3JIIIXM ce ocwmectBsiBa choOpazHo IIpaBmiara 3a mobpa
(bapMmarieBTUYHA NPaKTHKA, IPUETH ChriacHo 4i. 5, ai. 1, T. 3 3COM® u cbriacHo mpaBuiara mno 4i. 8,
an. 1, 7. 5 3SCOMCAAMCSIID.

Y. 336. (Hos - IB, 6p. 81 ot 2015 r. (*)) B neueGHuTE 3aBeaeHMs 32 OOTHUYHA MTOMOII] C HaJI
400 nermna 3a akTUBHO JICYCHUE UM B KOUTO UMa Pa3KpUTH Hali-manko 10 KIMHUKW/OTIENEHHUS C Jierna,
KakKTO U B Jie4eOHHM 3aBEJCHMs, KOUTO H3BBPIIBAT ACHHOCTH IO MEIUIIMHCKA OHKOJOTHS W/ WU
KIIMHUYHA XEMaTOoJIOTHs, paboOTH Hal-MajaKo €IWH MarucTbp-dapMaieBT ¢ MpUI0OUTa CIEHUATHOCT
"Knunnuna dapmarus” unm cbe cnenuanuzanus no "Knuanuna dapmanus”.



Yn. 338B. (HoB - JIB, Op. 81 ot 2015 r.) Knunuunust ¢apmaneBT chbaeiCTBa NpU
OCBIIIECTBSIBAHE HA JICHHOCTUTE 10 HA3HAYABAHETO U MPUTOTBSHETO HA JIEKAPCTBEHUTE MPOIYKTH.

UYn. 33r. (Hos - [IB, Op. 81 ot 2015 r., m3m. - 1B, Op. 2 ot 2021 r.) Knuanunusr dpapmaneBt
OCBIIIECTBSIBA JISMHOCTTA cU B choTBEeTCTBUE ¢ [IpaBuiara 3a noOpa (apmaneBTHYHA MPAKTUKA, IPHETH
ceritacHo wi. 5, an. 1, T. 3 3COM®.

Un. 34. JlekapCTBeHHTE MPOAYKTH, TPEAHA3HAYCHU 32 XOCHHUTAIM3HPAHHUTE TMAIMECHTH, CE
OTITyCKaT B TIOJXO/ISIIIIAa OTIAKOBKA, OCUTYpsIBAIlla IPABUITHOTO UM ChXpaHEHHE.

Ui 34a. (Hos - IB, 6p. 81 ot 2015 r.) B anTekure Ha neyeOHUTE 3aBefeHUs 1O wi. 222, an. 4
3JIIIXM ce noaappkar HEOOXOAUMUTE KOJUYECTBA JIEKAPCTBEHU MPOIYKTH, MEAULIMHCKUA U3AEIUS U
JIpYrd KOHCYMAaTHBM 3a OCHUTYpsSBaHE Ha HOpMaJHaTa paboTa Ha JIEUeOHOTO 3aBEJEHUE 3a CPOK
Hall-MaJKo 5 IHH.

Un. 35. (1) PpkoBouTENMTE HA aNTEKUTE HA JICUCOHUTE 3aBe/eHUs 1o Wwi. 222, an. 4, T. 1 u 2
3JIIIXM ca yaeHOBe Ha MEAULIMHCKHS ChBET Ha CHOTBETHOTO JIEYEOHO 3aBEICHHUE.

(2) (Hom. - OB, op. 81 or 2015 r.) Jlumara mo an. 1 HWIM TOCOYCHH OT THAX
MarucTbp-papmarieBTH 3aTIbJDKATETHO y4acTBaT B pa3pabOTBaHE Ha JIEKapCTBEHATa CTpaTerus Ha
JIEYeOHOTO 3aBEIECHUE, KATO:

1. yqacTBaT BbB (papMaKOTEPANIEBTUYHUTE KOMHUCHH;

2. UBTOTBAT TMPAKTHYECKH PEIENTypHUIIM, CHhOOpa3eHH C KavyeCTBOTO, CHTYPHOCTTA H
epuKacHOCTTa, KakTo M (¢apMakoTepaneBTHYHa W/WiM (apMaKOMKOHOMHYECKAa OIEHKa Ha
JIEKapCTBEHHUTE MPOIYKTH,

3. y4JacTBaT BBHB BCHUYKH JEHHOCTH, CBBP3aHU C JIOTOBApsiHE, CHAOASBaHE M JIOCTaBKa Ha
HEO0OXOIUMUTE JIEKAPCTBEHH MPOIYKTH;

4. U3roTBAT MPEUIOKEHUS 32 MPOESKTOOI0KEeTa Ha 1Ie4eOHOTO 3aBEJICHHE B YacTTa My, Kacaela
JIEKapCTBEHUTE MPOIYKTH;

5. M3rOTBAT CTaHAAPTHU ONEPATUBHU MPOLEAYPHU 3a IEHHOCTUTE, U3BHPIIBAHU B allTeKaTa;

6. KOHTPOJMPAT CbXPAHEHUETO U OTUETHOCTTA HA JIEKAPCTBEHUTE MPOIYKTH B OTHAEICHUSITA U
KIIMHUKUTE;

7. (HoBa - 1B, Op. 81 ot 2015 r.) yuacTBaT B KIMHUYHU M3MUTBAHUS C JIEKAPCTBEHH MTPOTYKTH
W/WJIA METMIIMHCKY U3JIEHs ChIilacHo T. 4.6 oT npmioxenue Ne 1 kpm wi. 1, aim. 1 ot Hapen6a Ne 31 ot
2007 r. 3a onpenensiHne Ha npaBuiiata 3a JloOpa kmuanyHa npaktuka (B, 6p. 67 ot 2007 1.).

Un. 36. PpKOBOAUTENINTE HA alNTEKUTE Ha JeYeOHMTE 3aBeneHus mo uia. 222, am. 4, 1. 1 u 2
3JIIIXM ca oTroBOpHH 3a U3BBPILIBAHETO HA AeHHOCTUTE 10 Wi. 20, KaKTO U 3a:

1. pa3npeneneHneTo Ha JIeKapCTBEHUTE MPOAYKTH IO OTACICHUSITA;

2. ocurypsBaHe Ha He0OXoJuMMara JIeKapCTBEHA U TepareBTUYHA HH(POpPMAIIHs 332 OCTaHAIHNTE
MEJUIIMHCKYU CIEeIHAUCTH,

3. (noBa - JIB, 6p. 81 ot 2015 r.) 06cTy)XBaHETO HA MAIIMEHTUTE B U3BBHPAOOTHO BpEME U MpHU
W3BBHPEHH CUTYAIUH.

Yn. 37. (1) dapmakoTepaneBTUYHATa KOMHUCUS B JieyeOHUTE 3aBeieHUs Mo ui. 222, an. 4
3JIIIXM exeronHo u3pabOTBa CHMCHK C OCHOBHHUTE JIEKAPCTBEHM HPOAYKTH, C KOUTO paboTh
ChOTBETHATa aIlTeKa, KOUTO ce YIBBPKJaBa OT PbKOBOAUTEIIS Ha JIEUEOHOTO 3aBe/ICHHE.

(2) CrnucwkpT mo an. 1 ce u3paboTBa M akTyanusupa cboOpazHo II03UTHUBHUS J€KapCTBEH
CHUCHK 1o wi. 262 3JIIIXM.

(3) CHabnsBaHeTo Ha anTEeKUTE Ha JIeYeOHUTE 3aBEICHUS M0 all. | ¢ JIeKapCTBEHU MPOIYKTH Ce



M3BBPIIBA ChOOPA3HO CIUCHKA 110 al. 1.

Ui 37a. (Hos - 1B, 6p. 81 ot 2015 . (*)) (1) JIekapcTBeHUTE MTPOIYKTH 32 CUCTEMHO JICUCHUE
Ha 3JIOKAYeCTBCHH 3a00JISIBaHUS CE IMIPUTOTBSAT B alTeKaTa Ha CbOTBETHOTO JICUCOHO 3aBEICHUE BHB BUJI
3a TUPEKTHO MPHJIOKEHUE HA MMAIUEHTA.

(2) Ilpu npuroTBsiHE Ha JIEKAPCTBEHUTE MPOJYKTH CE€ Clla3BaT M3MCKBAaHUATA Ha 3akoHa 3a
3JIpAaBOCIIOBHU M O€30TIaCHH yCIIOBUS HA TPY/I.

Ui 376. (Hos - B, 6p. 81 oT 2015 1., oT™. - ZIB, Op. 79 o1 2017 1.)

Uin. 378. (Hos - IB, 6p. 81 ot 2015 1., oT™. - [IB, 6p. 79 0T 2017 1.)

Un. 38. (U3m. - [IB, 6p. 2 ot 2012 1.) (1) (Hom. - AB, Op. 2 ot 2021 r.) 3a 3an0BOJIsIBaHE Ha
COOCTBEHUTE CU HYX/H JIeueOHUTE 3aBeieHus 1o wi. 222, an. 4 3JIIIXM, kouTo HsIMaAT OTKpHUTA anTeka,
MOTAT Jia ce CHAaOAIBaT OT anTeKa Ha JPYro JiedueOHO 3aBeCHHE, MOJyYHIIO pa3pelieHue 3a ThProBHs Ha
IpeOHO C JIGKApCTBEHU MPOAYKTH, KakTo W JuneH3us no wi. 33, an. 1 3KHBII npu cuaOasBane c
JICKaPCTBEHH MPOJTYKTH, KOUTO ChIbPKAT HAPKOTHYHU BEIIECTBA.

(2) JleueOnute 3aBepeHuss Mo ajd. | CKIIIOYBAT JOTOBOP 3a CHAOASBaHE C JICKAPCTBEHU
MPOJIYKTH, B KOWTO YpeXk/IaT yCIOBUSTA 32 3asBSIBaHE, JOCTABKA U 3aIljIalllaHe Ha IMPOJyKTHTE.

(3) C moroBopa mo anm. 2 ce ypexaaT M YCIOBHUSATA, MPH KOHUTO MarucTbp-GhapMareBThT,
PHKOBOJIUTEN Ha anTekaTa Ha JeUeOHO 3aBeCHHE, TOJYJHIIO pa3pelicHne 3a ThProBUsS Ha JPEOHO C
JICKaPCTBEHH TIPOJIYKTH, OCBIIECTBIBA TEKYI KOHTPOJI BBPXY YCIOBHSTA 3a ChbXpaHEHUE HA U3ITHCAHUTE
Y JI0CTAaBEHU JICKAPCTBEHU TPOTYKTH.

Un. 38a. (Hos - JIB, Op. 2 ot 2012 1.) (1) Cnen ckimtouBaHEeTO Ha JOTOBOp Mo wi. 38, a2
7ne4eOHOTO 3aBe/ieHHE, KOETO HsMa COOCTBEHa amnTeka, W3MHCBa HEOOXOJAWMUTE MY JIEKapCTBEHH
MPOJYKTH HA JIEKAPCTBEH JMCT MpHU Clla3BaHe Ha pella W YCIOBUATA 3a HM3MUCBAHE M OTYETHOCT,
nocouenn B Hapemba Ne 4 ot 2009 r. 3a ycinoBusta M pefa 3a MPEANUCBAHE W OTIyCKaHE Ha
nekapctBeHH npoaykTH (B, O6p. 21 ot 2009 1.), KOHTO ce TMpemocTaBs 3a W3MBJIHCHWE B anTeKara Ha
ne4eGHOTO 3aBe/IEHHUE C arTeKa.

(2) Ilpu TpaHCHOpTHpPaHETO M JOCTAaBKaTa Ha JICKApPCTBEHUTE MPOAYKTH, U3MHUCAHU 10 peaa Ha
an. 1, ce cma3BarT yCJIOBHSITA 3a ChXpaHEHHE, IOCOYEHH B Pa3pellieHrueTo 3a ynoTpeda Ha MPOJAYyKTHUTE.

Ui 386. (Hos - IB, Op. 2 ot 2012 r.) JleueOHOTO 3aBe/ieHHE, KOETO HsIMa COOCTBEHA alTeKa,
MOJKE J1a 3asiBsiBa JICKApPCTBEHHU MPOIYKTH, HEOOXOIUMHU 3a 3a/I0BOJISIBAHE Ha COOCTBEHUTE MY HYXK]IH, 3a
CpOK He 1mo-roJjisiM oT 10 qHU.

. 39. (1) (U3m. - B, Op. 81 ot 2015 r., u3m. - JIB, Op. 95 ot 2018 r.) JlekapcTBeHUTE
OPOAYKTH M MEIULMHCKUTE H3AEHs, IMpelHa3HAYeHU 3a KIMHUYHU M3IOMTBAaHUS, C€ I0JIydaBar,
CbXpaHsBaT, NPUTOTBAT W OTIyCKaT OT amnTeKara Ha JIe4eOHOTO 3aBEAECHUE OTJEIHO OT JPYTUTe
JIEKapCTBEHM MPOAYKTH U MEAULIMHCKHU U3/€Hs, C 0003HAUEHHUE 3a CTaTyTa UM, ChIJIaCHO MPOTOKOJIA Ha
KJIMHUYHOTO HW3IHUTBAaHE, a KOraTro Je4yeOHOTO 3aBEJCHHE HE paslojiara ¢hbC COOCTBEHA alTeKa WIN
anrTekara He padoTU - B MOAXOJAIIM 3a IeNTa MOMELIEHHs, caell 0J00peHrne oT ¢apMaleBT, WieH Ha
U3CIIEeI0BATEICKHS EKHUIL.

(2) (U3m. - JIB, 6p. 2 ot 2021 r.) JlekapcTBeHUTE MPOJYKTH, MOJIydyaBaHU OT Jie4yeOHHUTE
3aBesieHUs 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amamiaH€e oT JbpyKaBHHs OIOJDKET Ha
JICUEHHETO Ha OBIrapCKuUTe TpaXJaHU 3a 3a00JsBaHMA U3BBH 00XBaTa Ha 3aJbJDKHTEIHOTO 3APaBHO
ocurypsiBane (/IB, Op. 95 ot 2005 r.), ce cbXpaHsBaT OT/IEIHO.



(3) (Homa - 1B, ©6p. 81 ot 2015 r.) JlekapcTBeHUTE MPOIYKTH, MOIYUYEHH KaTO XyMaHHUTapHa
MIOMOIIl, C€ CBHXPAHABAT B ANTEKUTE Ha JICYCOHWUTE 3aBEACHHUS OTACTHO OT APYrHTE JIEKapCTBEHU
IPOJYKTH, a KOraTo Je4eOHOTO 3aBEICHUE HE pa3Iojiara Cbc COOCTBEHA alTeKa - B IOIXOISIIH 3a LEeNTa
MTOMEICHHUS.

(4) (Hosa - /IB, 6p. 81 ot 2015 1. (*), oT™. - [IB, 6p. 95 o1 2018 1.)

Pazngen V.
IIpoaa:x0a mo MHTepHeET Ha JieKapCTBeHU NPOAYKTH 0e3 Jiekapcko npeanucanue (Hos - /1B, op. 2
ot 2012 r.)

Y. 40. (Hos - JIB, Op. 2 ot 2012 r.) (1) TbproBust o UHTEPHET C JIEKAPCTBEHU MPOIYKTH 0€3
JIEKapCKO MpPEANUCaHUuEe MOXKE Jla M3BBPUIBA JIMIE, MOJYYUIO Pa3pelieHHe 3a ThProBHs Ha JAPEOHO C
JIEKapCTBEHH MPOAYKTH WJIM yIOCTOBEPEHHE 3a PErUCTPAllMs Ha Iporepus MpHu yCIOBUATA U O pela Ha
3JIITXM wu Ha Ta3u Hapeada, ChOTBETHO Ha Hapeabara mo wi. 243 3JITTXM.

(2) TeproBusita 1o ain.l ce U3BBPIIBA CAMO C JICKAPCTBEHU MPOAYKTH, pa3pellieHu 3a ynorpeda
o peaa Ha 3JIITXM.

Un. 41. (Hos - JIB, 6p. 2 ot 2012 r.) (1) 3a u3BbpuiBane Ha aeitHocTTa mo ui. 40 nuuero
TpsiOBa 1da pasmoyiara ChbC COOCTBEH HWHTEPHET CalT, HAa KOWTO Ja € MyOJNWKyBaHa CieaHaTa
uHpopmanus:

1. HaMMEHOBaHHUETO Ha IOPUINYECKOTO JIUIIE;

2. ceayiuie U aJpec Ha YIpaBlieHUE;

3. ajpec Ha anTeKara Wil JpoTrepusiTa;

4. HOMEp W Jara Ha Wu3JaBaHe Ha pazpemieHuero no wi 229, an 2 3JIIIXM wim
yaoctoBepeHnueTo no ui. 240, an. 1 3JITIXM;

5. TpuTe UMEHa Ha PbKOBOAMTENS HA allTeKaTa WK JpOTrepusiTa;

6. HOMEHKJIaTypa, ChIbprKalla MEXAYHApOJAHUTE HEMAaTeHTHW HAaWMMEHOBAHHS U THPrOBCKUTE
MMeEHa Ha MpeAjiaraHuTe JeKapCTBEHU MPOIYKTH;

7. leHa Ha JIEKapCTBEHUTE MPOIYKTH;

8. CTOMHOCTTa Ha TPAHCIOPTHUTE pAa3XOJdd, HEBKIIOYEHH B II€HAaTa Ha JIEKapCTBEHUTE
MIPOJIYKTH IO T. 7, CBHP3aHU C TAXHATA JJOCTABKa;

9. HauMHa Ha IUIanaHe, JOCTaBKa U U3IBJIHEHHUE Ha I0rOBOpA 10 4. 45;

10. mpaBoTO Ha MOTpeOUTENS Aa ce OTKaXke OT JOroBopa MO 4wi. 45 U YCIOBUSTA, MIPU KOUTO
JIEKapPCTBEHUST MPOIYKT MOXKE /1a He ObJie MPHET;

11. undopmarus 3a OpraHuTe, OCHIIECTBABALIN KOHTPOJI BbPXY JACHHOCTTA;

12. (m3m. - IB, Op. 2 ot 2021 r.) uHTEpHET Bph3ka KbM cTpanuniure Ha WMAJI, bearapckus
dapmalieBTHUEH ChbI03 U bbparapckara aconuanys Ha HOMOIIHUK-(hapMalleBTUTE.

(2) UadopmanumsTa o an. 1 TpsaOBa ga Oblie MpeAocTaBeHa IO SCEH M pa3OupaeM HAudWH, Ja
MoJYepTaBa THPIOBCKHUS XapaKTep Ha MPeNIoKeHHUETO M Ja ObJe B CHOTBETCTBUE C IMPHHIIMIA Ha
T00pPOCHBECTHOCT IIPU THPTOBCKUTE CIIEJIKH U J0OpaTa ThproBCKa MPaKTHKA.

Un. 42. (Hos - IB, 6p. 2 o1 2012 1.) (1) Ilpu 3anmouBane Ha aeiHoCT mo ui. 234, an. 5 3JIIIXM
muuero no wi. 40 npenocrass nucMeHa uHpopmarms B MAJI, kosito chabpka:

1. ganaUTe Mo 4. 41, an. 1;

2. HAUMEHOBAHUETO HA NHTEPHET CalTa;

3. JaHHU 3a JUIETO, KOETO € Ch3/aJI0 MHTEPHET caiiTa M/UIM ro MoJIbpiKa.

(2) KpM undpopmanusara mo an. 1 ce mpuiara aekjapaius oT Junero no 4wi. 40, ye mpurexana


http://www.bda.bg/
http://bphu.eu/
http://bphu.eu/
http://baap.bg/

WIM pasloyiara ¢ TPAHCHOPTHHU CPEACTBA, OCUIYpsIBAalllM IPAaBUIHOTO ChbXPaHEHUE Ha JIEKAPCTBEHUTE
MPOJAYKTH MIPU TPAHCTIOPTUPAHE.

Un. 43. (HoB - IB, Op. 2 ot 2012 r.) (1) B cenemaHeBEeH CpPOK OT TOCTBHIIBAHETO HA
nHpopmanusara o wi. 42, an. 1 MAJI u3BbpiiBa npoBepka Ha caiiTa OTHOCHO HAJIMYHMETO HA TAHHHUTE 110
. 41, an. 1.

(2) Koraro MAJI ycraHOBH, Y€ CAWTHT ChIbpKa BCUYKH HEOOXOTUMHU JaHHHW, U3BBPIIBA
BIIMCBaHE Ha JIMIETO 110 Wi. 40 B CIIMCHK, MyONUKyBaH Ha HHTepHET cTpanumara va MAJL

(3) Koraro MAJI yctaHOBH, Y€ CAUTHT HE ChIbPKA BCHIKU HEOOXOIMMHU JTAaHHH HIIM Y€ CHIIHUTE
ca HENbJHHU, H3Ipalla HOUCMEHO YyBeAOMJEHHE 10 Jjauuero no wi. 40 3a oOTcTpaHsBaHE Ha
KOHCTAaTUPAHUTE MTPOIYCKH H/UIM HECHOTBETCTBHUSI.

Ui 44. (Hos - 1B, 6p. 2 ot 2012 1.) (1) JInneto no wi. 40 e 11bKHO J1a OCUTYPU YCIIOBHUS 34!

1. mpaBWJIHOTO OMAKOBaHE, TPAHCIIOPTUPAHE U JIOCTABSIHE HA JIEKAPCTBEHUTE MPOIYKTH IO YII.
40, an. 1 Taka, ye ga OBAAT 3aMa3eHU TEXHUTE KauyeCcTBA U €(PUKACHOCT;

2. IOCTaBSIHETO HA JIEKAPCTBEHUTE MPOJYKTH A0 24 yaca OT MOCTHIIBAHETO HA 3asBKATA;

3. BOJICHETO HAa JOKYMEHTUPAaHA CUCTEMa 3a MPOCIIe/IIBaHe Ha MIPATKUTE;

4. npepocTaBsHeTO Ha HH(GOpPMalKs Ha TOJIyJaTess Ha JIEKApCTBEHUTE MPOAYKTH 1o 4. 40, a.
1 OTHOCHO HEOOXOAMMOCTTA J]a Bb3CTAHOBU KOHTAaKTa CH C JIEKYBalllUs JIeKap B Ccay4ail Ha Bb3HHUKBaHE
Ha rpoOaeMu TIpH yrnoTpedara Ha JTEKapCTBEHHS MPOIYKT.

(2) Jluero no uin. 40 myOaMKyBa Ha UHTEPHET caiiTa cu UH(OpMalMs 32 HOMepa, Mo KOWTO €
Brmcad B crichbka Ha MAJI mo 4. 43, am. 2.

Uin. 45. (Hos - JIB, 6p. 2 ot 2012 r.) Mexay auniero mo wi. 40 u moTpeOuTeNs ce CKIoUBa
JIOTOBOP 3a MpoJak0a OT pa3CcTOSHUE TIO CMKCHIIA Ha 4. 48 0T 3aKoHa 3a 3aIKUTa Ha MOTPEOUTETUTE.

Un. 46. (HoB - JIB, Op. 2 ot 2012 r.) Ilpuemanero Ha 3asBKata M OTIIYCKaHETO Ha
JIEKapCTBEHUSI MPOAYKT CE€ U3BBPILBA!

1. B aniTeka OT MarucThp-GapmareBT WK MOMOIIHUK-(hapMaIeBT B ciaydauTe mo 4wi. 225, an. 1
3JIIIXM, nnn

2. B Iporepus OT MEAUIIMHCKH CTIELUAIHCT.

Uin. 47. (Hos - JIB, 6p. 2 ot 2012 1.) (1) Ilpu moganena 3asBka jaurero no 4i. 40 moTBbpKIaBa
B nrcMeHa ¢popma WK Ha IpYyr TpaeH HocuTen nHbopManusara no wi. 41, an. 1, 1. 6 - 9.

(2) Ilpu moTBBpK/IaBaHE Ha 3asBKATa JIMIETO MO Wwi. 46 JaBa HEOOXoJMMaTa KOHCYNITAIUs Ha
OBITapCKu €3UK, MOMCKaHa OT MOTpeOuTeNs.

Un. 48. (Hos - 1B, 6p. 2 ot 2012 r.) Koraro nunero no wi. 40 He MOXe Ja W3MBIHH
3aJIBJDKEHUSITA CH 10 JOTOBOpA MOpajy TOBa, Y€ HE pasmojara ¢ MOpbhbUYaHUTE JIEKAPCTBEHU MPOAYKTH,
TO € JUTHXKHO J]a YBEJOMHU MOTPEOUTESI.

Un. 49. (Hoe - JIB, 6p. 2 or 2012 r., mom. - [IB, Op. 79 ot 2017 r.) 3asBkuTe u
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MOTBBPKICHUTA 32 OTIIYCKAaHE M0 UHTEPHET Ha JICKAPCTBEHU MPOJAYKTH 0€3 JIEKapCKO MPEANUCaHue ce
ChXpaHsBAT HA XapTHEH WIH €JIEKTPOHEH HOCHUTEII B alTeKaTa WK JpOrepusiTa 3a CPOK 5 TOJIMHU.

Yn. 50. (HoB - B, 6p. 2 ot 2012 r.) PproBoguTensIT Ha anTekara WM JpOrepusita HOCH
OTrOBOPHOCT 3a IIUIOCTHATA OpPraHM3alvsl W KOHTPOJA HAa THPrOBUATA MO HMHTEPHET C JIEKAPCTBEHHU
MPOIYKTH O€3 JIEKapCKO MPEINICaHNE B ChOTBETHHS OOEKT.

Ipexoanu u 3aK/II0YHTETHH pa3nopeon

§ 1. (1) 3amounHanuTe 10 BIM3AHETO B CHJIa HA Ta3M Hapeada MPOW3BOJCTBA 3a MOJIydyaBaHE Ha
paspelieHne 3a ThProBust Ha JAPeOHO C JIGKapCTBEHH MPOIYKTH HITH 3a TIPOMSHA B M3/1aJICHO pa3pelieHue
ce pasriexjaar npu ycioBusTa Ha oTMeHeHata Hapemba Ne 8 ot 2000 r. 3a ycTpoiicTBOTO, peaa u
opranuzarusaTa Ha paborara B antekute (B, 6p. 54 ot 2000 1.) B cpok 10 6 Mecela CYMTaHO OT Jarata
Ha BJIM3aHETO M B CHJIA.

(2) Cnen u3tyaHe Ha Cpoka Mo ain. | 3amovHaigMTe 10 BIM3AaHETO B CHUJIAa Ha Ta3u Hapeada
MIPOU3BOJICTBA 32 MOJTydaBaHe Ha pa3pelieHne 3a ThProBus Ha IPeOHO C JIEKApCTBEHH MPOTYKTH WIIH 32
MPOMSTHA B U3IAJICHO pa3pelIieHue ce JOBBPIIBAT MPH YCIOBUATA U pe/ia, IPEABUICHH B Hesl.

§ 2. (1) (ITpemumien texct Ha § 2 - JIB, 6p. 67 ot 2010 1., mom. - JIB, 6p. 2 ot 2012 r.) JIumara,
MOJIyYMJIM pa3pellieHHe 3a OTKpUMBAaHE Ha amnTeka WM pa3pelieHHe 3a THhProBHUs Ha JpeOHO C
JIEKapCTBEHH NPOAYKTH MPUBEKAAT JAEHHOCTTa CHU B CHOTBETCTBUE C HEWHUTE W3HUCKBaHUS, C
n3KioYeHue Ha ui. 10, an. 2 v ui. 12, an. 3, B Cpok 10 IB€ TOJMHU OT BJIM3aHETO M B CUJIA.

(2) (Homa - JIB, 6p. 67 ot 2010 1., oT™M. - IB, Op. 2 0T 2012 T.)

(3) (Homa - IB, 6p. 67 ot 2010 r.) Jlumara, moay4uian pa3pelieHre 3a OTKPUBAHE Ha amnTeka
WM pa3pelieHue 3a ThproBus Ha APeOHO ¢ JIEKAPCTBEHU MPOIYKTH B HACEIEHH MECTa C HaceJIeHHEe MO

10 000 »xuTenu, npuBexAaT AEHHOCTTA CH B CHOTBETCTBHME C M3MCKBAaHETO Ha 4i. 14, an. 2 B CpoK 110
1.07.2011 r.

§ 3. (U3m. - JIB, 6p. 2 ot 2012 1., gom. - JIB, 6p. 81 ot 2015 r., u3m. - JIB, 6p. 2 ot 2021 r.)
KoHTponbT mo wm3mbIIHEHHE Ha HapendaTa Ce OCHIIECTBSIBA OT MHUHHCThpa Ha 3[paBEOIa3BaHETO,
TJIABHUS IBPXKABCH 3[IPaBEH MHCIIEKTOP, M3IIBJIHUTEIHUS TUPEKTOp Ha M3mbIHUTEIHATA areHIUs 10
JICKapCTBaTa, JUPEKTOPUTE HA PETMOHATHHUTE 3JAPABHH WHCICKIUU M WHCIECKTOPH MPHU PErHOHATHHUTE
3JIpaBHU UHCIICKIIUH.

§ 3a. (Hos - /IB, 6p. 2 ot 2021 r.) U3mbauuTtenHa areHius "MeauImHCKH HAa30p" ChBMECTHO
C MPEJICTABUTENIN Ha ChCIOBHATA OpraHU3alis Ha MarucTbp-(hapMaleBTUTE, ChOTBETHO - CbBMECTHO C
MPEJCTaBUTENIN Ha ChCIOBHATA OPraHU3allus Ha MOMOIIHUK-(papMaleBTUTE, OCBILIECTBIBAT KOHTPOJ 3a
cna3BaHe Ha [IpaBunara 3a noOpa ¢apmaneBTHYHA NpPaKTUKa, NMPHETH ChriaacHo wi. 5, am. 1, T. 3
3COM® u IlpaBunara 3a 700pa MEIUIIMHCKA MTPAKTHUKA 110 3[JpaBHU TPIKH, IPUETU CHIVIACHO WII. 8, all.
I, 1. 5 ot 3SCOMCAAMCSIID.

§ 4. Ta3u Hapenba ce u3gaBa Ha ocHoBaHue wi. 219, am. 2 or 3akoHa 3a JIEKApCTBEHUTE
IPOAYKTH B XyMaHHaTa menuiuHa u orMmeHs Hapenba Ne 8 ot 2000 r. 3a ycrpoiicTBOoTO, pena u
opranuzanusTa Ha paborara B antekute (B, 6p. 54 ot 2000 r.).



IIpexonnu pasnopeadoun
KBbM HAPEJIGA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 28 OT 2008 I'. 3A
YCTPOUCTBOTO, PEJJA 1 OPTAHU3AIIUSTA HA PABOTATA HA ATITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE NPOAYKTHU

(OBH. - JIB, BP. 67 OT 2010 T")

§ 8. Jlunara, moay4nau paspelieHue 3a OTKpUBAaHE Ha alTeka WM pa3pelieHue 3a ThproBus Ha
IpeOHO C JICKApCTBEHU IMPOJIYKTH, MPUBEKIAT JCWHOCTTA CH B CHOTBETCTBHE C Wi. 16a B CPOK [0
1.07.2011 r.

§ 9. Jlunata, moay4unau paspenieHue 3a OTKpUBaHE Ha alTeka Wik pa3pelieHue 3a ThproBUs Ha
IpeOHO C JIEKApCTBEHU MPOIYKTH, MPUBEXIAT JEHMHOCTTa CH B ChOTBeTCTBHE ¢ § 6, T. 1, OykBa "0"
(otHOCHO T. 5, 6ykBa "a") B cpok mo 1.07.2011 r.

IIpexoauu pasnopenou
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/JIBA Ne 28 OT 2008 I'. 3A
YCTPOMCTBOTO, PEJIA  OPTAHU3AIIMSTA HA PABOTATA HA AIITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE ITPOAYKTHU

(OBH. - 1B, bP. 81 OT 2015T".)

§ 22. JleueOHUTE 3aBEICHUS TPUBEXKIAT JCHHOCTTA CH B CHOTBETCTBUE C M3MCKBAHUATA 110 § 7
OTHOCHO WiI. 19, an. 4 B CpoOK /10 1IECT Mecera OT BJIM3aHE B CHJIa Ha Ta3W Hapeaoa.

§ 23. JleueOHMTE 3aBEICHUS IPUBEKIAT ACHHOCTTA CH B CHOTBETCTBUE C U3UCKBAHMSITA 110 § 12
OTHOCHO WI. 330 B CPOK /10 TpH FOJMHM OT BJIM3aHE B CHJIa HAa Ta3u Hapeaoa.

§ 24. JleueOHUTE 3aBECHUS IPUBEKIAT ICMHOCTTA CH B ChOTBETCTBHE C M3MCKBaHUATA 10 § 16
OTHOCHO WI. 37a B CPOK JI0 IIECT MEcella OT BJIM3aHe B CHJIa Ha Ta3u Hapenoda.

§ 25. JleueOHUTE 3aBeICHUS IPUBEKIAT JCMHOCTTA CH B ChOTBETCTBHE C M3MCKBaHUATa 110 § 17
OTHOCHO WiI. 39, an. 4 3a KIMHUYHU W3MMTBAHUS, TIOJIYUYMIIU TTOJIOKUTEITHO CTAHOBHUIIE 32 TPOBEXKIAHETO
uM cbriacHo 3JIIIXM, no 1 suyapu 2017 1.

IIpexoauu pasnopenou
KBbM HAPEJIGA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne 28 OT 2008 I'. 3A

YCTPOMCTBOTO, PEJIA U OPTAHU3AIIUSITA HA PABOTATA HA ALITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE ITPOAYKTHU

(OBH. - JIB, BP. 79 OT 2017 T.)

§ 11. Z[O YTIBBPIKAABAHE OT HM3nbnHuTenHaTa arcHIus I10 JICKapCTBaTa Ha 06p33HI/I Ha
3asABJICHUA I10 § 3 3asABUTEIINTE noJgaBat 3asdBJICHUSA IO JOCCTAllIHUA 06pa3eu.

ITpunoxxenne Ne 1 xpm 4. 1, an. 1
(M3wm. - 1B, 6p. 67 oT 2010 1., u3m. - IB, Op. 2 o1 2021 1.)

HpO,Z[YKTI/I, KOHUTO CC IIpeytaraT B aliTCKUTC



. JlekapcTBeHM POAYKTH.
. MemuuuHCKY u3aenust.
. JlueTnuHu XpaHu 3a ClielUaIHU MEJUIIMHCKY L€, XPaHU 3a KbpMaueTa U MPEXOJHHU XPaHHU.
. XpaHuTenHu 100aBKH.
. Kosmernunu npoaykru.
. CaHUTapHO-XUTUEHHU CPENICTBA.
. buonmam ot riaBHa rpyma | "JlesuHdekTaHTH", MPOIYKTOBH TUIOBE | W 2, U OT TJIaBHA
rpyna 3 "Kontpon nHa Bpemutenu", nmpoaykroBu tumoBe 18 um 19, cermacho Ilpmioxenue V ot
Pernament (EC) Ne 528/2012 na EBpomneiickust nmapinameHnT u Ha CbBeta oT 22 Mmaii 2012 1. OTHOCHO
MPEeAO0CTaBSHETO Ha Mma3apa u ynorpedara Ha ououuau (OB L 167, 27.06.2012 r.).

[Tpunoxenne Ne 2 xbm uin. 1, an. 2

NN DN R W=

(Mam. - JIB, 6p. 2 ot 2021 1)

Cnucbk Ha NekapCTBeHU NPOoAYKTU, OTNYCKaHU 6es NeKkapcko npegnmncaHne, KOUMTo MoraT Aa ce npogaBat 4pes3

aBToMaTu
['pyna npoayktu ATC-kof INN JonbnHuTenHn n3ncksaHms
AHTHauman A02A
Aluminium MakcnumarnHo Konm4yecTBO Ha akTUBHOTO BELLLECTBO
A02AB10 hydroxide; 3a fososa eauHuua 2,18 g/350 mg. Camo TeyvHmn
Magnesium oxide |nekapcTBeHn hopmum 3a nepopanHo NPUNoXeEHNE.
Ordinary salt o 20 6posi fo30BK eauHMLM B onakoeka. Camo
A02ADO01 TBbPAWN NekapcTBEHN hopMUM 3a NepopasiHo

combinations
NPUNOXeHNe.

MakcmarnHo Kornm4ecTBo Ha akTUBHOTO BELLECTBO
A02AD04 Hydrotalcite 3a gososa eauHnua 500 mg. Camo TBbpAU
nekapcTBeH opMin 3a NepoparnHo NPUNOXeHNe.

JlekapcTBeHM NpogyKTu

3a fievyeHne Ha nenTuyHa A02B
a3sa n N'EPB

MakcrumarnHo Konn4yecTBO Ha akTUBHOTO BELLLECTBO

AO2BAO2 Ranitidine 3a gososa eguHnua 150 mg; go 20 6posa 4o308U
eavH1umM B onakoBka. Camo TBbpAW NEKapCTBEHM
dopMM 3a NepopanHo NPUNOXeHne.
MakcrumarnHo Konnm4yecTBoO Ha akTUBHOTO BELLECTBO

AO2BAO3 Famotidine 3a gososa eguHnua 20 mg; oo 20 6posa 4o30BU

eavHULM B onakoBka. CamMo TBbpau nekapcTBeHu
cdhopmu 3a NepopanHo NpPUMNoXKeHue.

Alginic acid in o 20 6posi Ao30BU eanHMLM B onakoBka. Camo
A02BX13 | combination with |TBbpAM NEekapcTBeHN hopmMn 3a NepoparnHo
antacids NPUNOXeHNe.

JlekapcTBeHM NpoayKTU
3a neveHune Ha
PYHKLMOHANHN

pascTponcTBa Ha

AO3A




YyepsaTa

AO03AA04

Mebeverine

MakcumanHo Konm4ecTBO Ha akTUBHOTO BELLLECTBO
3a gososa eavHuua 200 mg; ao 30 6post 4o30BM
eavHULM B onakoBka. Camo TBbpaW NekapCTBEHU
chopmu 3a NepopanHo NpPUNOXeHE.

AO3ADO02

Drotaverine

MakcrManHo KonmM4ecTBO Ha aKTMBHOTO BELLECTBO
3a fgososa eavHuua 80 mg; Ao 24 6pos [030BU
eouHMum B onakoBka. Camo TBbpAW NeKapCTBEHU
dhopMu 3a NepopasiHO NPUITOXKEHNE.

Cnasmonutuum
KoMOUHaLus ¢
aHanreTuum

A03D

AO03DA02

Pitofenone and
analgesics

MakcumarnHo KonM4ecTBO Ha aKTMBHOTO BELLECTBO
3a gososa eaunHuua 500 mg/5 mg/0,1 mg; oo 20
Oposi 4o30BM eguHULM B onakoBka. CaMo TBbpau
nekapcTBeHV hopMn 3a NepoparnHo NPUNOXeHNE.

OuncturenHum cpenctea

(nakcaTvew)

AOGA

AO6ABO8

Sodium picosulfate

MakcumanHo KonmyecTBo Ha akTUBHOTO BeLwleCcTBO
3a gososa eauHuua go 7,7 mg/ml; go 30 ml. Camo
TeyHa nekapcTeeHa popmMa 3a nepoparnHo
NpUIoXeHue.

AO6AD11

Lactulose

MakcrManHo KonmM4ecTBO Ha aKTMBHOTO BELLLECTBO
3a fo3oBa eauHnua go 67 g/100 ml; konuyecTBo
[o 200 ml.

Camo Te4yHa nekapcTBeHa hopma 3a nepopasiHo
NPUNOXeEHNE.

[pyrn ypeBHn
agcopbeHTun

AO7B

AO07BAO1

Medicinal charcoal

MakcmarnHo Kornm4ecTBo Ha akTUBHOTO BELLECTBO
3a fososa eanHuua go 250 mg. o 20 6pos
[030BW eanHULM B onakoBka. Camo TBbpau
nekapcTBeH opMin 3a NepoparHo NPUNOXEHNE.

AO07BCO05

Diosmectite

MakcumarnHo Konm4ecTBo Ha akTUBHOTO BELLECTBO
3a gosoBa eavHuua go 3 g. o 30 6pos fososwm
eovHUUM B onakoeka. Camo TBbpau NeKkapcTBeHU
(opmMK 3a NepoparnHo NPUNoXeHKe.

JlekapcTBeHM NpoayKTH,
noTmcKaLm
nepucrantukara

AO07D

AO07DAO3

Loperamide

MakcrumanHo Konn4yecTBO Ha akTUBHOTO BELLLECTBO
3a gosoBa egvHuua 2 mg. o 10 6pos go3osu
eavHMumM B onakoBka. Camo TBbpAW NeKapCTBEH
dopMM 3a NepoparnHo NPUNOXeHne.

JlekapcTBeHM NpoayKTH,
noBnmsiBaLLm
XPaHOCMUITAHETO, BKIT.
€H3VMK

AO09A




MakcumarnHo KonM4ecTBO Ha aKTMBHOTO BELLLECTBO
3a posoea egvHuua 10 000 Ph.Eur.U. o 100 6pos

A09AA02 Multienzymes
[030BM €AnHMLM B onakoBka. Camo TBbpau
nekapcTBeHn hopmMim 3a nepoparnHo NPUNoXeHne.
MynTuBuTamuHm, AL1A
KoMOMHaLUK
Multivitamins and |Oo 100 6posi o30BM eanHMLmM B onakoBka. Camo
A11AA03 other minerals, |TBbpAW NekapcTBeHN hopmu 3a nepopanHo
incl. combinations | npunoxeHue.
MynTuBuTamuHm, AL1B
CaMOCTOATENTHO
o 100 6pos fo30BU eanHMLM B onakoBka. Camo
Al11BA Multivitamins, plain | TBbpaun nekapcTeeHn hopmmn 3a nepopasiHo
NPUNOXeHNe.
AckopbuHoBa kucenuHa
BKMOYUTENHO Al1l1G
KOoMOUHaLnn
A(\S/(i:g gi(;acc)ld o 100 6posi fo30BU eanHULM B onakoBka. Camo
A11GB including ' TBbPAU NekapcTBeHN hopMmM 3a NepopasiHo
combinations MPATOKERNE.
JlekapcTBEHM NPOAYKTH,
ctabunusmpaliu C05C
Kanunsipurte
MakcumarnHo Konn4yecTBO Ha akTUBHOTO BELLLECTBO
3a gososa eauHnua 300 mg; go 50 6posa fo3oBu
eavHuumM B onakoBka. Camo TBbpAW NEKapCTBEHU
. dopMM 3a NepopanHo NPUNOXeHne.
CO05CA04 Troxerutin
MakcumarnHo Konn4yecTBoO Ha akTUBHOTO BELLLECTBO
3a gososa eanHnua 20 mg/1 g; po40g B
onakoBka. Camo gepmarnHu nekapctBeHn hopmu
3a JTI0KaTHO NPUIOXEHME.
Rutoside, o 100 6posi po3oBKu egmHULM B onakoeka. Camo
CO5CA51 combinations TBbPAWN NekapcTBEHU hopMM 3a NepopasiHo
NPUNOXEHNE.
AHTUMPYPUTUYHN
NeKapCTBEHU MPOAYKTH,
BKITHOUNTESNTHO DO4A
aHTUXUCTaMUHW,
aHecTeTUUM 1 ap.
MakcrumarnHo Konn4yecTBO Ha akTUBHOTO BELLLECTBO
DO4AAQ9 Chloropyramine 3a gososa egvHuua 1 g/100 g; go 18 g B onakoBka.
Camo gepmarHu nekapctBeHn oopMm 3a NoKanHo
NPUNOXeHNe.
MakcrumarnHo Konn4yecTBO Ha akTUBHOTO BELLLECTBO
DO4AAL3 Dimetindene 3a gosoBa eavHuua 1 mg/1 g; oo 50 g B onakoBka.
Camo gepmarHu nekapctBeHn oopMm 3a NoKanHo
NPUNOXeHNe.
D04AA32 | Diphenhidramine | MakcumanHo KONMYECTBO HA aKTMBHOTO BELLLECTBO




3a gosoBa egumHuua go 20 mg/g ; no 50 g B
onakoBka. Camo AepmMarnHu nekapcTeeHn hopmu
3a f10KarHoO NpUIoXeHue.

AHTMCENTUUN N
0e3MHGEKTAHTH

DO8A

DO8AAO1

Ethacridine lactate

MakcrManHo KonmM4ecTBO Ha aKTMBHOTO BELLECTBO
3a gososa eavHuua 0,1 g/100 ml; go 100 ml B
onakoBka. Camo TeYHV AepMarHu NieKapCTBEHU
dopMM 3a NOKANHO NPUNOXEHE.

D08AX01

Hydrogen peroxide

MakcumMmanHo Konn4yecTBO Ha akTUBHOTO BELLLECTBO
3a go3oBa eanHuua 3%; oo 100 ml B onakoBka.
Camo Te4Hu gepmanHu nekapcteeHn oopmu 3a
NIOKaNHO NPUIOXEHUE.

I poTnBOoBB3NANUTENTHN U

aHTupeBMaTu4Hn

NeKkapcTBEHU NPOaYKTH,

HecTepongHu

MO1A

MO1AEO1

Ibuprofen

MakcumanHo KonmyecTBo Ha akTUBHOTO BeLweCcTBO
3a gososa eaunHuua 200 mg; go 20 6post 4o30BU
eaHULNM B ONaKoBKa. Camo TBbpAN NeKkapCcTBeHU
dopmMKM 3a NepopanHo NPUNOXeHne.

MO1AEO3

Ketoprofen

MakcumanHo KonmyecTBo Ha akTUBHOTO BeLwleCcTBO
3a fososa eauHuua 50 mg; go 20 6posa 4o308U
eouHUUM B onakoeka. Camo TBbpau NeKkapcTBeHU
dopMn 3a NepoparnHo NPUNOXKEHNE.

MO1AE17

Dexketoprofen

MakcmarnHo Kornm4ecTBoO Ha akTUBHOTO BELLECTBO
3a fosoBa eauHnua 25 mg; go 20 6posa 4o308u
eouHUUM B onakoeka. Camo TBbpau NekapcTBeHU
dopmMu 3a NepoparnHo NPUNoXeHe.

MpoTrBOBB3INANUTENHN
neKapcTBEHM NPOAYKTU 3a
NoKarHo NPUoXeHue,

MO2A

HecTepouaHu

MO2AA

Antiinflammatory
preparations,
non-steroids for
topical use

[epmanHu nekapcteeHn dOpMM 3a NOKaNHO
NpUNoXXeHne ¢ MakcumarneH obem/maca Ha
nbpBUYHaTa onakoeka - 60 ml/60 g.

Lpyrn aHanretuum n
aHTUNUPETULN

NO2B

NO2BAO1

Acetylsalicylic acid

MakcmarnHo Konm4ecTBO Ha akTMBHOTO BELLECTBO
3a gososa eguHnua 500 mg; go 20 6posa 4o30BU
eovHUUM B onakoBka. Camo TBbpaW NeKkapcTBeHU
dopmMu 3a NepoparnHo NPUNoXeHe.

NO2BA51

Acetylsalicylic acid,
combinations,
excluding
psycholeptics

o 20 6post Ao30BU eanHMLM B onakoBka. Camo
TBbpAM NekapcTBeHn hopMm 3a nepoparnHo
NpUNoXeHue.

NO2BEO1

Paracetamol

MakcrumarnHo Konn4yecTBO Ha akTUBHOTO BELLLECTBO
3a gososa egmHuuia 500 mg; go 20 6post 4O30BM




equHMUM B onakoBka. CamMo TBbpAW NeKapCTBEHU
dopMU 3a nepopanHo NpunoxeHve.

Paracetamol
o o 20 6post Ao30BU eanHMLM B onakoBka. Camo
combinations,
NO2BE51 excludin TBbPAW NeKkapcTBeHU OpMK 3a nepopariHo
9 NPUNoOXeHne.
psycholeptics
MakcumanHo Konm4ecTBO Ha akTUBHOTO BELLECTBO
3a fososa eauHuua 500 mg; Ao 20 6pos fo30BM
NO2BBO2 Metamizole eovHMUM B onakoBka. Camo TBbpau NeKapCTBEHU
sodium dopmMu 3a NnepoparnHo NpUoXeHne n Nnpaxose 3a
NpUroTBsiHe Ha pasTBOPW 3a NepoparHo
NPUNOXeHNeE.
CBHHOTBOPHMU U
cefaTVBHWN NeKapCTBEHN NO5C

NpPOAYKTU

MakcrmanHo Kornm4ecTBO Ha akTUBHOTO BELLECTBO
3a gosoea eguHuua 200 mg; go 20 6posi 030BM
eanHULNM B ONaKoBKa. Camo TBbpAN NeKkapCcTBeHN
dopmMM 3a NepopanHo NPUNOXeHne.

NO5CMO09 | Valerianae radix

JlekapcTBEHM NPOAYKTU
3a fieYeHne Ha rbpno

RO2A

o 24 6posi fo30BU eanHULM B onakoeka. Camo
RO2AA Antiseptics TBbPAU NekapcTBeHN hopMmM 3a NepopasiHo
NPUNOXEHNeE.

[Tpunoxenne Ne 3 kbMm wi. 2, an. 3

AnTekaTa vMa 13gageHo paspelleHmne 3a Tbpro

Ne /
Ha
(vme n BMA Ha T
PernctpuparH/EVK
ceganuiie: rp.,
agpec Ha ynpa
Ha agpec:
rp. yn.

PbkoBoauTen Ha anTekaTa €:
[lenHocTnTe, KOUTO MoraT fa ce U3BbpLUBAT B anTtekaTa, ca:

(OI'IVICBaT ce JenHOCTUTe, KOUTO Ca NOCOYEHU B paspeLLeHme



[Ipunoxxenne Ne

4 xpM . 3, an. 3

JHEBHWK HA N3IMbINHEHWUTE PELIEINTW B ANTEKATA

Ne
no
peq

[ata Ha
npuemaHe
Ha peLienTaTa

Mme Ha naumeHTa,
Bb3pacT 1 agpec

Mme Ha nekaps
YWH

Mpuen

OTnycHan

3abenexka

AO01
A02
AO3
A04
AO05
AO6
AO07
A08
A09
A10
All
Al12
A13
Al4
Al5
Al6

BO1
BO2
BO3
BO5
BO6

co1
Cco2
Cco3
co4
C05
cov
Cco8
Co09
C10

D01
D02
D03
D04
D05
D06
D07
D08
D09

[Ipunoxxenne Ne

5 xeM ui. 4, ai. 1

Cnucbk Ha NlekapcTBeHuTe rpynn CoriacHoO aHaToOMO-TepaneBTUYHO-XNMNYHa KJ'IaCI/Iq.)I/IKaLI.I/IH, C KOUTO
pa3nonara BCAKa anTteka

XpaHocmmnaTenHa cuctema u MetTabonmsbm
CrtomaTtonormyHu NekapcTBeHn NpoayKTn

AHTHaUMAHN NekapcTBeHn NpoayKTn

JlekapcTBEHM NPOAYKTU NpK PYHKLMOHANMHN CTOMALLHO-YPEBHN 3ab0onsiBaHNs
AHTUEMETUYHN N NPOTUBOMOBPBLUALLN
JlekapcTBeHM NPOAYKTM 3a NEeYEHME Ha XINbYHM U YepHOoa4pOoOHM 3abonsBaHus

OuncTuTenHn n nakcaTMeHU NekapcTBeHn NpoayKTn

AHTUAMAPUYHU, YPEBHM NPOTMBOBBL3NANUTENHW/ AHTUMHEKLIMO3HWN NEKapCTBEHM NPOOYKTM

”eKapCTBeHVI NPOAYKTU Npwn 3aTnbCTABaHe, C U3KINOYEeHUe Ha ANEeTUYHN NpoayKTn
ﬂeKapCTBeHVI npoAayKTn, noBnuaBalln XpaHOCMUITaHEeTOo, BKIMIOYNUTENTHO U eH3UMU

AHTMOMabeTHN NekapcTBEHN NPOAYKTU

Butamuum

MwuHepanHn gobasku

ToHuum

AHabOsHM NeKapCcTBEHN NPOAYKTU 38 CUCTEMHO MPUNOXKEHUE

AnNeTuToCcTUMynaHTu
Opyrn nekapcTeeHn NpoayKTH, NOBMMSABALLM XpaHOCMUNaTenHarta cuctema u metabonmama
KpbB 1 KpbBOTBOPHMW OpraHm

AHTUTPOMOBOTMYHN NEKAPCTBEHN NPOAYKTU
AHTUXEMOpArMyHn nekapcTBEHM NPOAYKTU
AHTUAHEMMWNYHU NIeKapCTBEHM NPOOYKTH
KpbBO3amMecTuTenu n MHQY3MOHHN pa3TBoOpU

Opyrn xemaTonormyHm NnpoayKkTu
CbpaeyHo-cbaoBa cuctema

JlekapcTBeHM NpoayKTK 3a NeveHne Ha cbpaeydHn 3abonaBaHns (Tepanus Ha CbpLETO)
AHTUXUNEPTEH3NBHMN

OunypeTtnun

MNepudepHun BasogmunaTaTopu

BasonpoTekTopu
Beta-6nokepu

Briokatopu Ha KanuuesuTe KaHanu
JNekapcTBEHU NPOOYKTW, MOBNUSIBALLM PEHUH-aHIMOTEH3MHOBaTa cucTeMa
JivnngonomoaynmpaLlm fiekapcTBEHN NPOAYKTU

[epmaTtonormyHu

AHTVMUKOTUYHM FIEKapCTBEHM NPOAYKTM 3a AepMaTonorMyHa ynoTtpeba

OwmekyaBally 1 npegnasBally KoxkaTa NekapCTBEHN NMPOAYKTM

JNekapcTBEHWN NPOOYKTU 3a NEYEHNE HA PaHU U A3BM
MpoTNBOCHPOEXKHM, BKITHOYMTENTHO M @aHTUXUCTaMUHWU, aHECTETULIM U Ap.

AHTMNCOPUATUYHN NEKAPCTBEHN NPOAYKTU
AHTUOMOTULN U XMMUOTEPANEBTULIM 3a IepMarnHo NpUNoXeHue

KopTukoctepouamn 3a gepMarnHo npurioxeHme
AHTUCENTULN N OE3NHMEKTAHTH
[MpeBpb3KN C NEKAPCTBEHO BELLLECTBO



D10 JlekapcTBeHM NPOaYKTU 3a NeveHne Ha akHe

D11 Opyrn oepmaTtonorMiyHy nekapcTBeHn NpoayKTU

G MuKkoyo-nonoBa cuctema 1 NONOBU XOPMOHU

G01 "MHEKoNOrM4yHU, aHTUMHMEKLMO3HN NeKapCcTBEHN NPOAYKTU U aHTUCeNnTULn

G02 Opyrn ruHeKonorM4yHM nekapcTBeHU NPOaYyKTU

GO03 [MornoBmn XOpPMOHU 1 NeKapCTBEHW NPOAYKTU, perynupatlm nornosarta cucrema

G04 YponornyHu nekapcTBeHn NpoayKTu

H CUCTEMHM XOPMOHanHu nekapcTBeHN NPOAYKTU, C U3KMIOYEHME Ha MOMOBUTE XOPMOHU U UHCYNNHUTE

HO1 Xnodhun3HM XOPMOHU U XOPMOHM Ha XurnoTanamyca 1 TeXHW aHanosu

HO2 KopTukoctepounam 3a CUCTEMHO NPUNoXeHNe

HO3 JlekapcTBEHU NPOAYKTU 3a NeYeHne Ha 3abonsaBaHMA Ha LUTOBMOHATA Xre3a

HO4 MaHKpeaTUyHN XOPMOHU

HO5 JlekapcTBEHU MPOAYKTU, MOBNUSBALLM KarnuueBaTa obMsaHa

J AHTUMHGEKLMO3HM NEKAPCTBEHM NPOAYKTU 3@ CUCTEMHO NPUNOXEHNE

Jo1 AHTUOaKTEepManHm nNekapcTBEHN NPOAYKTU 3a CUCTEMHO MPUMNOXKEHME

Jo2 AHTUMUKOTUYHM NEKAPCTBEHN MPOAYKTU 3@ CUCTEMHO MPUIOXEHME

JO4 AHTUMUKOBAKTEPUANHM NEKAPCTBEHN NPOAYKTU

JO5 [MpoTnBOBMPYCHM NeKapcTBEHU NPOAYKTUN 38 CUCTEMHO NPUNoXeHue

JO6 VIMyHHW cepymMu 1 UMyHOrno0ynmHu

JO7 Bakcunum

L [MpOTMBOTYMOPHN N MMYHOMOAYNMPALLUN NEKAPCTBEHN NPOAYKTU

LO1 AHTUHEONNACTUYHN

LO2 JlekapcTBeHM NpoayKTM 3a eHO0KPMHHA Tepanus

LO3 VIMyHOCTMMYNaHTK

LO4 MmyHocynpecopu

M MyckynHo-ckeneTHa cuctema

MO1 MpoTnBOBBL3NANMTENHM U NPOTUBOPEBMATUYHN NeKapCTBEHU NPOAYKTU

MO2 JlekapcTBeHM NPOAYKTM 3a NOKanHO NPUIIOXeHWe Npu CTaBHa 1 MyCKynHa 6onka

MO3 MyckynHu penakcaHTu

M04 JlekapcTBeHM NpoayKTK 3a NeveHne Ha nogarpa

MO5 JlekapcTBeHM NPOAYKTU 3a NeYeHne Ha KOCTHKU 3abonsBaHns

M09 [pyrn nekapcTBeHM NPOAYKTU Npu 3abonsiBaHUSA Ha MYCKyITHO-CKeneTHaTa cuctema

N HepBHa cuctema

NO1 AHecTeTnumn

NO2 AHanreTnymu

NO3 AHTMenunenTuum

NO4 AHTUNAPKMHCOHOBW JIEKAPCTBEHM NPOOYKTU

NO5 MNcunxonentuum

NO6 MNcunxoananenTuum

NO7 Opyru nekapcTBeHn NPOAYKTU, MOBAWNSBALLM HEPBHAaTa cucTeMa

P AHTMNApPas3nTHU, NHCEKTULMOMN N peENeneHTu

PO1 AHTUMPOTO30MHM NEKAPCTBEHM NPOOYKTU

P02 AHTUXENMUHTHU NeKapCTBEHU NPOOYKTU

P03 JlekapcTBeHM NPOAYKTU 3a NEYEHNE Ha eKTonapasvTHN 3abonsiBaHus, BKITOYUTENHO ckabuunan,
WHCEKTUUMAN N penerieHTu

R [unxartenHa cucrtema

RO1 HasanHu nekapctBeHM NpogyKTu

R0O2 JlekapcTBeHM NpOAYKTU 3a NieveHne Ha 3abonsiBaHUS Ha yCTHaTa KyxuHa n dpapuHKca

RO3 JlekapcTBeHM NpoayKTK 3a nievyeHne Ha ob6CTPYKTUBHU AuxaTenHu 3abonsBaHus

R0O5 JlekapcTBeHM NPOAYKTU 3a NeYeHNe Ha Kawnvua n NpocTygHu 3abonsaBaHus

RO6 AHTUXUCTAaMWUHKN 3@ CUCTEMHO MPUNOXEHNE

RO7 Opyrn nekapcTBeHU NPoAYKTK, NOBNUABALLM AMXaTenHaTa cMcTeMa, 3a CUCTEMHO NpUNoXeHne

S CeH30pHM opraHu

S01 OdTanmonorMyHm nekapcTBEHN NPOaYyKTH

S02 OTOnorMyHmn nekapcTBEHN NPOAYKTU

S03 OdTanmMonormyHm n OTONOMMYHN NIEKAPCTBEHM NPOAYKTU

\Y [pyrv nekapcTBeHn NPoayKTy

V01 AnepreHun
V03 Bcuykn apyru nekapCTBeHU NpoayKTn



V04 JdunarHoCTUYHU NpoayKTH
V06 JleyebHu xpaHu

V07 Bcuykn apyrn HenekapcTBEHW NPOaYKTU

V08 KoHTpacTHu BellecTBa

V09 OunarHocTnyHn pagunocapmMaLeBTUYHM NPOOYKTU
V10 TepaneBTU4HM pagmodapMaLeBTUYHN NPOAYKTU

V20 X1pyprudHn nNpeBpb3Kn
XomeonaTuyHu cneumanuTeT n MoHonpenapaTtu

[Tpunoxxenue Ne 6 kbM uJ1. 5

(Ot™m. - 1B, 6p. 2 0T 2012 1.)

[Ipunoxxenne Ne 7 kbm . 11

(Uzm. - IB, 6p. 67 ot 2010 1., u3m. - [IB, 6p. 2 o1 2012 1., oT™. - JIB, 6p. 79 o1 2017 1.)

[Ipunoxxenne Ne 8 kbm uit. 12, ai. 3
(Uzm. - IB, 6p. 67 ot 2010 1., u3m. - [IB, 6p. 2 o1 2012 r., m3m. - JIB, 6p. 81 or 2015 1.)

I. BunoBe moMelieHus BbB:

1. AnTeka 3a OTIIyCKaHE Ha JIEKapCTBA HA TPaXJaHU:

a) Amnreka 3a JIEKapCTBEHU MPOIYKTH, C U3KIIOUEHUE Ha MPUTOTBSIHM IO MarucTpajHa u
(hapmakorieifHa perenTtypa ¢ €JHO paboTHO MSCTO - C MUHMMaJTHA 001ma turong 30 KB.M, ChCTOSINA CE OT
MIPUEMHO MOMEIIIEHUE, CKIIaI0BO MOMEIIEHUE U CAHUTAPEH Bb3eJl C U30JIallMOHHO Mpe//IBepre U MUBKA.
3a BCSKO cleABallo paboTHO MSICTO C€ M3UCKBAT OIIE 5 KB.M JAOM'BJIHUTEIHA I1JI0MI.

0) AnTeka 3a JEKapCTBEHH MPOIYKTH, BKJIIOYUTEIHO W MNPUTOTBSHU [0 MarucrpajiHa u
(dapmakoreiiHa peuentypa ¢ €JHO padOTHO MSCTO, B KOSATO HE C€ MPHUTOTBSAT JEKapCTBEHU QOpMH 3a
OYM U PA3TBOPH 3a MAPEHTEPATHO MPHIJIOKEHHE - ¢ MUHUMaIHA o01ia miomr 40 KB.M, ChCTOSAIIA C€ OT
MIPUEMHO MOMEIIEHUE, CKJIAJJIOBO MOMEIIEHUE, ACUCTEHTCKO MOMEIIEHHE C €IHO PaOOTHO MSICTO U MUBKA
3a U3MHBaHE Ha CBHAOBETE U YpEIuTe 3a MPUTOTBSHE IO MarucTpaiHa U (apmakorneiHa penentypa u
CaHUTAapeH BbB3EJI C HM30JAlMOHHO TpejIBepue U MHUBKA. 3a BCSAKO cjenBamo pabOTHO MsCTO ce
M3HCKBAT OIle 5 KB.M JOIIBIHUTEIHA TUIONI. 32 MPUTOTBAHE HA JEKAPCTBEHU MPOIYKTH 110 MarucTpaiHa
pelenTypa ce u3o3Ba NpeyrcTeHa Boja chriacHo EBponeiickara ¢papmakores.

B) AnTeka 3a JIEKapCTBEHH MPOIYKTH, BKIIOYMTETHO U MPHUTOTBSHU IO MarucTpaiHa u
(dapmakoreiina perenTtypa ¢ €HO pabOTHO MSCTO, B KOSITO CE€ MPUTOTBAT JIEKAPCTBEHU (PopMu 3a ouu -
¢ MuHUManHa obma miony 50 KB.M, ChCTOSIIA C€ OT MPHEMHO IMOMEIIEHUE, CKJIaJ0BO MOMEUICHHE,
ACHCTEHTCKO IOMEIleHHEe C €IHO pabOTHO MICTO M MHBKAa 3a U3MHBAaHE HAa CHAOBETE M YypeauTe 3a
MIPUTOTBSIHE M0 MAarUCTpaiHa U GapMakomeifHa pelenTypa, acenTUYeH OOKC 32 U3TOTBSIHE HA Pa3TBOPU
3a 0YM M CAaHUTAPEH BH3eN C U30JAIMOHHO MpeIBEpUE U MUBKA. 32 BCAKO ClIEABAII0 pabOTHO MSCTO ce
M3HCKBAT OIIe 5 KB.M JIOMIBIHUTEIHA TUIONI. 32 MPUTOTBSAHE HA JEKAPCTBEHU MPOIYKTH 10 MaruCTpaiHa
pelenTypa ce u3MoJ3Ba NpedyrcTeHa Boa chriacHo EBponeiickata gpapmakores.

r) bunkoBa anteka ¢ efHO paGOTHO MSCTO, B KOSITO C€ MPUTOTBAT OMJIKOBU CMECH U YalOBE U
ce pazdacoBar OMIKHM - ¢ MHHMManHa obOma 1wiom 60 KB.M, ChCTOAIIA C€ OT MPHEMHO MOMEIIEHHE,
CKJIQJIOBO TIOMEIIEHUE, ACUCTEHTCKO MOMEIIEHUE ¢ €THO PabOTHO MSCTO M CAHUTAPEH BH3EN C IYII U
M30JIAIIMOHHO TIpeIBepHe C MHUBKA. 3a BCSKO cienBamio pabOTHO MSCTO ce€ M3UCKBAT OLIE 5 KB.M



JOITBbJIHUTCIIHA ITJIOIIL:

aa) B cIIyyauTe, KOraTo B OMJIKOBATa anTeKa ce MPOoaaBatT U OTITYCKAT JIEKAPCTBEHHU MPOIYKTH, C
M3KJIFOYEHUE Ha MMPUTOTBSHU [0 MarucTpaiHa u (apmakoreitHa perentypa, TpsoBa na 0b1ae 000co6eHo
OTJICTHO pabOTHO MSICTO 32 ChXPAHEHHE W MPOAak0a Ha TE3W JIEKAPCTBA U MHUHHMMATHATA OOIIA TUIONI €
65 XB.M;

00) B ciiydauTe, KOrato B OWJIKOBAaTa anTeka Ce IMPUTOTBAT JICKAPCTBEHU NPOAYKTH IIO
MaructpaiHa u (papmMakomeiHa pernentypa, ce W3WCKBa JIOMBIHUTEIHO MOMEIICHUE C €IHO PabOTHO
MACTO U MHUBKA 3a UBMHUBAHC HA CbJOBCTC U ypezu/lTe 3a HpI/IFOTBSIHC 110 MaFI/ICTpaJIHa 158 (bapMaKoneﬁHa
perentypa ¥ MHHHMalHaTa oOma Iuiony € 75 KB.M; 3a NMPHUTOTBSHE HAa JIGKAPCTBEHU IMPOIYKTH IIO
MarucTpaiHa perentypa ce u3IoJ3Ba MpeurcTeHa Boia ChriacHo EBporeiickara dapmakories.

BB) B HACCIICHW MECTa, KBJICTO HsAMA JApyra amnreka, ce JOMyCKa OTKpHWBAaHE Ha amnTeka 3a
JIEKapCTBEHH TIPOJIYKTH, C M3KIIIOUCHHE HA MPUTOTBSIHU [0 MarucTpaiHa u (papMakorneitHa perenTypa ¢
€IHO pabOTHO MSCTO - ¢ MUHUMaiHa oOma mon; 20 KB.M, ChCTOAIIA C€ OT MPUEMHO TOMEIICHHUE,
CKJIQJIOBO TMOMEIIECHHUE W CAHWUTAPEH BH3EJI C M3OJIAIMOHHO IMPEIIBEPHEC U MUBKA; 332 BCSIKO CIICIBAIIO
paboOTHO MSCTO CE€ M3MCKBAT OMIE 5 KB.M JOI'BJIHATEITHA TUIOII.

2. Arrreka Ha neueOHO 3aBezeHue 1o ui. 222, ain. 4 3JIIIXM:

a) (m3m. - IB, Op. 81 ot 2015 r.) Anteka 3a 3a10BOJIsIBAHE HY)XJIUTE Ha JIe4eOHO 3aBe/IeHUE 3a
JIEKapCTBEHH TIPOYKTH, BKIIFOUUTEIIHO U IPUTOTBSHM 110 MarucTpaiHa u ¢apmMakorneiHa pernentypa 6e3
MIPUTOTBSIHE HA Pa3TBOPH 3a MapEHTEPATHO MPUJIOKEHHE U JIeKapCTBeHH (OPMHU 3a 0UM - C MUHMMAaJHA
ooma mrom 0,50 kB.M 3a e€OHO JIerjio, HO He mno-Majgko oT 50 KB.M, CbCTOAIIA C€ OT
MIPUEMHO/€KCIICTUITHOHHO TIOMeIeHre, paboTHA 3aJia, aCUCTCHTCKO MOMEIIEHUE, MUSUTHO TIOMEIICHHE,
CaHWTapeH BB3eJ C MPEIIBEPHE U MUBKA.

3a mNpPUTOTBSHE Ha JIEKAPCTBEHW TMPOJYKTH [0 MarucTpajHa perentypa ce H3I0JI3Ba
MpeYrCTeHa BoIa chIylacHO EBpomeiickaTta dhapmakories.

0) AmTeka 3a 3aJ0BOJIIBaHE HYKIWUTE Ha JieueOHO 3aBeneHue mo wi 222, an. 4 3JIIIXM 3a
JICKAPCTBCHH MPOAYKTH, BKIIOYUTEIIHO U MIPUTOTBSIHH 110 MarkcTpaiHa U papMakoIneiiHa perentypa, Ha
JICKapCTBeHH (POPMH 3a OYM M PA3TBOPHU 3a MAPEHTEPATHO NMPHIOKCHHWE W XPaHEHE - MOMEIICHUSATA,
IUIONIUTE W YCIIOBUATA 3a TO3M BHJI allTeKa C Ta3M JICHHOCT ce MPUBEXKIAT B CHOTBETCTBHE C JIoOpara
MPAKTHKA TIPH ITPOU3BOJICTBOTO Ha CTEPHITHU JICKAPCTBEHU (hOPMHU.

II. ®yHKIIMOHAIHO-CTPYKTYPHHU U3UCKBAHUS:

1. ITomemenusita o pazaen I, . 1 u 2 TpsiOBa 1a ca Ha €HO HUBO, CBhP3aHU TOMEXTY CH U Ja
ca HAI'BJIHO OT/ICJICHU OT MOMEIICHUATA, KOUTO CE M3IT0JI3BAT 32 IPYTH IEIH WM 32 IPYyT BUJ ACHHOCT.

2. IlpuemHOTO TOMEIIEHHE TPsOBa Ja MMa TpsSKa BPbh3Ka C ACHCTEHTCKOTO IOMEIICHUE H
yno0Ha Bpb3Ka ChC CKIAJ0BUTE IIOMEIIECHUS.

3. ACHCTEHTCKOTO MOMeIIeHne TpsiOBa fa uMa yo0Ha Bpb3Ka ¢ MUSUTHATA.

4. Jlomycka ce M3rpaKJaHETO Ha BTOPO HHMBO B alTeKara, CBbP3aHO C obe3omaceHa cThiola,
KaTo MOJABT HAa TOBAa HUBO € HA BHCOYMHA HE MO-Mayiko OT 2,50 M OT mojia Ha IBPBOTO HUBO, KAaTO
ILIOIITa Ha 000COOCHUTE 10 TO3M HAYMH IOMEILCHUS HE CE BKIIIOYBA B M3MCKBaHATA MUHUMAaIHA 0O0IIa
ILJIOII Ha aIrTeKaTa.

5. (u3m. - [IB, Op. 2 ot 2012 r.) Jlomycka ce caHMUTapHUST BB3€N Ja ObJe Ha JIPYro HHUBO C
ynoOHa (GyHKIMOHATHA BPb3Ka C OCTAaHAIWTE MOMEIIEeHUs Ha anTekara. B cmydaute mo 1. | "Bumose
nomemienus”, 1. 1, 6ykBa "r", "BB", KOraro B HaceleHOTO MSCTO HsMa H3rpajeHa KaHAIU3alus, ce
JOTIyCKa CAHUTAPHUST BB3€J 1a € U3BBH NIOMEILICHUATA HA alTeKaTa.

[II. CtponTenHyu U3UCKBAHU:

1. CBernara BUCOUYMHA HA NIOMEIIEHUATA TpsiOBa ja Obje Hail-maiko 2,50 m.

2. (m3m. - [IB, 6p. 67 ot 2010 r.) CteHute Ha BCHUKH MMOMELICHUs TpsAOBa Jla ca ¢ MOKPUTHE,
YCTOMUYUBO Ha BJIXKHO MOYMCTBAHE, KaTO HE ce JIOMycKaT peJeQHU CTeHH B aCUCTEHTCKOTO MOMEIIeHUE



3. B musannara, acenTHUHUS OOKC M CAaHUTApHHS Bb3eN TPAOBa Ja ce rmoJsiara BOJAOYCTOWYHBO
MOKPUTHE, TIO3BOJISABANIO e()EKTUBHO BIAXKHO NOYMCTBAHE U AC3MH(EKINS HAa BUCOUNHA 2 M.

4. IlotoBUTE HACTUIIKK TPsiOBa Aa ca:

a) JIECHO TOYHCTBAIIM C€ B NPUEMHOTO TIOMEIIeHHe (B CEKTOpa, KbIAETO paboTsT
(bapmarneBTHTe), CKJIaI0BUTE OMEIICHUS, ACUCTEHTCKOTO MOMEIICHHE;

0) BOJOHENPOIYCKIMBA M JIECHO IOYMCTBAIIM CE€ 3a THProBCKaTa YacT HAa MPUEMHOTO
MOMEUICHHUE, MUSITHOTO, aCENTHYHHS OOKC U CAaHUTApHUS BH3EIl.

5. (m3m. - IB, 6p. 67 ot 2010 r.) [lomemenusita TpsiOBa A2 UMAT €CTECTBEHO M M3KYCTBEHO
OCBETJICHHE, KOETO Ja OCUTYpsiBa 0€30MacHOCTTa W 37paBeTo Ha paloTemmrTe B anrekaTta W Ha
naruenTuTe. C MPHOPHUTET Ce OCUTYpsiBa €CTECTBEHO OCBeTIeHHE. KoraTo ecTecTBEHOTO OCBETIICHHE HE
€ JIOCTaThbYHO WJIM HE € BB3MOXXKHO Ja OBJe OCHUTYpeHO, C€ Mpujara CMECCHO WM H3KYCTBEHO
OCBETJICHHE.

a) M3KycTBEHOTO OCBETIICHHE B MPUEMHOTO W ACUCTEHTCKOTO MOMEIICHHE HE MOXe Ja Objae
no-manko ot 500 nykca, B CKIal0BOTO MOMeEIlEHUE - He o-Maiko oT 300 nykca, a B CaHUTapHUS Bb3€T
Y U30JIAIMOHHOTO MpeaaBepue - He mo-Manko ot 200 mykca, ceriaacHo BJIC EN 12464-1 "Cernuna u
ocsetyienue. OcperneHne Ha paboTHU MecTa." - yacT | PaboTHu MecTa Ha 3akputo."

6) Ha paGoTHuTe MecTa B IOMEUIECHUATA, KbJIETO C€ IPUTOTBST JIEKAPCTBEHH MPOIYKTH, TPsIOBa
71a € OCUT'YPEHO U JIOKAITHO OCBETJICHHE.

B) B acenTuunus 60kc/cras v mpenaBeprueTo KbM Hesl TpsiOBa Ja ca MOCTaBeHU OaKTEepPHUIUIHU
JIAMITH.

IV. N3uckBanwus mo OTHOIIEHHWE HA OTOTIUTETHATA U BEHTHJIAIIMOHHATA WHCTAAITHS:

1. OrtomnuTenHaTta, BEHTHJIAIIMOHHATA W KIWMaTHYHATA WHCTAJAMS J1a OCHUTYpsSBaT B
MOMEILIEHNATa HOPMATUBHUTE W3UCKBAaHUSA 33 MUKpPOKIMMAT B 30HaTa Ha MpeOHBaBaHE CHIJIACHO
Hapen6a Ne 15 ot 2005 r. 3a TeXHWYECKH MpaBWja ¥ HOPMATHBHU 3a MPOEKTHUpAHE, M3TPaXKIaHe WU
eKCIUIOaTalusl Ha 00EKTUTE U ChOPHKEHUATA 32 MIPOU3BOJICTBO, PEHOC U Pa3NpeesieHne Ha TOIUIMHHA
eneprus ([IB, 6p. 68 ot 2005 1.).

2. (ot™. - ]IB, 6p. 67 oT 2010 T.)

3. (ot™. - [IB, 6p. 67 oT 2010 T.)

V. U3uckBaHus 10 OTHOILLIEHUE HA BOJONPOBOIHATA U KaHAIM3AIMOHHATA HHCTAJIAIHS:

1. BogompoBoaHata ¥ KaHaJdM3alMOHHATa MHCTANAlUs TpsAOBa J1a ca MPOEKTUPAHU CHIIIACHO
Hapen6a Ne 4 ot 2005 r. 3a nmpoekTupaHe, H3rpaKIaHe W eKCILIoaTalliusl Ha CIpagHu BOJOIPOBOJIHHA U
KaHAJIM3AIMOHHU MHCTanauu (06H., [IB, 6p. 53 ot 2005 r.; momp., JIB, 6p. 56 ot 2005 r.).

2. AnTekuTe TpsOBa /a ca OCUTYPEHH C JIOCTaThYHO KOJMYECTBO TOIJIAa M CTy/AEHA BOJA,
oTroBapsiiia Ha n3uckBanuaTa Ha Hapenda Ne 9 or 2001 r. 3a kauecTBOTO Ha BoJaTa, MpeIHA3HAYCHA 3a
nuteiHo-ouToBu nenu (B, 6p. 30 oT 2001 1.).

3. MuBkute TpsOBa Ja ca MOHTHpPAaHU B AaCHCTEHTCKOTO TIOMEIICHHE, MHsUIHATA U
M30JIaIIMOHHOTO MpeJ/IBEpUe Mpe]] CAHUTAPHUSI BH3EJL.

VI. U3uckBaHus N0 OTHOUIEHHUE HA €IEKTPUUECKaTa HHCTAAIMS:

1. (u3m. - 1B, 6p. 2 ot 2012 r.) EnexTpo3axpaHBaHETO U €JIEKTPUUYECKUTE ypendu aa ca
npoektupanu cbriacHo Hapenba Ne 1 ot 2010 r. 3a mpoekTupaHe, M3rpaxaaHe M MOATbp)KAHE Ha
eJIEKTPUYECKH ypea0u 3a HUCKO HanpexeHue B crpaau (/IB, op. 46 ot 2010 1.).

2. (ot™m. - [IB, 6p. 67 ot 2010 1.)

3. (ot™. - [IB, 6p. 67 o1 2010T.)

4. B anTekuTte TpsAOBa J1a € MPOSKTHPaHa U MHCTANALM 3a Tele()OHHN MOCTOBE.

5. (ot™. - [IB, 6p. 67 o1 2010T.)



[Tpunoxenne Ne 9 xbm ui. 17, an. 1

.HeKapCTBeHI/I MNPOAYKTH 110 MCKAYHAPOJIHMU HCIATCHTHW HAWMCHOBAHHWA, UW3HWCKBAIlAU
CbXpPAaHCHUC B OTACIICH HlKa(l) CbC CCKPCTHO 3aKIIIOYBAHC

Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
Amsacrine
Asparaginase
Atracurium
Atropine
Azathioprine
beta-Methyldigoxin
(Biperiden - kpM crincbk Ha 3KHBIT)
Bleomycin
Busulfan
Butylscopolamine
Carmustine
Chlorambucil
Ciclosporin
Cisplatin
Cyclophosphamide
Cytarabine
Dacarbazine
Daunorubicin
Digitoxin

Digoxin
oxorubicin
Epirubicin
Ergotamine
Estramustine

Ethyl biscoumacetate
Etoposide
Fluorouracil
Fotemustine
Galantamine
Hydroxycarbamide
Idarubicin
Ifosfamide
Irinotecan
Lanatoside C
Lomustine
Melphalan
Mercaptopurine
Metandienone



Methotrexate
Mitobronitol
Mitolactol
Mitomycin
Mitoxantrone
Mevacurium chloride
Nalorphine
Naloxone
Nandrolone
Neostigmine
Oxymetholone
Paclitaxel
Pancuronium
Pilocarpine
Pipecuronium bromide
Procarbazine
Pyridostigmine
Rocuronium bromide
Scopolamine
Suxametonium
Tegafur

Teniposide
Tetracaine
Tioguanine
Tubocurarine
Vinblastine
Vincristine
Vinorelbine

[Tpunoxenne Ne 10 kM uit. 18
(U3m. u nom. - 1B, 6p. 81 o1 2015 1.)
MuHumaneH HopMaTuB 3a 003aBekIaHe U 000pyABaHE Ha anTeka

I. IIpueMnO nomenieHue

1. (u3m. - 1B, 6p. 81 o1 2015 r.) Maca (cro0pa3Ho ycioBusTa)
2. Crenaxu

3. PaboTeH cToJ (€proHOMHUYCH)

4. (m3m. - /1B, 6p. 81 ot 2015 r.) Koda

II. Tlomerienre 3a NPUTrOTBSIHE Ha JIEKAPCTBEHU MPOAYKTH MO MarucTpajiHa u (apmaxorneitHa
peuentypa

1. PaGoTHO MSCTO 3a IPUTOTBSIHE HA JICKAPCTBEHH MPOIYKTH 110 MarucTpaiHa u (papmakorneiina
penentypa (KOMIUIEKT)

2. Cton

3. XaBaHH C MeCTULH

4. BazepuiiHu cTbKIa



5. (m3m. - [IB, 6p. 81 ot 2015 r.) Be3nu

6. (ot™m. - [IB, 6p. 81 oT 2015 T1.)

7. JIsXHULIM METaJTHU; HEMETaTHU

8. naTtynu

9. Hoxuna

10. Hox

11. (ot™m. - IB, 6p. 81 or 2015 T.)

12. Mensypu (ot 100 ml; 250 ml; 500 ml; 1000 ml)

13. (ot™. - IB, 6p. 81 ot 2015 T.)

14. (ot™. - IB, 6p. 81 ot 2015 T.)

15. HarpeBarenen ypen

16. Koda ¢ menan

17. Bonna Ganst

18. Crepunuzarop (3a anTeKH, U3TOTBSIIMN CTEPUITHH PA3TBOPH)
19. ABTOKNaB (32 aNTEKH, U3TOTBALIN CTEPUIIHU PA3TBOPH)

20. Cymunen mkad (3a anTeku, U3rOTBAILIU CTEPUIIHU Pa3TBOPH)

I1I. CxiamoBo mmomerieHmne

1. lIkadose cTemaxuu

2. PadroBe crenaxxHu

3. MerayHa Kaca, HETIOIBIKHO 3aKperieHa M CBhp3aHa ChC CUTHAITHO-OXPaHHUTETHA CUCTEMA, 32
ChXpaHEHHWE Ha JIGKAPCTBEHU TNPOJYKTH, CHIBPKANIM HAPKOTHYHU BeMIeCTBa (KOTaTo amnTekaTa ¢
MOJTy4HJIa pa3perieHne 3a padoTa ¢ T€3M BEIIeCTBA)

4. llkad 3a cbXpaHEHHE Ha JICKAPCTBEHU MPOIYKTH OT MpHiiokeHHe Ne 8 CbC CEKpETHO
3aKJIIOYBaHE

5. XJIaguiIHUK - C IMOIXO0 I 00eM

6. PaboTHa maca (cho0Opa3HO yCIOBUSATA)

7. (mom. - 1B, 6p. 81 ot 2015 1.) /IbpBeHU WM METATHU TAJETH (MIPH HEOOXOIUMOCT)

8. (orm. - IB, 6p. 81 oT 2015 T1.)

9. Konnuka (ch00pa3HO yCIOBUSTA)

10. Ctpaba (ch0Opa3HO YCIOBUSATA)

11. TepmoMeThp BbB BCHUKH MTOMEIIEHUS, KBAETO CE€ ChXPAaHIBAT JIEKAPCTBEHU MPOJAYKTH

12. BenTunarop min KIMMaTU3aTop - aBTOHOMEH (CbOOpa3HO yCIOBHATA)

IV. AnTekara TpsOBa aa pasnoJjiara cbe:
1. "'apaepo6 3a 061eK10TO HA TIepcoHana (CbOOPa3HO YCIOBUATA)
2. CTeHHO orjegajo

3. lIxad mmm MsCTO 3a ChXpaHEHHE Ha MEePUIHU MpernapaTt, Ae3MHPEKIIMOHHU MaTepHalu U
ChOPBKEHUS 32 TOUNCTBAHE

4, HpOTI/IBOHO)KapCH HHBCHTApP CbIJIACHO IMPOTHUBOIIOXKAPHUTC U3UCKBAHUS

ITpunoxxenne Ne 11 kpMm wi. 26, an. 2

JJABOPATOPEH OHEBHWUK Ne ...............coceeee.
32 MECEL ..o, rogvHa

Ne | Jata | HaumeHoBaHue | JlekapctBeHa | [lMaptn- | Msapka HaumeHo-

Konu- ‘ En. ‘ CgM ‘ lopeH




€H
no Ha akKTUBHUTE dopma Hgmep 4eCTBO | LUeHa 0o BaHMe Ha

pen CbCTaBKu dopmaTta

[Tpunoxenne Ne 12 xbpm ui. 26, an. 3

[HEBHMK 3a perncTpupaHe Ha NPUroTBSIHUTE B anTekaTa NekapCTBEHN NPOAYKTM NO MarucTpanHa u
dapmakoneriHa peuenTtypa

Ne [ata Ha Rp Ne | CwctaB no Wwe, agpecn |Wme Ha nekaps,| Cpok Ha Mpuroteun
no npuroTesiHe peuenTta Bb3pacT YNH rogHocT
pen Ha 6onHus

[Tpunoxenne Ne 13 xpMm 4. 29
W3uckBaHus 3a CbXpaHEHNE U IPUTOTBSHE HA JICKAPCTBEHU NIPOAYKTH B aNTeKaTa

1. CpxpaHEHHETO Ha JIGKAPCTBEHW M TIOMOIIHM BEIIECTBA Ha Pa0OTHOTO MSCTO Ha JIUIETO,
KOETO M3TOTBS JICKAPCTBEHU MPOJAYKTH 110 MarucTpajiHa u ¢papMakoreiiHa perentypa, ce u3BbpiiBa npu
CTa3BaHe Ha CIICJHUTE MTPaBHJIA;

a) MpaxooOpa3HUTE JICKAPCTBEHH BEIIECTBA CE HAPEKJAT OT JsACHATA CTPaHA, a TCYHUTE - OT
JsBaTa CTpaHa Ha PabOTEIINs;

0) MOIpeXIaHEeTO ce€ W3BBPIIBA MO a30ydeH peJ IO HayuH, MO0 KOWTO ce H30srBa
HETOCPEICTBeHaTa OJIM30CT Ha JIGKAPCTBEHUTE BEIIECTBA C OJIM3KM HAMMCHOBAHUS WM CXOJHU IO
BBHIIICH BUI;

B) JIGKAPCTBEHU BEIECTBA 33 BHHIITHA U BHTPEIIIHA YIIOTPeOa ce MOAPEXIaT OTICIHO;

T') JICKQpCTBEHH BEIIECTBA, KOWTO BJIM3AT B ChCTaBa HA JICKAPCTBEHH MPOIYKTH OT MPHIIOKCHHE
Ne 8, ce cpxpaHsBaT OTIENHO OT APYTHTE, HA caMaTa Maca WM B OTAEJeH mKad; BbpPXy €TUKETUTE ce
O3HAayYaBaT €JHOKPATHUTEC W JCHOHOIIHUTE MAaKCUMAJIHU JI03U; HAUMEHOBAHHETO Ha JICKAPCTBEHOTO
BEIIECTBO C€ M3MUCBa Ha Osu1 GOH c uepBeHU OYKBHU; 3aqbJDKUTENHO Ha mikada (aucka, padra) ce
noctaBs Haanuc "JIekapcTBEHO BEIECTBO, HA OTICIHO ChXpaHEHHUE'"; He ce pa3peliaBa ChXPaHECHUETO
Ha HAPKOTUYHHU JICKAPCTBEHU BEIIECTBA HA PAOOTHOTO MSCTO.

2. Jlumero, KOETO MNPHUIOTBS JICKAPCTBEHHW MPOJAYKTH MO MarucrpajiHa u QapMmakorneiHa
pelenTypa,3aIbKUTETHO Cla3Ba CIETHUTE MpaBUIIa:

a) TpeIu HM3rOTBSHE Ha JIEKApCTBEHMsI MPOAYKT MPOYHMTa pelernTara, Karo MPUCTHIIBA KbM
pabota camMo B ciyyail, KoraTo pelenrtara € MpaBWJIHO HAMUCaHa W HsIMa CHhbMHEHHE OTHOCHO
J03UPOBKATa WJIM HAWMEHOBAHHETO HA JIEKAPCTBEHOTO BEIECTBO;

0) mpu OTMepBaHE Ha JIEKaPCTBEHOTO BEIECTBO IPOBEpsSBAa MPABHIHOCTTA Ha B3ETOTO
JIEKapCTBEHO BEIIECTBO, KaTO CBepsSBa HAMMEHOBAHHWETO B pelenTara ¢ ToBa Ha OaHKaTa Mpeau
OTMEpBaHe M Clie]] OTMEPBAHE; IPU OTMEPBAHETO € HEOOXOIMMO Ja ce IbpKHM OaHKaTa B JsCHATa phKa



110 TaKbB HAYMH, Y€ HAAMUCHT Ja Obe OTIPE U J1a MOXKE Ja Ce UeTe;

B) OTMEpBA B IMPUCHCTBUETO HA PHKOBOAMTENS Ha alTeKaTa WM ONpPENeNieH ChC 3aloBe] OT
Hero (hapMareBT HAPKOTUYHHM JICKApCTBEHH BEILECTBA; HA OOpaTHATa CTpaHa Ha pelernTaTa ce HamucBarT
HAaMEHOBAHHMETO U KOJMYECTBOTO Ha JIEKAPCTBEHOTO BELIECTBO, CJIE KOETO JBaMaTa ce MOIHICBaT;

') Clle[l M3rOTBSHE Ha JeKapcTBeHara (hopMma oOlle BeIHBK MPOYHTa perenrtaTa u MpoBepsBa
MIPABUITHOCTTA Ha B3ETUTE ChCTABKU U JIO3H;

J1) HE CbXpaHsBa Ha PabOTHOTO CHU MSCTO WM3TOTBEHM JIEKAPCTBEHU HPOAYKTHU O€3 E€THUKETH,
HA/IMUCH, TTAPTUIAHA HOMEPA, J1aTa Ha TPUTOTBSHE, HAYMH Ha CbXpaHEHHE, CPOK Ha TO/IHOCT;

€) MpPH M3IOJI3BaHE HAa BE3HHTE CE CIIAa3BaT YKa3aHUATA HA MPOU3BOAUTEIS; TP OTMEPBAHETO
HE CIie/iBa Ja ce MPEeBHIIaBa MpeIeTHaTa HATOBAPEHOCT, KOSTO € 0003HaUeHa Ha BE3HUTE;

) pasmnoJjara ¢ TabJauIa 32 MAKCUMAITHUTE U €IHOKPATHUTE 03U Ha JIEKAPCTBEHUTE MPOIYKTH,
CHIBPIKAIIN HAPKOTUYHHU BEIIIECTBA,

3) B Kpas Ha paboTaTa /1a OCTaBs pabOTHOTO CH MSCTO B ITbJIEH MOPSIBK;

M) HE W3rOTBA €THOBPEMEHHO HIKOJKO JIEKAPCTBEHW TMPOAYKTH 10 MAarucTpajiHa u
(hapmakorieitHa perentypa;

i) ocTaBs Bcsika OaHKa Ha MSICTOTO M CJie]] CBBPIIBAHE HAa paboTarta ¢ Hesl.

3. B cki1amoBoTO OMEIIeHNE ChXPaHEHNETO Ce M3BBPIINBA MPH CIIa3BaHE Ha CIICIHUTE NpaBUIa:

a) JIEKapCTBEHU MPOJIYKTH, C U3KIIOUCHUE Ha MPUTOTBSIHUTE TI0 MAarucTpaiHa u (hapMakorneitna
pelenTypa, ce ChbXpaHsBaT BbpXY padTOBE WIH B JOOpE 3aTBOPEHH MKa(dOBE;

0) JIeKapCTBEHUTE MPOIYKTH B TPAHCIIOPTHA OMIAKOBKA M CAHUTAPHO-XUTHEHHUTE MaTepUaIN Ce
CBbXpaHSIBaT BbPXY CKapH;

B) JICKAPCTBEHUTE TPOIYKTH ChC CHITHA MUPHU3Ma C€ ChXPAHSBAT OT/CITHO OT APYIUTE BHIOBE B
no0pe 3aTBopeHu 1kadose;

I') CaHUTAPHO-XUTMEHHUTE MaTepHhaiu, Ne3WH(EeKUHOHHUTE, AepaTU3alMOHHUTE CPEACTBA,
KO3METUYHHUTE CpEACTBa, pa3pelleHH 3a mpojakda B anrTekara, ce CbXpaHsABAT OTAEIHO OT
JIEKapCTBEHUTE MPOIYKTH;

1) Ha BBTpEIIHATAa CTpaHa Ha BpaTaTa Ha MeTaJHUs IKad WM KacaTa, KbJETO Ce ChXpaHsIBaT
JIEKapCTBEHH TMPOAYKTH, ChAbPIKAIlM HAPKOTUYHHM BEIIECTBA, CE€ MOCTaBAT Haamnuc "JlekapcTBeHH
MPOJYKTH, CHABPXKAIIM HApPKOTUYHHM BellecTBA" M CIUCHK Ha JIEKAPCTBEHUTE MPOJIYKTH, KOUTO Ce
CbXpaHSABAT B HEro, C O3HaUYE€HUE Ha MAKCHUMAIITHUTE JI03U;

€) KJII0YOBETE OT METAIHMs IIKad MM Kaca ce ChXpaHsIBaT OT PHKOBOJIUTEINS HA anTeKara Win
OTIpeJIeNieH OT HEro ChC 3aroBe] Ipyr (papManeBT;

k) B 1KadoBere no OykBa "a" ce cbXpaHABaT BE3HUUKUTE M BCUYKHU JIPYTU ypeau U MpuoopH,
HeoOxomuMu 3a paboTa C JIEKapCTBEHU MPOAYKTH, ChABPXKALIM HAPKOTUYHH BELIECTBA, KOUTO Ce
ynoTpeodsBar caMo 3a Ta3u Led;

3) HaAMKCHUTE HAa OAHKUTE C HAPKOTUYHH JIEKAPCTBEHU BEILIECTBA ca C OsJ1 IBAT Ha uepeH (oH, ¢
03HAYEHHE HA MAKCUMAIIHUTE €THOKPATHU U JICHOHOIIHU JI03U;

1) M3TOTBEHUTE B alTeKaTa JIGKAPCTBEHU MPOAYKTH, ChIbpPXKAIIU HAPKOTUYHH BEIECTBA, CE
CbXpaHSBAT B KacaTa UJIH JKeJIe3Hus mKad;

i) OMJIKMTE B CKJIJOBOTO IOMEIIECHHE CE€ ChXPaHSABAT OTACIHO OT JPYTUTE JIEKApPCTBEHU
MIPOJIYKTU B 10Ope 3aTBOpeHU 1IKadoBe;

K) JIEKapCTBEHU MPOJYKTH, IMOKa3adM HEChOTBETCTBUS C HM3UCKBAaHHUATA KbM KauyecTBO, C
U3TEKBJI CPOK HA FOJHOCT, C HApYLIEHU IIbPBUYHA UM BTOPHYHA OMAKOBKA CE€ ChXpaHSIBAT OTJEIHO OT
JPYrUTE JEKAPCTBEHU MPOAYKTH Ha OIpPEENIeHO 3a LEITa MACTO C TPaHO CUTHAJIHO 00O3HAueHHe, ue
ca GJIOKUpAHU.

[Tpunoxxenne Ne 14 kpm ui. 29



(M3m. - [IB, 6p. 2 oT 2012 1.)
3paBHU U MPOTUBOCTIMACMUYHH N3UCKBAHUS MPH padoTa B alTeKu

I. TlouncTBaHe Ha TOMEIICHHUITA U MEOCITUTE B alITEKUTE

1. (m3m. - JIB, Op. 2 ot 2012 r.) [lomemienusara ce MOAIBbpPKAT YUCTU. EXKETHEBHO WM IpH
3aMBbpCsABaHE Ja C€ W3BBPIIBA BIAKHO IMOYMCTBAHE W JIE3MH(EKIHS Ha I0Ja, MOBBPXHOCTHTE Ha
Me0enuTe, armmaparypara u jp.

2. ExxeronHo n1a ce u3BbpIBa 00sAMCBAaHE HA CTEHUTE HA MIOMEILICHHSTA.

3. MuBKHUTE Ja ce TOAIbPKAT MOCTOSIHHO YUCTU. 3a0paHsBaT Ce 3aCTOSIBAHETO U HATPYITBAHETO
Ha CBHJIOBE, XaBaHHU, MOCOOUS M Jp. 3a BCsIKa MHBKA Ja C€ OCHUTYpPSBAT MHUEIIM U JC3MH(DEKINOHHU
MperapaTé ¥ CPeCTBA 3a MOJICYIIaBaHe Ha PBIETE 3a eHOKpAaTHA YoTpeoa.

II. O6paboTBaHe Ha CHOPBKEHUATA, IPUOOPUTE U CIIOMAraTeIHUTE MaTepHaiIn

4. Cnen ynotpeba CBHIOBETE M YpEeIUTE 3a NPUTOTBSHE HA JIEKAPCTBEHU MPOIYKTU IO
(dapMakomeiiHa ¥ MarucTpajiHa perentypa ce IMOYHCTBAT MEXaHWYHO, JIe3WH(EKIUpaT, WU3MHBAT U
n3cymasar. [Ipu npuroTBsiHe Ha Pa3TBOPH 32 OYU W PA3TBOPH 32 MAPEHTEPAITHO MPUIIOKEHUE CHIIOBETE
ce crepuinsupar B cymnuiss npu 160 °C.

5. Bcuuku chlIOBE, KOUTO C€ M3IOJI3BAT 32 ChXpAaHEHWE Ha JIEKapCTBAaTa M MPUTOTOBICHUETO
UM, Jla ca 63 MeXaHWYHU JAe(DEeKTH U ChC 3ara3eHa IsuIoCT.

6. V3MuTHTE M M3CYIIEHN CTHKIIA U CHIIOBE C€ 3alyIIBAT ChC 3alyIIAIKH M CE ChbXPaHSBAT B
IUTBTHO 3aTBapsll ce mkad, 4uaro u3paboTKa MO3BOJIABA JIECHO U e(eKTHBHO mouucTBaHe. Ha
ACHCTEHTCKATa Maca Jia ce MOCTAaBAT CaMO MaTbK Opoil Ch/I0BE, HEOOXO UMM 3a TIpsikaTa padoTa.

7. IlopuenaHoBUTE, CTHKIEHUTE U IUNIACTMACOBUTE OYpKAaHU U KyTHUH CE€ ChXpaHsBAaT B HIKa(oBe
WA YeKMEeJDKEeTa.

8. OmakoBKHTE M 3alyIIAJIKUTE, KOUTO LIE C€ M3MOJI3BAT 3a ChXpaHEHHWE HA JIEKAPCTBEHU
dbopmu 3a oum, TpsiOBa Ja ce ChXpaHSABAT W 00pabOTBAT MO HAYMH, KOMTO Ja OCUTYpHU TSAXHATa
CTEPHJIHOCT.

9. Be3nute ce noabpKat U MOYUCTBAT ChOOPA3HO yKa3aHMATA, NAJAE€HU OT IPOU3BOJUTEII.

10. XurpockOnu4HUAT NamykK, GUIThpHATa XapTUs U MapiiiTa, ynoTpeOsBaHu 3a (GuiITpUpaHe
Ha TEYHHM JIEKapCTBa, CE Ma3sT B 3aKPUTU OAHKU C NUIN(OBAHU 3aITyIIATIKY.

11. Kancynure 3a mpaxoBe, nmapapUHUpaHUTE U NEPraMEHTOBUTE XapTUU C€ CbXpPaHsABaT B
IUTBTHO 3aTBapsILLU Ce YEKMEKETa Ha aCCTEHTCKaTa Maca B KOJIMYECTBA 3a HE IoBeYe OT 2 - 3-IHEBHA
ynotpeba. 3anacute OT COMaraTelIHi MaTepually, 3alyIIaaky, GUITbpHA XapTus, KallCylIu U IpYTH ce
ChbXpaHABAT IIPU XUTMEHHU YCIOBHUS B 3aKPUTH IIKadoBe.

12. 3a ne3suH(pexknMs Ha MOMEIIEHHATa U ChIOBETE B ANTEKUTE Ja CE H3IO0JI3BaT Camo
Ne3MH(EKTaHTH, 32 KOUTO MMa H3IaJeHO pa3pelleHHe 3a IyCKaHe Ha Ma3apa OT MHUHHMCTbpa Ha
31paBeonasBaHeTo. [Ipu u3nosn3BaHeTo Ha JE3MH(EKTAaHTUTE 3aIbJDKUTEIHO CE CIa3BaT YCIOBHUATA Ha
U3Ja/IEHOTO pa3pelleHre U yKa3aHUATa, 1aJeHU OT MPUTEKATEN Ha Pa3peleHHeTo.

13. Ha crepuiunzanus B anTekara NoJyieXar CThbKICHH U MeTallHu cbaoBe. ChI0BETE ce yBUBAT
B yMcTa aMmOalla)kHa XapTus U CleJl CTepHJIM3alus ce ChXpaHsABAT Taka YBUTU 10 ymoTpebaTa UM B
YHUCTH 3aTBOpeHH 1Kadose. [Ipu crepunmsanusiTa B anTekaTa ce cras3Ba CICIHUAT PEXKUM:

ABTOKIJIaBUpaHe
TemnepaTypa Bpeme Ha HansaraHe Ha
Ha napaTta B °C Bb34ENCTBUE napara B paboTHu
B MUHYTU aTtmocdepu
112 45 0,5
121 25-30 1,0




134 | 10-12 | 2,0

Crepunusanus cbC CyxX ropell Bb3ayX B CyXU CTEpUIN3ATOPU

TemnepaTypa B °C Bpeme Ha Bb3aencTeme
B YacoBe
160 2
170 1
180 0,5

14. Jle3undexnus Ha pbleTe Ha pabOTEIUTe B aCeNTHYHMS OOKC Ce M3BBPIIBA MPH CICTHUTE

YCIIOBHS:
O6ekT Mpenapat HayuH Konu- Ekcno-
n % Ha Ha npw- 4ecTBO 3uums
pasTBopa noxeHuve B cm® B Mu-
HYTM
XurueHHa a) 70 % eTtnnos o6Tpu- 3-5 2
Oes3nHdek- ankoxon + 5 % BaHe
unsa Ha pb- rLepvH
uete
©) MaHycTepon 3-5 1/2
B/koHUEeHTpUpaH
B) 4 % BogeH 10 1
pasTBoOp Ha
OesunHdpekt B
r) 0,1 % sogeH 10 2
pasTBOp Ha xnbu-
TaH rNIoKoHaT
1:1000

III. ITony4yaBaHe, cbXpaHsiBaHE M MPOBEPKA HA MPEUMCTEHATa BOJA, IPEBbP30UYHUTE MATEPHUATHI
U Apyru

15. Ilpeuncrenara Boja, KOATO CE€ M3MOJI3Ba B anTeKaTa 3a MPUTOTBSHETO HA JIEKAPCTBEHU
MPOJIYyKTH MO MaructpajiHa u ¢apmakorneliHa pelentypa, ce HpuroTBs chriaacHo EBpomeiickara
¢dapmaxomnes. Jlomycka ce H3MOJ3BAHETO Ha IMOJydYeHAa H3BBH alTeKkara MpevyrcTeHa BOJa, KaTo
chOTBETCTBUETO ¢ EBporneiickata ¢papmakories ce ya0CTOBEpsIBa CbC CbOTBETHUTE JIOKYMEHTH.

16. Ilpeunctenara BoAa ce ChXpaHsBa Ha MPOXJIATHO MSICTO, B YHUCTU 3aKPUTH CTHKICHU
ChJI0BE, 100pe MPOMUTH MPEABAPUTEIHO C IPEUUCTEHA BOJIA.

17. Crpknara 3a chXpaHsiBaHE Ha BOJaTa Ha aCHCTEHTCKaTa Maca ce NMPOMHBAT C MPEYHUCTeHa
BOJIa €/IUH BT JHEBHO.

18. IlpeBbp3ouyHHMTE MaTepHalld C€ CBhXpaHSIBAT CBIJIACHO YCIOBUATA, IOCOYEHH OT
npou3BoauTeNs. 3a0paHsBa ce MOCTAaBsIHETO HAa MPEBbP30YHU MaTepuaId Ha MOJa, HaJ MeOeIuTe U Ha
OTKpUTO. MecTaTa 3a ChbXpaHEHHE Ha MPEBbP30UHUTE MaTepUaId Ce MOYMCTBAT €KEMECEYHO C YHCTa
KbpIa, HaBlaXHEHa ¢ Je3uH(ekunoHeH pa3TBop. Heobxomumo e ma ce B3eMaT BCHYKH MEPKU 3a
OTa3BaHETO UM OT BIiara, 3amapBaHe, IpU3ayd U MHCEKTH, IIPax U OT'bH.

19. JlekapcTBeHM TMpPOAYKTH, C HU3KIIOUEHHWE HA TMPUTOTBIHUTE [0 MarucrpaiHa u
(dapmakormneiiHa perentypa, ce ChXpaHSBaT CHIVIACHO M3UCKBAHUATA, OMPEACTICHH OT MPOU3BOJAUTEINS.
AKTUBHHTE BEIIECTBa, MPEJHA3HAUYCHHU 3a MPUTOTBSAHE M0 MarucTpaiHa u ¢apMakoreiHa pelentypa, ce
ChXPaHSABAT CHIIIACHO M3UCKBAHUATA Ha JielicTBamara ¢hapMakornes Uil MPOU3BOAUTEINSL.

IV. 3npaBHM n3MCKBaHUS NPU OTAEIHNUTE TEXHOJOTUYHU NPOLIECH
20. TexXHOJOTMYHHUTE MPOLECH NPU M3TOTBSIHE HAa MAaruCTpajHH JIeKapcTBeHH (opmMu B
anTeKaTa C€ ChCTOAT OT OTAEIHM €TalM M Olepaly, KOUTO CE OCBIIECTBSBAT IPU CIIAa3BAaHETO HA



TEXHOJIOTUATA HA IPUTOTBSIHETO UM U CHOIIOIaBaHe MpaBHiIaTa 3a JIMYHATA XUTHEHA.

21. OcHOBHTE 32 OUYHU Ma3H MPEIBAPUTEIHO CE PA3TOIBAT, yTasiBaT, PUIATPYBAT U ChXpaHIBAT
B TPEABAPUTEIHO CTEpWIM3HpaHH J00pe 3aTBOPEHHM OaHKM IO HAYMH, KOMTO OCUTYpsiBa TSAXHATa
CTEPUIIHOCT.

[Ipu mpuroTBsiHe Ha JIEKapCTBEHU (POPMH, BKIIOYUTETHO M C AHTUOMOTHIM, C€ CHa3BaT
IpaBuiIaTa 3a 100pa MpOM3BOICTBEHA PAKTUKA.

Koraro TexHonormsra Ha JeKapcTBeHHUTe (OPMH HM3UCKBA M3IMOJI3BAHETO HAa ACENTUYHU
METO/IY, T€ CE€ OCUTYPSIBAT OT PHKOBOJUTENIS Ha allTeKara.

22. 3a orpeOBaHETO Ha XaBaHMUTE OT Ma3M U IPAXOBE CE€ M3IOJ3BAT IJIACTMACOBU IUIAKH.
VYnorpebara Ha KapTOH 3a Ta3H LN HE Ce JIOMyCKa.

23. I'bprioTO ¥ 3alylIaIKUTE HA Ba3epUHHUTE CTHKJIA, M3MOJ3BAaHU 3a padoTa, ce MOJIbpKaT
YHCTH.

24. KoHIIEeHTpUPAHUTE PA3TBOPU CE U3TOTBSAT C IPEUUCTEHA BOJA.

25. IIpu U3roTBSHETO HAa JIEKapCTBEHUTE POPMU ce ChOII0JaBaT MpaBuUjaTa Ha XUrMueHaTa, Kato
ce u30srBa Bcsika Bb3MOKHOCT 32 3aMbPCSBAHETO UM. 3a LeNTa:

a) IpU M3TOTBSHETO HA JIeKapcTBeHaTa (opMa, M3MCKBAIlla CHIPUKOCHOBEHUE C pbKaTa, ce
M3M0JI3BAT CTEPUIIM3UPAHN PHKABHUIM 32 €IHOKpaTHA yoTpeoa;

0) Be3HUTE ce U3TPUBAT CJe]l BCAKO OTMEpPBaHE Ha JIEKapCTBEHUTE BELIECTBA;

B) cJeJl OTMEpBAaHE Ha JIEKapCTBEHU BEIECTBA ChC CHJIHA MUpPHU3Ma BE3HUTE C€ U3TPHUBAT ChC
CIUPT.

V. Mepku 3a nuuHa npoduaakTuka

26. Ilpu omacHOCT WMJM TMOSIBAa Ha EMHAEMUM OT KamnkoBM HHGEKUUU ¢apMaleBTUTE U
MTOMOIITHHK-(apMaIeBTUTE 3aAbJDKUTEIHO HOCSAT MackKh 3a €JIHOKpaTHa ymotpeba. [Ipm pabora ¢
JIEKapCTBEHH MPOAYKTH, YUATO 00paboTka € CBbp3aHa ¢ OTHAESHE Ha Mpax, KaKTo U APa3HEUId U JIECHO
M3MapsBalM Cce TEYHOCTU Ja C€ M3MOJ3BAT MPOTUBOINPAIIHA MACKU, ChIIO M XUPYPTrUYECKH PbhKaBUIIU
TaM, KbJ€TO MaHUIYJIallMHUTE TI03BOJIABAT TOBA.

27. Bceku (apManeBT M TOMOITHUK-(papMareBT MpPead TPUTOTBSHE IO MarucTpajiHa H
(dapmakoreiiHa pelentypa U3MHUBa PbIIETe CU C TOIJIA BOJA, CAallyH U YeTKa.

28. dapmareBTUTE U MOMOUIHUK-(papMaleBTUTE paboOTAT B amnTekara ¢ YHCTO pabOTHO
001eKI0.

29. 3abpansiBa ce BiHM3aHETO B PaOOTHHUTE IMOMEIICHUS Ha anrekara 0e3 4ucTo paboTHO
00JIeKJI0, KaKTO ¥ U3JIM3aHETO C TAKOBA U3BBH allTeKaTa.

[Tpunoxxenne Ne 15 xpm un. 376, an. 3

(Hogo - IB, 6p. 81 ot 2015 r., npeaumxo Tpunoxenue Ne 15 kem un. 376, an. 2 - /1B, 6p. 24
oT 2017 r., ot™. - IB, 6p. 79 0T 2017 1.)



