HAPE/JIBA Ne 28 OT 9 IEKEMBPH 2008 I'. 3A
YCTPOUCTBOTO, PEJA U OPTAHU3ALIUSITA HA
PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA HA
JIEKAPCTBEHUTE INIPOAYKTH

H30a0ena om munucmovpa Ha 30paseonazéanemo

Oo6n. JIB. op.109 om 23 oexemspu 2008e., uzm. /[B. 6p.67 om 27 aseycm
20102., usm. /[B. 6p.2 om 6 auyapu 20122., usm. u don. /IB. 6p.81 om 20 oxmomepu 201 5.,
usm. u oon. /[B. o6p.24 om 21 mapm 2017e., usm. u oon. /[B. 6p.79 om 3 okmomepu 2017e.,
usm. J{B. 6p.95 om 16 noemepu 2018e2., usm. u don. /[B. o6p.2 om 8 anyapu 2021z., usm. u
oon. /IB. 6p.64 om 9 aseycm 20222., usm. /[B. 6p.85 om 10 oxkmomepu 20232., usm. /[B.
op.105 om 19 oexemspu 20232., uzm. u oon. /[B. op.54 om 4 wnu 2025¢2.

Pazgean 1.
OO0 noJio:KeHu s

Un. 1. (1) (U3m. - B, 6p. 2 ot 2021 r.) C Ta3u Hapenba ce ompeaesnsT
YCTPOMCTBOTO, PEIBT U OPraHU3AIHATa HA padoTa Ha alTEKUTE, KAKTO U HOMEHKJIaTypara
Ha JICKapCTBEHUTE U IPYTH MPOAYKTH, KOUTO Ce MpeyiaraT B TAX CHhIIIACHO MPHIOKEHHE
No 1.

(2) (dom. - IB, Op. 64 ot 2022 r.) B anrekata Morar ja ce ImpojaBar upe3
ABTOMAT, PA3TOJIOKEH B MPUEMHOTO TIOMEHICHHUE JCKAPCTBEHH MPOIYKTH, MTOCOYCHH B
CIUCBKA MO npuinoxeHue Ne 2.

(3) (Hosa - JIB, 6p. 54 ot 2025 r.) Ha aBTOMara 1o aju. 2 3aJbJDKATEITHO Ce
MOCTaBsl CIEAHUAT HAAMWC, U3NKCaH Ha 051 QoH ¢ ThMHHU OykBu: "Bunaru mpuemaiite
TO3M JIEKAPCTBEH MPOJIYKT, KAKTO € OMUCAHO B JINCTOBKATA WJIM KakTo Bu e ka3ai Bammsit
nexap uiu (apmareBT. AKO 10 3 JHH HE ce MOYyBCTBAaTe MO-A00pe UITU ChbCTOSTHUETO B
Ce BIIOINHU, MOTHPCETE JIEKapcKa Mmomoil. be30TroBOPHOTO caMOJICYCHHE € OIMacHO 3a
Bamero 31pase!".

Un. 2. (1) BpHIIHOTO M BBTPEIHOTO O(QOpPMIIEHHE HA TOMEUIEHMSTAa Ha
anTeKara ce cboOpa3sBaT C €CTECTBOTO HAa M3BBPILIBAHUTE B Hesl CEMPUUHH JEHHOCTH.

(2) (Hom. - AB, 6p. 79 ot 2017 r.) AnTekaTa 3aIbJDKUTEIIHO UMa BBHIIEH
Hajanuc "AIITEKA", u3nucan Ha 051 GOH ¢ TBMHU OyKBH, KOMTO MMa 3a 11eJ1 Ja 0003Hauu
BHUIa Ha 3/IpaBHOTO 3aBEJICHHE M HE TIPE/ICTaBIIsIBA PeKIIama.

(3) Ha BuaHO MsACTO B NPHUEMHOTO IOMEIICHME Ha anTekaTa ce IMOCTaBs
nH(OopMaIrs OTHOCHO U3/1aJIECHOTO pa3perieHue ChriaacHo mpuioxkenne No 3.

(4) 3abpansiBa ce peKIaMHpaHETO Ha THPrOBCKaTa JEHHOCT Ha arTeKkaTa,
CBBbp3aHa C IIEHU, OTCTHIIKH, MOAAPBIN U IPYTH HA JIEKAPCTBEHU MPOAYKTH, KOUTO Ce
OTITyCKAT MO JIEKAPCKO MpPEeICcaHue.

Yn. 3. (1) B anrekara ce cbxpaHsBa HH(MOpMAIMs, OCHUTypsBalla
MPOCJIEIIBAHETO Ha CTOKOBHUTE HAJIMYHOCTH MO AaCOPTUMEHTH U MNapTUIU, KOSTO ce
U3I0JI3Ba M TIpU T[IOJIyyaBaHe Ha YyBEJOMJICHME 3a OJIOKMpaHE W H3TErVIIHE Ha
JIEKapCTBEHUTE MPOIYKTH.
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(2) (U3m. - ]IB, 6p. 2 o1 2021 r.) AniTekaTa ©Ma revaT, HOCEIll HOMepa U J1aTtara
Ha U3/aJICHOTO pa3pelleHne 3a ThProBHs Ha IPeOHO ¢ JIEKApCTBEHH MPOIYKTH, KOHTO ce
MOCTaBs BbPXY BCUUKH JIOKYMEHTH, CBbP3aHH C OTIIYCKAHETO Ha JIEKApPCTBEHU MPOTYKTH.

(3) B anTekara ce BOAM U CbXpaHsBAa JHEBHUK HAa W3MBIHEHUTE PELENTH
ChINIaCHO NpuitokeHue Ne 4.

(4) (Hosa - /1B, Op. 64 ot 2022 r.) AnTekara noJabpKa anredeH copryep,
OCUTYpSIBall] HOPMAJIHOTO (HYHKIIMOHMpAHE Ha IMpolieca MO OTIYCKaHE Ha JIEKapCTBEHU
NPOAYKTH, BKJIIOYUTETHO M Ha JIEKAPCTBEHUTE IMPOAYKTH, 3aIUIAIllaHU HAITBIHO WU
4yacTU4YHO OT Oro/keTa Ha HarronanHara 3[paBHOOCUTYpUTEIHA Kaca.

Un. 4. (1) Besaka anteka pasmnosiara ¢ JEKapCTBEHU NMPOAYKTH OT BCUUKHU
aHaTOMOTEPANIEBTUYHH IPYNH ChIVIACHO MpuioxkeHue Ne 5.

(2) (M3m. - JIB, Op. 2 ot 2021 r.) B anTekata ce mpoaaBaT XpaHUTEITHU
N00aBKM, KOMTO OTIOBapsT Ha M3UCKBaHMsTA Ha 3aKOHA 3a XpaHWUTE U IOJ3aKOHOBHTE
aKTOBE MO MPUJIATAHETO MY.

Un. 5. (U3m. - [IB, Op. 2 ot 2012 r.) B anTekure moraT na ce ImpojaBaT
KO3METHYHH MPOYKTH.

Y. 6. JIunero, monydusio pa3peieHne 3a ThproBus Ha ApeOHO C JIeKapCTBEHU
IIPOJYKTH, 3aKyIlyBa JICKAPCTBEHH IPOAYKTH CaMO OT THPrOBUM Ha €IpO, IOIYYWIH
pa3pelieHue/yI0CTOBepeHNe 3a PETUCTpallus 3a THProBUS HA €ApO C JIEKapCTBEHU
OPOAYKTH IO pela Ha 3aKkOHa 3a JIEKApCTBEHUTE MPOJYKTHM B XyMaHHaTa MeIULIMHA
(BJIIXM).

Yn. 7. JIunero, noiay4uso JULEH3Hs 32 ThProBUs Ha IpeOHO M ChXpaHsBaHE
Ha JIEKAPCTBEHH NMPOJIYKTH, ChAbpIKallld HAPKOTUYHU BELIECTBA, ClIa3Ba U3UCKBaHUATA Ha
3aKkoHa 3a KOHTPOJI Ha HApKOTHYHUTE BemiecTBa U npekypcopute (3KHBII).

Un. 8. (U3wm. - [IB, 6p. 2 ot 2012 1.) AnTekuTe, KOUTO HA OCHOBAaHUE WII. 222,
an. 6 u un. 225 3JIIIXM ce pbKOBOJAT OT NMOMOIIHUK-(hapMaIieBTH, MOTaT Jia MpoaaBatr
caMo JIEKapCTBEHH MPOIYKTH, KOUTO C€ OTITyCKaT 0e3 IeKapcKo MpencaHue.

Un. 9. (1) Ha HembiHONETHH JMIIA HE MOraT Jia c€ OTIycKaT U MpojaBaT
JIEKapCTBEHU MPOTYKTH, KOUTO C€ OTITYCKAT IO JIEKapCKO MperucaHue.

(2) (Hom. - [IB, 6p. 2 ot 2012 r., u3m. - JIB, 6p. 2 ot 2021 r.) 3a0GpansiBa ce
JI0OCTaBKaTa Ha JIEKapCTBEHU IPOAYKTH JI0 KpaeH MOTPEOUTET 110 3asiBKa, C U3KIIOUEHHUE HA
ciydaure 1o wi. 234, an. 6 3JIIIXM.

(3) (Hom. - [IB, 6p. 2 ot 2012 r., u3m. - JIB, 6p. 64 ot 2022 r.) 3abpansiBa ce
OTIIyCKaHe M MOKYIKO-Tpoiaxdara Ha JIEKAPCTBEHU MPOAYKTH M3BHH MOMEIICHHSITA, 32
KOWTO amnTeKaTa € MOoJyduiia paspenieHue 3a oTkpuBaHe no peaa Ha 3JIIIXM, c
M3KJIIOUEHHUE Ha ciaydauTe 1o wi. 234, an. 6 3JIIIXM.

Un. 9a. (Hos - IB, 6p. 79 ot 2017 r., u3m. u gom. - JIB, 6p. 2 ot 2021 1.)
JleitHocTTa Ha an'TeKUTE ce OChIlecTBsIBa cboOpa3Ho [IpaBunara 3a 1o6pa papmaneBTHIHA
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NpaKTHKa, IPUETH ChITAcHO Wi. 5, ai. 1, T. 3 oT 3akoHa 3a ChCIOBHATA OpraHU3aIMs Ha
maructbp-apmanesrute (3COM®) u chriiacHO npaBuiaTa no wi. 8, ai. 1, T. 5 ot 3akona
3a CHCIOBHUTE OPraHM3allMM Ha MEAMLUHCKUTE CECTPH, aKyLIIEPKUTE M acCOIMUPAHHUTE
MCIUIIMHCKH CIICHUAJINCTH, Ha 3'b6OTeXHI/II_[I/ITC U Ha HOMOH_IHI/IK-(I)apMaI_IeBTI/ITC
(BCOMCAAMCSIID).

Pazpgea 11.
YCTpoiCTBO HA aNITeKUTE

Ui 10. (1) AnTeku Morar ja ce OTKpUBAT B IOMEIICHHS ChC CAMOCTOSITCIICH
BXO/I, Pa3MOJI0KEHU HA IbPBU HAA3EMEH €Tax, JOCTHIIHU 32 MOCETUTEIUTE U MOIXOAIIN
3a U3BBPIIBaHE HA JieiHocTUTE 1o Wi. 219, an. 1 3JIIIXM.

(2) M3m. - B, 6p. 2 or 2012 r.) Jlunara mo un. 222, an. 1 3JIIIXM
OCHUTYpSIBAT CHOTBETHUTE YCJIOBUS 3a JOCTBI [0 MOMEIIECHUATA, B KOUTO € OTKpUTa
arnTeKara, v 3a Xopa ¢ yBpPEXKIaHMUs.

(3) UsuckBanusaTa mo an. 1 u 2 3a MECTOHAXOXXJIECHUETO HE CE OTHACAT 3a
alTEKUTE Ha JIeueOHnTe 3aBenenus mo wi. 222, an. 4 3JITIXM.

U 11. (U3m. - IB, 6p. 79 ot 2017 1. (*)) (1) 3a mony4yaBaHe Ha pa3pelieHue
3a TBProBUs Ha JpeOHO C JIEKAPCTBEHW MPOAYKTU 3asBUTEIUTE IOJaBaT B
W3nenautenHara arennus o JiekapctBata (MAJI) 3asBiienue mo obpasen, yTBbpJSH OT
W3IIBJIHUTEIHUS JUPEeKTop Ha M3mbeiaHuTenHata areHuus MO JieKapcTBara IO
IpeJJI0KEHUE Ha eKCIIEPTHUS cbBeT 1o wi. 176 3JIIIXM.

(2) 3a nonyyaBaHe Ha pa3pelleHHe 3a pa3KpUBaHe Ha alTeKa 3a 3a/10BOJISIBaHe
Ha COOCTBEHHMTE HYKIU DPBKOBOAUTEIUTE HA JeueOHM 3aBeAeHUs o ui. 222, an. 4
3JIITXM nopnasat B MAJI 3asBinenue no odpasell, yrBbpJeH OT U3IIBIHUTETHUS TUPEKTOP
Ha M3mpiaHuTENHATA areHIus 1o JeKapcTBaTa 1o NpeyIoKeHHe Ha eKCIIEPTHUS ChBET MO
yy1. 176 3JIIXM.

Un. 12. (1) 3a ormyckaHe Ha JIEKapCTBEHU MPOAYKTH HA TpaKIaHU B
3aBUCHUMOCT OT U3BBPIIBAHUTE ACHHOCTH MOTaT Ja ObAaT OTKPUBAHU allTEKH 3a:

1. ekapCcTBEHU MPOAYKTH, C U3KIIOUCHHE HA TPUTOTBSIHHU IO MarucTpaiHa 1
dapmakorieiiHa penenTypa;

2. JEKapCTBEHU MPOJYKTH, BKJIIOUUTEIIHO MPUTOTBSIHU MO MarucTpajHa U
dapmakorieiina perentypa 6e3 U3roTBsiHE Ha JIEKapCTBEHU (POpMH 3a 04U U Ha Pa3TBOPHU
3a MapeHTepaTHO NMPUIIOKEHHUE;

3. JeKapCTBEHU NPOIYKTH, BKIIOUYUTEIHO MPUTOTBAHM MO MArucTpajHa U
(dapmakorieiiHa perenTypa ¢ U3rOTBSHE Ha JEKapCTBEHHU (POpMU 3a 0UH;

4. 6unku ¥ OWIIKOBU CMECH, BKIFOUMTEITHO MPUTOTBSHU MO MarucTpaiHa U
dapmakorieiina perentypa (OMIKoBa anTeka).

(2) 3a 3amoBonsiBaHE HYXAWTE Ha JeueOHHUTE 3aBelcHHs Mo wi. 222, an. 4
3JIITXM B 3aBUCHMOCT OT M3BBHPIIBAHUTE JICWHOCTH MOTaT Jla ObJaT OTKPUBAHU aNTEKH
3a:

1. nmexapcTBEHU TPOJIYKTH, BKIIOUWTETHO MPUTOTBSIHU MO MarucTrpajiHa U
dapmakornieiiHa perientypa 6e3 U3roTBsiHE Ha JIEKApCTBEHU (DOpMH 3a 04M U Ha PA3TBOPU
3a MapeHTepaTHO NMPUIIOKEHHUE;
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2. JNeKapCTBEHU MPOAYKTH, BKJIIOUUTEIHO MPUTOTBSHU IO MarucTpajiHa U
¢dapmakomnelina perentypa ¢ U3roTBsHe Ha JeKapCTBeHH (POpMU 3a OYU M HA Pa3TBOPH 3a
MapeHTePaTHO MPUIIOKECHHUE;

3. (moBa - /IB, Op. 2 ot 2012 r.) nexkapcTBEHH MPOAYKTU C M3KIIOUYEHUE HA
MPUTOTBSIHU 110 MarucTpaiHa u papMakorneiiHa peruenTypa.

(3) B 3aBuCHMOCT OT U3BBPIIBAHUTE ICUHOCTH 110 al. | u 2 anTekuTte TpsiOBa
Jla pasnosaraT ¢ MOMEIEeHUs ChIIIacHO mpuiokeHue Ne 8.

Ui 13. (1) AnTekara pasmosara ¢ o03aBexaaHe C TJAIKA MOBBPXHOCTH,
KOUTO MOTarT jJa 0bJaT ObP30 U JECHO OYUCTBAHU | JIe3UH(DEKINPaHU.

(2) OO3zaBexmaHeTO B anTeKaTa W HETOBOTO PAa3MOJIOKEHUE TpsOBa Ja
OCHTYpSIBAT Ha paOOTEIIUTE B HEs JIECEH JOCTBII JI0 JIEKAPCTBEHUTE MPOTYKTH.

(3) (Hom. - B, Op. 81 or 2015 r.) PaGoTHMTe MecTa B NPUEMHOTO,
EKCITeUITMOHHOTO M ACHCTEHTCKOTO TTOMEIICHUE C€ OPTaHU3UPAT 110 HAYHH, TTO3BOJISBAIIL
OCBIIECTBSIBAHETO HA KOHTPOJI OT MarucThp-(hapmaneBra BbpXy padoTrara Ha MOMOIIIHHUK-
dapmarenra.

UYn. 14. (1) B 3aBucumoct ot o6ema Ha paboTara MPUEMHOTO IOMEIICHUE Ce
pa3zens Ha OTAENHU CEKTOpH, 000COo0eHU ChOOpa3HO MPOIYKTHUTE, MOCOYEHH B
npuinoxenue Ne 1.

(2) JlexapcTBeHMTE NPOMYKTH IO JIEKAPCKO MPEAMUCAHHE CE ChXpaHIBAT
OTJEITHO M0 HAYWH, BB3NPENATCTBAIL BU3YaJIeH JOCTBHII HA MMAMEHTa/TTIOTPEOUTENS.

(3) Bceku paboTten cekTop ce 063aBexkaa ¢ pad)TOBE WM IIOTOBE ChC HIIA O€3
OCTBHKIJISIBAHE WJIH JIPYT MIPO3paueH MaTepuai, OCUTYpSBAIIH MPABIIIHOTO ChbXpaHEHHE Ha
JIeKapCTBEHUTE MPOYKTH, KAKTO U OBP30 U JIECHO 00CTyKBaHe.

(4) 3abpaHsiBa ce CbXpaHSBAHETO Ha JIEKAPCTBEHH MPOAYKTH, ChIbpPKaIIH
HapKOTHYHH BELIECTBA, B IPUEMHOTO ITOMEIECHHE.

(5) (Hoga - /IB, 6p. 81 ot 2015 r.) U3uckBanusTa Ha ai. 1 - 4 He ce OTHACAT
3a anTekuTe no 4wi. 222, an. 4 3JITIXM.

Y. 15. (1) AcucteHTCcKOTO MOMeIIeHHEe ce 000pyaBa c paboTHa Maca, ¢ ypeau
¥ TIocoOus, He0OXOMMU 3a paboTaTa Ha anTeKara.

(2) AcucteHTCKOTO MMOMELIEHUE B anTekaTa o ui. 12, an. 1, 1. 4 ce obopynBa
¢ paboTHa Maca, ¢ 60KC, CHAO/IeH C acCUpaIlMOHHA ypeada 1 ChJI0BE 32 XOMOTEHU3UPAHE
Ha cMecH, padToBe MiTH KadoBe 3a chbXpaHeHUe Ha OUJIKUTE, HEOOXOIMMHU 3a TPUTOTBSHE
Ha JIEKApCTBEHH MPOAYKTH IO MarucTpaiHa u ¢papMakoreiHa pelenTypa.

(3) bunkure, npenHa3HAYEeHU 32 MPUTOTBSHE Ha JIEKAPCTBEHHU MPOJYKTH IO
MarucTpaiita 1 (hapmakoneiiHa pelentypa, ce CbXpaHsBaT B J0Ope 3aTBOPEHH KapTOHEHU
KYyTHUH WIN AbPBEHU YEKMEKeTa.

(4) PpxoBOAMTENAT Ha amnTeKaTa OCUTYpPsiBa 3aJIbJDKUTEIHA METPOJOTUYHA
nocjeBalla MpoBepka Ha BCUUKH BE3HU U JAPYTH U3MEPHUTEIHU YPEIH ChIVIACHO 3aKOHA
3a U3MEpBaHUATA.

(5) (Homa - JIB, 6p. 81 ot 2015 r.) JIekapcTBeHUTE BeleCTBa, IPEIHA3HAUCHU
3a MPUTOTBSIHE HA JIEKAPCTBEHU MPOAYKTHU [0 MarucTpaiHa u ¢papmaxorneiHa pelentypa,
ce ChbXpaHsBaT B J00pe 3aTBOPEHH OMAKOBKM, ChIbpKALIM HHGpOpMalMs 3a
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IMIPOU3BOAUTEIIA, MIapTUAATa U CPOKa HAa T'OJHOCT, ChINIaCHO YKa3aHHATa 3a CbXPaHCHUC HAa
IMPOU3BOAUTCIIA.

Ui 16. (1)CknagoBoTo OMEIICHHE ce€ 003aBEXK/1a ChC:

1. cTenmaxxu w/vim 3aTBOPEHU MKA(DOBE;

2. metaneH mKad wim OyHKep 32 ChXpaHEHUE HA TOPUMH M JICCHO3AMAIUMHU
JICKapPCTBEHH MTPOTYKTH.

(2) Ipu pabora c¢ JeKapcTBEHU TMPOIYKTH, CHABPKAIIA HAPKOTHUYHH
BelecTBa, ce crnasBar pasnopendoute Ha 3KHBII u mnop3zakoHoBuTe axkToBe IO
NPUJIAraHEeTO MY.

Ui 16a. (Hos - [IB, 6p. 67 ot 2010 r.) He ce nomycka mocTaBsHETO B anTeKaTa
Ha XUMHUYECKa TOAJCTHA.

Un. 17. (1) (U3m. - B, 6p. 81 or 2015 r.) JlekapcTBeHUTE HPOAYKTH,
IOCOUEHH B MNpuiiokeHue Ne 9, KOMTO ce OTIycKaT IO JIEKapcKO MpernucaHue, ce
CBXpaHsSBAT B OTAEJICH INKAa( CHhC CEKPETHO 3aKJIIOYBAHE, PA3IOIOKEH B NPHEMHOTO,
ACHCTEHTCKOTO WJIM B CKJIaJI0BOTO ITOMELIEHHE. 3a alTeKUTEe Ha JeueOHUTE 3aBe/IeHUs 110
wi. 222, an. 4 3JIIIXM mxadbT ce mocraBs B aCUCTEHTCKOTO WJIM B CKJIQJOBOTO
HOMEIIIEHUE.

(2) TepMonmaObUITHHUTE JIEKAPCTBEHHU MPOTYKTH CE ChXPAHIBAT B XJIAAUITHHUK.

Un. 18. (U3m. - JIB, Op. 81 ot 2015 r.) Munumannute HM3UCKBaHUS 3a
00opy/BaHETO Ha MOMEINICHUATA Ha anTeKaTa ca moco4eHu B mpuiokenue Ne 10.

UYn. 19. (1) 3abpansBa ce BIM3aHETO B paOOTHUTE OMEIIEHUS U CEKTOPH Ha
anTeKkara Ha BHHIIIHY JIMIA OCBEH OINPE/ICIICHUTE B HOPMATHBEH aKT KOHTPOJIHU OpPTaHH.

(2) (dom. - IB, 6p. 64 ot 2022 r.) 3abpaHsiBa ce U3BBPIIBAHETO B aliTeKaTa Ha
JNEHHOCTH, KOUTO He ca mocoueHu B ui. 219, an. 1 3JIIIXM.

(3) (Hom. - 1B, 6p. 64 ot 2022 r.) 3a0paHsiBa ce paboTaTa B MPUEMHOTO
MOMEIIEHNE Ha JIPYTH JIMIa OCBEH Ha3HAYEHUTE 10 TPYJOB JIOTOBOP H/HMIIHM JIOTOBOP 32
yIlpaBJIeHUE Ha anTekara GapMaleBTU U CTYIEHTH, IPEMHUHABALIN U3UCKYEMUS CTaX 10
pena Ha HapenOarta 3a €IMHHHMTE IbpPXKAaBHU M3UCKBAHUS 3a MPUIOOMBAHE HA BUCIIE
oOpazoBanue mno crnenuanHocrra "®apmarnus" 3a o00pazoBaTeIHO-KBATH(PHUKAIIMOHHA
creneH "Maructbp" U Hapenbata 3a eAMHHNUTE IbP’KaBHU U3UCKBAHUS 32 MPUA0OUBaHE Ha
BUCIIIE 00pa3oBaHUE MO CIEHUATHOCTUTE OT MPOoQEeCHOHAIHO HarpaBiieHHe "3IpaBHU
rpwxku" 3a oOpa3oBaTenHO-KBaIM(UKAIIMOHHA cTerneH "mpodecnoHaneH OakalaBbp IO

(4) (Hosa - JIB, 6p. 81 ot 2015 r. (*)) 3abpaHsiBa ce B anTeKUTE HA JIeUeOHUTE
3aBefieHHs o wi. 222, an. 4 3JIIIXM nga paboTsT ApYrH JIMIa OCBEH Ha3HAYEHHTE IO
TPY/ZIOB JOTOBOp C JIEUeOHOTO 3aBEICHHE MarucThp-hapManeBTH ¥ IOMOIHHK-
bapmareBTu.

(5) (Ilpepumna an. 4 - JIB, 6p. 81 ot 2015 1.) MeaunuHcKUTe U3IETUS Ce
CBXpPaHSBAT U MPOAABAT OTAEITHO OT OCTAHAJIMTE MPOJYKTH B alTeKara.
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(6) (Hosa - [IB, 6p. 81 ot 2015 r.) B antekurte Ha ne4eOHUTE 3aBEACHUS 10
wi. 222, an. 4 3JIIIXM MeauuMHCKUTE MU3AEIUs MO al. 5 Cce ChbXpaHsIBaT U OTIYyCKaT
OTJICITHO OT OCTAHAJIMUTE MPOIYKTH.

Pa3znen 111.
Opranusanus Ha padoTara B aiTEKUTE

Ui 20. (1) PpkoBonuTENAT HA aniTeKaTa € OTTOBOPEH 3a:

1. usAnocTHaTa OpraHu3anys U KOHTPoJIa Ha paboTaTa B anTekara;

2. 3aKyMyBaHETO U MPUTOTBSIHETO Ha KAYECTBEHH U O€30MacHU JEKapCTBEHU U
ApYru IPOAYKTH;

3. ocurypsiBaHeTO Ha HEOOXOAMMHUTE YCIIOBHSI U P 3a paboTa;

4. opranusupaHe Ha CbXPaHEHHUETO U OTITYCKAHETO Ha JIEKAPCTBEHHU MPOAYKTH,
ChABPIKAIIM HAPKOTUYHU BEIIECTBA, ChINIacHO u3nckBanusTa Ha 3KHBII;

5. ocurypsiBaHeTo Ha pabOTHOTO OOJIEKIIO 3a MepPCOHAa;

6. moBHIIABaHETO Ha mpodecnoHanHata KBadu(uKamus Ha paboTemmure B
anTeKaTa, CBbp3aHa ¢ IeHHOCTTa UM, KaTO OCUTYPsiBa y4aCTHETO UM B ChOTBETHH KYpPCOBE
u ipyru GopMH Ha 00ydeHHE Hail-MaJIKO BEIHBX TOHIIHO;

7. (u3m. - IB, 6p. 67 ot 2010 r.) ocurypsiBane Ha mpodecruoHaTHa
uH(popMallisg U CHpaBOYHA JIMTEpAaTypa 4pe3 JOCThII 1O MHTEPHET WM Ha XapTUEH
HOCHTEJI, CBbP3aHa ChC:

a) HoOpMaTHUBHATa ypeada, perJaMeHTHpala AeHHOCTTa Ha allTeKUTe;

0) moka3aHMs, MPOTHBOIOKA3aHUSA, [O3UPOBKA, HEXKEIAHU JIEKAPCTBEHU
peaKkLuu 1 JIEKApCTBEHU B3aUMOJIEHCTBUS;

B) peXHMMa Ha MPENUCBAaHE U OTITyCKaHE Ha JIEKapCTBEHUTE MPOAYKTH;

I') Ka4eCTBOTO, CPOKA HA FOJTHOCT U HaUMHA HAa CbXPAaHEHUE Ha JIEKapCTBEHUTE
MPOJIYKTH B arTekaTa v B IOMa Ha MallUEHTa;

1) JIEKapCTBEHU TMPOAYKTH, CBHABPXKALIM HAPKOTUYHU BEILIECTBA W/WUIIU
M3HCKBAIIX OTJIEITHO ChbXPAHEHHUE.

(2) PpkoBoauTENAT Ha anTekaTa € JJIbKEH Ja MOoBHIlIaBa NpodecuoHaaHaTa
cH KBaNM(DUKAIMsl, y9acTBaiKU B OpraHU3MpPaHH 1o pena Ha 4wi. 182 ot 3akoHa 3a 31paBeTo
dbopmu Ha MpoABIDKABAIO O0yueHne Ha (papMalleBTHUTE.

Un. 21. Jlumero, moOgydyusio paspenieHue 3a THhProBUs Ha JApeOHO C
JIEKapCTBEHH MPOAYKTH, OCUTYpsSBa BCUYKU HEOOXOIMMHU YCIIOBHUS 32 W3MBIHEHHE HA
3abJDKEHUSATA 10 Wi. 20 OT ppbKOBOAUTENS HA alTeKara.

Un. 22. (1) B antekara ce 10CTaBsT, IPUTOTBAT ChbXPaHABAT U OTIIYCKAT CaMO
Ka4yecTBEHH, e(pUKaCHU U O€30MaCHHU JIEKAPCTBEHU MPOJTYKTH.

(2) (Hosa - 1B, 6p. 2 ot 2012 r.) Ilpu oTnmyckaHe JieKapCTBEHUTE MPOTYKTH
Ce OMaKoBaT TakKa, 4e Ja ce rapaHTHpa 3ama3BaHe Ha TIXHOTO KaYeCTBO U €(hUKACHOCT.

(3) (IIpeaumna an. 2 - JIB, Op. 2 ot 2012 r.) 'paxxnanute TpaOBa BUHATU Aa
Obaar uHGOpPMHpaAHH 3a HauMHA Ha ynorpeda, ChbXpaHEHUE U HEKENaHU JIEKapCTBEHU
peaKuuyu Ha JEKapCTBEHUTE IPOAYKTH.
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(4) (ITpequmna an. 3 - IIB, 6p. 2 ot 2012 r.) PaGoTemmure B anTekara Morat
Jla U3BbpIIBAT AeiHocTH 110 wi. 219, an. 1 3JIIIXM camo cniopen nputexaBaHara OT TIX
KBaTH(UKALIHSL.

(5) (Ilpeaumna an. 4 - /1B, Op. 2 ot 2012 r.) [Ipeaaumiiomen crax B anTeka,
orpezenieHa 1o peaa Ha wi. 8, ain. 2 or Hapenbata 3a equHHUTE IbpKAaBHU U3UCKBAHUSA 32
npuo0MBaHe Ha BUCIIE 00pa3oBaHue 1O crieruanHocTTa "@apmanus” 3a 00pazoBaTeIHO-
KBaTH(UKAIIMOHHA cTerneH '"maructbp', mnpuera ¢ IloctanoBinenne Ne 61 Ha
Munuctepckus cbBet ot 2005 r. (00H., 1B, 6p. 32 ot 2005 1.), MOXKe Ja ce MpoBekIa Ha
CTYJIEHTH IOJ KOHTpOJa Ha Maructbp (apMauneBT ciel NpeCTaBsiHE Ha ChOTBETHUTE
JIOKYMEHTH OT BUCLIETO YUWIIHILE.

Un. 23. (1) Beekn ¢apmaiieBT € HE3aBUCHM TP B3eMaHE Ha pEIICHHE,
CBBP3aHO C OCBIIECTBIBAHETO Ha MPO(ECHOHAIHUTE MY 3aJbJDKCHUS, 32 KOCTO HOCH
CHOTBETHATa OTTOBOPHOCT.

(2) PaboromaTensT U PHKOBOAUTEIISAT HA anTeKara ca JUIbXKHH Ja 3a4dTar
npaBaTa Ha dapMarieBTa 1o ai. 1.

(3) 3a HenpaBWIIHO MPUTOTBEH W/WIIM OTIYCHAT JICKAPCTBEH MPOAYKT H 32
HACTBIMIUTE MOCIEANUI HOCH OTTOBOPHOCT (hapMarieBTHT, KOWTO IO € IPUTOTBIII H/WITN
OTITyCHAJL

Un. 24. (1) JlexkapcTBeHHTE MPOAYKTH B amTeKkara ce MOJpekaaT Io
aHATOMOTEPAIIEBTUYHU TPYIIH.

(2) JlexkapcTBeHHTE MPOAYKTH CE€ ChbXpaHSBAT MPH YCIOBHATA, ONPEACICHH B
pa3pelieHneTo UM 3a ynoTpeba/yI0CTOBEPEHHETO 3a perucTpamus, a MEeIULIUHCKUTE
W3JIeNUs U JPYTUTE MPOAYKTH - ChIVIACHO YCIOBUATA HA IPOU3BOIUTEINS.

(3) (Or™m. - 1B, 6p. 81 oT 2015 1)

(4) Temneparypara B MOMEIIEHUATA U XJIAAUITHUIIUTE CE OTUUTA SKETHEBHO U
Cce BIIMCBA B IHEBHUK.

Un. 25. (1) [Ipuemanero u 06pabOTBaHETO HA PELENTHUTE, OTIYCKAHETO Ha
JIEKapCTBEHU MPOAYKTHU M IpoAak0aTa Ha IPYTH MPOAYKTH ChIVIacHO mpuiioxkeHnue Ne 1 ce
W3BBPIIBAT CAMO B IPUEMHOTO ITOMEIIEHHE.

(2) W3nbpaHeHMETO Ha pELENTUTE B alTeKkaTa ce U3BbpIIBA MO peaa Ha
HapeaOara o ui. 221 3JIIIXM.

(3) (Homa - /IB, Op. 81 ot 2015 r.) Pasmopenbara Ha an. 1 He ce nmpuiara 3a
anTeKkuTe Ha JedyeOHuTe 3aBeneHus mo wi. 222, an.4 3JIIIXM, B KOUTO JIEKapCTBEHHUTE
MPOJIYKTH MOTAaT JIa C€ OTIYCKAT B €KCIEUIIMOHHOTO MTOMEIICHHE.

Un. 26. (1) B acucTeHTCKOTO MOMEIIEHUE CE€ H3BBHPILIBA MPUTOTBSIHE HA
JIeKapCTBEHU MPOIYKTH MO MarucTpaiHa u ¢apMakoneiHa pelentypa, NpecHrBaHe U
IpeMBaHe Ha JIEKapCTBEHU U MOMOIIHYU BEIIECTBA, KAKTO U (pacOBaHE HAa IPUTOTBEHUTE B
anTeKara JIEKapCTBEHHU MPOTYKTH.

(2) [IpuroTBsiHUTE B anTekaTa JEKapCTBEHUM MPOAYKTH MO (papmakoreiHa
peLenTypa ce 3aBe/aT B J1adopaTopeH JTHEBHUK ChITIACHO Mpuiiokenue Ne 11.

(3) INpuroTBsiHUTE B amnTekara JEKApCTBEHH MPOAYKTH IO MAarucTpaHa
pelenTypa ce 3aBexaT B JHEBHUK ChITIACHO MpuiioxkeHne Ne 12.
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(4) Bppxy OImakoBKHUTE HA MIPUTOTBSIHUTE B alTeKaTa JEKAPCTBEHHU MPOIYKTH
IO aJI. 2 ¥ 3 ¢€ MOCTaBAT CICIHUTE O3HAUCHUS:

1. agpec Ha anTekaTa, HOMEp M JlaTa Ha U3/1aJIcHOTO pa3peIieHue 3a ThPproBUs
Ha JIpeOHO C JIEKapCTBEHU NPOJIYKTH;

2. HOMEp, ToJ KOWTO € 3amucaH ChCTaBbT Ha JIeKapcTBeHaTa (opma B
1ab0paTOpHUS THEBHUK - B CITy4auTe 110 all. 2;

3. HOMep | JaTa Ha perenTara, MMe M Bb3pacT Ha MaIlMeHTa - B CJIy4auTe 1Mo
ai. 3;

4. nara Ha IPUTOTBSIHE;

5. HA4YMH Ha yrnoTpeda u MOKa3aHus,

6. HAYMH Ha ChXpPaHEHUE;

7. CpOK Ha TOJHOCT.

(5) 3abpansBa ce CMECBAaHETO Ha Pa3JIMYHU TAPTHAM TPU TPECUIIBAHE,
npenuBaHe U acoBaHEe Ha JIGKAPCTBEHU MPOJIYKTH B allTeKaTa.

(6) IIpu mpecunBane, mpenuBaHe U (acoBaHe Ha JIEKAPCTBEHH MPOIYKTH
BBPXY OIIAKOBKHUTC CC MOCTaBsA CTHUKCET, KOHWTO CbAbpiKa BCUYKH JaHHU OT OpUTMHAJTIHUA
€THKET.

UYn. 27. (1) B cki1aioBOTO MOMEIICHHE CE ChXPAHSBAT JICKAPCTBEHH MTPOAYKTH
U JIPYTU CTOKH, KOUTO CE TPO/IaBaT B anTeKara.

(2) JlekapcTBeHM MPOIYKTH, IMOKa3ald HECHOTBETCTBHSI C M3MCKBAHUATA 32
Ka4uCCTBO, C U3TCKBJ CPOK HA I'OAHOCT, C HAPYIICHHU IIbpBHUYHA WJIM BTOPHWYHA OITAKOBKA,
Ce ChXpaHsIBaT OTACIHO OT JAPYIHTE JICKApCTBA HA OMPECIICHO 3a IIeITa MICTO C TPAHO
CUTHAJIHO 0003HAaYeHUE, Ye ca OJIOKUpaHHU.

Ui 28. (1) JIekapcTBeHU MPOIYKTH B KOJIMYECTBA, ITO-MAJIKU OT pa3perieHara
3a ynotpe0a OIaKkoBKa, ce OTIYCKAT € JMCTOBKA U B OTTAKOBKH, FapaHTHUPAILH 3a[1a3BaHETO
Ha KayeCTBOTO W OCUTYpSIBAIld YCJIOBHS 3a NPAaBWIHOTO WM ChXpaHeHHe. Bupxy
OTaKOBKUTE CE€ HAHACAT BCUYKU JIaHHU OT OpUTMHAJIHATa OMaKOBKa.

(2) JlekapcTBeHuTe BellecTBa 3a M3rOTBSIHE HA JIEKAPCTBEHU MPOAYKTH IO
MarucTpaiHa U (QapmaxorneifHa peLenTypa ce ChbXpaHsSBaT B OIAKOBKA, rapaHTHpalla
3aIra3BaHeTO Ha KA4eCTBOTO MM, C HAJIITUC, ChIbPIKaIll CICAHUTE JaHHU: HAUMEHOBAHHE,
JIeKapCTBEHO BEILECTBO, MAPTUJICH HOMEP, CPOK Ha FOJTHOCT.

Un. 29. U3uckBaHusTa 3a CbXpaHEHUE W NPUTOTBIHE HA JIEKAPCTBEHU
MPOAYKTH ca MOCOYEeHH B TpuiokeHue Ne 13, a 3/1paBHUTE M MPOTHBOEHTUIECMHUYHHU
W3HUCKBaHUS MPU paboTa B aiTEKUTE - B puiioxkenune Ne 14.

Un. 30. (1) (U3m. - B, 6p. 79 ot 2017 r.) Opranuzanusta Ha paboTa u
YHCICHOCTTa Ha (hapMaleBTUTE B anTekara TpsOBa Ja OCHUTYpsSBAT CIa3BaHETO Ha
HeNpeKbCHATaTa MHHUMAaJIHA MKy THEBHA M CEIMUYHA MTOYMBKA U MPOABIDKHTEIHOCTTA
Ha pabOTHOTO BpeMe, ycraHoBeHH B KoJniekca Ha Tpyna.

(2) llepconanbT B anTekaTa 3aIbJDKUTETHO paboTH ¢ paboTHU 00YBKH U OeH
NPECTHIIKHA, Ha KOUTO CE IMOCTaBS HAANMNC C UMETO, KBATU(HUKAIMIATA U JTHKHOCTTa Ha
JIMLIETO.
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Y. 31. (1) PaGoTHOTO BpeMe Ha anTekaTa, KakTo pabOTHOTO BPEME U aJIpechT
Ha Hali-OJM3KaTa JICHOHOIIHA anTeka ce O0sABSABAT Ype3 MOaXoAsmio opopmeHa Taberna.
AKo HsIMa JICHOHOIIIHA aIlTeKa, ce 00sBsIBA aNTeKaTa, KOsATO € C Hal-IbJIro padOTHO BpeMe.

(2) Bcesika anTeka 3aIb/DKUTEIIHO MMa H3JIOKEHa HAa BUIAHO MSCTO
uH(popManus (aapec U pabOTHO BpeMe) 3a Hal-OiM3Kara anTeka, KbAETO CE MPUTOTBST
JICKapCTBEHH MPOAYKTH 10 MarkucTpaaHa U apMaKkorelHa perenrypa.

(3) Bcska amreka 3agbJDKUTENTHO HMMa U3JI0KEHA HAa BUAHO MSICTO
uHpopmanus (agpec, TenedoH U pabOTHO BpeMme) 3a KOHTPOJIHUTE OpraHU, Ha YHUATO
TEPUTOPHS C€ HAMUpPa anTeKara.

(4) (HoBa - JIB, 6p. 81 or 2015 r.) PaboTHOTO BpeMe B anTeKUTE Ha JICUCOHUTE
3aBeneHus no wi. 222, an. 4 3JIIIXM ce ompenens ¢ npaBUIHMKA 332 YCTPOMCTBOTO,
JICMHOCTTa ¥ BHTPEIIHUS PeJ] Ha ChOTBETHOTO JIeYeOHO 3aBE/ICHUE.

Ui 32. (1) (Ilpenumen Texer Ha wi. 32 - JIB, 6p. 79 ot 2017 r.) BbB BCsika
anTeKa 3abJDKUTEITHO Ce ChXPaHsIBAT CIEIHUTE JOKYMEHTH, KOUTO C€ MPEIOCTABST MPHU
MOMCKBAHE OT KOHTPOJIHUTE OPraHu:

1. pa3pemienue 3a ThproBus Ha JPeOHO C JIEKAPCTBEHH MPOAYKTH;

2. nuuUeH3us 3a THProBUs Ha JpeOHO M ChbXpaHsSIBaHE Ha JIEKAPCTBEHU
NPOAYKTH, ChAbPKAII HAPKOTUYHH BEIIECTBA, KOTaTO aliTeKaTa € MoJIyduiia pa3perieHmne
3a Ta3u JEHHOCT;

3. (u3m. - JIB, 6p. 79 o1 2017 1.) KOIIUSA OT JOKYMEHTHUTE 32 IIPABOCIIOCOOHOCT
U OT TPYAOBUTE JOTOBOpPU C paboTemMTe B amnTeKara JHia, KaKTO U ChOTBETHUTE
yBemomiieHus o wi. 62, an. 3 ot Koaekca Ha Tpyna;

4. ¢daktypute MIM KOmHME OT TAX, C KOMTO Ca 3aKylEHHU JIEKAPCTBEHUTE
TIPOJTYKTH;

5. Komus OT AOKJIAIH 32 U3BBPIUICHH UHCIIEKIIUH OT KOHTPOJIHUTE OpPraHHu.

6. (ot™. - IB, 6p. 79 oT 2017 1.)

(2) (Homa - JIB, 6p. 79 ot 2017 ., u3m. - JIB, 6p. 2 ot 2021 r.) UneHcTBoTo Ha
MarucTbp-(hapmManeBTUTE OT MepCcoHalIa Ha anTekaTa B beiarapckus ¢papmareBTHYeH Chl03
ce YIOCTOBepsiBa IpHM IMpOBEpKa upe3 MpejacTaBsiHE Ha MNpodecuoHalHa KapTa Ha
MarucTep-papmaneBra, u3nagaeHa oT beiarapckus (apmaneBTHYEH CbHIO3, W/WIH Ype3
CIpaBKa B HALIMOHAJIHMS €JIEKTPOHEH PErHCTHp 1o 4. 5, ain. 1, 1. 4 3COMO.

(3) (Homa - JIB, 6p. 2 ot 2021 r.) UneHCTBOTO Ha MOMOIIHHK-(HapMaIleBTUTE
OT MepcoHaja Ha anrTekara B bbiarapckara aconuanus Ha MOMOITHUK-(DapMalieBTHTE ce
yIIOCTOBEPsIBA IPH MIPOBEPKA Upe3 MPEICTABSIHE HA YAOCTOBEPEHHUE 32 aKTYAITHO YWICHCTBO
WIM 4Ype3 CIpaBKa B HAIMOHAIHHUS ENEeKTPOHEH perucTsp mo wi §, amr 1, T. 2
3COMCAAMCSIID.

Ui. 32a. (Hos - [IB, 6p. 67 ot 2010 r., ot™. - JIB, 6p. 79 o 2017 1.)
Pazgen IV.

Opranusanust Ha padoTa B anTeKka Ha Je4eOHM 3aBe/leHus 1o wi. 222, aJ. 4
3JIIIXM (3ara. usm. - /IB, op. 81 ot 2015 1.)
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Ui 33. (Jom. - IB, 6p. 2 ot 2021 1.) AnTekuTe HA JICYCOHUTE 3aBEACHUS 10
1. 222, an. 4 3JIIIXM ca caMOCTOSITETTHY 3B€HA B CTPYKTYypaTa Ha JIe4e0HOTO 3aBe/ICHHE,
B KOETO CE€ U3BBPIIBAT AeHHOCTUTE, onipeaeiaeHu B 3JITTXM.

Ui 33a. (Hos - JIB, 6p. 81 ot 2015 1., u3m. - JIB, 6p. 2 oT 2021 r.) [letinocTTa
Ha anTeKUTE Ha IedeOHM 3aBeieHus 1o wi. 222, an. 4 3JIIIXM ce ochlecTBsiBa ChOOpa3HO
[lpaBunara 3a noOpa (apMareBTHYHA MPAKTUKA, MPUETH ChIIacHO wi. 5, am. 1, 1. 3
3COM® u cwriacuo npasuiara no wi. 8, ai. 1, . 5 3SCOMCAAMCIIID.

Un. 336. (Hos - IB, 6p. 81 or 2015 r. (*)) B neueOuute 3aBeneHus 3a
0omHuuHa oMoty ¢ Haj 400 sersa 3a aKTUBHO JIEYEHUE UM B KOUTO MMa Pa3KpUTH Haii-
Manko 10 KIMHUKHW/OTAENEHUS C JIeryia, KaKTO U B JIe4YeOHU 3aBeICHUS, KOUTO U3BBPILIBAT
JEHHOCTH TI0 MEUITMHCKA OHKOJIOTHS /TN KJIMHIUYHA XeMAaTOJIOTHs, pab0TH Hal-MaJIKo
€IMH MarucThp-hapmaleBT ¢ npuaoouTa crennaaHocT "KinHuuna dapmarus’ uim cbe
cnenuanu3anus 1o "Kinuanuna hapmarnms’".

Ui 33B. (Hos - JIB, Op. 81 ot 2015 r.) Knuan4yauAT apmaneBT chaericTBa
IpH  OCHIISCTBSABAHE Ha JICHHOCTHTE TIO HA3HAYaBAaHETO U TPUTOTBSHETO Ha
JICKApCTBCHUTE TPOTYKTH.

Un. 33r. (Hos - JIB, 6p. 81 ot 2015 r., usm. - JIB, Op. 2 or 2021 r.)
KnuanyHusT apmaieBT OChIIECTBSIBA JICHHOCTTa CH B ChOoTBeTCTBHE ¢ I[IpaBmiara 3a
no0pa (apmareBTHYHA TPAKTUKA, IPUETH ChIVIACHO Wi. 5, ain. 1, 1. 3 3COMO.

Y. 34. HeKapCTBCHI/ITe IMPOAYKTH, NPCAHA3ZHAUYCHU 3a XOCIIUTAIN3UPAHUTEC
ManuceHTH, C€ OTIYCKAT B IMOAXOAdlIa OIIaKOBKa, OCHUI'ypsBalla IIPaBUIHOTO UM
CbXpaHCHHC.

Un. 34a. (Hos - 1B, 6p. 81 ot 2015 r.) B antekute Ha iedeOHUTE 3aBeIeHUS
no wi. 222, an. 4 3JIIIXM ce noaabpxkaT HEOOXOIMMHUTE KOJMYECTBA JIEKApPCTBEHU
MPOIYKTH, METUIIMHCKY U3/ U JPYTd KOHCYMAaTHBH 32 OCUTYpsSBaHEe Ha HOpMaJlHaTa
pabota Ha 1e4eOHOTO 3aBE/IEHUE 32 CPOK Hal-MaJIKO 5 JTHH.

Ui 35. (1) PpkoBouTEIMTE HA aNITEKUTE HA JICUeOHUTE 3aBEICHUS 110 Wi, 222,
aim. 4, 7. 1 u 2 3JIIIXM ca wieHOBEe Ha MEIUIMHCKHUS CHbBET Ha CHOTBETHOTO JIEUEOHO
3aBEJICHHUE.

(2) (Hom. - JIB, 6p. 81 ot 2015 r.) JIunara mo an. 1 uiM MOCOYEHHU OT TAX
MarucThp-hapmareBTH 3aqbDKUTEIHO Y4acTBaT B pa3paboTBaHE Ha JeKapCTBEHATa
cTpaterus Ha J1e4eOHOTO 3aBeieHre, KaTo:

1. yuacTBaT BBB (papMaKOTEPANEBTHUHUTE KOMUCHH,

2. UBTOTBAT MPAKTHUYECKU PEHENTYpHUIIM, CHhOOpa3eHH C KadyecTBOTO,
CUTYPHOCTTa W  epHUKAaCHOCTTa, KakTo ©  (apMakoTepaneBTHYHA  W/WIK
(dhapMakKOMKOHOMHUYECKA OIEHKA Ha JIKAPCTBEHUTE MPOAYKTH;

3. y4acTBaT BbB BCHUKHU JCHHOCTH, CBHP3aHU C JOTOBapsiHe, CHAO/sBaHE W
JIOCTaBKa Ha HEOOXOIMMHUTE JICKAPCTBEHHU MTPOTYKTH;

4. M3rOTBAT MPETIOKEHHUS 32 MPOEKTOOIIKETa Ha JIEUeOHOTO 3aBe/CHHE B
JacTTa My, Kacaellla JJIEKapCTBEHUTE MPOIYKTH;

5. M3roTBAT CTAaHJAPTHH ONEPATUBHU MPOLETYPH 32 JEHHOCTUTE, U3BbPIIBAHU
B anTeKara;
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6. KOHTPOJIUPAT ChXPAaHEHUETO U OTYETHOCTTA HA JIEKAPCTBEHUTE MPOTYKTH B
OTJICTICHUSITA U KITMHUKHUTE;

7. (voBa - JIB, O6p. 81 ot 2015 r.) yyacTBar B KJIWHUYHU H3IUTBAHHS C
JICKaPCTBEHH MPOAYKTH W/UIM MEAUIIMHCKH U3JENHUs ChIIIACHO T. 4.6 OT mpuiioxeHune No
1 xpm wi. 1, ain. 1 or Hapen6a Ne 31 ot 2007 r. 3a onpenensine Ha npaBuiiarta 3a Joopa
KIMHUYHA TipakTuka (B, op. 67 ot 2007 1.).

Un. 36. PpkOBOAMTENNTE HA aTEKUTE HA JICUEOHUTE 3aBEACHUS MO 4. 222,
an. 4, 1. 1 u 2 3JIIIXM ca OTroBOpHU 3a W3BBPIIBAHETO HA JEUHOCTUTE 10 4Wi. 20, KaKTO
U 3a:

1. pa3npeneneHUeTo Ha JeKapCTBEHUTE MPOAYKTH IO OTAEICHUSITA;

2. ocurypsiBaHe Ha HEOOX0MaTa JeKapCTBEHA M TeParleBTUYHA UH(OpMAITHS
3a OCTaHAJIUTE MEIUIIMHCKU CICIIHAUCTH;

3. (moBa - [JIB, Op. 81 or 2015 r.) oOciyXBaHETO Ha MALUMEHTUTE B
U3BBHPAOOTHO BpeME U MPHU U3BHHPEIHU CUTYAIIHH.

Un. 37. (1) ®apmakoTepaneBTUYHATa KOMUCHS B JICUCOHUTE 3aBEICHUS 10 YI.
222, an. 4 3JIITXM exeroaHo n3paboTBa CIIUCHK C OCHOBHUTE JICKAPCTBEHU MPOIYKTH, C
KOUTO pabOTH CHOTBETHATA alITeKa, KOMTO ce YTBBPKIaBa OT pPHbKOBOIUTEINSI Ha JIEYEOHOTO
3aBeJICHHE.

(2) CriucwkwT 1O an. 1 ce u3paboTBa U akTyanusupa cboopasHo [lo3utuBHus
JIEKAPCTBEH CMUCHK 10 wi. 262 3JITIXM.

(3) CHaOpsBaHeTo Ha anTeKUTEe Ha Je4eOHHUTE 3aBeleHUs 1o ail. 1 ¢
JIEKapCTBEHU MPOIYKTH C€ U3BBpIIBA ChOOPa3HO CIIUCHKA IO aj. 1.

Uin. 37a. (Hos - JIB, 6p. 81 ot 2015 1. (*)) (1) JlekapcTBeHHTE MIPOAYKTH 32
CHUCTEMHO JIeYeHHE Ha 3JI0KaueCTBEHU 3a0o0ysBaHHs Cc€ MPHUTOTBAT B anTeKkara Ha
CHOTBETHOTO JICYeOHO 3aBE/ICHUE BBB BHJI 32 TUPEKTHO NPHUIIOKEHUE HA MAllMCHTA.

(2) IIpu mpuroTBsiHE HA JIEKAPCTBEHUTE MPOIYKTH CE€ CIa3BaT U3UCKBAHUATA
Ha 3aKoHa 3a 3/[PaBOCJIIOBHH M 0€30I1aCHU YCJIOBUSI HAa TPY/I.

Y. 376. (Hos - JIB, 6p. 81 ot 2015 1., ot™. - [IB, 6p. 79 o1 2017 1.)
Uin. 378. (Hos - JIB, Op. 81 ot 2015 ., oM. - IB, 6p. 79 oT 2017 1.)

Un. 38. (U3m. - [IB, 6p. 2 ot 2012 1.) (1) (Hom. - AB, Op. 2 ot 2021 r.) 3a
3aJI0BOJISIBAaHE Ha COOCTBEHHTE CH HYXKIW JiedeOHMTE 3aBeieHust 1o wi. 222, an. 4 3JITIXM,
KOUTO HSIMAaT OTKpPHUTA anTeka, MoraT Ja ce CHaOasBaT OT amTeKa Ha JPyro JeuyeOHO
3aBeICHHUE, MOJYYUIIO pa3pelieHue 3a ThProBUs Ha APEeOHO C JIEKAPCTBEHU TPOIYKTH,
KakTo U nuneH3us no wi. 33, an. 1 3KHBII npu cHaOasiBaHe ¢ JieKapCTBEHU TMPOAYKTH,
KOUTO ChIBPKAT HAPKOTUYHU BEIECTBA.

(2) JleueOHuTe 3aBeneHus MO al. 1 CKIOYBAT JOTOBOp 3a CHabasBaHE C
JIEKapCTBEHW TMPOAYKTH, B KOWTO ypeXJaT YCIOBHUATAa 3a 3asBSBaHE, JOCTaBKa |
3aruiallaie Ha IPOIYKTHUTE.

(3) C noroBopa mo an. 2 ce ypexaar W yCIOBUATA, IPH KOUTO MarucThbp-
¢dbapmaieBTHT, ppKOBOAMTEN Ha alTeKaTa Ha JeueOHO 3aBeICHHe, TTONYUUIIO pa3peiieHue
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3a TbProBHA Ha I[pe6H0 C JICKAPCTBCHHU IMPOAYKTH, OCBIICCTBABA TCKYIl KOHTPOJI BbPXY
yCJI0BUsATA 3a CbXPAHCHUC HA UBIMUCAHUTEC U JOCTABCHU JICKAPCTBCHU ITPOAYKTH.

Un. 38a. (Hos - 1B, 6p. 2 ot 2012 1.) (1) Cnex ckir04BaHETO Ha JOTOBOP 1O
wi. 38, an.2 5e4yeOHOTO 3aBeleHUE, KOETO HsMa COOCTBEHa anTeka, HW3MHCBa
HEOOXOUMUTE My JIEKAPCTBEHU IIPOAYKTH Ha JIEKAPCTBEH JIMCT MU Clla3BaHE Ha pela u
YCJIOBHSTA 3a M3ITMCBAaHE U OTUYETHOCT, mocoueHu B Hapenba Ne 4 ot 2009 r. 3a ycnoBusita
U pelia 3a MPeANUCBaHe U OTIYCKaHe Ha JekapcTBeHu npoaykTH (B, 6p. 21 ot 2009 1.),
KONTO ce Mpe0CcTaBs 3a U3MbJIHEHHE B allTeKaTa Ha JIe4eOHOTO 3aBe/ICHUE C anTeKa.

(2) Ilpu TpaHcmOpTHpaHETO W JOCTaBKaTa Ha JIEKAPCTBEHUTE IMPOAYKTH,
U3MHCAaHU 1O pelna Ha aj. 1, ce cmas3BaT yCJIOBUSTA 3a CbXpaHEHHE, IOCOYEHU B
pas3pelIeHneTo 3a ynorpeda Ha IpOLyKTHTE.

Y. 386. (Hos - [IB, Op. 2 ot 2012 r.) JleueOHOTO 3aBeeHUE, KOETO HsMA
COOCTBEHa amnTeKa, MOXE Jia 3asBsBa JICKAPCTBEHU MPOJYKTH, HEOOXOJUMHU 32
3aJI0BOJISIBAHE Ha COOCTBEHHTE MY HYXKIH, 32 CPOK HE MO-roJisiM oT 10 qHH.

Y. 39. (1) (U3m. - B, 6p. 81 ot 2015 r., m3m. - IB, 6p. 95 ot 2018 r.)
JlekapcTBeHUTE MPOAYKTH W MEAMLMHCKUTE H3AEIHs, NpEJIHA3HAYEHU 33 KIMHUYHU
U3NWTBAHUSA, CE€ IIOJy4yaBaT, CbXpPaHABAT, NPUIOTBAT U OTIYCKAaT OT anTekaTa Ha
J1e4yeOHOTO 3aBeJCHHE OTAEIHO OT APYIHTE JIEKapCTBEHH HPOAYKTH U MEAMLIUHCKU
U3JIeNusl, ¢ 0003HAYEHUE 3a CTaTyTa UM, ChIJIACHO MPOTOKOJIA Ha KIMHUYHOTO U3IUTBAHE,
a Korarto Jie4eOHOTO 3aBe/IEHUE He pasloiara chbC cOOCTBEHA alTeKa MM anTeKkara He
paboTu - B MOJIXOAIIM 3a LIEITa MOMEIEHus, cliel] 0A00peHne oT (apMalleBT, WieH Ha
W3CIIEI0BATENICKUS EKUIIL.

(2) (U3m. - [IB, Op. 2 ot 2021 r.) JIekapcTBEeHUTE NMPOJYKTH, OJy4YaBaHU OT
neyeOHuUTE 3aBeneHus no peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pesna 3a 3amianiase ot
IbpKaBHUS OIO/IKET Ha JICUEHHETO Ha OBJIrapCKUTE Ipa)<IaHU 3a 3a00JsiBaHUS U3BBH
o0xBaTa Ha 3aJBJDKMTEIHOTO 37paBHO ocurypsBane (B, Op. 95 or 2005 r.), ce
ChXpaHsIBaT OTAEIHO.

(3) (Hosa - 1B, 6p. 81 ot 2015 r.) JlekapcTBeHUTE MPOJYKTH, ITOJIy4YE€HH KAaTO
XyMaHUTapHa MOMOL, C€ ChbXpaHIBAT B allTEKUTE Ha JICUEOHUTE 3aBEICHUS OTJEIHO OT
JpyruTe JEeKapCTBEHM MPOAYKTH, a KOraTo JIedeOHOTO 3aBeJieHHE He pas3mojiara che
coOcCTBEHa anTeka - B MOJAXO/SIIH 32 1IeJITa TOMEIICHHUS.

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

Pasnen V.
IIpoxax0a Mo MHTEPHET HA JIEKAPCTBEHM NMPOAYKTH 0€3 JIeKapCKo
npeanucanue (Hos - /IB, Op. 2 oT 2012 1.)

Y. 40. (Hos - IB, 6p. 2 01 2012 1.) (1) THproBus no HHTEPHET C JIEKAPCTBEHU
MNPOAYKTU O€3 JeKapCcKo MpeANrcaHrne MOXe Jla U3BbPILBA JIULIE, TOJIYUYUIIO pa3pelieHne
3a THProBUs Ha APEOHO € JIGKAPCTBEHHU MPOJYKTH WM YIOCTOBEPEHUE 32 PETUCTPAIUs Ha
nporepust Tipu ycioBusta u 1o peaa Ha 3JIIIXM u Ha Tasu Hapemba, CHOTBETHO Ha
HapenOara mo wi. 243 3JIIIXM.
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(2) TwproBusita mo an.l ce uU3BBpPIIBA caMO C JIEKAPCTBEHH MPOIYKTH,
pa3perieHu 3a yrnorpebda mo pena Ha 3JIITXM.

Y. 41. (Hos - IB, 6p. 2 or 2012 r.) (1) 3a u3BbpiIBaHE HA AEHHOCTTA 11O YJI.
40 nuuero TpsAOBa 1a pa3noiara cb¢ COOCTBEH MHTEPHET CaiT, Ha KOMTO Ja € MyOJIuKyBaHa
cnenHaTa uHGOpMAaIHs:

1. HaMEHOBAHUETO Ha FOPUAUYECKOTO JIHILIE;

2. cefanuuie U aJpec Ha yIpaBlICHUE;

3. azpec Ha anTeKaTa WM ApOrepusTa;

4. HoMep U JlaTa Ha U3/1aBaHe Ha paspenieHueTo no wi. 229, an. 2 3JIMXM wiu
yaoctoBepenueto 1o wi. 240, an. 1 3JIIIXM;

5. TpuTe UMEHa Ha PHKOBOAMTENS Ha alTeKaTa Wik IPOrepHsITa;

6. HOMEHKJIaTypa, ChbprKallla MEX/JyHapOAHUTE HENaTEeHTHU HAaUMEHOBaHUS
¥ THPTrOBCKHUTE MMEHA Ha MPEeIaraHuTe JICKapCTBEHH MPOIYKTH;

7. 1leHa Ha JIeKapCTBEHUTE MPOIYyKTH;

8. cTroilHOCTTa Ha TPAHCIOPTHUTE pa3XOJd, HEBKIIOUEHH B II€HATa Ha
JIeKapCTBEHUTE MPOJYKTH IO T. 7, CBbP3aHHU C TAXHATA JIOCTABKA;

9. HauMHa Ha IUIalaHe, JOCTaBKa U U3IIBJIHEHHUE Ha I0r0BOpa 1o 4. 45;

10. mpaBoTOo Ha moTpedUTENs Jla Ce OTKaXe OT JoroBopa no wi. 45 u
YCIIOBHATA, IPH KOUTO JIEKAPCTBEHUST MPOIYKT MOXKE J1a HEe ObJe MPHET;

11. undopmanus 3a OpraHuTe, OCHILIECTBIBAILU KOHTPOJ BbPXY JAEHHOCTTA;

12. (u3m. - 1B, 6p. 2 ot 2021 r.) uHTEpHET BpB3Ka KbM cTpanuiute Ha MAJI,
bearapckus ¢apmaneBTHueH Cbl03 M bbiarapckara acouuanus Ha TOMOIIHUK-
dbapmareBTUTE.

(2) Unpopmanusara mo an. 1 TpsOBa ga Oble HpedoCTaBeHa MO SCEH U
pa3zbupaeM HauyuH, J1a MoAYepTaBa ThProOBCKUS XapaKTep Ha MPEI0KEHUETO U 1a Ob/Ie B
CBHOTBETCTBUE C NMPHHIMIA HA JOOPOCHBECTHOCT NMPH THPrOBCKUTE CAEIKU M Jo0para
THPrOBCKa MPAKTHKA.

Un. 42. (Hos - JIB, 6p. 2 ot 2012 r.) (1) Ilpu 3anmouBane Ha AEHHOCT MO 4.
234, an. 5 3JIIIXM nuuero no 4. 40 npexoctass nucMeHa uHpopmanus B MAJI, kosto
ChIbpIKa:

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

2. HAaMMEHOBAHMETO Ha UHTEPHET CaiiTa;

3. 1aHHU 3a JHIETO, KOETO € Ch3/1aJ10 MHTEPHET caiiTa /Ui ro MO IbpiKa.

(2) Kpm undopmanusta o an. 1 ce mpuiara aexyiapanusi OT JULETO MO Il
40, ye mpuTekaBa WM pasloiara ¢ TPAHCIOPTHU CPEACTBA, OCUTYpSBAILX ITPABHIIHOTO
ChXpaHEHHE Ha JIEKApCTBEHUTE MPOAYKTH IPU TPAHCIIOPTUPAHE.

Un. 43. (Hos - JIB, Op. 2 012012 1.) (1) B ceaemnnueBeH cpok OT MOCTHIIBAHETO
Ha uHopmMarusaTa mo ui. 42, an. 1 MAJI usBwppuBa npoBepka Ha caifTa OTHOCHO
HaJMYHNETO Ha JaHHHUTE 1Mo wi. 41, ain. 1.

(2) Koraro MAJI ycraHOBH, Y€ CallThT ChbpPKA BCUUKH HEOOXOAUMHU JTaHHH,
M3BBPIIIBA BIIMCBAaHE HA TULETO 10 Wi. 40 B CIUCHK, MyOJMKYyBaH Ha MHTEPHET CTpaHUIATa
Ha MAJL
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(3) Koraro MAJI ycrtaHOBH, Y€ CalThT HE ChABPKA BCHYKH HEOOXOIUMHU
JTAHHU WIH Y€ CHIIUTE Ca HEIbJIHU, U3IIpallla TUCMEHO YBEIOMJICHHUE JI0 JIMLETO 1Mo wi. 40
3a OTCTpaHsIBaHE Ha KOHCTATUPAHUTE MPOMYCKH W/UIU HECHOTBETCTBHSI.

Uin. 44. (Hos - JIB, 6p. 2 ot 2012 1.) (1) Jlunero nmo wi. 40 ¢ mrbxHO aa
OCHUTYPH YCJIOBUS 3a:

1. IpaBUITHOTO OMaKOBaHe, TPAHCIOPTUPAHE U JOCTaBSHE Ha JIEKAPCTBECHUTE
npoayktu mo 4wi. 40, ann. 1 Taka, 4e ga ObJaT 3aMa3eHu TEXHUTE KauecTBa U e(hPUKACHOCT;

2. TOCTaBSHETO Ha JIEKAPCTBEHUTE MPOJYKTH 10 24 yaca OT MOCTHIIBAHETO Ha
3asBKaTa;

3. BOJICHETO Ha JJOKYMEHTUPAaHA CUCTEMa 3a MpOocieAsiBaHe Ha IPATKUTE;

4. mpenocTaBsHETO Ha WHQPOpMAIUS HaA IMONydyaTeNss Ha JIGKAPCTBEHUTE
npoayktu no ui. 40, an. 1 OTHOCHO HE0OXOIUMOCTTa Ja BBH3CTAHOBH KOHTAKTa CU C
JeKyBalusg JIeKap B ClOy4ail Ha BB3HHKBAaHE Ha TpoOJIeMu mpm ymorpedara Ha
JIEKapCTBEHHUSI IPOJTYKT.

(2) JIuuero mo un. 40 myOiauKyBa Ha MHTEPHET caiiTa cu WHMOpMAIHS 32
HOMeEpa, MoJ] KOWTO € BiucaH B cnuchka Ha MAJI o uin. 43, ain. 2.

Un. 45. (Hos - [IB, 6p. 2 ot 2012 r.) Mexnay numnero no 4i. 40 u notpedutens
ce CKJII0YBa JIOTOBOP 3a MpoJax0da OT pa3CTOsSHUE MO0 CMUCHIA HA Wi. 48 OT 3aKkoHa 3a
3alMTa Ha MOTPEOUTEIUTE.

Un. 46. (Hos - /1B, 6p. 2 ot 2012 r.) [IpuemaneTo Ha 3asiBKaTa U OTIyCKaHETO
Ha JICKapCTBEHUS MPOAYKT C€ U3BBPIIIBA:

1. B aniTeka OT MarucThp-hapmareBT I MOMOLTHUK-(apMaIleBT B CIIy4anuTe
o wi. 225, an. 1 3JIIIXM, wiu

2. B Iporepusi OT MEUIIMHCKHU CIIELUATUCT.

Un. 47. (Hos - 1B, 6p. 2 ot 2012 1.) (1) Ilpu nmonaneHa 3asBKa JTUIETO O YII.
40 moTBbpk/aBa B MUCMeHa (hopMa WM Ha APYr TpaeH HOcUTeN MH(pOpManusaTa Mo 4.
41,an1. 1, 1.6 -9.

(2) IIpu moTBbpxK/AaBaHE Ha 3asBKaTa JHIETO MO Wi. 46 gaBa HeoOXoauMaTa
KOHCYJITAlMsI Ha OBJIrapcKy €3uK, MOMCKaHa OT MOTPeOUTEs.

Un. 48. (Hos - IB, 6p. 2 ot 2012 r.) Korato nuiero mo ui. 40 He Moxke J1a
U3ITBJIHM 33bJDKEHUSITa CH IO JIOTOBOpa MOpajy TOBa, Y€ HE pasrojara ¢ MopbyaHHUTE
JIEKapCTBEHH MPOIYKTH, TO € JUIBKHO Ja YBEAOMHU MOTPEOUTETIS.

Un. 49. (Hos - IB, 6p. 2 ot 2012 r., nom. - /IB, 6p. 79 ot 2017 r.) 3asBkuTe 1
MOTBBPKJICHUATA 32 OTITyCKaHEe MO0 MHTEPHET Ha JICKAPCTBEHH MPOIYKTH 0€3 JeKapCcKo
MpeINMCaHue Ce ChXPaHABAT HA XapTHUEH WM EJIEKTPOHEH HOCUTEN B anTeKara Wid
JIPOTepHUsiTa 3a CPOK 5 TOJANHHU.
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Ui 50. (Hos - JIB, Op. 2 ot 2012 r.) PpkoBomuTensaT Ha anrekara WA
JpOrepusiTa HOCH OTTOBOPHOCT 3a ISNIOCTHATA OPraHU3alvs U KOHTPOJIa Ha ThProBUATA
110 UHTEPHET C JIEKAPCTBEHH MPOJYKTH 0€3 JICKapCKO MPEIITUCaHNe B ChOTBETHHS OOCKT.

IIpexoanu n 3aKII0OYUTETHE pa3nopendoun

§ 1. (1) 3anounanuTe 10 BIM3aHETO B CHJIa HA Ta3W Hapea0a MpOU3BOJICTBA 3a
MoJTy4aBaHe Ha pa3pelicHHe 3a ThPrOBUSL HA JPEOHO C JIGKAPCTBEHU IMPOJYKTH WIH 32
IPOMSsIHA B U3/1ICHO pa3pelleHue ce pa3riiexkaat Mpu yclIoBusATa Ha oTMeHeHaTa Hapenba
Ne 8 ot 2000 1. 32 YCTpOHCTBOTO, pe/ia U opraHu3anusaTa Ha padorara B antekure (1B, 6p.
54 ot 2000 T.) B CpOK /10 6 Mecena CYUMTAHO OT JlaTaTa Ha BJIM3aHETO M B CHJIA.

(2) Cnen n3THuaHe Ha cpoka Io aji. | 3amoYHanIuTe A0 BIM3aHETO B CHIIA HA
Ta3u Hapeada MPOM3BOJACTBA 3a MOJyyaBaHE Ha pa3pellieHre 3a ThProBUsS Ha JAPEOHO ¢
JIEKApCTBEHU MPOAYKTH WJIM 3a MPOMSHA B M3/IaJICHO Pa3pelICHUE Ce JOBBPIIBAT MPHU
YCIIOBUSATA U pe/ia, MPEIBUICHU B HEsl.

§ 2. (1) (Ilpeaummen Texer Ha § 2 - JIB, 6p. 67 ot 2010 1., mom. - /IB, 6p. 2 oT
2012 r.) JlunaTta, noay4wiy pa3pelieHre 3a OTKpUBAaHE Ha alTeKa WM pa3pelieHue 3a
THProBUs Ha IPeOHO C JIEKAPCTBEHU MPOIYKTH MPUBEKAAT JEHHOCTTa CH B ChOTBETCTBUE
C HEHHUTE U3UCKBaHUS, ¢ U3KIOYeHue Ha wi. 10, anm. 2 u . 12, an. 3, B cpok 10 JiBE
TOJIMHU OT BJIM3AHETO U B CHUJIA.

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

(3) (HoBa - JIB, 6p. 67 ot 2010 r.) JlunaTa, moiXydymiId paspelieHue 3a
OTKPHMBAHE Ha anTeKa WIH pa3pelleHre 3a ThProBHs Ha IPeOHO C JIGKAPCTBEHU IPOAYKTH
B HaceileHH Mecta ¢ HaceneHue mnoxa 10 000 »xurenu, mpuBekIaT AEHHOCTTa CU B
CHOTBETCTBHE C U3MCKBAHETO Ha Wi. 14, an. 2 B cpok 10 1.07.2011 1.

§ 3. (M3wm. - IB, 6p. 2 or 2012 r., mom. - JIB, 6p. 81 ot 2015 r., m3m. - IB, Op.
2 01 2021 r.) KoHTpOnbT O U3N'bJIHEHUE HA Hapea0aTa ce OChIIECTBIBA OT MUHUCTHpA Ha
3/IpaBeoNa3BaHeTo, IIIaBHUA IbPKABEH 37paBEH NHCIIEKTOP, U3IIBIHUTEIHNUS TUPEKTOP Ha
W3nbaHuTenHaTa areHuus MO JeKapcTBara, JUPEKTOPUTE HAa PETMOHAHUTE 3ApaBHU
MHCIIEKIIUU ¥ UHCIIEKTOPU NIPU PETHOHAIHUTE 3/{paBHU MHCTIEKLIUH.

§ 3a. (Hos - IB, Op. 2 ot 2021 r.) U3nbiaHuTenHa areHIus "MeTuuHCKA
Haa30p" CBHBMECTHO C MPEJCTABUTENM Ha CBhCIOBHATAa OpraHU3alldsg Ha MarucTbp-
(bapmarieBTUTE, CbOTBETHO - ChbBMECTHO C IIPEICTABUTENN Ha ChCIOBHATAa OpraHU3aIMs Ha
MOMOUTHHUK-(apMalleBTUTE, OCBIIECTBSIBAT KOHTPOJI 3a crazBaHe Ha [IpaBunara 3a nobpa
(dapMmarieBTUYHA MPAKTUKA, IPUETH cbhrylacHo 4i. 5, an. 1, 1. 3 3COM® wu IIpaBunara 3a
n00pa MEIUITMHCKA TTPAKTUKA 110 3paBHH TPYIKU, MPUETH ChIIacHO wi. 8, ai. 1, T. 5 oT
3COMCAAMC3IID.

§ 4. Ta3u Hapenba ce m3gaBa Ha ocHoBaHue Wi. 219, am. 2 or 3akoHa 3a
JIeKapCTBEHUTE MPOJYKTH B XyMaHHaTa MeAunrHa 1 otMeHst Hapen6a Ne 8 ot 2000 r. 3a
YCTPOMCTBOTO, pefia M OpraHu3anusaTa Ha padorara B antekute (B, 6p. 54 ot 2000 r.).
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IIpexoanu pasnopenou
KBbM HAPEJBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA Ne
28 OT 2008 I'. 3A YCTPOMCTBOTO, PEJJA 1 OPTAHU3ALIUATA HA
PABOTATA HA AIITEKUTE 1 HOMEHKJIATYPATA HA
JIEKAPCTBEHUMTE ITPOAYKTHU

(OBH. - 1B, BP. 67 OT 2010 T".)

§ 8. JIunara, mosry4niy pa3perieHue 3a OTKpUBAaHE Ha aNTeKa WK pa3pelieHue
3a THpProBUsi Ha JApPEOHO C JIGKAPCTBEHW TMPOJYKTH, MNPHUBESKIAT ACWHOCTTA CHU B
cbhOTBETCTBUE C Wwi. 16a B cpok 10 1.07.2011 r.

§ 9. JIunara, moyry4usu pa3perieHre 3a OTKPUBAHE Ha alTeKa WK pa3pelleHue
32 TBPrOBUS Ha JPeOHO C JIEKAPCTBEHH IMPOJYKTH, MPHUBSKAAT JEHHOCTTA CH B
ChOTBETCTBUE C § 6, T. 1, OykBa "0" (oTHOCHO T. 5, OykBa "a") B cpok g0 1.07.2011 r.

IIpexoanu pasnopendu
KbM HAPE/JIGA 3A UBMEHEHUE U JOIIBJIHEHUE HA HAPE/IBA Ne
28 OT 2008 I'. 3A YCTPOMUCTBOTO, PEJIA U OPTAHU3AIIUSITA HA
PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA HA
JIEKAPCTBEHUTE ITPOAYKTH

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

§ 22. JleyueOHuTe 3aBeneHUs MPUBEKAAT JIEHHOCTTA CU B CHOTBETCTBUE C
M3HUCKBaHUATA 110 § 7 OTHOCHO wi. 19, aint. 4 B Cpok 10 1IecT Mecela OT BIM3aHE B CUjla Ha
Ta3u Hapenoa.

§ 23. JleueOHuTE 3aBelEHUS MPUBEKAAT JECHHOCTTa CH B CHOTBETCTBUE C
M3HUCKBaHUATA 10 § 12 oTHOCHO 4. 330 B CPOK JI0 TpU TOJAMHU OT BIU3aHE B CUJIA HA Ta3u
Hapezoa.

§ 24. JleueOHuTe 3aBelneHUs MPUBEKAAT JIEHHOCTTA CU B CHOTBETCTBUE C
M3UCKBaHMATA MO § 16 OTHOCHO 4. 37a B CPOK JI0 IIECT MECeIla OT BJIM3aHE B CHJIa HA Ta3H
Hapenaoa.

§ 25. JleueOHuTEe 3aBelneHUs MPUBEKAAT JIEHHOCTTA CHU B CHOTBETCTBUE C
n3uckBanuATa Mo § 17 orHocHo wi. 39, an. 4 3a KIMHWUYHU HU3MUATBAHUS, MOTYyYHIIN
MTOJIOKUTETHO CTAHOBHUIIE 3a MPOBEX1aHeTo UM cbritacHo 3JIIIXM, no 1 suyapu 2017 1.

IIpexonnu pasnopenoun

KBbM HAPEJIBA 3A U3BMEHEHME U JOITbJHEHUE HA HAPEJIBA Ne
28 OT 2008 I'. 3A YCTPOMCTBOTO, PEJA 1 OPTAHU3ALIUSITA HA
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PABOTATA HA AIITEKUTE U HOMEHKJ/IATYPATA HA
JIEKAPCTBEHUTE ITPOAYKTHU

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

§ 11. Jlo yrBbpknaBaHe oT M3mbJIHUTENHATAa areHIMS IO JEKapcTBaTa Ha
o0pa3iy Ha 3asMBJICHHS 110 § 3 3asBUTEINUTE TI0/IaBaT 3asBICHUS 110 JOCETAITHUS 00pasell.

IIpexoanu n 3aKII0OYUTETHA pa3nopeadoun
KbM HAPE/JIGA 3A UBMEHEHUE U JTOITBJIHEHUE HA HAPE/IBA Ne
4 OT 2009T.3A YCJIIOBUSITA U PEJA 3A ITIPEJAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU

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

§ 19. HapenOata Bnm3a B cuina ot 16 okromBpu 2023 T.

IIpexonnu u 3aK/JII0OYUTETHH pa3nopeadu
KbM HAPE/JGA 3A UBMEHEHUE U JOIIBJIHEHUE HA HAPE/IBA Ne
40T 2009T.3A YCJIOBUSATA U PEJIA 3A IPEAIIUCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU

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

§ 7. Hapenbara Bnu3a B cuia oT AeHs Ha oOHapojBaHeTo ¥ B "JIbp)kaBeH
BECTHHK".

3aKJII0YUTeHH pasnopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
28 OT 2008 I'. 3A YCTPOMCTBOTO, PEJJA 1 OPTAHU3ALIUATA HA
PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA HA
JIEKAPCTBEHUTE ITPOAYKTH

(OBH. - JIB, BP. 54 OT 2025 T".)

§ 3. IMaparpad 2 Bnu3za B cuna 3 Mecena ciiesi 00HapOJABaHETO Ha Hapeadara B
"JIbp>KaBEH BECTHHUK .

ITpunoxxenne Ne 1 xpm ui. 1, an. 1
(M3wm. - IB, 6p. 67 ot 2010 r., u3m. - /IB, 6p. 2 ot 2021 1.)

HpOZ[}/KTI/I, KOHUTO CC IIpeuIarat B aliTCKUTC
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1. JlekapcTBEHU IPOIAYKTH.

2. MenuiuHacKy U3aeusl.

3. JlueTuuHu XpaHU 3a CIeLUaIHU MEIULIMHCKHU LEJIU, XpPaHU 33 KbpMaueTa U
MPEXO/IHU XPaHHU.

4. XpaHuTenHu T00aBKH.

5. Ko3amMeTnyHu npoayKTH.

6. CaHUTapHO-XUTMEHHH CPE/ICTBA.

7. buoumau ot rnaBHa rpyna 1 "Jlesaundexrantu", mpoaykToBu Tumose 1 u 2,
u ot riaBHa rpyna 3 "KonTpon Ha Bpenutenu", npoaykrou tunose 18 u 19, cprioacHo
[Tpunoxenue V ot Pernmament (EC) Ne 528/2012 na EBponeiickus napiameHT v Ha CbBeTa
ot 22 maii 2012 1. OTHOCHO MPEOCTAaBSIHETO Ha Ma3zapa u ynorpedara Ha ouonuan (OB L
167,27.06.2012 1.).

[Ipunoxenne Ne 2 xbm ui. 1, an. 2
(Uzm. - [IB, 6p. 2 o1 2021 1., u3m. - JIB, Op. 54 o1 2025 1., B cuna ot 06.10.2025
T.)

CrnuchbK Ha JIGKApCTBEHU MPOAYKTH, OTIYCKaHH 0€3 JIeKapcKo MpeIucaHne, KOUTO MoraT Jia ce
MpOJIaBaT uype3 aBTOMaTH

I'pyna nponykru ATC-kox INN JIOITbIHUTENTHN N3UCKBAHMS
AHTHAn N AO02A
A02ABI10 Aluminium MaxkcumatHO KOJIMIEeCTBO Ha
hydroxide; AKTHBHOTO BEIIIECTBO 32 JI030Ba

Magnesium oxide |emunuia 436 mg/150 mg/10 ml.
Camo TeuHU JIeKapcTBEHU
(dhopmu 3a iepopaiiHo
NPUJIOKEHHUE.

A02ADO01 Ordinary salt Jlo 20 Opost 1030BH STMHUIIH B
combinations omnakoBka. CaMo TBBP/IH
JieKapcTBeHH GopMu 3a
HEPOPAITHO TIPUIIOKEHHUE.

A02AD04 Hydrotalcite MaxkcruMaaHO KOJTHYECTBO Ha
AKTHBHOTO BEIIIECTBO 3a J1030Ba
enunuia 500 mg. 1o 20 6pos
JI030BH €IMHHIIM B OTTAKOBKA.
Camo TBBpIM JIEKapCTBEHU
(bopmu 3a epopaHO
MPUIIOKEHHE.

JlexapcTBEHM IPOLYKTH 3a A02B
JIeYeHUE Ha MENTHYHA 53Ba U
I'EPB
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CrnuchbK Ha JIEKApCTBEHU MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeIucaHnue, KOUTO MoraT Jia ce
MpoJIaBaT ype3 aBTOMaTu

I'pyna nponykru ATC-kon INN JIOIIbIIHUTETHN U3UCKBAHMS

A02BA03 Famotidine MakcuMaIHO KOJIUYECTBO Ha
AKTUBHOTO BEIIIECTBO 3a JI030Ba
equauna 20 mg; mo 20 6pos
JI030BU €UHUIIN B OITAKOBKA.
CaMo TBBP/IH JIEKAPCTBECHU
(hopMu 3a TIepopaTHO
PHJIOKEHHE.

A02BX13 Alginic acid in [ {o 20 6post 1030BU €IUHHIIA B

combination with |omakoBka. CamMo TBBp/IH
antacids JeKapcTBeHH (hOpMH 3a

HIEPOPAITHO MTPUIIOKEHHE.

JlekapcTBeHH IPOAYKTH 3a AO03A
JieyeHre Ha PYHKIIMOHATHH
pa3cTpoiicTBa Ha YyepBaTa

AO03ADO02 Drotaverine MakcuMalTHO KOJTMYECTBO HA
aKTUBHOTO BEILIECTBO 3a JI030Ba
enununa 80 mg; 1o 24 6pos
JI030BH €IMHHIIA B OIIAKOBKA.
Camo TBBpM JE€KApPCTBEHU
(bopmu 3a epopasHo
MIPUIIOKEHHE.

OuucTuTEeTHH CpeICTBA AO6A
(;TakcaTuBM)

AO06AD11 Lactulose MakcHuMaaHO KOJIMYECTBO Ha
AKTHBHOTO BEILIECTBO 34 J1030Ba
enuHMLa 10 67 g/100 ml;
xosmaecTBo A0 200 ml. Camo
Te4Ha JiekapcTBeHa popma 3a
TIEPOPATHO MPHIIOKEHUE.

Hpyru upeBHu ancopoentu | A07B

A07BCO05 Diosmectite MaxkcuMaJIHO KOJIMYECTBO Ha
AKTUBHOTO BEIICCTBO 3a J030Ba
emuauta 7o 3 g. Jlo 30 6post
JIO30BH €IUHUITN B OITAKOBKA.
Camo TBBp/IM JIEKAPCTBEHU
(hopmu 3a epopaHoO
TIPUJIO’KEHHE.
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CrnuchbK Ha JIEKApCTBEHU MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeIucaHnue, KOUTO MoraT Jia ce
MpoJIaBaT ype3 aBTOMaTu

I'pyna nponykru ATC-kon INN JIOIIbIIHUTETHN U3UCKBAHMS

JlekapcTBEHH TTPOTYKTH, A07D
MOTUCKAIIN TIEPUCTATTHKATA

A07DAO03 Loperamide MakcuMatHO KOJHYECTBO Ha
aKTHBHOTO BEIIECTBO 32 JJ030Ba
equama 2 mg. Jlo 10 6post
JI030BU €TUHUIIA B OMTAKOBKA.
Camo TBBpM JEKAPCTBEHU
(dbopmu 3a repopaiHo
NPUJIOKCHUE.

JlexapcTBeHM MIPOAYKTH, AO09A

TIOBJIHSIBAIIH
XPaHOCMUJIAHETO, BKJL.
CH3UMU
A09AA02 Multienzymes [ MakciuMaHO KOJIMYECTBO Ha

aKTHBHOTO BEIIECTBO 3a J1030Ba
emuuuia 10 000 Ph.Eur.U. Jlo
100 Opost 1030BU CTUHHIIN B
ornakoBka. CaMo TBbpAU
JekapcTBeHH GopMH 3a
TIEPOPAITHO MPIITIOKECHHUE.

AckopOMHOBa KHCEINHA, AllG

BKIIFOUYHUTCIIHO KOM6I/IHaLII/II/I

A11GAO01 Ascorbic acid MaxkcuMalHO KOJIMYECTBO Ha
(Vitamin C) AKTHBHOTO BEIIECTBO 32 JJ030Ba
eaunauia 500 mg.

Jo 30 6post 1030BU €IUHULIN B
omnakoBka. CamMo TBbpIU
JeKapcTBeHH (popmu 3a
TIEPOPATTHO MTPUIIOKEHHE.

JlexapcTBEHH IPOYKTH, C05C
CTaOMIIM3HpAIY KaUJISIPUTE

CO05CA04 Troxerutin MakcuMaIHO KOJIMYECTBO Ha
AKTUBHOTO BEIICCTBO 3a J030Ba
emuaunta 300 mg; 1o 50 Opost
JIO30BH €IUHUITN B OITAKOBKA.
Camo TBBp/IU JIEKAPCTBEHU
(hopmu 3a epopaHO
TIPUJIO’KEHHE.
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CrnuchbK Ha JIEKApCTBEHU MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeIucaHnue, KOUTO MoraT Jia ce
MpoJIaBaT ype3 aBTOMaTu

I'pyna nponykru ATC-kon INN JIOIIbIIHUTETHN U3UCKBAHMS

MakcuMatHO KOJIMYECTBO Ha
aKTUBHOTO BEIIIECTBO 32 J030Ba
emuuunia 20 mg/1 g; no40 g B
ornakoBka. Camo iepMajiHi
JIeKapCTBEHH (POPMHU 32 JIOKATHO
MPUIIOKEHHE.

AHTUIIPYPUTUYHU D04A
JIeKapCTBEHH TPOAYKTH,
BKJTFOUUTEITHO
AQHTUXVCTAMUHHU, aHECTETHIIN

u ap.

DO04AA09| Chloropyramine |MakcuManHO KOJIHYECTBO Ha
AKTHBHOTO BEIIECTBO 32 JJ030Ba
enununa 1 g/100 g; no 18 g B
ornakoBka. Camo iepMajiHu
JekapcTBeHU (OPMHU 3a JIOKATTHO
NPUJIOKCHUE.

DO04AA13 Dimetindene MaxkcumatHo KOJIMIeCTBO Ha
aKTUBHOTO BEIIECTBO 32 JJ030Ba
enununa 1 mg/1 g; no 50 g B
omnakoBka. CaMo JiepMaTHH
JIeKapCTBeHH (DOPMHU 3a JTIOKATHO
TIPUIIOKEHHE.

D04AA32| Diphenhidramine |MakcumaiHO KOJMYECTBO Ha
aKTHBHOTO BEIIECTBO 3a J1030Ba
enuHuma 10 20 mg/g; no 50 g B
ornakoBka. Camo iepMaliHi
JIeKapCTBEHH (POPMH 32 JIOKATHO
MIPUIIOKEHHE.

AHTHUCEIITHIIN U DO8A
Ne3uH(PEKTaHTH

D08AGO02| Povidone-iodine |10 % nomyTBbpau IepMaIHu
JIEKapCTBeHH (DOPMHU 3a JTIOKATHO
npunoxkenue 10 40 g B
OTIaKOBKa.

DO08AX01| Hydrogen peroxide |MakcuManHO KOJHUYECTBO Ha
AKTHBHOTO BEIIECTBO 3a J1030Ba
eqununa 3 %; no 100 ml B
omakoBka. CaM0O TeYHH
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Crmcek Ha JICKAPCTBCHU IIPOAYKTH, OTITYCKAaHH oe3 JICKAPCKO MpEAInCaHnue, KOUTO Morar Jia c€

MpoJIaBaT ype3 aBTOMaTu

I'pyna nponykru

ATC-xon INN

I[OH’I:JIHI/ITGJIHI/I HU3NCKBAaHUA

JIepMaJIHU JIEKapCTBEHU (POPMHU
32 JIOKAJIHO NPUJIOKEHUE.

[TpoTHBOBB3NATUTETHU U
AHTUPEBMATUYHU
JIeKapCTBEHHU MPOIYKTH,
HECTEPOUTHU

MO1A

MO1AEO1 Ibuprofen

MakcumaiiHO KOJIMYECTBO Ha
AaKTUBHOTO BEUIECTBO 3a J030Ba
emununa 200 mg; no 10 Opost
JI030BU €IMHULIM B ONAKOBKA.
Camo TBBpIM JIEKAPCTBEHU
(hopmu 3a epopanHo
MIPUIIOKECHHE.

MO1AEL17|  Dexketoprofen

MaxkcuMaaHO KOJINYECTBO Ha
aKTHUBHOTO BEIIIECTBO 34 J030Ba
enununa 25 mg; 1o 10 6pos
JI030BH CAWMHUIIM B OIIAKOBKA.
Camo TBBp/IH JIEKAPCTBEHU
(dhopmu 3a iepopaiiHo
NPUJIOKEHHUE.

[TpoTHBOBB3NATUTEIHH
JIEKapCTBEHH IPOJTYKTH 3a
JIOKAJIHO NIPUJIO’KEHHE,
HECTEPOUTHU

MO2A

MO02AA | Antiinflammatory
preparations, non-
steroids for topical

use

JlepmanHu nekapcTBeHU GopMH
32 JIOKAJITHO MPHIIOKEHUE C
MakcHUMaJieH ooemM/Maca Ha
mbpBUYHATa omakoBka - 60 ml/60

g.

Hpyru aHanretunu
Y aHTUIMPETUIN

NO02B

NO2BAOL| Acetylsalicylic acid

MaxkcuMaaHO KOJIMYeCTBO Ha
aKTUBHOTO BEIIECTBO 3a JI030Ba
equania 500 mg; no 20 6post
J030BHU €AMHUIIN B OIIAKOBKA.
Camo TBBP/IM JICKApCTBCHH
(dhopmu 3a mepopaHO
MPUIIOKCHHUE.
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CrnuchbK Ha JIEKApCTBEHU MPOAYKTH, OTIYCKaHH 0e3 JeKapcKo MpeIucaHnue, KOUTO MoraT Jia ce
MpoJIaBaT ype3 aBTOMaTu

I'pyna nponykru

ATC-kon

INN

I[OH’I:JIHI/ITGJIHI/I HU3NCKBAaHUA

NO2BEO1

Paracetamol

MaxkcuMaIHO KOJIMYECTBO Ha
aKTHBHOTO BEIIIECT-

BO 3a J1030Ba enuHuia S00 mg; 10
12 Gpost 1030BH ENUHUIIN B
orakoBka. CaMo TBbpIU
JeKapcTBeHH GOpMH 3a
MIEPOPAITHO MTPHIIOKEHHE.

N02BB02

Metamizole sodium

MakcumMaaHO KOJIMYSCTBO Ha
aKTHUBHOTO BEILIECT-

BO 3a J1030Ba enununa 500 mg;
10 10 Opost 1030BU €IUHULIN B
ornakoBka. Camo TBbpAU
JIeKapcTBeHH (opmu 3a
NEPOPATTHO MPUIIOKEHUE U
MIPaxOoBE 3a MPUTOTBSHE Ha
pa3TBOpPHU 3a MEPOPATHO
MIPHIIO’KECHHUE.

CBHOTBOpHU U CEIaTUBHU
JIEKapCTBEHH ITPOLYKTH

NO5C

NO5CMO09

Valerianae radix

MakcuManHO KOJIMYECTBO Ha
aKTHBHOTO BEIIECTBO 3a J1030Ba
enunua 200 mg; 1o 20 6post
JI030BH €IMHUIIM B OITAKOBKA.
Camo TBBP/IH JIEKapCTBEHH
(hopmu 3a repopaTHO
HPUIIOKEHHE.

JlexapcTBEHH IPOLYKTH
3a JIeYEeHHE Ha I'bPJI0

RO2A

ROZAA

Antiseptics

J1o 24 Gpost 1030BU €AMHULIU B
ornakoBka. Camo TBBpIU
JeKapcTBEHU (HOpMH 3a
MIEPOPATTHO MPHIIOKECHHUE.

Peoaxuus xom /IB, op. 2 om 8 Anyapu 2021 2.

IHpunooicenue Ne 2 xom un. 1, an. 2

|
| (Msm. - [IB, 6p. 2 om 2021 2.)
|
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CruchK Ha JeKapCTBEHH MPOAYKTH, OTITYCKAaHU Oe3 JIeKapCKO MPeanrcaHe, KOUTO MOrarT J1a
ce MMpo/aBaT upe3 aBTOMATH

I'pyna npoayxtu ATC-kon

INN

I[OHT;J'IHI/ITCJ'IHI/I N3UCKBAHUA

A"THanman A02A

A02AB10

Aluminium
hydroxide;
Magnesium oxide

MaxkcuMaIHO KOJIHYECTBO Ha
aKTHBHOTO BEIIECTBO 3a
nmo3oBa exwamna 2,18 g/350
mg. CaMo Te4HH JICKapCTBEHH
(dopmu 3a nepopanHo
TIPUIIOKEHHE.

A02ADO1

Ordinary salt
combinations

o 20 Opost 1030BH SAMHUIIU B
onakoBka. CamMo TBbpAU
JeKapcTBeHU GOpMH 3a
NEepOpaTHO MPUIIOKEHHE.

A02ADO04

Hydrotalcite

MakcumanHo KOJIM4eCTBO Ha
AKTUBHOTO BEIIIECTBO 33
no3oBa equaua 500 mg.
CaMo TBBpAH JEKapCTBEHU
(hopmu 3a mepopaHo
MIPUJIOKEHUE,

JlexapctBenn npoayktu 3a| A02B
JICUCHHUC Ha IICIITUYHA A3Ba

u I'EPb

A02BA02

Ranitidine

MakcrMarHO KOJIMYeCTBO Ha
AKTUBHOTO BEILECTBO 32
nmo3oBa equaUIa 150 mg; mo
20 6post 1030BU €AMHUIU B
omakoBka. CamMo TBbpAU
JIeKapCcTBeHU (hOpMHU 3a
TIEPOPATHO TPUIIOKECHHE.

A02BAO03

Famotidine

MakcuManHO KOJIAYECTBO Ha
aKTHBHOTO BEIECTBO 3a
no3oBa eaunuia 20 mg; no 20
Opost 1030BHU €IUHUIIN B
omakoBka. CamMo TBbpAU
JeKapcTBeHU (GOpMHU 3a
MEPOPATHO MPUIIOKECHHUE.

A02BX13

Alginic acid in
combination with
antacids

o 20 Opost 1030BY AMHUIIN B
omnakoBka. CaMo TBBpAM
JIeKapcTBeHU GOPMH 32
MePOPaAITHO TIPUIIOKEHHE.

JlexapcTBenu npoayktu 3a [ AO03A
neueHne Ha QYHKIIMOHAIHU

pascTpoiicTBa Ha yepBaTa
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Coucek Ha JICKApCTBCHU IMMPOAYKTHU, OTIIYCKAaHH 0e3 JICKApPCKO NpCANMCaHuC, KOUTO MOraT aa

ce MMpo/aBaT upe3 aBTOMATH

I'pyna npogykTtu

ATC-kon INN JlombIHUTETHN U3UCKBAHUS

A03AA04 Mebeverine MakcuMaHO KOJIMYECTBO Ha
AKTUBHOTO BEIECTBO 32
no3oBa equnuia 200 mg; mo
30 Opost 1030BU SAMHUITU B
omnakoBka. CaMo TBEPAH
JeKapcTBeHN (HOPMH 3a
MIEPOPATTHO TIPUIIOKCHHE.

AO03ADO02 Drotaverine MakcHuMaaHO KOJHYECTBO Ha
AKTUBHOTO BEILIECTBO 32
no3oBa eauauna 80 mg; no 24
Oposi T030BY SUMHHIIN B
onakoBka. Camo TBbpAU
JIeKapCcTBEHU (hOpMH 3a
MIEPOPATHO MPUIIOKEHHE.

Cra3MOJUTHLIN
KOMOWHAINSA C aHAJITETULA

A03D

AO03DAO02| Pitofenone and |MaxkcumanHO KOJMYECTBO Ha
analgesics aKTHBHOTO BELIECTBO 3a
nmo3oBa equanna S00 mg/S
mg/0,1 mg; no 20 OGpost 7030BH
eIMHUIN B ormakoBka. Camo
TBBP/H JeKapcTBEHU (popMu
3a TIIepOPAITHO TIPHIIOKEHHE.

O4YHUCTUTEIIHU CPEACTBA
(JTakcaTHBH)

AO6A

A06ABO08| Sodium picosulfate | MakcruMaiHo KOITHYIECTBO Ha
aKTMBHOTO BEIIECTBO 3a
JI030Ba eAuHMIA 10 7,7 mg/ml;
110 30 ml. Camo Teuna
JIeKapcTBeHa opMa 3a
MIEPOPAITHO TIPUIIOKEHHE.

A06AD11 Lactulose MakcHMaJIHO KOJIUYECTBO Ha
AKTUBHOTO BEILECTBO 34
J030Ba equHMNa 1o 67 g/100
ml; konmuaecTBo 10 200 ml.
Camo TeuyHa JeKapcTBeHa
(hopma 3a epopaiiHo
NPUIIOXKEHHE.

Hpyru 4peBHU ancopOeHTH

A07B

A07BAO01| Medicinal charcoal [ MakcumanHno Konu4yecTBo Ha
AKTHUBHOTO BEILECTBO 34
J030Ba eArHMLA 10 250 mg.
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ce MMpo/aBaT upe3 aBTOMATH

Coucek Ha JICKApCTBCHU IMMPOAYKTHU, OTIIYCKAaHH 0e3 JICKApPCKO NpCANMCaHuC, KOUTO MOraT aa

I'pyna npogykTtu

ATC-kox

INN

I[OHT;J'IHI/ITCJ'IHI/I N3UCKBAHUA

o 20 Opost 1030BY SAMHUIIN B
omnakoBka. CaMo TBbpAU
JeKapcTBeHN (HOPMH 3a
TIEpOPAITHO MPHUIIOKEHHE.

A07BCO05

Diosmectite

MakcumanHo KOJIM4eCTBO Ha
AKTUBHOTO BEILIECTBO 3a
nmo3oBa exawamna 10 3 g. Jlo 30
Opost T030BH CIMHUIIA B
omakoBka. CamMo TBbpAU
JIeKapCcTBEHU (hOPMH 3a
TIEPOPAITHO MIPHIIOKEHHE.

JlekapcTBEeHU POIYKTH,
MTOTHUCKAIIU
nepucTaiTuKaTa

A07D

AO07DAO03

Loperamide

MaxkcumanHo KOJIMYECTBO HA
aKTHBHOTO BEIIIECTBO 33
nmo3oBa equamIa 2 mg. o 10
Oposi T030BY SIUHMIIU B
onakoBka. Camo TBbpAU
JeKapcTBeHU GOpMH 3a
MIEPOPATHO MPIIIOKECHHE.

JlexapcTBEHHU IIPOAYKTH,
MTOBJIUSIBALLN
XPaHOCMHJIAHETO, BKII.
CH3UMHU

A09A

A09AA02

Multienzymes

MakcuManHO KOJIAYECTBO Ha
aKTHBHOTO BEILECTBO 3a
no3oBa equauia 10 000
Ph.Eur.U. [To 100 6post 10308y
eIMHULIM B ortakoBka. CaMmo
TBBP/IU JIEKAPCTBEHH (HOpMHU
3a MePOPATHO MPUIIOKEHHE.

MynTHBUTAMUHH,
KOMOHWHAINH

AllA

A11AAO03

Multivitamins and
other minerals, incl.
combinations

Jlo 100 Opost 1030BU eTUHUIIH
B onakoBka. CaMo TBbpIU
JIeKapcTBeHU GOPMH 32
MIEPOPATHO NPUIIOKESHHE.

MynTuBUTaAMUHH,
CaMOCTOSITETTHO

AllB

All1BA

Multivitamins, plain

o 100 Opost 1030BU eUHUIIH
B omakoBka. CaMo TBBpAU
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CruchK Ha JeKapCTBEHH MPOAYKTH, OTITYCKAaHU Oe3 JIeKapCKO MPeanrcaHe, KOUTO MOrarT J1a
ce MMpo/aBaT upe3 aBTOMATH

I'pyma mpoxgykru ATC-kon INN JlombIHUTETHN U3UCKBAHUS

JeKapcTBeHN (HOPMH 3a
NepOopaHO NPUIIOKEHHE.

AckopOrHOBa KHCETHUHA All1G
BKITIOYHUTEITHO KOMOUHAITUH

Al1GB Ascorbic acid | To 100 6post 1030BH €IMHALIH

(Vitamin C), B onakoBka. CaMo TBbpIU
including JICKapCcTBEHU (OPMHU 3a

combinations  |mepopaliHO MPUIIOKEHHUE.

JlexapcTBeHH IPOAYKTH, C05C
CTaOUIM3UpALIH
KaIllWISIpUTE

CO5CA04 Troxerutin MakcuMaaHO KOJMYECTBO Ha
AKTUBHOTO BEILECTBO 3a
no3oBa egununa 300 mg; no
50 Opost 1030BU SAUHUIU B
onakoBka. CamMo TBbpAU
JeKapcTBeHU GOpMH 3a
NepOpaTHO MPUIIOKEHHE.

MakcuManHO KOJIUYECTBO Ha
aKTHBHOTO BEILECTBO 3a
nmo3oBa eauanna 20 mg/1 g; 1o
40 g B omakoBka. Camo
JIEPMATHH JIEKapCTBEHU
(hopmu 3a JTOKaITHO
MPWIOKEHUE.

CO05CA51 Rutoside, ITo 100 6post 1030BU eTUHHITA
combinations  |B omakoBka. Camo TBBpAM
JleKapcTBeH (hopmu 3a
TIEPOPAITHO TIPHIIOKEHHE.

AHTUTIPYPUTHYHU DO4A
JIEKapCTBEHU TIPOJTYKTH,
BKITIOUHTEITHO
AHTUXHCTaMHHH,
aHECTETHIIN U JIp.

DO04AAQ9| Chloropyramine |MakcuMaaHO KOJHYECTBO HA
AKTUBHOTO BEIIIECTBO 32
nmo3oBa equanna 1 g/100 g; 1o
18 g B omakoBka. Camo
JIEPMaJTHH JICKapCTBEHU
(hopmu 3a JIOKaITHO
NPUIIOKEHHE.
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CruchK Ha JeKapCTBEHH MPOAYKTH, OTITYCKAaHU Oe3 JIeKapCKO MPeanrcaHe, KOUTO MOrarT J1a
ce MMpo/aBaT upe3 aBTOMATH

I'pyma mpoxgykru ATC-kon INN JlombIHUTETHN U3UCKBAHUS

D04AA13 Dimetindene [ MakcumMasiHO KOIHYECTBO Ha
AKTHBHOTO BEILIECTBO 3a
mo3oBa equamna 1 mg/l g; mo
50 g B omakoBka. Camo
JICpPMaJIHU JICKapCTBCHU
(hopmu 3a JIOKAITHO
MIPHIIOKCHUE.

D04AA32| Diphenhidramine |MakcuMaaHO KOTHYECTBO HA
AKTUBHOTO BEIIECTBO 32
Jo030Ba eauHmna a0 20 mg/g ;
1o 50 g B onakoBka. Camo
JepMaJTHU JICKapCTBEHU
(hopMH 3a JIOKAITHO
MPHIIOKCHUE.

AHTHCENTHALN U DO0O8BA
Je3nH(EKTaHTH

DO8BAAOQ1| Ethacridine lactate | MakcumanHO KOJIM4ECTBO Ha
aKTMBHOTO BEIIECTBO 3a
nmo3osa exquamna 0,1 g/100 ml;
1o 100 ml B onakoBka. Camo
TCUHU JlepMaIIHI/I HeKapCTBeHI/I
(hopmu 3a JTOKaITHO
NPUIIOXKEHHE.

D08AX01| Hydrogen peroxide | MakcuMaaHO KOJHYECTBO HA
AKTUBHOTO BEILECTBO 32
nmo3oBa equHHIA 3%; 10 100
ml B onakoBka. CaMo TeuHH
JICPMaJTHU JICKapCTBEHU
(hopMu 3a JIOKATHO

HPUIIOKECHUE.
[IpotuBopb3mamurenau u | MOLA
AQHTUPEBMATHYHU
JIEKapCTBEHU MPOIYKTH,
HECTEPOUIHU
MO1AEO1 Ibuprofen MakcuMa HO KOJIMYECTBO Ha

AKTHBHOTO BEILIECTBO 32
nmo3oBa equaUa 200 mg; mo
20 Opost 1030BH SIMHHIIN B
omakoBka. CaMo TBbpAH
JIeKapcTBeHU (hOpMH 3a
MIEPOPATTHO TIPUIIOKECHHE.

MO1AEOQ3 Ketoprofen MakcrManHO KOJIMYECTBO Ha
AKTUBHOTO BEILLIECTBO 3a
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CruchK Ha JeKapCTBEHH MPOAYKTH, OTITYCKAaHU Oe3 JIeKapCKO MPeanrcaHe, KOUTO MOrarT J1a
ce MMpo/aBaT upe3 aBTOMATH

I'pyma mpoxgykru ATC-kon INN JlombIHUTETHN U3UCKBAHUS

nmo3oBa eauanna 50 mg; mo 20
Opos T030BU CTUHMIIU B
omnakoBka. CaMoO TBEPAH
JeKapcTBeHN (HOPMH 3a
NepOpaHO NPUIIOKEHHE.

MO1AE17| Dexketoprofen |MakcumanHO KOJHYECTBO Ha
aKTUBHOTO BELIECTBO 3a
no3o0Ba eauHANA 25 mg; mo 20
Oposi T030BY CTUHMIIU B
omakoBka. CamMo TBbpAU
JeKapcTBeHU GOpMH 3a
HIEPOPATHO TPHIIOKEHHE.

IIpoTuBOBB3NATUTETHU MO2A
JIEKapCTBEHU TIPOIYKTH 32
JIOKAJTHO TIPHJIOKEHHE,

HECTEPOUTHH
MO2AA | Antiinflammatory | Iepmannu jgekapcTBeHH
preparations, non- | opmu 3a TokamHO
steroids for topical | mpunoxenue ¢ MmakcumaieH
use obeM/Maca Ha TbpBUYHATA
omakoBka - 60 ml/60 g.
Hpyru aHanreTuiy u NO02B
AHTHITHUPETHIH

NO02BAO1| Acetylsalicylic acid| MakcuMa HO KOJIHYECTBO Ha
AKTUBHOTO BEILIECTBO 32
nmo3oBa equaAa 500 mg; mo
20 6post 1030BU €AMHUIU B
omakoBka. CamMo TBbpAU
JIeKapCcTBEHU (hOPMHU 3a
TIEPOPATTHO TIPUIIOKECHHE.

NO02BA51| Acetylsalicylic acid,|{ JTo 20 6post 1030BH eTUHUIH B

combinations, onakoBka. CaMo TBbpAH
excluding nekapcTBeHn GOpMH 3a

psycholeptics | mepopaiHo npHIIOKEHE.

NO02BEO1 Paracetamol MaxkcuMaiaHO KOJIUYECTBO Ha
aKTUBHOTO BEILECTBO 34
nmo3oBa equaUa 500 mg; mo
20 Opost 1030BU €AMHHUIU B
omakoBka. CaMo TBbpAH
JIeKapcTBeHU (hOpMH 3a
MIEPOPATHO NPUIIOKESHHE.

NO2BE51 Paracetamol o 20 Opost 1030BH €AMHHUILIN B
combinations, omakoBka. CaMo TBbpAU
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CruchK Ha JeKapCTBEHH MPOAYKTH, OTITYCKAaHU Oe3 JIeKapCKO MPeanrcaHe, KOUTO MOrarT J1a
ce MMpo/aBaT upe3 aBTOMATH

I'pyma mpoxgykru ATC-kon INN JlombIHUTETHN U3UCKBAHUS

excluding JeKapcTBeHd POpPMH 3a
psycholeptics | mepopaiiHo IpUITOKEHHE.

NO02BB02| Metamizole sodium|MakcuMaiHo KOJTHYECTBO Ha
AKTUBHOTO BEIECTBO 32
nmo3oBa equanna 500 mg; 10
20) Opost 1030BH CUHMIIN B
omnakoBka. CaMoO TBEPAH
JeKapcTBeHN (HOPMH 3a
MIEPOPATTHO MPUIIOKECHHE U
MIPaxoBe 3a MPUTOTBSIHE Ha
Pa3TBOPU 3a MEPOPATHO
MIPUJIOKEHUE.

CwHoTBOpHU U cepatuBau |  NO5SC
JICKapPCTBEHHU MPOIYKTH

NO5CMO09 Valerianae radix |MakcuMaIHO KOJTHYECTBO HA
aKTHBHOTO BEIIIECTBO 33
nmo3oBa equaua 200 mg; mo
20 Opost 1030BH CUHMIIU B
onakoBka. Camo TBbpAU
JeKapcTBeHU GOpMH 3a
MepOpaITHO PUIIOKEHHE.

JlekapctBenu npoayktu 3a| RO2A
JieueHNe Ha TbPIIo

RO2AA Antiseptics JTo 24 6post 1030BU €IMHUIIN B
omakoBka. CamMo TBbpAU
JIeKapCcTBEHU (hOpMHU 3a
HIEPOPAITHO TPHIIOKEHHE.

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

ArnTekara uMa u3/aJICHO pa3pelleHue 3a ThProBUs Ha JIPEOHO C JIEKAPCTBEHH MPOTYKTH
Ne
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(MMe 1 BUJ Ha THProBela)

Perucrpupan/EVK
CeauIIe: Ip., OOIIMHA,
aJipec Ha yIpaBJICHHUE:
Ha anpec:
Tp. Y.

PrxoBOAMTET HA anITEeKaTa €:

JelHocTHTE, KOUTO MOTaT Jia CE U3BBPIIBAT B alTEKara, ca:

(omucBart ce IeHHOCTUTE, KOUTO Ca MMOCOYEHH B pa3pelIeHueTo, U31aJeH0 OT MUHUCThpa Ha
3/IpaBEOIIa3BaAHETO).

[Tpunoxenne Ne 4 kpMm 4. 3, ain. 3

(M3wm. - 1B, 6p. 85 o1 2023 1., B cunia ot 16.10.2023 1., u3m. - /1B, 6p. 105 ot
2023 r., B cuna ot 19.12.2023 r.)

JHEBHUK HA U3ITBJIHEHUTE PELIEIITU B AIITEKATA
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No| Jlara Ha HPH na HPH na Nwme Ha Nwme n Nwme na OtnycHatn
10| OTIIyCKaH| mpeanucsane| ormyckane |nmanuental YWH/JIIK |¢papmanesral JekapcTBeHU
pe e (3a (3a , Bb3pacT Ha ,YUH | OpOoayKTH 1o
hi} CJICKTPOHHHM | CIEKTPOHHHU | | anpec | JeKapsi/ieKkap THPTOBCKO
MpeAnucanus| peanucaHus s 110 HauMEHOBaHU
) ) JICHTaJHA e
MEeIULMHA U KOJIMYECTBO

[Tpunoxenue Ne 5 xbMm uit. 4, ain. 1

Crucek Ha JICKAPCTBCHUTC I'PYIIU CBITIACHO aHATOMO-TCPAIICBTUYHO-XNMHUYHA KJIaCI/I(bI/IKaIII/IFI, C
KOUTO pasnojiara BCJIKa allITCKa

A XpaHocMmuiatenHa cucTeMa U METabOIU3bM

A01 CtomMaTonoruyHu JIeKapCTBEHU MPOAYKTH

A02 AHTHalUIHY JIEKAPCTBEHU MPOIYKTH

AO03 JlekapcTBeHU MPOAYKTH NpH QYHKIIMOHATHU CTOMAIITHO-YPEBHU 3200 ISIBAHUS

A04 AHTHEMETHYHU H MTPOTHBOMOBPBIIAIIN

A0S JlekapcTBeHU MPOAYKTH 32 JICUCHUE HA HITHYHHU U YEPHOAPOOHU 3a00IsIBaHUS

A06 OurCcTUTETHH U JTAKCATUBHU JICKAPCTBEHH MTPOAYKTH

AQ07 AHTHIMAPUYHH, YPEBHHU TPOTHBOBB3MAIUTEIIHN/aHTUNH(PEKITNO3HHU JIEKAPCTBEHU TPOTYKTH
AO08 JlekapcTBeHM MPOAYKTH MPH 3aTIbCTABAHE, C U3KIIOUEHUE HA TUETHYHU MPOIYKTH
AQ9 JlekapcTBeHH NPOAYKTH, MOBIUSABAILN XPAHOCMUIIAHETO, BKJIIOUUTEIHO U €H3UMHU
Al10 AnTHImnabeTHH JIEKapCTBEHH MPOAYKTH

All Buramunu

Al2 Munepanau 100aBKH

Al13 Touwniu

Al4 AnaGonHu 1€KapCTBEHU NPOAYKTH 32 CUCTEMHO MPHUIIOKEHNE

Al5 AnerutrocTUMynaHTH

Al6 [Ipyru nexapcTBEHU NMPOIYKTH, MOBIUABAIIM XpaHOCMIIIATEIHATa CUCTEMA U MeTa0oIu3Ma
B KpbB 1 KpbBOTBOPHU OpraHu

BO1 AHTUTPOMOOTHYHH JIEKAPCTBEHU MPOTYKTH

B02 AHTHXeMOparn4Hu JIEKapCTBEHHU MPOTYKTH

B0O3 AHTHaHEeMUYHHU JIEKAPCTBEHU MPOTYKTH

BOS KpbBo3amecTutenu 1 HHPY3MOHHU Pa3TBOPU

BO6 [Ipyru xemMaTOIOTHYHH MTPOAYKTH

C CepaeuHo-cha0Ba cUCTEMA

CO01 JlexkapcTBeHU MPOJYKTHU 32 JICUCHUE HA ChbPACUHH 3a00JIBaHMs (Tepamnusi Ha ChPIETO)
C02 AHTuXMIIEPTEH3UBHU

C03 Ouyperurm

C04 TlepudepHn Ba30UIaTaATOPH

C05 BazompotexkTopu
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C07 bera-6mokepu

C08 briokaTopu Ha KaJIIUEBUTE KaHATH

CO09 JlekapcTBeHU MPOTYKTH, MOBIHSBAILIN PEHHH-aHTHOTEH3NHOBATA CUCTEMA
C10 JlunumonoMo Ty Iupaliy JIEKapcTBEHU MPOTYyKTH

D depmaronoruyHu

D01 AHTUMHKOTHYHHM JIEKAPCTBEHH MPOAYKTH 3a JEPMATOJIOTHYHA yIIoTpeda
D02 OmekyaBamy u mpe/na3Baily KokaTa JeKapCTBCHH MTPOAYKTH

D03 JlekapcTBeHU MPOAYKTH 32 JICUCHUE HA PAHU U SI3BU

D04 IIpoTuBOCHpOESKHH, BKIIOUYUTEITHO M AaHTUXUCTAMUHH, aHECTETHIIM U JIP.
D05 AHTHIICOpHATUYHH JICKAPCTBEHU MPOTYKTH

D06 AHTHOMOTHIIM U XMMHOTEPANIEBTUIIM 32 JIEPMATHO MPUIIOKCHUE

D07 KoptukocTepouu 3a JepMallHO MTPHUIIOKECHHIE

D08 AnTtucentunu u ae3uH(pEKTaHTH

D09 [IpeBpB3KH C JIEKapCTBEHO BEIIECTBO

D10 JlekapcTBeHU NPOAYKTH 32 JICUCHUE HA aKHE

D11 Jlpyru nepmMaToiaOrM4HHU JIEKapCTBEHU IPOAYKTH

G IIuko4o-T0J0Ba CHCTEMA U TI0JIOBU XOPMOHHU

GO1 I'mHeKkoMOrMYHYU, aHTHMH()EKIIMO3HH JICKAPCTBEHH MPOAYKTH U aHTHCEITHIIN
GO02 [Ipyru rHHEKOJIOTUYHH JIEKAPCTBEHHU MPOTYKTH

G03 ITon0BM XOPMOHH U JIEKAPCTBEHH MPOAYKTH, PETYIUPAIIH MT0JI0BATA CUCTEMA
G04 Yponoruunu JeKapcTBEHU MPOTYKTH

H CucreMHn XOPMOHAJIHHU JICKAPCTBCHU MPOAYKTHU, C U3KIIFOUCHUC HA ITOJIOBUTC XOPMOHHU U
HHCYJIMHUTC

HO1 Xunodus3au XOpMOHHM U XOPMOHHU Ha XHUIIOTajlaMyca U TEXHHU aHAI031
HO02 KoptukocTepouau 3a CUCTEMHO MPUIIOKEHHE

HO3 JlekapcTBeHH MPOAYKTH 3a JieueHHE Ha 3a00JIIBaHUS HAa IIMTOBHTHATA KJIE3a
HO4 ITankpeaTn4HN XOPMOHHU

HOS5 JlekapcTBeHU MpOAYKTH, OBIUSABAIIYN KalllueBata 0OMsHa

J  AHTHUMH(]EKIHO3HH JeKapCTBEHHU MPOAYKTH 32 CUCTEMHO MPHIIOKEHHE
JO1 AmnTHOaKTepHaN HU JIEKapCTBEHHU MPOIYKTH 32 CHCTEMHO NPUIIOKECHNE
JO2 AHTUMHKOTHYHU JIEKaPCTBEHH MPOIYKTH 32 CHCTEMHO TPUIIOKEHUE
JO4  AHTHMMHMKOOaKTEpHaIHU JEKAPCTBEHH MPOAYKTH

JO5 TIpoTHBOBHUPYCHM JIEKAPCTBEHH MPOAYKTH 32 CUCTEMHO MPUIIOKEHHE
JO6 WmyHHU cepyMu B UMYHOTJIO0YTHHA

JO7 Bakcuuu

L  IIpoTUBOTYMOpHH M UMYHOMOJYJIMpPAIH JIEKAPCTBEHHU NMPOIYKTH

LO1 AHTHHEOIUIACTHUYHH

LO2 JlekapcTBeHH MPOAYKTH 32 €HAOKPHUHHA TEPATIHSI

LO3 NmyHOCTHMYNAHTH

LO4 Mmynocymnpecopu

M  MyckynHO-CKeJeTHa cucTeMa

MO1 I[TpoTHBOBB3MATIMTEHN ¥ IPOTHBOPEBMATUYHH JIGKAPCTBEHU TPOTYKTH
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MO2 JlexkapcTBeHH MPOAYKTH 32 JIOKATHO MPUIIOKEHHUE MPH CTaBHA U MYCKyJIHA 00JKa

MO3 MycKyTHH pellakCaHTH

MO04 JlekapcTBeHH MPOAYKTH 3a JICUSHHE Ha Mojarpa

MOS5 JlekapcTBeHU IPOAYKTH 32 JICUSHUE HA KOCTHU 3a00JIsIBaHUS

MO9 [Ipyru ekapcTBEHU MPOIYKTH IpU 3a00JISIBAaHNS HA MYCKYJTHO-CKeJIeTHATa CHCTEMa

N  Hepsna cucrema

NO1 AuecreTunu

NO2 Ananrerunu

NO3 AxrTHEIMIENITHII

NO4 AHTHIapKUHCOHOBH JICKAPCTBEHH MPOTYKTH

NO5 Ilcuxomenrumu

NO6 IIcuxoananenTuiu

NO7 [pyru nekapcTBEHU MPOIYKTH, IIOBIHUABAILIN HEPBHATA CUCTEMA

P AHTUNapa3suTHH, UHCEKTULIUIN U PETICICHTH

P01 AHTHUIPOTO30MHU JIEKAPCTBEHU MPOAYKTH

P02 AHTHUXETMHHTHH JICKAPCTBEHH MTPOAYKTH

P03 JlekapcTBeHH MPOIYKTH 32 JICYCHUE HA EKTOMAPA3UTHHU 3a00JIIBAHNUS, BKIIOUUTEITHO
CKaOWMIIU/IM, UHCEKTULUAN U PEIeSICHTH

R  [uxartenna cucrema

RO1 HazamHu nekapcTBEHU MPOAYKTH

R02 JlekapcTBeHU MPOAYKTH 3a JieueHUE Ha 3a00sIBaHMS Ha YCTHATa KyXUHA U (papuHKCa

RO3 JlekapcTBeHM MIPOIYKTH 32 JICYCHUE HA OOCTPYKTUBHU JUXATCIHU 3a00JIIBaHUS

RO5 JlekapcTBeHM TPOAYKTH 32 JICUCHUE Ha KAILTUIA W MPOCTYIHU 3a00JIIBAHUS

R0O6 AHTuxuCTaMMHHU 32 CHCTEMHO MPUIIOKEHUE

RO7 Ipyru nekapcTBeHH MpPOIYKTH, OBIHMBAIY IUXaTEIHATA CUCTEMA, 38 CUCTEMHO
NPUIIOKECHNE

S  Cenzophu opranu

S01 OdranmMoaOruyHM JEKAPCTBEHU MPOAYKTH

S02 Oronornyam 1eKapcTBEHU MPOITYKTH

S03 OdTanmMoIOTrHYHN U OTOJIOTUYHU JIEKAPCTBEHH MPOIYKTH

V  Jlpyru nekapcTBEHU MPOIYKTH

V01 Aneprenu

V03 Bendku pyT JIeKapcTBEHU TPOITYKTH

V04 [lnarHOCTHYHU MPOIYKTH

V06 JleueOHu xpanu

V07 Benyku Ipyru HelleKapcTBEHHU MPOTYKTH

V08 KoHTpacTHH BelecTBa

V09 [lnarHoCcTHYHU paanopapMarieBTUIHA TPOTYKTH

V10 TepaneBTHuHM paanodapManeBTUIHU TPOAYKTH

V20 XupypruuHu NpeBpb3KH
XOMEOTaTHYHH CTICIUAIUTETH U MOHOIIPETIapaTu
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[Tpunoxxenne Ne 6 kbM ui. 5

(Otm. - 1B, 6p. 2 o1 2012 1.)

[Tpunoxenne Ne 7 kpm ui. 11

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

[Tpunoxxenne Ne 8 xpm ui. 12, an. 3

(Uzm. - 1B, 6p. 67 ot 2010 r., u3m. - [IB, 6p. 2 ot 2012 1., u3m. - JIB, 6p. 81
ot 2015 T1.)

[. BunoBe nmomenieHus BbB:

1. AniTeka 3a OTIIyCKaHe Ha JIEKapcTBa Ha IPa)/IaHU:

a) Anreka 3a JIGKAPCTBEHU MPOJAYKTH, C HU3KIIOYCHHE HA MPUTOTBSIHU I10
MarucTpaiHa u apMakonelHa pernentypa ¢ eaJHo paboTHO MSCTO - ¢ MUHUMalHa 00I1a
o1 30 KB.M, ChCTOSIIIA C€ OT IPUEMHO [TOMELIEHHE, CKIIaI0BO MIOMEILIEHHE U CAHUTApEH
BB3€J C M30JAIMOHHO NpEJABEpUE U MHBKA. 3a BCAKO clieABallo pabOTHO MSCTO ce
U3UCKBAT OLIE 5 KB.M JOI'bJIHUTEIHA ILIOLLL.

0) AmnTeka 3a JIGKAPCTBEHM TNPOIYKTH, BKIFOUUTEIHO M MPUTOTBSHU IO
MarucTpaiHa u (apmakoreiiHa penentypa ¢ €JHO pabOTHO MsCTO, B KOSITO HE ce
INPUTOTBSAT JIEKApCTBEHU (OPMH 3a OYM U Pa3TBOPHU 3a MApPEHTEPATHO MPUIIOKEHUE - C
MUHMMaJHa obma mion] 40 KB.M, ChCTOSIIA C€ OT MPUEMHO IOMEIIEHHUE, CKJIaJOBO
MOMEILEHUE, ACUCTEHTCKO MOMEIIEHUE C €HO pabOTHO MSICTO M MUBKA 3a M3MHBAaHE Ha
CHJIOBETE U ypeIuTe 3a MPUrOTBSHE MO MarucTpaiHa U (apmaxoreiiHa perentypa u
CaHUTAapeH Bb3€J] C M30JIALIMOHHO MpeIJBEpHEe U MHUBKA. 32 BCAKO CieIBalio pabOTHO
MSICTO CE€ M3UCKBAT OLIE 5 KB.M JONBJIHUTENIHA IUIONI. 3a IPUTOTBSHE HA JIEKapCTBEHU
OPOAYKTH IO MarucTpajHa pelentypa ce H3MoJ3Ba IPEUuncTeHa BOAA ChHIVIACHO
EBponeiickara ¢apmaxores.

B) AnTeka 3a JIEKapCTBEHH MPOJIYKTH, BKIIOUUTEIHO M MPHUTOTBSHU I10
MarucTpaiHa u ¢papMakorneiHa perentypa ¢ e1Ho paboTHO MsCTO, B KOSITO CE€ MIPUTOTBAT
JeKapcTBeHH (POPMH 3a OUU - C MUHKUMAaJTHA 00111a Tuiony S0 KB.M, ChCTOSAIIA CE€ OT MPUEMHO
MOMEIIEHUE, CKIIaI0BO MOMEIIEHUE, aCHCTEHTCKO MOMEIEHHE ¢ eIHO PabOTHO MSCTO U
MHUBKa 3a HM3MHBaHE Ha CBHJOBETE U YpEOuTe 3a NPUTOTBSIHE IO MarucrpajiHa u
dapmakomneiiHa perentypa, acenTHYeH OOKC 3a H3TOTBAHE Ha PAa3TBOPH 3a OUU H
CaHUTapeH Bb3€J] C M30JIALIMOHHO MpeIJBepHe W MHUBKA. 32 BCAKO cienBauio pabOTHO
MSICTO CE€ M3MUCKBAT OILIE 5 KB.M JONBJIHUTENIHA IUIONI. 3a MPUTOTBSIHE HA JIEKApCTBEHU
NPOAYKTH IO MarucTpajHa pelentypa ce€ H3MO0J3Ba MpEevYucTeHa BOJAa ChIJIACHO
EBponeiickarta (apmaxores.

r) bunkosa amnrteka ¢ eqHO pabOTHO MACTO, B KOSITO C€ MPUTOTBSIT OUIKOBH
CMecH U yaiioBe u ce pa3dacoBaT OMIKH - ¢ MUHMMaIHA o6mia oy 60 KB.M, ChCTOSILA
ce OT IMPHUEMHO MOMEUIEHHE, CKJIAJOBO MOMELIEHUE, ACUCTEHTCKO MOMEUIEHHE C €IHO
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paboOTHO MSICTO U CAHUTAPEH BbH3EJI C IYIl U U30JAI[MOHHO MPEAJIBEpUE C MUBKA. 32 BCAKO
cieaBamo paboOTHO MACTO C€ MU3MCKBAT OIIE 5 KB.M JIOIBIHATEIIHA IO

aa) B clly4amTe, KOrato B OMJIKOBaTa amnTeka ce NpoAaBaT U OTIIyCKaT
JIEKapCTBEHU MPOIYKTH, C M3KIIOUEHUE Ha IPUTOTBSHH 110 MarucTpaiia u (hapMakoneifna
perentypa, Tps6Ba na ObIe 000COOEHO OTAETHO PabOTHO MACTO 3a ChbXPAaHEHHE U
npojaxk0a Ha Te3W JIeKapcTBa 1 MUHUMAITHATA O0IIa IIom] € 65 KB.M;

00) B cirydauTe, KOorato B OWJIKOBaTa amnTeKka Ce MPHUTOTBAT JICKAPCTBEHH
OPOAYKTH MO MarucTpanHa u (apMakoleiHa perentypa, c€ HW3HCKBa JOINBIHUTEIHO
MOMEIIEHUE C €IHO pabOTHO MSCTO W MHBKA 332 M3MHUBAaHE Ha CHJIOBETE U ypeauTe 3a
NPUTOTBSHE 110 MarkucTpaiHa U (hapMakoIeiiHa peenTypa 1 MUHUMalHaTa o011a 1ioms e
75 KB.M; 3a NPUTOTBSHE Ha JICKAPCTBEHW MPOJYKTH IO MarucTpajHa peLentypa ce
U3I10J13Ba IPEYHCTEHA Bo/1a chriiacHO EBpomnelickarta gapmaxores.

BB) B HACEJICHU MECTa, KbJIETO HSIMa JIpyra anrTeka, ce I0IMycKa OTKpUBaHE Ha
anTeKa 3a JIEKapCTBEHM IPOJYKTH, C M3KIKOYEHHE HA MPUTOTBSHU MO MarucTpajiHa U
dapmakornieliHa perentypa ¢ eAHO pabOTHO MSICTO - ¢ MUHUMaHA 001ma 1iony 20 KB.M,
ChCTOSIIIA C€ OT NPUEMHO IOMEIIEHUE, CKIAJ0BO MOMEIICHUE M CaHUTapeH Bb3ed C
M30JIALIMOHHO MPEBEpHUE U MUBKA; 32 BCAKO CIEABAIIO paOOTHO MACTO C€ U3UCKBAT OIIIe
5 KB.M JIOITBJIHUTEIIHA TUIOLL.

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

a) (m3m. - JIB, 6p. 81 ot 2015 r.) AnrTeka 3a 3a70BOJIsSIBAHE HYXKIUTE Ha
Je4eOHO 3aBeJCHHE 3a JIGKAPCTBEHU MPOJYKTH, BKIIOYUTETHO W MPUTOTBSIHU TIO
MarucTpaiHa u papmakoreiHa penenTtypa 6e3 IpuroTBsHe Ha Pa3TBOPH 3a MAPEHTEPATHO
MPUIIOKEHUE U JIeKapCcTBeHU (GOpMHU 3a 0UH - ¢ MUHUMAaIHa oO1a rion 0,50 kB.M 3a eHO
Jera0, HO HE To-Maiko OT S50 KB.M, CBhCTOSIA C€ OT MPHUEMHO/CKCIEAUIIMOHHO
MoMeIleHue, paboTHA 3alla, aCUCTEHTCKO MOMENICHNEe, MUSITHO MOMEIIeHHe, CAaHUTapeH
BB3€J1 C NIPEAJIBEPUE U MUBKA.

3a MpUTOTBSHE HA JICKAPCTBEHU MPOJYKTH MO MarucTpaliHa pelenTtypa ce
U3I0JI3Ba IPEYUCTEeHA Boj1a chIiacHO EBponelickara ¢papmakories.

0) AnTeka 3a 3aJJ0BOJIIBaHE HYXKAWTE Ha JiedeOHO 3aBe/ieHue 1Mo wi. 222, ai.
4 3JIIIXM 3a nexapCcTBEHU MPOIYKTH, BKIOUUTEIHO U MPUTOTBSHU MO MarucTpaiHa U
dapmakorieliHa perentypa, Ha JeKapcTBeHH (GOPMU 3a OUYH M Pa3TBOPH 32 MapEHTEPATHO
MPUJIOKEHUE U XPaHEHE - IOMEIICHUATA, IIJIOLIUTE U YCIOBUATA 3a TO3U BUJI allTeKa C Ta3u
JIENHOCT ce MpUBEXIAT B CHOTBETCTBUE C J0OpaTa MpaKTHKA MPHU MPOU3BOJCTBOTO HA
CTEPUJTHU JIEKAPCTBEHU POPMHU.

[I. ®yHKIMOHATHO-CTPYKTYPHHU U3UCKBAHUSA:

1. ITomemenusita no paznen I, T. 1 u 2 TpsiOBa 1a ca Ha eITHO HUBO, CBBP3aHU
IIOMEX/Y CH U J1a Ca HAITBJIHO OTJEJIEHU OT IOMEIECHUATA, KOUTO CE€ M3I0JI3BAT 3a IPYTH
L(EJIU WIX 3a ApYT BUJ ACHHOCT.

2. IlpuemMHOTO TIOMeElIEeHHE TpsAOBa /1a MMa Ipsika Bpb3Ka C aCUCTEHTCKOTO
MOMEIIeHUE U y00Ha BPb3Ka ChC CKIIAJJOBUTE MIOMEIICHHUS.

3. ACHCTEHTCKOTO MoMelieHne TpsiOBa Jja UMa y100Ha Bpb3Ka ¢ MUSIIHATA.

4. Jlomycka ce WM3rpakJaHETO Ha BTOPO HHMBO B amTeKaTa, CBBP3aHO C
obe3omacena cThJI0a, KaTo NOABT Ha TOBA HUBO € HA BUCOYMHA HE MO-MajKo oT 2,50 M oT
1ojia Ha MMbPBOTO HUBO, KAaTO IUIONITa HA 000COOCHUTE IO TO3M HAYMH IOMEIECHHS HE ce
BKJIIOUBA B M3MCKBaHaTa MUHMMAaJHa 001la TUIOI] Ha afnTeKaTa.
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5. (m3m. - JIB, 6p. 2 ot 2012 r.) Jlommycka ce CaHUTapHUAT BB3eI Ja ObJe Ha
JIPYTO HHUBO C yI0OHA (YHKIIMOHATHA BPH3KA C OCTAHAIUTE MTOMEIICHUS Ha anTekaTta. B
cinyyaute 1o T. | "Bunose nomenienus", T. 1, 6yksa """, "BB", KoraTo B HacC€JICHOTO MSCTO
HsIMa M3TpajieHa KaHaJIW3alus, ce J0MYyCKa CAHUTAPHUAT Bb3€J J1a € U3BBH OMEIICHUITA
Ha afTeKara.

III. CTpouTenHu U3UCKBAHUS:

1. CBernaTa BUCOYMHA HA TTOMEIIEHUATA TPsIOBA 1a Ob1e Hail-manko 2,50 M.

2. (u3m. - JIB, 6p. 67 ot 2010 1.) CTeHUTE HAa BCUYKH MOMEIIECHUS TpsiOBa aa
ca ¢ MOKPUTHE, YCTOMYMBO Ha BIAXHO MOYMCTBAHE, KATO HE CE JIOMYCKAT pesie)HU CTEHU
B ACHCTEHTCKOTO IOMEIIEHHE

3. B musuiHaTa, acenTHYHUS OOKC M CAHUTApHUS BH3EN TPsOBa J1a ce mojara
BOJIOYCTOMYMBO TOKPUTHE, TMO3BOJIABAIIO €(EKTUBHO BIAXHO TIOYUCTBAHE U
Je3UH(EKIHs Ha BUCOYNHA 2 M.

4. [logoBuTe HACTUIIKU TPsiOBa 1a ca:

a) JIECHO IOYHUCTBAIM C€ B NMPUEMHOTO TOMEIIEHHE (B CEKTOpa, KBJAETO
paboTAT GpapManeBTUTE), CKIAJ0BUTE IOMEICHHS, ACHCTEHTCKOTO TIOMEIICHHE;

0) BOJIOHENPONMYCKIMBH M JIECHO TOYMCTBAIM CE€ 3a THProBCKAaTa 4acT Ha
MPUEMHOTO MOMEIEHUE, MUSITHOTO, ACEITUYHHS OOKC ¥ CAaHUTAPHUS Bb3ell.

5. (m3m. - [IB, 6p. 67 ot 2010 r.) [Tomenienusita TpsiOBa @ ©UMaT €CTECTBEHO U
M3KYCTBEHO OCBETJICHHE, KOETO JIa OCUTYpsiBa 0€30MacHOCTTa U 3PaBeTO Ha paboTEIIUTe
B arnTeKaTa 1 Ha nanueHTute. C mpuoOpUTET ce OCUTYpsiBa €CTECTBEHO ocBeTiieHue. Korato
€CTECTBEHOTO OCBETJICHUE HE € JOCTAaThYHO WM HE € Bb3MOXKHO Ja Ob/ie OCUTYPEHO, ce
IIpUJIara CMECeHO MM U3KYCTBEHO OCBETJICHHE.

a) VI3KyCTBEHOTO OCBETJIIEHHE B IPUEMHOTO U ACUCTEHTCKOTO MOMEILEHHE HEe
MOke Ja 6b1e mo-manko oT 500 Jgykca, B CKIaJI0BOTO MTOMEIICHHE - HE mo-Mainko oT 300
JyKca, a B CAHUTapHUS Bb3€eJ U U30JIAIMOHHOTO MpeABepre - He mo-Manko oT 200 mykca,
cbriaacHo B/IC EN 12464-1 "CsetnuHa u ocBeiienne. OcBeTiieHne Ha paboTHU MecTa." -
yact | PaGoTHu mecra Ha 3akpuTo."

6) Ha paboTHuTE MecTa B MOMEIIEHUATA, KbJIETO CE MPUTOTBAT JIEKAPCTBEHU
HPOAYKTH, TPAOBA J1a € OCUTYPEHO U JIOKAJIHO OCBETJIEHHE.

B) B acenTuunus 6okc/cTas v npeaaBepueTo KbM Hes TpsiOBa J1a ca IOCTaBeHU
OaKTepULIUTIHH JTAMITH.

IV. M3uckBaHMsg 1O OTHOIIEHHE HAa OTOIUIMTENIHATa M BEHTWIALMOHHATA
WHCTaJIAINs:

1. OromnuTenHara, BEHTHJIAIMOHHATa M KJIMMAaTHMYHATa MHCTaJlAlUs Ja
OCUTYpSIBAT B TIOMEIICHHUITa HOPMAaTHBHUTE W3MCKBAHUS 32 MUKPOKJIMMAT B 30HaTa Ha
npebuBaBane cbriaacHo Hapen6a Ne 15 ot 2005 r. 3a TeXHUYECKH MpaBUiia 1 HOPMATUBU
3a TPOEKTHUpaHe, W3rpakIaHe W eKCIUIoaTalusi Ha OOCKTHTE W ChOPHKEHHITA 3a
IIPOM3BOJICTBO, MPEHOC U pa3NpeeeHne Ha ToruHaa eneprus ([B, 6p. 68 ot 2005 1.).

2. (ot™. - [IB, 6p. 67 o1 2010 T1.)

3. (ot™. - IB, 6p. 67 o1 2010 T1.)

V. U3uckBaHusi MO OTHOIIIEHWE Ha BOJOIPOBOJHATA M KaHAIHM3AIIMOHHATA
AHCTAJIAIUS:
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1. BogompoBojgHata W KaHaldM3alMOHHATa HHCTajalus TpsOBa na ca
npoekTupanu ceriaacio Hapemba Ne 4 ot 2005 r. 3a mpoekTHpaHe, M3TpaKAaHe U
eKCIIIoaTalus Ha CrpaJHu BOAOIIPOBOAHH U KaHAIM3AIIMOHHU HHCTadanuu (06H., B, 6p.
53 ot 2005 r.; momp., JIB, O6p. 56 ot 2005 1.).

2. AnTekurte TpsAOBa Ja ca OCUTYPEHH C JOCTAThYHO KOJMYECTBO TOIUIA U
CTyJIeHa BOJIa, OTroBapsina Ha u3uckBanusTa Ha Hapen6a Ne 9 ot 2001 r. 3a kauecTBOTO
Ha BojaTa, MpeJHa3HaueHa 3a nuteiHo-o0uToBu 1enu (B, 6p. 30 ot 2001 r.).

3. MuBkure TpsiOBa Ja ca MOHTHPAaHU B ACHCTEHTCKOTO ITOMEIIEHUE,
MUSUTHATA U U30JIALIMOHHOTO MPEAIBEpHe MPe/l CAHUTAPHUS Bb3EIl.

VI. U3uckBanus o OTHOLICHHE Ha eJIeKTpUYecKaTa MHCTATAIINS:

1. (u3m. - IB, Op. 2 ot 2012 r.) EnexTpo3axpaHBaHETO U €IEKTPUUYECKUTE
ypendbu na ca mpoektupanu cbrimacHo Hapemb6a Ne 1 ot 2010 r. 3a mpoektupane,
U3rpaKJaHe U NOJIbpXKaHE Ha €JIEKTPUYECKH ypeOU 3a HHUCKO HaIlpEeKEHUE B Crpaju
(1IB, 6p. 46 or 2010 1.).

2. (ot™. - [1B, 6p. 67 o1 2010 1.)

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

4. B anrexkute TpsOBa Na € MPOCKTHpaHAa W WHCTajanus 3a TenehoHHH
MOCTOBE.

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

[Ipunoxenne Ne 9 kbm ui. 17, an. 1

.HeKapCTBGHI/I MMPOAYKTHU IO MCKAYHAPOJHU HCIATCHTHHW HAWMCHOBAHUA,
HN3UCKBAIIU CbXPAHCHUC B OTACJIICH IJ_IKa(i) CbC CCKPCTHO 3aKJIHOYBAHC

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

Digoxin
oxorubicin
Epirubicin
Ergotamine
Estramustine

Ethyl biscoumacetate
Etoposide
Fluorouracil
Fotemustine
Galantamine
Hydroxycarbamide
Idarubicin
Ifosfamide
Irinotecan
Lanatoside C
Lomustine
Melphalan
Mercaptopurine
Metandienone
Methotrexate
Mitobronitol
Mitolactol
Mitomycin
Mitoxantrone
Mevacurium chloride
Nalorphine
Naloxone
Nandrolone
Neostigmine
Oxymetholone
Paclitaxel
Pancuronium
Pilocarpine
Pipecuronium bromide
Procarbazine
Pyridostigmine
Rocuronium bromide
Scopolamine
Suxametonium
Tegafur
Teniposide
Tetracaine
Tioguanine
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Tubocurarine
Vinblastine
Vincristine
Vinorelbine

[Tpunoxxenne Ne 10 kpm wit. 18
(M3wm. u mom. - /1B, 6p. 81 ot 2015 1.)
MuHMMaIeH HOpMaTUB 3a 003aBeXJaHe U 00OpYABaHE Ha arTeKa

I. IIpuemuo nomenieHue

1. (u3m. - IB, Op. 81 ot 2015 r.) Maca (ch00pa3HO yClIOBUSATA)
2. Crenaxu

3. PabGoten cTos (eproHOMHYCH)

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

Il. [TomemieHue 3a MPUTrOTBSIHE Ha JIEKAPCTBEHU MPOJYKTH IO MarucTpaiHa U
dapmakomnelina perenrtypa

1. PaGoTHO MSICTO 3a IPUTOTBSAHE HA JIEKAPCTBEHU MIPOIYKTH 110 MarucTpaaHa
u dapmakorieiiHa peuentypa (KOMILIEKT)

2. Cron

3. XaBaHu C necTuuu

4. Bazepuiinu cTbKIIa

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

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

7. JIb)KALM METaHN; HEMETAJIHU

8. Hlnatynu

9. Hoxmuna

10. Hox

11. (ot™m. - IB, 6p. 81 oT 2015 1.)

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

13. (ot™. - IB, 6p. 81 ot 2015 1.)

14. (ot™m. - IB, 6p. 81 or 2015 1.)

15. HarpeBateineH ypen

16. Koda ¢ memgan

17. Boana 6ans

18. Crepunuzarop (3a anTeKku, U3rOTBSIIM CTEPUITHU Pa3TBOPH)

19. ABTOKIIaB (32 aNTEKH, U3TOTBALLY CTEPUIHN PA3TBOPH)

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

III. CknmazmoBo moMenieHne

1. [lIkadoBe crenakHu

2. PadToBe cTenaxxHu

3. MertanHa Kaca, HEMOJBM)KHO 3aKpEleHa M CBbpP3aHA CbC CUTHAIHO-
OXpAaHUTEIHA CHUCTEMA, 3a CBXPAHEHHE Ha JIEKAPCTBEHHU MPOAYKTH, ChIbpPKAIIN
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HApKOTUYHHM BellecTBa (KOraTo amTekaTa € IMOoJyuusia paspelieHue 3a pabora ¢ Te3u
BEIIIECTBA)

4. llIkad 3a chXpaHEHHE HA JIEKAPCTBEHH MPOAYKTH OT MpuiiokeHne Ne 8 cbe
CEKPETHO 3aKIII0YBAHE

5. XMaIuiHUK - C MMOAXOIIL 00eM

6. PaboTHa maca (ch00pa3HO yCIOBUSTA)

7. (mom. - 1B, 6p. 81 ot 2015 r.) JIbpBeHH WM METAJIHHU TajeTH (MPH
HE0OXOAMMOCT)

8. (orm. - /IB, 6p. 81 o1 2015 1.)

9. Konnuka (cho0pa3HO YCIOBHSITA)

10. Ctpab6a (ch0Opa3HO YCIOBUSATA)

11. TepmoMeTpp BBB BCHUKH TIOMEIICHHUS, KBICTO C€ ChbXpaHIBAT
JIEKapCTBEHU MPOTYKTH

12. Bentriiatop uiv KJIMMaTHU3aTOp - aBTOHOMEH (ChOOpa3HO YCIIOBUSTA)

IV. Anrekara TpsiOBa fa pasnosnara cbC:

1. l'apnepo0 3a 0071€eKI0TO HA MepcoHana (CbOoOpa3HO yCIOBHATA)

2. CTeHHO oryeano

3. IllIkad wnam wMsACTO 3a ChXpaHCHHE HAa [EPWIHU Tpenaparw,
Ne3nH(DEKIIMOHHU MaTepUAHA U ChOPHKEHUS 32 IOYUCTBAHE

4. [TpoTHBOIIOXKAPEH MHBEHTAP CHIIACHO POTUBOIOXAPHUTE U3UCKBAHUS

[Ipunoxenue Ne 11 xbMm uin. 26, an. 2

JIABOPATOPEH JHEBHUK Ne .........cccceviiinns
38 MECEIL ..o roguHa

Ne |[TaralHanmenoBanuel/lekapctBena| Ilaptu- |Mspka|Konu-| En. |Cyma|l'onen|Haumeno-
o Ha aKTUBHUTE ¢dopma  |n1eH HOMEp YECTBO|LIEHA 10 |BaHUE Ha
pen; CbCTaBKHU ¢dopmara

ITpunoxxenne Ne 12 kM wi. 26, an. 3

JIHEBHUK 3a pETUCTpUpAHE HA IPUTOTBIHUTE B allT€KaTa JIEKapCTBEHU IPOAYKTH 110
MarucTpaiHa u ¢papmakorneiHa petenrtypa

Cscras no|lime, anpec 1/1|I/IMe Ha J'IeKap}I,|CpOK Ha|HpI/IFOTBI/IH

Ne| [lara Ha |Rp Ne
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110 |IPUTOTBAHE peuenra | Bb3pacT YUH TOJHOCT
pen Ha 00JHUA

[Tpunoxenue Ne 13 xbm ui. 29

WsuckBanusa 3a CBbXpPaHCHUC W IIPUTOTBAHE Ha JICKAPCTBCHHU IIPOAYKTH B
aliITCKaTta

1. CpxpaHeHHETO Ha JIEKAPCTBEHU 1 TOMOIIHU BEIIECTBA Ha paOOTHOTO MSICTO
Ha JIMLETO, KOETO W3TOTBs JIEKAPCTBEHHU MPOJIYKTH MO MarucrpajiHa u QapmakoreiHa
penenTypa, ce U3BHPINBA IIPH CIIa3BAaHE HA CICIHUTE TMPaBUIA;

a) Mpaxoo0Opa3HUTE JEKApPCTBEHU BEIECTBA CE HAPEKIAT OT JIICHATa CTpaHa,
a TCYHUTE - OT JIsIBaTa CTpaHa Ha paboTemus;

0) moApexaaHeTo ce U3BBPIIBA MO a30y4deH pel MO HAYMH, 10 KOWTO ce
n30sirBa HEMOCPEACTBEHATa OJM30CT Ha JIGKAPCTBEHUTE BEUIECTBA C  OJM3KHU
HAUMEHOBAHMSI UM CXOJIHU IO BHHIICH BUJI;

B) JICKAPCTBEHU BEIIECTBA 32 BHHITHA M BHTPEIIHA YIOTpeda ce MOIPEekKIAT
OTJICJTHO;

I') JIGKAPCTBEHU BEIICCTBA, KOMTO BIIM3AT B ChCTABA HA JICKAPCTBEHU MTPOTYKTH
oT npuiokenre Ne 8, ce chXpaHsBaT OTIEIHO OT APYTHTE, HA caMaTa Maca WM B OT/JENICH
mkad; BbPXy €THKETUTE CE O3HAYABAT CTHOKPATHUTE W JICHOHOIIIHATE MAKCUMAITHHU JI03H;
HAaUMEHOBAHMETO Ha JIEKAPCTBEHOTO BEIIECTBO C€ M3MKCBA Ha 051 (DOH ¢ YepBEHU OYKBH;
3aIBJDKUTETHO Ha mKada (qucka, padra) ce mocraps Haanuc "JlekapcTBEHO BEIIECTBO, HA
OTJIETHO ChXpaHeHHe'; He Ce pa3peliaBa ChbXPAHEHHWETO HAa HAPKOTHYHU JIEKAPCTBEHH
BEII[ECTBA Ha PAaOOTHOTO MSICTO.

2. Jluuero, KOETO MPUTOTBSA JIEKAPCTBEHU MPOAYKTH IO MarucTpaiHa u
dapmakorieliHa penenTypa,3aabKUTESITHO ClIa3Ba CICTHUTE TIPABHIIA!

a) Mpeau M3TOTBSHE HA JIEKAPCTBEHHs] MPOAYKT MPOUYUTA pelernTara, KaTo
MPHUCTHIIBA KBM paboTa caMo B CITydai, KOraTo perenTara € mpaBuiIHO HAIMCaHa U HAMa
ChbMHEHHE OTHOCHO JTIO3UPOBKATa MJIM HAMMEHOBAHHETO Ha JIEKAPCTBEHOTO BEIIECTBO;

0) Ipu OTMEpBaHE Ha JICKAPCTBEHOTO BEIISCTBO MPOBEPSIBA MPABUITHOCTTA HA
B3E€TOTO JICKAPCTBEHO BEIIECTBO, KATO CBEpPsSBa HAMMEHOBAHUETO B peIlenTaTa ¢ TOBa Ha
OaHKaTa TIpey OTMEpPBAaHE M CIie[ OTMEpPBaHE; NMPH OTMEPBAHETO € HEOOXOIMMO Jia ce
IbpKU OaHKaTa B JIICHATA PHKA 110 TaKbB HAYMH, Y€ HAAMKUCHT J1a ObJe OTHPE] U Aa MOXKE
Jla ce uere;

B) OTMEpBa B MPHUCHCTBUETO HAa PHKOBOJUTEINS HA amlTeKaTa WU ONpeaeneH
ChC 3amoBe]l OT Hero (hapMareBT HApKOTHYHH JIGKAPCTBEHHU BEIIECTBa;, Ha oOpaTHAaTa
CTpaHa Ha pelernTaTa ce HalmMcBaT HAMMEHOBAHUETO M KOJMYECTBOTO HA JIEKAPCTBEHOTO
BEIIECTBO, CJIe]] KOETO JIBaMara ce IO [ITUCBAaT;

T') Clie]] U3TOTBSIHE Ha JIeKapcTBeHaTa (hopMa Olle BeIHBXK MTPOYUTa pelenrtara
Y TIpOBEpsIBa MPABUITHOCTTA HA B3ETHTE ChCTABKHU U JIO3H;
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1) He ChbXpaHsiBa Ha pabOTHOTO CH MSICTO U3TOTBEHHM JIEKAPCTBEHU IPOAYKTH
0e3 eTUKEeTH, HAANKUCH, TapTUIHU HOMEpPA, JlaTa Ha MPUTOTBSHE, HAUMH HAa ChbXpPAaHEHUE,
CPOK Ha F'OJHOCT;

€) IpU U3I0JI3BaHE HAa BE3HUTE CE Cl1a3BaT yKa3aHUATa Ha IPOU3BOAUTENS; IIPU
OTMEPBAHETO HE CJIe]Ba J]a CE IPEBHILIaBa IIpeieIHaTa HATOBAPEHOCT, KOATO € 0003HavYeHa
Ha BE3HUTE;

k) pasnojara ¢ TabiaMIa 3a MaKCUMaJIHUTE W €JHOKpaTHUTE J03U Ha
JIEKapCTBEHUTE IPOAYKTH, ChABPKALU HAPKOTUYHU BELIECTBA;

3) B Kpas Ha paboTtara J1a ocTaBsi pabOTHOTO CH MSCTO B IIbJICH MOPSAIBK;

1) HE WU3rOTBA €JHOBPEMEHHO HSKOJKO JIEKAPCTBEHU MPOAYKTH 10
MarucTpaisa 1 papmakoneitHa penenTypa;

i) ocTaBs Bcsika 0aHKa Ha MSICTOTO ¥ CJIE] CBBPIIBAaHE HAa paboTarTa ¢ Hesl.

3. B cki1aioBOTO NMOMEIEHHE ChbXPAaHEHHETO C€ U3BBPILBA MPHU Cla3BaHE HA
CJIEIHUTE MpaBuia:

a) JIeKapCTBEHM MPOJYKTH, C U3KIIIOUEHHE HA IIPUTOTBSIHUTE IO MAaruCTpaIHa
U (apmakoreiiHa peuenTtypa, ce ChbXpaHsBaT BbPXYy padToBe Wim B J00pe 3aTBOpPEHU
mkagdose;

0) JeKapCTBEHHTE MPOAYKTH B TPAHCIOPTHA ONAKOBKA M CAHHUTAPHO-
XUTUEHHUTE MaTepUaly ce CbXpaHsaBaT BbPXY CKapH;

B) JIEKAPCTBEHUTE MPOAYKTU ChC CHIIHA MUpPU3MaA CE€ ChbXpaHsIBAT OTIEIHO OT
JpyruTe BUJOBE B 100pe 3aTBOPEHU 1IKa(OBE;

r) CaHUTAPHO-XUTMEHHUTE MaTepuaii, Ne3uH(PEKINOHHATE,
JiepaTU3allMOHHUTE CPE/ICTBA, KO3METHYHUTE CpEJICTBAa, pa3pelleHd 3a mpojaaxda B
anTeKaTa, e CbXpaHsIBaT OTAENIHO OT JIEKAPCTBEHUTE MPOIYKTH;

1) Ha BBTpEIIHATa CTpaHa Ha BpaTaTa Ha METaJHUs mKad UM KacaTa, KbIETO
CE ChXpaHsBaT JIEKAPCTBEHU MPOAYKTH, ChAbPKAIIX HAPKOTUYHU BEIIECTBA, CE MOCTaBAT
Haanuc "JlekapcTBEHU MNPOJYKTH, ChABPKAIIM HAPKOTHYHM BeIlecTBA" M CHUCHK Ha
JIEKapCTBEHUTE MPOJYKTH, KOUTO CE ChbXpaHsIBaT B HETO, C 03HAYEHHE HA MaKCUMAJIHUTE
JI03H;

€) KJIFOYOBETE OT METaJHMs IIKa( WIN Kaca ce ChbXpaHsABAT OT PbKOBOAUTEIS
Ha arTeKaTa WIK ONpeJieNieH OT HEeTo ChC 3aroBesl ApYr (papmaleBT;

X) B Kadosere o OykBa "n" ce chbXpaHABAT BE3HUUYKUTE U BCUUKHU JIPYTH
ypeau u mpubopH, HEoOXoauMM 3a paboTa C JIEKAPCTBEHU MPOJYKTH, ChIbPIKaIll
HapKOTUYHH BEILIECTBA, KOUTO CE yNOTpeOsBaT caMo 3a Ta3H LEe;

3) HaANUCUTe Ha OaHKUTE C HAPKOTHYHU JIEKAPCTBEHHU BEILECTBA ca ¢ 05T LIBAT
Ha yepeH (PoH, C 03HaYeHHE Ha MAaKCUMAIHUTE €AHOKPATHU U IEHOHOIIHHU J03H;

1) U3rOTBEHHTE B aNTeKaTa JIEKapCTBEHU MPOAYKTH, ChIbpPKAIX HAPKOTHUHU
BEIIECTBa, C€ ChbXpaHsIBaT B KacaTa WM JKeJIe3HUs ImKad;

i) OMJIKUTE B CKJIAZOBOTO MOMEIIEHUE CE€ ChXpaHSIBAT OTAEIHO OT JPYTUTe
JIEKapCTBEHU MPOIYKTH B 10Ope 3aTBOPEHU IIKa(OBE;

K) JIEKapCTBEHM MPOAYKTH, ITOKa3aJIl HECHOTBETCTBUS C U3UCKBAHUATA KbM
Ka4yeCTBO, C U3TE€KbJI CPOK HA TOAHOCT, C HAPYILLIEHU TbPBUYHA WJIM BTOPUYHA OTTAaKOBKa Ce
ChXpaHABAT OTJEIHO OT JPYTUTE JEKAPCTBEHU MPOIYKTH Ha OIPENETICHO 3a LIE€NTa MICTO
C TpalfHO CUTHAJIHO 00O3HAaYEHHE, Ye ca OIOKUpaHHU.

[Tpunoxenne Ne 14 xpm uin. 29
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(Mam. - ]IB, 6p. 2 o1 2012 1.)
3I[paBHI/I nu HpOTI/IBOCHI/II[eMI/I'-IHI/I N3HUCKBAHUA HpI/I pa60Ta B aIITCKNU

L. TlouncTBane Ha MoMelIEHUATA U MEOCTUTE B alITEKUTE

1. (mm. - JIB, O6p. 2 ot 2012 r.) Ilomemenusita ce MOAABPKAT YHCTH.
EsxemHeBHO ¥ MPU 3aMBPCSIBAHE J]a CE U3BBPIIBA BIKHO MOYUCTBAHE U IC3HH(ECKIUS HA
1oJia, MTOBbPXHOCTUTE HA MeOenuTe, anaparypara u Jp.

2. ExeronHo a ce u3BbpIIBa OOSTUCBAHE HA CTEHUTE HA MTOMEIICHUSATA.

3. MuBkuTe Aa ce NoAAbpKaT MOCTOSTHHO YUCTH. 3a0paHsIBaT ce 3aCTOSBAHETO
U HATPYNBAHETO HAa CHJIOBE, XaBaHH, MMOCOOMUS U Jp. 3a BCSIKAa MUBKA JIa C€ OCHTYpsIBAT
MUEIIM U Ae3MHPEKIMOHHHM TMpenapatd U CpeAcTBa 3a IMOJCYIIaBaHE Ha phIETe 3a
eIHOKpaTHa ynorpeoa.

II. OO6paboTBaHe Ha CBOpPBKEHUATA, NPUOOPUTE M CHOMAraTeHUTE
MaTepuaIn

4. Cnen ynorpeba CbIOBETE U YPEAUTE 3a IMPUTOTBSIHE HA JICKAPCTBEHU
OpOoAyKTH Mo (apMakomneiiHa W MarucTpajiHa pelentypa ce MOYHUCTBAT MEXaHUYHO,
ne3uH(EKIpaT, I3MUBAT U n3cymanar. [Ipu npuroTesiHe Ha pa3TBOpPH 32 OYU U PA3TBOPHU
3a MAPEHTEPAIHO IPUIIOKEHUE ChAOBETE C€ cTepuin3uparT B cymniaHs npu 160 °C.

5. Benuku cbioBE, KOUTO €€ M3IOJI3BAT 3a ChXpaHEHUE HaA JeKapcTBara U
MPUTOTOBIICHUETO UM, J1a ca 6€3 MeXaHUYHU 1e(DEeKTH U ChC 3arma3eHa suIocT.

6. 3MuTHTE M U3CYIIEHH CTHKJIA U ChAOBE CE 3alyLIBAT ChC 3aIyIIAJIKU U CE
CbXpaHsABaT B IUTBTHO 3aTBapsAll ce IIKad, YUATO U3pabOTKa MO3BOJSABA JIECHO U
edexkTuBHO mouncTBaHe. Ha acucTeHTckaTa Maca J1a ce MOCTaBsIT caMO MaiabkK Opoi
ChJI0BE, HEOOXOIMMH 3a IMpsikaTa padora.

7. TlopuenaHoBUTE, CTBKJIEHUTE W IJJACTMACOBUTE OypKaHW M KYTUHU C€
ChbXpPaHsBaT B IIKa(dOBE WIM YEKMEKETA.

8. OnakoBKHTE U 3alyIIaJKUTE, KOUTO II€ CE€ M3MOJI3BAT 32 ChbXpaHEHUE Ha
JekapcTBeHH (POpMHU 3a 0UHM, TpsAOBa J1a ce ChbXpaHsABaT U 00pabOTBAT MO HAYMH, KOKTO /1a
OCUTYpH TSIXHATa CTEPUIHOCT.

9. Be3Hute ce moabpkKaT U MOYUCTBAT CHOOPA3HO YKa3aHUATA, AJAEHU OT
MIPOU3BOIUTEIIS.

10. XurpoCKOMUYHUAT MaMyK, (pUAThpHATA XapTUsl U MapisaTa, ynoTpeOsiBaHU
3a (UITpUpaHE HA TEUHU JIEKApPCTBA, CE Ma3sAT B 3aKPUTH OaHKU ¢ NUTH(POBAHU 3aITyLIAJIKH.

11. Kancynure 3a npaxoBe, napaduHUPAHUTE U NIEPraMEHTOBUTE XapTUU Ce
ChXpaHsABaT B IUTBTHO 3aTBApSAIIN CE€ YEKMEKeTa Ha aCHCTEHTCKaTa Maca B KOJIMYEeCTBa
3a He moBeue OT 2 - 3-AHEBHAa ymnorpeba. 3amacure OT cClOMaraTelHH MaTepuaH,
3aInyIaiky, GUATbpPHA XapTHs, KaNCyau U APYTU ce ChbXpaHsABaT IPU XUTHEHHU YCIIOBUS
B 3aKpHUTHU IIKadoBe.

12. 3a ne3uH(peKrs Ha TOMENICHUATA U ChJIOBETE B alITEKUTE J1a CE U3IT0JI3BAT
camo JIe3uH(EKTaHTH, 32 KOUTO MMa M3/3JeHO pa3pelleHre 3a MyCKaHe Ha Ias3apa OT
MUHUCTBbpa Ha 374paBeomna3BaHero. [lpum wu3nmomsBaHeTo Ha  JIe3UMH(EKTAHTHUTE
3aIBJDKUTEITHO CE CIa3BaT YCIOBHTA Ha U3/1aJICHOTO pa3pelieHHe U yKa3aHUATa, 1aJ1eHU
OT MPUTEKATEINS Ha Pa3peLICHUETO.
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13. Ha crepunuszanus B anTekara MOAJIEKAT CTHKICHH M METAJIHHU ChJOBE.
CoblioBere ce yBUBAT B uMcTa aMmOajakHa XapTus U CJe]l CTEPUIIN3aLUsI CE ChbXpaHsSBaT
Taka yBUTH JI0 yrnoTpedaTa UM B YHCTU 3aTBOpeHH mikadose. [Ipu crepminzanusra B
anTeKaTa ce CIa3Ba CIEIHUAT PEXKUM:

ABTOKIaBUpaHE
Temneparypa | Bpeme Ha Hansrane na
Ha napata B °C|Bb3aeiicTBue|IapaTta B pabOTHU
B MUHYTHU atMochepu
112 45 0,5
121 25-30 1,0
134 10-12 2,0

CTepI/IHI/ISaHI/Iﬂ ChbC CYX Iopell Bb3AYyX B CYXH CTCPUIIN3ATOPU

Temneparypa B °C{Bpeme Ha Bb31€liCTBUE
B 4acoBe
160 2
170 1
180 0,5

14. I[e3I/IH(1)eKI_II/IH Ha pbUCTC HA pa6OTCH_II/ITe B aCEeNTUYHUS OOKC ce HU3BBbpPIIBA
Ipu CICOAHUTE YCIIOBUS:

O6exkT [Ipenapar Hauun |Komnu-|Excrio-
u % Ha Ha MpH- [4ECTBO| 3ULHS
pastBOpa  |moskeHue| B cM® | B Mu-
HYTH
Xwuruenna |a) 70 % etunoB | o0tpu- | 3 -5 2
ne3uHdpex-lankoxoa + 5 % BaHe
IHsI Ha Pb-{[JIHLEPUH
nere
0) Manycrepon 3-51 1/2
b/koH1IeHTpHpaH
B) 4 % BoOJIeH 10 1
pa3TBOp Ha
Jlesundext B
r) 0,1 % BoaeH 10 2
pa3TBOp Ha XUOH-
TaH TIIFOKOHAT
1:1000
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III. TlonywyaBaHe, cbXpaHsIBaHE M TMPOBEpPKAa Ha IMPEUHUCTEHaTa BOJA,
MPEBBP30YHUTE MATEPUATU U APYTU

15. [IpeuncrenaTa Boja, KOSITO ce M3IOJI3Ba B allTeKaTa 3a MPUTOTBSHETO Ha
JICKapCTBEHH MPOIYKTH 1O MaructpainHa W (apmakomneiiHa perentypa, ce MPUTOTBS
cpriaacHo EBpomneiickata ¢gapmakornes. Jlomycka ce H3IMOJI3BAHETO Ha IMOJy4€HAa U3BBH
amnTekara IMPEeYyUCTeHa BOJA, KAaTo ChOTBETCTBUETO ¢ EBpomeiickara Qapmakores ce
yIIOCTOBEPSIBA ChC CHOTBETHUTE JJOKYMEHTH.

16. [IpeuncrenaTa Bofa ce ChbXpaHsBa Ha MPOXJIATHO MSCTO, B UUCTH 3aKPUTH
CTBKJICHH ChJI0BE, 100pe MPOMUTH MPEABAPUTEIHO C IPEUYUCTEHA BOJIA.

17. Crpkilata 3a chXpaHsBaHE Ha BOJlaTa HAa aCHCTEHTCKaTa Maca ce pOMHUBaT
C MPEYHCTEeHa BOJIAa €1H BT AHEBHO.

18. TlpeBbp30yHUTE MaTepUaqd C€ CbXpaHSABAT CHIJIACHO YCIOBUATA,
MOCOYEHHU OT MPOU3BOIUTEINA. 3a0paHsBa ce OCTaBIHETO HAa IPEBbP30YHH MaTepUaIl Ha
1oJ1a, HaJ MeOenuTe U Ha OTKpUTO. MecTara 3a CbXpaHEHHE Ha IPEBBbP30YHUTE MaTepHalli
ce TOYHUCTBAT €KEMECEYHO C YKMCTa KbpIa, HaBIaXHEHa C JAe3MH(PEKIHUOHEH pazTBOP.
HeobOxonuMo e na ce B3eMaT BCHYKM MEPKH 3a ONA3BAaHETO UM OT Bjara, 3amapBaHe,
rpU3a4d U UHCEKTH, MPax U OT'bH.

19. JlekapcTBeHH IPOYKTH, C U3KITIOUYEHUE HA IPUTOTBSIHUTE 110 MAarucTpaiHa
u ¢apmakorneifHa perenTypa, ce CbXpaHsBaT ChITIACHO M3MCKBAHUATA, ONMPEACNICHU OT
MPOU3BOJUTEINS. AKTUBHUTE BEIIECTBA, MPEAHA3HAUYCHU 32 IPUTOTBAHE M0 MAarucTpaHa
u (papmakoneiiHa pelentypa, ce ChbXpaHSBaT ChIJTIACHO M3MCKBAaHUATA Ha JIeHCTBAIIaTa
dbapmakories Ui MPOU3BOJAUTEIIA.

IV. 3apaBHu u3nckBaHus NpU OTAEIHUTE TEXHOJIOTUYHU IIPOLIECH

20. TexHOJIOrMYHUTE MPOLECH IIPU U3TOTBSIHE Ha MATUCTPAIHU JIEKAPCTBEHU
¢dopMu B anTekaTa ce CbCTOSAT OT OTJEIHU €Tanu U ONepally, KOUTO Ce OCHIECTBSABAT
IpU CMAa3BaHETO HA TEXHOJIOTUSATA HA NMPUTOTBSIHETO MM M CHOJIIOJaBaHe MpaBHiaTa 3a
JMYHATa XUTUEeHA.

21. OcHoBuTE 3a OYHM Ma3M NPEIBAPUTEIHO CE€ PA3TOINABAT, YTasBarT,
¢unTpyBar U ChbXpaHABAT B MPEIBAPUTEIHO CTEPUIN3UPAHU 100pe 3aTBOPEHH OaHKHU 1O
HA4MH, KOUTO OCUTypsIBa TAXHATA CTEPUIIHOCT.

[Ipu mpuroTBsiHe Ha JIEKapCTBEHU (POPMHU, BKIFOUUTETHO U C aHTUOMOTHULIH, CE
cra3BaT IpaBHJjIaTa 3a J00pa MPOU3BOACTBEHA MPAKTHKA.

Koraro TexHonorusira Ha JeKapcTBEHUTE (POPMHU U3MCKBA M3IOJI3BAHETO Ha
aCeNTUYHU METOJH, TE€ CE OCUTYPSIBAT OT PbKOBOAMTES HA alTEeKaTa.

22. 3a orpeOBaHETO Ha XaBaHUTE OT Ma3M U IIPAXOBE C€ U3IMOJI3BAT
IUIaCTMACOBH IJIaKU. YToTpebaTa Ha KapTOH 3a Ta3M LeJl He ce JI0MyCKa.

23. I'bps10TO ¥ 3alyIIAJIKUTE HA Ba3epUITHUTE CTHKIIA, U3MIOJI3BAHU 3a padoTa,
ce MOAABbPKAT YUCTH.

24. KoHLIEHTpHUpaHUTE PA3TBOPH CE U3TOTBAT C MPEYNCTEHA BOJIA.

25. I1pu U3rOTBSIHETO Ha JIEKapCTBEHUTE (POPMHU ce CHOJI0IaBaT npaBuiiaTa Ha
XUTUMEHATa, KaTo ce N30srBa BCsiKa Bb3MOXKHOCT 33 3aMbPCABAHETO M. 3a LeJITa:

a) IpY U3rOTBSHETO Ha JIeKapcTBeHaTa (hopMa, U3MCKBAIA ChIIPUKOCHOBEHHE
C pbKaTa, ce U3IO0JI3BAT CTEPIIIN3UPAHN PBKABUIM 3a €JHOKpaTHA ynoTpeoa;

0) BE3HUTE C€ U3TPUBAT CJIE]] BCSIKO OTMEPBAaHE Ha JICKAPCTBEHUTE BEILECTBA;

B) ClleJ] OTMEPBAHE Ha JIEKAPCTBEHU BEILIECTBA ChC CUIIHA MUPH3Ma BE3HUTE CE
U3TPUBAT CHC CIUPT.
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V. Mepk# 3a nuuHa npoduiIakTuKa

26. Ilpu omacHOCT WM TOSBa HA ENUAEMHUM OT KAlKOBH HH(PEKIUU
¢dapManeBTUTE ¥ MOMOIIHUK-(apPMAIIEBTUTE 33 JbJDKUTEIHO HOCSAT MAcKH 3a €IHOKpaTHa
ynotpe0a. [Tpu pabora ¢ nekapcTBeHH MPOAYKTH, YUSITO 00paboTKa € CBbp3aHa C OT/IEIsIHE
Ha Tpax, KaKTO M Jpa3HEUIM M JIECHO M3MapsBallld C€ TEYHOCTH Ja CE H3IOJI3BAT
MPOTUBOMNPAITHN MacKH, ChIIO U XUPYPTUUECKU PHKABULIM TaM, KbJIETO MaHUIYJIAlIUUTE
MI03BOJISIBAT TOBA.

27. Bceku ¢apmaineBT U MOMOUTHUK-(hapMaleBT MNpeAu MNPUTOTBSIHE I10
MarucTpaiHa u (hapmakomneiiHa perenTypa U3MHUBA pPBLETE CHU C TOIJIa BOJAA, CAllyH U
YyeTKa.

28. dapmaneBTUTE U TOMOIIHUK-(apMaIeBTUTE padOTAT B anTeKkaTa ¢ YUCTO
paboTHO 00JIEKIIO.

29. 3abpaHsiBa ce BIIM3aHETO B paOOTHUTE MOMEIIECHHUS Ha anTekara 0e3 4ucTo
paboTHO 00JIEKII0, KAKTO M M3JIU3aHETO C TAKOBA M3BBH allTeKara.

[Tpunoxxenne Ne 15 kbpm ui. 376, an. 3

(Hoso - JIB, 6p. 81 ot 2015 r., npenumino [Ipunoxenne Ne 15 kbpm ui. 3706,
an. 2 - JIB, 6p. 24 ot 2017 r., ot™m. - JIB, Op. 79 ot 2017 1.)
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