HAPEJIBA Ne 28 OT 9 JEKEMBPH 2008 I'. 3A YCTPOIMCTBOTO, PEJIA U
OPTAHM3AILIUSITA HA PABOTATA HA ATITEKUTE U
HOMEHKJIATYPATA HA JEKAPCTBEHMUTE ITPOJYKTH

H30adena om munucmvpa Ha 30paseona3eanemo

Oo6n. /[B. op.109 om 23 oexemspu 20082., usm. /[B. 6p.67 om 27 asecycm 2010e., uzm. /IB. 6p.2
om 6 auyapu 2012e., usm. u oon. /[B. 6p.81 om 20 okmomepu 2015e., usm. u oon. /[B. 6p.24 om 21 mapm
2017e., usm. u oon. /[B. 6p.79 om 3 okmomepu 2017e., usm. /[B. 6p.95 om 16 noemspu 2018e., uzm. u oon.
JIB. op.2 om 8 anyapu 2021z., usm. u oon. /IB. 6p.64 om 9 aseycm 2022e., uzm. /[B. 6p.85 om 10 oxmomaepu
20232.

Pazpen 1.
OO0 MoJI0KeHu s

Y. 1. (1) (U3m. - [IB, 6p. 2 ot 2021 1.) C Ta3u Hapenba ce ompenessT YCTPOUCTBOTO, PEABT U
OpraHm3anusITa Ha padoTa Ha aNTEeKWTe, KAaKTO M HOMEHKIATypaTa Ha JEKapCTBEHUTE U JIPYTH MPOAYKTH,
KOWTO C€ MpeajiaraT B TSIX ChIIacHO mpuioxkeHue Ne 1.

(2) (Jom. - /1B, 6p. 64 ot 2022 r.) B antekata Morar Aa ce mpoaBaT upe3 aBTOMAT, pPa3MoIoKeH
B PUEMHOTO MMOMEIIEHUE JICKAPCTBEHHU MPOIYKTH, TOCOUYEHHU B CIIUCHKA MO MpuiioxkeHue Ne 2.

Un. 2. (1) BpHIIHOTO M BBTPEMIHOTO O(OPMIICHHWE HA MOMEUICHUATAa Ha amnTeKara ce
Ccb0oOpa3saBaT ¢ ECTECTBOTO HA U3BBPIIBAHUTE B HEsl CIEUU(UYHU IEHHOCTH.

(2) (Hom. - 1B, 6p. 79 ot 2017 r.) AntekaTa 3aapkuTenHO uMa BhHIeH Haamuc "AIITEKA",
u3nucad Ha 051 GoH ¢ ThbMHU OyKBH, KOMTO MMa 3a L€ J1a 0003HauM BUJa Ha 3[IpaBHOTO 3aBEJACHUE U HE
Ipe/CTaBIsABa peKIama.

(3) Ha BugHO MSCTO B IPUEMHOTO MOMEUIEHHE Ha anTeKara ce MocTaBsi MHPOpMaIUsl OTHOCHO
U3J1aJIEHOTO pa3pelIeHne ChITIacCHO NpuiioxkeHue Ne 3.

(4) 3abpansiBa ce peKIaMHpaHETO Ha THProBCKaTa JCHHOCT Ha amTekara, CBbp3aHa C IICHH,
OTCTBIKH, MOJAPBIU U IPYTH HA JEKAPCTBEHU MPOIYKTH, KOUTO C€ OTITYCKAT I10 JIEKApCKO MpeITUCaHHe.

Ui 3. (1) B antekara ce chxpansiBa uHdoOpMaIus, OCUTypsiBaila MpocieiBaHETO Ha CTOKOBUTE
HAJIMYHOCTH TI0 aCOPTUMEHTH W TMAPTHIHU, KOSITO C€ M3IMOJI3BAa W IPH TOJy4YaBaHE HA YBEJOMIJICHHE 3a
OJIOKMPaHE U U3TETIISTHE Ha JIEKAPCTBEHHUTE MTPOTYKTH.

(2) (U3m. - ]IB, Op. 2 ot 2021 r.) AniTekara uma medaT, HOCEIl HoMepa W JaTaTa Ha U3/1aJICHOTO
paspelieHrue 3a ThProBUsS Ha APeOHO C JIGKAPCTBEHU MPOIYKTH, KOHTO c€ TMOCTaBs BBPXY BCHUKH
JOKYMEHTH, CBBP3aHH C OTITYCKaHETO Ha JICKAPCTBEHH MPOJTyKTH.

(3) B anTekata ce BoJu U ChbXpaHsBa JHEBHUK HA U3MBIHEHUTE PEUENTH ChIVIACHO MPUIIOKEHHE
Ne 4.

(4) (Homa - JIB, Op. 64 ot 2022 r.) AnrekaTta moAabp)Ka amnTedeH codTyep, OCHTypsiBaIll
HOPMAaTHOTO (HYHKIIMOHHpAHE Ha IMpoIleca MO OTIyCKaHe Ha JIEKAPCTBEHHM MPOIYKTH, BKIIOYUTEIHO U Ha
JICKApCTBEHUTE TPOJYKTH, 3alllalllaHH HAIBJIHO WIM YacTHYHO OT Oro/pkera Ha HamumonamHaTta
3[paBHOOCUTYpUTETHA Kaca.

Ui 4. (1) Beska anTeka pasmnosiara ¢ JIEKapCTBEHH MPOIYKTH OT BCUUKH aHATOMOTEPANeBTUYHU
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TPyl CBhIVIACHO IpuitokeHue Ne 5.
(2) (U3m. - IB, Op. 2 ot 2021 r.) B antekara ce mpomaBaT XpaHUTEIHH T00aBKU, KOUTO
OTroBapsT Ha M3UCKBAHUATA HA 3aKOHA 32 XPAHHUTE U TIOJI3aKOHOBUTE aKTOBE IO MPUIATAHETO MY.

Yn. 5. (U3m. - IB, Op. 2 ot 2012 r.) B antekure Morar aa ce mpoaaBaT KO3METUYHH MPOTyKTH.

Y. 6. JluneTo, MONYYWIIO Pa3pelieHHe 3a THProBHS Ha JIPEOHO C JICKAPCTBEHU MPOIYKTH,
3aKyIyBa JIEKAPCTBEHHU MPOIYKTH CaMO OT THPTrOBIM Ha €pOo, MOTYyUMIIH pa3pelieHue/yI0CTOBEPCHHE 3a
perucrpaums 3a ThProBUs Ha €IpO C JICKAPCTBEHW MPOIAYKTH IO pella Ha 3aKkoHa 3a JICKAPCTBEHUTE
MPOJYKTH B XymMaHHata meaunuHa (3JIIIXM).

Yn. 7. JIuueTo, NOIy4YHIIo JIUICH3MS 32 ThPrOBHUs Ha JPeOHO M ChXpaHsSIBaHE Ha JICKAPCTBEHU
MPOIYKTH, ChIbPXKAIIM HAPKOTUYHHW BEIIECTBA, Cla3Ba W3WUCKBAHMWATA HA 3aKOHAa 3a KOHTPOJ Ha
HapKOTHYHHUTE BemiecTBa U npekypcopurte (3KHBII).

Un. 8. (U3m. - JIB, Op. 2 ot 2012 r.) AnTtekuTe, KOUTO HA OCHOBaHHWE 4i. 222, an. 6 u ui. 225
3JIIIXM ce pBKOBOASAT OT MOMOIIHHK-(apMalleBTH, MOraT Ja MpoJaBaT caMO JIEKaPCTBEHH MPOIYKTH,
KOUTO C€ OTITyCKaT 0€3 JIEKapCKO MpeANrCcCaHue.

Uin. 9. (1) Ha HembiHONETHM JIML@ HE MOraT Jia ce€ OTIyCKaT M IpoAaBaT JEKapCTBEHU
MPOJYKTH, KOUTO C€ OTITyCKAT MO JIEKAPCKO MpeucaHue.

(2) (Hom. - JIB, Op. 2 ot 2012 r., m3m. - JIB, Op. 2 ot 2021 r.) 3abpansiBa ce AOCTaBKaTa Ha
JIEKapCTBEHH MPOAYKTH A0 KpaeH MOTpeOuTeN Mo 3asBKa, C M3KIIOYEHHE Ha ciaydyauTe mo wi. 234, an. 6
3JIIIXM.

(3) (Hom. - B, Op. 2 ot 2012 r., usm. - JIB, Op. 64 ot 2022 r.) 3abpansiBa ce OTIMyCKAaHE H
MOKYTMKO-MIpoJak0aTa Ha JIEKQpCTBEHU MPOIYKTH M3BBH IOMEIIEHUATA, 32 KOUTO anTeKkara € Mojyduiia
paspernieHue 3a oTkpuBane 1o pena Ha 3JIIIXM, ¢ uzkmouenue Ha ciryyaute mo wi. 234, an. 6 3JIIIXM.

UYn. 9a. (Hos - IB, Op. 79 ot 2017 r., usm. u nmom. - JIB, O6p. 2 ot 2021 r.) JleliHocTTa Ha
anTeKUTEe ce OChIIECTBsABAa choOpa3Ho [IpaBuiara 3a moOpa dapManeBTHYHA NMPAKTUKA, PUETH CHIIIACHO
. 5, an. 1, T. 3 oT 3akoHa 3a chCIOBHATa opraHu3anus Ha MarucTbp-papmareBrure (3COMD) u chrimacHo
npaBwiata nmo wi. 8, ai. 1, T. 5 or 3akoHa 3a CHCIOBHUTE OPraHM3allid HAa MEAULMHCKUTE CECTpPH,

aKylIepKUTE ¥ AaCOIMUPAHUTE MEIUIMHCKH CIEIHaINCTH, Ha 3bOOTEXHHINTE M HA MOMOIIHUK-
dapmanesture (3COMCAAMCIIID).

Paszgea I1.
YCTpoicTBO HA anITeKUTE

Un. 10. (1) AnTekm moraT ga ce€ OTKPUBAT B TOMEIICHHUS CbC CaMOCTOSITEICH BXOI,
Pa3MoJIOKEHH Ha MBPBU HAJI3EMEH €TaX, JOCTHIIHU 3a MOCETHTENIUTE M MOJXOJAIIM 3a M3BBPIIBAHE HA
neitHocTute 1Mo wi. 219, an. 1 3JITIXM.

(2) (U3m. - AB, 6p. 2 ot 2012 r.) Jlunata mo wi. 222, an. 1 3JIIIXM ocurypsiBaT CbOTBETHUTE
YCJIOBHS 32 JOCTHIT IO IIOMEIIEHUATA, B KOUTO € OTKPUTA arTeKaTa, v 3a Xopa ¢ YBpexKIaHUs.

(3) MsuckBanusAta mo ai. 1 m 2 3a MECTOHAXOXIACHUETO HE CE€ OTHACAT 3a aNTeKUTE Ha
JeueOHUTE 3aBeaeHus 1Mo wi. 222, an. 4 3JIIIXM.
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U 11. (U3m. - [IB, 6p. 79 ot 2017 r. (*)) (1) 3a momy4aBaHe Ha pa3pelieHue 3a ThProBUs Ha
IpeOHO ¢ JeKapCTBEHU MPOAYKTH 3asiBUTEINTE ToJaBat B M3nbaHuTenHara areHius mno gexapcersata (MAJI)
3asBJIeHHE MO0 o0pasel, YTBBbPJAEH OT U3MBIHUTEIHUS JAUPEKTOp Ha M3nbiaHWTEnHATa areHuus Io
JIeKapcTBaTa Mo MPeUI0KEHUE Ha eKCIIepTHUA cbBeT 1o wi. 176 3JIIIXM.

(2) 3a mosyyaBaHe Ha pa3pellleHUE 3a pa3KpUBaHE Ha alTeKa 3a 3aJJ0BOJISIBAHE Ha COOCTBEHUTE
HYXIH PHKOBOJMTENINTE Ha JieueOHU 3aBeneHus 1o wi. 222, an. 4 3JIIIXM nonxasat B MAJI 3asBieHue no
oOpasel, YTBBPJACH OT H3MBIHUTENHUS AUPEKTOp Ha M3MbIHUTENHAaTa areHuus IO JeKapcTBara o
MIPEAJIOKEHUE Ha eKCIIePTHUS ChBET 1o wi. 176 3JITIXM.

Un. 12. (1) 3a ormyckaHe Ha JEKapCTBEHH MPOAYKTH Ha TpaXIaHU B 3aBUCHUMOCT OT
M3BBPILIBAHUTE IEHHOCTH MOTAT Jia ObJIaT OTKPUBAHU AIITEKH 34!

1. ekapcTBEHU MPOIYKTH, C M3KIIOYEHHE Ha MPHUTOTBSHU [0 MarucTpaiHa U (papmakoneiiHa
penenTypa;

2. JeKapCTBEHM MPOIYKTH, BKIIOUUTEIHO MPUTOTBSHU IO MarucTpajiHa U QapmakoreiHa
penientypa 0e3 U3roTBsIHE Ha JIEKapCTBEHU (DOPMU 32 OUM U HA PA3TBOPHU 32 MAPEHTEPATHO MPUIIOKCHHE;

3. JEKapCTBEHH MPOAYKTH, BKIIOUMTETHO TMPUTOTBSIHUW IO MarucTpaiHa W (apMakoreiHa
pelenTypa ¢ U3roTBsIHE Ha JIeKapCTBEHU (OPMU 32 OUH;

4. OWwIkM U OMIIKOBM CMECH, BKIIOYUTEIHO MPHUTOTBSHU [0 MarucTpaiHa W QapMakoreiiHa
perientypa (OMIKOBa anTeka).

(2) 3a 3amoBonsiBaHE HYXXIUTE Ha JedeOHUTE 3aBeaeHus mo 4wi. 222, am. 4 3JIIIXM B
3aBHCHMOCT OT U3BBPIIBAHUTE ACMHOCTH MOTraT Jja ObAaT OTKPUBAHM ANTEKH 3a:

1. nexapcTBEHHM MPOIAYKTH, BKIIOUUTEIHO NPUTOTBSHM IO MarucTpainHa u (papmakomneiiHa
perenTypa 0e3 U3roTBSIHE Ha JIEKAPCTBEHHU (JOPMHU 32 OYM M HA PA3TBOPU 32 MAPESHTEPATHO MPHIOKEHHUE;

2. JeKapCcTBEHM MPOIYKTH, BKIIOUUTEIHO MPUTOTBSIHU IO MarucTpaiHa U QapmakoreiHa
perenTypa ¢ U3roTBsIHE Ha JIEKapCTBEHU (JOPMU 32 OYM U HA PA3TBOPU 32 MAPESHTEPATHO NMPUIIOKCHHE,

3. (moBa - [IB, Op. 2 ot 2012 r.) NekapcTBEHU MPOAYKTH C M3KIFOYCHHE HA MPUTOTBSHU IO
MarvcTpaiHa u ¢papMakorneifHa perentypa.

(3) B 3aBuUCHMMOCT OT M3BBPIIBAHUTE JACWHOCTH 10 aj. 1 u 2 anTekuTe TpsiOBa /1a pas3moiiaraT C
MMOMEUIEHUS ChITIACHO Mpuiioxkenue Ne 8.

Y. 13. (1) AnrekaTa pasmnonara ¢ 003aBexaaHe C TJIAJIKK TOBBPXHOCTH, KOUTO MOTAaT Ja ObaaT
OBP30 U JICCHO IOYUCTBAHU U Je3UH(EKIIMPAHH.

(2) OOzaBexmaHeTO B anTeKaTa W HETOBOTO pPAa3MOJOKEHHWE TpsOBa J1a OCUTYpsBAT Ha
paboTemure B Hesl JIECEH JOCTHII J0 JIEKApCTBEHUTE MPOAYKTH.

(3) (Hom. - B, 6p. 81 ot 2015 r.) PaGoTHuTe Mecta B MPUEMHOTO, €KCHEAUITMOHHOTO H
ACUCTEHTCKOTO IOMEILIEHUE C€ OpPraHM3upaT MO0 HAuyMH, MO3BOJSBAI OCBHLIECTBABAHETO HAa KOHTPOJ OT
MarucTbp-(papmaineBra BbpXy padboTara Ha MOMOIIHUK-(papMaIeBTa.

Un. 14. (1) B 3aBucumoct ot obema Ha paboTaTa MPUEMHOTO IMOMEIICHHWE CE paslens Ha
OTJICTTHU CEKTOPH, 000COOEHU CHOOPA3HO MPOIYKTUTE, TOCOYEHH B TIprutoxkeHue Ne 1.

(2) JlekapcTBeHHTE MPOAYKTH IO JIEKAPCKO MPEINHCAHUE Ce ChbXPAHABAT OTAEIHO 10 HAYMH,
BB3NPENATCTBAIL BU3YyaJIeH JOCTHII Ha MallMEeHTa/IOTpeOUTEs.

(3) Bceku paboten cektop ce 003aBex1a ¢ pad)TOBE WU TUIOTOBE ChC MM 0€3 OCTHKIISIBAaHE WIIH
ApYyT MPO3padeH MaTepHall, OCUTypsBAIld MPAaBUIHOTO ChbXpaHEHHE Ha JIEKAPCTBEHUTE MPOAYKTH, KaKTO H
OBP30 U JIECHO 00CITyKBaHE.

(4) 3abpansBa ce CbXpaHSBAHETO HA JICKAPCTBEHH MPOAYKTH, CBIABPIKAIIM HAPKOTHUYHHU
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BEIIIECTBA, B IPUEMHOTO ITOMEIIICHHUE.
(5) (Homa - JIB, Op. 81 ot 2015 r.) U3uckBanusTa Ha an. 1 - 4 HE ce OTHACAT 3a aNTEeKUTE 10 YJI.
222, an. 4 3JIIIXM.

UYn. 15. (1) AcuCTEeHTCKOTO TOMelIeHHe ce 00opyaBa ¢ pabOTHA Maca, ¢ ypeau W mocoowus,
HeoOXoauMU 3a paboTaTa Ha anTeKara.

(2) AcucTeHTCKOTO TIOMEIIIEHHE B anTekaTta mo 4wi. 12, ai. 1, T. 4 ce obopyaBa ¢ paboTHa maca, ¢
00Kc, CHa0/IeH C acIIMpallMOHHA ypea0a U ChJI0BE 32 XOMOTCHH3UPaHe Ha cMecH, padToBe WiH mKagoBe 3a
CbXpaHEHHE Ha OWJIKUTE, HEOOXOJWMHU 3a NPUTOTBSHE HA JIEKAPCTBEHH MPOAYKTH IO MarucrpajiHa u
¢bapmakorneiina perenrypa.

(3) bunkure, mpeaHa3HAYCHU 3a MPUTOTBSIHE HA JICKAPCTBEHM IMPOIYKTH IO MarucTpaiHa U
(dapmakorieiiHa peLenTypa, ce ChbXpaHsiBaT B 100pe 3aTBOPEHU KAPTOHEHU KyTHH WU IbPBEHH YEKMEDKETA.

(4) PpkoBOAMTENAT Ha anTekaTa OCHUIypsBa 3aIbJDKUTEIIHA METPOJIOTMYHA IOCIIEBaIla
MPOBEpPKa Ha BCUUKH BE3HU U JPYT'H U3MEPUTEIHU YPEIH ChIVIACHO 3aKOHA 32 U3MEPBAHUSATA.

(5) (Homa - 1B, 6p. 81 ot 2015 r.) JlekapcTBEeHUTE BEIIECTBA, MPEAHA3HAYCHHU 32 IPUTOTBSIHE HA
JICKapCTBEHH MPOAYKTH TI0 MarucTpasHa M ¢apMakoreifHa perentypa, ce CbXpaHsBaT B 100pe 3aTBOpPEHU
ONAKOBKHU, CBHABPXKAIIM HHPOpMAaLUsA 3a NPOU3BOJAMUTENS, MapTUAaTa M CpPOKa Ha TOIHOCT, CHIVIACHO
YKa3aHUATA 32 CbXPaHEHHUE Ha MPOU3BOIUTEIS.

Y. 16. (1)CknagoBoTo MOMEIIEHHE ce 003aBeka ChC:

1. cTenaxu u/wiu 3aTBOPEHU MIKa(OBE;

2. meraneH mkad win OyHKEp 3a CbXpaHEHHWE Ha TOPUMHU M JIECHO3AMAJIUMH JIEKapCTBEHU
MIPOTYKTH.

(2) Ipu pabota ¢ JneKapCTBEHU MPOAYKTH, ChIbPKALIM HAPKOTUYHHU BEIIECTBA, CE€ CIa3BaT
pasnopenourte Ha 3KHBII 1 moa3akoHOBHUTE aKTOBE O MPHUIATAHETO MY.

Y. 16a. (Hos - JIB, 6p. 67 ot 2010 r.) He ce momycka mocTaBsHETO B alTeKaTa Ha XMMHYECKa
TOaJeTHa.

Yn. 17. (1) (U3m. - IB, 6p. 81 ot 2015 r.) JlekapcTBEeHUTE NPOAYKTH, TOCOYCHH B MIPHUIIOKEHUE
Ne 9, xouto ce oTmyckar mo JEKapCKO MPEANHCAaHUE, CE€ ChXpaHSIBaT B OTAENEH WIKA( ChC CEKPETHO
3aKJIIOUBAHE, Pa3MOJIOKEH B MPUEMHOTO, ACHCTEHTCKOTO WM B CKJIQJ0BOTO MOMEIICHHE. 3a alTeKuTe Ha
nedyeOHUTE 3aBeaeHus o wi. 222, an. 4 3JIIIXM mkadbT ce mocTaBsi B aCUCTEHTCKOTO HITU B CKJIAJJOBOTO
MOMEIIIEHUE.

(2) TepmonabuIHKUTE JIEKAPCTBEHH MPOJAYKTU CE ChbXPAHSABAT B XJIAJMIIHUK.

Yn. 18. (U3m. - JIB, Op. 81 ot 2015 r.) MuHuManHuTe W3HUCKBAaHUS 3a O0OpYy/IBAaHETO Ha
MIOMEILIEHUATA Ha alTeKkara ca nocoyeHu B npuioxenue Ne 10.

Un. 19. (1) 3abpansBa ce BiIM3aHETO B PabOTHHUTE TMOMEIICHHS W CEKTOpPH Ha amnTekara Ha
BBHIIIHU JIMIIAa OCBEH OIPE/IEICHUTE B HOPMAaTUBEH aKT KOHTPOJIHU OPTraHU.

(2) (Jom. - IB, 6p. 64 ot 2022 r.) 3a0paHsiBa ce U3BBPIIBAHETO B alTeKaTa Ha ACHHOCTH, KOUTO
He ca ImocodeHd B wiI. 219, an. 1 3JIIIXM.

(3) (dom. - [IB, Op. 64 ot 2022 r.) 3abpansiBa ce paborara B MIPUEMHOTO TIOMEUICHHE HAa JPYTH
JUIa OCBEH HAa3HAYEHUTE TI0 TPYJOB JOTOBOP /WM JIOTOBOP 3a YIPaBJICHHWE Ha anTekata (apMameBTH H
CTYJCHTH, IPEMUHABAIIN U3UCKyeMUs cTax 1o pena Ha Hapenbara 3a equHHUTE AbP)KaBHU U3MCKBAHUS 32
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npugoOMBaHe Ha BHclie oOpa3oBaHue 1O crnenuanHocrra "®@apmamms" 3a  00pazoBaTeIHO-
KBaTM(UKAIMOHHA cTerneH "mMaructsp" u Hapenbara 3a eITMHHUTE ThP)KaBHU M3UCKBAHUS 3a IPUI0OMBaHE
Ha BHUCIIe 00pa3oBaHUE IO CHEIHATHOCTUTE OT NpPOo(ECHOHATHO HampaBlieHHWe "3aApaBHU TpuxH' 3a
oOpa3oBarenHo-KBaTM(UKAIIMOHHA CTEeTeH "MpodecuoHaIeH 0aKalaBbp 1O ....... .

(4) (HoBa - /IB, 6p. 81 ot 2015 1. (*)) 3abpaHsiBa ce B aNTEKUTE HA JICUSOHUTE 3aBEICHUS IO UII.
222, an. 4 3JIIIXM na paboTAT APYTH JIMIIa OCBEH HA3HAYEHUTE IO TPYJOB JIOTOBOP C JIEUEOHOTO 3aBEACHNE
MarucTbp-(papManeBTi 1 MOMOIIHUK-(hapMaIeBTH.

(5) (Ilpequmnaa an. 4 - IB, 6p. 81 or 2015 r.) MeaunuHCKUTEe W3ACIUS CE€ ChXPaHSABAT H
poJaBaT OTACIHO OT OCTaHAJIUTE MPOAYKTH B alTeKaTa.

(6) (Homa - [IB, 6p. 81 ot 2015 r.) B antekute Ha neyeOHUTE 3aBeieHus mo wi. 222, an. 4
3JITIXM MeAuIMHCKUTE U3ICIUSA 10 all. 5 Ce ChbXpaHsIBaT U OTIYCKAT OTJEITHO OT OCTAHAJIUTE TIPOTYKTH.

Pazpea I11.
Opranusanus Ha padoTrara B annTeKuTe

Y. 20. (1) PprkoBoauTeNIT HA anTeKaTa € OTTOBOPEH 3a:

1. msmocTHATa OpraHu3alys U KOHTpoJia Ha paboTaTa B anTeKara;

2. 3aKyIyBaHETO M MPUTOTBSIHETO HA KAYECTBEHU M O€30MaCHH JICKAPCTBEHH U IPYTH MPOAYKTH;

3. ocurypsiBaHeTO Ha HEOOXOJUMUTE YCIOBUS U pel 3a padboTa;

4. opraHu3upaHe Ha ChXPAHEHHWETO U OTIYyCKAaHETO Ha JIEKAPCTBEHU NPOIYKTH, ChABPKAIIN
HApKOTUYHM BEILECTBA, ChINIACHO M3nckBanusTa Ha 3KHBIT;

5. ocurypsiBaHeTo Ha pabOTHOTO OOJIEKIIO 3a EPCOHAIA;

6. TOBHIIIABAHETO HA NMpo(decHoHaHATa KBATH(UKAIKS HA padOTEIUTe B anTeKara, CBbp3aHa C
JIEHOCTTa UM, KaTO OCUTYpsiBa Y4acCTHETO UM B CHOTBETHU KypcoBe U JIpyru (Gopmu Ha oOydeHHE Haii-
MAaJIKO BeIHBK TO/IUIITHO;

7. (u3m. - JIB, Op. 67 ot 2010 1.) ocurypsiBane Ha npodecruoHanHa nHGoOpMaIus U CrpaBOYHA
JUTEpaTypa upe3 OCTHII 10 MHTEPHET WK Ha XapTHEH HOCUTEN, CBhP3aHa ChC:

a) HOpMaTHUBHATa ypea0a, periiaMeHTUpalla IeHHOCTTa Ha alTeKUTE;

0) noka3zaHus, IPOTUBOIOKA3aHUs, TI03UPOBKA, HEXKEJaHH JICKAPCTBEHU PEAKIIMU U JIEKAPCTBEHU
B3aUMOJICHCTBHS;

B) peKUMa Ha MpeN1CcBaHe U OTIyCKaHe Ha JIEKapCTBEHUTE MPOAYKTH;

I') KauyecTBOTO, CpPOKa HAa TOJHOCT M HAaYMHA HAa ChXpAaHEHHE HA JICKAPCTBEHUTE MPOAYKTH B
anTeKaTa U B JOMa Ha MallleHTa;

J1) JEKapCTBEHU MPOIYKTH, ChIbPIKALIM HAPKOTHYHU BEIECTBA W/WIM HM3UCKBAIM OTAETHO
ChbXpaHECHHE.

(2) PpkoBOAMTENAT Ha anTeKaTa € JUIbXKEH Ja MOBUIlaBa MpodecuoHamHaTa CH KBanuduKars,
y4acTBallKM B OpraHu3uMpaHu o pefa Ha wi. 182 or 3akoHa 3a 3apaBeTo (OPMHM Ha MIPOABIHKABAILO
oOydeHue Ha GapmareBTUTE.

Ui 21. Jlumero, momy4ymino paspelieHrue 3a ThProBUs Ha ApPeOHO ¢ JIGKApCTBEHHW IPOIYKTH,
OCUTYpsSIBa BCUYKH HEOOXOTUMU YCIIOBUS 32 U3MBIHEHHE Ha 3aIbDKEHUATA 10 Wi. 20 OT pbKOBOAMTENS Ha
anTeKaTa.

Un. 22. (1) B amrekara ce A0CTaBAT, OPUTOTBIT ChXPAHSABAT U OTIYCKAT CaMO Ka4ye€CTBEHH,
edukacHU ¥ 6€30MacCHH JICKAPCTBEHU TIPOTYKTH.
(2) (Homa - IB, 6p. 2 ot 2012 r.) [Ipu oTnyckane jJekapCTBEHUTE MPOAYKTH C€ OIAKOBAT Taka,
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Ye Jla ce rapaHTHpa 3ana3BaHe Ha TAXHOTO Ka4eCTBO U €(PUKACHOCT.

(3) (Ilpemumua an. 2 - 1B, 6p. 2 ot 2012 r.) I'pakmanure TpssOBa BUHArM aa ObAAT
uH(pOpMUpaHH 332 HAUYMHA HA YNOTpeda, ChXpaHEHHE U HeXellaH! JIEKAPCTBEHH PEaKIMHU Ha JIEKapCTBEHUTE
TIPOYKTH.

(4) (ITpeaumna an. 3 - JIB, 6p. 2 ot 2012 r.) Paboremure B antekara Morat Ja U3BbPIIBAT
neitHocty o wi. 219, an. 1 3JIIIXM camo criopes npuTexaBaHaTa OT TAX KBaJTU(UKAIHSL.

(5) (ITpepumna an. 4 - JIB, 6p. 2 ot 2012 r.) [IpenaumuioMen crtaxk B anTeka, omnpesesieHa 1o
pena Ha un. 8, an. 2 or Hapenbara 3a enuHHHTE ABp)KaBHH W3MCKBAaHUS 3a NMPHIOOMBAaHE Ha BHCIIE
oOpasoBanne mno crnenuanHoctra "®dapmanus" 3a oOpazoBarenHO-KBaTU(UKAIIMOHHA CTENEH "MarucTop',
npuera ¢ [locranoBnenne Ne 61 Ha Munucrepckus cpeT oT 2005 1. (00H., IB, 6p. 32 ot 2005 1.), MOXE 12
Ce TPOBEXJa HAa CTYACHTH IOJ KOHTPOJIA Ha MarucThp (apMmareBT Clie]] MPEJICTaBsiHE HAa ChOTBETHUTE
JOKYMEHTH OT BUCIIETO YUYHIIUIIIE.

Un. 23. (1) Bcekm apmaneBT € He3aBUCHM TIpH B3eMaHE Ha pEIICHHE, CBBP3aHO C
OCBILECTBSIBAHETO HA MPO(PECUOHATHUTE MY 33IbJDKEHHS, 32 KOETO HOCH ChOTBETHATa OTTOBOPHOCT.

(2) PaboromarensT W pBHKOBOAMUTENSAT Ha anTekara ca JIBKHM Ja 3a4dTaT IpaBaTta Ha
¢dapmarenta no ai. 1.

(3) 3a HenpaBWIHO MPHUTOTBEH W/WIM OTIYCHAT JIEKAPCTBEH MPOAYKT M 3a HACTHIWINTE
MOCJIEIUI HOCH OTTOBOPHOCT (hapMarieBThT, KOUTO IO € IPUTOTBUII W/WIIN OTITyCHAJL.

Un. 24. (1) JlekapcTBeHUTE MPOMYKTH B anTeKaTa c€ TMOJPEKAAT MO aHATOMOTEPaneBTUYHU
rpyImu.

(2) JlekapcTBeHUTE MPOAYKTH CE€ ChXPAHIBAT MPU YCIOBUATA, ONPEICICHH B Pa3pPEIICHUETO UM
3a ynotpeda/yJ0CTOBEPEHHUETO 3a PETUCTPAlHsl, a MEAUIIMHCKUTE U3/ICTUS U IPYTUTE MPOAYKTH - ChIIIACHO
YCJIOBHSITA HA TIPOU3BOIUTEIIS.

(3) (Otm. - 1B, 6p. 81 oT 2015 T.)

(4) TemmnepaTypara B MOMEIICHUATA M XJIAJWIHHUIIUTE CE OTUMTA €KEJHEBHO U CE BIMCBA B
JTHEBHUK.

U 25. (1) Ilpuemaneto W 0OpaOOTBAHETO HA PEIENTUTE, OTIYCKAHETO HA JICKAPCTBEHU
MPOAYKTH M MPOAadaTa Ha JPyTy MPOIYKTH ChIIIaCHO MpriiokeHne Ne 1 ce u3BbpIIBaT caMo B MPHEMHOTO
MIOMEIICHHUE.

(2) M3nbyiHEHWETO Ha PELEeNTUTE B anTeKaTra ce M3BBPIIBA MO pefa Ha Hapeadara mo uwi. 221
3JIIIXM.

(3) (Homa - JIB, Op. 81 ot 2015 r.) Paznopenbarta Ha ain. 1 He ce mpuiara 3a anTeKUTE HA
nedyeOHUTE 3aBefeHus mo wi. 222, an.4 3JI[IXM, B KOUTO JeKapCTBEHUTE MPOAYKTH MOTAaT Jia Ce OTIIyCKAaT B
EKCIIEeANIIMOHHOTO TIOMEIIICHHE.

Un. 26. (1) B acucTeHTCKOTO MOMEIIEHHE Ce U3BBPIIBA MIPUTOTBSIHE Ha JIEKAPCTBEHU MPOAYKTH
Mo MarmcTpaiiHa u (hapMakoreiHa pelenTypa, MPECUlBaHe M TMpelIMBaHe HA JICKAPCTBEHW M TIOMOIIHU
BEIIECTBA, KaKTO U (hacoBaHe HAa MPUTOTBEHUTE B alITeKaTa JIEKAPCTBEHU MPOTYKTH.

(2) IIpuroTBsHUTE B amnTeKaTa JEKApCTBEHH MPOAYKTH MO (dapMakoreiHa perentypa ce
3aBEX/IAT B JJAOOPATOPEH THEBHUK CHITIACHO MpuitoskeHune No 11.

(3) IIpuroTBsiHUTE B anTeKaTa JICKAPCTBEHU MPOIYKTH MO MaruCTpaiHa pelenTypa ce 3aBexaar
B JIHEBHHK CHIJIACHO MpuitoskeHune No 12.

(4) Bppxy omakoBKUTE Ha MPUTOTBSIHUTE B anTeKaTa JIEKApPCTBEHU MPOJIYKTH Mo ail. 2 u 3 ce
MOCTAaBSAT CIAEAHUTE O3HAUEHUSA:
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1. ampec Ha anTekara, HOMEp M JaTa Ha W3/aJICHOTO pa3pelIeHUe 3a ThProBUS Ha JAPeOHO C
JIEKapCTBEHH MPOYKTH;

2. HOMep, MO KOUTO € 3aImicaH ChCTaBbT Ha JIeKapcTBeHaTa opma B 1abOpaTOpHUS THEBHUK -
B CJIy4yauTe M0 a. 2;

3. HOMep M JlaTa Ha pellenTara, IMe U Bh3pacT Ha MaIMeHTa - B CllydauTe 10 ai. 3;
. lJaTa Ha TIPUTOTBSHE;
. HA4MH Ha ynoTtpeda U MoKa3aHus;
. HAYWH Ha CbXPAaHCHUC,

~N N LD B~

. CPOK Ha FOJHOCT.

(5) 3a0pansiBa ce CMECBaHETO Ha PA3JIMYHU MAPTUIU NP MPECUIIBAHE, MpEIUBaHe U (acoBaHE
Ha JIEKApCTBEHU MPOAYKTH B aNTeKaTa.

(6) Ilpu npecumnBane, npenuBaHe U GpacoBaHe Ha JIEKAPCTBEHU MPOJYKTU BbPXY ONAKOBKUTE CE
IIOCTaBsI €TUKET, KOMTO ChIbPKa BCUUKHU JTaHHU OT OPUTMHAIIHUS €THKET.

Yn. 27. (1) B cxi1agoBOTO NMOMEIIEHNE CE ChbXPAHABAT JEKAPCTBEHU MPOLYKTH U IPYI'H CTOKH,
KOHUTO Ce IIPO/aBaT B alTeKaTa.

(2) JlexapcTBeHHM MPOYKTH, OKAa3aJId HECHOTBETCTBUS C M3UCKBAHMATA 32 KAYECTBO, C U3TEKbI
CPOK Ha TOJIHOCT, C HapyILIEHU IIbPBUYHA WJIM BTOPUYHA OMNAKOBKA, CE€ ChXpaHSBAT OTAEIHO OT APYTUTE
JIeKapCcTBa Ha OIPEJIEJIEHO 3a 1Ie/ITa MACTO ¢ TPaiiHO CUIHAJIHO 0003Ha4YeHue, ye ca OJOKUpaHH.

Un. 28. (1) JlekapcTBeHH TPOIYKTH B KOJIMYECTBA, MO-MAJKH OT pa3pelieHara 3a yrnoTpeda
OMaKOBKa, C€ OTMYCKAaT C JHCTOBKA M B OMNAKOBKM, TapaHTUPAIIM 3aMa3BaHETO Ha KadyeCTBOTO U
OCHTYPSIBAll YCJIOBHSI 32 MPABIJIHOTO UM ChXpaHCHHE. BBpXy OIMAKOBKUTE CE HAHACAT BCHYKU JAaHHH OT
OpHUTMHAJTHATA OTIAKOBKA.

(2) JlexapcTBeHUTE BeIIeCTBA 3a M3TOTBSHE HA JIEKAPCTBEHH MPOIYKTH MO MarucrpaiHa U
(dapMakoreiiHa perentypa ce ChbXpaHsBaT B OIAKOBKA, TapaHTHUpaIla 3alla3BaHETO Ha KaueCTBOTO UM, C
HAJMKC, ChIbPXKAI CICAHUTE JAaHHU: HAUMEHOBAHHE, JIEKAPCTBEHO BEIIECTBO, MAPTUACH HOMEpP, CPOK Ha
TOIHOCT.

Ui 29. M3uckBaHusATa 3a ChbXpaHEHHE M MIPUTOTBSIHE Ha JIEKAPCTBEHU MPOIYKTHU €a MOCOYEHH B
npuioxenue Ne 13, a 3apaBHMTE M NPOTUBOCHMUAEMUYHM HM3UCKBAaHMs IpU paboTa B alTEeKUTe - B
npuiioxkenue Ne 14.

Yn. 30. (1) (U3m. - B, 6p. 79 ot 2017 r.) Opranm3anusara Ha padoTa W YHUCICHOCTTa Ha
dapmareBTHTe B amnTeKkaTa TpsAOBa Jga OCHTypsSBaT CIIa3BaHETO Ha HENPEKbCHATaTa MUHUMAJTHA
MEXIyAHEBHA M CEIMUYHA MOYMBKA U MPOABDKUTEIHOCTTa Ha pabOTHOTO Bpeme, ycTtaHoBeHU B Kojmekca
Ha TpyJa.

(2) IlepcoHanbT B anTekara 3abJDKATEITHO pabOTH ¢ paOOTHU OOYBKHM M OCIIM MPECTUIIKH, HA
KOUTO C€ TIOCTaBs HAJIMKC C UMETO, KBATU(UKALUATA U ITHKHOCTTA HA JIUIIETO.

Yn. 31. (1) PaGoTHOTO BpeMe Ha anrTekaTta, KakTo pabOTHOTO BpeMe M aapechT Ha Hail-Oin3kara
JICHOHOII[HA amnTeka ce OOsBsABAT upe3 Mmoaxonsmo odopMeHa Tabena. AKO HsAMa JIEHOHOIIHA arTeka, ce
00sBsiBa anrTeKara, KosiTo € ¢ Hail-baro paboTHO BpeMe.

(2) Besika anTeka 3aIBJDKUTEIIHO MMa HW3JIOKEHA HA BHIHO MCTO uMHMOpManus (agpec u
paboTHO BpeMe) 3a Hal-OJaM3KaTa anTeka, KbJETO ¢e MPUTOTBAT JICKAPCTBEHH IPOAYKTH IO MarkucTpaiHa U
¢bapmakomneiina perenrypa.
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(3) Besika anTeka 3aabKUTENTHO UMA M3JI0KEHA Ha BUJHO MSCTO MHpOopManus (agpec, TeinedoH
U pabOTHO BpeMe) 32 KOHTPOJIHUTE OPTraHH, Ha YUATO TEPUTOPHUS CE HAMHpPA alTeKaTa.

(4) (Homa - IB, Op. 81 ot 2015 r.) PaGoTHOTO Bpeme B anTeKkuTe Ha JIeUEOHUTE 3aBEACHUS 1O
w1 222, an. 4 3JIIIXM ce ompezaens ¢ NpaBUIHHMKA 3a YCTPOWCTBOTO, JEWHOCTTAa U BBTPEIIHMS pej Ha
CBHOTBETHOTO JIUEOHO 3aBE/ICHUE.

Un. 32. (1) (Ilpenumen Texer Ha 4wi. 32 - JIB, Op. 79 or 2017 r.) BuB Becska anTeka
3abJDKUTEIIHO C€ CBhXPaHABAT CIEAHUTE JOKYMEHTH, KOUTO C€ MpPEJOCTaBAT MpPHU IOUCKBAHE OT
KOHTPOJIHUTE OpPTaHU:

1. pa3pemienue 3a TbproBusi Ha APeOHO C JIEKAPCTBEHU MPOTYKTH;

2. MUIEH3HA 32 THPrOBHs Ha JPeOHO M ChXpaHsIBaHE Ha JICKAPCTBEHH NPOIYKTH, ChIBbPKAIII
HApKOTHYHU BEIIECTBA, KOTATO alTeKaTa € MoJy4uiia pa3peiicHue 3a Ta3u JCHHOCT;

3. (m3m. - IB, 6p. 79 ot 2017 1.) KONHsI OT TOKYMEHTHTE 3a MPABOCIIOCOOHOCT M OT TPYJOBUTE
JIOTOBOPH C pabOTEITUTE B aniTeKaTa JUIa, KAKTO U ChOTBETHUTE yBeIOMIICHH 10 WiI. 62, ait. 3 ot Kogekca
Ha TpYy/a;

4. (hakTypuTE WIH KOTHE OT TSIX, C KOUTO Ca 3aKyIEHH JICKAPCTBEHUTE MPOTYKTH;

5. Komusl OT AOKJIAIH 32 U3BBPIIEHN HHCIEKIMH OT KOHTPOJIHUTE OPTaHHU.

6. (otm. - IB, 6p. 79 o1 2017 1.)

(2) (HoBa - 1B, 6p. 79 ot 2017 r., u3m. - JIB, 6p. 2 ot 2021 r.) YUneHCTBOTO HA MarucThbp-
(dapMarieBTHTE OT IMEpCOHajJa Ha anTekata B bbiarapckus (apManeBTHUEH ChIO3 CE€ YIOCTOBEpsSBA IPH
MpOBEpPKa upe3 MpelCTaBsiHe Ha IPOeCHOHaTHa KapTa Ha MarucTbp-(apmarieBra, u3aaeHa ot bearapckus
(bapManeBTHYEH ChI03, W/WIM Ype3 CIpaBKa B HAIIMOHAJIHUS €JIEKTPOHEH pEerucTsp mo wi. 5, an. 1, 1. 4
3COMO.

(3) (Homa - JIB, 6p. 2 ot 2021 r.) UneHCTBOTO Ha MOMOUTHUK-(papMalleBTUTE OT MepcoHaia Ha
antekara B bearapckara acommarys Ha IMOMOUIHHUK-(DapMaleBTUTE Ce yIOCTOBEpsBa MPHU MPOBEpKa 4pe3
NPEJCTaBsIHE Ha YIOCTOBEPCHHE 3a aKTyaJHO WICHCTBO HIIM 4Ype3 CIpaBKa B HAIMOHAIHUS CIICKTPOHCH
peructsp o ui. §, ain. 1, . 2 3COMCAAMC3IID.

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

Pazgen IV.
Opranusanus Ha pa0oTa B anTeka Ha Je4eOHU 3aBedeHus mo wi. 222, aji. 4 3JIIIXM (3arJ.
usMm. - JIB, op. 81 ot 2015 r.)

Y. 33. (Hom. - [AB, 6p. 2 ot 2021 r.) AnTekure Ha jedeOHUTE 3aBeleHUs 1o wi. 222, an. 4
3JIIIXM ca camMOCTOSITETHH 3BEHa B CTPYKTypaTa Ha Je4eOHOTO 3aBEJCHHE, B KOETO CE HU3BBHPIIBAT
nertHoctute, onpenenenu B 3JITIXM.

Ui 33a. (Hos - /IB, 6p. 81 ot 2015 1., m3m. - JIB, Op. 2 ot 2021 r.) /lefiHocTTa Ha anTeKUTE Ha
nedeOHn 3aBeneHust o wi. 222, an. 4 3JIIIXM ce ocwmiectBiBa choOpasHo IIpaBumiata 3a mgo0pa

(dapMarieBTHYHA MPaKTHKA, IPUETH ChIVIacHO Wi. 5, ant. 1, T. 3 3COM® u chriacHo npaBuiaTa 1o wi. 8, ai.
I, 1. 5 3SCOMCAAMCSIID.

UYn. 336. (Hos - JIB, 6p. 81 ot 2015 r. (*)) B neyeOHute 3aBeneHus 3a OOTHUYHA TOMOIIL C HAJl
400 merna 3a aKTHBHO JICYCHHE WJIM B KOUTO MMa Pa3KpUTH Hal-maiko 10 KIMHUKHW/OTAEICHUS C Jiera,
KaKTO W B JICYCOHH 3aBEJICHHS, KOUTO MU3BBPIIBAT JECHHOCTH MO MEIUIIMHCKA OHKOJIOTHS W/WINA KIMHHUYHA
XEMaToJIOTHsI, Pa0OTH HaW-MajJKO €AMH MarucTbp-hapmaneBT ¢ mpuaodurta crnenuanHoct "Knunmuna
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dapmanus" wim cbe crienuanu3anus no "Kinuanana gapmarus'.

Ui 33B. (Hos - JIB, Op. 81 ot 2015 r.) Knuanunust dhapmaneBT chaeHCTBA ITPU OCHIIECTBIBAHE
Ha JIWHOCTHTE MO0 Ha3HAYABAHETO U MPUTOTBSIHETO HA JIEKAPCTBEHHUTE MPOTYKTH.

Yn. 33r. (Hos - JIB, 6p. 81 ot 2015 r., u3m. - IB, Op. 2 ot 2021 r.) Knuaunynusat gpapmaneBt
OCBIIECTBSIBA JICHHOCTTa CH B CHOTBETCTBHE ¢ [IpaBmiara 3a noOpa QapmaneBTHYHA NpPaKTHKA, TPUETH
cbrilacHo wi. 5, an. 1, T. 3 3COM®.

Yn. 34. HeKapCTBCHI/ITe MMPOAYKTHU, HNPCAHAZHAYCHU 3a XOCIHUTAIU3UPAHUTC IIAIMUCHTHU, CC
OTIYCKAaT B MOAXOAsIIa OIMIAKOBKaA, OCUTYpsBallla ITPABUIHOTO UM ChbXPAaHCHUC.

Un. 34a. (Hos - /IB, Op. 81 ot 2015 r.) B anTekute Ha neyeOHUTE 3aBeeHUs O wi. 222, ain. 4
3JIIIXM ce noaabpxKaT HEOOXOIUMHUTE KOJIMYECTBA JIEKAPCTBEHU MPOAYKTH, MEIUIIMHCKU U3/ENINS U JPYTH
KOHCYMaTHBH 3a OCUTYPsIBaHE Ha HOpMaJlHaTa paboTa Ha J1e4eOHOTO 3aBe/ICHHE 3a CPOK Hal-MaJlko 5 HHU.

. 35. (1) PpkoBoguTEeIMTE HA aNTEKUTE HA Jc4eOHMUTE 3aBeAcHUS 1o wi. 222, aim. 4, T. 1 u 2
3JIIIXM ca ujieHOBe Ha MEIUIIMHCKUS ChbBET HAa CHOTBETHOTO JIeYeOHO 3aBEICHUE.

(2) (Jom. - OB, 6p. 81 ot 2015 r.) Jlumara mo an. 1 WIUM TMOCOYEHH OT TSIX MArUCTBP-
(dapMaIeBTH 3aIBJDKUTEIIHO yd9acTBaT B pa3paboTBaHe Ha JIGKapCTBEHATa CTpaTerds Ha JiedeOHOTO
3aBe/IeHuEe, KaTo:

1. yuacTBaT BbB (papMaKOTEpaNeBTUUHUTE KOMHUCHU;

2. W3rOTBAT NPAKTHUECKHU PELENTYpHUIM, CHOOpAa3eHHM C KadeCTBOTO, CHTYPHOCTTa U
eduKacHOCTTa, KaKTO U (papmMakoTepaneBTUYHA W/ (HapMaKOMKOHOMHYECKA OIIEHKA Ha JICKApPCTBEHHUTE
MPOIYKTH;

3. y4JacTBar BBB BCHYKH ACHHOCTH, CBBP3aHH C JIOTOBapsiHE, CHAOJsABaHE W JOCTaBKa Ha
HEOOXOIUMUTE JICKAPCTBEHH MPOTYKTH;

4. M3roTBAT MPEANOKEHUS 3a MPOEKTOO0KETa Ha 1Ie4eOHOTO 3aBe/ICHHE B YacTTa My, Kacaelna
JIEKapCTBCHHUTE MIPOIYKTH;

5. M3rOTBST CTaHAAPTHU ONEPATUBHU MPOLEAYPH 32 IEHHOCTUTE, U3BHPILBAHU B alITEKaTa;

6. KOHTPOJUPAT CHXPAHEHUETO U OTYETHOCTTA HA JIKAPCTBEHUTE MPOAYKTH B OTICICHHUSATA W
KITHHUKUTE;

7. (noBa - JIB, Op. 81 ot 2015 r.) yyacTBaT B KIMHUYHU M3MUTBAHUS C JIEKAPCTBEHHU MPOAYKTH
W/WTA METUIIUHCKU U3JENHS ChIilacHo T. 4.6 oT mpuioxenue Ne 1 kpm 4. 1, an. 1 or Hapen6a Ne 31 or
2007 r. 3a onpenensiHe Ha paBuiaTa 3a JloOpa kinuHuYHa npakTuka (B, op. 67 ot 2007 1.).

Un. 36. PrkoBoguTenuTe HAa alTEKUTE Ha JIeUeOHUTE 3aBeAeHMA Mo wi. 222, an. 4, 1. 1 u 2
3JIIIXM ca OTroBOpHH 32 U3BBPIIBAHETO Ha JeHHOCTUTE 1O Wil. 20, KaKTO U 3a:

1. pa3npe/ieieHHeTo Ha JICKapCTBEHUTE TPOAYKTH 0 OT/ICIICHUATA,

2. ocurypsiBaHe Ha HeoOXoAMMara JIEKapCTBeHa U TepaneBTHYHA WH(OpMAIKs 32 OCTaHAIUTE
MEIUIIMHCKY CIICIIHAICTH;

3. (aoBa - JIB, 6p. 81 ot 2015 r.) 06cnmyXBaHETO HA MAIIMEHTUTE B U3BBHPAOOTHO BpEME M TIPH
W3BBHPEIHH CUTYAIIHH.

Un. 37. (1) dapmakoTepaneBTUYHaTa KOMHUCHUS B JiedeOHUTE 3aBefeHHs mo ui. 222, am. 4
3JIIIXM exeroaHo n3paboTBa CIUCHK C OCHOBHUTE JIEKAPCTBEHU MPOIYKTH, C KOUTO pabOTH ChOTBETHATA
anTeka, KOWTO ce yTBbPXKAaBa OT PHbKOBOIUTEINS Ha JIEYeOHOTO 3aBE/ICHHUE.

(2) CoucekbpT Mo an. 1 ce u3paboTBa M akTyanusupa cboOpa3zHO [lo3UTHUBHUS JeKapCTBEH
CIUCHK 10 Wwi. 262 3JITIXM.
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(3) CHabnsBaHeTO Ha aNTEKUTE HA JIEYEOHUTE 3aBEACHUS 10 all. 1 ¢ JIEKapCTBEHH MPOAYKTH Ce
M3BBPIIBA ChOOPA3HO CIHMCHKA MO ail. 1.

Uin. 37a. (Hos - [IB, 6p. 81 ot 2015 r. (*)) (1) JlekapcTBeHHTE IPOIYKTH 32 CUCTEMHO JICUCHUE
Ha 3JIOKAQUYECTBCHM 3a00JISIBAHUS CE€ TIPUTOTBSAT B alTeKaTta Ha ChOTBETHOTO JICUCOHO 3aBE/ICHHE BB BHJI 32
JTUPEKTHO TPUJIOKEHUE HA TIAI[UCHTA.

(2) Ilpu mpuroTBsiHE Ha JICKAPCTBEHHUTE NMPOIYKTH CE Cla3BaT HM3MCKBAaHHMATA HAa 3aKOHA 3a
3JIPAaBOCTIOBHH U OE€30MACHU yCIIOBUS HA TPYIL.

Y. 376. (Hos - IB, 6p. 81 ot 2015 1., oT™. - [IB, 6p. 79 o1 2017 1.)
UYn. 378. (Hos - 1B, 6p. 81 oT 2015 r., oT™. - IB, Op. 79 o1 2017 1.)

Un. 38. (U3m. - [IB, 6p. 2 ot 2012 1.) (1) (Hom. - AB, Op. 2 ot 2021 r.) 3a 3amoBOsIsIBAaHE Ha
COOCTBEHUTE CH HYXAH JiedeOHUTE 3aBeneHus o wi. 222, an. 4 3JIIIXM, kouto HAMAT OTKpUTA arlTeka,
Morar Jia ce cHaOsBaT OT amnTeka Ha Jpyro JiedeOHO 3aBelleHHe, MOMyYMIIO pa3pelieHre 3a ThbProBUs Ha
IpeOHO ¢ JIEKapCTBEHW MPOAYKTH, KakTo W Jmnen3us mo uwi. 33, am. 1 3KHBII npu crabnsBane c
JIEKapCTBEHU IIPOAYKTH, KOUTO ChALPKAT HAPKOTUYHU BEIIECTBA.

(2) JleueOHuTE 3aBeAeHUS IO aJI. | CKITIOYBAT TOTOBOP 3a CHAOSBaHE C JIEKAPCTBEHH MPOAYKTH,
B KOWTO ypexJaT yCIOBUsATA 3a 3asBABaHE, JOCTaBKa U 3alllalllaHe Ha MPOTyKTHUTE.

(3) C nmoroBopa mo ai. 2 ce ypexaaT U YCIIOBUATA, NMPH KOUTO MAarucThbp-(apMaieBThT,
PHKOBOJIUTENI Ha amnTekaTa Ha JIeYeOHO 3aBelieHue, MOJYYWIO pa3pelieHHe 3a ThProBHUs Ha JpeOHO C
JICKApCTBCHU MPOAYKTHU, OCBUICCTBABA TCKYIl KOHTPOJ BbHPXY YCJIOBHUATA 3a CbXPAHCHUC HA U3MNHUCAHUTC U
JIOCTAaBEHU JIEKAPCTBEHU MPOAYKTH.

Un. 38a. (Hos - 1B, 6p. 2 ot 2012 r.) (1) Cnex cxirouBaHeTo HAa JOTOBOP 1Mo wi. 38, am.2
ne4eOHOTO 3aBeCHHE, KOETO HsiMa COOCTBEHA amnTeka, U3MKUCBa HEOOXOJUMHUTE MY JIEKAPCTBEHHU MPOAYKTH
Ha JIEKapCTBEH JIMCT IIPU CIa3BaHE Ha pe/la M yCJIOBUATA 3a U3MKMCBAHE U OTYETHOCT, ocoueHu B Hapenba
No 4 ot 2009 1. 32 ycnoBusATa M pea 3a MpeANKCBaHe U OTIIYCKaHE Ha JIieKapcTBeHU mpoaykTH (/IB, op. 21
ot 2009 r.), KOWTO ce MpeaoCcTaBs 3a U3IIBIHCHNE B allTEeKaTa Ha JIEUeOHOTO 3aBE/ICHUE C alTeKa.

(2) Ilpu TpaHCTIOPTHPAHETO W JOCTABKaTa Ha JICKAPCTBEHUTE MPOIYKTH, U3MHMCAHM 1O pPelaa Ha
an. 1, ce cma3BaT ycioBHATA 332 ChXpaHEHHE, TOCOYCHH B Pa3pelIeHUETO 3a ynoTpeda Ha MPOTyKTHUTE.

Y. 386. (Hom - JIB, 6p. 2 ot 2012 r.) JleueGHOTO 3aBeqeHUE, KOETO HsIMA COOCTBEHA amnTeKa,
MOJKE JIa 3asBsiBa JICKAPCTBCHH MPOAYKTH, HEOOXOJMMH 32 3aJ0BOJISIBAHE HA COOCTBCHHTE MY HYXKIH, 32
CPOK He 1o-roJisimM oT 10 gHwu.

Y. 39. (1) (U3m. - JIB, Op. 81 ot 2015 r., m3m. - JIB, Op. 95 ot 2018 r.) JlekapcTBeHuTE
OPOAYKTH ¥ MEAUIMHCKUTE W3JeNus, NpeJHa3HAYeHW 3a KIMHUYHM W3MHTBAHMS, C€ IOIydYaBart,
ChXpaHsBaT, NPHUTOTBAT M OTMYCKaT OT arnrTekaTa Ha JIeYeOHOTO 3aBeJEHUE OTICIHO OT JPYTUTe
JIEKApCTBEHH TMPOIYKTH M MEIUIIMHCKU M3JCNUs, C 0003HAYCHHE 3a CTaTyTa MM, CBIVIACHO MPOTOKOJIA Ha
KIIMHUYHOTO M3MHUTBAaHE, a KOraTo JIe4eOHOTO 3aBe/IEHUE HE pasrojara ChC COOCTBEHA alTeKa WM anTeKara
HEe paboTH - B TOIXONAIIM 3a IIeNTa IOMEIIEHHUs, clies] oJ00peHue OoT (apMaleBT, 4WIEH Ha
H3CIICIOBATCICKUS CKUIL.

(2) (M3m. - B, Op. 2 ot 2021 r.) JlekapcTBeHUTE NPOAYKTH, MOJyYyaBaHU OT JIEUEOHUTE
3aBefeHUs mo pena Ha Hapem6a Ne 34 or 2005 r. 3a pema 3a 3amianiaHe OT JbpKaBHUS OODKET Ha
JIEYCHUETO Ha OBJATapCKUTE TpakJaHW 3a 3a00JsBaHMs M3BBH OOXBaTa Ha 3abJDKUTEIHOTO 3PaBHO
ocurypsBane (/IB, 6p. 95 ot 2005 r.), ce chbXpaHsABaT OTACITHO.
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(3) (Hosa - IB, 6p. 81 or 2015 r.) JlekapcTBeHUTE MPOIYKTH, NOJYyUYEHU KaTO XyMaHHUTapHA
MIOMOIII, CE ChXPAHIBAT B allTEKUTE HA JICUEOHNTE 3aBEACHUS OTJCITHO OT IPYTUTE JIEKapCTBEHN MPOIYKTH, a
KOTaTo JIe4eOHOTO 3aBe/IeHHe He pa3iojiara CbC COOCTBEHA anTeka - B MOIXOAAIIH 3a LEeJITa TOMEIECHHS.

(4) (Homa - 1B, 6p. 81 ot 2015 1. (*), ot™m. - [IB, 6p. 95 o1 2018 1.)

Pa3znen V.
IIpoaax06a Mo MHTEPHET HA JIEKAPCTBEeHM NPOAYKTH 0e3 Jiekapcko npeanucanue (Hos - /1B,
op. 2 or 2012 1.)

UYn. 40. (Hos - IB, 6p. 2 ot 2012 r.) (1) TeproBus mo MHTEPHET C JEKAPCTBEHH MPOAYKTH O€3
JIEKapCKO TIpEANMCaHhe MOKE Ja W3BBHPIIBA JIMIE, TONYYHIO pa3pelieHHe 3a THProBHs Ha JPeOHO C
JIEKapCTBEHHU MPOJYKTH WIN YAOCTOBEPEHHE 3a PErucTpalus Ha JIporepHst Mpu YCJIOBHUATAa M MO pela Ha
3JIIIXM u Ha Ta3u Hapenda, CbOTBETHO Ha Hapeabata mo wi. 243 3JITIXM.

(2) TeproBusita mo an.l ce U3BBPIIBA CAMO C JICKAPCTBEHH MPOIYKTH, pa3pelieHu 3a ynorpeda
1o peaa Ha 3JIITXM.

UYn. 41. (Hos - [IB, 6p. 2 ot 2012 1.) (1) 3a uzBbpiuBane Ha aeitHocTTa 1o wi. 40 nuiero TpsoBa
Jla pasrnosiara cbC COOCTBEH MHTEPHET CalT, Ha KOWTO Jia € My0OJIMKyBaHa ciieHaTa HHpopmanus:

1. HaMMEHOBAHUETO Ha IOPUINYECKOTO JIULIE;

2. cefanuiie U apec Ha yIpaBlICHUE;

3. azmpec Ha anTeKaTa Win ApOrepusTa;

4. HOMEep M Jara Ha Wu3AaBaHe Ha paspemieHuero no wi. 229, an. 2 3JIIXM wmm
yaoctoBepeHueTo mno wi. 240, an. 1 3JITIXM;

5. TpuTe UMEHA Ha PHKOBOJMTENA Ha alTeKaTa WK JpOrepusiTa;

6. HOMEHKJIaTypa, ChAbprKalla MEXIYHapOJHUTE HEMATEHTHU HAMMEHOBAaHUS U THPIOBCKHUTE
MMEHA Ha MpeJiIaraHuTe JIGKApCTBEHU NMPOIYKTH;

7. leHa Ha JIEKapCTBEHUTE MIPOIYKTH;

8. CTOHOCTTA Ha TPAHCIOPTHUTE Pa3XO/H, HEBKIIOUYEHHU B LI€HATa HA JIEKAPCTBEHUTE MPOILYKTH
10 T. 7, CBBpP3aHU C TAXHATA JOCTaBKa;

9. HauMHa Ha TJIaNlaHe, JOCTAaBKa U M3IIBJIHEHHE HA I0rOBOpa Mo 4i. 45;

10. mpaBoTO Ha MOTPEOUTENS Ja Ce OTKaXe OT J0roBopa Io 4i. 45 M ycJIOBHATA, IPU KOUTO
JIEKapCTBEHHUAT MPOIYKT MOXKE 1a HE ObJIe TIPHUET;

11. nadopmanus 3a OpraHuTe, OCHILECTBIBAILM KOHTPOJ BbPXY AEHHOCTTA;

12. (m3m. - JIB, Op. 2 ot 2021 r.) uHTEpHET BpB3Ka KbM cTpanuiure Ha WAJL, bbiarapckus
(bapManeBTHUEH Cbi03 U bbarapckara aconuanus Ha MOMOIIHUK-(apMaleBTUTE.

(2) Uadopmanusara no an. 1 tpabBa ga Obae mperocrtaBeHa MO SCE€H U pa3dupaeM HauMH, Ja
noyepTaBa THPrOBCKUS XapaKTep Ha NPEUIOKEHHETO U Ja ObJe B CHOTBETCTBUE C MpPHUHIIMIA Ha
JI0OPOCHBECTHOCT IIPU THPIOBCKUTE CIEIKU M J00paTa ThpProBCcKa MIPAKTUKA.

Ui 42. (Hos - JIB, 6p. 2 ot 2012 1.) (1) Ilpu 3amouBane Ha aeiHOCT 1o wi. 234, ain. 5 3JIIIXM
muuero no wi. 40 mpenocrass mucMeHa nHpopmarus B MAJL, koaTo chabpika:

1. nannamTe 10 un. 41, an. 1;

2. HAMMEHOBaHUETO HA UHTEPHET CaiTa;

3. IaHHM 3a JHIETO, KOETO € Ch3/1aI0 HHTEPHET CaliTa W/WIIH TO TTOIbpPXKA.

(2) KM undopmarusaTa o an. 1 ce mpuiara aekiaaparus ot JuieTo mo 4i. 40, ye mpurexana
WIM pasnoyiara ¢ TPaHCIOPTHU CPEACTBA, OCUTYpSBALM INPABUIHOTO CHXPAaHEHUE Ha JIEKAPCTBEHUTE
MPOJYKTH MPH TPAHCIIOPTHPAHE.
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Un. 43. (Hos - IB, Op. 2 ot 2012 r.) (1) B cememmHeBeH CpOK OT IMOCTBHIIBAHETO Ha
uHpopmanusara o wi. 42, an. 1 MAJI uzpbpiiBa npoBepka Ha caiiTa OTHOCHO HAIMYUETO HA JAHHUTE TIO Y.
41, an. 1.

(2) Korato MAJI ycraHoBu, 4e CalThT ChAbpPKA BCUYKA HEOOXOAMMH IaHHH, W3BBHPIIBA
BIKCBaHE Ha JIMIIETO 0 4wi. 40 B CIUCHK, MyOJMKYBaH Ha MHTEpHET cTpaHuiaTa Ha MAJL.

(3) Korato MAJI ycTaHOBH, Y€ CAaUTHT HE ChABPKA BCHUKH HEOOXOAMMH JaHHU WJIU Y€ CHIIHUTE
ca HeITbJIHM, U3Ipalia TUCMEHO YBEJAOMIIEHUE JI0 JIULETO 1o wi. 40 3a OTCTpaHsBaHE HA KOHCTATHUPAHUTE
MIPOITYCKH W/WJIH HECHOTBETCTBHUS.

Ui 44. (Hos - 1B, 6p. 2 ot 2012 1.) (1) JIunero no uin. 40 e 11bKHO /1a OCUTYPH YCIOBHS 3a:

1. mpaBMWIIHOTO OMaKOBaHE, TPAHCIIOPTUPAHE U JIOCTABSIHE HA JICKAPCTBEHUTE MPOIYKTH IO YJl.
40, ait. 1 Taka, 4e qa OBJAT 3aMa3eHU TEXHUTE Ka4eCTBa U e(PUKACHOCT;

2. IOCTaBSIHETO HA JICKAPCTBEHUTE MPOAYKTH 10 24 yaca OT MOCTHIIBAHETO HA 3a4BKATa;

3. BOJIEHETO Ha JOKYMEHTHpaHa CUCTeMa 3a MPOCIIEsIBAHE HA MIPATKUTE;

4. mpenocraBsHeTO Ha MHGOpPMALUS Ha MOJIydaTess Ha JEeKapCTBEHUTE MPOIYKTH 1o 4. 40, ai.
1 oTHOCHO HEOOXOIMMOCTTA Ja BH3CTAHOBU KOHTAKTa CH C JIEKyBAIlIMs JieKap B cly4ail Ha Bb3HUKBaHE Ha
npoOemMu pH yrnorpebdara Ha JIEKAPCTBEHUS MMPOIYKT.

(2) JIuero mo 4. 40 myOiMKyBa Ha MHTEPHET caiiTa cu MHGOPMAIIHS 3a HOMepa, MO KOWTO €
BIHMcaH B criuchbka Ha MAJI o un. 43, am. 2.

Yn. 45. (Hos - JIB, 6p. 2 or 2012 r.) Mexnay nunero no wi. 40 u nmorpeOuTens ce CKII0uBa
JIOTOBOD 3a MpoAax0a OT pa3CTOSIHUE MO CMUCHIA Ha 4il. 48 oT 3aKOoHa 3a 3alUTa Ha TOTPEOUTETUTE.

Ui 46. (Hos - 1B, 6p. 2 ot 2012 r.) [IpuemaneTo Ha 3asBKaTa U OTIYCKAHETO Ha JICKAPCTBEHUS
IPOAYKT CE U3BBPIIBA:

1. B anTeka OT MarucThp-hapMareBT WIK MOMOIIHUK-(hapMaleBT B clilyyauTe mo wi. 225, an. 1
3JIIIXM, nim

2. B porepusi OT MEAUIIMHCKH CIIELUAIINCT.

Y. 47. (Hos - IB, 6p. 2 ot 2012 r.) (1) Ilpn nomaneHa 3asBka jaureTo mo wi. 40 moTBbpIKIaBa
B IICMeHa (JopMa WM Ha JpyT TpacH HOcuTen nHpopmanusaTa mo wi. 41, am. 1, 1. 6 - 9.

(2) IIpu moTBBpKIaBaHE Ha 3asBKATa JIMIETO MO Wi. 46 naBa HeoOXoaUMaTa KOHCYJTAIUs HA
OBArapCcKu €3uK, MOUCKaHa OT MOTPeOUTENs.

Un. 48. (Ho - /JIB, 6p. 2 ot 2012 r.) Koraro numnero mo ui. 40 He MOXe Ja HM3MBIHU
3aIBJDKCHUSITA CH TI0 IOTOBOpA MOpPaau TOBA, Y€ HE pas3loyiara ¢ MOpPbUYaHUTE JICKAPCTBEHU MPOAYKTH, TO €
JUTH)KHO J1a YBEJIOMHU TIOTPEOUTES.

Ui 49. (Hos - IB, 6p. 2 ot 2012 r., nom. - JIB, 6p. 79 ot 2017 r.) 3asBKUTE 1 NOTBBPIKICHUATA
3a OTIyCKaHE MO WHTEPHET Ha JICKApPCTBEHU MPOAYKTH O€3 JIeKapCKO MpEeANuCaHue ce ChXpaHsIBaT Ha
XapTUECH WU CJICKTPOHECH HOCHUTEN B allTeKaTa WK JPOTrepHusTa 3a CPOK 5 TOUHHU.

Ui 50. (Ho - JIB, Op. 2 ot 2012 r.) PpkoBoaMTENAT HA anTekaTa WM APOTEpHSITa HOCU
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OTTOBOPHOCT 3a ISUIOCTHATA OpraHu3alvs W KOHTPOJIA HAa THPrOBUATA IO HMHTEPHET C JICKAPCTBEHU
MPOIYKTH 0€3 JIEKapCKO MPEANMCAaHNE B CHOTBETHHS OOEKT.

IIpexonnu n 3aKJIIOYUTEHH pa3nopeadu

§ 1. (1) 3amouHanuTte 70 BIU3aHETO B CHJIa HA Ta3u Hapeada MPOM3BOJCTBA 3a MOJTy4yaBaHE Ha
paspelieHure 3a ThProBus Ha IPeOHO C JIEKapCTBEHU MPOTYKTH WM 32 MIPOMSHA B U3a/ICHO pa3pelIeHHe ce
pasriexmar mpu ycioBusaTa Ha oTMmeHeHata Hapegba Ne 8 or 2000 r. 3a ycTpoilcTBOTO, perma u
opranmu3anusTa Ha paborara B antekure (B, 6p. 54 ot 2000 r.) B cpok 10 6 Mecella CYUTaHO OT JaraTa Ha
BJIM3aHETO 1 B CHJIA.

(2) Cnen m3tMyaHe Ha cpoka Mo aj. | 3amoyHanuTe A0 BIM3AaHETO B CHJIA HA Ta3u Hapenda
MIPOM3BOJICTBA 3a IMOJIyYaBaHE Ha pa3pelicHHe 3a ThProBHUS HAa JPEOHO C JICKApPCTBEHU MPOAYKTH WIH 32
MPOMsIHA B U3J1aJICHO pa3pelieHne ce JOBbPIIBAT MpU yCIOBUATA U pelia, IPEABUACHU B Hesl.

§ 2. (1) (Tlpeaummen Tekct Ha § 2 - JIB, 6p. 67 ot 2010 1., mom. - JIB, 6p. 2 ot 2012 r.) JIumara,
MOJTYYUJIH pa3pelieHne 3a OTKPUBAHE Ha anTeKa WU pa3pelieHre 3a ThbProBUs Ha JApeOHO ¢ JeKapCTBEHH
MPOAYKTHU MPUBEKIAT JEMHOCTTA CH B CbOTBETCTBHE C HEMHUTE U3UCKBAHUSI, C U3KII0OUeHUE Ha wi. 10, am. 2
uwi. 12, an. 3, B CpOK 10 ABE TOAUHU OT BJIU3AHETO U B CUJIA.

(2) (HoBa - 1B, 6p. 67 o1 2010 1., oT™M. - IB, Op. 2 0T 2012 1)

(3) (Homa - /1B, 6p. 67 ot 2010 r.) JIunara, moxy4uiu pa3penieHue 3a OTKPUBAHE Ha anTeKa WiH
paspelieHue 3a ThProBus Ha IPEOHO ¢ JICKAPCTBEHU MPOIYKTH B HACEJIEHU MecTa ¢ Hacenenue moj 10 000
JKUTEIU, IPUBEXKAAT IEMHOCTTA CM B ChOTBETCTBHE C M3UCKBaHETO Ha wi. 14, ait. 2 B cpok 10 1.07.2011 1.

§ 3. (U3m. - IB, Op. 2 ot 2012 r., mom. - ZIB, Op. 81 ot 2015 1., u3m. - JIB, Op. 2 ot 2021 1.)
KoHTporbT 10 M3MbJIHEHUE HAa HapeabdaTa ce OCHIIECTBSIBA OT MUHHUCTHPA HA 3PaBEONa3BaHETO, TJIABHUS
IBbP)KaBEH 3]IPaBEH MHCIEKTOP, M3ITBIHUTEIHUS JUPEKTOp Ha M3MbIHUTENTHAaTa areHIus 1Mo JIeKapcTBara,
JTUPEKTOPUTE HA PETUOHANHUTE 3ApPaBHU WHCIEKIWW W WHCHEKTOPU TPU PETUOHAIHUTE 3paBHU
WHCTICKITUH.

§ 3a. (Hos - /1B, 6p. 2 ot 2021 r.) U3mbnauTtenHa areHus "MeauIMHCKU Ha130p" ChbBMECTHO ¢
NPEJCTaBUTEIM HAa CbHCIOBHATa OpPraHM3allusl Ha MarucTbp-(apManeBTHTE, ChOTBETHO - CHBMECTHO C
MPEJCTaBUTENIM Ha CHCIOBHATA OpraHW3alMs Ha IMOMOIIHUK-(apMaleBTHTE, OCHIIECTBSIBAT KOHTPOJ 3a
cnasBaHe Ha [IpaBunara 3a 1o0pa dapmarieBTUYHA NMPAKTUKA, TPUETH ChriaacHo wi. 5, ai. 1, T. 3 3COM® u
[IpaBuiara 3a 100pa MEIMIMHCKA MpPaKTUKa I10 3JpPAaBHU TPHXKU, IPUETH ChIVIAaCHO wil. 8§, ai. 1, 1. 5 or
3COMCAAMC3IIID.

§ 4. Ta3u Hapenba ce uzgaBa Ha ocHOBaHuEe 4. 219, an. 2 or 3akoHa 3a JIEKapCTBEHUTE
MPOAYKTH B XyMaHHaTa MmeauiuHa u orMmeHs Hapemba Ne 8 ot 2000 1. 3a ycTpOMCTBOTO, pena u
opraHm3anusTa Ha padorara B antekute (B, 6p. 54 oT 2000 r.).

IIpexoxnu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA Ne 28 OT 2008 I'.
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3A YCTPOUCTBOTO, PEJA U OPTAHU3AILIMSITA HA PABOTATA HA ATITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE NIPOAYKTHU

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

§ 8. JIuuara, nony4yusn paspelieHue 3a OTKPUBAHE HA alTeKa WM pa3pelieHue 3a ThbpProBus Ha
JIpeOHO ¢ JIEKapCTBEHH MPOIYKTH, MIPUBEKIAT JCHHOCTTa CH B ChOTBETCTBHE C WI. 16a B cpok o 1.07.2011
r.

§ 9. JIunara, momy4ywin pa3penieHrue 3a OTKPHBAHE Ha alTeKa WK pa3pelieHue 3a ThProBHs Ha
IpeOHO ¢ JIeKapCTBEHU MPOIYKTH, IPUBEXK AT ICHHOCTTA CH B CHOTBETCTBUE C § 6, T. 1, OykBa "0" (0THOCHO
T. 5, OykBa "a") B cpok 10 1.07.2011 r.

IIpexonuu pasnopendomn
KbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IGA Ne 28 OT 2008 T'.
3A YCTPOMCTBOTO, PEJIA 1 OPTAHU3AIIMATA HA PABOTATA HA ALITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE ITPOAYKTHU

(OBH. - JIB, BP. 81 OT 2015 T

§ 22. JleueOHUTE 3aBECHUS NTPUBEKIAT IEHHOCTTA CH B ChOTBETCTBHE C M3UCKBAHUATA 110 § 7
OTHOCHO WiI. 19, ain. 4 B CpoK A0 IIeCT Mecella OT BIM3aHE B CHJjla Ha Ta3u Hapeaoa.

§ 23. JleueOHUTE 3aBeJICHUS MMPUBEKIAT JEHHOCTTA CH B ChOTBETCTBUE C U3UCKBaHUATA 10 § 12
OTHOCHO WiI. 330 B CPOK JI0 TP F'OJIMHU OT BIIU3aHE B CHJIA HAa Ta3W Hapeaoa.

§ 24. JleueOHUTE 3aBeICHUS IPUBEKIAT ACHHOCTTAa CH B CHOTBETCTBUE C M3MCKBaHUATA IO § 16
OTHOCHO WiI. 37a B CPOK /IO IIECT MECEIa OT BJIM3aHE B CHJIA HA Ta3W Hapeaoa.

§ 25. JleueOHUTE 3aBECHUS IPUBEKIAT ACHHOCTTAa CH B CHOTBETCTBUE C M3MCKBaHUATA IO § 17
OTHOCHO WiI. 39, an. 4 3a KIMHUYHU U3NUTBAHUS, TTOJIYYHIIN MTOJOKUTETHO CTAHOBHIIIE 32 TIPOBEKIAHETO UM
cbraacHo 3JIIIXM, no 1 suyapu 2017 1.

IIpexoanu pa3nopenou
KBbM HAPE/IGA 3A UBMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA Ne 28 OT 2008 T'.
3A YCTPOMCTBOTO, PEJIA U OPTAHU3AIIMATA HA PABOTATA HA ALITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE ITPOAYKTHU

(OBH. - 1B, BP. 79 OT 2017 T".)

§ 11. Hdo ytBbpkmaBane oT M3mbaHuTenHaTa areHIUs IO JieKapcTBaTa Ha 0O0pas3ly Ha
3asiBJICHUSA 0 § 3 3assBUTENUTE MOAABAT 3asIBICHUS 0 TOCETAIIHUS 00pasell.

IIpexonuu n 3aKJII0OYUTEHU pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE U JTOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
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YCJIOBUSATA U PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
HPOAYKTHU

(OBH. - 1B, BP. 85 OT 2023 I'., B CWJIA OT 16.10.2023 I".)

§ 19. Hapenbara Biu3a B cwita ot 16 okromspu 2023 T.

[Tpunoxxenne Ne 1 xpm ui. 1, amn. 1

(M3wm. - IB, 6p. 67 ot 2010 r., u3m. - JIB, Op. 2 ot 2021 1.)

[IpoaykTu, KOUTO ce mpeajaraT B alTEeKUTE

1. JlekapcTBEHU MPOTYKTH.

2. MenunHCKA U3EIHs.

3. I[I/IGTI/I‘IHI/I XpaHH 3a CriciuaJlHu MCOAUITUHCKU LICJIN, XpaHU 3a KbpMad€Ta U IPEXOJHH XPaHU.

4. XpanurtenHu qJ00aBKH.

5. Ko3aMeTnyHu npoayKTH.

6. CaHNTapHO-XUTMEHHU CPENICTBA.

7. buonuau ot rnasHa rpyna 1 "Jlesundexrantu", npoaykToBu THNoBe | U 2, U OT IJIaBHA

rpyna 3 "Konrtpon Ha Bpeautenu", npoaykroBu tunose 18 u 19, ceriacHo [lpunoxenune V ot Pernament
(EC) Ne 528/2012 na EBpomneiickus mapiament u Ha ChBeta ot 22 Maii 2012 1. OTHOCHO MPEIOCTaBIHETO HA
nasapa u ynorpedara Ha ouoruau (OB L 167, 27.06.2012 1.).

ITpunosxenue Ne 2 xpm ui. 1, an. 2

(M3wm. - IB, 6p. 2 o 2021 1.)

CrnuchK Ha JIEKapCTBEHU MPOIYKTH, OTIYCKaHU 0e3 JIEKapCKo Mpeancanue, KOUTO MOrar J1a ce MpojaBatr
4ype3 aBTOMaTH

3a JICYCHHUC Ha IICIITUYHa

I'pyna nponykrn ATC-kox INN JlombIIHATETHN N3UCKBAHHUS
AdTHanunu AQ02A
A02AB10 Aluminium MaxkcruMaaHO KOJIMYECTBO HAa aKTUBHOTO
hydroxide; BEIIECTBO 3a 71030Ba eaunmma 2,18 g/350 mg.
Magnesium oxide | Camo TeuHH JekapcTBeHH HOpMH 3a
MEPOPATTHO MPHIIOKEHHUE.
A02ADO1 Ordinary salt o 20 6post 1030BU €AMHUIIM B OTIAKOBKA.
combinations [ Camo TBbpAM J€KapcTBEHU HOPMH 3a
MEPOPATTHO MPHIIOKEHHUE.
A02AD04 Hydrotalcite MaxkcuMaaHO KOJIMYECTBO HAa aKTUBHOTO
BEIIECTBO 32 J030Ba eaunuia 500 mg. Camo
TBBP/IH JICKAPCTBEHU (HOPMH 3a TIEPOPATHO
MIPUIIOKEHUE.
JlexapcTBeHM IPOAYKTH A02B

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"
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CruchbK Ha JIEKapCTBEHH MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeanucaHie, KOMTO Morar Ja ce mpojaBaT
4ype3 aBTOMaTH

I'pyna npoxyktu

ATC-xox

INN

I[OHLJ'IHI/ITeJ'IHI/I HU3NCKBAaHUA

a38a u [ EPb

A02BA02

Ranitidine

MaxkcuMaJTHO KOJIMYECTBO Ha aKTHUBHOTO
BEIIIECTBO 3a J1030Ba eauHuia 150 mg; no 20
Opost T030BM €IMHUIM B OnakoBka. Camo
TBBPJIU JICKApPCTBEHU (POPMH 32 TIEPOPATTHO
MIPUIOKEHUE.

A02BAO3

Famotidine

MaxkcruMaaHO KOJIMYECTBO HAa aKTUBHOTO
BEILIECTBO 32 J030Ba eauHuna 20 mg; no 20
Opost JO30BYM €IMHMIIM B onakoBka. CaMo
TBBP/IU JIEKapCTBEHU (POPMU 32 IEPOPATHO
MIPHIIIOKEHUE.

A02BX13

Alginic acid in
combination with

antacids

o 20 6post 7030BM €AMHHIIN B OTTAKOBKA.
Camo TBBp/H JIEKapCTBEHU (HOPMH 3a
MIEPOPAITHO MPUIIOKECHHUE.

JlexapcTBeHM POAYKTH
3a JIeYeHHUE Ha
(YHKIIMOHATTHU
pa3cTpoiicTBa Ha
yepBaTa

AO3A

A03AA04

Mebeverine

MaxkcruMaaHO KOJIMYECTBO HA aKTUBHOTO
BEIIECTBO 32 1030Ba eauHuna 200 mg; no 30
Opost JO30BUM €IMHMIIM B onakoBka. CaMo
TBBP/IU JIEKApPCTBEHU (HOPMU 32 IEPOPATTHO
MIPHIIOKEHUE.

A03ADO02

Drotaverine

MaxkcuMaJTHO KOJIMYECTBO Ha aKTUBHOTO
BEILIECTBO 32 J030Ba equHuna 80 mg; 1o 24
Opost T030BM €IMHUIM B OMakoBka. CaMo
TBBP/IH JICKAPCTBEHU (HOPMH 3a TIEPOPATHO
MIPUIIOKEHUE.

CHoa3sMOIUTULIN
KOMOMHAIHA C
AHAJITETULIN

A03D

A03DAO2

Pitofenone and

analgesics

MaxkcuMaTHO KOJUYECTBO Ha aKTUBHOTO
BEIIECTBO 3a J030Ba equauma 500 mg/S
mg/0,1 mg; mo 20 6post JO30BU CAUHHIIN B
omakoBka. CaMo TBBP/IU JIEKapCTBEHU (OpMU
3a TIePOPAITHO MPUIIOKCHHE.

O4YHCTUTENHU CPEACTBA
(J1lakcatvBH)

AO6A

A06ABO8

Sodium
picosulfate

MaxkcuManHO KOJIMYECTBO HA aKTUBHOTO
BEIIIECTBO 3a J1030Ba eAMHUIA 10 7,7 mg/ml;
70 30 ml. Camo TeuyHa jekapcTBeHa opma 3a
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CruchbK Ha JIEKapCTBEHH MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeanucaHie, KOMTO Morar Ja ce mpojaBaT
4ype3 aBTOMaTH

I'pyna nponykru ATC-kog INN JIOIbIIHUTETHU U3UCKBAHUS
MEepOpaTHO MPUIIOKEHHUE.
AO06ADI11 Lactulose MakcHMaJTHO KOJIMYECTBO Ha aKTUBHOTO
BEIIIECTBO 3a J1030Ba eauHuIa 10 67 g/100 ml;
komryectBo 40 200 ml.
Camo TeuHa JiekapcTBeHa Gopma 3a
MIepOPaTHO MPUIIOKECHHE.
Hpyru upeBHn A07B
azcopOeHTH
AO07BAO1 Medicinal MaxkcHUMaITHO KOJIMYECTBO HA aKTUBHOTO
charcoal BEIIIECTBO 3a J1030Ba eAuHuIa 10 250 mg. J{o
20 O6post 1030BU €IMHUI B OnakoBka. Camo
TBBP/IH JIEKapCTBEHU (HOPMH 3a TIEPOPATHO
MIPUIIOKEHUE.
A07BCO05 Diosmectite MakcuMaJIHO KOJIMYECTBO Ha aKTUBHOTO
BEIIIECTBO 3a J1030Ba eauHuiia 10 3 g. [lo 30
Opost T030BM €IMHUIM B OnakoBka. CaMo
TBBP/IH JICKApCTBEHU (HOPMH 3a TIEPOPATHO
MIPUIIOKEHUE.
JlexapcTBEHM NPOIYKTH, A07D
[IOTUCKAIIH
MepUCTANTHKATA
AO07DAO3 Loperamide MakcumanHO KOJUYECTBO Ha aKTUBHOTO
BEILIECTBO 32 1030Ba eauHuna 2 mg. J{o 10
Opost J030BUM €IMHUIIN B OommakoBka. Camo
TBBP/U JIEKapCTBEHU (OPMU 3a IEPOPATHO
MPUIOKEHUE.
JlexapcTBEeHM NIPONYKTH, A09A
IMOBJIMSABAIIN
XPaHOCMHJIAHETO, BKJL.
€H3UMU
A09AA02 Multienzymes | MakcuMallHO KOJTMYECTBO HA aKTHBHOTO
BEIIECTBO 3a J030Ba eauuuna 10 000
Ph.Eur.U. lo 100 6post 1030BU €AWHHIIN B
onakoBka. CaMo TBBPIU JIEKapCTBEHH (popMu
3a MEepOPAITHO MPUIIOKEHHE.
MynTUBUTaMUHH, AllA
KOMOMHAIIUU
A1T1AAO3 | Multivitamins and | [Io 100 6post 7030BM €IMHHIIN B OTTAKOBKA.
other minerals, |Camo TBBpAU JeKapcTBeHU HOpMHU 3a
incl. combinations | mepopaiHO MPUITOKECHHE.
MynTuBUTaMUHH, AllB
CaMOCTOSITETHO
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CruchbK Ha JIEKapCTBEHH MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeanucaHie, KOMTO Morar Ja ce mpojaBaT
4ype3 aBTOMaTH

I'pyna npoxyktu

ATC-xox

INN

I[OHLJ'IHI/ITeJ'IHI/I HU3NCKBAaHUA

Al1BA

Multivitamins,
plain

o 100 Gpost 1030BU €TMHUIINA B OMTAKOBKA.
Camo TBBpaM IeKapcTBeHH (opMHu 3a
MepOpaTHO MPHUIIOKEHHUE.

AckopOHHOBA KUCEIINHA
BKJTFOUUTEITHO
KOMOHWHAIUU

AllG

Al1GB

Ascorbic acid
(Vitamin C),
including
combinations

o 100 Opost 1030BH €IUHULM B ONIAKOBKA.
Camo TBBpIM JIEKapCTBEHH (HOPMH 32
HEPOPAITHO MPUIIOKEHHE.

JlekapcTBEHH IPOIYKTH,
CTaOMIIN3HpAIITT
KaIuIsipuTe

C05C

CO05CA04

Troxerutin

MaxkcuMaJTHO KOJIMYECTBO Ha aKTUBHOTO
BEIIIECTBO 3a J1030Ba eauHuia 300 mg; no 50
Opost T030BM €IMHUIM B OMakoBka. Camo
TBBPJIU JICKApPCTBEHU (POPMH 32 TIEPOPAITHO
MIPUIOKEHUE.

MaxkcuMaJTHO KOJIMYECTBO Ha aKTUBHOTO
BEIIECTBO 3a 1030Ba eauHuia 20 mg/1 g; no
40 g B onakoBka. Camo epmMasiHu
JIEKapCTBEHH (POPMU 3a JIOKATTHO
MIPUIIOKEHUE.

CO05CAS1

Rutoside,
combinations

o 100 Opost 1030BH €IUHUIM B ONTAKOBKA.
Camo TBBpIM JIeKapCcTBEHH (OPMH 3a
HEPOPATHO MPUI0KEHHE.

AHTUTIPYPUTUYHU
JIEKapCTBEHH MTPOYKTH,
BKJIFOUUTEITHO
AHTUXUCTAaMUHH,
AQHECTETULIU U JIp.

DO04A

D04AA09

Chloropyramine

MakcrMaaIHO KOJUYECTBO HAa aKTUBHOTO
BEIeCTBO 3a J030Ba equnHuma 1 g/100 g; no
18 g B onakoBka. Camo JepMaiHu
JeKapcTBEHH (DOPMHU 32 JIOKAITHO
NPUIIOKEHHUE.

D04AA13

Dimetindene

MakcHMaIHO KOJUYECTBO Ha aKTUBHOTO
BEIIECTBO 3a Jj030Ba equHuma 1 mg/1 g; no 50
g B ormakoBka. Camo JiepMalTHH JICKapCTBEHH
(dbopMH 3a JIOKATHO MPUIIOKEHHE.

D04AA32

Diphenhidramine

MaxkcruMaaHO KOJIMYECTBO HAa aKTUBHOTO
BEIIECTBO 3a J1030Ba equHuIa 10 20 mg/g ; 1o
50 g B onakoBka. CaMo JepMaiHu
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CruchbK Ha JIEKapCTBEHH MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeanucaHie, KOMTO Morar Ja ce mpojaBaT
4ype3 aBTOMaTH

I'pyna npoxyktu

ATC-xox

INN

I[OHLJ'IHI/ITeJ'IHI/I HU3NCKBAaHUA

JIEKapCTBEHH (POPMU 3a JIOKATTHO
MPUIIOKEHUE.

AHTHCENTHIIN U
ne3uH(peKTaHTH

DO8A

DO8AAO1

Ethacridine lactate

MakcuMaHO KOJUYECTBO Ha aKTUBHOTO
BelecTBo 3a qo3oBa equnuma 0,1 g/100 ml;
10 100 ml B ormakoBka. CamMo Te4HH
JICPMAJTHU JICKAPCTBEHHU (POPMH 3a JIOKAITHO
MPUIIOKEHUE.

D08AXO01

Hydrogen
peroxide

MaxkcruMaaHO KOJIMYECTBO HAa aKTUBHOTO
BEIIIECTBO 3a 1030Ba eaununa 3%; 1o 100 ml
B onakoBka. CaMoO T€YHH JepMaJIHU
JIEKapCTBEHH (POPMU 3a JIOKATTHO
MIPHUIIOKEHUE.

HpOTI/IBOBLSHaJ'II/ITCJ'IHI/I
1 aHTUPCBMATHYHU

HECTCPOUIHU

JIEKApCTBEHU NPOAYKTH,

MO1A

MO1AEO1

Ibuprofen

MaxkcuMaJTHO KOJIMYECTBO Ha aKTUBHOTO
BEIIECTBO 3a J1030Ba eauHuiia 200 mg; no 20
Opost T030BM €IMHUIM B OMakoBka. CaMo
TBBP/IU JIEKapCTBEHU (HOPMH 3a TIEPOPATHO
MIPUIIOKEHUE.

MO1AEO3

Ketoprofen

MaxkcuMaJTHO KOJIMYECTBO Ha aKTUBHOTO
BEIIIECTBO 3a J1030Ba eauHuiia S0 mg; go 20
Opost T030BM €IMHUIM B OnakoBka. CaMo
TBBP/IH JICKApCTBEHU (HOPMH 3a TIEPOPATHO
MIPUIIOKEHUE.

MO1AE17

Dexketoprofen

MaxkcuMaJTHO KOJIMYECTBO Ha aKTUBHOTO
BEIIIECTBO 3a J1030Ba eauHuIla 25 mg; 1o 20
Opost T030BM €IMHUIM B OnakoBka. CaMo
TBBP/IH JICKApCTBEHU (HOPMH 3a TIEPOPATHO
MIPUIIOKEHUE.

IIpoTHBOBB3MATUTETHI
JIEKapCTBEHU MIPOLYKTH
3a JIOKAJIHO
MIPUIIOKEHUE,
HECTEPOUIHU

MO2A

MO2AA

Antiinflammatory

preparations, non-

steroids for topical
use

JlepMaiHH JiekapcTBEHU (OpMH 3a JIOKAITHO
HPUIOKEHHE ¢ MaKCUMalieH obeM/Maca Ha
IbpBUYHATA OnakoBka - 60 ml/60 g.

HApyru ananretunu u

NO02B
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CruchbK Ha JIEKapCTBEHH MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeanucaHie, KOMTO Morar Ja ce mpojaBaT

49pe3 aBTOMATH

I'pyna nponykru ATC-kog INN JIOIbIIHUTETHU U3UCKBAHUS
AHTUTIUPETUITN
NO2BAO1 | Acetylsalicylic |MakcuMaaHO KOJHYECTBO HA aKTUBHOTO
acid BEIECTBO 3a M030Ba eauHuia 500 mg; no 20
Opost 1030BU €IMHUIM B OnakoBka. Camo
TBBPJIU JICKApPCTBEHU (POPMU 32 TIEPOPAITHO
MIPUIOKEHUE.
NO2BAS1 | Acetylsalicylic | lo 20 Opost 1030BH €MHUIU B OIIAKOBKA.
acid, Camo TBBp/H JIEKapCTBEHU (HOPMH 32
combinations, |mepopanHoO NPUIOKEHHE.
excluding
psycholeptics
NO2BEO1 Paracetamol MakcHMaJIHO KOJIMYECTBO Ha aKTUBHOTO
BEIIIECTBO 3a J1030Ba eauHuia 500 mg; no 20
Opost T030BM €IMHUIM B OnakoBka. Camo
TBBPJIU JICKAPCTBEHU (POPMU 32 TIEPOPAITHO
MIPUIIOKEHUE.
NO2BES1 Paracetamol o 20 6post 7030BH €AMHUIIN B OTTAKOBKA.
combinations, |Camo TBbpu JieKapcTBEHU (HOPMH 3a
excluding MEepPOpaTHO MPUIIOKEHHUE.
psycholeptics
N02BB02 Metamizole MaxkcuManHO KOJIUYECTBO Ha aKTUBHOTO
sodium BEIIECTBO 3a 1030Ba eauHuia 500 mg; no 20
Opos JO030BH €AMHUIIN B ormakoBka. Camo
TBBPJIU JIEKApPCTBEHU (POPMU 32 IEPOPATHO
MIPIJIOKEHUE U PAX0Be 32 MIPUTOTBSIHE HA
Pa3TBOPH 3a MEPOPATTHO MPUIIOKECHHE.
CpHOTBOpHU U NO5C
CeJJaTUBHU JICKapCTBCHH
IPOIYKTH
NO5SCMO09 | Valerianae radix | MakcuMaaHO KOJIHMYECTBO HA aKTUBHOTO
BEILIECTBO 32 J030Ba eauHuna 200 mg; no 20
Oposi JO30BU €AMHUIIN B OmmakoBka. Camo
TBBPIH JICKAPCTBEHU (HOPMH 3a TIEPOPATHO
MIPHIIIOKEHUE.
JlexapcTBeHM IPOAYKTH RO2A
3a JIeYeHUE Ha I'bPIIO0
RO2AA Antiseptics Jlo 24 6post 1030BU €AUHUIIM B OTIAKOBKA.

Camo TBBpIM JeKapcTBEHH (HopMU 32
HIepOPATHO MPHUII0KEHHE.

[Tpunoxenue Ne 3 kM uit. 2, ain. 3
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Arnrekara nma HU30aICHO pa3spCIICHUC 3a ThbPIr'OBUA HA ,Z[pe6HO C JICKAapCTBCHU IIPOAYKTH

Ne /
Ha
(MMe 1 BUJ Ha THPTOBEIIA)
Peructpupan/EVK
ceJlaNuIIe: rp., 00IIrHA,
aJipec Ha yIpaBlieHUE:
Ha anpec:
rp. yi.

P’BKOBO,I[I/ITCJ'I Ha afTcKara €:

HeﬁHOCTHTe, KOHUTO MOraT Aa CC¢ U3BbPLIIBAT B alITCKATA, Ca:

(omucBart ce JeHHOCTUTE, KOUTO ca IOCOYEHH B Pa3pellIeHUETO, N3JaIEHO OT MUHUCThpa Ha

3/IpaBEOIa3BaHETO).

[Ipunoxenne Ne 4 xpM ui. 3, an. 3

(M3wm. - IB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023 1.)

OHEBHNK HA N3MNbNTHEHUTE PELIENTW B ANTEKATA

Ne | Hata Ha
no [oTnyckaHe
pen

HPH Ha HPH Ha
npeanuceaHe | OTMycKaHe
(3a (3a
€NIeKTPOHHWN | eNeKTPOHHU
npeanucaHns) | npeanucaHus)

Mme Ha | ViMe Ha
nauuneHTa, | nekaps,
Bb3pacTt | YWH
n apgpec

Vme Ha
papmavneBTa,
YNH

OTtnycHatn
NeKapCTBEHM
npooykKTn No

TbProBCcKo
HavMeHoBaHme
N KONMYECTBO

Peoakuus kom JIB, 6p. 109 om 23 Jlexemepu 2008 2.

Ipunoscenue Ne 4 kom un. 3, an. 3

JHEBHUK HA U3ITBJIHEHUTE PELIEIITU B AIITEKATA

No Jlama na Hwme na nayuenma, Hnme na nexaps Ilpuen | Omnycnan | 3abenesicka
no npuemane 6v3pacm u aopec YUH
peo | Ha peyenmama
Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.




ITpunoxxenne Ne 5 xpMm ui. 4, an. 1

Crmchk Ha JICKAPCTBCHUTC I'PYIH CHITIACHO aHATOMO-TCPAIICBTUYHO-XHNMHUYIHA KHaCH(bHKaHHH, C KOHUTO
pas3noJiara BCsKa alTeka

A XpaHocMUIIaTeIIHA CHCTEMa U METa00JIN3bM

A01 CToMaToN0rMYHY JIEKApPCTBEHU MPOAYKTU

A02 AHTHALIMIHY JIEKAPCTBEHU NPOAYKTH

A03 JlekapcTBeHM MPOAYKTH MPU (DYHKITMOHAIHUA CTOMAITHO-YPEBHU 3a00JIIBaHUS
A04 AHTHEMETHUYHH U MPOTUBOTIOBPBIIAIITI

A05 JlexapcTBeHH MPOIYKTH 32 JICYCHHUE HA JKIIBYHU U YePHOAPOOHH 3a00IsIBAaHHS

A06 O4YUCTUTENIHU U JIAKCATUBHU JIEKAPCTBEHU MPOTYKTH

A07 AHTUIVMAPUIHH, YPEBHH TPOTUBOBB3MATHTEITHI/aHTHHH(DEKITNO3HY JICKAPCTBEHH MPOTYKTH
A08 JlekapcTBeHM MPOAYKTH MPU 3aTIBCTABAHE, C U3KIIOUEHUE HA JUETUYHU IPOAYKTH
A09 JlekapcTBEHM IPOIYKTH, MOBIUSABAIIN XPAHOCMUIAHETO, BKIFOUYUTEIIHO U €H3UMU
A10 AHTUIMa0ETHY JIEKAPCTBEHU MPOAYKTU

All Burtamunu

Al2 MuHepanHu 100aBKH
Al3 Tonunn

Al4 AHa00IJIHY JIEKapCTBEHU NMPOIYKTH 32 CUCTEMHO IPUIIOKEHUE

AlS ANETUTOCTUMYJIAHTH

Al6 Jpyru nexkapcTBeHU MPOIYKTH, TOBIMSBAILN XpaHOCMUJIATENIHATA CUCTEMA U METaboIu3Ma
B KpBB ¥ KpbBOTBOPHU OpraHU

BO1 AHTHTPOMOOTHYHH JICKAPCTBEHU MTPOTYKTH

B02 AHTHUXEMOparu4Hu JE€KapCTBEHH MPOTYKTH

B03 AHTHaHEMUYHH JIEKapCTBEHU IPOAYKTH

BO05 KpwBo3amecTurenu u nHPY3MOHHH pa3TBOPU

B06 Jpyru xemaToJa0rM4HN IPOAYKTH

C CppaedHo-chI0Ba cUCTEMA

Co1 JlexapcTBeHM IPOAYKTH 3a JI€UEHHE Ha ChPJCUHU 3a00J11BaHuUs (TEpanus Ha ChpILETO)
C02 AHTUXUIIEPTEH3UBHU

Co03 Huyperunn

Co4 [Tepudepuu BazonumaTaTopu
Co05 Basomnporekropu

Co7 bera-6nokepu

CO08 biiokaTopu Ha KaquMeBUTE KaHAIU

C09 JlekapcTBeHM MPOAYKTH, MOBIUSBAIIN PEHUH-aHTHOTEH3MHOBATA CHUCTEMaA
C10 JlunmponoMonyupaiy JIeKapCTBEHU POAYKTH

D Jepmaronoruuau

D01 AHTUMUKOTHYHH JIEKapCTBEHU MPOAYKTH 3a JI€PMATOJIOTMYHA yIIoTpeda
D02 OmekyaBaly 1 npeana3Baly KoKaTa JIEKapCTBEHU POAYKTU

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



D03
D04
D05
D06
D07
D08
D09
D10
DI1

GO1
G02
GO03
G04
H

HO1
HO02
HO3
HO04
HOS5
J

JO1
JO2
Jo4
JOS
JO6
JO7
L
LO1
L02
LO03
L04
M
MO1
MO02
MO3
Mo04
MO5
M09
N
NO1
NO02

JlekapcTBeHM MPOAYKTH 32 JICUCHUE HA PAHU U SI3BU

[TpoTuBOCHPOEIKHHU, BKIIOYUTEITHO U AaHTUXUCTAMUHU, aHECTETHIIH U JP.
AHTUIICOPUATUYHU JIEKAPCTBEHU MPOAYKTH

AHTHOUOTHUIIM U XMMHOTEPATIEBTUIIM 32 JIEPMATTHO MPUIIOKEHHE
KopTtukocrepouu 3a 1epmMaiHo NPUIOKEHUE

AHTHCENTHUIIN U Ae3UHPEKTaHTH

IIpeBpB3KH C JEKAPCTBEHO BEIIECTBO

JlekapcTBeHM MPOAYKTH 32 JICUCHHUE HA aKHE

Jpyru nepMatoioruyHu JIEKapCTBEHH MPOTyKTH

[Tukouo-mos0Ba cucTEMA U TIOJIOBU XOPMOHHU

['mHeKonOTUYHU, aHTHHMH(EKITUO3HH JIEKAPCTBEHH MPOTYKTH M aHTUCETTHIIH
Jpyru ruHeKoIOTUYHY JIEKapCTBEHH MPOITYKTH

[TonoBM XOpPMOHHU U JIEKAPCTBEHU MPOAYKTH, PETYIUPAIN TTOJIOBATa CUCTEMA
VYponoruuHu aeKapcTBEHU MPOIYKTH

CucremHn XOPMOHAJIHU JICKAPCTBCHHU IMTPOAYKTH, C USKIIHOUCHUEC HA ITIOJIOBUTE XOPMOHHU U
HHCYJIMHUTC

XunopuszHU XOPMOHU ¥ XOPMOHH Ha XUIOTANIaMyca U TEXHH aHATI03U
Koprukocreponn 3a CHCTEMHO MPUIIOKEHNE

JlexapcTBeHM NPOIYKTH 3a JIEYEHHE Ha 3200 IsBaHUs Ha IIUTOBHU/IHATA JKJI€3a
[TaHkpeaTHuHU XOpPMOHU

JlexapcTBeHM MPOIYKTH, MOBIMSBAILN KaJIleBaTa 0OMsIHA
AHTUUH(DEKIIMO3HY JICKAPCTBEHU MPOAYKTH 32 CUCTEMHO TIPHIIOKEHUE
AHTHOaKTEpUaTHH JIEKAPCTBEHH MPOJYKTH 332 CUCTEMHO MPUIIOKEHHE
AHTUMHUKOTUYHU JIEKAPCTBEHU MPOIYKTH 33 CUCTEMHO MPUIOKEHUE
AHTUMUKOOAKTEpUATHH JIEKAPCTBEHH MPOTYKTH

[IpoTHBOBUPYCHHU JIEKAPCTBEHU MPOAYKTH 3a2 CUCTEMHO MPUIIOKEHHE
NmyHHU cepyMH 1 UMYHOTJIOOYJTUHU

Bakcunu

[IpoTUBOTYMOPHHU 1 UMYHOMOAYJIMPAILH JIEKAPCTBEHH MMPOAYKTH
AHTUHEOIITIACTUYHH

JlexapcTBeHM POAYKTH 3a €HAOKPUHHA TepaIus

NmyHoCcTUMYIaHTH

NmyHocynpecopu

MycCKyIHO-CKeJIETHAa CUCTEMA

[IpoTHBOBB3MATUTENHN U IPOTUBOPEBMATUYHU JIEKAPCTBEHU ITPOLYKTH
JlexapcTBeHM MPOIYKTH 32 JIOKAIHO MPUJIOKEHHUE NPU CTaBHA U MYCKYJIHA O0JiKa
MyCKyJIHU peJlaKCaHTH

JlekapcTBeHM MPOAYKTH 3a JICUEHUE HA IToAarpa

JlekapcTBeHH MPOAYKTH 3a JICUCHUE HAa KOCTHU 3200/ IsIBaHUS

Jpyru nexapcTBeHU MPOIYKTH NpH 3a00JIIBaHUS HA MYCKYJIHO-CKEJIeTHAaTa CUCTEMa
Hepsna cucrema

AHecTeTHA

AHanretTuim
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NO3 AHTHENTUIIENITHIIN

NO04 AHTUNIAPKUHCOHOBHY JIEKAPCTBEHU MPOAYKTU
NO5 IIcuxomenTuim

NO06 [Icuxoananentuuu

NO7 Jpyru nexkapcTBeHH MPOLYKTH, NOBIMSBAILN HEPBHATA CUCTEMA

P AHTUTNIAPa3UTHU, UHCEKTULIMIN U PETIEIICHTH

P01 AHTUIIPOTO30MHHU JIEKAPCTBEHU IPOAYKTH

P02 AHTUXEIMUHTHH JIEKAPCTBEHH MPOITYKTH

P03 JlexapcTBeHM NPOAYKTH 3a JI€UEHHE Ha €KTONApa3uTHU 3200 sIBaHUS, BKIFOUNTEIIHO CKaOULIUIH,
MHCEKTULIUAN U PETIETIECHTH

R JlmxaTenHa cucrema

RO1 Ha3annu nekapcTBeHM NpOAYKTH

RO2 JlekapcTBeHM IPOAYKTH 3a JieueHHe Ha 3a00JI1BaHUs HA yCTHATa KyXuHa U (apuHKca

RO3 JlekapcTBeHM MPOAYKTH 3a JIeUeHHE HAa OOCTPYKTUBHU JIUXATEIIHU 3a00JI1BaHUS

RO5 JlekapcTBeHH MPOAYKTH 32 JICUCHHUE HA KAIIJTUIA U TPOCTYAHH 3a00JIIBaHUS

RO6 AHTUXMCTaMUHU 332 CUCTEMHO IIPUIIOKEHUE

RO7 Jpyru nexkapcTBeHU NPOIYKTH, MOBIMABALIM JUXaTeIHATa CUCTEMA, 3a CUCTEMHO MTPUIIOKEHHE

S CeH30pHM OpraHu

SO01 OdTanMoIOrHYHH JEeKAPCTBEHH MPOAYKTH

S02 OTOJIOrMYHHU JIEKAPCTBEHU MPOAYKTH

S03 OdTanMonOruuHu U OTOJIOTUYHH JIEKAPCTBEHH MPOTYKTH

\% Jpyru nexapcTBeHU IIPOLYKTH

Vo1 Auneprenu

Vo3 Bcewuku npyru nekapcTBeHM NPOAYKTH

Vo4 JlnarHocTUYHU NPOAYKTU

V06 JleueOHm xpaHu

Vo7 Bceuuku npyru HenekapCTBEHU MPOAYKTH

V08 KountpacTtHu BemecTBa

V09 JluarHocTuuHy paanogapMaleBTUIHN IPOTYKTH
V10 TepaneBTryHM paarodapMaleBTHUHN TPOAYKTH
V20 XUpypruyHu IpeBpb3KU

XOMeONaTUYHH CHeUATUTETH U MOHOIIpETIapaTu

ITpunoxenne Ne 6 kbM 4. 5

(OtMm. - /1B, 6p. 2 0T 2012 1.)

ITpunosxenne Ne 7 kpm ui. 11

(M3wm. - IB, 6p. 67 ot 2010 1., u3m. - JIB, 6p. 2 ot 2012 1., oT™. - /IB, Op. 79 o1 2017 1.)

[Tpunoxxenne Ne 8 kpm uwi. 12, an. 3

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 10.10.2023 1.



(M3wm. - IB, 6p. 67 ot 2010 r., u3m. - JIB, 6p. 2 oT 2012 r., u3m. - JIB, 6p. 81 ot 2015 1.)

. Bunose nomenieHus BbB:

1. AtiTeka 3a OTITyCKaHe Ha JISKapCTBa HA TPaXKIaHH:

a) AnTeka 3a JIEKapCTBEHU MPOIYKTH, C HW3KIIOUYEHHWE HA TMPUTOTBSHU IO MarucTpaiHa |
dapmakorieliHa perentypa ¢ eaHo paboTHO MSCTO - ¢ MHHHMamHa oOmia 1o 30 KB.M, ChCTOSIA CE OT
MPUEMHO MOMEIICHHE, CKJIaJJOBO TTOMEIIEHIE U CAHUTAPEeH BBh3eJ ¢ U30JIAIMOHHO MpeiBepue U MUBKA. 3a
BCSIKO CJIe/IBAI0 PAaOOTHO MSICTO C€ U3UCKBAT OIIE 5 KB.M JIOIBJIHUTEIIHA TUTOII.

0) Anreka 3a JI€KapCTBEHU NPOAYKTH, BKIIOUYMTEIHO M TMPUTOTBSHU IO MAarucTpaiHa |
(dapmakorneliHa perentypa ¢ eqHo pabOTHO MSCTO, B KOATO HE C€ MPUTOTBAT JIEKAPCTBEHU (HOPMH 32 OUH U
Pa3TBOpH 3a MapEHTEPATHO MPUIOKEHUE - ¢ MUHUMAaHa obma ol 40 KB.M, ChCTOSIIA C€ OT MPUEMHO
MOMEIIIEHUE, CKJIaI0BO MOMEIICHHE, aCUCTEHTCKO MOMEIICHHE ¢ €THO pabOTHO MSICTO U MUBKA 32 U3MHUBAHE
Ha CBIOBETE M yPEAWTE 3a MPUTOTBSHE 10 MaruCTpaTHa U (papMaKoNeiHa perenTypa U CAHUTApEH BB3El C
M30JIAlIMOHHO TpeIJBEepHe W MHUBKA. 3a BCAKO CleABalio pabOTHO MSCTO C€ M3UCKBAT Olle 5 KB.M
JOITBTHUTEITHA TIJIOMI. 3a MPUTOTBSHE HA JIGKAPCTBEHU MPOAYKTH IO MArucTpaliHa pelenTypa ce U3Moja3Ba
MpeYrCcTeHa Bo/ia chriiacHo EBpormeiickara dapmakories.

B) AmTeka 3a JEKapCTBEHH NPOAYKTH, BKIIOUUTEIHO M TPUTOTBSIHU IO MAarucTpaiHa u
(dapmakorieliHa pernentypa ¢ eHO PabOTHO MSCTO, B KOSATO CE MPUTOTBSAT JICKAPCTBEHU (OPMHU 33 OYH - C
MuHUManHa oOma miuom 50 KB.M, CBhCTOSIIA C€ OT MPUEMHO MOMEIEHHE, CKIAJO0BO TMOMEIICHHE,
ACHCTEHTCKO IOMEIIECHHWE C €IHO pPa0OTHO MSCTO M MHUBKA 3a HM3MHBAHE Ha CHAOBETE W ypeauTe 3a
MPUTOTBSIHE 10 MarucTpaiHa u (hapMakoreiHa pelentypa, acenTHUeH OOKC 3a M3rOTBSHE Ha Pa3TBOPH 3a
OYM W CaHUTAPEH BB3eNl C M30JAIMOHHO TpeJABepHUe W MHBKA. 3a BCSIKO CIIEABAIIO PabOTHO MSICTO ce
M3HCKBAT OIIE 5 KB.M JOIBJIHUTEIHA IUIONI. 332 NMPHUTOTBSIHE HA JICKAPCTBEHH IMPOIYKTH MO MarvcTpaHa
perenTypa ce u3oJ3Ba NpedrcTeHa Bojia chriaacHo EBporneiickara dapmakores.

r) buiikosa anreka ¢ e1HO pabOTHO MSCTO, B KOSITO CE€ TIPUTOTBAT OMJIKOBH CMECH U YaiiOBe U Ce
pa3dacoBaT Owiku - ¢ MUHUMaHA 001mma wion 60 KB.M, ChCTOSAIIA c€ OT MPUEMHO MOMEIICHHE, CKIaI0BO
MOMEIIIEHUE, ACHCTEHTCKO MOMEIIEHUE C €IHO pabOTHO MSCTO M CAHWUTAPEH BB3EN C AYII U WU30JAIMOHHO
IIpeJIBEPHE ¢ MUBKA. 32 BCSKO CJIEIBANIO PAOOTHO MSCTO C€ U3MCKBAT OIIE 5 KB.M JIOIBJIHUTEITHA TUTOIII:

aa) B cIy4auTe, KoraTo B OMJIKOBaTa alTeKa ce MpojaBaT U OTIYCKAaT JEKapCTBEHU MPOIYKTH, C
M3KJIFOYCHUE Ha MPUTOTBSHU IO MarucTpaiHa v (apMakoleiiHa perentypa, TpsoBa aa 0bae 000co0eHO
OTJIEIHO pabOTHO MSCTO 3a ChbXpaHEHHE M Mpojaxk0a Ha Te3u JieKapcTBa U MHUHHMalIHATa 0o01a ol e 65
KB.M;

00) B ciaydamTe, KOraro B OWJIKOBaTa amnTeka Ce€ MPUTOTBAT JIEKAPCTBEHU TPOIAYKTH IO
MarvcTpaiHa u ¢apMakoreliHa perentypa, ce M3UCKBa JOMbIHUTEIHO MOMEIIEHUE C THO PaOOTHO MSCTO U
MHUBKa 32 U3MHBAHE Ha CHIOBETE M YPEAMTE 3a MIPUTOTBSIHE TI0 MaruCTpaHa M (hapMaKoIleliHa PerenTypa u
MUHHUMAaJHATa o0IIIa Mol € 75 KB.M; 3a MPUTOTBSHE Ha JICKAPCTBEHU MPOAYKTH MO MaruCTPaIHA PelenTypa
ce M3I0JI3Ba MMPEYNCTEHA BOJIa ChIIacHO EBporeiickaTa papmakornes.

BB) B HACeJICHM MeCTa, KbJIETO HsSIMa Jpyra amreka, ce JOMycka OTKpHUBaHE Ha anTeka 3a
JIEKapCTBEHH MPOJYKTH, C M3KIIOYCHHUE HA TPUTOTBSIHHU O MarucTpaiHa M QapMakoreiiHa perentypa C
€HO pabOTHO MSCTO - ¢ MUHUMAaIHA 001a 1wionl 20 KB.M, ChCTOSIIA C€ OT IPUEMHO MTOMEUIEHHE, CKIIaZ0BO
MOMEIIIEHUE U CAaHUTAPEH BH3EIl C U30JAIMOHHO MPEIIBEPHE U MHUBKA; 3a BCSIKO CIEABAIIO0 PabOTHO MSCTO
Ce M3UCKBAT OIIE 5 KB.M JOITBIHUTEITHA TUIONII.

2. AnTeka Ha jJeueOHO 3aBeneHue mo 4. 222, an. 4 3JIIIXM:

a) (u3m. - JIB, 6p. 81 ot 2015 r.) Anreka 3a 3a70BOJISIBAHE HYXIUTE Ha JIECUeOHO 3aBEACHUE 3a
JIEKapCTBEHH MPOJIYKTH, BKJIIOUUTEIHO M MPUTOTBSHM MO MarucrpaiHa u ¢apmakorneiiHa peuentypa 0e3
MPUTOTBSHE HA PAa3TBOPU 3a MAPEHTEPAHO MPUIOKECHHE U JICKApCTBEHU (OPMHU 3a OYM - C MUHUMAIIHA
ooma mrom 0,50 KB.M 3a €IHO Jerio, HO He mno-mMajgko oT 50 kB.M, cbCTOdIa CE€ OT
MPUEMHO/EKCIICIUIIMOHHO TOMeIlleHrne, paboTHa 3ajla, aCUCTEHTCKO MOMEIIEHUE, MUSIIHO MOMEIICHHE,
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CaHWTApEH BH3EJ C MPEABEpUEC U MUBKA.
3a mpUrOTBSIHE HA JICKAPCTBEHH MPOAYKTH I10 MaruCTpaliHa PElenTypa ce U3I0JI3Ba MPEUYUCTCHA
Boja ceriuacHo EBporelickara apmakores.

0) AnTeka 3a 3aJI0BOJISIBAHE HYXAUTE Ha JiedeOHO 3aBeAeHue mo wi. 222, an. 4 3JIIIXM 3a
JICKApCTBEHH MPOAYKTH, BKIIOYMTEIHO M MPHUTOTBSHU 10 MarucTpayiiHa W (papmakorneiiHa peuentypa, Ha
JeKapcTBeHH (OPMHU 32 OYM W PA3TBOPU 3a MAPECHTEPATHO TPUIIOKEHUE U XpaHEHE - IMOMEIICHUSTA,
IUIOIIUTE M YCJIOBUATA 3a TO3HM BHJ alTeKa C Ta3W JIEWHOCT Ce MPUBEXKIAT B CHOTBETCTBUE C J00paTa
MPAKTUKA TPU TPOU3BOJCTBOTO HA CTEPHITHU JIEKAPCTBEHU (POPMHU.

II. ®yHKIMOHATHO-CTPYKTYPHH U3UCKBAHUS:

1. Illomemenusita o pazzaen I, T. 1 u 2 TpsOBa fga ca Ha €IHO HUBO, CBBP3aHU MTOMEXKIY CH U Ja
ca HaITbJIHO OTJEJICHU OT MOMEIIIEHHUATA, KOUTO CE U3IOI3BaT 3a APYTHU ENIU WIH 32 IPYT BUI JCHHOCT.

2. IlpuemHOTO TOMEIICHHE TpsOBa Na WMa TPsSKa BPB3Ka C ACHCTEHTCKOTO TMOMEIICHUE U
ya00Ha Bpbh3Ka ChC CKIIAIOBUTE MOMEIICHHUS.

3. AcHUCTeHTCKOTO NoMeleHue TpsioBa 1a uMa y1o0Ha Bpbh3Ka ¢ MUSIHATA.

4. Jlorrycka ce u3rpakJjaHeTO Ha BTOPO HUBO B alTeKaTa, CBP3aHo ¢ obe3omaceHa cThiida, KaTo
MOABT HA TOBAa HUBO € HAa BUCOYMHA HE MO-Majko OT 2,50 M OT moja Ha MbPBOTO HUBO, KATO IJIOIITA HA
000CcOOCHHUTE TIO TO3W HAYMH IOMEINCHUS HE Ce BKJIIOYBA B M3MCKBAaHATA MUHUMAIHA OOINa IJION] HA
amnTeKaTa.

5. (m3m. - 1B, 6p. 2 ot 2012 r.) JJonycka ce caHUTApHUAT Bb3€N Aa ObJEC Ha APYro HUBO C
ynoOHa (yHKIMOHAHA BPB3Ka C OCTAHAIWTE IMOMEIIEHUs Ha anTtekara. B cmydamte mo 1. I "Bumose
nomemeHus", 1. 1, Oyksa "r", "BB", KOraTo B HaCeIEHOTO MSCTO HSMA M3TpajJieHa KaHaTu3alus, ce JOMycKa
CAaHUTAPHUSAT BB3EJ Ja € U3BBH MTOMEIICHUATA Ha anTeKara.

II1. CTpouTenHy N3UCKBaHUS:

1. CeriaTa BUCOUYMHA HA MTOMEIIEHUATA TPsIOBa 1a ObAe Ha-manko 2,50 M.

2. (m3m. - IB, O6p. 67 ot 2010 r.) CTeHuTe Ha BCUYKHU MOMEILEHHs TPsiOBa J1a ca ¢ MOKPUTHE,
YCTOMYMBO Ha BIIAYKHO TIOYMCTBAHE, KaTO HE CE JOMYCKAT peieHU CTEHU B ACHCTEHTCKOTO TIOMEIIICHHE

3. B MusanHata, acentuyHus OOKC M CaHUTApHHUS BB3EN TpsAOBa J1a ce mojara BOJOYCTOWYUBO
MTOKPHUTHE, TIO3BOJIABANIO e(DEKTHBHO BIKHO MOYMCTBAHE U JAC3UH(EKIINS HA BUCOYUHA 2 M.

4. ITomoBrTE HACTUJIKK TPSOBA Ja ca:

a) JIECHO TIOYUCTBAIIM C€ B TPUEMHOTO TMOMeEIIeHHe (B CEKTOpa, KBIETO padoTAT
bapmalieBTUTE), CKJIaJJOBUTE MOMEIIEHUS, ACUCTEHTCKOTO TOMEIIEHHE;

0) BOJOHEMPOIMYCKIMBH M JIECHO MOYWCTBAIIM C€ 33 THProBCKaTa YacT HAa MPUEMHOTO
MMOMENICHUE, MUSUTHOTO, aCENTHYHMS OOKC U CAHUTAPHUS Bb3El.

5. (m3m. - 1B, Op. 67 ot 2010 r.) [lomemenusita TpsiOBa Ja UMaT €CTECTBEHO U U3KYCTBEHO
OCBETJICHHE, KOETO J]a OCUTYpsiBa OE30MaCHOCTTA U 3[PaBETO Ha pabOTENIUTE B anTekaTa U Ha MAlMEeHTHUTE.
C npuopuTeT ce OCUrypsiBa €CTECTBEHO OcBeTJieHHe. Korato ecTeCTBEHOTO OCBETIIEHHE HE € JIOCTAThYHO
WJIU HE € Bb3MOXKHO J1a ObJie OCUTYPEHO, C€ MPHIara CMECEHO WIIM U3KYCTBEHO OCBETJICHHE.

a) M3kyCTBEHOTO OCBETIIEHHE B IPUEMHOTO U aCUCTEHTCKOTO IIOMEIIEHNE HE MOXe J1a ObJe 1o-
Manko ot 500 mykca, B CKJIaIOBOTO MOMEIICHHE - He mo-manko oT 300 nmykca, a B CAaHUTapHHS BB3EN H
M30JIAIIMOHHOTO TpennBepue - He no-manko oT 200 mykca, cweriaacHo BJAC EN 12464-1 "CeernuHa u
ocsetnenue. OcBerseHue Ha paboTHu MecTa." - yacT [ PaboTHu mecta Ha 3akpuTo."

0) Ha paGoTHHTE MecTa B OMEIICHHUSTA, KBJIETO CE TPUTOTBST JIGKAPCTBEHU MPOIYKTH, TPSOBa
Jla € OCUTYPEHO U JIOKAJIHO OCBETJICHHUE.

B) B acentuunus Gokc/cTas U MpeaaBepueTo KbM Hesl TpsOBa Jla ca MOCTaBeHH OaKTEPUIIUTHU
JIAMIIH.
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IV. N3uckBanus 0 OTHOLIEHUE HA OTOIUIMTENIHATA U BEHTUIAMOHHATA HHCTAIalWs:

1. OtomnurenHata, BEHTWJIAUMOHHATaA W KIMMAaTUYHATa MHCTAJIALMS Ja OCHUIypsiBaT B
MOMEIIEHUsITAa HOPMATUBHUTE M3UCKBAHUS 3a MUKPOKIUMAT B 30HaTa Ha npebuBaBaHe chriiacHo Hapenba
Ne 15 ot 2005 r. 3a TeXHUYECKHM IIpaBUjIa MU HOPMATHBH 3a IPOECKTUPAHE, U3TPAXKIAAHE M €KCIIOATALMS Ha
00eKTHUTE U CHOPBKEHUSTA 32 MIPOU3BOJICTBO, IPEHOC U pasmpesiesieHne Ha TorinHHa eHeprus (/[IB, Op. 68
ot 2005 1.).

2. (ot™. - 1B, 6p. 67 o1 2010 T.)

3. (oM. - IB, 6p. 67 o1 2010 T.)

V. H3uckBaHus 10 OTHOIIIEHHE HAa BOJOMPOBOIHATA U KaHATM3AI[MOHHATA MHCTATAITHS:

1. BogompoBojHaTa W KaHAIU3aIMOHHATA WHCTAJAIUS TPOBa Ja ca MPOSKTHPAHW CHIVIACHO
Hapen6a Ne 4 ot 2005 r. 3a mpoekTupaHe, U3rpakJlaHe M CEKCILIoaTalus Ha CrPaJHU BOJONPOBOJIHU H
KaHaTU3alMOHHN WHCTaanuu (00H., JIB, Op. 53 ot 2005 r.; momp., JIB, 6p. 56 ot 2005 1.).

2. Antexure TpsOBa @ ca OCHUTYPEHH C JOCTaThYHO KOJHMYECTBO TOIUIA M CTYyJIeHa BOJa,
oTroBapsiia Ha u3uckBaHusATa Ha Hapenba Ne 9 ot 2001 r. 3a kauecTBOTO Ha BojaTa, MpeaHA3HAYCHA 32
nuteriHo-outoBu nenu (B, 6p. 30 ot 2001 1.).

3. MuBkure TpsAOBa Ja ca MOHTHUPAHM B ACUCTEHTCKOTO IIOMEIICHWEe, MIUsUIHATA M
M30JIAIIMOHHOTO MPEJIBEpHUE MPE]] CAHUTAPHHS BH3EIL.

VI. U3nucKkBaHUS 110 OTHOLLIEHUE HA €JIEKTPUYECKATa MHCTATALUs:

1. (mam. - JIB, Op. 2 ot 2012 r.) Enexrpo3axpaHBaHETO W EJICKTPUUECKUTE ypeadw na ca
npoekThpanu cbrinacHo Hapenb6a Ne 1 or 2010 r. 3a mpoekTupaHe, M3rpakJaHe M NOJIbp)KaHe Ha
EJIEKTPUYECKHU ypeaou 3a HUCKO HampexxeHue B crpaau (B, op. 46 ot 2010 r.).

2. (ot™m. - [IB, 6p. 67 o1 2010 T.)

3. (orm. - IB, 6p. 67 o1 2010 1.)

4. B antekute TpsiOBa Jja € MpOEKTUpaHa U WHCTAJIALUs 32 TeIe(OHHU MOCTOBE.

5. (oM. - IB, 6p. 67 o1 2010 T.)

[Tpunosxenune Ne 9 kpm ui. 17, ai. 1

.HeKapCTBeHI/I NpoOAYKTH 110 MCKIAYHAPOAHHW HCHATCHTHUM HAMMCHOBAHUWA, HW3HUCKBAIH
ChXpaHEHHE B OTIEIICH MIKa() ChC CEKPETHO 3aKITF0UYBaHE

Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
Amsacrine
Asparaginase
Atracurium
Atropine
Azathioprine
beta-Methyldigoxin
(Biperiden - kM criucbk Ha 3KHBIT)
Bleomycin
Busulfan
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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
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Suxametonium
Tegafur
Teniposide
Tetracaine
Tioguanine
Tubocurarine
Vinblastine
Vincristine
Vinorelbine

[Tpunoxxenne Ne 10 kbpMm wit. 18
(U3Mm. u gom. - JIB, 6p. 81 ot 2015 1.)
MuHuManeH HopMaTUB 3a 003aBeXIaHe U 00OPY/IBaHE HA anTeKa

I. IIpuemuo nomenieHne

1. (m3m. - 1B, 6p. 81 ot 2015 r.) Maca (cr00pa3HO yCIIOBHUSATA)
2. Crenaxu

3. PaboreH cToi (eproHOMUYEH)

4. (m3m. - [IB, 6p. 81 ot 2015 r.) Koda

II. Tlomenienue 3a NPUTOTBSAHE HA JIEKAPCTBEHHU MPOIYKTH MO MarucrpajiHa U ¢apmakorieiHa
perenrtypa

1. PaGoTHO MSCTO 3a MPUTOTBSIHE HA JIEKAPCTBEHH MPOIYKTH IO MarucTpaiHa u ¢papMakoneiHa
penientypa (KOMILUIEKT)

2. Cron

3. XaBaHH C NECTULIH

4. BazepuiiHu CTBKIA

5. (m3wm. - IB, 6p. 81 oT 2015 r.) Be3nn

6. (orm. - IB, Op. 81 o1 2015 T1.)

7. JIbXuLM MEeTallHU;, HEMETaITHU

8. llInmatynmu

9. Hoxuna

10. Hox

11. (ot™. - [IB, 6p. 81 ot 2015 T.)

12. Men3ypu (ot 100 ml; 250 ml; 500 ml; 1000 ml)

13. (ot™m. - JIB, 6p. 81 ot 2015 T1.)

14. (ot™. - /IB, 6p. 81 ot 2015 T.)

15. HarpeBatenen ypen

16. Koda ¢ megan

17. Bonna 6ans

18. Crepunu3zatop (3a anTeku, U3rOTBSIIN CTEPUITHH PA3TBOPH)

19. ABTOKIIaB (32 aNTEKH, U3TOTBSAIIM CTEPUIIHU Pa3TBOPH)

20. Cymunen mkad (3a anTeku, U3rOTBALIN CTEPUIIHU PA3TBOPH)

III. CkmazmoBo moMelieHue
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1. [lIkadoBe cTemaxHu

2. PadToBe cTenaxxau

3. MeTanHa Kaca, HETIOJIBUXKHO 3aKpEIieHa M CBbp3aHa ChbC CUTHATHO-OXPAaHUTEIHA CUCTEMA, 3a
CHbXPAaHCHUC HaA JICKAPCTBCHU IMPOAYKTHU, ChbABPKAIIN HAPKOTUIHU BCIICCTBA (KOFaTO arTekara € nojay4duiia
paspelieHue 3a padoTa ¢ Te3H BElIeCTBA)

4. llkad 3a chXpaHeHHE Ha JICKAPCTBEHU MPOIYKTH OT mpuioxkeHne No 8 ChC CEKPETHO
3aKIJIIOUBaHE

5. XMaauIHHK - ¢ TOIXOAIT 00eM
6. PaboTHa maca (ch0Opa3HO yCIOBHSTA)

7. (mom. - JIB, 6p. 81 ot 2015 r.) JIbpBeHU WIIK METAIHU NAJIETH (TIPU HEOOXOAMMOCT)
8. (ot™m. - JIB, Op. 81 ot 2015 1.)

9. Konnuka (cb00pa3HO yCIOBHSTA)

10. CTpi6a (ch00pa3Ho yCIOBUSATA)

11. TepMoMeTBp BbB BCUUKHU MOMEILEHHS, KBIETO CE€ ChbXPaHIBAT JEKapCTBEHU IPOAYKTH
12. BeHTH1aTOp MM KIIMMATU3aTOpP - AaBTOHOMEH (ChOOPa3HO YCIOBUSATA)

IV. Anrekara Tpsi6Ba Jja pa3nojara cbC:

1. T'apaepo0 3a 061eKI0TO HA TTepcoHaNa (ChOOPA3HO YCIOBHUATA)
2. CTeHHo orjienano

3. lllkad wmm MACTO 3a ChbXpaHEHHE HA MEPHIHH MpenapaTH, Ne3WH(PEKINOHHN MaTepHaaul U
CHOPBIKCHHUS 32 MOYNCTBAHE

4, HpOTI/IBOHO)KapeH HHBCHTAP CBITIACHO ITPOTUBOIIOKAPHUTE NU3UCKBAHU A
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ITpunoxxenne Ne 11 kM wi. 26, an. 2

JIABOPATOPEH THEBHUK No ........ccccccoiiennenne
38 MECLIL -.eenvveenerenneeennnenns roguHa
No | Jlara | HammenoBanue | JlekapcTBeHa [Taptu- Mspxka | Komnu- En. Cyma | I'ogen | Haumeno-
o Ha aKTUBHUTE ¢dbopma JIeH HOMEp YecTBO | II€Ha 110 BaHUE Ha
pen CbCTAaBKHU ¢dopmara
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[Tpunosxenue Ne 12 kbM . 26, an. 3

I[HGBHI/IK 34 PETUCTPUPAHC HA TPUTOTBSIHUTC B alITCKATA JICKAPCTBCHU IPOAYKTH 11O MarucTtpajiHa 1 (bapMaKoneﬁHa

perientypa

1o

per

JlaTa Ha

IIPUT'OTBAHE

Rp Ne

CnbeTaB 1o

perenTa

Nwme, agpec u
BB3pacT

Ha OOJIHUSA

Nwme Ha nexaps,
YHUH

Cpok Ha

TOJHOCT

IIpurorsuin
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[Tpunosxenue Ne 13 kbM . 29
M3uckBaHus 3a CbXpPAHEHNE U MIPUTOTBSHE HA JIEKAPCTBEHU NMPOAYKTH B aNTeKaTa

1. CbxpaHeHMETO Ha JIEKAPCTBEHU M IMOMOILIHHU BEIIECTBA Ha PabOTHOTO MSCTO Ha JIMLETO,
KOETO M3TOTBS JICKAPCTBEHU MPOJIYKTH IO MarucTpaiHa W ¢apMmakorneidHa pelenTypa, ce W3BBpIIBA MPH
ClIa3BaHE Ha CICTHHUTE ITPABUIIA:

a) Ipaxoo0pa3HUTE JEKAPCTBEHM BEILECTBA C€ HApeXJIaT OT JAsACHATa CTpaHa, a TEYHHUTE - OT
JsBaTa cTpaHa Ha paboTelus;

0) noapexIaHeTo ce U3BBpIIBA MO a30ydyeH ped IO HauyuH, MO0 KOWTO ce u30srea
HETIOCPE/ICTBEHATa OJIM30CT Ha JICKAPCTBEHHUTE BEUIeCTBA ¢ OJM3KM HAMMEHOBAHUS MJIM CXOJHU IO BHHIICH
BHI;

B) JIEKapPCTBEHH BELIECTBA 32 BHHIITHA U BHTPEIIHA YIOTpeda ce MOAPEKIaT OTALIHO;

T') JIEKapCTBEHH BEIIECTBA, KOUTO BIHM3AT B ChCTAaBA Ha JIGKAPCTBEHU MPOIYKTH OT MPHIIOKEHHUE
Ne 8, ce cbxpaHsBaT OTIENHO OT JpPyruTe, Ha camaTa Maca WIM B OTHENCH HIKad; BbPXY E€TUKETHTE Ce
O3HAa4yaBaT €JHOKPATHWUTE W JCHOHOUIHWTE MAaKCHUMAaJHH [[03M; HAaWMEHOBAaHHUETO Ha JIEKApCTBEHOTO
BEIIIECTBO C€ M3MHUCBA Ha Os1 (JOH ¢ yepBeHU OYKBH; 3aJbJDKUTENIHO Ha mKada (aucka, padTa) ce mocTaBs
Hagnuc "JlekapcTBEHO BEIIECTBO, HA OTICIHO ChXpaHEHHE'"; HE Ce€ pas3peliaBa ChbXPAaHEHHUETO Ha
HApKOTUYHU JICKAPCTBEHH BEIIECTBA HA PAOOTHOTO MSCTO.

2. Jlumero, KOETO MPUTOTBS JIEKAPCTBEHH MPOAYKTH IO MarucTpaiHa u ¢apMakonerHa
penenTtypa,3aIbDKUTEIIHO Clla3Ba CISJHUTE ITPaBUIIa:

a) Mpeau M3rOTBSIHE Ha JICKApCTBEHHs MPOAYKT MPOYMTa pelenTtara, KaTo HPUCTHIIBA KbM
paboTta camo B CiIyd4aid, KOTaTo perenrara € MpaBUJIHO HAaNKMCaHa U HIMAa ChbMHEHHE OTHOCHO JIO3UPOBKATa
WJIM HAMMEHOBAHUETO Ha JIEKAPCTBEHOTO BEIECTBO;

0) mpu OTMEpBaHE Ha JIEKAPCTBEHOTO BEIIECTBO IPOBEpsiBA IMPABHIHOCTTA Ha B3E€TOTO
JIEKapCTBEHO BEIECTBO, KaTO CBEPsIBA HAMMEHOBAHMETO B pelieNTaTa ¢ TOBa Ha OaHKaTa IpeIy OTMEpBaHE U
clieZl OTMEPBAaHE; NMPH OTMEPBAHETO € HEOOXOIMMO J1a ce IbpXKH OaHKaTa B JsCHATa PbKa MO TaKbB HAYHH,
4e HAAMUCHT Aa ObJe OTIPEN U 1a MOXKE Ja Ce UeTe;

B) OTMEpBA B IPUCHCTBUETO HA PHKOBOJIUTENS HA aliTeKaTa WK ONPEESIeH ChC 3all0BE] OT HEro
(dapManeBT HApKOTHYHH JICKaPCTBEHW BEIIECTBA; Ha oOpaTHaTa CTpaHa Ha pelenTara ce HamucBar
HaMMEHOBAaHMETO M KOJMYECTBOTO HA JICKAPCTBEHOTO BEIIECTBO, CJIE/ KOETO ABaMaTa Ce MOINCBAT;

') CJIeJ] M3TOTBSIHE Ha JieKapcTBeHaTa (opMma oOllle BEAHBXK MPOYHTA perenrtara U MpoBepsBa
NPaBUJIHOCTTA HA B3€THTE ChCTABKU H J03H;

J) HE CbXpaHsiBa Ha pabOTHOTO CHU MACTO HM3TOTBEHM JIEKAPCTBEHU MPOAYKTH 0€3 ETHKETH,
HA/IITMCH, TTAPTUIHNA HOMEpA, 1aTa Ha TIPUTOTBSIHE, HAYMH Ha ChbXpaHEHHE, CPOK Ha TOTHOCT;

€) MpH U3I0JI3BaHE HA BE3HUTE CE€ CIa3BaT yKa3aHUATA HAa MPOU3BOJIUTENS; IPU OTMEPBAHETO HE
Clle/IBa Jla ce TPEBUINIaBa MpeIeHaTa HAaTOBAPEHOCT, KOSITO € 0003HAaUYeHA HAa BE3HUTE,

) pasrosiara ¢ TabJuIa 3a MaKCUMaJIHUTE M €JHOKPATHHUTE 031 Ha JIEKAPCTBEHUTE MPOIYKTH,
ChIbPIKALIN HAPKOTHYHU BEIECTBA;

3) B Kpasi Ha paboTara Jia ocTaBsi pabOTHOTO CH MACTO B IIBJICH MOPSIBK;

M) HE WU3rOTBS €THOBPEMEHHO HSKOJIKO JIEKAPDCTBEHU TMPOAYKTH IO MArucTpaiHa |
(hapmakorieiftHa perenTypa;

i) ocTaBst Bcsika OaHKa Ha MSICTOTO M CIIe/l CBBPIIBaHE HA paboTaTa ¢ Hesl.

3. B ckJ1aZioBOTO MOMEIIIEHHE ChXPAHEHNETO C€ U3BBPIIBA ITPH CIIa3BaHE Ha CIICAHUTE MPaBHIA!

a) JISKapCTBEHHU MPOJYKTH, C U3KIIOUCHNE HA MPUTOTBSIHUTE 110 MarucTpaiHa u (apmakoreiHa
pelenTypa, ce ChbXpaHsBaT BbpXy padToBe WX B 100pe 3aTBOpEHH 1IKa(doBe;

0) mexapCTBEHHUTE MPOAYKTH B TPAHCIIOPTHA OMAKOBKA M CAHUTAPHO-XUTUEHHHUTE MaTepUaIIU Ce
CbXpaHsABaT BbPXY CKapH;
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B) JICKAPCTBCHHUTE MPOIYKTH ChC CHITHA MUPHU3MA CE ChXPaHSIBAT OTMEITHO OT JPYTHTE BHIOBE B
no0pe 3aTBopeHU MKadoBe;

I) CAaHUTAPHO-XWTUEHHUTE MaTepuald, [e3UH(EKIIMOHHUTE, AepaTH3aIMOHHUTE CpPENCTBa,
KO3METHYHHUTE CPEICTBA, pa3pelieHn 3a Mpoaax0a B anTekaTa, Ce ChXpaHSIBaT OTICITHO OT JICKAPCTBEHUTE
MIPOIYKTH;

1) Ha BBTpEIIHATA CTpaHa Ha BpaTrara Ha METAHUS MKad WM KacaTa, KbJETO Ce ChXpaHSIBAT
JICKapCTBEHH MPOAYKTH, ChAbPIKAIINA HAPKOTHYHH BELIECTBA, CE MOCTaBAT HaaNuC "JIekapcTBEHH MPOIYKTH,
ChJIbPIKAIM HAPKOTHYHU BEIIECTBA" U CIHCHK HA JICKAPCTBEHUTE MPOAYKTH, KOUTO C€ ChbXPAHSBAT B HETO, C
O3HAYCHHE Ha MAKCUMAITHUTE J03H;

€) KIIF0UYOBETEe OT METAIHUSA IKad WU Kaca ce CbXPaHABAT OT PHKOBOAMTENS HA anmTeKaTa WU
OTIpEeJIeNIeH OT HETO ChC 3aMoBe IpyT (hapMareBT;

k) B mKkadoBere o OykBa "1 ce ChbXpaHsABAT BE3HUYKUTE U BCHUYKHU JIPYTU YPEIU U IPUOOPH,
HeoOXoauMu 3a paboTa C JICKapCTBEHH MPOMYKTH, CHIBPKANIM HAPKOTUYHH BEIIECTBA, KOUTO CE
YHOTpeOsiBaT caMo 3a Ta3| Ie;

3) HaAMUCUTE Ha OAaHKUTE C HAPKOTHYHU JICKAPCTBEHU BEIIECTBA ca C OsUT IBAT HA YyepeH (oH, C
O3HAYCHHE HAa MAKCUMAITHUTE CTHOKPATHH W JICHOHOIITHY JIO3U;

M) M3TOTBEHUTE B alTeKara JIEKaPCTBEHHU MPOIYKTH, ChIbpPKAIIM HAPKOTHYHU BEIECTBA, CE
ChXpaHsBaT B KacaTa WJIH JKEJIC3HUS IKad;

i) OWJKUTE B CKJIAQIOBOTO TOMEIIEHHE CE ChXpaHSABAT OTACITHO OT APYTUTE JIEKapCTBEHU
MPOIYKTH B 0Ope 3aTBOpeHH mKadoBe;

K) JIEKapCTBEHU MPOIYKTH, IIOKA3aJIH HECHOTBETCTBUS C M3UCKBAHUATA KbM Ka4eCTBO, C H3TEKbBI
CPOK Ha TOAHOCT, C HapylIeHH MbPBUYHA WM BTOPHYHA OMAKOBKA CE€ CHXPAHSABAT OTIEIHO OT JPYTUTE
JICKapCTBEHH MIPOAYKTH Ha ONPEIEIICHO 3a eJITa MICTO C TPAHO CHTHAJTHO 0003HAaYeHHE, Y€ ca OIIOKUpaHH.

[Ipunoxenne Ne 14 xpm uit. 29
(U3m. - 1B, Op. 2 oT 2012 1.)
31paBHU M IPOTUBOCIIUAEMUYHN U3UCKBAHU TP padoTa B alTeku

I. IlouncTBaHe Ha MOMEIEHUATA 1 MeOSIIUTE B alTeKUTE

1. (mam. - IB, ©p. 2 ot 2012 r.) [lomenienusta ce MOAABPXKAT YUCTH. ExXeTHEBHO W TpU
3aMBpCSBaHE J1a C€ U3BBPIIBA BIAXHO MOYNCTBAHE U AC3WH(EKINS Ha T0/a, HOBBPXHOCTUTE HA MeOenuTe,
amaparypara U Jp.

2. ExxeroiHO 11a ce U3BBpIIBa OOSITMCBAHE HA CTEHUTE HAa MTOMEIICHHSATA.

3. MuBKuUTe J1a ce MOJAbpPKAT MOCTOSHHO YMCTU. 3a0paHsIBaT ce 3aCTOSIBAHETO M HATPYIIBAaHETO
Ha CBHJIOBE, XaBaHM, MMOCOOMA W Jp. 3a BCAKA MHBKA Ja CE€ OCHUTYpSBAaT MHUEIIM W Je3UH(ECKIHMOHHH
npernapary 1 CpeICTBa 3a MOACYIIaBaHe Ha PBIIETE 3a eIHOKpaTHA yroTpeoda.

II. O6paboTBaHe Ha CHOPBKEHUSTA, TPUOOPUTE U CIIOMATATEITHUTE MaTEPHAIIH

4. Cnen ymnorpeba ChOOBETE W YpeIuUTe 3a MPHUTOTBSHE HA JIGKAPCTBEHU MPOIYKTH IO
dapmakoreliHa W MarwcTpajiHa perentypa ce IMOYHCTBAT MEXaHWYHO, Je3WH(EeKIupar, W3MUBAT U
nscymagnar. [Ipu mpuroTesiHe Ha Pa3TBOPH 32 OYM U PA3TBOPU 3a IMAPCHTEPATHO MPHIIOKEHHE ChIIOBETE CE
cTepunu3upar B cymiss npu 160 °C.

5. Bcudku chI0BE, KOUTO CE M3IMOJ3BAT 32 ChXPAHEHUE Ha JICKapCTBaTa U MPUTOTOBJICHUETO UM,
na ca 0e3 MexaHW4YHH JIe(heKTH U ChC 3arma3eHa msiocT.

6. MI3MuTHTE M U3CYIICHN CTHKJIA W CBHIOBE CE 3aIlyllIBaT ChC 3alyIIAJIKH U CE ChXpPaHABAT B
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IUTBTHO 3aTBapsn] ce Imkad, YusaTo u3paboTKa IMO3BOJSABA JIECHO W e(EeKTUBHO MouncTBaHe. Ha
ACHCTEHTCKATa Maca JIa Ce TIOCTaBAT CaMO MaJIbK Opoi ChI0BE, HEOOXOIUMH 3a TpsiKaTa padoTa.

7. IlopuenaHoBHTe, CTHKICHUTE U TUIACTMACOBUTE OypKaHU U KyTHUH C€ ChXpaHSIBaT B IIKa(oOBE
NJIN YCKMCIXKETA.

8. OnakoBKHUTE U 3allyMIAIKUTE, KOUTO IIIe C€ U3IMOJI3BAT 3a ChbXPaHEHUE Ha JIeKapCTBEHU (HopMu
3a 0uH, TPsIOBa Ja ce ChXpaHsIBaT U 00pabOTBAT MO HAYMH, KOMTO Ja OCUTYpPHU TIXHATA CTCPUITHOCT.

9. Besnure ce moaabpikaT v MOYMCTBAT ChOOPA3HO YKA3aHUTA, TAJICHU OT MPOU3BOIUTEIS.

10. XurpoCKOMUYHUAT NMaMyK, (pUATHbpPHATA XapTUs U MaplaTa, ynorpeOsBaHH 3a (puiaTpupaHe
Ha T€YHH JICKapCTBa, CE Ma3sT B 3aKPUTH OaHKU C MIITU(OBAHM 3aITyIIATKH.

11. Kancynute 3a mpaxoBe, napaduHHUpPaHUTE M TMEPraMEHTOBHTE XapTUH C€ CHhXpaHIBAT B
IUTBTHO 3aTBAPSIIM CE YEKME/DKETa Ha acCUCTEHTCKaTa Maca B KOJUYECTBA 3a HE MOBEYE OT 2 - 3-JHEBHA
ynorpeba. 3amacuTe OT crioMaratelHd MaTepHhald, 3amyllaikd, QUITbpHA XapTus, Kancyiaud W IPYyTrH ce
C'bXpaHSIBaT HpI/I XUT'MCHHU yCJ'IOBI/ISI B SaKpI/ITI/I IJ_IKa(bOBC.

12. 3a neswHdeknus Ha TMOMENIEHUATa M CBHIAOBETE B aNTEKUTE Jla CE€ H3IMOJI3BaT Camo
ne3uH(pEeKTaHTH, 3a KOUTO HMa W3AaJeHO pas3pelieHHe 3a IMyCKaHe Ha IMaszapa OT MHHHCThpa Ha
3IpaBeorna3BaHeTo. [lpu HM3MoI3BaHETO HA JIe3MH()DEKTAHTHUTE 3aIBJDKUTEIIHO CE CIa3BaT YCJIOBHSTA Ha
U3JIAZICHOTO pa3pelleHue U YKa3aHUsITa, JaJICHU OT IPUTEXKATelsl Ha pa3pelIeHUETO.

13. Ha crepunuzanus B anTekara Mojajiexar CTbKJIEHU U METaJIHU Chl0oBe. ChIOBETE CE YBUBAT
B yncTa aMOanakHa XapTus W CJe] CTEPUIIU3AIMS CE ChbXpaHsABAT TaKa YBUTH 10 yImoTpedaTa UM B YHUCTH
3arBopenH mkadose. [Ipu crepunm3anusaTa B anrekara ce cras3Ba CISIHUIT PEKIM:

ABTOKJIaBUpaHe
Temneparypa Bpewme Ha Handrane na
Ha napara B °C BbB3/ICHCTBUE napara B pabOTHH
B MUHYTU atMochepu
112 45 0,5
121 25-30 1,0
134 10-12 2,0

Crepwinsanys cbC CyX ropeni Bb3ayX B CyXH CTEPUIN3AaTOPU

Temnepatypa B °C Bpewme Ha BB3ACHCTBUE
B 4acOBE
160 2
170 1
180 0,5

14. Jle3uHdexmus Ha pbleTe HAa padOTEIIUTE B aCENTHYHUS OOKC Ce€ M3BBPIIBA MPHU CICAHUTE

YCIIOBHSL:
OO0ekT [Ipenapar Hauun Komu- Excrmio-
u % Ha Ha MpH- YeCTBO UL
pas3TBOpa JIOXKCHHE B CM> B MU-
HYTH
XurvueHHa a) 70 % erunos 00Tpu- 3-5 2
ne3nH(eK- ankoxou + 5 % BaHE
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LU HA Pb- TIIMIEPUH

OeTe

0) Manycrepon 3-5 1/2
b/xoHuenTpupan
B) 4 % BoJIcH 10 1
pa3TBOp Ha

Hesundexr B
r) 0,1 % BozEH 10 2

pa3TBOp Ha XUOH-

TaH IJIIOKOHAT
1:1000

III. ITosyyaBane, cbXpaHsBaHE U IPOBEPKA HA IIPEUUCTEHATA BOJA, IPEBBP30YHUTE MATEpUATU
U IpyTHU

15. Ilpeuncrenata Boja, KOSTO CE€ M3MOJI3Ba B alTeKaTra 3a MPUTOTBSIHETO HA JIEKAPCTBEHU
NPOAYKTH IO MarucTpaiHa U (QapMakomeiiHa pelentypa, ce Npurorss cbriiacHo EBpomelickara
dapmakones. Jlomycka ce M3MOJI3BAHETO Ha I[IOJy4YyeHAa W3BbH aNTeKara IpeyucTeHa BOJAA, KaTo
ChOTBETCTBUETO ¢ EBponeiickaTa ¢papmakornes ce y0CTOBEPsBa CbC CbOTBETHUTE JOKYMEHTH.

16. IIpeyncrenara BoJia ce CbXpaHsABa HA IPOXJIAAHO MACTO, B YUCTU 3aKPUTHU CTHKIIEHU CHJIOBE,
100pe MPOMUTH MPEIBAPUTEIIHO C IPEYHCTEHA BOIA.

17. CTpknaTa 3a ChbXpaHsABaHE Ha BOJATa Ha aCUCTEHTCKATa Maca Ce IMPOMHBAT C MPEYUCTEHA
BOJIA €JUH ITbT JHEBHO.

18. TIlpeBbp30oyHUTE MaTepuaqud C€ CbXpaHSIBAT CBIJIACHO YCIOBUATA, IOCOYEHH OT
npou3BoauTeNs. 3a0paHsaBa ce MOCTABSHETO Ha MPEBBP30YHM MaTepuany Ha Ioja, HaJ MeOenure U Ha
OTKpUTO. MecTaTa 3a CbXpaHEHUE Ha MPEBbP30UYHUTE MaTEPUAIIN CE IOYMCTBAT €KEMECEUYHO C YUCTA KbpIIa,
HaBJIAXKHEHA ¢ Ae3uH(peKkunoHeH pa3rBop. HeoOxoaumMo e 1a ce B3eMaT BCUYKH MEPKHU 3a OMa3BaHETO UM OT
BJIara, 3arapBaHe, IpU3aud U MHCEKTH, IIPAaxX U OI'bH.

19. JlexapcTBeHM MpPOAYKTH, C M3KIIOYEHHWE Ha MPUTOTBSIHUTE 110 MAarucTpajHa |
¢dapMakorneiiHa pelentypa, ce CbXPaHsABaT ChIVIACHO HW3UCKBAHUATA, OINPEICIEHU OT INPOU3BOIAMTEISL.
AKTHBHHTE BEILIECTBA, NPEJHA3HAUEHU 3a IPUTOTBSHE [0 MarucTpaiHa U (apMaxolelHa pelentypa, ce
ChXpaHsABaT ChITIACHO U3MCKBAHUATA Ha JAeHcTBaIaTa (hapMaKones: Ui Mporu3BOAUTES.

IV. 3apaBHu U3UMCKBaHUS TIPU OTACITHUTE TEXHOJIOTMYHU MTPOLECH

20. TexHOJIOTHYHUTE MPOLIECH TPU U3TOTBSHE Ha MAaruCTPAIHU JIEKapCTBeHU (JOpPMU B anTekara
Ce CBCTOST OT OTJICJIHU €Talli M OTepaIii, KOUTO C€ OCHIIECTBSBAT NP CIIa3BAHETO HA TEXHOJIOTHATA HA
IPUTOTBAHETO UM U ChOJIOJaBaHe IIpaBUiaTa 3a JINYHATa XUTHEeHa.

21. OcHOBUTE 32 OYHH Ma3H MPEABAPUTETHO C€ PA3TOIABAT, yTasgBaT, GUITPYBAT U CHXPaHSABAT
B IIPEJBAPUTEIIHO CTEPUIM3UPAHU J00pe 3aTBOPEHM OaHKM 10 HAuMH, KOWTO OCHrypsiBa TsIXHaTa
CTEPHIIHOCT.

[lpr mpuroTBsHE Ha JEKApCTBEHH (GOPMH, BKIIOYHTEIHO M C aHTHOWOTHIMM, C€ CIa3BaT
npaBuiaTa 3a 100pa Mpou3BOICTBEHA MTPAKTUKA.

Korato texHomorusita Ha JekapcTBeHUTE (HOPMHU U3UCKBA U3IMOI3BAHETO HA ACETITUYHU METOMM,
T€ CE€ OCUTYpPsIBAT OT PbKOBOJUTENS HA alTeKara.

22. 3a orpeOBaHETO Ha XaBaHUTE OT Ma3M W NIPAXOBE CE€ M3IMOJ3BAT IIACTMACOBU IUIAKH.
VYnorpebara Ha KapTOH 3a Ta3H LI HE Ce JOIyCKa.
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23. I'bpnOTO W 3amyIIaIKUTEe Ha Ba3epUUHUTE CTHKIIA, M3MOJI3BaHM 3a paboTa, Ce MOIIbPKAT
YHUCTH.

24. KOHLIEHTpUPAHUTE Pa3TBOPH CE U3TOTBST C IPEUUCTEHA BOJA.

25. Ilpu M3roTBSIHETO Ha JIeKapCcTBEHUTE (HOpMHU ce chOIII01aBaT MpaBuiiaTa Ha XUrMeHara, Kato
ce n305rBa BCsAKA Bb3MOXKHOCT 3a 3aMbPCABAHETO UM. 32 IeJITa:

a) IpU W3TOTBSHETO Ha JIEKapcTBEHaTa (opma, M3HMCKBAllla CHIIPUKOCHOBEHHE C pbKaTa, Ce
U3I0J13BaT CTEPUIIN3UPAHU PHKABUIIM 32 €AHOKpAaTHA yHoTpeoa;

0) BE3HUTE ce U3TPUBAT CJIE] BCAKO OTMEPBAHE Ha JIEKAPCTBEHUTE BEIIECTBA;

B) CJIeJ] OTMEPBAHE HA JIEKApPCTBEHM BEILECTBA ChC CHUJIHA MUPHU3MA BE3HUTE CE€ M3TPUBAT ChC
CIIHPT.

V. Mepku 3a nyHa npodriakTuKa

26. Ilpu omacHOCT WM TOSBa Ha EMUAEMHH OT KamKoOBH HHQpEKIuH (apmaneBTUTe M
MTOMOIIHUK-(apMaIeBTUTE 3aJb/DKUTEIIHO HOCAT MacKd 3a eIHOKpaTHa ymortpeba. [lpm pabora ¢
JICKapCTBEHH MPOIYKTH, YUATO 00paboOTKa € CBbp3aHa C OTHCNISHE Ha Ipax, KaKTO W JPa3HEUIH U JECHO
M3MAPSBAII CE TEYHOCTH J]a C€ MU3IMOI3BAT MPOTHUBOIIPAITHE MACKH, ChIIO W XUPYPTHUECKH PHKABHIIN TaM,
KbJIETO MAaHUITYJIAI[MHUTE MTO3BOJISBAT TOBA.

27. Bceku ¢apMaieBT U IMOMOIIHUK-(DapManeBT Mpead IPHUTOTBSIHE I10 MarucTpaiHa |
(dapmakorneiina penenTtypa U3MHUBa PblIeTe CH C TOILIA BOJIA, CAllyH M YeTKa.

28. @apMareBTHTE U MOMOIIHUK-(apMaleBTUTE padOTAT B aliTeKaTa ¢ YUCTO pabOTHO 0OJIEKIIO.

29. 3abpaHsBa ce BIM3aHETO B PAOOTHHUTE IOMEIICHUS Ha amnTekara 0e3 YUCTO pPabOTHO
00JIEKJI0, KAaKTO U M3JIM3aHETO C TAKOBa U3BbBH alTeKara.

[Tpunoxenne Ne 15 kM ui. 376, an. 3

(Hoso - IB, 6p. 81 ot 2015 r., npeaumnHo [Tpunoxenue Ne 15 kpm un. 376, an. 2 - [IB, op. 24
ot 2017 r., ot™. - /IB, 6p. 79 o1 2017 1.)
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