HAPEJIBA Ne 28 ot 9.12.2008 r. 3a ycTpOMCTBOTO, peaa u
OPraHM3anuATa Ha padoTaTa HA aNTEKUTE U HOMEHKJIATypaTa
HA JIEKAPCTBEHUTE MPOAYKTH

N3nanena oT MUHUCTBPA Ha 3/IpaBeoria3BaHeTo, 00H., /B, 6p. 109 ot 23.12.2008 r., u3m.
u jgort., op. 67 or 27.08.2010 ., 6p. 2 ot 6.01.2012 r., 6p. 81 ot 20.10.2015 1., 6p. 24 o1 21.03.3017
r., 6p. 79 or 3.10.2017 r., u3m., 6p. 95 ot 16.11.2018 r., u3m. u gom., 6p. 2 ot 8.01.2021 r., Op. 64
ot 9.08.2022 r., u3m., 6p. 85 ot 10.10.2023 r., B cuna ot 16.10.2023 r., 6p. 105 ot 19.12.2023 1., B
cmia ot 19.12.2023 r.

Pasznea |
OO0 MoJ10KeH U

Ya. 1. (1) (U3m. — IB, Op. 2 ot 2021 1.) C Ta3u Hapenda ce ONpeaessT yCTPOMCTBOTO,
penbT U OpraHu3alysaTa Ha paboTa Ha alTeKUTe, KAKTO U HOMEHKJIaTypaTa Ha JISKapCTBEHUTE U
JPYyTH TIPOYKTH, KOUTO CE TIpejiaraT B TAX ChIIacHO mpriioxerne Ne 1.
(2) (domn. — IB, 6p. 64 or 2022 r.) B anTekara Morat Jia ce mpojaBar 4pe3 aBTOMAT, pa3ojI0kKeH B
MIPUEMHOTO MTOMEIICHHE, JIEKAPCTBEHH MPOIAYKTH, IIOCOYCHHU B CIIUCHKA T10 MPHITOKeHHE Ne 2.

Y. 2. (1) BeHIIHOTO ¥ BBTPEIIHOTO 0(OPMIICHUE HA TIOMEIICHUTA Ha alTeKaTa ce
ChOOpa3sBAT C €CTECTBOTO HA M3BBPIIBAHUTE B HEsI CIICITUDUIHH JCHHOCTH.
(2) (Hom. — 1B, 6p. 79 ot 2017 r.) AnTekaTa 3abJDKUTEIHO UMa BbHIICH Haanuc "ATITEKA",
n3nucad Ha Osu1 GoH ¢ ThMHU OYKBH, KOMTO MUMa 3a 11eJ1 Ja 0003HAaYW BUJIAa HA 3[[PAaBHOTO 3aBEJCHUE
Y HE MPECTAaBIIsABA PEKIaMa.
(3) Ha BuiHO MACTO B MPUEMHOTO MIOMEIIIEHUE Ha anTeKaTta ¢e MOCTaBsi HH(OpMAIHsi OTHOCHO
W3JIaJICHOTO pa3pelleHre ChriiacHo npuioxeHue Ne 3.
(4) 3abpansBa ce peKIaMUPAaHETO Ha ThPrOBCKATa JCHHOCT Ha anTeKaTa, CBbp3aHa ¢ ICHH,
OTCTBIKH, MOJAPBIU U IPYTH HA JEKAPCTBEHU MPOIAYKTH, KOUTO C€ OTITyCKAT IO JIEKAPCKO
TIpeIIICaHue.

Ya. 3. (1) B anrekara ce chxpansiBa nHGOpPMAIHs, OCHTYpsBAII[a POCIIEISIBAHETO Ha
CTOKOBHMTE HATMYHOCTH [0 ACOPTUMEHTH | TIAPTHU/IH, KOSTO CE M3IOJI3BA U IIPH MMOJTyYaBaHe HA
yBeZIOMJICHHE 32 OJIOKUpaHEe W U3TEIJISIHE Ha JIGKAPCTBEHHUTE MPOIYKTH.

(2) (U3m. — [IB, 6p. 2 or 2021 r.) AnTekara ©Ma 1evar, Hocelll HoMepa U JlaTata Ha U31alcHOTO
paspelieHre 3a ThProBusi Ha APeOHO C JICKapPCTBEHH MPOIYKTH, KOMTO Ce TOCTaBs BbPXY BCHUKH
JOKYMEHTH, CBbP3aHHU C OTITyCKaHETO Ha JICKAPCTBCHHU MPOILYKTH.

(3) B anrekara ce BoIu U ChbXpaHsBa THEBHHUK HA U3ITBIHCHUTE PELICIITH CHIIIACHO MPHIOKEHHE Ne
4.

(4) (Hosa — 1B, 6p. 64 ot 2022 r.) AnTekara moaabprka antedeH copryep, OCUTypsBalil
HOPMAJTHOTO (D)YHKIIMOHUPAHE Ha MPOIIeca MO OTIYyCKAHEe Ha JICKAPCTBCHH MPOILYKTH, BKIIOYUTEITHO
U Ha JICKAPCTBEHUTE TPOLYKTH, 3aIUIaIaHN HAMIBIHO MM YaCTHYHO OT OrokeTa Ha Harmonannara
3[PaBHOOCHUTYpPHTEIIHA Kaca.

Y. 4. (1) Besika anteka pasmosiara ¢ JIeKapCTBEHU MPOJIYKTH OT BCHUKH
AHATOMOTEPATNICBTUYHH TPYIH CHIIACHO MpHIOKeHHe Ne 5.
(2) (M3m. — JIB, 6p. 2 ot 2021 r.) B anTekara ce nmpojaBaT XpaHUTEIHHA J00aBKH, KOUTO OTTOBapSAT
Ha U3MCKBAHMSITA HA 3aKOHA 33 XPAaHUTE U MOJI3aKOHOBUTE aKTOBE 110 TIPUJIATAHETO MY .

Y. 5. (U3m. - IB, 6p. 2 or 2012 r.) B anrekure Morar aa ce nmpoAaBaT KO3METHYHH
MIPOTYKTH.
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Ya. 6. JIunero, NOIydnIio pa3peiieHne 3a ThproBus Ha ApeOHO C JIeKapCTBEHH
MMPOAYKTH, 3aKyIlyBa JICKAPCTBCHU MIPOAYKTHU CaMO OT ThbpTOBLU Ha €pPO, OJTYUUIN
paspeneHne/yJOCTOBEpEHHE 32 PETHCTPAIHS 32 THPrOBUS Ha €O C JISKAPCTBEHU MPOIYKTH TI0
pena Ha 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MenuimHa (3JITTXM).

Y. 7. JIunero, moayyuIio JUIEH3US 32 ThPrOBUs Ha ApeOHO U ChXpaHsIBaHE Ha
JI€KapCTBEHU MPOJYKTH, ChABPKALIN HAPKOTUYHHU BEIIECTBA, ClIa3Ba M3MCKBAaHUATA Ha 3aKOHA 3a
KOHTPOJI Ha HAPKOTUYHUTE BemiecTBa u npexypcopute (3KHBII).

Ya. 8. (M3m. - IB, 6p. 2 ot 2012 r.) AniTekuTe, KOUTO HA OCHOBaHME Wi. 222, ai. 6 u 4.
225 3JIITXM ce pbKOBOJSAT OT MOMOITHHK-(apMaIeBTH, MOTaT Ja IPOIaBaT caMo JICKapCTBEHH
HPOJYKTH, KOUTO CE OTITyCKaT 0e3 JeKapCKo Ipe/IrCcCaHue.

Ya. 9. (1) Ha HenrbJIHONIETHY JIMIIa HE MOTaT JIa ce OTITyCKAT M MPOJIaBaT JIEKapCTBEHU
NPOJIYKTH, KOUTO C€ OTITYCKAT IO JICKAPCKO MPEIITHCaHHe.
(2) (dom. - 1B, 6p. 2 or 2012 ., u3M., Op. 2 ot 2021 r.) 3abpaHsiBa ce JOCTaBKaTa Ha JIEKapPCTBCHU
MPOAYKTH JI0 KpaeH MOTPeOUTEN 10 3asBKa, C U3KIIOYCHHE Ha cirydanTe 1mo wi. 234, an. 6 3JIIIXM.
(3) (dom. - 1B, 6p. 2 ot 2012 r., u3Mm., 6p. 64 ot 2022 r.) 3abpaHsiBa ce OTIYCKaHE W MOKYITKO-
npojaxdara Ha JISKApPCTBEHH MPOJIYKTH U3BBH MOMEIICHHUATA, 32 KOMTO aNTeKaTa € MmojyJymia
paspereHue 3a oTkpuBane 1o pena Ha 3JIIIXM, ¢ uskinrouenne Ha ciaydaute 1o wi. 234, ain. 6
3JIIIXM.

Y. 9a. (Hos — /IB, 6p. 79 ot 2017 1., u3Mm. u jor., Op. 2 ot 2021 r.) [leiiHocTTa Ha
anTeKuTe ce OChlLIeCTBsIBAa ChoOpa3Ho IIpaBunaTa 3a 106pa papmalieBTUYHA IPAKTUKA, IPUETU
ChIVIACHO WiI. 5, ai. 1, T. 3 oT 3aKoHa 3a ChCIOBHATA OPraHU3aIMsl HA MarucThp-(hapMaleBTUTe
(3COM®) u chriacHo mpaBmiara mo wi. 8, ai. 1, T. 5 oT 3akoHa 3a ChCIIOBHUTE OPraHU3aI[MH Ha
MEJULMHCKUTE CECTPH, aKyILIEPKUTE ¥ aCOLIMUPAHUTE MEAULIMHCKY CIICLUATUCTH, HA
3p00TEeXHUIMTE U Ha ToMoHUK-papmaneBTuTe (3COMCAAMCIIID).

Paznea ||
YCTpoucTBO HA alITEKUTE

Ya. 10. (1) AnTekun Morar Jia ce OTKPHUBAaT B IOMEIICHUSI ChC CAMOCTOSITEIICH BXO/I,
Pa3IMoJIOKEHN Ha TbPBH HAJI3EMEH €TaX, JTOCTHITHHU 32 MOCETUTEITUTE M MOIXO/IAIIH 38 U3BBPIIBAHE
Ha geiHocTuTe 1Mo wiI. 219, an. 1 3JIIIXM.

(2) (U3m. - ]IB, 6p. 2 ot 2012 r.) JTumara mo ui. 222, an. 1 3JIIIXM ocurypsiBat CbOTBETHUTE
YCJIOBHS 32 JOCTBIT 10 TIOMEIICHHUATA, B KOUTO € OTKPUTA alTeKaTa, i 3a XOpa C YBPEKIaHHS.

(3) UsuckBanusTa 110 an. 1 1 2 3a MECTOHAXOXKICHHUETO HE CE OTHACST 32 alTeKUTE Ha JICYCOHUTE
3aBefeHns 1o 9. 222, ai. 4 3JIIIXM.

Ya. 11. (U3m. - JIB, 6p. 2 ot 2012 1., mom., 6p. 81 ot 2015 1., u3m., 6p. 79 ot 2017 1.) (1)
3a mory4aBaHe Ha pa3penieHue 3a ThProBUs Ha IPEOHO ¢ JICKAPCTBEHU MPOIYKTH 3asIBUTCIIUTE
nojasat B M3mbiaHuTenHaTa areHius mo jgekapcreara (MAJI) 3asBiaenue mo obpaserl, yTBbPAEH OT
V3IBIHUTEITHUS TUPEKTOP Ha VI3BbIIHUTEIHATA areHIIUs TI0 JICKapCcTBaTa Mo MPeIIoKeHUE Ha
eKcrepTHUA cbBeT 1Mo wi. 176 3JITTXM.

(2) 3a monmyuyaBaHe Ha pa3pelICHUE 3a pa3KpUBaHE Ha arTeka 3a 3aJ0BOJISIBAHE HA COOCTBEHHUTE
HYXJIH PBKOBOIUTEIINTE HA JIeueOHM 3aBeieHus 1o ui. 222, an. 4 3JIIIXM nonasar B MAJI
3asiBJICHUE TI0 00pa3ell, yTBBPACH OT U3MBIHUTEIHUS TUPEKTOp Ha M3BbIIHUTEIHATA areHIus 110
JIEKapCcTBaTa 1Mo MPEJIOKEHUE Ha eKCIEpTHHI ChBeT 1o wi. 176 3JITIXM.

Ya. 12. (1) 3a oTryckaHe Ha JISKApCTBEHH MPOIYKTH HA TPaXKAaHH B 3aBUCHUMOCT OT
U3BBPLIBAHUTE AEHHOCTU MOIaT a ObJaT OTKPUBAHU ANTEKH 3a:
1. nexapcTBEHH MPOAYKTH, C U3KIIOUEHUE HA IPUTOTBSIHH 10 MAaruCTpajaHa U papMaKorneiHa
peLentypa;
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2. IeKapCTBEHU NMPOJYKTH, BKIIOUYUTETHO IPUTOTBSHH 10 MAaruCTpaiHa u GpapmMakorneinHa
perenitypa 0e3 U3rOTBsIHE Ha JIEKapCTBEHH (POPMU 3a OUYH U HA Pa3TBOPH 32 TAPESHTEPAITHO
MIPUIIOKEHHUE,

3. JIeKapCTBEHU MPOTYKTH, BKIFOUYUATEIHO MMPUTOTBSHU 110 MarkucTpaiHa v hapMakoreiHa
pelenTypa ¢ U3roTBsSHE Ha JIGKAPCTBEHU (OPMHU 32 OUH;

4. GuIKU ¥ OUIJIKOBH CMECH, BKIIIOUUTEITHO MIPUTOTBSHU 10 MarucTpajiHa u papMakoreinHa
petentypa (OMIKOBa anTeKa).

(2) 3a 3agoBoNIsIBaHE HYXIUTE Ha JIeueOHHUTE 3aBeAeHuUs 1m0 wi. 222, ai. 4 3JITIXM B 3aBUCHMOCT
OT U3BBPUIBAHUTE AEHHOCTH MOTAT J1a ObaT OTKPHUBAHU AlTEKH 3a:

1. nexapcTBEHH MPOAYKTH, BKIIFOUUTEITHO TIPUTOTBSIHH IO MAaruCTpaIHa U papMaKoreiHa
penentypa 0e3 U3roTBsIHE Ha JIEKapCTBEHH (POPMU 32 OUYM U HA Pa3TBOPU 32 ApEHTEPATHO
MIPUIIOKCHHE,

2. IeKapCTBEHU NMPOJYKTH, BKIIOUUTETHO IPUTOTBSHH 10 MAarucTpajiHa u papmMakorneiHa
perenTypa ¢ U3roTBSHE Ha JIKAPCTBEHU (JOPMH 332 OYHM U Ha Pa3TBOPH 3a MAPEHTEPATHO
NPUIIOKEHHUE,

3. (noBa - JIB, Op. 2 ot 2012 r.) iekapCcTBEHH MPOIYKTH C U3KITIOYCHUE HA PUTOTBSIHU 110
MarucTpaiHa u apmaxorieiina peuentypa.

(3) B 3aBHCHMOCT OT M3BBPIIBAHUTE ICHHOCTH 110 ail. 1 U 2 anTekuTe TpsiOBa Ja pasmosarar ¢
MIOMEIICHHUS ChIVIACHO Ipuiioxenue Ne 8.

Ya. 13. (1) Anrtekara pa3nosnara ¢ 003aBex/IaHe C IJaJKi MOBbPXHOCTH, KOUTO MOTaT Ja
O6baaT ObP30 U JIECHO NOYMCTBAHU U JC3UH(EKIUPaHH.
(2) O63aBexxIaHETO B anTeKaTa U HETOBOTO PA3MOJIOKECHUE TPOBA J1a OCUTYPSIBAT HA PA0OTEIIUTE B
Hesl JIECEH AOCTBII 10 JIEKAPCTBEHUTE ITPOSYKTH.
(3) (dom. — 1B, 6p. 81 ot 2015 r.) PaboTHUTE MECTa B IPUEMHOTO, SKCIETUIIHOHHOTO U
ACHCTEHTCKOTO ITOMEILEHNE CE OPraHU3UpaT 110 Ha4WH, 103BOJISBALL OCHIIECTBIBAHETO HA KOHTPOJI
0T MarucTbp-hapmanenTa Bbpxy paboTara Ha HOMOIIHUK-(papManeBTa.

Ya. 14. (1) B 3aBucumoct ot obeMa Ha paboTaTa MPUEMHOTO MTOMEIIEHHE Ce pa3/ess Ha
OTJICTTHU CEKTOPH, 000CO0EHU CHOOPA3HO MPOTYKTUTE, TOCOUYEHU B Tipmiioxenue Ne 1.
(2) JlekapcTBeHUTE MPOITYKTH MO JISKAPCKO MPEAMICAHNE CE ChXPaHSBAT OT/ICIHO 110 HAYHH,
BB3NPENITCTBAI BU3yaJICH JOCTHII HAa MaleHTa/moTpeOnuTeNs.
(3) Beeku paboTeH cekTop ce 003aBek/ia ¢ pagToBe WM IIOTOBE ChC WK 0€3 OCTHKIISIBAHE WITH
JpyT TPO3padeH MaTepHall, OCUTYPsBAIX MPABMIIHOTO ChXpaHEHNE HA JIEKAPCTBEHUTE MPOIYKTH,
KaKTO U ObP30 U JIECHO 00CITyKBaHe.
(4) 3abpansiBa ce ChXpaHSIBAHETO Ha JCKAPCTBEHH MTPOAYKTH, ChAbPIKAIIN HAPKOTUYHH BEIIECTBA, B
MPUEMHOTO MTOMEIICHHE.
(5) (Hosa — JIB, 6p. 81 ot 2015 r.) U3uckBanusTa Ha ait. 1 — 4 He ce OTHACST 3a alTEKHUTE 10 Y.
222, an. 4 3JIIIXM.

Yur. 15. (1) ACHCTEHTCKOTO MOMEIIEHHE ce 000pyaBa ¢ pabOTHA Maca, C ypeau u
rmocoOust, HeOOXOUMHU 3a paboTaTa Ha anTeKara.
(2) AcucteHTCKOTO MOMEIICHKE B anTekata rmo wi. 12, an. 1, T. 4 ce o6opyaBa ¢ paboTHa Maca, ¢
00KC, CHa0JIeH ¢ acMpalMoOHHa ypen0a U ChJIOBE 33 XOMOTCHU3HPAHE Ha CMECH, padTOBE HITH
mkadoBe 3a ChXpaHeHWE Ha OUIIKUTE, HEOOXOIMMH 33 TIPUTOTBSHE HA JICKAPCTBEHH MTPOYKTH 10
MarucTpaiHa u apmakorieiiHa perenTypa.
(3) bunkuTe, npeaHa3HAYCHU 3a TPUTOTBSIHE HA JICKAPCTBEHH MPOAYKTH 110 MarucTpaiHa u
(dapMakoreiina perenTtypa, ce CbXpaHsBaT B J0OOpe 3aTBOPCHU KaPTOHCHU KYTHUH WU IbPBEHU
YeKMEDKEeTa.
(4) PBKOBOIHTEIIAT HA aniTeKaTa OCUTYpsIBa 3ab/DKHUTEIHA METPOJOTMYHA TIOCIIE/IBAIIIA POBEPKa
Ha BCUYKH BE3HU U IPYTH H3MEPUTEITHH YPEIU ChIIIACHO 3aKOHA 33 U3MEPBaHUATA.
(5) (Hosa — JIB, 6p. 81 ot 2015 r.) JIekapcTBEHHTE BEILECTBA, IPEAHA3HAYCHH 3a IIPUTOTBSHE Ha
JICKApPCTBEHH MTPOIYKTH 10 MarucTpaiHa u (papMaKkomeiHa perenTypa, ce ChbXpaHsBar B J00pe
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3aTBOPEHH OMAKOBKH, ChBbPIKALIM HH(POpMAIIMA 32 TPOU3BOIUTENS, MAPTUAATA U CPOKA HA
TOJHOCT, CBIVIACHO YKa3aHMATA 3a CbXPaHEHUE HA IPOU3BOIUTEIIS.

Y. 16. (1) Cxi1amoBoTO IOMEIICHUE ce 003aBEXk 1A ChC:
1. crenaxku u/unu 3aTBOPEHH MIKa(OBE;
2. MeTaJieH 1Kad nim OyHKep 3a ChbXpaHeHHe Ha TOPUMHU U JIECHO3AIMAIMMU JIEKAPCTBEHU
MIPOIYKTH.
(2) Ilpu pabora c IeKapCTBEHU MPOAYKTH, ChAbPIKAIIM HAPKOTUYHHU BEUIECTBA, CE CIa3BaT
pasnopenoure Ha 3KHBII 1 moa3zakoHOBUTE aKTOBE MO MPHUIJIATAHETO MY.

Y. 16a. (Hos - JIB, 6p. 67 or 2010 1.) He ce momycka nmocTaBsiHETO B anTeKara Ha
XUMHAYECKA TOAJETHA.

Ya. 17. (1) (Uzm. — [IB, 6p. 81 ot 2015 r.) JlekapcTBEeHUTE POIYKTH, TOCOYCHH B
npuitokeHne Ne 9, KOUTO ce OTITYCKAT I10 JICKapCKO MPEIicaHie, ce ChbXpaHsBaT B OTACIICH IIKad
ChC CEKPETHO 3aKJII0YBAHE, PA3IIOJIOKEH B IPHEMHOTO, ACUCTEHTCKOTO WIIH B CKIIaIOBOTO
MOMEIIEHUE. 3a aNTeKUTE Ha JICYeOHHUTE 3aBeieHus 1o Wi. 222, an. 4 3JITTXM mkadbT ce mocTaBs
B @CHCTEHTCKOTO HJIM B CKJIQJIOBOTO TIOMELICHUE.

(2) TepmonaOMITHUTE JIEKAPCTBEHU MPOAYKTH CE ChXPAHSIBAT B XJIAHIHHUK.

Y. 18. (M3wm. — /1B, Op. 81 ot 2015 r.) MUHUMAaITHUTE U3UCKBAHUS 3a 000PYIBAHETO HA
MTOMEIIICHUATA Ha anTeKara ca rmocodeHu B npuioxenue Ne 10.

Ya. 19. (1) 3abpansiBa ce BIU3aHETO B paOOTHUTE MOMEILICHHUS U CEKTOPH HA anTeKara Ha
BBHIIIHY JIUIA OCBEH OTIPE/ICIICHUTE B HOPMATHBEH aKT KOHTPOJIHU OPTaHH.
(2) (dom. — B, 6p. 64 ot 2022 r.) 3abpaHsiBa ce U3BBPIIBAHETO B allTeKaTa Ha JCWHOCTH, KOUTO HE
ca mocouenu B wi. 219, ax. 1 3JITIXM.
(3) (Hom. — 1B, 6p. 64 ot 2022 r.) 3abpaHnsiBa ce padboTaTa B IPUEMHOTO MOMEILICHHUE Ha IPYTU
JIMIIAa OCBEH HAa3HAYEHHTE 1O TPYIOB JOrOBOP M/UIIK JOTOBOP 32 YIPABJICHUE HA anTeKaTa
(apManeBTH U CTYIEHTH, IPEMUHABAIIM U3UCKyeMHUsl CTax 1o pena Ha Hapenbara 3a enuHHUTE
J'bpKaBHU U3UCKBAHUS 3a MIPUI00MBaHe HA BUCIIE 00pa3oBaHue Mo cnenuanHoctra " dapmanus’ 3a
oOpa3oBaTenHO-KBaIH(pUKAlMOHHA cTerneH "MarucTbp” U Hapenbara 3a euHHUTE IbpKaBHU
W3MCKBaHUS 32 MPUI00MBaHEe Ha BUCIIE 0Opa30BaHKE TI0 CIIEIUAITHOCTUTE OT MPO(HECHOHAITHO
HanpasieHue "3paBHU TPIKU" 32 00pa30BaTEIHO-KBATU(PHUKAIIMOHHA CTETEH "MpodecoHalleH
Oakanapbp 10 ...".
(4) (Hosa — JIB, 6p. 81 ot 20151.) 3abpaHsBa ce B aNTEKUTe Ha JeUeOHUTE 3aBEICHUS 110 Wi, 222,
an. 4 3JIIIXM na paboTAT ApYyTH JIMLa OCBEH Ha3HAYEHUTE 10 TPYI0B JOIOBOP C JI€UEOHOTO
3aBejIeHNe MarucTbp-(papManeBTd 1 TOMOUIHUK-(apMaleBTH.
(5) (ITpeaumna an. 4 — 1B, 6p. 81 ot 2015 r.) MeauIMHCKUTE U3ENINS CE ChXPAHSBAT U MPOIaBatT
OT/IEJTHO OT OCTaHAJINTE MPOIYKTH B arTeKara.
(6) (Hosa — JIB, 6p. 81 ot 2015 r.) B anTekure Ha aeueOHUTE 3aBeaeHus M0 wi. 222, an. 4 3JIIIXM
MEIUIIMHCKUTE M3/IENUs 110 all. 5 Ce ChbXpaHsIBAaT M OTIMYCKAT OTJCIHO OT OCTAHAJIHUTE IMPOILYKTH.

Paznea |11
Opranusanus Ha padoTaTra B aiTEKUTE

Y. 20. (1) PbKOBOAUTEIIAT HA aliTeKaTa € OTTOBOPEH 3a!
1. msutocTHATA OpraHU3aIysa ¥ KOHTPOJa Ha paboTara B anTeKkara,
2. 3aKyIyBaHETO U MPUTOTBSAHETO HAa KAYECTBEHHU U OE30MacCHU JICKAPCTBEHU U APYTU MPOAYKTH;
3. ocUrypsiBaHETO Ha HEOOXOTUMUTE YCIIOBUS U pe]l 3a padoTa,;
4. opraHu3upaHe Ha CbXPAHEHUETO U OTITYCKAaHETO Ha JIEKApCTBEHU MPOAYKTH, ChIbPKaIIH
HapKOTUYHU BEUIECTBA, ChIiacHO u3nckBanusaTa Ha 3KHBIT;
5. ocurypsiBaHeTo Ha pabOTHOTO OOJIEKIIO 3a ePCOHAa,
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6. MOBHUIIIaBaHETO Ha MpodecHOHATHATA KBaTHU(PHUKAIUA Ha paboTelIUTe B anTeKkara, CBbp3aHa C
JEHHOCTTA MM, KaTO OCUTYpSIBa yYaCTHETO UM B CHOTBETHH KypCOBE U APYTH (popMu Ha 0OydeHHe
Hail-MaJKo BeJAHBX T'OJHIIHO;

7. (u3m. - 1B, 6p. 67 ot 2010 1.) ocurypsiBane Ha npodecroHasna HHGOPMAIIUS U CIIPaBOYHA
JAUTEpaTypa upe3 JOCTHII 0 MHTEPHET WM Ha XapTHEH HOCUTEN, CBbP3aHa ChC!

a) HOpMaTHBHATAa ypea0a, periiaMeHTHpaIlla JeHHOCTTa Ha alTeKUTe;

0) moka3aHus1, MPOTHBOIIOKA3aHMUs, TO3UPOBKA, HEXKEJIaHH JIEKAPCTBEHH PEAKIMH U JICKAPCTBEHH
B3aMMOJICHCTBH,

B) peKMMa Ha PEANUCBAHE U OTIYCKaHE Ha JIEKapCTBEHHUTE MPOIYKTH;

I') Ka4eCTBOTO, CPOKA HA FOJHOCT M HAUYMHA HAa ChXPAHEHUE HA JICKAPCTBEHHUTE MPOAYKTH B
anrTeKaTa ¥ B JI0OMa Ha MalWeHTa,

1) JIEKApCTBEHHU MPOAYKTH, ChIbPIKAIX HAPKOTUIHU BEIICCTBA U/UIIM M3UCKBAIIN OTACITHO
ChXpaHEHHE.

(2) PpKOBOIUTEINIAT Ha aniTeKaTa € JUTHKCH Ja TIOBHUIaBa MPOPEeCHOHATHATA CH KBATU(HKALIUS,
y4acTBalKM B OPraHU3MpaHu MO peaa Ha wi. 182 ot 3akoHa 3a 3/1paBeTo (popMu Ha MPOABIKABAILO
oOydeHue Ha apMaleBTUTE.

Y. 21. JIuneto, NOIXy4UIIO pa3pelieHue 3a ThproBus Ha APEOHO € JIEKapCTBEHU
MIPOAYKTH, OCUTYPsiBa BCHYKH HEOOXOMMH yCIIOBHS 3a M3IBITHEHNE Ha 33 bJDKeHUsATA 110 Wwi. 20 OT
PBKOBOJUTEIS HA anTeKaTa.

Ya. 22. (1) B anTekara ce 10CTaBsIT, IPUTOTBAT ChXPAHIBAT M OTITYCKAT CaMO
Ka4eCTBECHH, e(DUKACHU U OE30IIaCHH JIEKapPCTBEHU MPOTYKTH.
(2) (Hosa - B, 6p. 2 ot 2012 r.) [Ipu oTHycKaHe JIEKapCTBCHUTE MPOILYKTH CE OMAKOBAT TaKa, 4e
Jla ce TapaHTHpa 3ara3BaHe Ha TAXHOTO Ka4eCTBO M €PUKACHOCT.
(3) (ITpenumna an. 2 - /1B, 6p. 2 ot 2012 r.) ['paxknanute TpsiOBa BUHArH 1a ObAaT HHYOPMUPAHU
3a HaYMHA Ha yNoTpeda, ChbXpaHCHNE U HE)KEJIaH! JIEKAPCTBEHU PEaKIMU Ha JISKapCTBEHUTE
MIPOAYKTH.
(4) (ITpeaumna an. 3 - /1B, 6p. 2 or 2012 r.) PaboTemuTe B anTekara Morar Jia U3BbpIIBAT
neitnocty 1o wi. 219, an. 1 3JIITXM camo criopes mpuTekaBaHaTa OT TAX KBATU(PUKAIIHS.
(5) (TTpenumna an. 4 - JIB, 6p. 2 ot 2012 r.) [IpenauiioMeH cTax B anTeka, onpeesieHa mo peaa
Ha wi. 8, ann. 2 ot Hapenbara 3a ennHHNUTE Abp)KaBHU M3UCKBAHUS 32 TIPUI00MBAaHE HA BUCIIIE
oOpa3oBaHue o cnenuaiHocTTa "@apmanus” 3a 00pazoBaTeIHO-KBANU(UKALMOHHA CTENCH
"maructhp", npueta ¢ [Toctanosienne Ne 61 Ha Munuctepckus cbeet ot 2005 r. (06H., /B, 6p. 32
ot 2005 r.), MO’Ke J1a ce POBEX/Ia Ha CTYJCHTH 0J] KOHTPOJIa Ha MarucThp GapMarieBT Ciie/
NpPE/ICTaBsIHE Ha ChOTBETHUTE JOKYMEHTH OT BHCIIETO YUMITHIIE.

Y. 23. (1) Beeku dapmaneBT € He3aBUCHM TIPH B3eMaHe Ha PEIICHUE, CBBP3aHO ¢
OCBIIIECTBSIBAHETO HA MPOPECHOHATHUTE MY 3a/IbJDKCHUS, 32 KOSTO HOCH ChOTBETHATA
OTTOBOPHOCT.

(2) PaboTonaressT ¥ pbKOBOJUTEIIAT Ha ariTeKaTa ca JUThKHH Jla 3a4UTaT IpaBaTa Ha (apMmalieBTa
mo ain. 1.

(3) 3a HenpaBUITHO MPUTOTBEH H/WJIK OTITYCHAT JICKAPCTBEH MPOIYKT M 32 HACTBIMIUTE MOCIICIUIIH
HOCH OTTOBOPHOCT (hapMareBThT, KOUTO IO € MPUTOTBHJI U/WIIH OTITyCHAJL.

Ya. 24. (1) JlexkapcTBeHUTE POIYKTH B allTeKaTa Ce MOAPEXKIAT 10
AHATOMOTEPATICBTHYHU TPYIIH.
(2) JlexapcTBeHMTE POYKTH CE ChXPAHSBAT MIPU YCIOBHATA, ONPE/CICHU B Pa3peIICHUETO UM 32
ynotpe0da/y10CTOBEPEHUETO 3a PETUCTPALIUS, @ MEIUIUHCKUTE U3CIHs M APYTUTE IPOAYKTH -
CBIJIACHO YCJIOBUSTA HA TIPOU3BOIUTEIIS.
(3) (Orm. — 1B, 6p. 81 ot 20157T.).
(4) Temneparypara B IOMEIICHHUSTA U XJIaJMTHUIIUTE CE OTYUTA €KETHEBHO U CC BIHCBA B
JHEBHUK.
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Y. 25. (1) [IpuemaneTo 1 06pabOTBAHETO HA PEIETITUTE, OTITYCKAHETO Ha JICKAPCTBEHH
MPOAYKTH U TIpoaxxdaTta Ha APYTH MPOAYKTH ChIIIACHO MprtoskeHue Ne 1 ce u3BbpmIBaT camo B
MPUEMHOTO ITOMEIICHHE.

(2) U3npiHeHMETO HA PEENTUTE B aliTeKaTa ce M3BbpIIBA [0 pe/a Ha Hapeadara mo wi. 221
3JHIXM.

(3) (Hosa — JIB, 6p. 81 ot 2015 r.) Pasnopeabata Ha ai. 1 He ce mpuiiara 3a anTekKuTe Ha
neyeOHuTe 3aBeieHus 1Mo wi. 222, ain. 4 3JIIIXM, B KOMTO JIeKapCTBEHUTE MPOJAYKTH MOTaT Jia ce
OTITyCKAT B €KCTETUIIMOHHOTO MTOMEIICHHUE.

Ya. 26. (1) B acucreHTCKOTO MOMEIIEHHE CE U3BBPILBA IPUTOTBSIHE Ha JIEKAPCTBEHU
MPOAYKTH 110 MarkucTpaiHa U apMaKkorelHa perenTtypa, MpecuiBaHe 1 TpeTuBaHe Ha JIEKapCTBEHU
Y TIOMOIITHH BEIIECTBA, KAKTO U (pacoBaHe Ha MPUTOTBEHUTE B alTEKATa JIEKAPCTBEHHU MPOTYKTH.
(2) lpuroTBsiHuTe B anTeKara JEKapCTBEHH MPOIYKTH 1O (papMakorneiiHa perentypa ce 3aBex/aar B
nabopaTopeH AHEBHHK ChINTaCHO mpuioxeHne Ne 11.

(3) IpuroTBsiHuTe B anTekara JEKapCTBEHH MPOIYKTH 0 MAarMCTpalIHA PELENTypa Ce 3aBEeXkK/IaT B
JTHEBHHUK CBITIACHO Mpuioxkenue Ne 12.

(4) Bppxy OmakoBKUTE HA PUTOTBSHUTE B alTeKaTa JEKapCTBEHH MPOIYKTH 10 aji. 2 U 3 ce
MIOCTaBSAT CIEIHUTE O3HAUCHUS:

1. anpec Ha anTekara, HOMep | JaTa Ha W3/1aJICHOTO pa3pelieHne 3a ThProBHsl Ha IpeOHO ¢
JI€KapCTBEHU POITYKTH;

2. HOMep, 101 KOMTO € 3alrcaH ChCTaBbT Ha JIGKapcTBeHaTa (popMa B 1aOOpaTOpHUS THEBHHUK - B
cly4auTe 1o ai. 2,

3. HOMep | J1aTa Ha perenTara, iMe U Bb3pacT Ha MaIMeHTa - B CIIyJauTe 10 all. 3

4. nata Ha IPUTOTBSHE,

5. Ha4YMH Ha ynoTpeda U MOKa3aHus;

6. HAYMH Ha ChXpaHEHUE,

7. CPOK Ha TOAHOCT.

(5) 3abpansiBa ce cMecBaHETO Ha Pa3IMYHH NApTHIH NPU MPECUIIBAHE, ITPEIUBaHe U GpacoBaHe HA
JIEKapCTBEHU NPOIYKTH B anTeKara.

(6) IIpu npecunBane, mpenuBaHe U (pacoBaHe Ha JICKAPCTBEHH MPOIYKTH BbPXY OMAKOBKHUTE CE
MIOCTaBs €TUKET, KOWTO ChIIbPKA BCUUKH TAHHU OT OPUTHHAITHUS €TUKET.

Y. 27. (1) B cki1aoBOTO MOMEIICHUE CE ChXPAHSBAT JICKAPCTBEHHU MPOIYKTH U JPYTH
CTOKH, KOWUTO C€ MPOJIaBaT B anTeKara.
(2) JlekapcTBeHU MPOIYKTH, MTOKA3aId HECHOTBETCTBHUS C M3UCKBAHUSITA 338 KQUECTBO, C H3TEKbII
CPOK Ha TOAHOCT, C HapYIICHHU ITbPBUYHA WJIM BTOPUYHA OMIAKOBKA, C€ ChXPaHSIBAT OTIIEIHO OT
IpYTHUTE JIEKapCTBa Ha OIPEIEIICHO 32 IIeTa MICTO C TPaifHO CUTHAIHO 0003HaYeHHe, ue ca
OJIOKMpaHHU.

Y. 28. (1) JIlekapcTBeHH MPOIYKTH B KOJIMYECTBA, TIO-MAJIKU OT pa3pelleHaTa 3a
ymoTpeda OImakoBKa, Ce OTITyCKAT C JIUCTOBKA M B OIIAKOBKH, TAPAHTUPAIIH 3a11a3BaHETO HA
Ka4yecTBOTO M OCUT'YpsIBAIll YCJIOBUS 3a MPaBUIIHOTO UM ChXpaHEHHE. BbpXy onmakoBKUTE ce
HaHACAT BCUUKH JJaHHU OT OPUTMHAJIHATA OMaKOBKA.

(2) JlekapcTBeHuTE BeliecTBa 3a H3TOTBSIHE HA JICKAPCTBEHH MPOIYKTH 10 MATUCTPAIHA U
(hapMakoreiina perenTtypa ce CbXpaHsBaT B ONAKOBKA, TApaHTHpAIIa 3a11a3BaHETO Ha KaueCTBOTO
UM, C HaJIIUC, ChIIbPIKAILl CJICAHUTE JaHHU: HAMUMEHOBAHUE, JIEKAPCTBEHO BEIECTBO, MApTHICH
HOMEp, CPOK Ha F'OJIHOCT.

Y. 29. M3uckBaHusTa 32 ChXpaHEHUE U TIPUTOTBSHE HA JIEKAPCTBEHU MPOJIYKTHU Ca
moco4eHu B npwiokerne Ne 13, a 3npaBHATE U IPOTHBOCTIMICMUYHN U3UCKBAHUS IPU paboTa B
anTekuTe - B mpuioxkenue Ne 14.

Ya. 30. (1) (U3m. — B, 6p. 79 ot 2017 r.) OpranuzanusTa Ha paboTa U YUCICHOCTTA Ha
(bapmarieBTHTE B anTekara TpsOBa a OCUTypsiBaT CIIa3BaHETO Ha HEIPEKbCHATATA MUHUMAITHA
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MG)KI[yI[HCBHa " CCIMHNYHA ITIOYNUBKA U HpO,Z[’bIDKI/ITe.HHOCTTa Ha paGOTHOTO BpeMe, yCTaHOBeHI/I B
Konexkca Ha tpyna.

(2) IepconanbT B anTekaTa 3aIbJKUTEIHO paOOTH ¢ paOOTHH OOYBKH M OCITU MPECTUIIKH, HA KOUTO
C€ IIOCTaBsA HAAIINC C UMCTO, KBaHH(l)I/IKaHHf{Ta U JIBXXHOCTTA HA JIMIICTO.

Ya. 31. (1) PaboTHOTO Bpeme Ha anTekaTa, KakTo pabOTHOTO BpeMe M aipechT Ha Haii-
0JiM3KaTa JIEHOHOIIIHA arTeKa ce 00sIBABAT Upe3 MoAXo A0 odopMeHa Tabena. AKo HIMa
JICHOHOIIIHA anTeKa, ce 00sBsIBa anTekara, KosTo € C Hail-IbIro paboTHO BpeMe.

(2) Besika anTeka 3a1p/KUTETHO KMa M3JI0JKEHA Ha BUIHO MsICTO HHpopmanus (aapec u pabOTHO

BpeMe) 3a Hali-OJIM3KaTa anTeKa, KbAETO Ce MPUTOTBST JICKAPCTBCHU MPOIYKTH IO MAarMCTPaIHA U
(hapmakorieiftHa perenTypa.

(3) Besika anTeka 3a1bJDKUTEITHO MMa M3JI0KEHA Ha BUIHO MsCTO nHpopmanus (aapec, TenedoH u
pabOTHO BpeMe) 3a KOHTPOJIHUTE OPraHH, Ha YHSITO TEPUTOPHS CE HAMHpa arTeKaTa.

(4) (Hosa — JIB, 0p. 81 ot 2015 r.) PaboTHOTO BpeMe B aNiTEKUTE HA JICUCOHUTE 3aBEICHHS 10 YJI.

222, an. 4 3JIIIXM ce ompenerns ¢ MpaBIITHUKA 32 YCTPOWCTBOTO, ACHHOCTTA M BBTPEIIHUS pel Ha
CHOTBETHOTO JIEYEeOHO 3aBEJICHHE.

Ya. 32. (1) (ITpeaumuen tekct Ha wi. 32 — JIB, Op. 79 ot 2017 r.) BB Besika anTeka
3aIBJDKUTEIHO CE ChXPaHIBAT CICIHUTE TOKYMEHTH, KOUTO CE MPEAOCTaBAT IIPHU OUCKBAHE OT
KOHTPOJIHUTE OPTaHu:

1. pa3pemienune 3a THProBus Ha APEOHO C JIEKAPCTBEHH MPOTYKTH,;

2. TUIICH3USI 32 THProBUs HA JIPEOHO M ChXPaHSIBAaHE HA JICKAPCTBEHH MIPOIYKTH, ChIABPKAIIH
HApKOTUYHU BELIECTBA, KOTaTo anTeKaTa € IMoJlydyiia pa3pelieHne 3a Ta3u JeHHOCT;

3. (u3m. — 1B, 6p. 79 ot 2017 r.) KOs OT JOKYMEHTUTE 32 IPABOCIIOCOOHOCT U OT TPYJOBUTE
JIOTOBOPH C pabOTEIIUTE B anTeKara JIMIa, KAKTO U ChOTBETHUTE YBEJOMIICHHS 110 Wwi. 62, an. 3 oT
Konexkca Ha tpyna;

4. GpakTypuTe WU KOIHE OT TAX, C KOUTO Ca 3aKyIECHH JICKApCTBEHUTE MPOIYKTH;

5. KOmusI OT JOKJIAM 33 U3BBPIICHA HHCIICKIIMU OT KOHTPOJIHUTE OPraHy;

6. (otm. — JIB, 6p. 79 ot 2017 1.).

(2) (Hosa — 1B, 0p. 79 ot 2017 ., u3M., Op. 2 ot 2021 r.) UnieHCTBOTO HA MarucThp-PpapMaleBTUTE
OT IepcoHaa Ha anrTekaTa B bbparapckus gpapManeBTH4eH Chl03 Ce YJOCTOBEPSBA IIPH MPOBEPKa
4pe3 MpeCTaBsHe Ha MpoQecHoHalIHA KapTa Ha MarucThp-hapMalieBra, u3aaacHa ot beiarapckust
(bapMalieBTHUYCH CBHIO3, U/HJIM Ype3 CIIpaBKa B HALMOHAIHUS €IEKTPOHEH PEricThp 1o wi. 5, an. 1,
T. 4 3COMO.

(3) (HoBa — /1B, 6p. 2 ot 2021 r.) UneHCTBOTO HAa OMOIIHHK-(apMaleBTHTE OT MepCcoHala Ha
anrekara B bbarapckara acormarys Ha MOMOITHUK-(apMaleBTHTE ce YAOCTOBEpsIBa MPU MPOBEPKa
4pe3 Mpe/ICTaBsIHE Ha YA0CTOBEPEHHUE 3a aKTYATHO WICHCTBO HJIH YPe3 CIIPaBKa B HALMOHATHUS
€JIeKTPOHEH perucThp 1o wi. 8, an. 1, 7. 23COMCAAMC3IID.

Ya. 32a. (Hos - /1B, 6p. 67 ot 2010 ., ot™., O6p. 79 oT 2017 1.).
Paznen |V
Opranusanus Ha padoTa B aNTeKa HA Jie4eOHU 3aBeICHUS 10
1. 222, aa. 4 3JIIIXM
(3ara. usm. — [IB, 6p. 81 ot 20157T.)

Y. 33. (Jom. — IB, 6p. 2 ot 2021 r.) Antekure Ha Je4eOHUTE 3aBEACHUS O Wi. 222, aJl.
4 3JIIIXM ca caMOCTOSITEIIHHA 3B€HA B CTPYKTypaTa Ha JIe4eOHOTO 3aBEJICHUE, B KOETO CE
W3BBpLIBAT JieliHOCTUTE, onpeneneHu B 3JITIXM.

Y. 33a. (Hos — /IB, 6p. 81 ot 2015 ., u3m., 6p. 2 ot 2021 r.) JleliHOCTTa Ha alITEKUTE
Ha JieueOHHU 3aBesieHus 1o wi. 222, an. 4 3JIIIXM ce ocrwinecTBsiBa cboOpaszHo [IpaBunara 3a nodpa
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(apMareBTHYHA MMPAKTHUKA, IPUETH CHITTACHO Wi. 5, ai. 1, T. 3 3COM® u chriacHO npaBuiiaTa 1o
. 8, an. 1, 1. 53COMCAAMC3ID.

Y. 336. (Hos — /IB, Op. 81 or 2015.) B neueOHuTE 3aBeicHUs 32 OOJIHUYHA TIOMOII] C
Hax 400 neria 3a aKTUBHO JICUCHHUE WJIH B KOUTO UM pa3KpUTH Hal-Manko 10 KiuHUKK/OTaeneHHs
C JIerya, KakTo U B JIeYeOHH 3aBEeJICHHs, KOUTO U3BBPILBAT IEHHOCTH 110 MEAMIIMHCKA OHKOJIOTUS
U/WITM KITMHAYHA XEMAaTOoJI0TUsl, pabOTH Hail-Mallko €IMH MarucThp-(hapMarieBT ¢ IpuaI00uTa
cneuuansoct "Kinuanuna Gapmanusa” uinm cbe cneruanuzanus no "Knunuuna gpapmanms”.

Ya. 33s. (Hos — /IB, 6p. 81 ot 2015 r.) KnuHu4HUAT (hapMaiieBT ChAeHCTBA MPH
OCBIIECTBSBAHE Ha ACWHOCTHUTE 110 HA3HAYABAHETO M IPUTOTBSHETO HA JICKAPCTBEHUTE MPOYKTH.

Ya. 33r. (Hos — /IB, 6p. 81 ot 2015 1., u3Mm., Op. 2 ot 2021 r.) Knmunuunust papmarent
OCBIIECTBSBA ICHHOCTTA CH B ChOTBETCTBHUE ¢ [IpaBuiara 3a 1o00pa hapMarieBTUUHA MTPAKTHKA,
MPUETH ChIIacHo wi. 5, air. 1, T. 33COM.

Y. 34. .HeKapCTBCHI/ITe IMPOAYKTH, MIPCAHA3HAUCHHU 3a XOCIIUTAJIM3UPAHUTEC IMAIUCHTH, CC
OTIIyCKaT B MOAXOAsIIa OIIaKOBKa, OCUTYypsBallla IMMPAaBUJIHOTO UM CbXPAaHCHUC.

Y. 34a. (Hos — /IB, Op. 81 or 2015r.) B antekure Ha jie4yeOHUTE 3aBEACHHS 0 WiI. 222,
an. 4 3JIIIXM ce nogabpkat HEOOXOJUMUTE KOJIMUECTBA JIEKAPCTBEHU MPOAYKTH, MEAULIMHCKH
W3JIeNHs U JPYTH KOHCYMAaTHBH 32 OCUTYpsIBAaHE Ha HOpMaHaTa paboTa Ha JIe4eOHOTO 3aBe/ICHUE 32
CPOK Hai-MaJIKo S THH.

Y. 35. (1) PproBoguTeInTEe HA alITEKUTE Ha JIeYeOHUTE 3aBeACHMS 1Mo wi. 222, an. 4, 1. 1
u 2 3JIIIXM ca wieHOBE Ha MEAULIMHCKUS CHBET Ha CHOTBETHOTO JIEUEOHO 3aBEICHUE.
(2) (don. — B, 6p. 81 ot 2015 r.) JInnara mo ai. 1 uiau NOCOYEHH OT TAX MarHCThP-hapMarieBT
3aIBJDKUTEITHO YYacTBaT B pa3pabOTBaHE Ha JIEKapCTBEHATA CTpATETHs Ha JISYeOHOTO 3aBEICHHE,
Karo:
1. yyactBar BbB (papmMakoTepaneBTUYHUTE KOMUCHH;
2. M3TOTBAT MPAKTUYECKH PELENITYPHULIM, ChOOPA3eHU C KaYeCTBOTO, CHTYPHOCTTA U
e(MKaCHOCTTa, KaKTO U (papMakoTepaneBTUYHA 1/miK papMaKOMKOHOMHUYECKA OIIEHKA Ha
JIEKapCTBEHUTE NMPOIYKTH,
3. yyacTBaT BbB BCUUKH JICHHOCTH, CBBP3aHU C JOTOBapsiHe, CHA0IsIBaHe W JOCTaBKa Ha
HE0O0XOIUMUTE JEKAPCTBEHU MPOITYKTH;
4. M3roTBAT NMPEIJIOKEHNUS 32 TIPOSKTOOI0KETa Ha JIe4eOHOTO 3aBe/IeHHE B YacTTa My, Kacaela
JIeKapCTBEHUTE NMPOIYKTH,;
5. M3rOTBAT CTaHIAPTHU ONEPATHUBHH MPOIETYPH 32 ICHHOCTHTE, M3BBPIIBAHU B alITEKATa;
6. KOHTPOJIMPAT CbXPAHEHHETO U OTYETHOCTTA HA JIEKAPCTBEHUTE MIPOAYKTH B OT/EICHUATA U
KITMHUKHTE,
7. (noBa — JIB, 6p. 81 ot 2015 r.) yyacTBaT B KJIMHUYHH U3MUTBAHKSI C JICKAPCTBEHH MTPOTYKTH
u/vii METUITMHCKH U3JeNUs ChrilacHo T. 4.6 ot nmpuinoxkerne Ne 1 kbMm 4. 1, an. 1 or Hapenba Ne
31 ot 2007 r. 3a onpeiensiHe Ha npaBuiata 3a Jloopa kiunuuHa npaktuka (B, op. 67 or 2007 1.).

Y. 36. PEKOBOAUTEINTE HA aITEKUTE HA JIEYCOHNUTE 3aBEeNeHUS 110 WI. 222, an. 4, 1. 1 u
2 3JIITXM ca OTrOBOpHH 3a M3BBPIIBAHETO HA JeHHOCTUTE 10 wi. 20, KaKTo | 3a.
1. pasnpeneneHUETO Ha JIEKAPCTBEHUTE MTPOYKTH 110 OTICIICHUSATA,
2. ocurypsiBaHe Ha HE0OX0/IMMaTa JIEKapCTBEHA U TeparneBTHYHA HHPOPMAIHS 32 OCTAHAINUTE
MEIMIIMHCKHU CIICLIHAINCTH,;
3. (moBa — JIB, 6p. 81 ot 2015 r.) 00C/Ty’KBAaHETO HA MAIIMEHTUTE B M3BBHPAOOTHO BpeMe H IPHU
W3BBHPEIHH CUTYAIINU.

Y. 37. (1) dapmakoTepaneBTHYHATA KOMHUCHS B JICU€OHHUTE 3aBEACHUS 110 wi. 222, ai. 4
3JIIIXM exeroqHo U3padoTBa CIIUCHK C OCHOBHUTE JICKAPCTBEHU MPOYKTH, C KOUTO PabOTH
ChOTBETHATA anTeKa, KOUTO ce YTBHPKIaBa OT PbKOBOAUTENS Ha Ie4eOHOTO 3aBEICHHE.
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(2) Cnucwkpt 1O an. 1 ce n3paboTBa U akTyanu3upa cboOpa3Ho [103UTHBHHS JIEKaPCTBEH CIIUCHK
o wi. 262 3JITTXM.

(3) CHabnsBaHeTO Ha aNTEKHUTE HA JICUCOHUTE 3aBEJICHHS 110 ajl. 1 ¢ IeKapCTBEHH MPOIYKTH Ce
W3BBpIIBA ChOOPA3HO cMCHKA Mo ail. 1.

Ya. 37a. (Hos — /IB, 6p. 81 ot 2015r.) (1) JIekapcTBeHUTE POYKTH 32 CHCTEMHO
JICYCHUE Ha 3JI0KAYECTBCHU 3a00JISIBAHUS CE TIPUTOTBAT B allTeKaTa Ha ChOTBETHOTO JICYEOHO
3aBe/IeHNE BB BHJI 33 AUPEKTHO NPUIIOKEHUE HA TTAIlCHTA.
(2) Ipu mpuUroTBsiHE HA JIGKAPCTBEHUTE MPOIYKTHU CE CIa3BaT M3UCKBAHMATA HA 3aKOHA 3a
3[PaBOCIIOBHH ¥ O€30TIaCHU YCIIOBHUS HA TPYI.

Y. 376. (Hos — JIB, 6p. 81 ot 2015 ., mom., 6p. 24 ot 2017 r., oT™., Op. 79 oT 2017 1.).
Ya. 378. (Hos — /IB, 6p. 81 ot 2015 r., u3m., Op. 24 ot 2017 r., ot™., Op. 79 ot 2017 1.).

Ya. 38. (U3wm. - [IB, 6p. 2 ot 20121.) (1) (don. — AB, 6p. 2 ot 2021 r.) 3a 3a10BOJIsIBaHE
Ha COOCTBEHHUTE CU HYXKIH JieueOHUTE 3aBeAeHUs 1Mo wi. 222, an. 4 3JIIIXM, kouto HIMAT OTKpUTA
anTeKa, MOTaT Jia ce CHAOIsIBAT OT alTeka Ha JIPYTro Je4eOHO 3aBe/IeHNE, MTOTYIHIO pa3pelicHue 3a
THProBUs Ha JPEeOHO C JIEKApCTBEHU MPOAYKTH, KaKTo U nuiieH3us no wi. 33, an. 1 3KHBII npu
CHaOJIIBaHE C JICKAPCTBEHU MPOIYKTH, KOUTO ChIbpPKAT HAPKOTHIHHU BEIICCTBA.
(2) JleueOHuTE 3aBeacHMS 11O al. 1 CKIIFOUBAT JIOTOBOP 3a CHAOsBAHE C JIGKAPCTBEHU MPOIYKTH, B
KOWTO ypeXaaT yCIIOBUsATA 3a 3asABsSIBaHE, JOCTAaBKA U 3aIlIallaHe Ha MPOTyKTHUTE.
(3) C norosopa 1o ai. 2 ce ypexaar u yCIOBHUSATA, IPU KOUTO MAaruCThp-PapMaieBThT,
PHKOBOJIUTEIT HA aliTeKaTa Ha JIeYeOHO 3aBeICHUE, MTOJIYIHIIO pa3pelIeHUe 3a ThPTOBUS Ha JIPEOHO C
JIEKapCTBEHU MPOIYKTH, OCHIIECTBSIBA TEKYIIl KOHTPOJ BHPXY YCIOBHSTA 332 ChXpaHEHHE Ha
M3MHCAHUTE W IOCTABCHHU JICKAPCTBEHU MTPOIYKTH.

Y. 38a. (Hos - /IB, 6p. 2 ot 2012 1.) (1) Cien CkiIFOUBaHETO HA AOTOBOP 1O wi. 38, a.
2 1e4e0HOTO 3aBe/ICHHE, KOSTO HsIMa COOCTBEHA alTeka, N3MMCBa HEOOXOUMHUTE MY JICKAPCTBECHHU
MPOAYKTH Ha JICKAPCTBEH JIUCT MPH ClIa3BaHE HA Pe/ia U YCIOBHUATA 32 U3MHUCBAHE U OTYCTHOCT,
nocodyern B Hapenba Ne 4 ot 2009 r. 3a ycnoBusTa 1 pejia 3a IpeIUCBaHe W OTIIYCKaHEe Ha
nekapcTBeru npoayktH (B, 6p. 21 ot 2009 r.), KO#TO ce mpeocTaBs 3a U3IIBIHEHUE B alTeKaTa
Ha JICYeOHOTO 3aBEJICHUE C anTeKa.
(2) TIpu TpaHCTIOPTHPAHETO M JOCTaBKATa Ha JCKAPCTBEHUTE MPOAYKTH, H3MHCAHU TI0 pe/ia Ha aJl.
1, ce crasBar yclIOBHUsATA 32 CbXPAHECHUE, TIOCOYCHHU B PA3pEIICHUETO 3a YIIOTpeOa Ha MPOYyKTHUTE.

Y. 386. (Hos - /1B, 6p. 2 ot 2012 1.) JIeuebHOTO 3aBe/icHHE, KOETO HAMa COOCTBEHA
anTeKa, MOXe J1a 3asBsiBa JIEKApPCTBEHH MPOAYKTH, HEOOXOAMMHU 32 3a/I0BOJISIBAHE HA COOCTBEHHUTE
My HYXJH, 32 CPOK He To-TojsM oT 10 nHu.

Ya. 39. (1) (Uzm. — 1B, 6p. 81 ot 2015 ., 6p. 95 oT 2018 1.) JIekapcTBEeHUTE TPOIYKTH U
MEIUIIMHCKUTE U3JICNUs, TPeTHA3HAUCHH 32 KITMHHYHY U3MUTBAHMsI, CE MOJTyYaBaT, ChXPaHsBaT,
MPUTOTBAT M OTIYCKAT OT alTeKaTa Ha JIeYeOHOTO 3aBEICHUE OTJCITHO OT IPYTUTE JICKAPCTBEHU
MPOAYKTH M MEIUIIUHCKH U3IeNUs, ¢ 0003HAUCHHE 32 CTaTyTa UM, ChIJIACHO MTPOTOKOJIA HA
KJIMHUYHOTO U3MHMTBAHE, @ KOTaTo JIeYeOHOTO 3aBE/ICHUE HE pa3Ioliara ChC COOCTBEHA anTeKa WK
amnTekara He paboTH — B TIOAXOIAIIN 32 IIeITa MOMEUICHHUs, Cliel 0I00peHue OT GapMarieBT, WiCH
Ha MU3CIIEJI0BATEIICKHS CKHI.

(2) (M3m. — 1B, 6p. 2 ot 2021 r.) JIekapCcTBEHUTE MPOIYKTH, MOJTyUYaBAHH OT JICUCOHUTE 3aBEACHHS
o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3ariamane OT JbP>KaBHHSI OI0JHKET Ha JICUCHUECTO
Ha OBJITAPCKUTE IPaXKIaHH 3a 3a00JIsIBaHKS U3BBH 00XBaTa Ha 3abJDKUTEITHOTO 3IPAaBHO
ocurypsiBare (/IB, op. 95 ot 2005 1.), ce chbXxpaHsIBaT OT/IEIHO.

(3) (Hosa — JIB, 6p. 81 ot 2015 1.) JIekapcTBEHHTE MPOAYKTH, MOTyUYECHH KaTO XyMaHUTapHA
MIOMOIII, C€ ChbXPaHsBAT B aAlITCKUTE HA JICUCOHUTE 3aBEIICHUS OT/ICIIHO OT JIPYTUTE JICKAPCTBEHH
MPOAYKTH, & KOraTo JIedeOHOTO 3aBEJICHHE HE pa3iojiara ChC COOCTBEHA alTeKa — B MOAXOISIIN 32
EJITa TOMEIICHHUS.
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(4) (Hosa — JIB, 6p. 81 ot 2015 1., oTM., Op. 95 0T 2018 1.).
Paznen V
(Homs - /IB, op. 201 2012T.)
IIpoaax0a Mo MHTEPHET HA JIEKAPCTBEHHU NMPOAYKTH 0e3
JIEKAPCKO NMpeanucaHue

Ya. 40. (Hos - IB, 6p. 2 ot 2012 1.) (1) ThproBust o MHTEPHET C JICKAPCTBEHH
NPOIYKTH 0e3 JIeKapCKO MPEANMCaHNue MOXKe Jla U3BBPIIBA JIUIIE, TIOJyYHIIO Pa3pelIeHue 3a
THPrOBUS HA APEOHO C JIEKAPCTBEHU MPOIYKTH WIH yIOCTOBEPEHHE 33 PETUCTPALINS Ha IPOTEPHS
npu ycaosusaTa 1 o pena Ha 3JIIIXM u Ha Ta3u Hapenda, CbOTBETHO Ha Hapendarta 1o ui. 243
3JIIIXM.

(2) Toprosusita o an.l ce U3BBPILIBA CAMO C JICKAPCTBEHU MPOIYKTH, pa3pelleHH 3a yHIoTpeda mo
pena Ha 3JIIIXM.

Ya. 41. (Hos - IB, 6p. 2 ot 2012 1.) (1) 3a usBbpIBane Ha aeiHOCTTA 110 Wi. 40 IH1IEeTO
TpsiOBa Ja pasmosara cbc COOCTBEH MHTEPHET CAWT, HA KOWTO J1a € MyOJIMKyBaHa ClieTHaTa
nHpopmarus:
1. HANMEHOBAHUETO HA IOPUIANICCKOTO JIUIIS,
2. ceanuiie M aapec Ha yrpaBlICHHE;
3. aapec Ha anTeKara Wid JpOorepusiTa,
4. HoMmep U J1aTa Ha M3/aBaHe Ha pazpeuieHueTo no wi. 229, an. 2 3JIIIXM unu yaocToBepeHUueTo
o wi. 240, an. 1 3JITIXM;
5. TpuTe UMEHA HA PHKOBOMTEIS HA alTeKaTa WK JPOTEPHsTa,;
6. HOMEHKJIaTypa, ChIbpKallla MEXTyHAPOJHUTE HETIATCHTHH HAMMEHOBAHUS U ThPTOBCKHUTE
MMCHA Ha MpeJIaraHnuTe JICKAPCTBEHH MPOAYKTH;
7. 1IcHa Ha JICKApCTBEHUTE TIPOIYKTH,
8. CTOIHOCTTa Ha TPAHCIIOPTHUTE PA3XOH, HEBKIIFOUEHH B IIeHAaTa Ha JICKAPCTBECHUTE MPOTYKTH IO
T. /, CBbP3aHHU C TSIXHATa JOCTaBKa,
9. HauMHA Ha IJIalaHe, JOCTaBKa U U3ITbIIHEHHE Ha JJOTOBOpa 10 JI. 45;
10. mpaBOTO HA MOTPEOUTENS 1A C€ OTKAXKE OT JOTOBOPA 10 9. 45 1 yCIoBHUSATA, TIPH KOUTO
JICKapCTBEHUSAT MPOIYKT MOXKE J1a He ObJIe MPHET;
11. uadopmanus 3a OpraHUTe, OCHIIECTBIBAIIN KOHTPOJI BEPXY JCHHOCTTA;
12. (u3m. — IB, 6p. 2 ot 2021 r.) uHTEpPHET Bpb3Ka KbM cTpanunute Ha MAJI, Bearapckus
(dapmareBTHUYEH CHI03 U bhirapckara aconuanys Ha TOMOIIHUK-(hapMaIeBTuTe.
(2) Uadopmanusra mo an. 1 TpsOBa ga Obae MpeaocTaBeHa 1Mo SceH U pa3dorupaeM HauuH, 1a
MOTYepTaBa ThPTOBCKUS XapaKTep Ha MPEJIOKESHUETO U J1a ObJe B ChOTBETCTBHE C IPHUHIIMIIA HA
TOOPOCHBECTHOCT MPH THPTOBCKUTE CICIKU U 100paTa ThProBcKa MPaKTHKA.

Ya. 42. (Hos - IB, 6p. 2 or 2012 1.) (1) [Ipu 3anouBane Ha neiHOCT 10 wi. 234, an. 5
3JIITXM nunero no 4. 40 npenocrars nucMmeHna nadopmarus B MAJI, koaTo chabpxka:
1. nanaute mo ui. 41, an. 1;
2. HANMEHOBAHUETO HA UHTEPHET CaiiTa,
3. IaHHU 3a JIMLETO, KOETO € Ch3/IaJI0 HHTEPHET caidTa U/Wii ro MOAIbpIKa.
(2) KM unaOpMarmsTa o an. 1 ce npuiara aekiaapaus oT aumnero mo wi. 40, ye npuTekaBa Win
pasrmosiara ¢ TPaHCIIOPTHU CPEJICTBA, OCUTYPSIBAIIM MTPABIIIHOTO ChXPAaHCHHE Ha JICKAPCTBEHUTE
MIPOJIYKTH MPHU TPAHCHIOPTHPAHE.

Y. 43. (Hos - 1B, 6p. 2 ot 2012 1.) (1) B cenemaHeBeH CPOK OT MOCTHIIBAHETO HA
uHpopmanusTa 1o wi. 42, ain. 1 UAJI uzbspiBa npoBepka Ha caiiTa OTHOCHO HAJIMYHETO Ha
nmanaute no 4i. 41, an. 1.
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(2) Koraro MAJI ycraHoBH, Ye CaiThT ChbPKa BCHYKH HEOOXOAMMH JJAHHU, U3BBPIIBA BIIMCBAHE
Ha Jureto 1o wi. 40 B CIUCHK, MyOIMKyBaH Ha MHTEpPHET cTpanuiaTa Ha MAJL.

(3) Koraro MAJI ycraHoBH, Ye CaiThT HE ChIBbPKa BCHYKH HEOOXOAMMH JTAaHHU MJIH Y€ CBHIIUTE ca
HEITBJIHY, U3MpaIla MMCMEHO yBeIOMIICHHE /10 JIHLeTo 1o wi. 40 3a oTcTpaHsBaHe HA
KOHCTaTUPaHUTE MPOIYCKU U/ HECHOTBETCTBHSI.

Ya. 44. (Hos - IB, 6p. 2 ot 2012 1.) (1) JIumeTo mo wi. 40 e [UIbKHO J1a OCUTYPH
yCIIOBHA 3.
1. mpaBWITHOTO OTIAKOBaHE, TPAHCIIOPTHPAHE U IOCTABSHE HA JIGKAPCTBEHUTE MPOAYKTH 110 1. 40,
ast. 1 Taka, ye 1a ObJaT 3amazeHu TEXHUTE KauecTBa U €(PUKACHOCT;
2. TOCTaBSHETO Ha JICKAPCTBEHHUTE MPOTYKTH A0 24 yaca OT MOCTHIIBAHETO Ha 3asIBKATa;
3. BOJICHETO Ha JIOKyMEHTHpaHa CUCTEMa 3a Mpocie/iiBaHe Ha NPAaTKUTE;
4. mpeocTaBsHETO Ha MH(POPMAIUS Ha TIOTyvaTessl Ha JIEKapCTBEHUTE MPOoAyKTH 1o wi. 40, ain. 1
OTHOCHO HE0OXOAMMOCTTA J1a Bb3CTAHOBHM KOHTAKTA CH C JIEKYBAILKs JIEKap B CIy4ail Ha
BB3HUKBaHE Ha MPOOJIeMH pH yroTpedaTa Ha JIGKapCTBEHUS TPOTYKT.
(2) Jlunero no wi. 40 myGimKyBa Ha MHTEPHET caiita cu HH(OpMaLus 3a HoMepa, oJ| KOHTo e
BIrcaH B crrucbka Ha MAJI o wi. 43, ai. 2.

Ya. 45. (Hos - IB, 6p. 2 ot 2012 r.) Mexay auueto no wi. 40 u norpedurens ce
CKJIFOUBA JIOTOBOP 3a MPOJak0a OT pa3CTOSHHUE MO CMUCHIA Ha Wwi. 48 oT 3aKoHa 3a 3aIuTa Ha
MOTpeOUTENUTE.

Ya. 46. (Hos - IB, 6p. 2 ot 2012 r.) [IpuemaneTo Ha 3asiBKaTa M OTIYCKAHETO HA
JIEKapCTBEHUS TPOLYKT CE€ U3BBPIIIBA!
1. B aniTeka OT MarucThp-papMareBT WA TOMOITHUK-(apMaIeBT B CIlydanuTe mo wi. 225, an. 1
3JIIIXM, nnun
2. B Iporepusi OT MEAUIIMHCKY CTICIIUAITUCT.

Y. 47. (Hos - [IB, 6p. 2 ot 2012 1.) (1) IIpu nonanena 3asBka jauiero mo €wi. 40
MOTBBPIKAAaBa B MICMEHa (OpMa WIIK Ha JPYyT TpaeH HOCHUTEN HHPpopmanusaTa mo wi. 41, an. 1, 1. 6 -
0.

(2) Ipu moTBBpKIABAHE HA 3asIBKATA JIMIIETO MO 4Wi. 46 1aBa HEOOXOAMMaTa KOHCYJITAIMS Ha
OBJArapCcKu €3uK, MOUCKaHa OT NOTPEeOUTEIS.

Y. 48. (Hos - /1B, 6p. 2 ot 2012 r.) Koraro swumero mo wi. 40 He MOKe Ja U3ITBJIHU
3aJIBJDKCHUSTA CH 10 JIOTOBOpA MOPaJX TOBA, Ue HE pasIoJiara ¢ IopbYaHUTE JICKApCTBEHH
MIPOAYKTH, TO € JTHKHO J1a YBEIOMU TOTPEOUTEIIS.

Ya. 49. (Hos - IB, 6p. 2 ot 2012 1., go1., 6p. 79 ot 2017 r.) 3asiBKUTE U
MOTBBPIKIECHUATA 32 OTITYCKAaHE 110 HHTEPHET Ha JICKAPCTBEHH MTPOIYKTH 0€3 JIEKapCKO
NpeINMCaHne Ce ChbXPaHABaT Ha XapTHEH WIIH eJIEKTPOHEH HOCUTEI B aNTeKara WilK JIporepHsTa 3a
CPOK S TOJIUHH.

Ya. 50. (Hos - IB, 6p. 2 ot 2012 r.) PHKOBOAUTEISAT Ha alTeKaTa WK IPOTepUsATa HOCH
OTTOBOPHOCT 32 ISUIOCTHATA OpraHU3aIis ¥ KOHTPOJIa Ha ThPTrOBUATA [0 HHTEPHET C JICKApCTBEHU
MPOAYKTH 0€3 JIEKAPCKO MPEANMHCAHUE B ChOTBETHUS OOCKT.

IHPEXOJHU U 3AKTIOYUTEJHU PA3IIOPE/BU

8 1. (1) 3ano4HanuTe 10 BIM3AHETO B CHJIA HA Ta3H Hapen0a MPOU3BOJICTBA 32
NoJy4aBaHe Ha pa3peleHre 3a ThProBys Ha APeOHO C JIEKapCTBEHH MPOIYKTH WM 32 MPOMSHA B
M3JaJICHO pa3pelIeHue ce pasriIexkaaT MpH ycloBusaTa Ha oTMeHeHata Hapenba Ne 8 ot 2000 . 3a
yCTPOMCTBOTO, pelia U opranusaiusra Ha padorara B antekute (JIB, op. 54 or 2000 T.) B cpok 110 6
Mecella CIMTaHO OT JlaTaTa Ha BIU3aHETO i B CHJIA.

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

CcTp. 11 oT 36



(2) Cnen n3tnuane Ha cpoka 1o aj. 1 3armovHaInuTe 10 BIM3aHETO B CHJIa HA Ta3u Hapeada
MIPOU3BOJICTBA 32 MOJTyYaBaHe Ha pa3pelieHne 3a THPTOBHs Ha JIPeOHO C JIEKAPCTBEHH MPOYKTH
WJIM 32 POMSIHA B U3/1aJICHO pa3pellieHue ce JOBBPIIBAT MIPH YCIOBUATA U pefia, IPEIBUICHHU B Hesl.

8 2. (1) (ITpeaumien texct Ha 8 2 - JIB, 6p. 67 ot 2010 ., o011, 6p. 2 ot 2012 1.) Jlumara,
MOJTYYHITH pa3pelieHre 3a OTKPUBAHE Ha alTeKa WU pa3pelieHne 3a ThProBus Ha JpeOHO ¢
JICKapPCTBEHH MTPOYKTH MPUBEXKIAT JCHHOCTTA CH B CHOTBETCTBUE C HEWHUTE W3UCKBAHHUS, C
m3kmouenue Ha ui. 10, an. 2 u un. 12, an. 3, B cpok 10 JIBe TOJUHH OT BIM3AHETO i B CHUJIA.

(2) (Hosa - 1B, 6p. 67 ot 2010., 0TM., Op. 2 0T 2012 T.).
(3) (Hosa - 1B, 6p. 67 ot 2010 r.) JInnara, noxy4min pa3perieHre 3a OTKpUBaHEe Ha anTeKa HiIH
paspelreHre 3a ThproBys Ha APEOHO C JIGKAPCTBEHH MPOIYKTH B HACEIICHU MECTa C HaCEJICHUE IO/

10 000 >xutenu, MPUBEXKIAT AEHHOCTTA CH B CHOTBETCTBUE C U3UCKBAHETO HA 4il. 14, an. 2 B cpok
no 1.07.2011r.

8 3. (U3m. - IB, 6p. 2 ot 2012 1., nom., 6p. 81 ot 2015 r., u3m., 6p. 2 ot 2021 1.)
KoHTpobT 10 U3IIbIIHEHHE HAa Hape10aTa ce OCHIINECTBABA OT MHHUCTBPA Ha 37paBeoIa3BaHeTo,
TJIABHUS IbPKABCH 3/IPaBEH MHCIIEKTOP, U3IIBIIHUTEIIHUS TUPEKTOp Ha V3MbIHUTEIHATA arCHITUS
110 JIeKapCTBaTa, IUPEKTOPUTE HAa PETHOHATHUTE 3{paBHU HHCIICKIIUU U HHCIIEKTOPH TIPU
PETHOHATHUTE 3/IpaBHH WHCTICKIIHH.

§ 3a. (Hos — 1B, 6p. 2 ot 2021 r.) U3mbiiHKTeNHA areHus " MeIuIMHCKU Haa30p"
CBhBMECTHO C MPEJICTABUTENIN Ha ChCIIOBHATA OPraHU3alMsl HA MarucTbp-(hapMaleBTUTe, CbOTBETHO
— CHBMECTHO C MIPEJICTABUTENIN Ha CHCIOBHATA OPraHU3aIMs Ha IOMOIIHUK-(apMaleBTHTE,
OCBIIECTBSABAT KOHTPOJI 3a cria3Bane Ha [IpaBuiaTa 3a noOpa apmarneBTHYHA IPAKTHUKA, IPHETH
cbriacHo wi. 5, ain. 1, T. 3 3COM® u [IpaBunaTa 3a 100pa METUIIMHCKA IPAKTHKA TI0 3/JpaBHU
I'PYKH, IPUETH cbIiacHo wi. 8, ai. 1, T. 5 or 3SCOMCAAMCSIIID.

8 4. Ta3u Hapen0a ce n3gaBa Ha ocHOBaHuE wi. 219, ant. 2 oT 3aKOHa 3a JIEKAPCTBEHUTE
NPOAYKTH B XyMaHHaTa MenuiHa u otMens Hapenba Ne 8 or 2000 r. 3a yctpoiicTBOTO, pena u
opraHu3aiusTa Ha padorara B anrekute ([IB, 6p. 54 ot 2000 .).

IMPEXOHU PA3IIOPE/IBU
kbM Hapenbara 3a u3ameHenune u nonbiHeHne Ha Hapen6a Ne 28
ot 2008 r. 3a ycTpOHCTBOTO, pela ¥ OpraHu3alusaTa Ha padorara
Ha anTeKUuTe U HOMEHKJIaTypaTa Ha JISKapCTBEHUTE TPOITYyKTH

(OB, 6p. 67 oT 2010T.)

8§ 8. JIunara, moyunsiu paspelieHue 3a OTKpUBaHEe Ha alnTeka Wid pa3pelicHue 3a
THPrOBUs Ha APEOHO C JICKAPCTBEHU NPOIYKTH, IPUBEKIAT IEHHOCTTA CH B ChOTBETCTBHE C Wwi. 16a
B cpok 10 1.07.2011 r.

8 9. Jlunara, MOSy4YHIIN paspelieHne 3a OTKPUBAHEe Ha anTeKa WK pa3pellcHue 3a
THProBHs Ha APEOHO C JIEKAPCTBEHH MPOIYKTH, IPUBEKIAT JEHHOCTTA CH B CHOTBETCTBHE C § 6, T.
1, 6ykBa "6" (otHOCHO T. 5, OykBa "a") B cpok g0 1.07.2011 r.

INPEXOJHU PA3IIOPE/IBU
kbM Hapenbara 3a nsmeHenue u gonbiaHeHue Ha Hapenba Ne 28
ot 2008 r. 3a yCTpOICTBOTO, pe/ia M OpraHu3aIusITa Ha paboTara

Ha anTeKUTe U HOMEHKIIATYpaTa Ha JICKapCTBEHUTE IPOIYKTH
(4B, 6p. 81 or 2015T.)

§ 22. JleueOHuUTE 3aBeICHHS IPUBEXKIAT ICHHOCTTA CH B ChOTBETCTBUE C M3UCKBAHUSITA
1o 8 7 orHocHO wi. 19, an. 4 B cpok 10 mecT Mecela OT BIM3aHe B CHUJIA Ha Ta3H Hapenoa.
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§ 23. JleueOHUTE 3aBEICHUS IPUBEKIAT ICHHOCTTA CH B ChOTBETCTBUE C U3MCKBAHUATA

1o 8 12 otHocHO 4. 330 B CPOK JI0 TPU TOJMHHM OT BIIM3aHE B CHJIa HA Ta3u Hapenoa.

§ 24. JleueOuure 3aBCACHUS MPUBCIKIAAT JIEHHOCTTa CHU B CbOTBETCTBHUE C M3UCKBAHMATA

o 8§ 16 otHOCHO wiI. 37a B CPOK JI0 IIECT MECeIa OT BIM3aHEe B CHJIa Ha Ta3H Hapeaoa.

§ 25. JIeueOHUTE 3aBe/ICHUS IPUBEKIAT ICHHOCTTA CH B ChOTBETCTBUE C U3MCKBAHUATA
mo 8 17 otHocHo wi. 39, ai. 4 3a KJIMHWYHHA U3MUTBAHUS, TIOTYYHIH [TOJOKUTETHO CTAHOBHIIIE 3a

npoBexaaHeTo uM cbriacHo 3JIIXM, no 1 suyapu 2017 r.
MMPEXO/IHA PA3IIOPEZIBA

kbM Hapenbarta 3a usmenenue u gonbinenue Ha Hapen6a Ne 28
ot 2008 r. 3a yCTpOMCTBOTO, pe/ia M OpraHU3aIusITa Ha paboTara
Ha aNTEeKUTEe U HOMEHKJIATypaTa Ha JICKApCTBEHUTE TPOTYKTH

(JIB, 6p. 79 ot 2017 r.)

§ 11. Jlo yrBbpkaaBane OT V3bIHUTEIHATA areHIIUS 110 JIeKapcTBaTa Ha 00pasiy Ha

3asBJICHUS 110 § 3 3asgBUTEINTE I1oJgaBat 3as1BJICHUSA 110 JOCETalllTHUA 06paseu.
Npunoxexnne N 1

MponyxTH,

1. JlexapCTBEHM MNPOIYKTM.
2. MeIMUMHCKM WU3IEJIMA.

3. IveTruHM XpaHM 3a CIeLMaJIHM MEeOVUVHCKM LIeJIN,

NNPEeXOOHM XPaHMU.

4. XpaHuTenHM IOOBABKU.
5. KosMeTHUHM OPOIOYyKTH.
6. CaHMTApPHO- XUTUEHHM CPEeINCTBa
7. (Msm. - OB, 6p. 2 or 2021 r.) Buoumnu oT riasBHa rpyna 1 "Jesunbexrantn'",

nponykToBu Tunose 1 u 2,

Epponerickus

napjiaMeHT 1 Ha CbBeTa or 22 man 2012 ¢

ynorpebara na 6moumam (OB L 167, 27.06.2012 r.).

(Uzm.

(Uzm.

xeM uji. 1, ag.
IB, 6p. 67 or 2010 r.,
6p. 2 ot 2021 r.,
B cuna ot 12.01.2021 r.)

KOMTO Ce IpenmjiaraT B allTeKuTe

M oT TyaBHa rpyna 3 "KouTpon Ha BpemuTenn”,
runose 18 u 19, covrmacHo Hpunoxenue V ot Persament (EC) N 528/ 2012 na

Npunoxenue N 2
xkeM wi. 1, au.

- IIB, 6p. 2 ot 2021 r.)

CnuchbK HA JIEKAPCTBEHM NMPOAYKTH, OTIIYCKAHU 0€3 JIEKAPCKO
npeanucaHue, KOUTO MOTaT 1a ce MPOIABAT Ype3 ABTOMATH

I'pyna npoayktu

ATC-xoxn

INN

JIOBIHUTEITHA
W3UCKBaHUS

AgTHanman

AO02A

A02AB10

Aluminium
hydroxide;
Magnesium
oxide

MaxkcuManHo
KOJIMYECTBO Ha
AKTUBHOTO
BEIIECTBO 3a
JI030Ba €IMHHUIIA
2,18 g/350 mg.
Camo TeuHun
JIEKapCTBEHU
dhopmu 3a
MepopaIHO
MIPUIIOKEHHE.

MHdopMaumroHHa cuctema AIMNC

Awc  https://web.apis.bg

XpaHM 3a KbpMadeTa U

NPOOyKTOBM

OTHOCHO IpenoCTaBAHETO Ha Ila3apa u

CcTp. 13 oT 36



AO02ADO

Ordinary salt
combinations

o 20 6post
JI030BH CAUHUILIH
B OITAKOBKA.
Camo TBBpAN
JICKapCTBCHH
dhopmu 3a
nepopaTHo
PIIOKEHUE.

A02ADO

Hydrotalcite

MaxkcumainHo
KOJIMYECTBO Ha
AKTUBHOTO
BEIIIECTBO 32
JI030Ba eTUHUIIA
500 mg. Camo
TBBPIU
JIeKapCTBEHH
(dhopmu 3a
epOpaTHO
PHIIOKEHUE.

JlekapcTBEHM IPOYKTH
3a JIeUeHWe Ha NEeNTUYHA
s3Ba u [ EPB

A02B

AO02BA02

Ranitidine

MaxkcuManHo
KOJINYECTBO Ha
aKTHBHOTO
BEIIESCTBO 3a
JI030Ba €IMHALIA
150 mg; mo 20
Opost 1030BU
E€IMHULIH B
ommakoBka. Camo
TBBPIU
JIEKapCTBEHU
dhopmu 3a
nepopaTHo
PHIOKCHUE.

A02BAO3

Famotidine

MaxkcumanHo
KOJIMYECTBO Ha
AKTHBHOTO
BEIECTBO 3a
JI030Ba €IUHAIA
20 mg; no 20
Opost 1030BU
E€IMHHIIA B
ommakoBka. Camo
TBBPIU
JIEKapCTBEHU
dhopmu 3a
nepopaTHoO
MPUIOKEHUE.
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A02BX13

Alginicacidin
combination with
antacids

o 20 6post
JI030BH CAUHUILIH
B OITAKOBKA.
Camo TBBpAN
JICKapCTBCHH
dhopmu 3a
nepopaTHo
PIIOKEHUE.

JlexapcTBeHM IPOAYKTH
3a JICUEHUE Ha
(GyHKIMOHATTHU
pa3CcTpoNCcTBa HA
yepBara

AO03A

AO03AAQ
4

Mebeverine

MaxkcumaiaHo
KOJIMYECTBO Ha
aKTHBHOTO
BEIIECTBO 3a
JI030Ba €IMHAIIA
200 mg; mo 30
Opost 1030BU
E€IMHULIY B
omakoBka. Camo
TBBPIU
JIEKapCTBEHU
dhopmu 3a
nepopaIHo
MIPUIIOKEHHUE.

AO03ADO
2

Drotaverine

MakcuMainHo
KOJIMYECTBO Ha
AKTUBHOTO
BEIECTBO 3a
JI030Ba €IMHUIIA
80 mg; no 24
Opost 1030BU
€IMHULIY B
omakoBka. Camo
TBBPAN
JICKapCTBEHH
dhopmu 3a
MIepPOPaITHO
PIIOKEHUE.

Cra3zMoIuTHIN
KOMOMHAIHA C
aHAJITETUIN

A03D

AO3DAO
2

Pitofenone and
analgesics

MaxkcumanHo
KOJIMYECTBO Ha
aKTHUBHOTO
BEIIIECTBO 32
JI030Ba €IMHHUIIA
500 mg/5
mg/0,1 mg; 1o
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20 6post 1030BH
S/IMHUIIH B
onakoBka. CaMmo
TBBPIH
JICKapCTBCHH
dbopmu 3a
IEPOPAITHO
PUIOKCHUE.

O4YuCTUTEHH CPEJICTBA
(maxcatuBnm)

AO6A

AO6ABO8

Sodium
picosulfate

MakcumanHo
KOJIMYECTBO Ha
aKTUBHOTO
BEILIECTBO 3a
JI030Ba ¢IMHUIIA
no 7,7 mg/ml;
10 30 ml. Camo
TCYHAa
JICKapCTBEHA
¢dopma 3a
TepOPaTHO
MIPUIIOKEHHUE.

AO6AD1
1

Lactulose

MaxkcuManHo
KOJIMYECTBO Ha
aKTHBHOTO
BEIIESCTBO 3a
JI030Ba €IMHALIA
n0 67 g/100 ml;
KOJIMYECTBO 10
200 ml. Camo
TeuHa
JeKapCTBEHA
dhopma 3a
MepOpaTHO
MIPUIIOKEHHUE.

Hpyru upeBHn
a7copOCHTH

AO07B

AO07BAO1

Medicinal
charcod

MaxkcumanHo
KOJIMYECTBO Ha
AKTUBHOTO
BEIIECTBO 3a
JI030Ba €IMHUIIA
1o 250 mg. o
20 Opost 1030BH
€IMHHIII B
omakoBka. Camo
TBBPIH
JIEKapCTBEHU
¢dopmu 3a
TIePOPaITHO
PHIIOKEHHE.
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AO07BCO05

Diosmectite

MakcuManHo
KOJIMYECTBO HA
AKTUBHOTO
BEILIECTBO 3a
JI030Ba €IMHUIIA
1m0 39. 1o 30
Opost 1030BU
€IMHHLII B
omakoBka. Camo
TBBPIU
JICKapCTBCHH
dhopmu 3a
IEPOPATHO
PHIIOKEHUE.

JlexapcTBeHM POAYKTH,
MOTUCKAILU
nepucTaITUKaTa

AQ07D

AO07DAO
3

Loperamide

MaxkcumaiaHo
KOJIMYECTBO Ha
aKTHUBHOTO
BEIIECTBO 3a
JI030Ba €IMHAIIA
2mg. o 10
Opost 1030BU
E€IMHULIN B
omakoBka. Camo
TBBPIU
JIEKapCTBEHU
dhopmu 3a
nepopaIHo
MIPUIIOKEHHUE.

JlexapcTBeHM IPOAYKTH,
MOBJIUSBAILN
XPaHOCMMJIAHETO, BKJI.
CH3UMHU

A09A

AO09AAO
2

Multienzymes

MakcuManHo
KOJIMYECTBO HA
AKTUBHOTO
BEILIECTBO 3a
JI030Ba €IMHUIIA
10 000
Ph.Eur.U. To
100 6pos
JI030BH €IUHULIH
B OITAKOBKA.
Camo TBBpIU
JICKapPCTBCHH
dhopmu 3a
TIEPOPATTHO
PHUIIOKEHUE.

MHdopMaumroHHa cuctema AIMNC

Awc  https://web.apis.bg

CTp. 17 oT 36



MynTuBUTaMUHH,
KOMOMHAINU

Al1l1A

A11AAO

Multivitamins
and other
minerals, incl.
combinations

Jo 100 6pos
JI030BU €AUHUIU
B OITAKOBKA.
Camo TBBpIU
JICKapPCTBCHH
¢dbopmu 3a
TIEPOPATTHO
IPHIIOKEHHE.

MynTuBUTaMUHH,
CaMOCTOSTEIHO

Al1B

A11BA

Multivitamins,
plain

J1o 100 6pos
JT030BH CTUHUIIH
B OIIAKOBKA.
Camo TBBpIU
JICKapCTBEHU
(dhopmu 3a
TIEPOPAITHO
PHUIIOKEHUE.

ACKOpOMHOBA KUCEITHHA
BKJIIOUUTEITHO
KOMOHWHAINY

A11G

A11GB

Ascorbic acid
(Vitamin C),
including
combinations

Jlo 100 G6pos
JI030BU €AUHUIU
B OITAKOBKA.
Camo TBBpIN
JICKapCTBCHH
¢dbopmu 3a
TIePOPAITHO
IPHJIOKEHUE.

JlekapcTBEHM MIPOYKTH,
cTa0MIM3Hupanu
KalUJISIpUTe

C05C

CO5CA04

Troxerutin

MaxkcumanHo
KOJINYECTBO Ha
AKTUBHOTO
BEIIECTBO 32
JI030Ba eTUHUIIA
300 mg; mo 50
Opost 1030BU
SIMHUIIH B
onakoBka. CaMmo
TBBPIH
JICKapCTBCHH
dhopmu 3a
TIEPOPAITHO
PUIOKEHUE.

Maxkcumansao
KOJIMYECTBO Ha
AKTUBHOTO
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BEIIIECTBO 32
JI030Ba CIMHUIIA
20mg/1 g; no
40 g B OITaKOBKa.
Camo nepmannu
JIEKapCTBEHU
dbopmu 3a
JIOKaJTHO
PUIOKEHUE.

CO5CA5S1

Rutoside,
combinations

Jo 100 6pos
JI030BH €TUHUITI
B OMTaKOBKa.
Camo TBBpIHN
JIEKapCTBEHH
dhopmu 3a
EepPOPaTHO
PHIIOKEHUE.

AHTUNIPYPUTHYHU
JIEKapCTBEHU MPOIYKTH,
BKJIFOUUTEITHO
aHTUXUCTaMUHH,
aHECTETULU U JIp.

DO4A

DO4AAOQ

Chloropyramine

MakcumanHo
KOJIMYECTBO Ha
AKTHBHOTO
BEIIIECTBO 3a
J1030Ba EAMHUIIA
19/100 g; no 18
J B OITaKOBKa.
Camo nepmannu
JIEKapCTBEHU
dhopmu 3a
JIOKAJTHO
NPHIOKCHUE.

DO4AA1

Dimetindene

MakcumainHo
KOJIMYECTBO HA
aKTUBHOTO
BEIIIECTBO 3a
J1030Ba €MHULA
1 mg/1 g; no 50
0 B OIIaKOBKa.
Camo nepmannu
JIEKapCTBEHU
(dhopmu 3a
JIOKAJIHO
MPUIOKEHUE.

DO4AA3

Diphenhidramine

MaxkcumanHo
KOJIMYECTBO Ha
aKTHUBHOTO
BEIIIECTBO 3a
JI030Ba €IMHUIIA
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1o 20 mg/g ; no
50 g B omakoBka.
Camo nepmannu
JICKapCTBEHU
dbopmu 3a
JIOKaJTHO
PUIOKEHUE.

AHTHCENTHIINA U
Je3UH(PEKTaHTH

DO8A

DOBAAO
1

Ethacridine
|actate

MaxkcumanHo
KOJIMYECTBO Ha
aKTHUBHOTO
BEIECTBO 3a
JI030Ba CIMHUIIA
0,1 ¢/100 ml; no
100 ml B
ommakoBka. Camo
TE€YHU JIepPMAITHU
JIEKapCTBEHU
¢dbopmu 3a
JIOKAJTHO
MIPUJIOKEHUE.

DO8BAXO0
1

Hydrogen
peroxide

MaxkcuManHo
KOJIMYCCTBO Ha
aKTHBHOTO
BEIIESCTBO 3a
JI030Ba €IMHALIA
3%; 10 100 ml B
ommakoBka. Camo
TEYHH JIEPMATTHU
JIEKapCTBEHU
dhopmu 3a
JIOKAJITHO
NPHIOKCHUE.

HpOTI/IBOB’b3HaJ'II/ITeJ'IHI/I
U aHTUPCBMATHYHU
JICKApCTBCHU IIPOAYKTH,

HECTEPOUTHU

MO1A

MO1AEQO

Ibuprofen

MaxkcumanHo
KOJIMYECTBO Ha
aKTHUBHOTO
BEIISCTBO 3a
JI030Ba €IMHUIIA
200 mg; mo 20
Opost 1030BU
€IMHHIIN B
omakoBka. Camo
TBBPIU
JIEKapCTBEHU
(dhopmu 3a
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HIepOPaITHO
PUIOKCHUE.

MO1AEQO

Ketoprofen

MakcuManHo
KOJIMYECTBO Ha
AKTHUBHOTO
BEILIECTBO 3a
JI030Ba CAMHUIIA
50 mg; no 20
Opost 1030BU
SIUHHIIN B
omakoBka. Camo
TBBPIH
JICKapCTBCHH
¢dbopmu 3a
TIEPOPATTHO
PHIOKEHUE.

MO1AEl

Dexketoprofen

MaxkcumainHo
KOJIMYECTBO Ha
AKTHUBHOTO
BEIIIECTBO 3a
JI030Ba €IMHUIIA
25mg; no 20
Opost 1030BU
E€INHULIH B
omakoBka. Camo
TBBPIAU
JICKapCTBCHH
¢dbopmu 3a
MIEePOPAITHO
PHIOKCHUE.

[IpoTHBOBB3NMAIUTETHI
JIEKAPCTBEHH MPOAYKTH
3a JIOKAJTHO
MIPUJIOKEHUE,
HECTePOMIHU

MO2A

MO2AA

Antiinflammator
y preparations,
non-steroids for
topical use

Hepmaian
JIEKapCTBEHU
dhopmu 3a
JIOKaJIHO
NPUIIOKEHHUE C
MaKCHUMaJIeH
obem/maca Ha
IbpBUYHATA
onakoBka — 60
ml/60 g.

Hpyru ananrernuu u
AHTUIIUPETULN

NO02B

NO2BAO1

Acetylsalicylic
acid

MakcuManHo
KOJIMYECTBO HA
AKTHBHOTO
BEIISCTBO 3a
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JI030Ba €IMHUIIA
500 mg; mo 20
Opost 1030BU
€/IMHUIIH B
onakoBka. CaMmo
TBBPIH
JICKapCTBCHH
dbopmu 3a
IEPOPAITHO
NPUIOKCHUE.

NO2BA51

Acetylsalicylic
acid,
combinations,
excluding

psycholeptics

o 20 6post
JI030BH €IUHULIH
B OITAKOBKA.
Camo TBBpIHN
JICKapCTBCHH
¢dbopmu 3a
TIEPOPAITHO
IPHJIOKEHHE.

NO2BEO1

Paracetamol

MaxkcumanHo
KOJIMYECTBO Ha
AKTHUBHOTO
BEIIIECTBO 3a
JI030Ba €IMHUIIA
500 mg; no 20
Opost 1030BU
€INHULIH B
omakoBka. Camo
TBBPIH
JICKapCTBCHH
¢dbopmu 3a
MIePOPaITHO
PHIOKCHUE.

NO2BE51

Paracetamol
combinations,
excluding

psycholeptics

o 20 6post
JTIO30BH CAUHULIN
B OIIaKOBKa.
Camo TBBpIN
JICKapPCTBCHH
¢dbopmu 3a
TIEPOPATTHO
MIPHIOKEHUE.

N02BB02

Metamizole
sodium

MaxkcuManHo
KOJIMYECTBO Ha
AKTUBHOTO
BEIISCTBO 3a
JI030Ba eIUHALA
500 mg; mo 20
Opost 1030BU
E€IVHULIH B
omakoBka. Camo
TBBPIU
JICKapCTBEHH
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dbopmu 3a
TIEPOPAITHO
HNPHIOKEHUE U
npaxoBe 3a
IMPUTOTBAHE HA
pa3TBOpH 32

HIepOPATTHO
IPUIOKEHUE.
CpHOTBOpHH U
cenatuBHM JekapctBeHn | NOSC
POJTYKTH
MakcumanHo
KOJINYECTBO Ha
aKTUBHOTO

BEIECTBO 3a
JI030Ba CIMHUIIA
200 mg; no 20
NO5CMO Valerianae radix Opos 1030BU

9 E€IMHULIN B
omakoBka. Camo
TBBPIU
JIEKapCTBEHU
dhopmu 3a
MepOpaTHO
MIPUIIOKEHHUE.

JlexapcTBeHM POAYKTH
3a JIEYEHUE Ha I'bPJIO

RO2A

o 24 6post
JI030BH €IUHHIN
B OITAKOBKA.
Camo TBBpAN
JICKapCTBCHH
dhopmu 3a
nepopaIHo
PHIOKEHUE.

R0O2AA Antiseptics

Npunoxexnne N 3
KBM 4J. 2, aj. 3

AnTekara uMa U3JaJIeHO pa3pelIeHue 3a ThProBUs Ha JPeOHO C JIEKapCTBEHU
POIYKTH

o

(uMe ¥ BHJ HAa THProBeIa)

Peructpupan/ EMK

ceJaJIMIIe. Tp. , 00IMHa ,
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aJipec Ha YIpaBJCHUE:

Ha anpec:

rp.

yaI1.

PrkoBoauTe HA anTeKaTa

€.

I[eﬁHOCTHTe, KOMTO MOrar Jia c€ U3BbpILIBAT B allITEKaTa, ca.

(omucBaT ce AEHHOCTUTE, KOUTO Ca MMOCOYCHH B Pa3pelIeHUEeTO, H3aJCHO OT MUHUCThPA Ha
37IpaBEONa3BAHETO).

Npunoxexnne N 4

K'BM WJI.

- IB, 6p. 85 or 2023 r.,

(M3,

3

anm. 3

B cumna ot 16.10. 2023 r.,
op. 105 ot 2023 r.,
B cuna ot 19.12.2023

JHEBHUK HA U3ITBJIHEHUTE PELIEIITU B AIITEKATA

)

OtnycHat
u
HNme u
HPH na | HPH na JIEKapCTBE
MpEeIMUCBAJOTITY CKaH VUH/IT HI;I
Jlata p Y Kna [Hme Ha
Ne He (3a e (a HPOIYKTH
Ha Wwme Ha manueHTa, Bb3pacT 1 |sekaps/i |dapmarr
o €JICKTPOHH[ETIEKTPOH o
en OTIYCK " . azpec ekapano| esra, | o oo
P aHe nentanHal| YUH p
[IpeAnUCaH| Ipeanuc HAaMEHOBA
MEIUIUH
ust) aHwst) N HUE U
KOJINYECTB
0
Npunoxexnue N 5
keM un. 4, amn 1

CrnuceK Ha JIEKaApCTBEeHNUTE TI'PYIM CBIJIACHO aHATOMO- TepalleBTUMYHO- XVMMMUYHAa

A

A01
A02
AO3
AO4

MHdopMaumroHHa cuctema AIMNC

KJIacudmrKaums,

XpaHoCMMIIATEJIHA CHUCTeMa ¥ MeTaboJMU3BM
CTOMaTOJIOTMYHM JIeKAPCTBEHM NPOOYKTU
AHTMALUMOHM JIEKAPCTBEHU MNPOOYKTU
JlekapCTBEHM NPONYKTM NPM OQYHKUMOHAJIHM CTOMAIIHO- UPeBHM 3aboJIgBaHUsd
AHTHMEMETHYHNM M NPOTMBOINOBPBIALM
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AO5 JlexapcTBeHM NPOOYKTM 3a JIeUEHME Ha XJIBUYHU UM UYEePHONPOOHM 3aboJigBaHMUs

AO6 OuucTUTesNHM U JIAKCATUBHU JIEKAPCTBEHU NPOILYKTU

A07 AHTUIMAPUUHM, UPEBHM NPOTMBOBB3NANUTENHU aHTUMHOEKIMOSHUA
JIEKAPCTBEHU MNPOOYKTH

AO8 JlekapcTBeHM MNPOOYKTM MNPMU 3aTJBCTIBAHE, C UIKJIOUEHME HAa OUETUUHU
NPONYyKTU

AO09 JlekapcTBEeHUM NPONYKTHM, [IOBJIMABALM XPAHOCMUJIAHETO, BKJIOUUTEJIHO U
E€H3VMM

Al0 AHTMIMAOETHM JIEKAPCTBEHU MNPOIYKTU

All BuramuHm

Al2 MwunepasiHu DoGaBKM

Al3 Touwuum

Al4 AnaGosiHM JIEKAPCTBEHM MNPOIOYKTM 3a CUCTEMHO [IPUIIOXEHME

AlS5 AneruTocTUMYIJIaHTU

Al6 [pyru JexapCTBEHUM NPONYKTM, MOBIUABAIM XPAHOCMUJIATEJIHATA CUCTEeMa U
MeTabonmsMa

B KpBbB M KPBBOTBOPHU OPTAHU

BO1l AHTHMTPOMOOTUUHM JIEKAPCTBEHM MNPOOYKTH

BO02 AnTuUxeMOparMyHM JIEKAPCTBEHU NPOOYKTU

BO3 AHTHMaHEeMMUHU JIEKAPCTBEHU MNPOAYKTU

BO5 KpveBoszamecTuTenm U MHOYSUOHHM Pa3TBOPU

BO6 Jpyrr xeMaTOJIOTMUHM NOPOOYKTH

C CBpIedHO- ChOoBa CUCTEMAa

C01 JlekapcTBeHM NPONyKTM 3a JIEUEHME Ha CBpIeuHM 3abosapanusa (Tepanmsa Ha
CBPLETO)

C02 AHTUXUNEPTEH3UBHU

Q03 nypeTnuu

Q04 TIlepubepHu Ba3OIMIIATATOPU

Q05 BaszonpoTekTopU

Q07 BeTa- 6iokepu

C08 BsokaTopM Ha KaJUMEBUTE KAHAJMU

Q09 JlexkapcTBeHM NPOOYKTH, [NOBJIUABALM PEHMH- AHTMOTEH3MHOBATA CHCTEMA

Cl0 JunumomnoMmomysMpaly JIEKAPCTBEHM MNPOOYKTH

D JepMaToJIOTUUHMA

D01 AHTMMMKOTMUHM JIEKAPCTBEHM NPOAYKTM 3a& IOEePMaTOJIOTMUHA ynorpeda

D02 Owmexkuapamy M NpeAnasBaly KOXaTa JIEKAPCTBEHU MNPOLYKTHU

D03 JlexapcTBeHM MNPONYKTM 3a JiedyeHUEe Ha PaHu U A3BU

D04 TIpormeBOCHPOEXHM, BKIOUMTEJHO M AHTHMXMUCTAMMHM, AHECTeTMUM U Op.

D05 AHTHMNCOPMATHUHM JIEKAPCTBEHU NPONYKTH

D06 AHTHMOMOTHMLM UM XUMMOTEPANEBTMUM 34 NEPMAaJIHO MPUIIOXEHME

D07 XopTukocTepouoy 3a OEPMaJIHO IPUIIOXEHMUE

D08 AxTucenTuuM U Oe3UHOEKTAHTU

D09 IIpeBp®3kM C JIEKAPCTBEHO BEMECTBO

D10 JlexapcTBeHM NPOOyKTM 3a JIeUEHME Ha akKHe

D11 Jpyrv mepMaTOJIOTHMUHM JIEKAPCTBEHM MNPOIYKTM

G [IMKOUYO- IOJIOBA CUCTEMa ¥ IIOJIOBU XOPMOHU

D1 T'uHeKOJOTUUHM, AHTUMHOEKUMOZHM JIEKAPCTBEHU NPOOYKTM M AHTUCENTULMU

02 [Ipyru I'MHEKOJOTWUHM JIEKAPCTBEHM MNPOIYKTN

03 ToJ0BM XOPMOHM M JIEKAPCTBEHM NPOOYKTH, PeryiMpaly [OJIOBATa CUCTeMa

D4 YponoTMUHM JIEKAPCTBEHM MNPOIYKTM

H CUCTEMHY XOPMOHAJIHU JIEKAPCTBEHM MNPOOYKTM, C M3KJIOUEHME Ha I[IOJIOBUTE
XOPMOHU U UHCYJIMHUTE

HOl XunodmzsHM XOPMOHM M XOPMOHM Ha XMUIIOTaJaMyCa UM TEeXHM aHajlo3u

HO2 KoprmkocTepoumm 3a CUCTEMHO MPUIIOXEHME

HO3 JlexapcTBeHM NpomyKTHM 3a JiedeHre Ha 3ab0oJiaBaHMA Ha WMTOBMIHATA XJIe3a

HO4 TlaukpeaTuuHy XOPMOHU

HO5 JlexapcTBeHM npomykTu, MNOBIAMABAWM KajuyeBaTa oOMsHA

J AHTUMHOEKUMOBHY JIEKAPCTBEHU MNPONYKTM 3a& CUCTEMHO IMIPUIIOXEHUE

JO1 AHTUOAKTEPMATIHM JIEKAPCTBEHM NPONOYKTM 38 CUCTEMHO NPUIIOKEHUE

JO02 AHTUMUKOTMUHM JIEKAPCTBEHM NPONYKTM 3a CHUCTEMHO MNPUIIOXEHUE

J04 AnTyMMKOOGAKTEPMAJIHU JIEKAPCTBEHM NPONYKTU

JO5 T[IpoTUBOBUPYCHM JIEKAPCTBEHU NPOIYKTM 3& CUCTEMHO NPUIIOKEHUE

JO6 VIMyHHU cepyMM U MMYyHOTJIOOYJIMHU

MHdopMaumroHHa cuctema AIMNC
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JO7 Baxcwuum

L [IPOTUBOTYMOPHM M MMYyHOMOIYJIMPAUM JIEKAPCTBEHNM MPONYKTU

LO1 AHTHMHeONJIaCTUUYHM

LO2 JlexapcTBeHM NPOOYyKTM 3a EHIOOKPMHHA Tepanmd

LO3 MVmMmyHOCTMMyJIaHTU

LO4 UwmyHocympecopn

M MyCKyJIHO- CKEeJIETHA CUCTEeMa

M)l T[IpOTUBOBBINAIUTENHN M NPOTMBOPEBMATUUHM JIEKAPCTBEHU MNPOIYKTU

M)2 JlexapCTBEHM NPOOYKTM 3a JIOKAJHO MNPUIIOKEHME MPM CTaBHA U MYyCKyJIHA
doJska

M)3 MyckyJiHM pejlaKCaHTHU

MD4 JlexapcTBeHM NPOOYKTM 3a JIeUeHMEe Ha nomarpa

MD5 JlexkapcTBeHM NPOOYyKTM 3a JIeYEHME Ha KOCTHM 3aboJiaBaHus

M)9 [lpyru JIekapCTBEHM NPOAYKTM NP 3ab00JigBaHMSa Ha MyCKYJIHO- CKeJIeTHaTa
cucTeMa

N HepBHa cucrema

NO1 AunecrerTuuu

NO2 Anxanreruum

NO3 AxTHenumenTuULM

NO4 AHTUNIAPKUHCOHOBU JIEKAPCTBEHM NPONYKTH

NO5 TcuxonenTuim

NO6 TcuxoananmenTuum

NO7 Jpyrm JiekapCTBEHM MNPOOYyKTM, I[OBJIMABAIM HEPBHATAa CHMCTEMa

P AHTUNAPA3UTHY, MHCEKTULUIN M PENeJIeHTU

POl AHTUNPOTOSOMHM JIEKAPCTBEHM MNPOIYKTM

PO2 AHTHMXEJMMHTHM JIEKAPCTBEHM NPOOYKTU

P03 JlexapcTBeHM NPOOyKTM 3a JIeUEHME Ha EKTONApPa3uTHMYM 3aboJiaBaHmd,
BKJIOUMTEJIHO CKaOMUMIM, MHCEKTULUMIOM U PeleJIEHTU

R InxaTesyiHa CUCTeMa

RO1 Hasanuu jiekapCTBEHM NOPONYKTH

RO2 JlexapcTBeHM OpPOOYyKTM 3a JieueHMe Ha 3ab0JIABaHMA Ha yCTHATA KyXMHA U
bapmHKCa

RO3 JlexapcTBeHM MNPONYyKTM 3a JieUeHUE Ha OOCTPYKTMBHM IMXAaTEJIHU
3abosiaBaHmuAa

RO5 JlexapcTBeHM NpOmyKTM 3a JieUEHME Ha KaUJIULa ¥ NPOCTYIHM 3a00JiaBaHMudg

RO6 AxTUxMCTaAMMHM 34 CHUCTEMHO MNPUIIOXESHUE

RO7 Ipyru jexapCTBEeHM NPONYKTHU, [IOBIMABALM OUXATEJHATa CUCTEMA, 3a
CUCTEMHO IIPUIIOXEHME

S CeH30pHM OpTaHu

S01 ObTanMoONOTMUHU JIEKAPCTBEHU MPOAYKTU

S02 OTosorMUHM JIEKAPCTBEHM NPOOYKTU

S03  0bTanMOJIOTUYHM M OTOJIOTMUHU JIEKAPCTBEHM NPONYKTU

\% JpyTu JIeKapCTBEHM MNPOIOYKTU

V01 Aneprenm

V03 Bcuuku OpyTrM JIEKAPCTBEHU NPOAYKTU

V04 JIIyaTHOCTUUHU NOPOOYKTH

V06 JleueBHU xpaHu

V07 BcuUUkM OpyTM HEJIEKAPCTBEHU MNPOOYKTH

V08 KonTpacTHM BemecTBa

V09 JImarHocTuMuHM pamrodapMaleBTUUHM OPONYKTHA

V10 TepaneBTuuny pammodapMaleBTUUHN OPONYKTU

V20 XupypIuUuHM [OPEeBPB3IKU

XoMeonaTuuHM crieumaJimrTeT M MOHOIIpelriapaTun

Npunoxenne N 6

KBM uWi. 5

(Orm. - IB, 6p. 2 or 2012 r.)
Npunoxenme N 7

xbeM uwi. 11

(nsm. - IOB, 6p. 67 or 2010
6p. 2 or 2012

orMm., 6p. 79 or 2017

)

CINC N
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Npunoxenne N 8

keM uj. 12, amn. 3

(Mzm. - 1B, 6p. 67 or 2010 r.,
6p. 2 ot 2012 r.

6p. 81 or 2015 r.)

| . BunmomBe mnowmemeHus BBB

1. AnrTeka 3a OTIyCKaHe Ha JIEKAPCTBA Ha I'PaxXIaHU!

a) AnTeka 3a JIEKAPCTBEHM INPOOYKTH, C M3KJIDUEHME Ha IMNPUTOTBAHM II0
MarMcTpajiHa M QapMakoIllelHa pelLenTypa C eOHO paboTHO MACTO - C MMHMMAaJIHa ofma
mwiom 30 kB. M, CBCTOMWA Ce OT IPMEMHO [IOMEleHMe, CKJIALOBO IOMEUeHMEe U
CaHUTapeH BBb3eJl C M30JIallMOHHO IpenlBepue M MUBKA. 3a BCHAKO cJjlemBallo paboTHO
MACTO Ce& M3UCKBAT omle 5 KB. M OONBJIHUTEJHA I[JIOLI.

6) AnTeka 3a JIEKAPCTBEHM NPOIOYKTM, BKIIOUUTEJHO M NPUTOTBAHU 1O
MarMcTpajiHa ¥ QapMakoleMHa pelLenTypa C eOHO paboTHO MACTO, B KOATO He ce
ONPUTOTBAT JIeKapCTBeHM QOopMM 3a OuUM UM Pas3TBOPM 3a [NAapPeHTEepaJiHO NPMIJIOXEeHMEe - C
MyHMMasHa obma mgow 40 kB. M, CBCTOAWA Ce OT NPMEMHO I[IOMEelleHMe, CKJIAIOBO
IOMelleHe, AaCUMCTEHTCKO IIOMElleHMe C eOHO paboTHO MACTO M MMBKA 3a M3MMUBAHE Ha
CBOOBETE U ypeIuTe 3a NPUIOTBAHE IO MarmcrTpaljiHa M (apMakolNelHa pelentypa u
CaHMTAapeH BBb3eJl C M30JIaUMOHHO NpellBepue U MMBKA. 3a BCAKO cJezBamo paboTHO
MACTO Ce M3MUCKBAT Ooume 5 KB. M OONBJHMTEJIHA ILJIOL,. 3a NpUTOTBAHE Ha JIeKapPCTBEHU
NPOOYKTU IO MarmcTpalJlHa PpelLenNTypa Ce M3I0JI3Ba [IPpedYMcTeHa BOoHa CBIJIACHO
EBponenckara dapMakores

B) AnTeka 3a JIEKAPCTBEHNM INPOOYKTH, BKJIOUMTEJIHO M IPUTOTBAHNM II0O
MarrMcTpajHa M QapMakoIllelHa pelLenTypa C eIHO pabOoTHO MACTO, B KOATO Ce
NPUTOTBAT JIEKAPCTBEHM GopMmM 3a ouM - C MMHMMAasHa ofma myom 50 xB. M,

CBCTOAIlA Ce OT IIPMEMHO IIOMelleHMue, CKJIagoBO IIOMelleHue, AaCUCTEHTCKO IIOMelleHMre C
enHo pabOoTHO MACTO M MMBKA 3a M3MMBaHe Ha CBIOOBETE U ypeIuTe 3a NPUTOTBSHEe

IO MarmcrTpajiHa ¥ (QapMakolelHa pelLenTypa, acenTudeH OOKC 3a M3TOTBAHE Ha
PasTBOPM 3a OuUM M CaHMTapeH BB3eJl C M30JIALUMOHHO Npenneepue M MUBKA. 3a BCAKO
crenBamo pabOTHO MSICTO Ce M3MCKBAT ome 5 KB. M OONBJIHUTEJIHA IJIOLL 3a
IPUTOTBAHE Ha JIEKAPCTBEHM MNPONYKTM 10 MaruUCTpajiHa pPelenNTypa Cce M3I0J3Ba
npeuncTeHa BOHa CBIVIACHO EBponerickarta dapMakoned

T) BuikoBa anTeka C eOHO PabOTHO MACTO, B KOATO Ce MIPUTOTBAT OUIIKOBU
cMecu ¥ uYalioBe M ce pasdacoBarT OMIKM - C MyMHMMAaJHa obma miom 60 xB. M,
CBCTOAINIA Ce OT NPMEMHO IIOMEUleHMe, CKJIaIOBO IMOMEleHMe, aCUMCTEHTCKO IIOMEeNleHMe C
eOHO paf®OTHO MACTO M CaHMTApPEeH BBb3eJl C Oyll M M30JIalMOHHO HIpellBeprue C MUBKA
3a BCHAKO CJienBamo pabOoTHO MACTO Ce€ M3UCKBAT olle 5 KB. M NONBJIHUTEJHA I[JIOLI

aa) B ciyuyauTe, KOTATO B OMJIKOBATa alTekKa Ce MNponaBaT M OTIYyCKaT
JIEKaPCTBEHM NPONYKTHM, C M3KJOUEeHMEe Ha NPUIOTBAHM O MarmcrpaljiHa U
bapmMmakomnerHa peuentypa, Tpsabea ma Obne o00ocofeHO OoTHeJIHO paboTHO MSCTO 3a
CcbxpaHeHre u nponmaxba Ha Te3M JIeKapCTBa M MMHMMAaJHaTa obmwa mjow e 65 xB. uM;

66) B CcilydyauTe, KOTATO B OMJIKOBATa alTeKa Ce MNPUTOTBAT JIEKAPCTBEHM
NPOOYKTM IO MarmcTpalHa M dapMakoIlelHa peluenTtypa, Ce M3MCKBa OONBJIHUTEJHO
NOMelleHre C eOHO PabOTHO MACTO M MMBKA 3a M3MMBaHe Ha CBOOBETe M ypeImuTe 3a
NPpUTOTBAHE MO MaTMCTpajHa M QapMakoIllelMHa pelenNTypa M MMHMMAaJHaTa ofma oLl €
75 kB. M; 3a NPUTOTBAHE HA JIEKAPCTBEHM NPOOYKTU [0 MATUCTPAJIHA PeLenTypa ce
M3NO0JI3Ba NpedurcTeHa BOIa CBIVIACHO EBpornelickaTa ¢apmakones

BB) B HacCeJIeHM MeCTa, KBbIeTO HAMa Ipyra anreka, ce OONyCKa OTKpMBaHe Ha
anTexKa 3a JIeKapCTBEHM NPOAOYKTM, C U3KJIYEHME Ha NPUTOTBAHM IO MarucTpajiHa U
bapmakomerHa peuLenTypa C emOHO pabOoTHO MACTO - C MuMHMMasHa ofbma miom 20 kB, M,
CBCTOAlla Ce OT IIPMEMHO IOMelleHMe, CKJIagoBO IIOMelleHMe M CaHUTAPeH BBb3eJl C
M30JIaLMOHHO IHIpellBepyre UM MMBKA, 3a BCAKO cJjledballo pabOTHO MACTO Ce M3MCKBAT
ome 5 kB. M OONBJIHMTEJIHA I1JIOLI.

2. AnTeka Ha JleueBHO 3aBeleHMe o uj. 222, aiju. 4 3JIIXM:

a) (Vzm. - OB, 6p. 81 or 2015 r.) Anreka 3a 3amoBOJIABAHE HYXOINUTE Ha
JleueOHO 3apeneHMe 3a JIEKapCTBEHM MNPOOYKTM, BKJIIOUMTEJIHO U MNPUTOTBAHU IO
MarucTpaljiHa M QapMakollelHa pelenTypa 0e3 NPpUIOTBAHEe Ha pasTBOpM 3a NapeHTepaliHoO
NPUJIOKEHUE M JIeKapCTBEHUM GopMmM 3a ouu - C MuHMManHa ofbma msom 0, 50 xB. M 3a emHOo
jersyio, HO He no-manko or 50 xB. M, cBCTOAma ce OT NpuMeMHO!/ EKCIEeIUIVIOHHO
oMeleHne,
paboTHa 3ajla, ACUCTEHTCKO IIOMelleHMe, MUAJIHO I[IOMEelleHue, CaHUTapeH BB3eJl C
npenneepre M MHUBKA. 3a NPUTOTBSHEe Ha JIeKAPCTBEHM MNPONYKTM I10 MaTMCTpaljiHa
peLenTypa Ce M3N0JI3Ba NIpeuMCcTeHa BOHa CBIVIACHO EBponelrckaTa dapMakores
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6) AnTeka 3a 3aI0BOJIABAHE HYyXIUTE Ha JieuebHO 3aBemenHme no ui. 222, an 4
3JIIIXM 3a JIeKapCTBEHM MNPONOYKTM, BKJIIOUMTEJHO M NPUIOTBAHM 10 MarMCTpaJlHa U
bapmMakonerHa peLenTypa, Ha JeKapCTBeHM GopMM 3a OuM M pPasTBOPM 3a
IapeHTepasHO MNPUJIOKEHME M XpaHeHe - I[IOMEUIeHMATa, I[UJIOHKTEe M yCJIOBMATA 3a TO3U
BYI anTeKa C Tas3y IeMHOCT Ce MNPMBEXIAaT B CBLOTBETCTBME C nobparTa OpakTuka Ipu
NPOM3BOICTBOTO HAa CTEPUIIHM JIeKAPCTBEeHU bopMu.

Il. ®OyHKUMOHANHO- CTPYKTYPHU M3MCKBAHMA.

1. TomemenmsaTa no paszmen |, 7. 1 u 2 rpabea ma ca Ha €IHO HUBO, CBBP3AHU
IoMexXIy CU M Ia Ca Hall'bJIHO OTIEeJIeHM OT [OMelleHUATa, KOUTO Ce M3IIoJ3BaT 3a
IPYyTY LeJu WM 3a OpyT BUI OEMHOCT.

2. TpreMHOTO MOoMelmeHre TpabBa Oa ¥MMa Opsgka BpPpb3Ka C aCHMCTEHTCKOTO
nomeneHnue 1 ymobHa Bpb3KaA CBHC CKJIANOBMTE [IOMENEHNA.

3. ACHCTEHTCKOTO MNoMelleHre TpaAOBa Oa uMa ynoOHAa BPB3KA C MUAJHATA

4. Jomycka ce M3TpaxiaHeTO Ha BTOPO HMBO B alTeKaTa, CBBP3aHO C
obesonaceHa cTwJIba, KAaTO NOOBT HAa TOBa HMBO € Ha BUCOUMHA HEe I10- MaJIKO
or 2,50 M or moma Ha MBPBOTO HMBO, KATO IJIOMTa Ha OBOCOBEHMTE MO TO3M HAUMH
IoMelleHUs He Ce BKJIoUBa B M3MCKBaHaTa MMHMMAajHa ofma I1JjIiol Ha alTeKaTa

5. (Msm. - IOB, 6p. 2 or 2012 r.) Jonycka Ce CAHUTAPHUAT BDB3EJ Ia ObIe
Ha IOPyro HMBO C ymofHa OGyHKUMOHAJHA BPB3Ka C OCTAaHAIMTE [OMEleHMS Ha anTekKaTa
B cayuaure no . | "Bunmose nomemenms", T. 1, 6yxea "r", "BB", kxorato B
HaCeJIEHOTO

MACTO HAMA M3TpaneHa KaHalM3alusda, Ce IONyCKa CAaHUTAPHMAT BbL3eJl Ja € M3BBH
IOMeleHATa Ha anTekKaTa

I1'l. CrpouTenHu mM3MCKBaAHUA.

1. CeeTmaTa BMCOuUMHA Ha MoMelmeHMaTa TpabBa mga ©6bme Halt- Masko 2, 50 .

2. (Usm. - IB, ©6p. 67 or 2010 r.) CreHuTe Ha BCUUKM IOMEUECHMS TPAOBA
Ia ca C IOKPUTME, YyCTOMUMBO Ha BJIAXHO [OUMCTBAHE, KATO He Ce IOoNycKaT pejebHu
CTEeHU B aCUCTEHTCKOTO I[IOMEUeHMe.

3. B MuAnHaTa, acenTuuHmMsa OOKC M CaHMTapHMA BB3eJ TpabBa Oa ce noJara
BOIOYCTOMUMBO MOKPUTUE, [NO3BOJIABALIO €DeKTUBHO BJIAXHO [IOUMCTBAHE U Ne3VHOEKIMUS
Ha BUCOUMHA 2 M.

4. TlomoBmTe HaCcTUIKM TpabBa ma ca

a) JIeCHO MOUYMCTBAWM Ce B NPUEeMHOTO nomemenre (B cexTopa, KbISTO paboTAaT
bapmalleBTUTE), CKJIANOBUTE MMOMENEHMd, AaCMCTEHTCKOTO MHOMeleHUE,

6) BOMOHENPONYCKJMBM M JIECHO IOUMCTBAWlM CE& 3a TBPrOBCKAaTa YacT Ha
NPUMEMHOTO I[OMElleHUEe, MMAJIHOTO, AaCEeNTUUYHMS OOKC UM CAHUTAPHMS BBH3EJ.

5. (nsm. - @B, 6p. 67 or 2010 r.) MomemeHmaTa TpabBa Oa UMAT
€CTeCTBEeHO U M3KYyCTBEHO OCBETJIEHME, KOEeTO Ila OCUTypsaBa 6e30NacHOCTTa U
3OpaBeTo Ha paboTremmTe B anTeKaTa M Ha naumeHTure. C NPMOPUTET Ce OCUTypABa
eCTecCTBEeHO OCBeTJieHMe. KoraTo eCTeCTBEeHOTO OCBeTJIeHMe He e OOCTAaTBUHO UM He
e BB3MOXHO na ObIe OCUTYPEeHO, Cce Mpujlara CMEeCEeHO WM M3KYCTBEHO OCBEeTJIeHME.

a) V3KyCTBEHOTO OCBETJIEHME B IPUEMHOTO M ACUCTEHTCKOTO IOMENEHME He

Moxe ma 6bme no-wmMasko or 500 mykca, B CKIAHOBOTO MOMEUNEHME - HE I[10- MAJIKO

or 300 mykca, a B CaHMTapHMUA BB3EJI U M3O0JALUMOHHOTO MNpenIBepue - He I[10- MaJIKO
or 200 nyxca, cwbruacHo BIC EN 12464-1 "CeernuHa u ocBeTsieHue. OcBeTJIeHME Ha
paboruu MecTa." - uwact | PaBorHm MecTa Ha 3aKpPUTO

6) Ha paBoTHUTE MecTa B IOMENEHMATAa, KBISTO CE MNPUTOTBAT JIEKAPCTBEHU
NPpOOyKTH, TpaAOBa Ia € OCUIYPEeHO M JIOKAJIHO OCBETJISHUE.

B) B acenTuunusa 6Goxc/ cTas u NpeAnBepreTo KBM Hed TpaOBa Ia Ca NOCTAaBEHU
OaKTEePULUMIOHM JIAMIIN.

| V. VsuckBaHMsa 0O OTHOWEHME HA OTOIJIMTEJIHATA UM BEHTUJIALUMOHHATA
UHCTAaJIaluus:

l. OTOHHMTeﬂHaTa, BEHTWMJIAUVMOHHATAa M KIIVMMaTM4YHaTa MHCTajJlallda IOa
OCUT'YyPSBaT B [IOMEUEHMUATaA HOPMATUBHMUTE M3MCKBAHMS 3a MMKPOKJIMMAT B 30HATA Ha
npebuBaBaHe cbrylacHo Hapemba N 15 or 2005 1. 3a TexHMuecku npaBwuia u
HOPMATHUBM 3a [POEKTMpaHe, M3TpaxIaHe U eKCIUIoATaluusa Ha OOEKTUTE U
CHOPBXEHMATA 3a MNPOU3BOACTBO, M[IPEHOC M pPas3NnpelejieHVe Ha TOIUIMHHA eHepIud
(IB, ©6p. 68 or 2005 r.).

2. (Orm. - IOB, 6p. 67 or 2010 r.).

3. (OrMm. - IB, 6p. 67 or 2010 r.).

V. V3BuUCKBaHUSA IO OTHOWEHME Ha BONONPOBOIHATA M KAaHAJM3AUMOHHATA
UHCTaJIaluus:
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1. BomompoBomHaTa M KaHAM3AUMOHHATA MHCTAjlalud TpabBa Ia Cca NPOeKTUPAHU
ceryacHo HapemBa W 4 or 2005 1. 3a npoekrTupaHe, M3TpaxiaHe M e€KCIJOATauMda Ha
CrpanHV BOAONPOBONHM M KaHalM3auMoOHHM uHcTanaumy (06H., IIB, 6p. 53 or 2005
r.; nomp., IB, 6p. 56 or 2005 r.).

2. AnTexkuTre TpabBa Oa Ca OCUTYPEHM C OOCTATBUYHO KOJMUECTBO TOIJA U
CcTyImeHa BOmIa, OTroBapsdlla Ha M3MCKBaHmaTa Ha Hapemba N 9 or 2001 r. =3a
KauecTBOTO Ha BOIAaTa, NpedHa3HAaueHa 3a nuTelHo- 6utosu uesmm (IB, 6p. 30 or
2001 r.).

3. MuBKMTe TpsaOBa ma Ca MOHTMPAHM B ACHCTEHTCKOTO MNOMENEHME, MMAJHATAa
U M30JIAUMOHHOTO MNpEenIBepue Npel CAHUTAPHUS Bb3EI.

VI . V3suckBaHMA MO OTHONEHME HAa EJIeKTpUUYecKaTa MHCTAJaluud

1. (Msm. - OB, 6p. 2 or 2012 r.) EjeKTpOo3axpaHBaHETO U EJIEKTPUUESCKUTE
ypenbu ma ca npoeKTupaHu cobriiacHo HapenBa N 1 or 2010 r. 3a npoekTupane
u3rpaxiaHe ¥ NOOAbPXaHEe Ha eJIEeKTPUUECKM ypenfy 3a HMCKO HalpexXeHMe B Ccrpanm
(B, 6p. 46 or 2010 r.).

(Orm. - IB, ©6p. 67 or 2010 r.).
(Orm. - 1B, ©6p. 67 or 2010 r.).
B anTekmuTe TpaAGBa Ia € MpOoeKTMpaHa UM MHCTajlauud 3a TeJleQOHHM MNOCTOBEe

(Orm. - IIB, 6p. 67 or 2010 r.).

ghRLN

Npunoxenne N 9
keM un. 17, am 1
JlekapCTBEeHM MNPONYKTM [IO MEeXIOyHAPOINHM HENAaTEeHTHM HauMEHOBAHMs, W3MCKBAIM
CbXpaHeHyre B OThejleH mkad CbC CEeKPeTHO 3BaKJIoUBaHe

Acenocounar o
Acet yl di goxi n

Al cur oni um
Anbenoni um
Ansacrine
Aspar agi nase
Atracurium

At r opi ne
Azat hi opri ne

bet a- Met hyl di goxi n
(Bi periden - xem cnmcwbx Ha 3KHBII)
Bl eomyci n
Busul f an

But yl scopol anmi ne
Car musti ne

Chl or anbuci

Cicl osporin
Cisplatin

Cycl ophosphani de
Cyt ar abi ne

Dacar bazi ne
Daunor ubi ci n

Di gi toxin

Di goxin
oxorubicin

Epi rubi cin

Er got ani ne
Estranusti ne

Et hyl bi scourmacet ate
Et oposi de

Fl uor our aci

Fot enusti ne

Gal ant ani ne

Hydr oxycar bam de
| dar ubi cin

| f osfani de

I rinotecan

Lanat oside C
Lonusti ne
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Mel phal an

Mer capt opuri ne
Met andi enone
Met hot r exat e

M t obr oni t ol

M t ol act ol

M tonycin

M t oxant r one
Mevacuri um chl ori de
Nal or phi ne

Nal oxone
Nandr ol one
Neost i gmi ne
Oxynet hol one
Pacl i t axel
Pancur oni um

Pi | ocar pi ne

Pi pecur oni um br omi de
Pr ocar bazi ne
Pyri dosti gm ne
Rocur oni um brom de
Scopol ani ne
Suxanet oni um
Tegaf ur

Teni posi de
Tetracai ne

Ti oguani ne
Tubocurari ne
Vi nbl asti ne
Vincristine

Vi nor el bi ne

(n3M.

M IOOII.

Npunoxeune N 10
KkBM uy. 18

- 1B, 6p. 81 or 2015 r.)

MrHMMAaJIEH HOPMAaTMUB 3a ob3aBexmaHe U oGopynBaHe Ha allTekKa

[lpyeMHO MOMelleHMe

(Uzm.

Cresiaxm

PatoreH cros (eproHoMmueH)

. (Vsm. - OB, 6p. 81 or 2015 r.) Koda
.

bapMakonerHa peLenTypa

PP

- B, 6p. 81 or 2015 r.) Maca (cboBpasHo ycCJoBUATA)

[lomMelweHe 3a IIPUITOTBAHE Ha JIEKAPCTBEHM IPOOYKTUM IO MaIruCTpaJiHa "

1. PaBoTHO MACTO 3a NPUIOTBSAHE HA JIEKAPCTBEHU MNPOAYKTU 10 MATUCTPAaJiHA U

bapMmakoneitHa peuenrtypa (KOMILIEKT)
Crous
XaBaHu C MeCTUlM
Basepurium CTBKIA

2

3

4

5. (Msm. - IOB, 6p. 81 or 2015 r.) Beszum
6. (Orm. - IB, ©6p. 81 or 2015 r.)

7. JIeXuLM MeTaJiHM, HeMeTaJHU

8. lnarysnmu

9. Hoxwuua

10. Hox

11. (Orm. - OB, 6p. 81 or 2015 r.)

12. Meusypu (or 100 m; 250 ml; 500 nm;
13. (Orm. - IB, 6p. 81 ot 2015 r.)

14. (Orm. - IB, 6p. 81 ot 2015 r.)

15. HarperatTenen ypen

16. Koda c mnemas
17. BomHa 6Gaus
18. Crepunmsarop
19. AsToxnas (3a

(3a anTeku,
anTeKu,
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20. Cyumnen mkad (3a anTexu, USTOTBAIM CTEPUJIHM Pa3TBOPMA)
Ill. CxmamoBo noMmemeHue
1. Ilxadome cTesaxHu
2. PadToBe cCTeJaxHU
3. MerasHa Kaca, HEMNOOBMXHO 3aKpeleHa M CBbP3aHa CBbC CHMTHAJHO- OXPaHMTeJIHa
cucTeMa, 3a CbXPaHEeHMEe Ha JIeKAPCTBEHM MNPONYKTM, CBIBPXAUM HAPKOTMUUYHM BeEleCTBa
(xoraTo anTekaTa e nojiyumsiia paspeueHre 3a pabora C Te3M BeuecTBa)
4. llkad 3a ChHXpPaHEeHME Ha JIEKAPCTBEHM NPOOyKTM OT npuiioxeHue N 8 cbc
CEKPEeTHO BaKJIJBaHe
5. XJammiHMK - C OOOXOOAl obeMm
6. PaBoruHa Maca (cBboBpasHO yCJOBUATA)
7. (Oon. - OB, ©6p. 81 or 2015 r.) IbpeeHu wnu MmeTasHu nasgetu (npu
HEeOBXOOMMOCT)
8. (Orm. - 1B, 6p. 81 or 2015 r.)
9. Komuuka (cboBpasHO yCJOBUATA)
10. Crwnba (cbobpasHo ycioBUATA)
11. TepMoMeTEp BBEB BCHMUKM [IOMEIEHMSA, KBISTO Ce CbhbXPaHABAT JIEKAPCTBEHU
IPOOYKTU
12. BeHTMJIATOp MM KIMMATU3ATOP - aBToHOMeH (CcBhOBpPasHO yCJIOBMATA)
I'V. AnTexara Tpsb®Ba ma pasnojiara ChbC.
1. Tapnepo6 3a 0OGJeKJOTO Ha mepcoHasa (CcboBpa3HO yYCJIOBMATA)
2. CTeHHO OIJIemaJio
3. llxkad miam MACTO 3a CBhbXPAaHEHUME Ha [EepPUJIHM [penapaTy, Oe3MHOEKIMOHHU
MaTepuanu U CHOPBKEHMA 3a NOUYUCTBAHE
4., TIpOTMBONOXAPEH UHBEHTApP CBIJIACHO MNPOTMBOMNOXAPHMUTE M3UCKBAHUA
Npunoxenme N 11
KeM uj. 26, ajn. 2

JJABOPATOPEH JJHEBHUK Ne ................
T BV SIV1S) | (TR rOJIMHA
H
Haum auMEHO
1| I1
€HOBaHUEC Jle E r -
0 apTu- Ko
aT Ha KapCTBEH ApK 1. OJICH | BaHHe
p JIeH JINYECTBO yma
a | aktuBHUTE | a dopma a L[eHa 110 Ha
e HOMEp
1 CbCTaBKU dopmar

Npunoxenne N 12
kM ui. 26, am 3

JHEBHUK 3A PETUCTPUPAHE HA ITPUT'OTBAHUTE B
AIITEKATA JIEKAPCTBEHU
MMPOAYKTH IO MATUCTPAJTHA U ®PAPMAKOIIEMHA
PELEIITYPA
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Ha Nm n C
o 'BCTAB
o Ta Ha ¥ o e, ampec u M€ Ha POK Ha Ip
. npurotBs | P Ne erten BB3pacT neKkapsi, | TOOHO | WUTOTBHI
I; HE p a Ha OOJIHUA YUH CT

Npunoxenne N 13
keM us. 29

VBMckBaHMA 3a CbXPaHeHMEe U NPUTOTBSAHE Ha JIeKapCTBEHM NPONYKTM B anTekaTa

1. CbxXpaHeHMETO Ha JIEKAPCTBEHM M [OMOUHM BelleCTBa Ha pabOTHOTO MACTO Ha
JINLEeTo, KOEeTO M3TOTBA JIEKAPCTBEHM INIPOOYKTM IO MarmMcTpalJilHa " (_bapMaKoneIZHa
peuenTypa, Ce M3BBPUIBA IIPM Cla3BaHe Ha CJIEeIHMTE [IpaBuia.

a) mnpaxooBpasHUTE JIEKAapCTBEHM BelleCTBa CEe HapeXImaT OT AAcHaTa CTpaHa, a
TedHNUTe - OT JjiABaTa CTpaHa Ha paboTemus,

6) mnompexnaHeToO Ce M3BBPWBa [0 a3bydeH pej MO HauMH, [0 KOMUTO ce m3barea
HelocpencTBeHaTa OIM30CT Ha JIeKAPCTBEHUTE BelleCcTBa C OJIM3KM HAMMEHOBAHUS WIIN
CXOIHM IIO BBHIIEH BN,

B) JIEKAPCTBEHM BEUECTBA 3a BBHIHA M BBTPEIlHA ynoTpeba ce MOOpeXIaT
OTIEJIHO;

T) JIeKAPCTBEHM BEUEeCTBa, KOUTO BJIM3AT B CHCTaBa Ha JIEKAPCTBEHU MNPONYKTHU
or npusioxenre N 8, ce cbXpaHABAT OTIEJNIHO OT IPyIMTe, Ha caMaTa Maca Wuiu B
oTmesieH mkad, BBPXY €THMKETUTE Ce O3HauaBaT E€IHOKPATHMUTE M LOEHOHOUHMUTE
MaKCMMaJIHM HO3M, HaMMEHOBaHMETO Ha JIEKapCTBEHOTO BElEeCTBO Ce U3NMCBa Ha 0Aal
boH C uepBeHM OYKBM, 3aLBIKUTENHO Ha mkada (mucka, padra) ce mocrasd HAIOUC
"JlekapCTBEHO BEUECTBO, HA OTIEJIHO ChxXxpaHeHue"; He ce paspemaBa ChbXPaHEHUETO
Ha HaApPKOTUYHM JIEKAPCTBEHM BelecTBa Ha paboOTHOTO MACTO

2. JlnueTo, KOETO NPUTOTBS JIEKAPCTBEHM MNPOIYKTMU O MATUCTPAJHA U
bapmakomneMrHa pelLenTypa, 3adbJIKMTEJIHO Clla3ba CJIeOHUTEe NpaBuial

a) mnpeny U3TOTBAHE HA JIEKAPCTBEHMUSA NPONYKT NPOUMTAa pelenTaTa, KaTo
IpMCTBIBa KBM padboTa caMo B CJjliydal, KOoI'aTO pelelTaTa € NPpaBUJIHO HalMcaHa U
HAMa CBMHEHME OTHOCHO IO3MPOBKATA WMJIM HAMMEHOBAHMETO Ha JIEKapCTBEHOTO
BeleCTBO;

6) npM OTMepBaHe Ha JIEKAPCTBEHOTO BEUNECTBO NPOBEPABA MNPAaBUJIHOCTTA HA
B3E€TOTO JIeKapCTBEHO BelleCTBO, KaTO CBepsBa HaMMEHOBAHMETO B pellenTaTa C TOBa
Ha OaHKaTa Npelu OTMepBaHe M CJiel OTMepBaHe, IIPM OTMEPBaHETO € HeoOXOoIMMO mHa
ce mppxm OaHKaTa B OACHATa pbKa IO TakKbB HAUMH, Ye HAONMUCHT Ja ObIe OoTHpen U
oa MOXe Ja Ce dYeTe

B) OTMEpBa B MNPUCBCTBMETO HA PBKOBONWTEJIS HA anTeKaTa WU ONPeNeSieH ChC
3anoBel OT HeTo ¢gapMalleBT HApPKOTMUHM JIEKAPCTBEHM BeHEeCTBa; Ha obpaTHaTa
CTpaHa Ha pellenTaTa Ce HalMCBaT HAaMMEHOBAHMETO M KOJMYECTBOTO Ha
JIeKapCTBEHOTO BEUEeCTBO, CJIel KOeTO IBaMaTa Cce IOANMCBAaT;

T) cJen M3TOTBAHE Ha JIeKapCTBeHaTa GopMa ome BEeAHBX MPOYMTa PELenTaTa u
npoBepsaBa MNPaBMJIHOCTTA Ha B3ETUTE CBCTaBKM U O3,

) He CbXpaHABa Ha PabBOTHOTO CY MACTO M3TOTBEHM JIEKAPCTBEHU NPONYKTU 6es3
€TUKETV, HaOIlMCHM, IIapTVMIOHM HOMEpa, HOaTa Ha IIPpUI'OTBAHE, HAYMH Ha CBhbXPaHEeHUE,
CPOK Ha TI'OOHOCT;

€) [PV M3MNOJ3BaHE Ha BE3HUTE Ce CMNas3BaT yKa3aHuATa Ha NPOM3BOIUTENIS; Ipu
OTMEPBAHETO He cJjledBa Ha Ce I[peBMllaBa NpenejiHaTa HAaTOBAPEHOCT, KOSATO €
OoOO3HAUYEeHa Ha BE3HUTE

%) pasmnojiara C TabiMua 3a MaKCUMAJIHMTE U eOHOKPATHMUTE NO3U Ha
JIEKAPCTBEHNUTE MNPOOYKTHM, CHIOBbPXAIM HAPKOTUUHM BelleCTBa
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3) B kpas Ha paboraTa ma ocTaBd PabOTHOTO CU MACTO B MBJIEH MNOPAIBK

U) HE M3TOTBA E€NHOBPEMEHHO HAKOJIKO JIEKAPCTBEHM MNPOAYKTM [0 MATUCTPajiHa U
bapMakonerHa peLenTypa,

1) ocTaBa BCAKa GaHKa Ha MACTOTO I CJiell CBBpUBaHe Ha paboTaTa Cc Hed

3. B CKJIAmOBOTO IMOMENEHME CBXPAaHEHMEeTO Ce M3BLPIIBA NPM Cla3BaHe Ha
CJIeOHUTEe NpabBuial

a) JIeKAapCTBEHM NPOINYKTU, C MUBKJIOUEHUE Ha NPUTOTBAHUTE [0 MarMCTPAaJHA U
bapMakonerHa peLenTypa, Ce CbXPaHAaBaAT BBPXYy padToBe MIM B HoOpe 3aTBOPEHU
mkadpose;

6) JIeKapCTBEHMTE NPOOYKTM B TPAHCIOPTHA OMNAaKOBKA M CAHUTAPHO- XMTUEHHMUTE
MaTepMranaM Cce CbXpaHsaBaT BBPXY CKapwy;

B) JIEKAPCTBEHUTE MNPOAYKTM CBC CUJIHA MUPM3Ma CE€ CBXPAaHABAT OTIEJIHO OT
OpyIruTe BUIOOBE B nobpe 3aTBOpeHM mkadoBe

T) CaHUTAPHO- XUTMEHHUTE MaTepuasy, Oe3UHOEeKUMOHHUTE, NepaTU3alVOHHUTE
cpencTBa, KO3METMUHMUTE CPEeICTBa, pa3peleHy 3a npozmaxba B anrTekaTa, Cce
CBbXPaHABAT OTHEJIHO OT JIEKAPCTBEHUTE MNPOIYyKTH;

) Ha BBTPEmHaTa CTpaHa Ha BpaTaTa Ha MeTaJlHMAa mkKad MM KacaTa, KbIeTO ce
CBXpPaHAaBaAT JIEKAPCTBEHM INPOOYKTH, CeOBpPXallM HaAPKOTUMYHM BeleCTBa, ce IocCcTaB4aT
Hannuc "JlekapCTBEeHM MNPOOYKTM, CBIBPXAIM HAPKOTUUHM BemecTsBa" U CIMCBK Ha
JIeKAPCTBEHUTE IPONYKTM, KOMUTO CE& CBbXPaHSABAT B HETO, C O3HAUeHMEe Ha
MaKCHUMaJIHUTE OO3U,

e) KJIoUOBETEe OT MeTaJHud mKad MM Kaca Ce CBbXpPaHaBaT OT PBKOBOIAUTEJIS Ha
anTexkaTa MM OlpelesleH OT Hero CBbC 3aloepen npyr dapmaleBT,;

%) B mxkaboBeTe no Bykea "n' ce CBbXpaHABAT BE3HUUKUTE M BCUUKU OPYTH
ypeou u nNpudbopy, HeobOxommMM 3a paboTa C JIeKapCTBEHM NPOOYyKTHM, ChIbpXally
HapKOTUYHM BelecTBa, KOMTO Cce ynoTpeOaBaT caMo 3a Tas3u LeJ,

3) HammucuUTe Ha OAHKUTE C HAPKOTUUHU JIEKAPCTBEHM BEUECTBA Ca C OAJ IBAT
Ha uYepeH QOH, C O3HAUEHMEe Ha MaKCUMAJIHUTE e€IOHOKPATHM UM IEHOHOIWHM IO3U,

U) M3TOTBEHMTE B anTeKaTa JIeKapCTBEHU MNPONYKTM, CBIbPXANM HAPKOTWUUHMU
BeleCcTBa, Ce CBbXPaHaBAaT B KacaTa WIM Xejle3Husa wxad

1) OUJIKMUTE B CKJIAIOBOTO I[OMElleHME Ce CBbXPaHABAT OTAEJIHO OT IPYyTUTE
JleKkapCTBEHM NPONYKTM B HoOpe 3aTBOopeHU mkadoBe

K) JIEKAPCTBEHNM INPOOYKTH, IIOKasaJiM HeCBOTBETCTBUMA C MIVMCKBaAHMATA KbBM
KayeCcTBO, C MB3TEKBJI CPOK Ha I'OOHOCT, C HapPyWEeHM [IBbPBUYHA MM BTOPUUHA
ONlaKOBKAa Ce CBbXPAaHABAT OTHEJIHO OT IPYIMTE JIEKAPCTBEHM NPOOYKTM Ha OIpPeneJIeHO
3a LeJiTa MACTO C TPpaMHO CMIHAJIHO OOO3HaudeHMe, dYe ca OJIOKMPAaHMU.

Npunoxeune N 14
kbM uy. 29
(M3m. - IB, 6p. 2 or 2012 r.)
30paBHY ¥ NPOTUBOENMIOEMMUYHM M3UCKBAHUA Hpu padoTa B anTeku

| . THoumcTBahHe Ha NOMeWEHUATA M MebeluTe B anTeKuTe

1. (Msm. - OB, 6p. 2 or 2012 r.) IloMemweHMATa Ce NOOOBPXAT UUCTHU.
E)Ke,JZLHeBHO " IIpy 3aMBpPpCABAHE Oa Ce M3BBpPUIBA BJIAXHO IIOUMCTBAHE U ,JZL@SMH@)@KLLMH
Ha [onma, IOBBPXHOCTMTEe Ha MebenuTe, arnapaTtypaTra M IOp.

2. ExeromHo ma Ce M3BbPIBa OOANMCBAHE HA CTEHUTE Ha MOMElMeHMSTa

3. MuBKMTE Ima Ce NOOOBPXAT [NOCTOSHHO YMUCTKM. 3abpaHgaBaT Ce BacTOSBAHETO U
HaTpyIlBaHeTO Ha CBIOBe, xXaBaHM, Iocobumsa M Op. 3a BCsAKa MMBKa Ja ce
oCUTyYypPsABAT MMemyr ¥ Oe3MHPEeKUMOHHM IIpernapaTy M CcpelcTBa 3a [OoACyllaBaHe Ha
pBleTe 3a enHoOKpaTHa ynorpeba

Il. OBbpaborBane Ha CHLOPBKEHMATA, OPUOOPUTE U CHOMATATEJIHUTE MaTepualun

4. Crnep ynorpefa CBOOBETE M ypeOuTe 3a NPUTOTBAHE HAa JIEKAPCTBEHU
NPOOYyKTM IO dapMakoleMHa M MaTMcTpaljlHa pelenTypa ce IIOUYMCTBaT MEXaHUYHO
nesyHbexkLUMpPaT, WM3MMBAT M M3CyllaBaT. [IpM HPMTOTBAHE Ha Pa3TBOPM 3a O4UM U
PasTBOPM 3a [IapeHTepajyiHO MNPUJIOXEeHMEe CBOOBEeTe Ce CTEepMIM3MPaT B CYWUIIHSA
npu 160 °C.

5. Bcuukm cbOoBE, KOMTO Ce M3MNOJI3BAT 3a CbhbXPaHeHMEe Ha JieKkapcTBaTa u
IPUTOTOBJIEHMETO MM, Ia ca 0es3 MexaHMUYHM OedekTM M CbC 3anas3eHa LAaJIoCT.

6. VsMuTUTE M U3CYWEHM CTBKJA M CBIOBE CE SBaNyllBaAT CBC Balyllajiku U Cce
CBXPAaHABAT B IUIBTHO 3aTBapdl ce mrkad, umaTo m3paboTka NO3BOJIABA JIECHO U
ebexTMBHO MNoumMcCTBAaHe. Ha acucTeHTCKaTa Maca Ia Ce NOCTaBAT CaMO Majlbk Opoit
CcBOOBe, HeobOxomuMM 3a IpsakaTa padboTa

7. TlOpLEJIaHOBUTE, CTBKJIEHUTE U [JIACTMACOBUTE OYPKAHM M KYTUU Ce
CBXpaHdaBaT B U_IKa(i)OBe MM 4deKMeIXeTa.
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8. OmakoBKMTEe ¥ 3anymajKuUTe, KOUTO Ie Ce MIMNOJI3BAT 3a CbXpaHeHMe Ha
JekapcTeeHu QopMM 3a oumM, TpaOBa Oa Ce CbhbxXpaHaBaT M 06paboTBaT IO HAUMUH,
KOMTO Ia OCUIYPU TAXHATA CTEPUIJIHOCT.

9. BesHuMTe Cce NOANBPXAT M IIOUMCTBAT CBHOOPA3ZHO yKa3aHUATAE, HAIEHM OT
IPOUBBOOUTETIA.

10. XUTPOCKOMMUHMAT NaMyk, OQUITBHPHATA XapTUS M MapidaTa, yooTpebaBaHM 3a
bunTpupaHe Ha TEeUYHM JIeKapCTBa, Ce Nas34T B 3aKpUTKM OaHKM C wirdoBaHU
Balylajikn.

11. Kancysmmre 3a npaxose, napadvHUpPaHUTE U MEePTAMEHTOBUTE XapPTUU Ce
CBXPaHaBaT B [JIBTHO BaTBapdllM Ce UeKMeIXeTa Ha acCUCTEeHTCcKaTa Maca B
KOJIMUECTBA 3a& He noBedue oT 2 - 3-OHeBHa ynorpeba. 3amnacurTe OT CIOMATaTeJIHU
MaTepMany, 3alyllaliky, OMITBEPHAa XapTHUd, KalCydM M OPpYyI'M Ce CbhbXPpaHaBaT IIpK
XVUTVMEHHN YCJIOBMA B 3aKpPUTU LHKa(_l)OBe.

12. 3a pesuHbexLMs Ha MOMEINEHUATA M CBIOBETE B aAlTEKUTE Ia CEe MUIMNOJ3BAT
caMO HesuHOeKkTaHTHM, 3a KOMTO MMa M3IaIeHO pal3pelleHMe 3a IyCKaHe Ha Iazapa oOT
MMHMCTBPA Ha 3IOpaBeolasBaHeTo. [IpM M3OOJIZBAaHETO Ha IOe3MHPEeKTaHTUTEe
3a0BJIKUMTEJIHO Ce CllasBaT yCJIOBMATA Ha M3IOAaOEHOTO pas3pelleHMe M yKas3aHMATa
ODaneHM OT IpUTexXaTeJid Ha pa3pelleHUeTo

13. Ha crepwimz3aumsa B anTekaTa NONJEXAT CTBKJIEHU U METAJHM CBIOBE
CpmoBeTe Cce yBMBAT B umMcTa ambajilaxHa XapTuUd UM CJel CTepuilMs3alus ce
CbBXpaHaBaT TakKa yYBUTM IO ynorpebaTa MM B UMCTM 3aTBOpeHM wKadose. Ilpwm
cTepmiaM3aluMaTa B alTekaTa Ce Clla3Ba CJEeOHUAT PeXUM:

ABTOKJIaBUpaHE

Bpewme na
Temnepatypa Ha mapaTa . Hansrane na mapara B
o BB3JICHCTBUE B

B °C paboTHH aTMOchepu
MHUHYTH

112 45 0,5

121 25-30 1,0

134 10- 12 2,0

CTepHHH3aHHH CbC CyYX TOpf€ll BB3AYX B CYXH

CTEpUITN3aTOPH
Temneparypa B Bpeme Ha Bb31€HCTBUE B
°C JacoBe
160 2
170 1
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180

0,5

14. Jlesundeknus Ha pbplieTe Ha pabOTEIIUTE B

acenTU4YHUS OOKC C€ U3BBPIIBA
IIPY CIICAHUTE YCIIOBHSL:

o Hauun Ha Exkcnozuig
[Ipenapat u % Ha Konnuect
OO6exT MIPUIOKEHU 3 Us B
pasTBopa BO B CM
e MUHYTH
XurneHHa a) 70 % eTusioB o0TpuBaHe 3-5 2
ne3uHpeknus | ankoxoln + 5 %
Ha phIETe TJIALIEPUH
0) Manycrepon 3-5 1/2
b/koHueHTpupan
B) 4 % BoacH 10 1
pa3TBOp Ha
Hesundexr B
r) 0,1 % BosicH 10 2
pas3TBOp Ha XMOWUTaH
rmokonar 1:1000
Ill. TonyuaBane, cbxXpaHaBaHe M MNPOBEpPKAa Ha NpeuMcTeHaTa BoOma

IIPEBRBP3IOUYHMTE MaTepualjin M Opyrun

15 HpeT«IMCTeHaTa BOIOa, KOATO Ce M3IIOoJI3Ba B allTekKaTa 3a IIPUI'OTBAHETO Ha
JIEKAPCTBEHM IPOIOYKTM IO MarucTpajHa ¥ dapmMakolleMHa pelLenTypa, Ce IPUTOTBH
cBIJIacHO EBponenckaTta dapmakomnes. Jomycka Ce M3IOJ3BaHETO Ha IOoJIydeHa WM3BTBH
anTexkaTa NpedMCTEeHa BOIAa, KaTO CBOTBETCTBMETO C EBponelickaTa QapMakonesa ce
yIOoCTOBepsBa CBC CBOTBETHUTE IOKYMEHTHU.

16. IpeuucTeHaTa BOIA CE CBHXPAHABA HA MPOXJIANHO MSACTO, B UUCTM BaAKPUTHU
CTBKJIEHM CBIOBE, HOOOpPEe NPOMMTM NPEeABapMTEeJIHO C IIpedMcTeHa BoIa

17. CrovkilaTa 3a CbXpaHgBaHe Ha BONATAa Ha ACUCTEHTCKATa Maca Cce NPOMMBAT C
npednucTeHa BoJa eIMH IBbT OHEBHO

18. TMpeBbBP30UYHUTE MATEPUANIM CE CBXPAHABAT CBIJIACHO YCJOBUATA, [NOCOUYEHM OT
IIPpOM3BOONTETIA. 3a6paHgBa Ce TIIOCTaBAHETO Ha IIPpeBBP30YHM MaTepMmaJiM Ha 1044,
Han MefennTe M Ha OTKPMTO. MecTaTa 3a CbXPaHEHMe Ha [PEeBBbP30YHMTE MaTepualiu
ce MOoUMCTBAT €XeMeCeUHO C UMCTa KbpNa, HaBJIaXHeHa C Oe3MHPEeKLMOHEeH pa3TBop.
HeobxommMo e Hma ce B3eMaT BCHUKM MEPKM 3a Ola3BaHeTO MM OT Bjara, 3allapBaHe
Ipms3aduy M MHCEKTHM, IIpaX M OI'BH.

19 .HeKapCTBEHM IIPOOYyKTH, C M3KJIUEHME Ha IMNPUTIOTBAHMTE 11O MarmcTpalsiHa U
bapmaxoneiiHa pelenTypa, Ce CbXPaHsBaT CBIVIACHO M3UCKBaHMATA, OIpeneJieHM OT
NpOM3BOIUTENA. AKTMBHUTE BelleCTBa, NpelHa3HadeHM 3a NPUTOTBAHE IO
MarMcTpajHa M QapMakoIllelHa pelLenNTypa, Ce CbXpaHsaBaT CBHIJIACHO M3UCKBaHMUATA Ha
meycrepamara dpapMakonesa MM NPOM3BOOUTEJIA.

I'V. 3mpaBHM MBUCKBAHUSA NPU OTIEJIHATE TEXHOJOTUUHM MPOLIECHU

20. TexXHOJOTMUHMTE NPOLECH NPU MITOTBAHE HA MATUCTPAJIHM JIEKAPCTBEHU
bopMm B amTekaTa Ce CBCTOAT OT OTHEJIHM e€TanM M OoINepauuy, KOUTO Cce
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OCHIIECTBABAT MPM ClIla3BaHETO Ha TEXHOJIOTMATa Ha MNPUTOTBAHETO MM M ChOJOIOaBaHe
npaBujiaTa 3a JIMYHATA XUTMeHa
21. OcHOBHUTE 3a OYHM Masu npenBapmUTesIHO Ce pasTolndgBaT, yTasgBaT
OunTPpyBaT M CBXPAHABAT B NPEeOBAPUTEJIHO CTEPUIM3MPAaHM IoOpe 3aTBOPeHM OaHKU
IO Ha4UMH, KOMTO OCHIypsSBa TAXHATa CTEPUIIHOCT.
[Ipy NPUTOTBSAHE Ha JIeKapCTBeHM (QOpMM, BKJIOUMTEJIHO M C aHTUOMOTHLM, Ce
crasBaT NIpaBujlaTa 3a nodpa MNPOM3BOICTBEHA NpakKTuka
KoraTo TexHOJOTMATA Ha JleKapCTBeHMUTe GopMM M3MCKBA M3IOJIB3BAHETO Ha
aCenTUYHM MeTOonM, Te Ce OCUIYypABaT OT PBKOBOIMTEJIA Ha alTekaTa
22. 3a orpefBaHeETO Ha XaBaHUTE OT Ma3M M [IPaxoBe Ce M3MNOJI3BAT I[LJIaCTMAaCOBM
njaxu. ynorpebaTa Ha KapTOH 3a TasM lLeJjl He ce IOoNyckKa
23. TBpJioTO M 3anyWaJKUTEe Ha BABEPUMHUTE CTBKIA, M3MI0J3BaHM 3a padoTa
ce nogoepXxaT UMCTU.
24. KOHLEHTPMPAHUTE PA3TBOPU CE MITOTBAT C INPEeUYUcCTeHa BOOa
25. Ilpy M3TOTBSHETO Ha JIeKapCcTBeHuTe bopMmm ce CBOJIOIaBaT NpaBMUilaTa Ha
XUIrMeHaTa, KaTo ce m30arBa BCAka BB3MOXHOCT 3a 3aMbBPCSABAaHETO MM. 3a LesTa
a) npy M3TOTBAHETO Ha JIeKapCTBeHaTa GopMa, WM3UCKBAllda CHIPUKOCHOBEHUE C
pBbKaTa, Ce MBIOJN3BaT CTEePMIIM3MPaHM PBKABMLM Ba eOHOKpaTHa yroTrpeba
6) BE3HMTE Ce M3TPUBAT CJiell BCAKO OTMEPBAaHE Ha JIEKAPCTBEHUTE BEmEeCTBa
B) CJiel OTMEepBaHEe Ha JIEKapCTBEHM BEmEeCTBa CBC CUJIHA MMPU3Ma BE3HUTE Ce
MU3TPMBAT CBC CIUPT.
V. Mepku 3a JuUHA NOPOOUIIAKTHKA
26. Tlpy ONacHOCT WM [OSABa Ha ENMIEMUM OT KAaNKOoBM MHOEeKLuM bapMalLeBTUTe
VI TIOMOIHMK- QapMaleBTUTE 3BaIbBIIXMTEJIHO HOCAT MAaCKM 3a eIOHOKpaTHa ynorpeba. Ilpu
paboTa C JIEKapCTBEHM NPOOYKTM, UMATO OOpaboTkKa € CBBp3aHa C OTOeJIdHe Ha Ipax,
KaKTO M IpasHemM M JIeECHO M3IapfApallM Ce TeYHOCTM Ia Ce M3MNOoJ3BaT NPOTMBOIPAUHM
MackM, CBIO M XUPYPIMYECKM PBKaBMLM TaM, KbOETO MaHMIyJalUMUTE [IO03BOJIABAT
TOBA.
27. Bcexku papMaueBT M IOMOUWHMWK- QapMaLEBT Npenu NPUTOTBAHE IO MaTMCTPAaJHA
1 dapMakoIllelHa pelLenNTypa M3MMBa pbBlLEeTe CM C TOoljla BOOa, CalyH M dYeTKa
28. dapmaueBTHTE M NOMOWHUK- QapMalLeBTUTe paboTaT B anTekaTa C YUCTO
paboTHO OBJIEKJIO.
29. 3abpaHgaBa ce BIMBAHETO B pabOTHUTE I[OMENEHMS Ha anTekara 0es3 UMcTo
paboTHO OOJIeKJIO, KAaKTO M M3JIM3aHeTO C Takoba M3BBH alTekaTa
Npunoxenue N 15
KeM uj. 376, aju. 3
(HoBo - IIB, 6p. 81 or 2015 r.,
n3Mm. , 6p. 24 ot 2017 r.,
orm., 6p. 79 or 2017 r.)
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