HAPE/JIBA Ne 28 OT 9 IEKEMBPH 2008 I'. 3A
YCTPOUCTBOTO, PEJA U OPTAHU3ALIUATA HA
PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA HA
JIJEKAPCTBEHUTE INPOAYKTH

H30a0ena om munucmovpa Ha 30paseonazéaremo

Ob6n. JIB. 6p.109 om 23 oexemepu 2008z., uzm. JB. 6p.67 om 27 aseycm
20102., usm. [AB. 6p.2 om 6 snyapu 20122., usm. u oon. /{B. 6p.81 om 20 oxmomepu
2015e., usm. u oon. /IB. o6p.24 om 21 mapm 2017e., uzm. u oon. /[B. 6p.79 om 3
oxmomepu 20172., usm. /[B. 6p.95 om 16 noemepu 20182., usm. u oon. /IB. 6p.2 om 8
anyapu 2021z., usm. u oon. /[B. 6p.64 om 9 ascycm 20222., usm. /[B. 6p.85 om 10
oxmomepu 2023e., usm. /[B. op.105 om 19 oexemepu 20232.

Pazgean 1.
O01mM MoJ10KeHu s

Un. 1. (1) (U3m. - [IB, Op. 2 ot 2021 r.) C Tazu Hapenba ce ompenemisT
YCTPOMCTBOTO, PEIBT W OpraHW3almsITa Ha padoTa HA aNnTeKUTe, KAKTO U
HOMEHKJIaTypaTa Ha JIEKAPCTBEHUTE M APYTU MPOAYKTH, KOUTO CE€ Mpeljarar B TIX
chriacHo npuiioxeHue Ne 1.

(2) (dom. - JIB, 6p. 64 ot 2022 r.) B anTekara Morar Jia ce ImpoJiaBat upe3
aBTOMAT, PA3MOJIOKEH B IPUEMHOTO TIOMEIICHHE JICKAPCTBCHH MTPOTYKTH, TIOCOYCHU B
CIIUCBKA 1O npuiioxeHue Ne 2.

Ui 2. (1) BpHITHOTO M BBTPEIIHOTO OGOpPMIICHUE HA MOMEIICHUATA Ha
anTeKaTa ce CchoOpassBaT ¢ €CTECTBOTO Ha HU3BBPIIBAHUTE B HEs cCrenupuuHu
JEHHOCTH.

(2) (Hom. - 1B, 6p. 79 ot 2017 r.) Anrekara 3abJ>)KUTEIHO UMa BHHIIIEH
Haamuc "AIITEKA", uznucan Ha Os1 ¢oH ¢ TbMHH OyKBH, KOMTO MMa 3a el Ja
0003HauM BHU/Ia HA 3IPAaBHOTO 3aBE/ICHUE U HE TIPEJICTABIIABA pEeKIaMa.

(3) Ha BuaHO MsCTO B MPUEMHOTO MOMEIIEHHE Ha anTeKkaTa ce MOCTaBs
nH(OopMaIrsa OTHOCHO U3/1aJIECHOTO pa3pelieHue ChriaacHo npuioxenue No 3.

(4) 3abpansiBa ce peKJIaMHpaHETO HA THPrOBCKATa JEWHOCT Ha anTeKara,
CBBP3aHa C II€HU, OTCTHIIKHU, TOJAPBIM U PYTH HA JIEKAPCTBEHU MPOIYKTH, KOUTO CE
OTIYCKAT MO JIEKAPCKO MpEANCaHuE.

Un. 3. (1) B antekata ce cbxpaHsBa HHQOpMAIHs, OCUTYpsBaIla
MPOCIIEIIBAHETO HAa CTOKOBUTE HAJTMYHOCTH TIO ACOPTUMEHTU U MAPTUIHU, KOSITO CE
W3MOJ3Ba W TpHU MOJy4YaBaHE HA YBEJOMJICHHE 3a OJIOKMpaHe WM H3TerjsHe Ha
JIEKapCTBEHUTE MPOTYKTH.

(2) (U3m. - [IB, 6p. 2 ot 2021 r.) AnTekara uMa reyat, HOCelll HoMepa U
JaTaTa Ha U3aJ€HOTO Pa3pelieHne 3a ThProBHUs Ha IPEOHO ¢ JIEKapCTBEHU MPOIYKTH,
KOWTO C€ TIOCTaBs BBPXY BCHUYKM JIOKYMEHTH, CBBP3aHM C OTIYCKaHETO Ha
JIEKapCTBEHH MPOIAYKTH.

(3) B anTekara ce BoJiM U ChXpaHsiBa JHEBHUK Ha U3IIBbJIHEHUTE PELENTH
CBINIACHO npuitokeHue Ne 4.



(4) (Hosa - /1B, 6p. 64 ot 2022 r.) AnTekara moaabpska antedeH codpryep,
OCHTYpSIBAI] HOPMATHOTO (DYHKIIMOHUPAHE HA TIPOIleca MO OTITYCKaHE Ha JIGKAPCTBEHU
NPOJYKTH, BKJIFOUUTEITHO U Ha JICKAPCTBCHHUTE MPOJYKTH, 3aIlIalllaHi HAIThJIHO WU
Y4acTHUYHO OT OropkeTa Ha HarmonanHaTa 3/[paBHOOCUTYPUTEIIHA Kaca.

Ui 4. (1) Besika anteka pasmnosiara ¢ JISKapCTBEHU MPOIYKTH OT BCHYKH
AQHATOMOTEPAIIEBTUYHHU I'PYIIU CBIVIACHO IpHIIoKeHue Ne 5.

(2) (U3m. - 1B, 6p. 2 ot 2021 r.) B anrekaTta ce mpojaBaT XpaHUTEITHHA
N00aBKH, KOUTO OTTOBAPST HA M3UCKBAHHUATA Ha 3aKOHA 32 XPAHUTE U MOJ[3aKOHOBUTE
AKTOBE MO MPUJIATaHETO MY.

Un. 5. (U3m. - [IB, 6p. 2 ot 2012 r.) B anTekuTe mMoraT aa ce npojaaBaT
KO3METUYHH MPOTYKTH.

Un. 6. Jlumero, MOJYYWJIO pa3pelieHWE 3a THPTOBUS Ha APEeOHO C
JIEKapCTBEHH MPOAYKTHU, 3aKyIyBa JIEKApCTBEHU MPOAYKTH CaMO OT ThPrOBIU Ha €1Ipo,
MOJTYYHJIM  pa3pellieHre/yJOCTOBEPCHUE 3a PETUCTpallds 32 THPrOBHS Ha €IpO C
JIEKApCTBEHU MPOAYKTH MO pea Ha 3aKOHA 32 JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa
meauina (3JIIIXM).

Un. 7. Jlumero, MOMYYWSIO JIMLEH3US 32 THPTOBUS Ha JpeOHO W
CbXpaHsBaHE Ha JIEKapCTBEHH MPOIYKTH, ChIIbpPKAIY HAPKOTUYHH BEIECTBA, CIa3Ba

M3UCKBAHMATA Ha 3aKOHA 32 KOHTPOJ HAa HApPKOTHYHUTE BEUIECTBA M MPEKYPCOPUTE
(BKHBII).

. 8. (U3m. - JIB, 6p. 2 ot 2012 r.) AnTeKkuTre, KOUTO HA OCHOBAHUE YJI.
222, an. 6 u un. 225 3JIIIXM ce pbKOBOAAT OT MOMOIIHHUK-()apMaleBTH, MOTaT Jia
npojaBaT caMO JICKapCTBEHM MPOAYKTH, KOUTO C€ OTIycKaT 0e3 IeKapcKo
TpeIIMcaHue.

Y. 9. (1) Ha HenbJIHONETHU JIMIIa HE MOTaT Jia c€ OTIyCKaT U MpojaaBatr
JIEKapCTBEHH MPOTYKTH, KOUTO C€ OTITYCKAT IO JIEKApCKO MpeucaHue.

(2) (dom. - IB, 6p. 2 ot 2012 1., u3m. - [IB, Op. 2 ot 2021 r.) 3aOpansiBa
Cce JIOCTaBKaTa Ha JIEKapCTBEHH MPOJIYKTH JI0 KpaeH MOTpeOUTeN Mo 3asBKa, C
M3KJTIIOYEHUE Ha cirydanTe mo wi. 234, an. 6 3JIIIXM.

(3) (dom. - IB, 6p. 2 ot 2012 r., u3m. - /IB, Op. 64 ot 2022 r.) 3abpansiBa
ce OTHyCKaHE W TMOKYNKO-TIpojak0aTa Ha JIEKapCTBEHH MPOAYKTH W3BBH
MOMEIIEHUSTA, 32 KOUTO afTeKara € MoJyunsa pa3pelieHne 3a OTKpUBaHe Mo pea Ha
3JIITXM, ¢ u3kitoueHue Ha cirydaute mo wi. 234, an. 6 3JIIIXM.

Ui 9a. (Hos - IB, 6p. 79 ot 2017 1., u3m. u gom. - JIB, 6p. 2 ot 2021 1.)
JleiiHocTTa Ha amnTeKUTEe ce OChIIecTBsiBa choOpazHo IIpaBuiara 3a go0pa
¢dapmalieBTUYHA IPAKTHKA, IPUETH ChITIACHO Wil 5, ai. 1, T. 3 oT 3akoHa 3a ChClIOBHATA
opranu3zaiys Ha Mmaructep-gpapmareBture (3COM®) u cbriacHo mpaBuiara 1o ui. 8,
an. 1, T. 5 or 3akoHa 3a CBHCIOBHUTE OPraHU3alMU Ha MEIUIMHCKUTE CECTPH,
aKyLIIEepKUTE M ACOLMUPAHUTE MEIUIMHCKH CHEIHMATINCTH, Ha 3bOOTEXHULIUTE U Ha
nomouHuk-papmaneTute (3COMCAAMCIIID).



Paszpgea I1.
YCTpoiCcTBO HA anITeKUTe

Un. 10. (1) Anrteku morar jaa ce OTKpUBaT B IIOMEIICHUS ChC
CaMOCTOSITEJICH BXOJl, PAa3MOJOKEHH Ha IbpPBU HAJA3E€MEH €TaX, JOCTBhIIHU 3a
MOCETUTEIIMTE U MOJIXOSAIIM 3a U3BbPIIBAHE HA IeHHOCTUTE 110 Wwi. 219, an. 1 3JITIXM.

(2) (U3m. - B, 6p. 2 ot 2012 r.) Jlunata mo wr. 222, an. 1 3JIIIXM
OCUTYpSIBAT CHOTBETHUTE YCIIOBHUS 3a JOCTBII 10 MOMEILIECHUATA, B KOUTO € OTKpUTA
arnTeKara, U 3a Xopa ¢ YBPEXKIaHHUsL.

(3) U3uckBanusaTa o ai. 1 u 2 32 MECTOHAXOXKJACHUETO HE CE€ OTHACAT 3a
alTEKUTE Ha JIeueOHnTe 3aBenenus mo wi. 222, an. 4 3JITIXM.

Un 11. (M3m. - B, 6p. 79 ot 2017 r. (*)) (1) 3a momyyaBaHe Ha
paszpeleHue 3a ThproBus Ha APeOHO C JIeKapCTBEHU MPOAYKTH 3asBUTEIIUTE M0/1aBaT B
M3nbiautennarta arennus no JyekapcerBata (MAJ]) 3aaBienne o o6pasel, yrBbpAeH
OT U3MBJIHUTENHUS OUpeKTop Ha M3mbiaHWTENHATa areHuusl MO JieKapcTBaTra IIo
IpEeJJI0KEHUE Ha eKCIIEPTHUS cbBeT 1o wi. 176 3JITIXM.

(2) 3a momywyaBaHe Ha pa3pelieHHe 3a pa3KpHBaHe Ha anTeka 3a
3aJI0BOJISIBAHE Ha COOCTBEHHUTE HYXIH PHKOBOUTEIIUTE HA JICUCOHH 3aBEICHHUS 110 UII.
222, an. 4 3JIIXM mnomaBar B WMAJl 3asBienwe mo oOpasen, YTBBPAECH OT
W3MBJIHATETHUSL JUPEKTOp Ha M3mbaHWTeNnHaTa areHius IO JeKapcTBaTa 10
MpeJIoKEHNE Ha eKCIIepTHHS cbBeT 1o wi. 176 3JITIXM.

Un. 12. (1) 3a ormyckaHe Ha JIEKQpCTBEHU IMPOAYKTH Ha TpakJaHU B
3aBHCUMOCT OT U3BBPIIBAHUTE ACHHOCTH MOTaT Ja ObJAaT OTKPUBAHU AIITEKH 3a:

1. tekapcTBEHU MPOIYKTH, C U3KJIFOUEHUE HA IPUTOTBSHU 110 MAaruCTpaIHa
u dapmakoreliHa peLenTypa;

2. JIeKapCTBEHU MPOJIYKTH, BKIOYUTEIHO MPUTOTBSIHU 110 MarucTpaiHa v
(dapmakomneiiHa peuentypa 0e3 M3rOTBSHE Ha JIeKapcTBEHU (OpPMH 3a OYM U Ha
pa3TBOPHU 3a MAPEHTEPATHO MPUIOKEHHE;

3. IeKapCTBEHU NPOAYKTH, BKIFOUUTEIHO IPUTOTBSHU 110 MaruCTpaiHa v
(dapmakorieiiHa perenTypa ¢ U3roTBsSHE Ha JeKapcTBEeHU (popmMu 3a 0uH;

4. 6unKu ¥ OUIIKOBH CMECH, BKIIFOUUTEIIHO IPUTOTBSIHY [0 MarucTpaiHa 1
dapmakorieiina perentypa (OMIKoBa anTeka).

(2) 3a 3amoBoNsIBaHE HYXIUTE Ha JIEYEOHUTE 3aBeACHUA 10 Wi. 222, an. 4
3JIIIXM B 3aBUCHMMOCT OT HU3BBPIIBAHUTE AEHMHOCTHM MOrar Aa ObJaT OTKpUBAHU
anTeK! 3a:

1. nekapcTBEHU MPOAYKTH, BKIFOUUTEIHO MPUTOTBSHU 110 MarucTpajiia u
dapmakomneiliHa peuentypa 0e3 M3rOTBSHE Ha JIeKapcTBEHU (OpMH 3a OYM U Ha
pPa3TBOPHU 3a MAPEHTEPATHO MPUIOKEHHE;

2. 71eKapCTBEHU NMPOIYKTH, BKIFOYUTEIHO IPUTOTBSHH MO0 MAarucTpaiHa U
(dapmakornieliHa peLenTypa ¢ U3roTBsHE Ha JIEKapCTBEHHU (POPMHU 3a OUM U Ha pa3TBOPU
3a MapEHTEPATHO IPUIIOKEHUE;

3. (noBa - JIB, 6p. 2 oT 2012 r.) 1€ekapCTBEHU MPOAYKTH C U3KIIOYCHHE Ha
NPUTOTBSHU 110 MarkucTpaiHa u papMakonelHa perentypa.

(3) B 3aBUCHMOCT OT U3BBPIIBAHUTE NEHHOCTH MO aid. | U 2 anTekuTe
TpsiOBa J1a pasnoJiarar ¢ MOMEeLeHHs ChITIaCHO MpuiioxeHue Ne 8.

UYn. 13. (1) AnTekaTa pas3noiara ¢ 0063aBexJaHe C IMIaJAKH MOBbPXHOCTH,
KOUTO Morar fa ObaaT Obp30 U JIECHO MOYUCTBAHU U JAe3UH(EKIIUPaHH.



(2) OO63aBexgaHETO B anTeKaTa WU HETOBOTO DPA3IOJIOKEHUE TPsOBa na
OCHTYpSIBAT Ha paOOTEIIUTE B HEs JICCEH JOCTBII JI0 JIEKAPCTBEHUTE MPOTYKTH.

(3) (Hom. - IB, 6p. 81 or 2015 r.) PaGoTHUTE MecTa B NMPUEMHOTO,
EKCIIEUIIMOHHOTO W AaCUCTEHTCKOTO TIOMENICHHE C€ OpraHu3upar [0 HauuH,
MI03BOJISIBAII OCBHIIECTBIBAHETO HA KOHTPOJI OT MarucTbp-apmaiieBra Bbpxy paborarta
Ha TIOMOIIIHUK-(papMarieBTa.

Un. 14. (1) B 3aBucumoct ot o6ema Ha paboTara MPUEMHOTO TIOMEIICHHE
ce paszens Ha OTAEITHU CEKTOpH, 000cOOeHH ChOOpa3HO MPOAYKTUTE, MOCOYCHH B
npuitoxenue Ne 1.

(2) JlexapcTBeHUTE MPOAYKTH IO JIEKAPCKO MPEANHMCAHUE CE ChXPaHsABaT
OTJIEJTHO M0 HAYWH, BB3MPEIATCTBAIL BU3YaJIeH JOCTBHII HA MAMEHTa/TIOTPeOUTENS.

(3) Bceku paboTeH cexTop ce 003aBek/ia ¢ pahToBe WM IJIOTOBE ChC WIIH
0e3 OCTBHKJISIBAHE WM JpPYyr MPO3padyeH MaTepual, OCHUTYpSBAIIM IPABUIHOTO
ChXpaHEHHE Ha JICKAPCTBEHUTE MPOAYKTH, KAKTO U OBbP30 U JIECHO 00CTy>KBaHE.

(4) 3abpaHsiBa ce CbXpaHSIBAaHETO Ha JIEKAPCTBEHU MPOLYKTH, ChAbpiKaILU
HApKOTUYHH BEIIECTBA, B IPUEMHOTO TIOMEIICHHE.

(5) (Homa - /IB, 6p. 81 ot 2015 r.) M3uckBanusita Ha aj. 1 - 4 He ce OTHACAT
3a anTekuTe mo wi. 222, ain. 4 3JIIIXM.

Un. 15. (1) AcucTeHTCKOTO MOMelIeHne ce o0opyiBa ¢ paboTHa Maca, C
ypenu u nocoOust, HeOOXOAUMH 3a paboTaTa Ha anTeKara.

(2) ACHCTEHTCKOTO TIOMEIIICHHE B amnTekara mo wi. 12, am. 1, T. 4 ce
obopyzBa ¢ paboTHa Maca, ¢ OOKC, CHAaOJIeH C acmupalroHHAa ypeada U ChIOBE 3a
XOMOTeHM3UpaHe Ha cMmecd, padroBe mwnu mkadoBe 3a ChbXpaHEHHE Ha OWIIKHUTE,
HEOOXOJMMHU 32 TIPUTOTBSIHE HA JIGKAPCTBEHW MPOAYKTH 110 MAarucTpaiHa |
dapmakorieiina peuentypa.

(3) bunkure, npeqHa3HAYEeHU 3a MPUTOTBSIHE HA JIEKAPCTBEHU MPOAYKTH
M0 MarucTpaigHa W QapMmakolieiiHa pelentypa, ce ChbXpaHsSBaT B J00pe 3aTBOPEHU
KapTOHECHU KYTHH WU THPBCHHU YeKMEDKETA.

(4) PbKOBOIUTENAT HA anTeKaTa OCUTYPSIBA 3aIBKUTEIHA METPOJIOTHYHA
nocjeBaila MpoBepKa Ha BCHYKM BE3HH M JPYTH W3MEPHUTEIHH YPEOu CHIIACHO
3aKoHa 3a U3MEpBaHUSATA.

(5) (Hoea - B, o6p. 81 or 2015 r.) JlekapcTBeHHWTE BeIIECTBa,
MpelHa3HauYeH! 3a TPUTOTBSIHE Ha JIEKAPCTBEHH MPOIYKTH IO MarucTpaiHa |
dbapmakorieliHa perenTypa, ce ChbXpaHsBaT B I00pe 3aTBOPEHU OMMAKOBKH, ChAbPIKAIII
uHpopMallisg 3a TPOU3BOAMTENS, MApTUAATa M CPOKAa HAa TOJHOCT, CBIVIACHO
YKa3aHUATA 32 CbXPAaHEHHE Ha IPOU3BOUTEIS.

Un. 16. (1)CkinamoBoTO IOMEIIEHHE ce 003aBeKIa ChC:

1. crenaku /uiaK 3aTBOPEHH KA OBE;

2. MetaneH mkad wiM OyHKep 3a CbXpaHEHHE Ha TOPUMHU U
JIECHO3AATUMH JICKAPCTBEHH MTPOITYKTH.

(2) Ilpu paboTta c JEeKapCTBEHM NPOJIYKTH, CHABPKAIIA HAPKOTUYHU
BemecTBa, ce cma3par pasnopenoute Ha 3KHBII m moa3akoHOBHTE akTOBE IO
IpUJIaraHeTo My.

Un. 16a. (Hos - IB, 6p. 67 ot 2010 r.) He ce momycka mocTaBsSHETO B
amnTekara Ha XMMHYEeCKa TOAJICTHA.



Y. 17. (1) (U3m. - IB, 6p. 81 ot 2015 r.) JIekapcTBEHUTE TPOIYKTH,
MOCOYEHHU B MpuiioxkeHue Ne 9, KOMTO ce OTMyCKaT IO JIEKAPCKO MPEIUCaHue, Ce
ChXpaHsBaT B OT/ACJICH MKa(d ChC CEKPETHO 3aKITFOYBAHE, PA3MOJI0KEH B IPUEMHOTO,
ACHCTCHTCKOTO HJIY B CKJIQJIOBOTO IIOMEIICHHE. 3a allTCKUTE Ha JICUCOHUTE 3aBCICHUS
o wi. 222, an. 4 3JIIIXM mkadbT ce mocTaBs B aCHCTEHTCKOTO WJIM B CKJIaJ0BOTO
IIOMCIIICHHE.

(2) TepmonaOumHUTE JIEKAPCTBEHW TPOAYKTH C€ ChXpaHSIBaT B
XJIAJIMTHUK.,

Un. 18. (M3m. - JIB, 6p. 81 ot 2015 r.) MuHMMAaTHUTE WU3UCKBaHUS 32
00OpyIBaHETO Ha TIOMEIICHUATA Ha alTeKaTa ca IocoueHu B mpuiioxenue Ne 10.

Ui 19. (1) 3abpansiBa ce BIM3aHETO B paOOTHUTE IMMOMEIIECHUS M CEKTOPH
Ha anTeKara Ha BHHIIHU JIUIA OCBCH OINPEACICHUTE B HOPMATHBEH aKT KOHTPOIHU
OpraHH.

(2) (dom. - 1B, 6p. 64 ot 2022 r.) 3a0pansiBa ce H3BBPIIBAHETO B allTEKATa
Ha JIeHHOCTH, KOMTO He ca mocodeHu B wi. 219, an. 1 3JIIIXM.

(3) (Hdom. - IB, Op. 64 ot 2022 r.) 3a0pansiBa ce paboTara B IPUEMHOTO
MOMEILEHUE Ha APYTH JIMIIa OCBEH Ha3HAYEHUTE 10 TPYOB TOTOBOP M/WIIH JOTOBOP 3a
yIpaBlicHUE Ha anrTekara GpapMaleBTH U CTYACHTH, IIPEMUHABAIIN U3UCKYEMUS CTaX
no pena Ha Hapenbata 3a eaMHHNUTE IbP>KaBHU U3UCKBAHUS 32 IPUI00MBaHE HA BUCIIIE
oOpa3zoBanue 1o cnenuanHocrra "®dapmarusa” 3a 00pazoBaTeTHO-KBATH(PHUKAIIMOHHA
creneH "Maructbp" u Hapenbara 3a eqMHHUTE IbpKaBHU U3UCKBAHUS 32 MPUIOOUBaHE
Ha BHCIIE OOpa30BaHME MO CHEHHUATHOCTUTE OT MPO(ECHOHATHO HAalpaBlICHUE
"3npaBHu TpukH" 3a 00pa3oBaTeNHO-KBATH(HUKAIMOHHA CTENeH 'MpodecroHanieH
OaxanaBbp MO ....... .

(4) (Hosa - IIB, Op. 81 ot 2015 r. (*)) 3abpansiBa ce B anTeKUTe Ha
neyeOHuTe 3aBeneHust mo wi. 222, an. 4 3JIIIXM na paGotsTt Apyru Juiia OCBEH
HA3HAYEHHUTE MO TPYAOB JOTOBOP C JIeYeOHOTO 3aBEACHHE MArucTbp-(hapMareBTH U
MOMOIIHUK-(apMaIeBTH.

(5) (ITIpeaumrna an. 4 - IB, 6p. 81 ot 2015 r.) MenuuuHCKUTE U3ENHS CE
CBXpPAaHsBAaT M MPOABAT OTAEITHO OT OCTAHAJIHNTE MPOIYKTH B alTeKara.

(6) (Homa - 1B, 6p. 81 ot 2015 r.) B anTekuTe Ha ne4eOHUTE 3aBEACHUS
no wi. 222, an. 4 3JIIIXM MeaMIMHCKUTE U3/eNNs 10 all. 5 ce ChXpaHABaT U OTITYCKaT
OTJICTHO OT OCTAHAJIUTE MPOIYKTH.

Pazgea I11.
Opranu3anusi Ha padoTaTa B anTeKuTe

Y. 20. (1) PpkoBoaUTENAT HA aniTEeKaTa € OTTOBOPEH 3a:

1. IocTHATA OpraHM3alys ¥ KOHTpoJa Ha paboTaTa B anTeKara;

2. 3aKylmyBaHETO M NPUIOTBIHETO Ha KayeCTBEHW U Oe30macHH
JIEKapCTBEHU U JIPYTU MPOAYKTH;

3. ocurypsiBaHeTo Ha HeOOXOAMMHUTE YCIIOBHS U pef 3a paboTa;

4. OpraHu3vpaHe Ha CBXPAaHCHHUCETO KW OTIYCKAHCTO Ha JICKAPCTBCHU
HPOAYKTH, ChIbPKAIM HAPKOTUYHHU BEIECTBA, ChINIacHO n3nckBanusaTa Ha 3KHBII;

5. OCUTYpsIBaHETO Ha paOOTHOTO OOJIEKIIO 3a MEePCOHAA;



6. MoBHIIIaBaHETO HA TpodecroHamHaTa KBATH(UKAIKSI Ha paboTenuTe B
amnTekara, CBbp3aHa C JEHHOCTTa MM, KaTO OCUTYpsIBa y4aCTHETO UM B ChOTBETHHU
KypcoBe U ipyru (opMu Ha 00ydeHHE Hail-MaIKo BEAHBXK FOJUILHO;

7. (mm. - IB, 6p. 67 ot 2010 r.) ocurypsiBane Ha mnpodecuoHantHa
uHpOpMaLKsg U CIIpaBOYHA JIUTEpaTypa upe3 AOCTBII 10 MHTEPHET WIM Ha XapTUEH
HOCHUTEIl, CBbp3aHa ChC:

a) HopMaTHUBHaTa ypeza0a, perjaMeHTHpalia AeHHOCTTa Ha allTeKUTe;

0) mokaszaHMs, MPOTHBONOKA3aHUA, JO3UPOBKA, HEXKEJIAHU JICKapCTBEHH
PEaKLMHU U JICKapCTBEHH B3aUMOJICHCTBHS;

B) peXMMa Ha MPENHICBAHE U OTITyCKaHE Ha JIEKapCTBEHUTE MPOAYKTH;

I) KadecTBOTO, CpOKa Ha TOJHOCT M HayMHAa Ha CbXpaHEHHE Ha
JIEKapCTBEHUTE MPOJIYKTH B allTeKaTa M B JOMa HA MAIMEHTA;

1) JIEKapCTBEHU HPOAYKTH, ChIbpPKAIlM HAPKOTUYHU BEIIECTBA W/WIH
M3MCKBAIIH OTJEIIHO ChXpaHEHHE.

(2) PpkoBomuTenaT Ha anrekata € JUIBKEH Ja  IOBUIIABA
npodecroHaTHaTa CH KBATU(HUKAIHS, YIaCTBAMKHN B OPraHU3UPAHH 110 pea Ha 1wi. 182
0T 3aKoHa 3a 3/IpaBeTo (popMu Ha MPOABIKABAILO 00ydYeHUe Ha (hapMaleBTHUTE.

Un. 21. Jlumerto, monmyymio paspelieHre 3a ThProBusi Ha JpeOHO C
JIEKAPCTBEHH MPOJIYKTH, OCUTYPSIBA BCUUKH HEOOXOIUMHU YCIOBHS 3a U3IIBJIHCHUE Ha
3abJDKEHUATA M0 Wi. 20 OT phKOBOAUTEINS HA anTeKaTa.

Un. 22. (1) B anTekarta ce q0CTaBAT, IPUTOTBIT ChXPaHABAT U OTITyCKAT
caMo Ka4yeCTBEHH, ePUKACHHU U OE30IaCHU JIEKAPCTBEHU MPOTYKTH.

(2) (Hoa - 1B, 6p. 2 o1 2012 r.) [Ipu oTiiyckaHe JiekapCTBEHUTE MPOAYKTH
Cce OIaKOBaT TaKa, ue Jla ce TapaHTHpa 3ama3BaHe Ha TAXHOTO Ka4eCTBO U e(h)UKACHOCT.

(3) (ITpepumna an. 2 - JIB, 6p. 2 ot 2012 r.) ['paknanuTe TpsOBa BUHATH
na Obnar uH(OpPMHpaHUM 3a HAuMHA Ha YNoTpeba, CbXpaHEHHE M HeXKeJIaHU
JIEKapCTBEHH PEAKIIUU Ha JIEKaPCTBEHHUTE MPOTYKTH.

(4) (ITpequmna an. 3 - IB, 6p. 2 ot 2012 r.) PaGoTtenute B antekara Morar
Jla U3BBpIIBAT JeMHOCTH 1o ui. 219, an. 1 3JIIIXM camo cniopen npurtexaBaHara OT
TAX KBaJTU(pUKALUS.

(5) (IIpegumna an. 4 - JIB, 6p. 2 ot 2012 r.) [Ipeanumniomen ctax B
amnTeka, ornpezesieHa 1mo peaa Ha 4wi. 8, ain. 2 ot Hapenbara 3a equHHUTE TBPKaBHU
M3HMCKBaHUS 3a MPU00MBaHe Ha BHCIE 00pa3oBaHue Mo crenuanHoctra "dapmanus”
3a 00pa3oBaTeHO-KBATM(HUKAIMOHHA cTeneH "Maructep', npueta ¢ IloctaHoBieHue
Ne 61 na Munucrepckus cbpeT ot 2005 1. (00H., [IB, 6p. 32 ot 2005 1.), MOXe 1a ce
NPOBEX/a Ha CTYACHTH TI0J] KOHTPOJIa HAa MarkCThp (hapMareBT clie/l MPeICTaBsIHE Ha
CHOTBETHUTE IOKYMEHTH OT BUCILIETO YUUIIHIIIE.

Un. 23. (1) Beeku dapmarieBT € HE3aBUCHM IpU B3€MaHE Ha pEIICHUE,
CBBP3aHO C OCBHILIECTBIBAHETO HAa MPO(PECUOHATHUTE MY 3aAbJDKEHUSI, 32 KOETO HOCH
CBHOTBETHATa OTTOBOPHOCT.

(2) PaboromarensT U pbKOBOAUTENAT Ha anTeKaTa ca JUIbKHU Ja 3a4UTatT
npaBaTa Ha ¢apMmarieBTa 1o ai. 1.

(3) 3a HenmpaBWIIHO MIPUTOTBEH W/WJIM OTIYCHAT JIEKAPCTBEH MPOIYKT U 3a
HACTBIWJINTE MOCIEIUIM HOCH OTTOBOPHOCT (hapMaleBThT, KOHTO ro € MPUTrOTBHI
W/ OTITYCHAJ.



Un. 24. (1) JlekapcTBeHHTE TPOJIYKTH B amTeKara ce IMOAPEKIAT IO
aHATOMOTEPAIEBTUYHU IPYIIH.

(2) JIekapcTBeHUTE IPOAYKTH C€ ChXPAHSIBAT IPU YCIOBHSTA, OTPE/ICICHA
B pa3pemeHreTo UM 3a ynorpeda/yaoCTOBEPEHUETO 32 PETUCTPAIUs, & METUIIMHCKUTE
U3JICNUS M IPYTUTE IPOJAYKTH - CHIVIACHO YCJIOBHUSATA HA TIPOU3BOIUTEIIS.

(3) (Orm. - B, 6p. 81 ot 2015 1.)

(4) Temmeparypara B TIOMEIICHUSTA W XJIQJAWIHHIUTE C€ OTYHTA
CXKCAHCBHO U CC BIIMCBAa B THCBHUK.

Y. 25. (1) Ilpuemanero u 00pabOTBAHETO HA PEIIETITUTE, OTITYCKAHETO Ha
JICKaApCTBEHH MPOAYKTH U MPOJak0aTa Ha TPy MPOAYKTH ChIJIAaCHO NpuiioxkeHne No
1 ce u3BBPIIBAT CaMO B IPHEMHOTO IIOMELICHUE.

(2) V3mrbiiHEHHETO Ha PEIENTUTE B alTeKaTa ce W3BBHPIIBA M0 pela Ha
HapenoOara mo wi. 221 3JIIIXM.

(3) (Homa - JIB, 0p. 81 ot 2015 r.) Pasnmopenbara Ha ain. 1 He ce mpuiara
3a anTeKuTe Ha JiedeOHuTe 3aBeAcHus no wwi. 222, am4d 3JIIIXM, B KouTO
JICKApCTBEHUTE TMPOYKTH MOTAT J]a C€ OTIYCKAT B €KCICAUIIMOHHOTO TIOMEIICHHE.

Y. 26. (1) B acucTteHTCKOTO MOMEIIEHUE CE€ U3BBPILIBA MPUTOTBIHE Ha
JIeKapCTBEHU MPOJYKTH [0 MarucTpaiHa U (papmakoreiiHa perentypa, Ipecurpaie u
IpejuMBaHE Ha JIEKapCTBEHM M IIOMOIIHHM BELIECTBa, KakTo MU (acoBaHe Ha
IPUTOTBEHUTE B allTeKaTa JEKapCTBEHU IPOAYKTH.

(2) IlpuroTBsiHUTE B anTeKaTa JIEKaPCTBEHU MPOIYKTH 10 (hapMakomneitHa
peLenTypa ce 3aBex/ar B J1a0opaTopeH JIHEBHUK ChITIAaCHO MpuiiokeHue Ne 11.

(3) IlpuroTBsiHUTE B anTeKaTa JIEKapCTBEHH MPOJYKTU IO MarucrpajiHa
peLenTypa ce 3aBexaT B JHEBHUK ChIVIACHO MpuiioxkeHne Ne 12.

(4) Bbpxy omakoBKMUTE Ha MPUTOTBSHUTE B alTeKaTra JEKapCTBEHU
IPOAYKTH 10 ajl. 2 U 3 ce MOCTaBAT CIEJAHNUTE 03HAUYCHUS:

1. agpec Ha amTekara, HOMEp W JaTa Ha W3/4aJE€HOTO pPa3pelIeHHE 3a
THProBUs Ha JPEOHO C JIEKapCTBEHU MPOAYKTH;

2. HOMEp, TOJ KOMTO € 3amucaH ChCTaBBT Ha JIEKapcTBEeHaTa (opma B
71a0opaTOpHHUS AHEBHUK - B CIIy4auTe 110 aj. 2;

3. HOMEp U JlaTa Ha pellenTara, MMe U Bb3pacT Ha MaIMeHTa - B CIIy4auTe
1o ai. 3;

4. nata Ha MPUTOTBSIHE;

5. HauuH Ha ynotpeba U MMoKa3aHMUs;

6. HAYMH Ha ChXPAHEHUE;

7. CpOK Ha TOJHOCT.

(5) 3abpansBa ce cMECBAaHETO Ha Pa3JIMYHU MAPTHAM MPU MPECUIIBAHE,
npeivBaHe U (pacoBaHe Ha JEKapCTBEHU MPOAYKTH B alTeKaTa.

(6) Ilpu mpecunBane, mpenuBaHe U (pacoBaHe Ha JIEKAPCTBEHH MPOIAYKTH
BBPXY OITIAKOBKHUTE CE NIOCTaBs €TUKET, KOMTO ChABPKAa BCHUKH JTAHHU OT OPUTMHAITHUS
eTHKET.

Un. 27. (1) B ckiagoBoTO MOMEIIEHUE C€ ChXpaHSABAT JIEKaPCTBEHU
IPOAYKTH U APYTH CTOKH, KOMTO CE IPO/IaBaT B alTeKaTa.

(2) JlexapcTBeHM POAYKTH, TOKA3aJId HEChOTBETCTBUS C U3UCKBAHUATA 32
Ka4eCcTBO, C H3TEKbJ CPOK Ha TOJHOCT, C HapylIeHH IIbPBUYHA WM BTOpPUYHA
OIIAKOBKa, C€ ChXPAaHABAT OTAEIHO OT APYTUTE JIEKapCTBAa Ha ONMPEAETICHO 3a IEeNTa
MSCTO C TPalHO CUTHAIHO 0003HaUYeHue, ye ca OJOKUpaHH.



Un. 28. (1) JlexkapcTBeHM HIpPOAYKTH B KOJUYECTBA, MO-MAJKU OT
paspemieHaTa 3a ymorpeba ONaKoBKa, C€ OTIyCKaT C JIMCTOBKA M B OIIAKOBKH,
rapaHTHpPAIH 3a11a3BaHETO HA KAYECTBOTO U OCUTYPSIBAILY YCIIOBHUS 32 IPABUITHOTO UM
CcbXpaHeHHe. BBpXy ONaKkoBKUTE ce HAHACAT BCHYKH JAaHHM OT OpUTHHAIHATA
OIIaKOBKA.

(2) JIekapcTBeHHTE BEIIECTBA 33 U3TOTBSIHE HA JIGKAPCTBEHU MPOIYKTH I10
MarucTpaiHa U gapmakoreiHa pelenTypa ce CbXpaHsBaT B ONAKOBKa, TapaHTHpaLIa
3ama3BaHETO Ha KadeCTBOTO WM, C HAJIHC, CHIbPXKAIl CICAHUTE JaHHHU:
HalMEHOBaHHUE, JIEKaPCTBEHO BELIECTBO, MAPTUAEH HOMEpP, CPOK Ha FOJHOCT.

Un. 29. M3uckBaHusATa 3a CbXPAaHEHUE U INPUTOTBSHE HAa JIEKAPCTBEHU
IPOAYKTH Ca MOCOYEeHU B mpuiiokeHue Ne 13, a 31paBHUTE U NPOTHBOCIHIEMHUYHI
U3MCKBaHUS MPH paboTa B anTeKkuTe - B mpuiioxenue Ne 14.

Y. 30. (1) (U3m. - IAB, 6p. 79 ot 2017 r.) Opranu3zanusara Ha padbora u
YHCIIEHOCTTA Ha (hapMalleBTUTE B amlTeKaTa TPAOBa Ja OCHIYpsBaT CIIa3BaHETO Ha
HCIIPCKbCHATATa MHHHUMaJIHA MCXKIAYyJAHCBHA u ceaAMHUYHa IIOYHBKa nu
NPOIBIDKUTETHOCTTA HAa pabOTHOTO BpeMe, ycTaHoBeHu B Kozekca Ha Tpyaa.

(2) IlepconanbT B anTekaTta 3aIbJDKUTETHO pabOTH ¢ pabOTHH OOYBKH U
0enM TpPecTWIKH, HAa KOUTO C€ IOCTaBsl HAANKUC C HMMETO, KBaTH(HUKAIUATA U
JUTHKHOCTTA Ha JIULETO.

Un. 31. (1) PaboTtHOTO BpeMe Ha anrTekaTa, KakKTo paOOTHOTO BpeMe M
aZpechT Ha Hai-OiM3KaTa JIEHOHOIHA anTeKka ce OO0sABABAaT upe3 MOAXOJAIIO0
odopmeHa Tabena. Ao HAMa ICHOHOITHA alTeKa, ce 00sBsIBa aNTeKaTa, KOsTO € C Hal-
IbJIT0 pabOTHO BpeMe.

(2) Bceska anTeka 3aIbJDKUTENIHO MMa H3JI0)KEHA HAa BHJIHO MSICTO
uHpopmanus (aapec u paboOTHO Bpeme) 3a Hail-0Jin3Kara anrTeka, KbAEeTO Ce PUTOTBAT
JIEKapCTBEHU MPOIYKTH 110 MarucTpaiHa v (papmakoneiiHa penenrypa.

(3) Beska anTeka 3aab/DKMTENHO HMMa M3JI0OKEHAa HA BHMJHO MSCTO
uHpopmanus (agpec, TenedoH U padbOTHO BpeMe) 3a KOHTPOJIHUTE OpPraHu, Ha YUATO
TEPUTOPHS C€ HAaMHpa anTeKara.

(4) (HoBa - JIB, 0Op. 81 ot 2015 r.) PaGoTHOTO BpeMe B anTeKkUTe Ha
neyeOHuTe 3aBefeHus no wi. 222, an. 4 3JIIIXM ce onpeznens ¢ mpaBUIHHMKA 3a
YCTPOHCTBOTO, IEHHOCTTA U BHTPEIIHUS pell HA ChOTBETHOTO JICUEOHO 3aBe/ICHHE.

Ui 32. (1) (ITpenuien Texer Ha wi. 32 - [1B, 6p. 79 ot 2017 r.) BBB Besika
anTeKa 3aBJDKUTENIHO Ce ChbXPAHSBAT CIEAHUTE JOKYMEHTH, KOUTO C€ MPEIOCTaBIT
MIPU TIOUCKBAHE OT KOHTPOJIHUTE OPTaHH:

1. pa3pelieHue 3a THProBus Ha APEOHO C IEKAPCTBEHH MPOIYKTH;

2. JTUIEH3Ms 32 THPrOBUS Ha JIPEOHO M ChXpaHSIBaHE Ha JICKAPCTBEHU
MNPOJYKTH, CHABPXKAIIM HAPKOTUYHM BEIIECTBA, KOraTo anrTekara € MoIyduia
paspelleHue 3a Ta3u IeUHOCT;

3. (m3m. - JIB, 6p. 79 ot 2017 r.) komus OT MAOKYMEHTHTE 3a
MIPaBOCIIOCOOHOCT U OT TPYAOBHUTE IOTOBOPH C paOOTEIIMTE B aliTeKaTa JIMIA, KAKTO U
ChOTBETHUTE yBeIOMJIEHUs 10 uil. 62, ann. 3 ot Koxekca Ha Tpyna;



4. daxTypuTe HIM KOIHE OT TAX, C KOUTO Ca 3aKYICHU JICKApPCTBEHUTE
TPOIYKTH;

5. KOTHUs OT IOKJIAI¥ 32 U3BBPIICHH WHCIICKIIMA OT KOHTPOJIHHUTE OPTaHH.

6. (ot™. - IB, 6p. 79 o1 2017 1.)

(2) (HoBa - 1B, 6p. 79 ot 2017 r., u3m. - /IB, 6p. 2 ot 2021 r.) YneHncTBoTO
HA MarucTbp-apMameBTHTE OT IMEpCOoHaja Ha anTekata B  bbiarapckus
(dapMalieBTHYEH CBIO3 €€ YJOCTOBEpsiBa IPU IPOBEpKa 4Ype3 MpPEICTaBsIHE Ha
npodecnoHalHa KapTa Ha Maructbp-gapmMaieBTa, W3AageHa OT bbirapckus
(bapMarieBTHYCH ChI03, W/WIN Ype3 CIpPaBKa B HAIMOHAIHUS €JIEKTPOHEH PETUCTHP 110
yi. 5, an. 1, 1. 4 3COMOO.

(3) (HoBa - JIB, Op. 2 ot 2021 r.) UieHCTBOTO Ha IOMOIIHHUK-
¢dapmareBTUTE OT MEepPCcoHaNa Ha anTekaTa B bbirapckara aconuanus Ha TOMOIIHHK-
(dapMarieBTUTE ce YAOCTOBEPsIBA IPU NPOBEPKA Ype3 MPEICTABSIHE HA YIIOCTOBEPECHUE
32 aKTyaJTHO WICHCTBO WJIM Ype3 CIpaBKa B HAIIMOHATHUS €JICKTPOHEH PETUCTHP IO YIL.
8,an. 1, 1.2 3COMCAAMCIIID.

Ui 32a. (Hos - /IB, 6p. 67 ot 2010 r., ot™. - JIB, 6p. 79 o1 2017 1.)

Paszpen IV.
Opranusanus Ha padora B aniTeKa Ha Jie4eOHHU 3aBeJeHUus Mo 4JI. 222, aJ1.
4 3JITIXM (3ar.a. u3m. - /IB, op. 81 ot 2015 1.)

Ui 33. (dom. - JIB, 6p. 2 ot 2021 r.) AnTekuTte Ha JICYCOHUTE 3aBEICHUS
o wi. 222, an. 4 3JIIIXM ca caMOCTOSTEIIHM 3BEHA B CTPYKTypara Ha JIE4eOHOTO
3aBeJICHHE, B KOETO C€ M3BBPIIBAT JIEMHOCTUTE, onpeaesieHn B 3JITIXM.

Uin. 33a. (Hos - IB, Op. 81 ot 2015 r., u3m. - JIB, Op. 2 ot 2021 r.)
HelinocTTa Ha anTekuTe Ha JieueOHW 3aBefeHus mo wi. 222, an. 4 3JIIIXM ce
ochlecTBsiBa choOpa3Ho IlpaBunata 3a moOpa (apmareBTHUHA MpaKTHUKA, MPUETH

chrimacHo wi. 5, an. 1, 1. 3 3COM® wu cwriacHo mpaBuiaTta mo wi. 8§, an. 1, T. 5
3COMCAAMC3II®D.

Un. 336. (Hos - JIB, 6p. 81 ot 2015 r. (*)) B neuebuuTe 3aBeneHus 3a
6omHnuHa oMo ¢ Hax 400 yernia 3a akTUBHO JIeYeHHUE WIIM B KOUTO MMa Pa3KpUTH
Haii-Maliko 10 KIMHUKH/OTIEICHHUS C JIerja, KakTo U B JICUEeOHM 3aBEICHHUS, KOUTO
U3BBPIIBAT ACHHOCTH MO MEAMIIMHCKA OHKOJIOTHS W/WIM KIMHUYHA XEMAaTOJIOTHS,
paboTu Hal-MaJIKO €JUH MarucThp-GapmarieBT ¢ mpuaoouTa crenuanHoct "Knnanyna
dapmanusg" wu cbe crenuanuzanys no "Knuanyna gpapmarus'.

Y. 33B. (Hos - 1B, 6p. 81 o1 2015 r.) Knunnunusr ¢papmanieBT chaeiicTBa
OpU OCBILECTBSIBAaHE Ha JEHMHOCTUTE M0 Ha3HAYaBaHETO M IPHUTOTBSIHETO Ha
JIEKapCTBEHUTE TPOTYKTH.

Un. 33r. (HoB - IIB, 6p. 81 ot 2015 r., u3m. - JIB, Op. 2 ot 2021 r.)
KnangHusT hapMareBT OChIIEeCTBsABA IEHHOCTTAa CH B ChOTBETCTBHE ¢ [IpaBuiara 3a
no6pa papMalieBTUYHA MPAKTHUKA, TPUETH ChIVIacHO Wi. 5, ai. 1, T. 3 3COM.

Y. 34. JlekapcTBeHHTE MPOAYKTH, MpeaHa3HAYEHU 3a
XOCHUTAIU3UPAHUTE MAIMEHTH, C€ OTIYCKAT B MOJXO/SIA OMAKOBKA, OCUTYpsBaIla
MPaBUITHOTO UM ChXpPaHEHHUE.



Un. 34a. (Ho - JIB, Op. 81 or 2015 r.) B anrekure Ha JieueOHUTE
3aBefgeHus mo wi. 222, an. 4 3JIIIXM ce momabpaT HEOOXOJUMHTE KOJINYECTBA
JIEKapCTBEHU IPOAYKTH, MEIUIIMHCKY U3JeNIUS U APYI'M KOHCYMAaTHBHU 33 OCUTYpsIBaHE
Ha HOpMayiHaTa paboTa Ha JeueOHOTO 3aBE/ICHUE 32 CPOK HA-MaiKo 5 THH.

Ui 35. (1) PpkoBoauTeIMTE HA aNITEKUTE HA JICUSOHUTE 3aBEICHUS 10 YJI.
222, an. 4, v. 1 u 2 3JIIIXM ca 4iicHOBE Ha MEIUIIMHCKHSA CHBET HA CHOTBETHOTO
JIeyeOHO 3aBEICHUE.

(2) (Hom. - 1B, 6p. 81 ot 2015 r.) JIuniaTa mo an. 1 uau NOCOYEHHU OT TIX
Maructhp-hapmareBTH 3aIbDKUTEIHO Y4acTBAaT B pa3paboTBaHE Ha JIeKapCTBEHATa
CTpaTerus Ha Je4eOHOTO 3aBeCHHE, KaTo:

1. yuacTBaT BbB (papMaKOTEPaANeBTUUHUTE KOMHICHH;

2. WBTOTBSIT TPAKTHYECKH PEUENTYPHUIM, ChOOPa3eHH C KadeCTBOTO,
CUTYPHOCTTa M  e(uKacHOCTTa, KakTo U  (¢dapMakoTeparneBTUYHA  W/UIU
(dhapMaKOMKOHOMHUYECKA OI[CHKA Ha JIEKAPCTBCHUTE MIPOIYKTH;

3. yyacTBart BbB BCUUKH JIEHHOCTH, CBbP3aHU C JOTOBapsiHE, CHAOAIBaHE U
JI0OCTaBKa Ha HEOOXOIUMUTE JICKAPCTBEHH MPOTYKTH;

4. M3roTBAT MPEUIOKEHUS 32 MPOEKTOOI0/KETa Ha JIeYeOHOTO 3aBECHHE
B 4acTTa My, Kacaellla JEKapCTBEHUTE MPOAYKTH;

5. M3TrOTBAT CTaHJApTHU OMNEPATHBHU TPOIEAypU 3a JIeHHOCTHUTE,
U3BBPIIBAHY B allTEKATAa;

6. KOHTPONUPAT CHXPAHEHHWETO M OTYETHOCTTAa Ha JICKAPCTBEHUTE
MIPOJIYKTH B OTACIICHUSITA U KITMHUKUTE;

7. (noBa - IB, 6p. 81 ot 2015 r.) yuacTBaT B KJIMHUYHU U3MUTBAHUA C
JICKAPCTBEHH MPOJIYKTH W/WJITH METUITUHCKY U3JICIHSI ChIVIACHO T. 4.6 OT MPUIIOKEHUE
Ne 1 xbm un. 1, an. 1 or Hapen6a Ne 31 ot 2007 r. 3a onpenaensiHe Ha mpaBUiiaTa 3a
Hobpa knmunuyna npaktuka (B, 6p. 67 ot 2007 1.).

Un. 36. PpkoBoguTeNnuTe Ha anTeKUTe Ha Jie4YeOHUTE 3aBElICHUS MO YJl.
222, an. 4, 1. 1 n2 3JIIIXM ca 0TroBOpHH 3a U3BBPIIBAHETO HA IEHHOCTUTE 11O 4. 20,
KaKTO U 3a:

1. pa3npeneneHneTo Ha JeKapCTBEHUTE MPOIYKTH IO OTJENICHUITA;

2. ocurypsBaHe Ha HeoOXoJuMMaTa JIEKapCTBEHAa M TeparneBTHYHA
uHpOpMalKs 32 OCTAHATIUTE MEIUIIUHCKH CIIEIUATNCTH;

3. (woBa - JIB, 6p. 81 or 2015 r.) oOciayxBaHETO Ha NAIMEHTUTE B
U3BBHPAOOTHO BpEME U MPU U3BBHPEHH CUTYAIUH.

Y. 37. (1) dapmakoTepaneBTUYHATa KOMUCHS B JIeUEOHUTE 3aBEICHUS I10
wi. 222, an. 4 3JIIIXM exeroaHo u3paboTBa CIUCHK C OCHOBHUTE JIEKAPCTBEHU
OPOAYKTH, C KOUTO pabOTH CHOTBETHATa amnTeka, KOHTO ce YTBbpXkJIaBa OT
PBHKOBOJIUTEINSI HA JIEYEOHOTO 3aBE/ICHNUE.

(2) CoucweksT mo an. 1 ce u3paboTBa M akTyalmuszupa CbOOpPa3HO
ITo3uTHBHUSA NEKapCTBEH CUCHK 1O Wi. 262 3JIIIXM.

(3) CHabnsBaHeTo Ha anTeKUTE Ha JieueOHHMTE 3aBeleHUs Mo ail. 1 ¢
JIEKapCTBEHU MPOIYKTH C€ U3BBpIIBA ChOOPa3HO CIIUCHKA IO ai. 1.

Un. 37a. (Hos - 1B, 6p. 81 ot 2015 r. (*)) (1) JlekapcTBeHUTE MPOIYKTH
32 CUCTEMHO JIEYeHHE Ha 3JI0KAUeCTBEHH 3a00JIIBaHUS Ce€ NMPUTOTBAT B alTeKaTa Ha
CBHOTBETHOTO JIe4eOHO 3aBE/ICHNE BBB BUJI 32 TUPEKTHO MPHUIIOKESHNE HA TIAI[ECHTA.



(2) Ilpm mpuroTBsHe Ha JIEKAPCTBEHUTE TMPOJYKTH CE€ CIa3Bar
M3MCKBaHUATA HA 3aKOHA 3 3/JpaBOCIOBHU U 0€301acCHU YCIIOBHS Ha TPY/I.

Ui 376. (Hos - IB, 6p. 81 ot 2015 1., oT™. - /IB, 6p. 79 o1 2017 1.)
Un. 378. (Hos - [IB, 6p. 81 ot 2015 ., ot™. - [IB, 6p. 79 o1 2017 1.)

Ui 38. (U3m. - JIB, 6p. 2 ot 2012 1.) (1) (Hom. - JIB, 6p. 2 or 2021 1.) 3a
3aJI0BOJISIBAHE Ha COOCTBEHHMTE CH HYXKIHU JIeYeOHHTE 3aBeleHUs mo wi. 222, an. 4
3JIIIXM, KouTO HAIMAT OTKPHUTA anTeKa, MOTaT Ja c€ CHaOAsIBaT OT anTeka Ha JAPYro
nede0HO 3aBe/ICHHe, MOMYyYHIIO pa3pelieHue 3a ThProBUs Ha JAPEOHO C JIGKAPCTBEHU
MIPOJIYKTH, KaKTO U JutieH3us mo wi. 33, an. 1 3KHBII npu cHaGasBane ¢ iekapCTBEHU
MPOJIYKTH, KOUTO ChIbPKAT HAPKOTUYHU BEIIECTBA.

(2) JleueOHuTE 3aBeneHUS MO ajl. | CKJIFOYBAT JOTOBOP 3a CHaOsBaHE C
JIEKAPCTBEHU MPOJYKTH, B KOWTO ypexJaT yCJIOBUATA 3a 3asBABaHE, JOCTaBKa W
3ariailane Ha MPOAYKTHUTE.

(3) C moroBopa 10 ajn. 2 ce ypexxaar ¥ yCJIOBHsTa, TP KOUTO MarucTbp-
dbapmaleBThT, PBKOBOAMTEN HA amnTeKkaTa Ha Je4yeOHO 3aBe/IeHHe, MOJIYYrIIo
paspenieHre 3a ThProBus Ha JpeOHO C JIEKAPCTBEHH MPOYKTH, OCHIIECTBIBA TEKYII]
KOHTPOJI BBPXY YCJIOBUATA 32 ChXpaHEHHE Ha M3MHMCAHUTE U JOCTABEHU JICKAPCTBEHH

IIPOJIYKTH.

Ui 38a. (Hos - [IB, Op. 2 ot 2012 1.) (1) Cnex CkIt0OYBaHETO HA JOTOBOP
no uwi. 38, an.2 neuyeOHOTO 3aBelieHHE, KOETO HsMa COOCTBEHA arTeKa, W3MHCBa
HEOOXOAUMUTE MY JICKAPCTBEHHU MPOYKTH Ha JIEKAPCTBEH JIUCT MPHU CIIa3BaHE Ha peaa
U YCIIOBHUSATA 32 M3MHCBAaHE M OTYETHOCT, mocoueHu B Hapen6a Ne 4 ot 2009 r. 3a
YCIIOBUSATA U pefia 3a MPEANMCBaHe U OTITYCKaHEe Ha JIeKapCcTBeHU mpoaykTH (B, op.
21 ot 2009 r.), KOWTO ce MPEAOCTaBs 3a M3IbJIHEHHWE B anTeKaTra Ha JICYEOHOTO
3aBEJICHUE C anTeKa.

(2) Ilpu TpaHCHOPTHPAHETO U JIOCTaBKaTa Ha JIKAPCTBEHUTE MPOIYKTH,
W3MHUCAaHU 1O pela Ha al. 1, ce cha3BaT YCIOBHUATa 32 ChbXpPaHEHHUE, TTOCOYEHU B
pa3pelieHueTo 3a ynorpeda Ha MPOJAYKTHUTE.

Un. 386. (Hos - JIB, 6p. 2 ot 2012 r.) JIeueGHOTO 3aBeIeHUE, KOETO HSIMA
COOCTBEHa amnTeKa, MOXE Ja 3asBsiBa JICKAPCTBEHH NPOAYKTH, HEOOXOIUMH 3a
3a/I0BOJISIBAaHE HA COOCTBEHUTE MYy HYK/IH, 332 CPOK HE MOo-ToJsiM oT 10 aHu.

Un. 39. (1) (U3wm. - JIB, 6p. 81 ot 2015 r., uzm. - JIB, 6p. 95 ot 2018 r.)
JlekapcTBeHHTE MPOAYKTH M MEIUIIMHCKUTE W3ENUs, TPeHa3HaYeHN 332 KIIMHUYHU
W3MUTBAHUA, C€ TOJy4yaBaT, ChXpPaHSABAT, MPUTOTBIAT U OTIYCKAaT OT amTeKaTa Ha
71e4eOHOTO 3aBeJIEHHE OTACITHO OT IPYTUTE JIEKAPCTBEHH MPOIYKTH M MEIMIINHCKU
u3zenus, ¢ oO0O3HAa4YeHHEe 3a CTaTyTa UM, CBIJIACHO IPOTOKOJAa HAa KIMHUYHOTO
U3IUTBAHE, a KOraTo JIeYeOHOTO 3aBEICHNE HE pasIoara Ch¢ COOCTBEHA amnTeKa HITN
anTekara He pabOTH - B MOJXOMAALIM 3a IeNiTa MOMEUICHHUs, cliel O0J00peHue OT
(dbapMarieBT, 4iIeH Ha H3CIICAOBATEIICKUS SKHII.

(2) (U3m. - IB, 6p. 2 ot 2021 r.) JIekapcTBeHUTE NMPOIYKTH, NOTyIaBaHU
oT JleueOHUTE 3aBeneHus o peaa Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3aruiamane
OT Jbp)KaBHUS OIOJUKET Ha JICUCHHETO Ha OBIrapCcKuUTe Ipa)<IaHU 3a 3a00JsIBaHUS
M3BBH 00XBaTa Ha 33IBJDKUTEITHOTO 3/paBHO ocurypsisane (B, 6p. 95 ot 2005 1.), ce
CBXPaHsBAT OT/AEIHO.



(3) (Hosa - 1B, 6p. 81 ot 2015 r.) JlekapcTBeHHTE IPOYKTH, MTOJTYICHH
KaTO XyMaHHUTapHa I[OMOI, CC€ CbXpaHABAT B AlITCKUTC Ha HGI-IGGHI/ITC 3aBCACHUA
OTIEITHO OT JPYIHTE JIEKAPCTBEHH IMPOAYKTH, a KOraTto JICUeOHOTO 3aBelICHHE HE
pasnoJara chC cOOCTBEHA anTeKa - B TMOAXOIAIIH 32 [eJITa TOMEICHHS.

(4) (Homa - 1B, 6p. 81 ot 2015 r. (*), ot™. - JIB, 6p. 95 or 2018 1.)

Pasnen V.
IIponask0a 1o HHTEPHET Ha JIEKAPCTBEHH NMPOAYKTH 0€3 JIeKapCKo
npeanucanue (Hos - /IB, 0p. 2 or 2012 1.)

Un. 40. (Hos - JIB, 6p. 2 ot 2012 r.) (1) ThproBus 1mo MHTEPHET C
JICKapCTBEHH TPOJYKTH 0€3 JIeKapCKO MpEeANHCaHue MOXKE Jia W3BBPIIBA JIHIIC,
MOJIYYMJIO pa3pellieHue 3a ThProBUs Ha ApeOHO C JIEKapCTBEHU MPOAYKTU WIIU
YI0CTOBEPEHUE 32 PETUCTPallMsl Ha Iporepus pH ycioBusaTa u no peaa Ha 3JIIIXM u
Ha Ta3W Hapea0a, ChOTBETHO Ha HapeaOaTa mo wi. 243 3JIITXM.

(2) ToeproBusita nmo an.l ce u3BbBpIIBA CaMO C JIEKAPCTBEHU HPOIYKTH,
paszpetienu 3a ynorpebda mno peaa Ha 3JIITXM.

Un. 41. (Hos - JIB, 6p. 2 ot 2012 r.) (1) 3a u3BbpIIBaHE Ha IEHHOCTTA IO
yi1. 40 munero TpsbBa ga pasmojara ¢hC COOCTBEH MHTEPHET CaWT, HA KOWTO Ja €
nyOIMKyBaHa cieHaTa HHhOopMaIus:

1. HauMEeHOBAHMETO Ha FOPUANYECKOTO JIHIIE;

2. cefanuiie U aJpec Ha yIpaBlieHUE;

3. ajpec Ha anTekara Win JporepusiTa;

4. HOMep M J1aTa Ha U3JaBaHe Ha pa3pelieHuero no wi. 229, an. 2 3JIIIXM
WM yaoctoBepenueto mo wi. 240, an. 1 3JITIXM;

5. TpuTe UMEeHa Ha PbKOBOAMTENS Ha anTeKaTa Uik IPOrepusTa;

6. HOMEHKJATypa, CBhIbpXKAIla  MEXKIYHAPOAHHTE  HEMAaTEeHTHU
HalMEHOBAaHUS U ThPrOBCKUTE UMEHA Ha MPEeJIaraHuTe JIeKapCTBEHU MPOAYKTH;

7. IeHa Ha JIEKapCTBEHUTE MPOAYKTH;

8. cTOHHOCTTa Ha TPAHCIOPTHUTE Pa3XOJH, HEBKIIOUEHM B II€HATa Ha
JIEKapCTBEHHUTE TIPOTYKTH TIO T. 7, CBBP3aHHU C TAXHATA JIOCTABKA;

9. HauMHa Ha MJallaHe, JOCTaBKa U U3ITbJIHEHHE Ha IOTOBOPA MO 4Jl. 45;

10. mpaBoTO Ha MOTpeOHUTENs Ja ce OTKaXe OT JoroBopa mo wi. 45 u
YCIIOBUATA, IPH KOUTO JIEKAPCTBEHUAT MPOJYKT MOXKE J1a He ObJie MPUET;

11. wHpOpMammss 3a OpraHWTe, OCBHIIECTBSIBAIIA KOHTPONI BBPXY
JEHHOCTTA;

12. (u3m. - 1B, Op. 2 ot 2021 r.) UHTEpPHET Bpb3Ka KbM CTPAHUIUTE Ha
NAJL, bearapckus ¢apMaineBTHUEH cblo3 U bbarapckara aconuanus Ha HOMOITHHUK-
dbapmarneBTUTE.

(2) Undopmanusra mo an. 1 TpssOBa na Obae MpeAOCTaBEeHA IO SCEH U
pa3dupaeM Ha4WH, J1a IO J9epTaBa ThPTrOBCKHS XapaKTep Ha MPEATIOKEHUETO U 1a Ob1e
B ChOTBETCTBHE C IPUHIIUIIA HA T0OPOCHBECTHOCT NP THPTOBCKUTE CEIKH U J00paTa
THPrOBCKa MPAKTUKA.

Un. 42. (Hos - IB, 6p. 2 o1 2012 1.) (1) [Ipu 3anouBaHe Ha 1eHHOCT 1O 4JI.
234, an. 5 3JIIIXM nuuero no ui. 40 npenocrassa nucMena nadopmarus B MAJL, kosto
ChIbpIKa:

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



2. HAMMEHOBAHUETO HA UHTEPHET CaNTa;

3. TaHHM 32 JIMIIETO, KOETO € Ch3/1aJI0 MHTEPHET CalfTa U/WIIK IO MOAIbpXKA.

(2) KbM undopmanusra o ai. 1 ce npuiiara aekiaapanys oT JULETO 0 Y.
40, ye mpUTEkKaBa MM pas3roara C TPaHCIIOPTHH CPEACTBA, OCUTYPSIBALIH PABUITHOTO
CbXpPaHEHHE Ha JIEKapCTBEHUTE IPOAYKTH IIPU TPAHCIIOPTHUPAHE.

Un. 43. (Hos - JIB, 6p. 2 or 2012 r.) (1) B cememmHeBeH CpOK OT
MOCTHIIBAaHETO HA MHGpopMmarusTa mo 4i. 42, an. | MAJI u3BbpiBa mpoBepka Ha caifta
OTHOCHO HaJMYMETO Ha AaHHUTE o 4. 41, an. 1.

(2) Koraro MAJI ycraHoBu, ye CallTbT ChAbp’Ka BCUYKU HEOOXOAUMU
JAaHHU, U3BBPIIBA BIUCBaHE HA JUIIETO MO Wi. 40 B CIUCHK, MyOIMKYBaH Ha HHTEPHET
ctpanuuara Ha MAJL

(3) Koraro MAJI ycTtaHoBH, Y€ CAallTHT HE ChAbpKAa BCUYKH HEOOXOIUMH
JTAHHU WJIN Y€ CHIIUTE Ca HEM'bJIHU, U3IIpallla MMCMEHO YBEIOMJICHUE JI0 JTUIETO IO Y.
40 3a oTcTpaHsiBaHE HA KOHCTaTUPAHUTE MIPOMYCKHU W/UIIU HECHOTBETCTBUSI.

Y. 44. (Hos - IB, Op. 2 ot 2012 r.) (1) Jlumero no wi. 40 € ;IbxHO 1a
OCUTYpH yCJIOBUS 3!

1. mnpaBWJIHOTO ONAaKoBaHe, TPAHCIOPTUPAHE U JIOCTaBIHE Ha
JeKapcTBeHUTE TpOoaykTu mo wi. 40, an. 1 Taka, ye na ObIar 3ama3eHd TEXHUTE
KayecTBa U e(hUKaCHOCT;

2. IOCTaBSIHETO Ha JICKAPCTBEHUTE MPOIYKTHU 0 24 daca OT MOCTHIIBAHETO
Ha 3as5BKaTa;

3. BOJICHETO Ha JIOKYMEHTUPaHa CHUCTEMa 33 IPOCIIe/IIBaHe Ha MIPATKUTE;

4. mpenoctaBsHETO Ha MH(pOpMAIMs Ha MOJydaTess Ha JIEKApCTBEHUTE
npoAykTu 1o wi. 40, aji. 1 OTHOCHO HEOOXOIUMOCTTA /1a Bb3CTAHOBU KOHTAKTa CU C
JeKyBallsl JIeKap B cllydyail Ha BB3HMKBaHE Ha MpoOiieMu IpH ymnoTrpedara Ha
JIEKapCTBEHHS TTPOIYKT.

(2) JInueto no ui. 40 nyOarKyBa Ha MHTEPHET caiiTa cu MH(oOpMarus 3a
HOMepa, 1o KOWTo € BnucaH B cnucbka Ha MAJI mo un. 43, an. 2.

Un. 45. (Ho - B, 6p. 2 or 2012 r.) Mexny nunero no wi. 40 u
noTpeOUTENs ce CKIII0UBA JOTOBOP 3a MPOoIaxkda OT pa3CTOsIHUE 110 CMHUCHIA Ha Wil 48
OT 3aKOHa 3a 3aluTa Ha MOTPEOuTeNnTe.

Un. 46. (Hoe - JIB, 6p. 2 or 2012 r.) Ilpuemanero Ha 3asBKaTta H
OTITYCKaHETO Ha JICKApCTBEHUS MPOAYKT C€ U3BBHPIIIBA:

1. B anTeka OT Marucrhbp-hapMarneBT WIH TOMOIIHUK-(papMaIeBT B
ciayyaute 1o wi. 225, an. 1 3JIIIXM, nnu

2. B Iporepusi OT MEAWIIMHCKY CIICTIUAIIHCT.

Uin. 47. (Hos - JIB, 6p. 2 ot 2012 1.) (1) [Ipn momanena 3asiBKa JIMIIETO MO
411. 40 MOTBBPrKaBa B MUCMeHa (hopMa MK Ha IPYT TpaeH HOCUTE HH(OpMAIUATA 110
yn. 41, an. 1, 1.6 - 9.

(2) Mpm mnoTBBpkAaBaHE Ha 3asBKaTta JnuIeTo mo ui. 46 1aBa
HeoOXoruMaTa KOHCYATAIUS Ha OBJITAPCKU €3HK, TTOMCKaHa OT MOTPEOUTEIS.



Ui. 48. (Hos - JIB, 6p. 2 ot 2012 r.) Koraro numero no 4. 40 He MoXke 1a
W3ITBJIHA 33IBJDKEHUSTA CH TIO IOTOBOPA IMOPAIU TOBA, Y€ HE pas3ioliara ¢ IopbhbuaHuTe
JICKApCTBEHH MIPOAYKTH, TO € JUTHXKHO J1a YBEJJIOMHU TIOTPEOUTEIIS.

Ui 49. (Hos - JIB, 6p. 2 ot 2012 1., mom. - JIB, 6p. 79 ot 2017 r.) 3asBKUTE
U TIOTBBPXKICHHUATA 3a OTIIyCKaHE 1O WHTEPHET Ha JICKAPCTBEHH NPOAYKTH Oe€3
JICKapCKO TIPEANUCAHUE C€ CHhXPAHSBAT HA XapTUEH WM EJICKTPOHEH HOCHTET B
anTeKara WIu IPOrepHsTa 3a CPOK 5 TOIUHHU.

Uin. 50. (Hos - B, 6p. 2 ot 2012 r.) PpkoBoauTENAT HA antekaTa Wiu
JporepusaTa HOCH OTIOBOPHOCT 3a IUIOCTHATA OpraHW3alus W KOHTpOJia Ha
THPrOBUSTA TIO MHTEPHET C JIEKAPCTBEHH NPOAYKTH O3 JIEKapCKO MpEIIUCaHHue B
CHOTBETHHUS OOCKT.

IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu

§ 1. (1) 3anoynanure 10 BIU3aHETO B CUJIa HA Ta3H Hapeada MPOU3BOICTBA
3a MoJy4yaBaHe Ha pa3pellieHre 3a ThProBus Ha APEOHO € JEKApCTBEHU MPOIYKTH WU
3a MPOMSIHA B U3JAJICHO pa3pelIeHHue ce pasriiekaaT MpU YCIOBUATA HA OTMEHEHaTa
Hapen6a Ne 8 or 2000 r. 3a yCTpOHCTBOTO, peia M OpraHu3anusaTa Ha padorara B
anrekuTte (B, 6p. 54 or 2000 r.) B CpoK 710 6 Mecela CYMTaHO OT JaTaTa Ha BIU3aHETO
1 B CUJIA.

(2) Cnen nzTryaHe Ha CpokKa Mo ail. | 3amo4yHanmuTe 0 BIM3aHETO B CHIIA
Ha Ta3u Hapea0a MPOU3BOJICTBA 32 MOJIydaBaHe Ha pa3pelieHue 3a ThProBus Ha JpeOHO
C JIEKapCTBEHH MPOYKTH WM 3a IPOMSHA B U3J1a/ICHO pa3pellieHue ce T0BbPIIBAT PU
YCJIOBHSTA U pe/ia, IPEIBUICHH B HEsl.

§ 2. (1) (Ilpegumien texct Ha § 2 - /1B, 6p. 67 ot 2010 r., nom. - /IB, 6p. 2
ot 2012 r.) JIunara, moxy4unau paspelieHre 3a OTKpUBaHe Ha anTeKa Wi pa3peiieHue
3a TBHProBHsl Ha JpPeOHO C JIEKApCTBEHUM NPOAYKTH MPUBEKAAT AEHHOCTTa CHU B
CHOTBETCTBUE C HEHHUTE N3UCKBaHUS, C M3KI0YeHne Ha wi. 10, am. 2 muin. 12, an. 3, B
CPOK JI0 JIB€ TOAMHHU OT BJIM3AHETO M B CUJIA.

(2) (HoBa - 1B, 6p. 67 ot 2010 ., oT™. - IB, Op. 2 0T 2012 1.)

(3) (Hosa - IB, 6p. 67 ot 2010 r.) JIumara, mony4usiv pa3peiieHue 3a
OTKpUBaHEe Ha anTeKa WM pa3pelleHHe 3a ThProBHUs Ha JApPeOHO C JIEKapCTBEHU
NPOJYKTH B HaceseHu MecTa ¢ Hacesnenue nox 10 000 xwutenu, npuBexaar AeitHocTTa
CH B CbOTBETCTBHE C U3UCKBAHETO Ha wi. 14, ai. 2 B cpok 1o 1.07.2011 r.

§ 3. (U3m. - 1B, 6p. 2 ot 2012 1., gom. - JIB, 6p. 81 ot 2015 1., uzm. - 1B,
Op. 2 ot 2021 r.) KoHTpombT Mo M3MBIHEHHWE Ha HapeadaTra ce OCBHIIECTBSIBA OT
MUHHUCTBpPAa Ha 3/IpaBEONa3BaHETO, TJIABHUSA JbPKAaBEH 37IpaBEH HHCIIEKTOP,
W3MBJIHATEIHUSL JUPEKTOp Ha V3mbiHWTENHAaTa areHuuss 1o JeKapcTBaTa,
JTUPEKTOPUTE HA PETHOHATHUTE 3/IPAaBHU WHCIIEKIINH U MHCIIEKTOPH IPU PETHOHATHHUTE
3/IpaBHU UHCTIEKILIUH.

§ 3a. (Hos - IB, Op. 2 ot 2021 r.) U3nbaauTenHa areHius "MeaumHCKu
Ha30p" CHBMECTHO C TPEJCTABUTEIIM HA CHCIOBHATA OpPTaHHW3AIlUsl HA MarucTbp-



dapmalieBTUTE, ChOTBETHO - ChbBMECTHO C NMPEACTABUTEIHN HA ChCIIOBHATA OPTaHU3AIHS
Ha MTOMOIITHUK-(apMaIleBTUTEe, OCHIIECTBIBAT KOHTPOI 32 cra3BaHe Ha [IpaBuiara 3a
nobpa (apManeBTHYHA MPAKTUKA, NMPUETH chrylacHo wi. 5, am. 1, T. 3 3COM® u
[IpaBunara 3a 100pa MEIUIIMHCKA ITPAKTUKA 10 3[[paBHU TPUKH, IPUETU CHIJIACHO YJI.
8, an. 1, 1. 5 or 3SCOMCAAMCSIID.

§ 4. Tasu HapenbOa ce u3maBa Ha ocHOBaHWe WiI. 219, an. 2 ot 3akoHa 3a
JIeKapCTBEHUTE MPOIYKTH B XyMaHHaTa MeauiHa u otMenst Hapen6a Ne 8 ot 2000 r.
3a YCTpOMCTBOTO, peia U OpraHu3anusaTa Ha padorara B anrekute (/IB, 6p. 54 ot 2000

r.).

IIpexoanu pasnopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 28 OT 2008 I'. 3A YCTPOMCTBOTO, PEJIA 1 OPTAHU3ALIUSITA
HA PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA HA
JIEKAPCTBEHUTE ITPOAYKTH

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

§ 8. Jlumara, momy4msin paspenieHue 3a OTKpUBAHE Ha anTeKa WU
paszpeleHue 3a ThproBus Ha APeOHO C IEKapCTBEHH MPOIYKTH, TPUBEXKIAT NEHHOCTTA
CH B ChOTBETCTBHE C Wi. 16a B cpok 0 1.07.2011 .

§ 9. Jlumara, moiyywsid paspelieHHe 3a OTKPHUBAHE Ha anTeKa WM
paspelnieHre 3a ThPTroBUs Ha JPeOHO C JIGKAPCTBEHU MPOTYKTH, TPUBEKIAT TCHHOCTTA
CH B CbOTBETCTBUE € § 6, T. 1, OykBa "0" (oTHOCHO T. 5, OykBa "a") B cpok 110 1.07.2011
T.

IIpexoxnu pasnopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 28 OT 2008 T'. 3A YCTPOMCTBOTO, PEJIA 1 OPTAHU3AITUSITA
HA PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA HA
JIEKAPCTBEHUTE ITPOAYKTH

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

§ 22. JleueObHHTE 3aBEeICHUS MPUBEKAAT AEUHOCTTa CH B CHOTBETCTBHUE C
W3HCKBAHUATA 110 § 7 OTHOCHO Wi. 19, aJt. 4 B CPOK JI0 IIECT Mecela OT BIM3aHe B CHJIa
Ha Ta3u Hapezaoa.

§ 23. JleueOHUTE 3aBEeHUS TPUBEKAAT JTEHHOCTTA CH B CHOTBETCTBHE C
u3HUCKBaHUATA IO § 12 oTHOCHO i 330 B CPOK 10 TpU FOJIMHU OT BJIHM3aHE B CHJIa HA
Ta3u Hapenoa.

§ 24. JleueOHUTE 3aBEeHUS TTPUBEKIAAT JTEHHOCTTA CH B CHOTBETCTBUE C
M3UCKBaHMATA MO § 16 0THOCHO wil. 37a B CPOK JI0 LIECT MEcela OT BIM3aHE B CUJIa Ha
Tas3u Hapenoa.

§ 25. JleueObHHTE 3aBEICHUS MPUBEKAAT AEUHOCTTA CH B CHOTBETCTBHUE C
M3UCKBaHuATa 1O § 17 oTHOCHO 4i. 39, an. 4 3a KIMHAYHUA W3NUTBAHUS, MTOTYYUIIA



MOJIOKUTETHO CTAHOBUIIE 32 MPOoBEkAaHETO UM cbriiacHo 3JITIXM, no 1 suyapu 2017
I.

IIpexoanu pasnopendu
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 28 OT 2008 I'. 3A YCTPOMCTBOTO, PEJIA 1 OPTAHU3ALIUSITA
HA PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA HA
JIEKAPCTBEHUTE ITPOAYKTH

(OBH. - IB, BP. 79 OT 2017 T".)

§ 11. lo yrBbpkaaBane ot M3mbaHuTENHATA areHuus 1o JiekapcrpaTra Ha
o0Opa3uu Ha 3asBieHHA 1O § 3 3agBUTENMTE MOJABAT 3asABJICHHS IO JIOCETAIIHUS
oOpaserl.

IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu
KBbM HAPE/BA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A TIPEJAIINCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 85 OT 2023 I'., B CWJIA OT 16.10.2023 T".)

§ 19. Hapenbara Bnu3a B cuina ot 16 okromBpu 2023 T.

IIpexoanu u 3aK/IIOUYNTEHHA pa3nopeadou
KBbM HAPE/BA 3A U3MEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 1. 3A YCJIOBUSATA U PEJA 3A IIPEAIIMCBAHE U
OTIITYCKAHE HA JIEKAPCTBEHHA ITPOAYKTHU

(OBH. - 1B, BP. 105 OT 2023 I'., B CUJIA OT 19.12.2023T".)

§ 7. HapenOara Bnu3a B cuiia OT eHsS Ha OOHapoaBaHeTo 1 B "JIbpxkaBeH
BECTHUK".

IIpunoxenne Ne 1 kbm 4. 1, ain. 1
(Uzm. - [IB, 6p. 67 ot 2010 1., u3m. - IB, 6p. 2 ot 2021 1.)
[IponykTH, KOUTO ce mpeaarar B anTeKUTe

1. JlekapcTBEHM POAYKTH.

2. MeauIuHCKu U3Aeusl.

3. lueTryHu XpaHu 3a CeMaTHU MEAUIIMHCKH 1IeJIU, XpaHU 32 KbpMayeTa
Y TIPEXOJIHU XPaHH.

4. XpanurtenHu qJ00aBKH.

5. Ko3MeTnyHu npoayKTH.

6. CaHUTapHO-XUTHEHHU CPEJCTBA.



7. buoruam ot riaBHa rpyna 1 "Jlesundexrantu", mpoayKTOBH TUTIOBE |
u 2, u ot riaBHa rpyna 3 "KonTtpon Ha Bpenutenu", npoaykroBu tumnose 18 u 19,
cerimacHo Ilpunoxkenne V ot Permament (EC) Ne 528/2012 na EBpomnerickus
napyiameHT U Ha CbBera oT 22 mait 2012 1. OTHOCHO MPEAOCTaBSIHETO Ha Maszapa u
ynotpebara Ha 6mouuau (OB L 167, 27.06.2012 r.).

[Tpunoxxenne Ne 2 xbm 4. 1, an. 2

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

Cnuchk Ha JIEKapCTBEHU MPOAYKTH, OTITYCKaHH 0e3 JIeKapcKo MpeAnrucaHue, KOUTO Morar
Jla ce IIpoJaBaT Ype3 aBTOMATU

I'pyna nponyxru

ATC-xoxn

INN

I[OHT:J'IHI/ITCHHI/I HU3HUCKBAaHUA

AHTHAIUIN

AO02A

A02AB10

Aluminium
hydroxide;
Magnesium oxide

MaxkcuMaHO KOJHYECTBO Ha
aKTUBHOTO BEIISCTBO 3a J1030Ba
enununa 2,18 g/350 mg. Camo
TEYHU JICKapCTBEHU (HOopMH 32
MIepOPaTHO MPUITIOKCHHE.

A02ADO1

Ordinary salt
combinations

o 20 6post 7030BH CAMHHITA B
onakoBka. CaMo TBbpAU
JIEKapCTBEHH (POPMH 3a MEPOPATHO
MIPUIIOKEHUE.

A02AD04

Hydrotalcite

MaxkcuMaaHO KOJMYECTBO Ha
AaKTMBHOTO BEIIECTBO 34 J030Ba
ennauna 500 mg. Camo TBBpAU
JeKapCTBEHU (POPMHU 3a IEPOPATHO
IIPUJIOKEHNE.

JlexapcTBeHH
IIPOJYKTH 3a JICUCHUE
Ha IENTHUYHA 5A3Ba U
I'EPB

A02B

A02BA02

Ranitidine

MaxkcuMaaHO KOJTMYECTBO Ha
aKTUBHOTO BELIECTBO 3a J]030Ba
enununa 150 mg; 1o 20 6pos
JI030BH €ITMHUI B onakoBka. Camo
TBBP/U JIEKapCcTBEHU (PopMu 3a
NEPOPATTHO MPUIIOKEHHUE.

A02BA03

Famotidine

MaxkcHuMalTHO KOJIMYECTBO Ha
aKTMBHOTO BEIIIECTBO 3a J030Ba
equauma 20 mg; 1o 20 6pos 1030BU
eANHUIM B onakoBka. CaMo TBbpIU
JIEKapCTBEHH (POPMU 3a MIEPOPATHO
MIPUIIOKEHUE.




CruchK Ha JIGKapCTBEHU NMPOIYKTH, OTIYCKAaHU 0€3 JIEKapCKOo MpeanrcaHue, KOUTO MOrat
Jla ce MpoJiaBaT 4pe3 aBTOMAaTH

['pyna npoayktu

ATC-xoxn

INN

]_IOHLJ'IHI/ITGJ'IHI/I HU3HMCKBaHUA

A02BX13

Alginic acid in
combination with
antacids

o 20 6post 1030BU €AMHUIIN B
onakoBka. CaMO TBBP/IH
JeKapcTBeHH (OPMH 32 IIEPOPATHO
PUIIOKEHHE.

JlekapcTBeHH
IIPOJYKTH 3a JICUEHUE
Ha (QYHKIIMOHATHU
pa3cTpoiicTBa Ha
yepBara

AO3A

A03AA04

Mebeverine

MakcumanHO KOJIU4eCTBO HA
aKTMBHOTO BEIIECTBO 32 J030Ba
enuanna 200 mg; 1o 30 6post
JI030BHU €IMHUIIM B OrmakoBka. Camo
TBBP/U JEKAapCTBEHU (HopMHU 3a
MIEPOPATHO MPHIIOKEHHE.

A03ADO02

Drotaverine

MaxkcuMaTHO KOJHYECTBO Ha
aKTUBHOTO BEIISCTBO 3a J1030Ba
enununa 80 mg; 10 24 6post 1030BU
eAMHUIM B onakoBka. CaMo TBbPIU
JIEKapCTBEHH (POPMH 3a MEPOPATHO
MIPUIIOKEHUE.

Cnoa3MOIATHLIN
KOMOMHAINA C
aHAJITETUIIN

A03D

A03DAO2

Pitofenone and
analgesics

MakcHMalTHO KOJIMYECTBO Ha
AKTUBHOTO BEILECTBO 3a JI030Ba
enununa 500 mg/5 mg/0,1 mg; 1o
20 6post 1030BU €TUHUIIU B
omakoBka. CaMo TBHpIU
JIeKapcTBeHH (DOPMH 3a IePOPaATTHO
MIPHUIIOKEHHE.

O4YHUCTUTEHH CPEICTBA
(JTakcaTuBM)

AOGA

AO6AB08

Sodium
picosulfate

MaxkcHuMaTHO KOJIMYECTBO Ha
AKTHBHOTO BEIIECTBO 3a J1030Ba
enuHuna ao 7,7 mg/ml; mo 30 ml.
Camo TeuyHa JiekapcTBeHa popma 3a
MIEPOPATHO MPHIIOKEHHE.

A06AD11

Lactulose

MakcrMaTHO KOJIMYEeCTBO Ha
AKTUBHOTO BEILIECTBO 3a JI030Ba
eauHUIA 10 67 g/100 ml;
konuyecTtBo 40 200 ml.
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Camo Teuna nekapcTBeHa opma 3a
MEePOPATTHO MPUIIOKECHHUE.

Hpyru upeBHH
azcopOeHTH

A07B

A07BAO1

Medicinal
charcoal

MaxkcuMaJTHO KOJIMYECTBO Ha
aKTUBHOTO BEIIECTBO 3a 1030Ba
equauna a0 250 mg. Jlo 20 6pos
JI030BH CAUHHIY B onakoBka. CaMo
TBBP/IU JICKAPCTBEHU (OPMH 3a
MEPOPATTHO MPUIIOKEHHE.

A07BCO05

Diosmectite

MaxkcuMaTHO KOJHYECTBO Ha
aKTUBHOTO BEIISCTBO 3a J1030Ba
enununa a0 3 g. 1o 30 6pos
JI030BH CAMHHIY B ontakoBKa. CaMo
TBBP/IU JICKAPCTBEHU (OPMH 3a
MEPOPATTHO MPUIIOKEHHE.

JlekapcTBeHU
MPOAYKTH, TOTUCKAIIU
MepUCTANTHKATA

AO07D

A07DAO03

Loperamide

MaxkcuMaTHO KOJHYECTBO Ha
aKTUBHOTO BEIISCTBO 34 J1030Ba
enununa 2 mg. Jlo 10 6post 1030Bu
eAVHUIM B onakoBka. CaMo TBBpIU
JeKapcTBeHH (OpMHU 3a epopaHO
MIPUIIOKEHHE.

JlexapcTBeHH
MIPOJIYKTH,
MOBJIUABALIU
XPaHOCMMJIAHETO, BKIL
€H3UMU

A09A

A09AA02

Multienzymes

MaxkcruMaaHO KOJTHYECTBO Ha
aKTUBHOTO BEIIECTBO 32 JI030Ba
equauma 10 000 Ph.Eur.U. /o 100
Oposi J030BU €AMHUITN B OTTAKOBKA.
CaMmo TBBpAM JIEKapCTBEHH POpMHU
3a TIePOPAITHO MPUIIOKCHHE.

MynTUBUTaMUHH,
KOMOHMHAINU

AllA

A11AA03

Multivitamins
and other
minerals, incl.
combinations

o 100 6post 1030BU €TUHUIU B
onakoBka. CaMo TBBpIH
JeKapcTBeHH (OPMH 32 IIEPOPATHO
NPUIIOKEHHE.
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I'pyna npoaykTu ATC-xon INN JIOBJIHUTETHN N3MCKBAHUS
MynTUBUTAMUHH, AllB
CaMOCTOSITEITHO
All1BA Multivitamins, |do 100 6post 1030BU ¢IUHHUIIM B
plain omakoBka. CaMo TBBpIU
JIeKapCTBeHH (HOPMHU 32 MEPOPATHO
NPUJIOKCHHUE.
AckopOuHoBa AllG
KHCEJIMHA
BKITFOUUTEITHO
KOMOHWHAIIUU
A11GB Ascorbic acid |JIo 100 Opost 1030BH €TUHHIIN B
(Vitamin C), |omakoBka. CamMO TBBpAH
including JIeKapcTBeHH (POpPMH 3a IIePOPATTHO
combinations |opuioxeHue.
JlekapcTBeHH C05C
TIPOJIYKTH,
cTabunusupaiu
KaIllWISIPUTE
CO5CA04 Troxerutin MakcuMaHO KOJUYECTBO Ha
aKTUBHOTO BEIIECTBO 32 J]030Ba
enununa 300 mg; o 50 Gpos
JI030BU €IMHUIIM B onakoBka. CaMo
TBBP/IU JIEKapCTBEHU (popMu 3a
MIEPOPAITHO MPUIIOKCHHE.
MakcuMaIHO KOJUYECTBO Ha
aKTUBHOTO BEIIECTBO 32 JI030Ba
enununa 20 mg/1 g; no 40 g B
onakoBka. CaMo nepMaiHu
JIeKapCTBeHH (DOPMHU 3a JIOKAITHO
MIPIIIOKCHUE.
C05CA51 Rutoside, Jlo 100 6post 1030BU STUHUIIM B
combinations |omakoBka. Camo TBbpIH
JeKapcTBeHH (OpPMHU 3a epopaHO
MIPIIIOKCHUE.
AHTUNIPYPUTUYHU DO4A
JICKapCTBCHU
TPOIYKTH,
BKITIOYMTEITHO
AHTUXUCTAMHUHH,
AQHECTETHUILIU U JIp.
D04AA09| Chloropyramine |MakcuMaiHO KOJMYECTBO Ha

AKTUBHOTO B€IICCTBO 3a J0O30Ba
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enquamnma 1 g/100 g; o 18 g B
onakoBka. CaMo nepMaiHu
JIeKapcTBeHH (POPMHU 3a JIOKAIHO
IIPUJIOKEHUE.

DO04AA13

Dimetindene

MaxkcuMaJTHO KOJIMYECTBO Ha
aKTUBHOTO BEIISCTBO 3a J030Ba
enquauna 1 mg/1 g; 1o 50 g B
onakoBka. CaMo JepMaiHu
JIEKapCTBEHH (POPMU 32 JIOKATTHO
MIPUIIOKEHUE.

D04AA32

Diphenhidramine

MaxkcuMaTHO KOJIMYECTBO Ha
AKTHBHOTO BEIIECTBO 32 J030Ba
emuanna 10 20 mg/g ; no 50 g B
omakoBka. CamMo jepMaiiHu
JeKapcTBeHH (POPMHU 3a JIOKAITHO
NPUIIOKCHUE.

AHRTHCENTUIIN U
Ne3UH(PEKTaHTH

DOSA

DO8AAO1

Ethacridine
lactate

MaxkcuMaTHO KOJIMYECTBO Ha
aKTUBHOTO BELIECTBO 3a J]030Ba
emuanna 0,1 g/100 ml; no 100 ml B
omakoBka. CaMo TeYHH JIepMaTHU
JIEKapCTBEHH (POPMU 3a JIOKATTHO
MIPHUIIOKEHHE.

DO08AX01

Hydrogen
peroxide

MakcuMaHO KOJUYECTBO Ha
aKTHBHOTO BEIIECTBO 3a JJ030Ba
equnuma 3%; go 100 ml B
onakoBka. CaMo T€YHH JIepMaJIHU
JeKapcTBeHH (POPMHU 3a JIOKATHO
MIPIIIOKCHHE.

HpOTI/IBOB’bSHaHI/ITeJ'IHI/I
U aHTUPCBMATHYHU
JICKApCTBCHU
TPOIYKTH,
HECTCPOUIHU

MO1A

MO1AEO1

Ibuprofen

MakcumanHO KOJIM4YeCTBO HA
aKTUBHOTO BEIIECTBO 3a J030Ba
equauma 200 mg; 1o 20 Gpos
JI030BU €IMHUIIM B OrakoBka. Camo
TBBP/U JEKapCTBEHU (HOopMHU 3a
MIEPOPAITHO MPHIIOKEHHE.
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MO1AEO3

Ketoprofen

MaxkcuMaJTHO KOJIMYECTBO Ha
aKTUBHOTO BEIISCTBO 3a J1030Ba
equaua 50 mg; 1o 20 6pos 1030BU
eANHUIM B onakoBka. CaMo TBbpIU
JIEKapCTBEHH (POPMU 3a MEPOPATHO
MPUIIOKEHUE.

MO1AE17

Dexketoprofen

MaxkcuMaJTHO KOJIMYECTBO Ha
aKTUBHOTO BEIISCTBO 3a J030Ba
equHUNA 25 mg; 1o 20 6pos 1030BU
eANHUIM B onakoBka. CaMo TBbpIU
JIEKapCTBEHH (POPMH 3a MEPOPATHO
MIPUIIOKEHUE.

IIpoTHBOBB3MAIUTETHU
JIEKapCTBEHU NPOILYKTH

3a JIOKAJIHO
MIPUIIOXKEHUE,
HECTEPOUIHU

MO2A

MO2AA

Antiinflammatory
preparations,
non-steroids for

JlepMaiiHu JIeKapcTBECHU GOpPMHU 3a
JIOKQJTHO TIPUJIOKEHUE C
MakcUMalIeH obem/mMaca Ha

topical use mbpBUYHATA onakoBka - 60 ml/60 g.
Jpyru aHanreTUIy u NO02B
AHTHUTTHPETUIIH
NO2BAOL | Acetylsalicylic |MakcumaiHo KOJTHYECTBO Ha
acid AKTUBHOTO BEIIECTBO 32 J030Ba
equauna 500 mg; no 20 Gpos
JI030BU €IMHUIIM B OorakoBka. Camo
TBBP/U J€KapCTBEHU (HOpMHU 3a
MIEPOPATTHO MPHIIOKEHHE.
NO2BA51 [ Acetylsalicylic [/lo 20 6post 1030BU eTUHHIIN B
acid, orakoBka. CaMo TBbpIU
combinations, |yiexkapcTBeHH GOPMH 3a EPOPATHO
excluding NPUIIOKEHHUE.
psycholeptics
NO2BEO1 Paracetamol |MakcumaaHO KOJTHYECTBO Ha
AKTHBHOTO BEIIECTBO 3a J030Ba
enunauna 500 mg; o 20 6pos
J030BU €IUHUIIHN B oITakoBka. CaMo
TBBP/IH JICKapCTBEHH (hopMu 3a
MIEPOPAITHO MTPHIIOKEHHE.
NO2BE51 Paracetamol | Jlo 20 6post 1030BU SIUHUIIM B

combinations,

omakoBka. Camo TBbPAU
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excluding
psycholeptics

JeKapcTBeHH (OpMHU 3a epOpaHO
MIPUIIOKEHUE.

N02BB02

Metamizole
sodium

MaxkcuMaJTHO KOJIMYECTBO Ha
aKTUBHOTO BEIISCTBO 3a J030Ba
equauna S00 mg; no 20 Gpos
JI030BH CAUHHIY B onlakoBKa. CaMo
TBBP/IU JICKAPCTBEHU (OPMH 3a
MepOpaIHO MPUIIOKEHUE U MTPAXOBE
3a MPUTOTBSIHE HA Pa3TBOPH 3a
MePOPATTHO MPUIIOKEHHE.

CpHOTBOpHU U
CeJaTUBHU
JIEKapCTBEHH MPOAYKTH

NO5C

NO5CM09

Valerianae radix

MaxkcuMaTHO KOJHYECTBO Ha
aKTUBHOTO BEIISCTBO 34 J1030Ba
enununa 200 mg; o 20 6pos
JI030BH €AWHHIY B onakoBka. CaMo
TBBPJIU JICKAPCTBEHU (HOPMH 3a
MEPOPATTHO MPUIIOKEHHE.

JlexkapcTBeHU
MPOAYKTH 3a JICUCHUE
Ha I'bpJI0

RO2A

RO2AA

Antiseptics

o 24 6post 1030BU €AMHUIIU B
onakoBka. CaMo TBBpU
JeKapcTBeHH (OpMHU 3a epOpaHO
MIPUIIOKEHHE.

[Ipunoxenne Ne 3 xbM 4. 2, an. 3

AnTekara uma N3JJaICHO Pa3pCUICHUEC 34 ThbpPTOBUA HA I[pe6HO C JICKAPCTBCHU NMPOAYKTHU

No

Ha

(MMe 1 BUJ Ha ThpProBera)




Perucrpupan/EVK

cefayuiie: rp., o01IKHA,

Ha anpec:

aJipec Ha yrnpaBJlieHUE:

rp. yi.

PwKkoBOMTEN HaA anTexara €:

JelHocTHTE, KOUTO MOTaT Jia CE U3BBPIIBAT B alTEKATA, Ca:

(omucBaT ce JeHOCTUTE, KOUTO ca MMOCOYSHH B Pa3pelieHneTo, u3aJeH0 OT MUHUCTbpa Ha
3/IpaBEOIa3BaAHETO).

[Ipunoxenne Ne 4 xbM 4. 3, an. 3

(Uzm. - ]IB, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 r., u3m. - JIB, Op. 105
ot 2023 1., B cuna ot 19.12.2023 1.)

JHEBHUK HA U3ITBJIHEHUTE PELIEIITU B AIITEKATA

Ne
o

pe

[Hara Ha
OTIyCKa
HE

HPH na
MpeIrucBaH
e(3a
€JIIEKTPOHHH
npeIucan
usl)

HPH Ha
OTITyCKaHe
(3a
€JIIEKTPOHHU
TpeIcan
us)

HNme Ha
MaIueHT
a,
Bb3pacT
U azipec

Nwme n
YUH/JITIK Ha
nexapsi/nekaps

0 JICHTaJIHA
MeIuIHA

Nwme na
(dapmarieB
ta, YUH

OtnycHaTn
JIEKapCTBEH
U IPOAYKTU
1o
THPTOBCKO
HauMEHOBaH




nuc
u
KOJIMYCCTBO

A0l
AQ2
A03
A04
A05
AQ6
A07

A08
A09
Al0
All
Al2
Al3
Al4
Al5
Al6

BO1
BO2
BO3
BOS
BO6

C01

C02
CO03
Co04
C05
Cco7
Co08
C09
C10

[Tpunoxxenne Ne 5 xbm ui. 4, an. 1

CIuUChK Ha JIGKAPCTBEHUTE IPYIH CHIIIACHO aHATOMO-TEPAICBTUYHO-XUMHUYHA
KJIacU(HKAIKs, C KOUTO pa3moiara BCsKa anTeka

XpaHocMuIaTeaHa cucTeMa 1 MeTaboIu3bM

CromaToN0ru4HH JIEKapCTBEHU IPOAYKTU

AHTHALUAHY JEKAPCTBEHU MTPOLYKTH

JlexkapcTBEHU MPOIYKTH MPH (PYHKIIMOHATHUA CTOMAIITHO-YPEBHU 3a00JIIBaHUS
AHTHEMETHYHHU U POTUBOIIOBPBIIAIIN

JlexapcTBEeHM MPOAYKTH 3a JICUCHUE HA HITHYHU U YEPHOAPOOHU 3a00JIIBaHUS
O4MCTUTENHU U JTAKCATUBHU JIEKAPCTBEHU MPOILYKTH

AHTUAMAPUYHH, YPEBHU TPOTUBOBBINATUTEITHH/aHTUUH(DEKITNO3HH JICKAPCTBEHU
MIPOIYKTH

JlexapcTBEHU MPOYKTH IIPH 3aTIILCTSABAHE, C U3KIIIOUEHUE HAa TUETUYHHU MTPOTYKTH
JlexkapcTBEHU MPOIYKTH, MOBIUSBAILN XPAHOCMUIIAHETO, BKIIOYUTEIHO U €H3UMU
AHTUAMa0CTHY JIEKAPCTBEHH MPOIYKTH

Buramunu

MunepanHu 100aBKI

Tornmm

AHa00JIHY JIEKapCTBEHH MPOJIYKTH 33 CHCTEMHO MPUIIOKEHHE
ATIETUTOCTUMYJIAHTH

Jpyru nekapcTBeHU NPOAYKTH, IOBIIMSBAIIY XpaHOCMUJIaTETHATA CUCTEMA U
MeTaboau3Ma

Kp®B 1 KpbBOTBOPHU OpraHu

AHTUTPOMOOTUYHHU JIEKAPCTBEHU MTPOTYKTH

AHTUXEMOPAarn4Hy JEKApCTBEHU MTPOLYKTH

AHTHaHEMHWYHU JIEKApCTBEHU NPOAYKTU

KpbBo3amecTturenu u HHQY3MOHHHU pa3TBOPU

Jlpyru XeMaToNnoruuHu NpoAYKTH

Cppreuyno-cbioBa cucTeMa

JlexapcTBEHU MPOYKTH 3a JIEYEHHE HA ChPACYHU 3a00JsBaHus (Tepanus Ha
CBPIIETO)

AHTHUXUNIEPTEH3UBHU

Juypernnn

[lepudepuu BazoamiaTaTopu

Basomnporekropu

bera-6okepu

brokaTopu Ha KalueBUTe KaHAIH

JlexapcTBEHU MPOIYKTH, MOBIUSIBAILM PEHUH-aHTMOTEH3MHOBATa CUCTEMA
JIunuonoMoAynHupaIiy JEKapCTBEHHU MPOLYKTH



D01
D02
D03
D04
D05
D06
D07
D08
D09
D10
D11

GO01
G02
G03
G04

HO1
HO02
HO3
HO4
HOS

Jo1
J02
JO4
JO5
JOo6
Jo7

LO1
LO2
LO3
LO4

MO1
MO2
MO03
MO04
MO5
M09

NO1

Jepmaronoruunu

AHTUMUKOTHYHU JIEKAPCTBEHU MPOAYKTHU 3a IEPMATOIIOIMYHA yIOoTpeda
OmekyaBaiiy 1 mpena3Baly KoxKara JIEeKapCTBEHU IPOAYKTH

JlexapcTBEeHHU MPOAYKTHU 3a JICUEHUE HA PAHU U SI3BU

[IpoTuBOCHpOEKHU, BKIIFOUUTETHO U AHTUXUCTAMUHU, aHECTETULIU U JP.
AHTUIICOPUATHYHU JIEKAPCTBEHU MPOAYKTU

AHTUOMOTHUIIM U XUMHOTEPANIEBTULIN 32 JIEPMaIHO IPUIIOKEHUE
Koprukocrepounu 3a nepMaiHoO NPUIIOKEHHUE

AHTHCENTHIN U Je3uH(EKTaHTH

[IpeBpB3KU C TIEKapCTBEHO BEIIECTBO

JlexapcTBeHU MPOIYKTH 3a JICUEHHUE HA aKHE

Jpyru 1epMaToIOruyHy JIEKApCTBEHU MPOYKTH

[Tuko4do-mos10Ba cucTeMa U MOJIOBU XOPMOHHU

['iHexonoruyHu, aHTUMHQEKIIMO3HH JIEKAPCTBEHH MPOYKTH M aHTUCEITHIIH
Jlpyry THHEKOJIOTUYHH JICKAPCTBEHU MPOIYKTH

[TonoBM XOPMOHHM U JIEKAPCTBEHU MPOAYKTH, PETYIUPAILU [10JI0BATa CUCTEMA
VYposoruuHu JeKapCcTBEHU MPOAYKTH

CucremMHun XOPMOHAJIHU JICKAPpCTBCHU IMPOAYKTH, C U3KJIFOUCHHUEC HA ITIOJIOBUTC
XOPMOHHU U UHCYJIMHUTC

Xunopu3zHu XOPMOHU ¥ XOPMOHH Ha XUIIOTAIaMyca U TEXHH aHaJI03H
Koprukocreponnu 3a CHCTEMHO MPUIIOKEHHE

JlexapcTBEHU MIPOIYKTH 3a JIEYEHHUE Ha 3a00JIsBaHuUs Ha IIUTOBHU/IHATA JKJI€3a
[TaHKpeaTH4HM XOPMOHHU

JlexapcTBEHU MPOIYKTH, MOBIMSBAILN KaJIeBaTa 0OMsIHA
AHTUUH(EKINO3HU JIEKAPCTBEHU MPOAYKTH 32 CUCTEMHO IIPUIIOKEHUE
AHTHOAKTEpUAIHY JIGKAPCTBEHH MPOYKTH 32 CHCTEMHO TPUIIOKECHUE
AHTHUMHMKOTHUYHH JIEKAPCTBEHU MPOAYKTH 32 CUCTEMHO MPHUIIOKECHUE
AHTUMUKOOAKTEpUATHH JIEKAPCTBEHH MPOTYKTH

IIpoTnBOBUPYCHU JIEKAPCTBEHU MPOAYKTHU 32 CUCTEMHO IIPUIIOKEHUE
NMyHHM cepyMU U UMYHOTTIOOYJIMHU

Bakcunu

[IpoTUBOTYMOPHHU 1 UMYHOMOAYJIUPAILH JIEKAPCTBEHU NPOIYKTH
AHTHHEOIJIaCTUYHHU

JlexapCTBEHH NPOAYKTH 3a €HAOKPHHHA TepaIus

NmyHoCTMMYITaHTH

NmyHocynipecopu

MyckynHO-CKelleTHa CUCTEMa

[IpoTHBOBB3MAIUTETHN U IPOTUBOPEBMATUYHU JIEKAPCTBEHH MPOTYKTH
JlexapcTBEHU MPOIYKTH 3a JIOKAIHO MPUJIOKEHHUE MTPU CTaBHA U MYCKYJIHa OoJiKa
MycKynHM penakcaHTu

JlexapcTBeHM IPOAYKTH 3a JIEUEHUE Ha rojarpa

JlexapcTBEeHM MPOAYKTH 3a JICUEHNE HA KOCTHU 3a00JIsIBAHUS

Jpyru nekapcTBEHU MPOAYKTH MPH 3a00IsIBAaHUS HA MYCKYJIHO-CKEJIETHATa CUCTEMa
Hepsna cucrema

AHnecteTuiu



NO2
NO3
NO4
NO5
NO6
NO7

PO1
P02
P03

RO1
RO2
RO3
RO5
RO6
RO7

S01
S02
S03

V01
V03
V04
V06
V07
V08
V09
V10
V20

AHanreTuim

AHTHEIMIIENTHIIN

AHTHUITAPKMHCOHOBH JIEKAPCTBEHH MPOAYKTH

IlcuxonenTumu

IlcuxoananenTuim

Jpyru JiekapcTBEHU POTYKTH, TIOBJIMSIBAIIM HEPBHATA CHCTEMaA
AHTHITApa3UTHU, HHCEKTUIIAIU U PETICIICHTH

AHTHUIPOTO30IHU JIEKAPCTBEHU MTPOYKTH

AHTHXETMUHTHU JIEKapCTBEHU MPOAYKTU

JlexapcTBeHU MPOJYKTH 3a JICUEHUE Ha €KTOMApPa3uTHH 3a00IsIBaHUS, BKIFOUUTETHO
CKaOMIM/IM, NTHCEKTULIUIN U PEIEIeHTU

JuxarenHa cucrema

Ha3annu nekapcTBeHN NpOAYKTH

JlexkapcTBeHU MPOYKTH 3a JIeUeHUE Ha 3a00IsIBaHUS HAa YCTHATa KyXUHA U apuHKCa
JlexkapcTBEHH MTPOIYKTH 32 JICYCHUE HA OOCTPYKTUBHU JUXATEITHU 3a00JIIBaHUS
JlexapcTBEHM MPOAYKTH 3a JICUEHUE HA KAIUIUIA U IPOCTYIHU 3a00JIsIBaHU S
AHTHUXUCTaMUHHU 32 CUCTEMHO NPUJIOKEHHE

Jpyru nekapcTBEHU MPOAYKTH, NOBJIMABALLY AUXATEJIHATa CUCTEMA, 32 CUCTEMHO
MIPUIIOKEHUE

CeH30pHH OpraHu

OdTanMoIOrHIHH JIEKAPCTBEHH MTPOAYKTH

OTONOTMYHM JIEKAPCTBEHU MTPOTYKTH

OdTanMoNIOrMYHN U OTOJIOTUYHH JIEKAPCTBEHH MPOTYKTH

Jpyru iekapcTBEHU IPOLYKTH

Auneprenu

Benuku apyru nekapcTBEHU MPOIYKTH

JInarHOCTUYHU TPOJYKTH

JleueOHU XpaHu

Benuku npyru HenekapcTBEHU MPOIYKTH

KoHntpacTHu BemecTra

JlnarnoctTuyHu paguodapManeBTUIHH MPOTYKTH

TepaneBtuunu paanodapMaleBTUUYHU TPOAYKTH

XHpyprudHu NpeBpb3KU

XOoMeonaTU4YHU CHEUAINTETH U MOHOTIpenapaTu

[Tpunoxxenue Ne 6 kbM ui. 5

(Otm. - [1B, 6p. 2 0T 2012 1.)

[Ipunoxxenne Ne 7 kpm uit. 11

(M3wm. - [IB, 6p. 67 ot 2010 r., u3m. - [IB, 6p. 2 ot 2012 1., oTM™. - [IB, Op.

79 or 2017 1.)

ITpunoxxenne Ne 8 xpm ui. 12, an. 3



(M3wm. - [IB, 6p. 67 ot 2010 r., m3m. - [IB, 6p. 2 ot 2012 1., u3m. - /IB, Op.
81 or 2015 T.)

I. Bunose nomeleHust BbB:

1. Anteka 3a OTIycKaHe Ha JIEKapCcTBa Ha TPaXJaaHu:

a) AnTeka 3a JIEKapCTBEHU IPOAYKTH, C U3KIIIOUCHHE Ha MPUTOTBAHU 110
MarucTpaiHa u (hapMakoreiHa peuenTypa ¢ eH0 padoTHO MSCTO - ¢ MUHUMaJIHa 001112
wiomy 30 KB.M, CBCTOSIA C€ OT IPUEMHO IMOMELIEHUE, CKJIaJ0BO IMOMELICHUE U
CaHMTapEH BBH3€J C U30JAIIMOHHO MpeIABepUE U MHUBKA. 3a BCAKO CIIEABAILO paOOTHO
MSICTO C€ U3UCKBAT OILIE 5 KB.M JOI'bJIHUTEIHA IO

0) Anreka 3a JEKapCTBEHH MPOAYKTH, BKIIOUYUTEIHO W MPUTOTBSIHU IO
MarucTpaiHa U ¢apmakoneiHa penentypa ¢ €JHO pabOTHO MACTO, B KOSTO HE ce
IPUTOTBSAT JIEKAPCTBEHU (POPMHU 33 OUU M PA3TBOPH 32 MAPEHTEPATHO MPUIIOKEHHE - C
MUHMMaIHa oOma miony 40 KB.M, ChCTOsAIIA C€ OT IPUEMHO MOMEUIEHUE, CKIIaZ0BO
NIOMEIIEHNE, ACHCTEHTCKO TMOMEIIEHHE C €AHO pabOTHO MSACTO M MUBKA 32 U3MUBaHE
Ha ChJIOBETE U ypeIuTe 3a NPUIOTBSAHE M0 MarucTpaiHa u (apmakorneiiHa perenrtypa
Y CAaHUTAPEH BH3€Jl C M30JIALIMOHHO NPEIBEPHE U MUBKA. 32 BCAKO CJIe1Balio paboTHO
MSICTO C€ M3MCKBAT OLIE 5 KB.M JOIBJIHUTENHA IUIOL. 3a IPUTOTBSIHE HA JIEKapCTBEHU
IOPOAYKTH TIO0 MarucTpajHa pelenTypa ce H3MOJ3Ba MPEYHCTEeHa BOJA CHIIACHO
EBponeiickara papmaxores.

B) AmTeKa 3a JEKapCTBEHH MPOAYKTH, BKIIOYHTEIHO W TPUTOTBSIHH IO
MarucTpaiHa M ¢apMmakoneiHa pelentypa ¢ €AHO pabOTHO MSCTO, B KOSTO Ce€
IPUTOTBSAT JIEKAPCTBEHH (POPMH 32 OUHX - C MUHUMaTHA 00112 tu1on S0 KB.M, ChCTOSIIA
ce OT IPUEMHO MOMEIEHHE, CKIIaI0BO TOMELEHUE, ACUCTEHTCKO ITOMELIEHHUE C €JHO
paboTHO MSICTO M MHBKa 32 W3MHBAaHE Ha CHIOBETE M YPEIHUTE 3a MPHUTOTBSHE TIO
MarucTpaiHa u papmaxorneiiHa peenTypa, acenTuyeH OOKC 3a U3TOTBSIHE HAa pa3TBOPU
3a 04X U CAaHUTAPEH BBH3€J C M30JAMOHHO NPEAJIBEpUE U MUBKA. 32 BCAKO CIIEIBAIIO
pabOTHO MSCTO CE€ M3UCKBAT OII€ 5 KB.M JIONMBJIHUTENHA IUION]. 3a NPUTOTBSHE Ha
JIEKapCTBEHH TPOJYKTH 10 MarucTpajHa pelenTypa ce M3IOoJ3Ba MpeYrcTeHa BOJIa
cbriacHo EBpomneiickara ¢apmakores.

r) bunkosa anreka ¢ e1HO pabOTHO MSCTO, B KOSITO CE€ IPUTOTBSIT OMIIKOBH
cMecH U 4aifoBe U ce pa3z(acoBat OMIIKM - ¢ MUHMMaJIHA 00111a rtomy 60 KB.M, ChCTOSIIA
ce OT MPUEMHO TTOMEIIEHHE, CKIIaI0BO MMOMEIICHNE, aCHCTEHTCKO MOMEIICHNE C €HO
pabOTHO MSCTO M CaHUTAPEH BB3€N C AYII M M30JALMOHHO INpeJBepue ¢ MUBKA. 3a
BCSIKO CJIe/IBAIIO pabOTHO MSCTO C€ U3UCKBAT OMIE 5 KB.M JAOMBIIHUTEIHA TUTOIIL:

aa) B ClIy4aWTe, KOoraro B OMJIKOBaTa amTeKka ce MPOAaBaT U OTIyCKaT
JEKapCTBEHH TPOAYKTH, C U3KIIOYEHHE Ha TPUTOTBIHH 110 MarucTpaiHa |
bapmakomnelina peuentypa, TpsaoBa ga Obae 060c00eHO OTJeNHO pabOTHO MSCTO 3a
ChXpaHEHHE U Mpoak0a Ha Te3H JIeKapCcTBa 1 MUHIMAaJTHATa 001Ia Tiomg € 65 KB.M;

60) B ciydauTe, KOrato B OMJIKOBaTa amnTeKa ce MPUTOTBST JEKapCTBEHU
IPOJYKTH MO0 MarucTpaiHa M (papmakoneifHa perentypa, ce M3UCKBa JIOTbIHUTEIHO
MOMEIIEHUE C €HO PabOTHO MACTO M MUBKA 32 U3MHUBAHE HA CHJIOBETE U YpEIuTe 3a
NPUTOTBSHE N0 MarucTpaiHa W (hapMakomleiHa perentypa U MUHHUMalHaTa ooma
TUIOIN € 75 KB.M; 3a IPUTOTBSIHE HA JIEKAPCTBEHHU MTPOAYKTH 10 MAarucTpaiHa pelenTypa
Cce M3II0JI3Ba MPEYUCTeHa Boja ChIitacHo EBporneiickara dapmakories.

BB) B HAaCEJIEHU MECTa, KbETO HAMA JIpyra anTeka, ce J0MycKa OTKpUBaHE
Ha arTeKa 3a JIKAPCTBEHU MPOJIYKTH, C H3KITFOUEHHE Ha TIPUTOTBSHH 110 MaruCTpaiIHa
U (apmakoreifHa penentypa ¢ e1Ho padoTHO MSCTO - ¢ MUHMMaIHa oOmia o 20
KB.M, ChCTOSIIA CE€ OT MPUEMHO ITOMEIIEHHE, CKIIaI0BO MOMEIICHHE U CAHUTAPEH Bb3el



C M30JIAIIMOHHO TPEIIBEPUE M MUBKA; 32 BCSIKO CIIEABAIIO PAOOTHO MSICTO C€ M3UCKBAT
OIIE 5 KB.M JIONBJIHUTEIIHA ILIOMI,

2. AnTeka Ha JieueOHO 3aBeeHue 1mo wi. 222, an. 4 3JIIIXM:

a) (m3m. - JIB, Op. 81 or 2015 r.) AnTeka 3a 3a0BOJISIBAaHE HYXIUTE Ha
ne4eOHO 3aBeJCHUE 3a JICKAPCTBEHU MPOAYKTH, BKIIOYUTEIHO W IMPUTOTBSIHU I10
MarucTpaiiHa u (¢apMakorneiHa perentypa 0e3 TPUTrOTBIHE HA pa3TBOPH 3a
MapeHTEPATHO MPUIIOKEHUE U JIEKAPCTBEHH (POPMU 3a OUYH - C MUHUMAJTHA 00II1a TIJIO0IIT
0,50 kB.M 3a enHo Jerjio, HO He mno-Maiako oT 50 KB.M, cbCTOfAIA CE OT
MIPUEMHO/EKCIICIUIIMOHHO TTOMEIIeHNe, padOTHA 3ajla, ACHCTEHTCKO ITOMEIICHUE,
MUSJTHO TIOMEIIIEHHE, CAHUTAPEH BB3€Il C IPeIJIBepre U MUBKA.

3a IpUTOTBSHE HA JICKAPCTBEHU MPOJIYKTH 10 MarucTpallHa pelenTypa ce
U3I0JI3Ba MIPEYNCTEeHA BO/Ia ChIlacHO EBporielickara hapmakores.

0) AnTeka 3a 3aJ0BOJIIBAaHE HYXIWTE Ha JIEYCOHO 3aBElICHUE 10 WI. 222,
an. 4 3JIIIXM 3a nekapcTBEHM NPOAYKTH, BKJIIOYMTEIHO M IPUTOTBSHU 110
MarucTpajiHa u (papMakorneitHa perentypa, Ha JeKapCTBeHH (DOPMU 3a OYU U Pa3TBOPH
3a MapeHTEPAHO NMPUJIOKEHUE U XpaHEHE - MOMEIIEHUATA, TUIOIIUTE U YCIOBUATA 32
TO3M BHUJ allTeKa ¢ Ta3u JIEHHOCT C€ MPUBEXKIAT B ChOTBETCTBHE C 00OpaTa MpaKTHUKa
IIPH POU3BOJICTBOTO HA CTEPHIIHU JICKAPCTBEHU (DOPMHU.

[I. ®yHKIMOHATHO-CTPYKTYPHHU U3UCKBAHUSA:

1. ITomemenusta no paszgen I, T. 1 u 2 TpsabBa na ca Ha €IHO HUBO,
CBBbP3aHU MOMEXAY CH M Ja ca HAIlbJIHO OTIEJIECHU OT IOMEIIEHHUATA, KOUTO Ce
U3I10JI3BAT 3a JIPYTHU LeJIU WK 3a JpYTr BUJ JEHHOCT.

2. I[IpuemHOTO MOMeIIeHUE TPsAOBA /1a UMa MpsiKa Bpb3Ka ¢ aCUCTEHTCKOTO
HOMeIIeHUE U y100Ha BPb3Ka ChC CKIIAJOBUTE MOMEILIEHHS.

3. ACHCTEHTCKOTO ITOMENIeHNE TPpsiOBa Ja uMa yJj00Ha Bpb3Ka C MUSUTHATA.

4. Jlomycka ce M3rpaXkJlaHEeTO Ha BTOPO HHMBO B amTeKaTa, CBbP3aHO C
o0e3omaceHa cTby0a, KaTo NOIbT Ha TOBA HUBO € HAa BUCOYMHA HE O-MaJIKO OT 2,50 M
OT I10J1a Ha BPBOTO HUBO, KATO IUIOIITA HA 000COOEHNUTE IO TO3M HAUWH OMEIIEHUS
HE Cce BKJII0YBA B M3MCKBaHaTa MMHMMaJIHA 00Ila IUION] Ha anTeKaTa.

5. (m3m. - IB, Op. 2 ot 2012 r.) Jlonmycka ce caHUTapHUAT Bb3eld Aa Obje
Ha Jpyro HUBO C yA0OHa (yHKIMOHAHA BpPb3KAa C OCTAHAIUTE IOMEIICHUS Ha
antekata. B cinywanrte no T. | "Bunose nmomemenus", T. 1, Oyksa "r", "BB", koraro B
HACEJIEHOTO MACTO HsIMa M3rpaJieHa KaHaJIu3alus, ce J0IycKa CAaHUTapHUAT Bb3€el Aa
€ U3BbH IIOMELICHMATA Ha alTeKaTa.

III. CtponTenHu N3UCKBaHUS:

1. CBernata BUCOYMHA HA TIOMEIICHUsITAa TpsiOBa fa Obje Hall-manko 2,50
M.

2. (u3m. - [1B, 6p. 67 ot 2010 r.) CTeHuTe Ha BCUYKHU [TOMEILIEHUs TpsiOBa
Jla ca ¢ TIOKpUTHE, YCTOWYMBO Ha BJIAXKHO MOYMCTBAHE, KaTo HE Ce JIOMyCKaT peseHU
CTCHHU B aCHCTEHTCKOTO TIOMEIIEHHNE

3. B musuiHaTa, acenTHYHHUS OOKC M CaHUTApHUS Bb3ed TpsOBa aa ce
rojiara BOJIOYCTOHYMBO TOKPHUTHE, TIO3BOJISIBANIO €(PEKTUBHO BIKHO MMOYNUCTBAHE U
Je3UH(EKIHs Ha BUCOUMHA 2 M.

4. TlomoBuTE HACTUIIKK TPsIOBA /1a ca:

a) JIECHO TOYMCTBAIIM C€ B MPUEMHOTO NMOMEIIEHHE (B CEKTOpa, KbJETO
paboTAT papMarieBTHTE), CKIaJOBUTE TIOMEIIECHHS, ACHCTEHTCKOTO MIOMEIICHHE;

0) BOJIOHETIPOITYCKJIMBHU U JIECHO MOYMCTBAIIN C€ 32 ThProBCcKaTa 4acT Ha
NPUEMHOTO MTOMEIICHNE, MUSUTHOTO, aCENTHYHHSI OOKC M CAHUTApHUS Bb3ell.



5. (m3m. - JIB, Op. 67 or 2010 r.) Ilomemenusita TpsiOBa aa WUMAar
€CTECTBEHO U U3KYCTBEHO OCBETIICHHE, KOETO Ja OCUTYpsiBa 0€30MMacCHOCTTA U 3[PABETO
Ha paboTeluTe B anTeKaTa u Ha manueHTuTe. C MPUOPHUTET Ce OCUTYPsIBA €CTECTBEHO
ocBeTiieHne. Korato ecTecTBEHOTO OCBETIICHHE HE € JOCTATHYHO MU HE € Bb3MOXKHO
na ObJIe OCUTYPEHO, Ce IIpHUjIara CMeCEHO MIIM U3KyCTBEHO OCBETIICHHUE.

a) M3KyCTBEHOTO OCBETJIEHUE B IPHEMHOTO U ACHCTEHTCKOTO ITOMEIICHHUE
HEe MOXe Jia ObJie o-Maniko oT 500 Jiykca, B CKIIaJIOBOTO TOMEIICHHUE - HE IT0-MaJIKO OT
300 ntykca, a B CaHUTapHUS Bb3€J U N30JIALIMOHHOTO IIPEIBEPUE - HE ITO-MaIKo oT 200
nykca, ceriiacHo bJIC EN 12464-1 "Cgernuna u ocBeTiienne. OcBeTieHne Ha paboTHH
Mmecra." - yact | PaboTHu mecTa Ha 3akpuro."

0) Ha pabGoTHHTEe MecTa B TIOMCHICHHSTA, KBAETO CE€ TMPUTOTBST
JIEKapCTBEHH MPOAYKTH, TPIOBa J1a € OCUTYPEHO U JIOKAJITHO OCBETJICHHE.

B) B acenTuuHmMs OoKkc/cTas W TNpeajBEpHETO KbM Hes TpsAOBa Ja ca
MOCTaBeHH OAKTEPUIIMTHH JIAMIIH.

IV. M3uckBanusa o OTHOIIEHUE HA OTOIUIMTENIHATA U BEHTHJIALMOHHATA
MHCTaJalus:

1. OtomnuTenHaTa, BEHTHWIAIIMOHHATA U KIMMaTUYHATa WHCTAJIALMS Ja
OCHUTYpsIBaT B IIOMEILICHUSITAa HOPMAaTUBHUTE U3UCKBAHUS 32 MUKPOKJIMMAT B 30HATA Ha
npebuBaBane ceriacHo Hapenba Ne 15 ot 2005 1. 3a TEeXHWYECKH NpaBHIA H
HOpPMAaTHUBU 3a TPOEKTUPAHE, U3rPaXJaHEe U eKCIuloaTalus Ha OOeKTUTEe U
ChOPBKEHUATA 32 MPOU3BOJCTBO, NMPEHOC U PA3IpPEACIICHUE Ha TOITMHHA E€HEPTHs
(/IB, 6p. 68 ot 2005 1.).

2. (ot™. - [1B, 6p. 67 o1 2010 1.)

3. (otm. - IB, 6p. 67 oT 2010 T.)

V. 3uckBaHus M0 OTHOIIEHHE Ha BOAOIPOBOIHATA U KaHATU3allMOHHATA
WHCTAJIAIHS:

1. BomompoBoaHaTa M KaHaTW3allMOHHATAa HWHCTajalus TpsOBa na ca
npoektupanu cbriiacHo Hapenba Ne 4 ot 2005 r. 3a mpoekTupaHe, U3rpaxaaHe U
eKCIJI0aTaIus Ha CTpaHU BOJOMPOBOIHYU M KaHATU3alMOHHH WHCTaNanuu (06H., /IB,
6p. 53 ot 2005 r.; momp., JAB, 6p. 56 ot 2005 r.).

2. AntekuTte TpsOBa Ja ca OCUTYPEHU C JOCTAThUHO KOJIMYECTBO TOIUIA U
CTyJeHa BOJa, OTroBapsiia Ha u3uckBaHuATa Ha Hapenda Ne 9 ot 2001 r. 3a
KauyecTBOTO HA BOJATa, MpeJHa3HayeHa 3a nuterHo-outosu nenu (B, 6p. 30 ot 2001
r.).

3. MuBkute TpsiOBa Ja ca MOHTHUPAaHU B aCHUCTEHTCKOTO MOMEIICHUE,
MUSITHATA U U30JIAIIMOHHOTO MIPEIIBEPHEC MTPE/T CAHUTAPHUS BBH3EII.

VI. U3uckBanus 10 OTHOLICHUE HA €JIEKTPUYECKATa HHCTATAUS:

1. (m3m. - B, 6p. 2 ot 2012 r.) EnexTpo3axpaHBaHeTO U €JIEKTPUUYECKHUTE
ypenbu na ca mpoektupaHu cbriacHo Hapemba Ne 1 ot 2010 r. 3a mpoektupase,
U3rpaKIaHe U TOIbpKAHE HA eIEKTPUIECKH YpeI0H 3a HUCKO HAIPEKEHHUE B Crpau
(AB, 6p. 46 oT 2010 1.).

2. (ot™m. - [IB, 6p. 67 o1 2010 T1.)

3. (otm. - IB, 6p. 67 oT 2010 T.)

4. B anTekute TpsOBa a € MPOEKTHpaHA M WHCTANAIus 3a TenedOHHU
MIOCTOBE.

5. (ot™m. - IB, 6p. 67 o1 2010 T1.)
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HeKapCTBeHI/I IIPOAYKTHU 110 MEKAYHAPOIHU HCIIATCHTHU HAMMCHOBAHUA,
HN3UCKBAIIU CbXPAHCHUC B OTACJIICH H_IKa(b CbC CCKPCTHO 3aKIHOYBAHC

Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
Amsacrine
Asparaginase
Atracurium
Atropine
Azathioprine
beta-Methyldigoxin
(Biperiden - kM criuchk Ha 3KHBII)
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

[Ipunoxxenne Ne 10 kbMm wit. 18
(U3m. u gom. - IB, 6p. 81 ot 2015 1.)
MuHnumaseH HopMaTUB 3a 003aBekIaHe U 000pyBaHE HA anTeKa

I. IIpuemuO omenieHne

1. (m3m. - 1B, 6p. 81 ot 2015 r.) Maca (cp00pa3HoO ycioBUSTA)
2. Crenaxu

3. PaboreH cToJ (EproHOMUYEH)

4. (u3m. - [1B, 6p. 81 ot 2015 r.) Koa

II. ITomemeHne 3a MPUTOTBSIHE HA JIEKAPCTBEHU IIPOYKTH 10 MarucTpaHa
U (apmaxorneifHa perentypa

1. PabGoTHO MSCTO 3a NPUTOTBSIHE HA JIEKAPCTBEHM NPOAYKTHU IO
MarucTpaisa u papmakorneitHa penentypa (KOMILIEKT)

2. Cron

3. XaBaHu C nectuuu

4. BazepuliHu CTBKIIA

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

6. (ot™m. - 1B, 6p. 81 oT 2015 1.)

7. JIBKUIY METAIHU; HEMETAJIHU

8. lllmarynu



9. Hoxxuna

10. Hox

11. (or™m. - /IB, 6p. 81 or 2015 1.)

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

13. (ot™m. - JIB, 6p. 81 or 2015 1.)

14. (otm. - IB, 6p. 81 ot 2015 1.)

15. HarpeBartenen ypen

16. Koda ¢ megan

17. Bogua O6aus

18. Crepunu3zarop (3a anTeKu, U3rOTBSIIM CTEPUIIHU PAa3TBOPH)
19. ABTOoKIIaB (32 anTeKH, U3TOTBAIIY CTEPUIIHUA PA3TBOPH)

20. Cymmnen mxkad (3a anTeKH, U3rOTBSIIN CTEPHIHI Pa3TBOPH)

I1l. CxknagoBo nomenienue

1. llIxadoBe crenaxHu

2. PadroBe crenaxum

3. Meranna kaca, HEMOJBIKHO 3aKpereHa W CBbpP3aHa ChC CUTHAIHO-
OXpaHMTEJIHA CHCTEMA, 33 ChXPAaHEHHE Ha JIEKAPCTBEHH HPOAYKTH, ChIbPKaIIU
HApKOTUYHH BEIECTBa (KOraTo anTeKara € Moy4uia pa3pelieHue 3a padora ¢ Te3u
BEIIIECTBA)

4. IlIxad 3a cbxpaHeHHE HA JIEKAPCTBEHH MPOAYKTU OT mpuiiokeHue Ne 8
ChC CEKPETHO 3aK/II0YBaHE

5. XaIuiHuUK - C MOAXOIS1II 00eM

6. PaboTHa maca (ch00pa3HO yCIOBUSTA)

7. (mom. - JIB, Op. 81 ot 2015 r.) /IbpBeHH WM METAIHU NaneTH (IIpH
HE0OXOIMMOCT)

8. (otm. - /IB, 6p. 81 or 2015 1.)

9. Konnuka (cboOpa3HO yCI0BUSITA)

10. Ctpa0a (cboOpa3HO yCIOBHTA)

11. TepmMoMeTbp BBB BCHUYKH ITOMEIICHHS, KBIETO CE€ CbhXpaHsABaT
JIEKapCTBEHU MPOTYKTH

12. BenTriiatop wiv KJIMMAaTHU3aTOp - aBTOHOMEH (ChOOpa3HO YCIIOBUSTA)

IV. Anrekara Tps0OBa Ja pasnosara cbC:

1. l'apaepo6 3a 061ekI0TO Ha MepcoHana (CboOpa3HO yCIOBHATA)

2. CTeHHO orIemaio

3. llIxadp wmm MACTO 3a CHbXpaHEHHWE Ha TMEPUWIHM Tpernaparu,
I[G3I/IH(1)€KHI/IOHHI/I MaTCpHraii U CbOPBIKCHUA 3a IOYHNCTBAHC

4. ITpoTuBOMOXKAapEH UHBEHTAP CHIIIACHO MPOTUBOIOKAPHUTE N3UCKBAHUS
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JIABOPATOPEH THEBHUK Ne .........ccccooieeennnns
38 MECELL .evvvenreenereennenne roJuHa
Ne | [Jara | Haumenosanue | JlexapcTBeHa ITaptu- | Msapka | Komu- | En. Cyma | I'ogen | Haumeno-
1o Ha aKTUBHUTE ¢dopma JIEH HOMEDP 4YeCTBO | ILieHa 110 BaHUE Ha
pen CbCTaBKH ¢dopmara
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JIHeBHUK 3a perucTpupaHe Ha MPUTOTBSHUTE B allTeKaTa JEKapCTBEHU MPOAYKTH MO0 MarucTpaiHa u ¢apmMaxorneina

peuentypa

1o
pea

Jara Ha
MIPUTOTBSIHE

Rp Ne

CnceTaB 1o
perernra

Nme, anpec u
BB3pacT
Ha 0oHUA

Nwme Ha nekaps,
YUH

Cpok Ha
TOJTHOCT

[TpurorBui
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WsuckBanusa 3a CbXpPaHCHUC W IIPUTOTBAHE Ha JICKAPCTBCHHU IIPOAYKTH B
aliTCKaTta

1. CpxpaHeHHETO HA JICKAPCTBEHU M TIOMOIIIHH BEIIECTBA Ha pAOOTHOTO MSCTO
Ha JIMIIETO, KOSTO HM3TOTBS JICKAPCTBEHH MPOJYKTH 0 MAarucTpaiHa W QapmakoreiHa
pelenTypa, ce U3BbPILBA IPHU CIIa3BaHE Ha CICTHUTE MPaBUIA:

a) Mpaxoo0pa3HUTE JICKAPCTBEHH BEIIECTBA CE HAPEXKIAT OT JsICHATa CTpaHa,
a TEYHUTE - OT JIsABAaTa CTpaHa Ha paboTentus;

0) MOIpek)JTaHETO Ce M3BBHPIIBA MO a30ydeH pell M0 HA4YHMH, [0 KOWTO ce
u305TBa HEMOCpeACTBEHaTa OJM30CT Ha JIEKapCTBEHUTE BEIIECTBA C  OJIM3KH
HAaVMEHOBAHHUS WM CXOJIHU 110 BHHIIICH BUJI,

B) JICKQPCTBEHU BEIIECTBA 3a BHHIIHA M BHTPEIIHA YyHOTpeda ce MOoapeKIaT
OT[ICITHO;

I') JIGKAPCTBEHU BEIICCTBA, KOMTO BIIM3AT B ChCTABA HA JICKAPCTBEHU MPOTYKTH
ot npuiioxkenue Ne 8, ce chXpaHsBaT OTIEIHO OT APYTUTEe, HA caMaTa Maca WM B OTJEJICH
mKa(b, BBPXY €CTUKCTUTC CC O3HA4YaBaT CAHOKPATHUTC U ACHOHOITHUTC MaKCUMAJIHU 103U,
HAMMEHOBAHMETO Ha JICKAPCTBEHOTO BEIIECTBO CE U3IMUCBA Ha OsUT ()OH C YepBEHU OYKBH;
3aIbJDKUTEITHO Ha mKada (qucka, padra) ce mocraps Haanuc "JlekapcTBEHO BEIIECTBO, HA
OTJICNTHO ChXpaHeHHUe'"; He ce pa3pellaBa ChbXPAaHEHUETO HAa HAPKOTHUYHHU JIEKAPCTBEHU
BEII[ECTBA Ha PAOOTHOTO MSICTO.

2. Jlunero, KOETO NPUTOTBS JICKAPCTBEHH IMPOIYKTH IO MarucTpaiHa Hu
dapmakomnelina perenTtypa,3a bDKUTEITHO ClIa3Ba CISTHUTE IPpaBUia:

a) Mpeau W3rOTBSHE HA JICKAPCTBEHHS MPOJYKT MPOYHMTA PELEnTara, KaTo
IMPUCTBIIBA KbM pa60Ta caMoO B cnyqaﬁ, KOoraro peuenrara € 1nMpaBuJIHO HallUCaHa U HAMaA
ChbMHEHHE OTHOCHO JTO3UPOBKATa WM HAUMEHOBAHUETO Ha JIEKAPCTBEHOTO BEIIECTBO;

0) mpu oTMEpBaHE Ha JIEKApPCTBEHOTO BEIIECTBO IMPOBEPSBA MPABIIIHOCTTA HA
B3E€TOTO JIEKApPCTBEHO BEIIECTBO, KATO CBEpPsSBa HAMMEHOBAHUETO B peIlenTara ¢ TOBa Ha
0aHKaTa Tpeau OTMEpPBaHE W CIIe[ OTMEpPBaHE; NMPHU OTMEPBAHETO € HEOOXOAMMO Jia ce
IbpKU OaHKaTa B JIICHATA PHbKa 110 TaKbB HAYMH, Y€ HAAMKUCHT J1a ObJe OTHPE] U Ja MOXKE
Jla ce 4uere;

B) OTMEpBa B MPHUCHCTBUETO HAa PHKOBOJUTEINS HA amnTeKaTa WU ONpeaeneH
ChC 3aroBe/a OT Hero (hapMaleBT HAPKOTHYHH JIEKAPCTBEHHW BEIECTBA; HAa oOpaTHaTa
CTpaHa Ha pelernTaTa ce HalmMcBaT HAMMEHOBAHUETO M KOJMYECTBOTO HA JIEKAPCTBEHOTO
BEIIIECTBO, CJIe]l KOETO JIBaMaTa ce TOIHCBAT;

T') Clie]] U3TOTBSIHE Ha JIeKapcTBeHaTa (hopmMa Olle BeITHBXK MPOYUTa pelenrara
" ITPOBEpsABAa NPABUIIHOCTTA HA B3CTUTC CbCTABKU U JO3H;

1) He ChXpaHsIBa Ha pabOTHOTO CU MSICTO M3TOTBEHH JICKAPCTBEHU MPOITYKTH
oe3 C€TUKCTU, HAAIIUCHU, ITAPTUIHU HOMEpPA, JaTa Ha IPUTOTBAHC, HAYMH Ha CbXPAaHCHHUC,
CPOK Ha TOJHOCT;

€) MPH U3II0JI3BaHE Ha BE3HHUTE CE CIIa3BaT YKa3aHUATA Ha TIPOU3BOIUTEIIS; IPH
OTMEPBAHETO HE CIIe/Ba J]a Ce IPEBHILIABA MPEAeTHATA HATOBAPEHOCT, KOSATO € 0003HAUYEHA
Ha BE3HUTE;

k) pasmojara ¢ Ta0OnWIa 3a MaKCHMalHUTE W €THOKPATHUTE IO03M Ha
JICKAPCTBCHUTC MPOAYKTH, CbABPiKAIl HAPKOTUYHH BCUICCTBA,

3) B Kpast Ha paboTaTa J1a ocTaBs pabOTHOTO CH MACTO B ITBJICH MOPSIIBK;
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M) HE W3rOTBA E€IHOBPEMEHHO HSKOJKO JIEKQpCTBEHU MPOAYKTH I10
MarucTpaiHa u papmakoneitna penentypa;

i) ocTaBs Bcsika OaHKa Ha MSICTOTO ¥ CJIe] CBbpIIBaHE Ha paboTara ¢ Hesl.

3. B Ck1a10BOTO OMEILIEHUE ChXPAaHEHUETO CE U3BBPILIBA MPU CIa3BaHE Ha
CJIETHUTE MpaBUia:

a) JIKapCTBEHU MPOAYKTH, C U3KIFOUCHHUE HA MPUTOTBSHUTE 110 MAarucTpaiHa
u ¢apmakorneiiHa pelenTypa, ce ChbXpaHsiBaT BbpXYy padToBe UM B J100pe 3aTBOPEHU
mkadose;

0) JeKkapcTBEHUTE NPOAYKTH B TPAHCIOPTHA OINAKOBKA U CaHUTapHO-
XUTUECHHUTE MaTepHalld C€ ChbXPaHABAT BbPXY CKapH;

B) JIEKAPCTBEHUTE MPOAYKTU ChC CHIIHA MUPU3MA CE€ ChbXPaHIBAT OTIEIHO OT
JpyruTe BUJOBE B 100pE 3aTBOPEHU IIKadoBe;

r) CaHUTAPHO-XUTUEHHUTE MaTepuaii, Ne3UH(EKITMOHHUTE,
JepaTH3allMOHHUTE CPE/ICTBA, KO3METUYHUTE CPENCTBA, pa3pelieHd 3a mpopaxda B
anTeKaTa, ce ChbXpaHsIBaT OTACIHO OT JIGKAPCTBEHUTE MPOAYKTH;

1) Ha BbTpEIIHATa CTpaHa Ha BpaTraTra Ha METaJIHUs MKad WiIu KacaTta, KbIACTO
CE ChXpaHSBAT JIEKAPCTBEHH MPOAYKTH, ChbPKAIIN HAPKOTUYHU BEIIECTBA, CE MOCTABAT
Haanuc "JlekapcTBEHU NPOAYKTH, ChAbpXKallld HApKOTUYHM BeELIECTBA" W CHHCHK Ha
JICKapCTBEHUTE MPOJIYKTH, KOUTO CE ChbXpaHsIBAT B HETO, C 03HAYCHHE HA MAaKCUMAITHHUTE
J103H;

€) KJIIF0UOBETE OT METAIHMS IIKad WK Kaca ce ChXpaHsABaT OT PbKOBOAUTEINS
Ha arTeKaTa WIH ONPEeIeNIeH OT HeTO ChC 3aroBe APYyr (papmaieBT;

k) B mKkadosere mo OykBa "n" ce chbXpaHsABAT BE3HUYKUTE U BCUUKH JIPYTH
ypenu u mpubopu, HEoOXoauMmu 3a paboTa C JIGKAPCTBEHU MPOIYKTH, ChIBpPIKAIIU
HApKOTUYHH BEILIECTBA, KOUTO C€ YIOTpeOsBaT caMo 3a Ta3H LeT;

3) HAAMKUCUTE Ha OAHKUTE C HAPKOTHYHU JICKAPCTBEHH BEIIECTBA Ca C OSUT LBSIT
Ha 4yepeH (poH, ¢ 03HaYeHHE Ha MAaKCUMATHUTE eHOKPATHHU U ICHOHOIIHHU J03H;

1) U3TOTBEHUTE B anTeKaTa JEKapCTBEHU POIYKTH, ChIbPKAIld HAPKOTHIHU
BEIIIECTBA, C€ ChbXPaHIBAT B KacaTa WM >KeJIe3HUs mKad;

i) OMJIKWUTE B CKJIAJJOBOTO IMOMEIIEHUE CE€ ChXPaHSABAT OTIEITHO OT JPYTUTe
JIEKapCTBEHH MPOYKTH B 100Ope 3aTBOpEHU IKa(oBe;

K) JIGKQpCTBEHH TMPOJIYKTH, MOKA3aJIl HECHOTBETCTBUS C M3UCKBAHUATA KHM
KaueCTBO, C U3TEKBJI CPOK Ha FTOJHOCT, C HAPYILIEHU IbPBUYHA UM BTOPUYHA OMTAKOBKA CE
ChXpaHsIBaT OTJEIHO OT JPYTUTE JEKAPCTBEHU MPOIYKTH Ha OMPEIETICHO 3a LIeTa MSACTO
C TpalfHO CUTHAIIHO 00O3HAYEHUE, Ye ca OJIOKUpaHHU.

ITpunoxxenne Ne 14 kpm wi. 29

(M3wm. - 1B, 6p. 2 or 2012 1.)

31paBHU ¥ MPOTUBOCTTUACMUYHU U3UCKBAHUS TP paboTa B alTeKH

I. ITouncTBane Ha MOMEIICHUATA U MEOEIHUTE B alITEKUTE

1. (mm. - IB, 6p. 2 ot 2012 r.) [lomemeHusita ce MOAABPKAT YHCTH.

EsxemHeBHO U MPpH 3aMBPCSBAHE J]a CE€ U3BBPIIBA BIKHO MOYNCTBAHE U Je3WH(MEKIIHs Ha
1oJ1a, MTOBbPXHOCTUTE HA MeOenuTe, anaparypara u Jp.
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2. ExxerosiHo J1a ce u3BbpIIBa 00sIMCBAaHE HA CTEHUTE Ha MIOMEILCHUSTA.

3. MuBKHUTE A2 c€ MOTbPKAT MOCTOSIHHO YUCTH. 3a0paHsBaT ce 3aCTOSBAHETO
U HAaTpPYIBaHETO Ha ChJOBE, XaBaHM, IOCOOUs U Jp. 3a BCAKa MHUBKA Jla CE€ OCUTypsiBaT
MHUEIIM U JAe3MH(EKIMOHHM MperapaTd M CpPeACTBa 3a IMOJACYLIaBaHE Ha pbLETEe 3a
€/IHOKpaTHa yrnorpeba.

II. OOpaboTBaHe Ha CBOPBKEHHUATA, MNPUOOPUTE U CIOMAaraTeIHUTE
MaTepuaIn

4. Cnen ynorpeba ChIOBET€ M YpPEOUTE 3a IMPUIOTBSHE HA JIEKApPCTBEHU
OPOAYKTH TO (hapMakoneiiHa W MarucTpajHa pelentypa ce MOYMUCTBAT MEXaHWYHO,
Ne3uH(pEeKIpaT, U3MUBAT U n3cymanar. [Ipu npurorssHe Ha pa3TBOpHU 3a OUU U Pa3TBOPU
3a MapeHTepaTHO MPUIIOKEHUE ChIOBETE C€ CTepUIu3upar B cymming rnpu 160 °C.

5. Bcuuku cpaoBe, KOUTO Ce€ M3IOJI3BAT 3a CbXPAHEHHE Ha JieKapcTBaTa U
NPUTOTOBIICHUETO UM, JIa ca 63 MEeXaHWYHU Ae(DEeKTH 1 ChC 3ama3eHa IsuIoCT.

6. I3mMuTHTE M N3CYLIEHH CTHKJIA M Ch/IOBE CE 3allyLIBAT ChC 3aMyILAIKH U Ce
CBbXpaHsBaT B IUTBTHO 3aTBapsAll ce IKad, YUATO H3padOTKa MO3BOJSABA JIECHO M
epexTUBHO mouucTBaHe. Ha acucreHTckara mMaca Jja ce IOCTaBAT caMO MallbK Opoi
ChJ0BE, HEOOXOIUMHU 32 MpsiKaTa padora.

7. IlopuenaHoBUTE, CTBKJICHHMTE W IJIACTMAcOBUTE OypKaHM M KyTHUH cCe
CBXpaHsBaT B MIKa(OBE WIH YEKMEHKETA.

8. OmakoBKHTE U 3alyIIAJIKUTE, KOUTO ILl€ Ce U3IO0JI3BAT 32 ChbXpPAHEHUE Ha
JexapcTBeHH (HOPMU 3a 0UH, TPSAOBA J]a ce ChbXpaHsABaT U 00padOTBAT MO HAYMH, KOKTO /1
OCUTYPHU TSIXHATa CTEPUIIHOCT.

9. Be3Hute ce momIbpKAT U MOYUCTBAT CHOOPA3HO YKA3aHMATA, NAIACHU OT
POU3BOIUTEIIS.

10. XUrpoCKONMMYHHAT MaMyK, QUITbpHATA XapTUS U MapIIsTa, YIOTPEOsIBaHH
3a QUITpUpaHE HA TEUHU JIEKapCTBa, CE Ma3sT B 3aKPUTH OAHKH ¢ IUTM(OBAHU 3aMTyILIAJIKH.

11. Kancynute 3a npaxose, napauHUPAHUTE U NEPraMEHTOBUTE XapTHH Ce
CbXPaHsBAT B IUIbTHO 3aTBApSIIU CE YEKME/KeTa Ha aCUCTEHTCKAaTa Maca B KOJMYECTBa
3a He ToBede OT 2 - 3-IHeBHA ymnorpeba. 3amacuTe OT CIIOMaraTteilHd MaTephall,
3anylmaiky, GUIAThPHA XapTHs, KAIICYIH U IPYTU C€ ChbXPaHABAT MPU XUTHEHHU YCIOBUS
B 3aKpUTH IIKa(oBe.

12. 3a ne3uH(eKms Ha MOMEIICHUATA U ChJIOBETE B alITEKHUTE J]a CE U3MOI3BaT
camo Je3uH(EKTaHTH, 32 KOUTO MMa M3JaJICHO pa3pellieHue 3a IMyCKaHe Ha Ias3apa OT
MHUHHCTBpa Ha 37paBeonas3BaHero. llpm wu3Moi3BaHeTO Ha  JIe3MH(EKTAaHTHUTE
3a/IbJKATENHO CE CIa3BaT YCIOBUSITA HA U3/IaJICHOTO pa3pellleHne U yKa3aHUsATa, 1aJeHH
OT IPUTEKATENS Ha Pa3peIIeHUeTo.

13. Ha crepunuszanus B anTekara MojJiekKaT CTHKICHH M METalHMU ChJOBE.
CpaoBeTe ce yBHBAT B YMCTa aMOaiakHa XapTus U ClIe CTePUIIM3AlUs Ce ChXpPaHsABaT
Taka yBUTH JIO0 ymnoTpeOaTa UM B YHCTH 3aTBopeHM ikadose. [Ipu crepunmzanusarta B
anTeKara ce Cra3Ba CIEJIHUAT PEXKUM:

ABTOKJIaBHUpaHe
Temmneparypa Bpeme Ha Handrane na
Ha napara B °C BB3/CICTBUE napara B paOOTHHU
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B MUHYTH atMochepu
112 45 0,5
121 25-30 1,0
134 10-12 2,0

Crepuinzanus cbC CyX ropell Bb31yX B CyXU CTEpUIN3aTOPU

Temnepatypa B °C Bpeme Ha BB3ACHICTBHE
B 4aCOBE
160 2
170 1
180 0,5

14. lesundexuns Ha pbleTe Ha pabOTEIUTE B ACENTUYHHS OOKC Ce U3BBPIIBA
MIPH CJICTHUTE YCIOBUSA:

O6exT [Ipenapar Hauun Komnu- Ekcmno-
u % Ha HAa MpU- 4eCTBO 3ULUS
pa3TBOpa JIOXKCHHE B cM® B MH-
HYTH
XurueHHa a) 70 % etunos o0Tpu- 3-5 2
ne3nHpex- ankoxoin + 5 % BaHE
U HA Pb- TIIAIEPUH
nere
0) Manycrepon 3-5 1/2
b/koH1eHTpHUpaH
B) 4 % BOJICH 10 1
[pa3TBOp Ha
Jlesundext B
r) 0,1 % BoseH 10 2
[pa3TBOp Ha XHOU-
TaH TJTFOKOHAT
1:1000

III. Tlomy4yaBaHe, cCbXpaHsABaHE M IPOBEPKAa Ha IPEYUCTEHATa BOJA,
MIPEBBP30YHUTE MATEPUATIN U APYTH

15. IIpeuncrenara Boaa, KOSITO C€ M3I0JI3Ba B allTeKaTa 3a MPUTOTBAHETO Ha
JIEKapCTBEHU TPOJYKTH MO MarucTrpaiHa U (papmakomneiiHa penenTtypa, ce MPUTOTBS
cbriacHo EBpomnelickata (apmakones. Jlomycka ce M3MOJI3BAaHETO Ha IMOJydyeHa M3BBH
afnTeKkara IMPEeYyUCTeHa BOJA, KAaTO ChOTBETCTBUETO ¢ EBpomeiickara Qapmaxomes ce
YIOCTOBEPSBA CbC CbOTBETHUTE JOKYMEHTH.

16. IIpeuncrenara Boja ce CbXpaHsaBa Ha IPOXJIAJHO MSCTO, B YUCTH 3aKPUTH
CTBKJICHH Ch/I0BE, 10OpE MPOMUTH MPEIBAPUTETHO C IPEUHCTEHA BOA.
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17. Crpkiiata 3a chXpaHsiBaHE Ha BOJlaTa HAa aCHCTEHTCKATa Maca ce MpoOMHUBaT
C IIPEYUCTEHA BO/A €UH ITbT AHEBHO.

18. IIpeBbp3o4yHHTE MaTepHalld C€ ChXpaHSABAT CBIJIACHO YCIIOBUSATA,
MOCOYEHH OT MPOU3BOAUTENS. 3a0paHsBa ce MOCTaBIHETO Ha MPEBBP30YHHN MaTEPHAIIH Ha
noja, HajJ MeOenuTe U Ha OTKpUTO. MecTara 3a CbXpaHEeHHE Ha IPEBBP30YHUTE MaTepHallu
Ce TMOYMCTBAT €KEMECEYHO C YUCTAa KbpIa, HaBJIAKHEHA C JIe3WH(EKIHNOHEH pPa3TBOP.
HeoOxonumo € na ce B3eMaT BCHMUKM MEpPKM 3a ONA3BaHETO MM OT Biara, 3amapBaHe,
rpU3ady ¥ UHCEKTH, IIpax U OI'bH.

19. JIekapcTBEeHU POIYKTH, C U3KIIOYCHHE HAa IPUTOTBSIHUTE [0 MarucTpaaHa
U (apmakormneiiHa peuenTypa, ce CbXpaHsABaT ChIJACHO W3MCKBAHUATA, ONPENEICHU OT
MPOU3BOUTENSA. AKTUBHUTE BEIIECTBA, MPeJHA3HAYCHH 3a MPUTOTBSIHE M0 MarucTpaiHa
U (hapMakoneiHa penentypa, ce ChbXpaHsSBaT ChIVIACHO M3UCKBAHMSTA Ha JeiicTBaIiara
dapmakories WM MPOU3BOIUTEIS.

IV. 3n1paBHU N3UCKBAHUS NP OTIEIHUTE TEXHOJIOTUYHHU IPOLIECH

20. TexHOJIOTHYHHUTE MPOLECH TP M3TOTBSIHE HA MAarMCTPAIHH JIEKAPCTBEHH
dopmH B anTekara ce CbCTOST OT OTJCIIHU €TalH U Ollepalllu, KOUTO C€ OCBIIECTBABAT
IpU CIIA3BaHETO HA TEXHOJIOTHSATA HA NMPUTOTBSIHETO MM M CHOJIIOJaBaHE MpaBHiaTa 3a
JMYHATA XUTUCHA.

21. OcHoBUTE 3a OYHM Ma3M NPEIBAPUTEIHO CE€ pa3TOIABAT, yTasBarT,
GuITpyBaT U CbXpaHSABAT B MPEABAPUTEIHO CTEPUIM3UPAHU 100pe 3aTBOPEHHU OAHKU 11O
HAYWH, KOUTO OCUTYpsIBA TSIXHATA CTEPUITHOCT.

[Ipu npuroTBsiHe Ha JieKapcTBEHU (POPMU, BKIIFOUUTEIHO U C aHTUOUOTHLIH, CE
cIa3Bar IpaBuiiaTa 3a 100pa IPOU3BOJICTBEHA IPAKTHUKA.

Koraro texHosorusta Ha jgekapcTBeHUTE (HOPMHU M3UCKBA M3IOJI3BAHETO Ha
ACENITUYHU METO/H, T€ CE OCUTYPSIBAT OT PHKOBOJMUTEIS HA aNTeKaTa.

22. 3a orpeOBaHETO Ha XaBaHUTE OT Ma3M U IpPaxoBe ce€ M3MOI3BAT
IJIACTMAcCOBH IUIaKU. YToTpebaTa Ha KapTOH 3a Ta3M L€l He ce JOIyCKa.

23. I'bpnoOTO M 3alylIaIKUTE Ha Ba3epUMHUTE CTHKIIA, U3MOJI3BaHM 32 paboTa,
ce MOAIbPIKAT YUCTH.

24. KoHIIEHTpUpaHUTE PA3TBOPU CE€ U3TOTBAT C MIPEYHCTEHA BOAA.

25. Ilpu u3roTBSHETO HA JIEKapCTBEHUTE POpMU Ce CHOJIIOAaBaT MpaBUiiaTa Ha
XUTUEHATa, KaTo ce U30srBa BCsiKa Bb3MOXKHOCT 3a 3aMbPCABAHETO M. 32 IeJITa:

a) IpY U3TOTBSHETO Ha JIeKapcTBeHaTa (hopMa, M3MCKBAIa ChIIPUKOCHOBEHHE
C pbKaTa, Ce U3IMO0JI3BaT CTEPHIIN3UPAHN PBKABUIM 3a €JHOKpaTHA ynoTpeoa;

0) Be3HMTE ce U3TPUBAT CJIe]l BCAKO OTMEPBAHE HA JIEKAPCTBEHUTE BEIIECTBA;

B) CJIeJ] OTMEPBaHE Ha JIEKAPCTBEHU BEIIECTBA ChC CUIIHA MUPH3Ma BE3HUTE Ce
U3TPUBAT CHC CIHPT.

V. Mepku 3a nu4Ha npouaaKkTuKa

26. Ilpm omacHOCT WM TOsiBA Ha ENHJIEMUH OT KalKOBH WHQEKIUH
dbapmareBTUTE ¥ MOMOIIHUK-(HapMaIeBTUTE 33 TBDKATEITHO HOCSAT MAacKH 3a €IHOKpaTHA
ynotpeba. [Tpu pabota ¢ nexkapcTBEHH NPOIYKTH, YUATO 00pabOTKa € CBbp3aHa C OT/AEIsHE
Ha Ipax, KaKTO M Jpa3HEUIM M JIECHO M3MapsBallld C€ TEYHOCTH Ja CE M3IOI3BaT
IIPOTUBONPALIHU MacKH, ChIIO U XUPYPTUUECKH PHKAaBULU TaM, KbJIETO MaHUITYJIALIUUTE
II03BOJISIBAT TOBA.
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27. Bceku ¢apmaneBT U MOMOUIHUK-(apMaleBT MNpeAu MPUTOTBSIHE I10
MarucTpaiHa u (hapmakomneiiHa peuenTypa U3MHUBa PBLETE CHU C TOIJIa BOJAA, CAallyH U
YeTKa.

28. dapmaneBTUTE U MOMOIIHUK-(apMaIleBTUTE padOTAT B anTeKaTa ¢ YUCTO
paboTHO 00JIEKIIO.

29. 3abpaHsiBa ce BIM3aHETO B paOOTHUTE MOMEIIIEHHUS Ha anTekara 0e3 4ucTo
paboTHO 00JIEKII0, KAKTO M M3JIM3aHETO C TAKOBA M3BBH allTeKara.

[Tpunoxxenue Ne 15 kM ui. 370, an. 3

(Hogo - IB, 6p. 81 ot 2015 r., npenumuo [Ipunoxxenue Ne 15 kbMm . 370,
an. 2 - JIB, 6p. 24 ot 2017 r., ot™. - JIB, O6p. 79 ot 2017 1.)
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