HAPE/IBA Ne 28 ot 9.12.2008 r. 32 ycTpOiicTBOTO, peia 1 OPraHU3aNMATA HA
padoTaTa Ha aNTeKUTE U HOMEHKJIATYPATa Ha JIeKapCTBEHHUTE MPOAYKTH

W3nanena o MUHUCTBPA Ha 3/IpaBeona3Banero, ooH., AB, 6p. 109 ot 23.12.2008 r., u3Mm. u
nortt., 6p. 67 ot 27.08.2010 r., 6p. 2 ot 6.01.2012 1., 6p. 81 o1 20.10.2015 1., O6p. 24 o1 21.03.3017
r., 6p. 79 ot 3.10.2017 ., u3m., 6p. 95 ot 16.11.2018 1., u3m. u mom., 6p. 2 ot 8.01.2021 r., Op. 64
ot 9.08.2022 r., u3Mm., 6p. 85 ot 10.10.2023 r., B cria ot 16.10.2023 r., 6p. 105 o1 19.12.2023 1., B
cuna ot 19.12.2023 r., u3m. u gor., 6p. 54 ot 4.07.2025 1.

Pasznen I
O01M MOJI0KEeHUuA

U 1. (1) (U3m. — [IB, 6p. 2 ot 2021 r.) C Ta3u Hapenba ce OnpeaeNsT yCTPOMUCTBOTO, PEABT
U OpraHu3anusira Ha padoTa Ha alTeKUTe, KAKTO M1 HOMEHKJIaTypaTa Ha JICKApCTBEHUTE U JPYTH
MPOJYKTH, KOUTO C€ IpeJiaraT B TSIX ChriacHO npuioxkeHue No 1.

(2) (dom. — 1B, 6p. 64 ot 2022 r.) B anTekara Morar Jia ce mpojJiaBar uype3 aBToMmar,
Pa3MoJIoKEH B MPUEMHOTO MMOMEIIEHUE, IEKAPCTBEHU MPOAYKTH, IOCOUEHHU B CIHCHKA 110
npuioxenue Ne 2.

(3) (HoBa — IB, Op. 54 ot 2025 r.) Ha aBTOMAaTa 110 aJ1. 2 3abJDKUTEITHO CE ITOCTaBS
CIICIHUAT HAJIIHC, U3MUCAH Ha Osu1 (oH ¢ ThMHU OyKBH: "BuHaru npuemaite TO3M JIEKapCTBEH
MPOAYKT, KAKTO € OTHMCAaHO B JINCTOBKATa WM KakTo Bu e ka3an Bammsr nekap ninn papmanesT.
AKO 110 3 THU HE Ce MMOYYBCTBATE M0-100pe WM ChCTOSIHUETO B ce Biomm, moThpceTe JeKapcka
nomo1i. be3oTroBopHOTO camosieueHue € ornacHo 3a Bamero 3apase!”

Y. 2. (1) BbHIIHOTO ¥ BETPEMIHOTO OOpPMIICHHE Ha IOMEIICHUTA Ha anTeKara ce
ChOOpa3sBaT ¢ €CTECTBOTO HA U3BBPIUIBAHUTE B Hes CHICU(BUYHH JEHHOCTH.

(2) (Hom. — 1B, 6p. 79 ot 2017 r.) AnTekara 3aIbJDKUTEIIHO UMa BHHIIICH HAIIHC
"AIITEKA", u3nucan Ha 6511 ¢oH ¢ ThMHH OyKBH, KOMTO MMa 3a 11e7 1a 0003Ha4YH BHIa Ha
3/IpaBHOTO 3aBECHHE U HE MPEACTaBIsABA PEKIaMa.

(3) Ha BuHO MSCTO B MPUEMHOTO TIOMEIIIEHHUE Ha arTeKaTa ce MoCcTaBs HHPOpMaIIHs
OTHOCHO M3JIaZICHOTO pa3pelleHue ChINIacHO npuioxeHue Ne 3.

(4) 3a0pansiBa ce pekJlaMUpPaHETO Ha ThProOBCKaTa JECHHOCT Ha anTeKaTa, CBbp3aHa C I[eHH,
OTCTBIKH, TOJAPBIU U IPYTH Ha JIEKApPCTBEHU MPOAYKTH, KOUTO CE€ OTITyCKAT IO JIEKAPCKO
MpenrcaHue.

Un. 3. (1) B anrekara ce cbxpansiBa HH(GOpMaIIHsl, OCUTypsIBaIlla MPOCIEAIBAHETO Ha
CTOKOBHUTE HAIMYHOCTHU IO ACOPTUMEHTH U MAPTHU]IU, KOSTO CE M3MOJ3Ba U MPH IMOJIy4aBaHe Ha
yBeIOMJICHHE 32 OJIOKMpaHe U U3TETIISIHE Ha JICKAPCTBEHUTE TPOTYKTH.

(2) U3m. — [IB, 6p. 2 ot 2021 r.) AnTekara uma reyat, HOCElll HoMepa U JaTaTa Ha
M3IIaJICHOTO pa3pelieHre 3a ThProBHs Ha IPEOHO C JIEKApCTBEHH MPOAYKTH, KOWTO €€ TIOCTABS
BBPXY BCUUKH JJOKYMEHTH, CBbP3aHH C OTIYCKaHETO Ha JICKAPCTBEHH MPOIYKTH.

(3) B anTekara ce BoaM M ChXpaHsIBa THEBHUK HA U3ITBIIHEHUTE PEIENTH ChIIIACHO
npuiiokeHue Ne 4.

(4) (HoBa — JIB, 6p. 64 ot 2022 r.) AnTekaTa noJyIbpika antedeH copTyep, OCUTypsBalll
HOPMATHOTO (PYHKIIMOHUPAHE Ha MpoIieca Mo OTIMYCKaHe Ha JIEKAPCTBEHU MPOAYKTH, BKIIOYUTEITHO
Y Ha JIEKapCTBEHUTE MPOTYKTH, 3aIIAIl[aHd HAIBJIHO WM YaCTUYHO OT Orokera Ha Hanmonannara
3/IpaBHOOCUTYpUTEIIHA Kaca.



Ui 4. (1) Besika anreka pasrmosiara ¢ JISKapCTBEHU MPOIYKTH OT BCUUKH
AHATOMOTEPAINlEBTUYHHU I'PYIIU CBIIIACHO MpUIIoKeHue Ne 5.

(2) (U3m. — 1B, Op. 2 ot 2021 r.) B anTekara ce mpoiaBat XpaHUTEIHU JOOABKU, KOUTO
OTroBapsAT Ha U3UCKBAHUATA HA 3aKOHA 3a XPAHUTE U II0JI3AKOHOBUTE aKTOBE I10 MPUJIAraHETO MY.
Ui 5. (M3wm. - IB, 6p. 2 ot 2012 r.) B anTekuTe Morar fa ce mpoJaBaT KO3METHIHU

MPOJYKTH.

Y. 6. JIunero, momydnsio pa3peuieHue 3a ThproBust Ha IpeOHO C JIeKapCTBEHU MPOIYKTH,
3aKyIlyBa JIEKAPCTBEHU MPOAYKTH CaMO OT ThPrOBIM HA PO, MOTYIUIN
paszpelleHue/y10CTOBEpEHHE 3a pEerucTpalus 3a TbproBus Ha e/Ipo C JIEKapCTBEHU MPOAYKTHU IO
pena Ha 3aKOHa 3a JIKapCTBEHUTE MPOAYKTH B XyManHata menuuuna (3JIIIXM).

Un. 7. JIumero, NOTYYHIIO JIMLIEH3HUS 32 THProBHUs Ha IpeOHO U ChXpaHsIBaHE Ha
JIEKapCTBEHU MTPOJYKTH, ChABPKAILM HAPKOTUYHU BELIECTBA, ClIa3Ba U3UCKBAHUATA HA 3aKOHA 3a
KOHTpPOJI Ha HapKOTUYHUTE BelecTBa U npexypcopure (3KHBIT).

Y. 8. (U3m. - IB, Op. 2 ot 2012 r.) AnTekure, KOUTO HA OCHOBAaHME 4il. 222, air. 6 U 4JI.
225 3JIIIXM ce pbKOBOIAT OT IIOMOIIHUK-(DapMalieBTH, MOTaT J1a IPoaaBaT caMo JIEKapCTBCHH
MPOJIYKTH, KOUTO C€ OTITyCcKaT 0e3 JIEKapCKO MpeAnucaHue.

UYn. 9. (1) Ha HenbJIHOJIETHY JIMIIa HE MOTAT J]a C€ OTITYCKAaT U MPO/IaBaT JeKapCTBEHU
IIPOJYKTH, KOUTO C€ OTITyCKAT I10 JIEKAPCKO MPEIUCaHHE.

(2) (dom. - B, 6p. 2 ot 2012 1., u3m., Op. 2 ot 2021 1.) 3abpaHsBa ce JOCTaBKaTa Ha
JIEKapCTBEHM MPOJYKTH J10 KPA€H MOTPEOUTEI 110 3as1BKa, C U3KJIIOUEHUE Ha CIy4yauTe 1o 4ui. 234,
an. 6 3JIIIXM.

(3) (dom. - 1B, 6p. 2 ot 2012 1., u3m., 6p. 64 ot 2022 r.) 3abpaHsiBa ce OTIyCKaHE U
MOKYTKO-MIpoJak0aTa Ha JTIEKapCTBEHH MPOIYKTH U3BBH MOMEIICHUATA, 32 KOUTO afTeKaTa e
MoJIydryia pa3pelieHue 3a orkpubane mo peaa Ha 3JIIIXM, ¢ uzkinodenue Ha ciydauTe 1o 4i. 234,
an. 6 3JIIIXM.

Y. 9a. (Hos — J/IB, 6p. 79 ot 2017 r., u3m. u got., 6p. 2 ot 2021 r.) JleliHOCTTa Ha aNITEKUTE
ce ochlIecTBABa choOpa3Ho [IpaBunara 3a 106pa GpapmarieBTHYHA MPAKTUKA, TPUETU CHIIACHO YJI.
5,an. 1, T. 3 ot 3akoHa 3a ChCIIOBHATa OpraHu3alys Ha Mmaructbp-papmanenstute (3COMD) u
CBIJIACHO MpaBWIIaTa Mo Wi. 8, ai. 1, T. 5 or 3akoHa 3a ChCIOBHUTE OpraHU3AIMKA Ha METUIIMHCKUTE
CEeCTpH, aKYLIEPKUTE U aCOLIMUPAHUTE METUIIMHCKN CIEIUAIUCTH, Ha 3b00TEXHUIIUTE U Ha
nomoInHuk-papmanesrure (3COMCAAMCIIID).

Paznen 11
YCTpoMCTBO HA ANITEKUTE

UYn. 10. (1) AnTeku MoraT Jia ce OTKpUBAT B TIOMEIICHHSI ChC CAMOCTOSITENIEH BXOJI,
Pa3MOJI0KEeHH Ha MbPBU HAJ3€MEH €TaX, JOCTBITHHU 32 MOCETUTEIUTE U TIOIXO/ISIIN 32 U3BHPIIBAHE
Ha gerHocTtute mo wi. 219, an. 1 3JITTXM.

(2) (U3m. - [IB, 6p. 2 ot 2012 1.) JIumata mo 4. 222, an. 1 3JIIIXM ocurypsiBat
CHOTBETHUTE YCJIOBHS 32 TOCTHII /10 TIOMEIICHUSITA, B KOUTO € OTKPHUTA alTeKaTa, v 3a Xopa C
YBPEKIAHMUSL.

(3) N3uckBanusra mo an. 1 u 2 3a MECTOHAXO0XJICHUETO HE CE OTHACST 3a alTeKUTe Ha
JeueOHUTE 3aBeaeHus mo wi. 222, an. 4 3JIIIXM.

UYn. 11. (U3m. - [IB, 6p. 2 ot 2012 ., gom., 6p. 81 ot 2015 r., u3m., 6p. 79 o1 2017 1.) (1) 32
MoJTy4aBaHe Ha pa3pelieHue 3a ThProBus Ha APeOHO C JIGKaPCTBEHHU MPOIYKTH 3asIBUTEITUTE
nonasat B M3nbeiaHuTenHara arenuus no yiekapcrBata (MAJI) 3asBinenue no odbpasell, yrBbp/EH OT



M3MBIHUTETHUS IUPEKTOp Ha M3bJIHUTENHATA areHus 10 JeKapcTBaTa Mo MpeajoKeHue Ha
eKcrepTHHs chBeT 1o wi. 176 3JITIXM.

(2) 3a monyuyaBaHe Ha pa3pelIeHUE 3a pa3KpUBaHE Ha anTeKa 3a 3aJ0BOJIsSIBAaHE HA
COOCTBEHUTE HYXIIM PHKOBOAUTEIUTE HA JIeUeOHM 3aBeAeHUs 110 Wwi. 222, an. 4 3JIIIXM nmonasar B
NAJI 3asBienHme 1Mo o0pasell, yTBbPACH OT U3IMBJIHUTEIHUS JUPEKTOP Ha M3MbIHUTETHATA arCHITHS
T10 JIEKapCTBaTa 1O MPEIOKEHUE Ha EKCIIEPTHUS ChBET 10 wi. 176 3JIITXM.

Ui 12. (1) 3a oTiiyckaHe Ha JIEKapCTBEHH MPOAYKTH HA TPaKIaHU B 3aBUCUMOCT OT
U3BBPIIBAHUTE JEHHOCTU MoraT Jia ObJaT OTKPUBAHU allTEeKH 3a:

1. nexapcTBEHU MPOAYKTH, C U3KIIOUEHUE HA IPUTOTBSIHU 110 MarucTpagHa u
(dapmakorneiina perentypa;

2. IeKapCTBEHU MPOIYKTH, BKIIOYUTEIHO MPUTOTBSIHU IO MarucTpaita u (hapMakoneina
peuenTtypa 6e3 U3rOTBsIHE Ha JIEKapCTBEHH (POPMU 32 OUYM U Ha Pa3TBOPH 32 ApEHTEPATHO
IIPUJIOKEHHUE;

3. nekapcTBEHU NPOAYKTH, BKIFOUUTEIIHO MPUTOTBSHU IO MarkucTpaiHa u ¢papMakorneina
pelenTypa ¢ U3roTBsiHE Ha JIeKapCcTBEHU (OPMU 32 OUU;

4. OuJIKY ¥ OMJIKOBH CMECH, BKIIOYMTEIHO MPUTOTBSHU 10 MarucTpaina u gpapMakoreinHa
penentypa (OUIKOBa anTeKa).

(2) 3a 3a10BOJISIBaHE HYXAUTE HA JIEUCOHUTE 3aBe/ieHus 1o wi. 222, ain. 4 3JIIIXM B
3aBUCHMOCT OT U3BBPIIBAHUTE AEMHOCTH MOraT Ja ObAaT OTKPUBAHU alTEKH 3a:

1. nexapcTBEHU NPOAYKTH, BKIIFOUUTEIIHO IPUTOTBAHU 10 MarucTpaiHa u papmMaxorneiHa
penientypa 6e3 U3roTBsiHE Ha JIEKapCTBEHU (POPMU 32 OUU U Ha Pa3TBOPHU 32 APEHTEPAIIHO
MIPUIIOKEHUE;

2. JeKapCcTBEHU MPOIYKTH, BKIFOUUTEIHO IPUTOTBSIHY 110 MarucTpaiHa u (hapmakoneitna
perenTypa ¢ U3roTBsIHE Ha JIeKapCcTBEHU (OPMU 32 OYU M HA Pa3TBOPU 33 MAPEHTEPATHO
MIPUIIOKEHUE;

3. (woBa - /IB, 6p. 2 ot 2012 r.) 1exapcTBEHU MPOAYKTH C U3KIIIOUEHUE HA IPUTOTBSHU 11O
MarvcTpajiHa u ¢papmakoreiiHa pelentypa.

(3) B 3aBuCHMOCT OT U3BBPIIBAHUTE ICHWHOCTH 10 aJl. 1 U 2 anTekuTe TpsOBa Ja pasmnojarat
C MOMEIIEHHUSI ChITIacHO MpuiiokeHue Ne 8.

Ui 13. (1) AnTekara pa3nosara ¢ 003aBexaaHe ¢ TJaJAKu TOBbPXHOCTH, KOUTO MOTaT Aa
O0baaT OBP30 U JIECHO MOYUCTBAHU U Je3UH(EKIINPAHU.

(2) OG3aBexxgaHETO B anTeKaTa M HETOBOTO Pa3IoNIo’KeHUE TpIOBa Ja OCUTYpsBaT Ha
paboTemuTe B Hes JIECEH OCTBII J10 JEeKapCTBEHUTE MPOYKTH.

(3) (dom. — 1B, 6p. 81 ot 2015 r.) PaboTHHTE MecTa B MPUEMHOTO, EKCTIETUIIMOHHOTO U
ACHCTEHTCKOTO IOMEIIIEHNE CE OPraHU3HUpaT M0 HA4YKH, II03BOJISBAL OCHIIECTBIBAHETO HA KOHTPOJ
0T MarucTbrp-papmanenTa Bbpxy paboTara Ha HOMOIIHUK-(papMaleBTa.

Un. 14. (1) B 3aBucumoct ot o6ema Ha paboTaTa MPUEMHOTO TOMEIIIEHHUE CE pa3/ieis Ha
OTJICTTHU CEKTOPH, 000COOEHU CHOOPa3HO MPOIYKTUTE, TOCOUEHU B TIpuiioxkeHne Ne 1.

(2) JlekapcTBeHUTE MPOIYKTH IO JIEKAPCKO MPEAMUCAHKE CE€ ChbXPAaHIBAT OTACIHO 110 HAYHUH,
BB3MPEMNSATCTBAI BU3YyalIeH JOCTHII Ha MallMeHTa/oTpeduTes.

(3) Beeku paboren cektop ce 003aBex1a ¢ padpTOBE WK TIIOTOBE ChC MITH 0€3 OCTHKIISIBaHE
WM JIPYT MPO3payeH MaTepuall, OCUTYPSBAIIH MPABUITHOTO ChXpaHEHUE HA JIEKAPCTBEHUTE
MPOJYKTH, KAKTO U OBP30 U JIECHO 0OCITyKBaHe.

(4) 3a0pansiBa ce ChXpaHIBAHETO HA JIEKAPCTBEHH MPOAYKTH, ChIBPIKAIINA HAPKOTUIHHI
BEIIECTBA, B IPUEMHOTO ITOMEIIECHHUE.



(5) (HoBa — IB, 6p. 81 ot 2015 r.) U3uckBanusaTa Ha ain. | — 4 HEe ce OTHACAT 3a aNTEKUTE
mo ui. 222, an. 4 3JIIIXM.

Ui 15. (1) ACHCTEHTCKOTO TIOMEIICHHE ce 000pyIBa ¢ pabOTHA Maca, ¢ Ypeau U mocoous,
HeoOXoIuMU 3a paboTara Ha anTeKara.

(2) AcucTeHTCKOTO TOMEIIIEHUE B anTekara mo wi. 12, ain. 1, 1. 4 ce obopyasa ¢ paboTHa
Maca, ¢ O0Kc, cHab/IeH ¢ acupalMoHHa ypea0a U ChI0BE 32 XOMOTeHU3UPAaHEe Ha cMecH, padToBe
win mkadose 3a ChbXpaHeHHe Ha OMIIKUTE, HEOOXOAUMH 3a IMIPUTOTBSHE Ha JIEKAPCTBEHU MPOTYKTH
[0 MarucTpaiHa u hapmakorneina pernenrypa.

(3) bunkuTe, mpenHa3HaYEHU 3a MPUTOTBAHE HA JIEKAPCTBEHH MPOJYKTH 10 MarucTpajiHa u
¢dapmMakorneiina perentypa, ce CbXpaHsBaT B J0Ope 3aTBOPEHU KapTOHEHU KYyTUHU WITH IbPBEHU
YEeKMEeKEeTa.

(4) PbKOBOIUTENAT Ha alTEKaTa OCUTYPsIBA 33IbJKUTENIHA METPOJIOTMYHA MTOCIIE/IBAIla
MPOBEPKa HA BCUYKU BE3HU M APYTH U3MEPHUTEIHH YPEIU ChIVIACHO 3aKOHA 32 U3MEPBAHUATA.

(5) (HoBa — IB, 6p. 81 ot 2015 r.) JIekapcTBeHHTE BEIIECTBA, MPETHASHAYCHH 3a
MIPUTOTBSIHE HA JICKAPCTBEHU MPOIYKTH [0 MarucTpaiHa u (papmakoneiiHa penenrtypa, ce
ChXpaHsIBaT B 100pe 3aTBOPEHU OMAKOBKH, ChbpXKAIIK HH(OPMALIKS 32 TPOU3BOIUTENS,
napTuaTa U CpoKa Ha TOJHOCT, ChIVIACHO YKa3aHMSTA 32 ChXpaHEHUE HA MTPOU3BOIUTEIIS.

Ui 16. (1) CxnanoBoTo noMelieHue ce 003aBexaa ChbC:

1. crenaxku u/Miy 3aTBOpEHU Ka(dOBe,

2. MetajeH mKad uian OyHKep 3a ChbXpaHEHUE HAa TOPUMU H JIECHO3AAIMMHU JICKapCTBEHU
TPOJYKTH.

(2) Ilpu paborta c 1ekapcTBEHU NPOAYKTH, ChIbPKAIIM HAPKOTHYHU BEIIECTBA, CE ClIa3BaT
pasnopenoure Ha 3KHBII 1 moa3akoHOBUTE aKTOBE O MPHJIATAHETO MY.

Yn. 16a. (Hos - IB, 6p. 67 ot 2010 r.) He ce nomycka mocraBsHeTO B anTeKaTa Ha
XMMHUYECKa TOAJIETHA.

Yn. 17. (1) (U3m. — IB, Op. 81 ot 2015 r.) JlekapcTBeHUTE MIPOIYKTH, TOCOYECHHU B
npusoxenne Ne 9, KOUTO ce OTIYCKaT I10 JIEKapCKO MpeANuCcaHme, ce ChXPaHsBaT B OT/ICJICH MIKad
ChC CEKPETHO 3aKJIIOUBAHE, PA3MOJI0KEH B IPUEMHOTO, ACUCTEHTCKOTO WJIM B CKIIaJ0BOTO
MoMellleHue. 3a anTeKUTe Ha JieyeOHuTe 3aBeeHus o wi. 222, an. 4 3JIIIXM mkadbT ce mocrass
B ACUCTEHTCKOTO WJIM B CKJIaJIOBOTO IIOMELIEHHE.

(2) TepmonaOuIHNUTE JIEKAPCTBEHU NMPOJYKTU CE ChXPaHsBAT B XJIaIUITHUK.

Yn. 18. (U3m. — IB, 6p. 81 ot 2015 r.) MuHMManHUTE U3UCKBAHMS 32 000pYIBAaHETO Ha
MOMEIICHUATA Ha alTeKaTa ca NocoueH! B mpuioxenue Ne 10.

Yn. 19. (1) 3abpansiBa ce BIM3aHETO B paOOTHUTE MOMELIEHNS U CEKTOPU Ha anTeKara Ha
BBHHIIIHY JIUIAa OCBEH OIPEIEICHUTe B HOPMATHUBEH aKT KOHTPOIJIHU OPTaHH.

(2) (Jom. — 1B, 6p. 64 ot 2022 r.) 3abpaHsiBa ce U3BHPILBAHETO B allTeKaTa Ha IEHHOCTH,
KOHUTO He ca mocodyeHH B ui. 219, an. 1 3JIIIXM.

(3) (Hom. — 1B, 6p. 64 ot 2022 r.) 3abpansiBa ce paboTaTa B IPHEMHOTO TTOMEIICHHUE Ha
JPYTH JTUIa OCBEH Ha3HAUYEHUTE M0 TPYAOB IOTOBOP U/WUJIHM TOTOBOP 3a yIpaBlieHHE Ha arTeKaTa
(bapMaIeBTH U CTyI€HTH, IPEMUHABAIIU U3HUCKYEeMHUs cTax o pena Ha HapenOata 3a eauHHUTE
Ibp>KaBHU M3UCKBAHM 32 MpUJ00MBaHe Ha BHclIe 00pa3oBaHue Mo crenuanHocTTa "dapmanus” 3a
o0pa3oBaTenHO-KBaIH(PUKaIMOHHA cTerneH "MarucTbp" U Hapenbara 3a enuHHUTE Abp:KaBHU
W3MCKBAHUS 3a MPUI00MBaHE Ha BHUCIIE 00pa30BaHKE 10 CIIEIUAITHOCTUTE OT MPO(HECHOHAITHO
HanpasiieHue "3paBHu Tpuku" 3a 00pa3zoBaTeNHO-KBATH(PHUKAIMOHHA CTENeH "ipodecuoHanex
OakanaBwp 1o ...".



(4) (HoBa — IB, 6p. 81 ot 2015 r.) 3a0pansiBa ce B anTEKUTE HA JICYCOHUTE 3aBEJCHUS 110
ui1. 222, an. 4 3JIIIXM na pa®oTart Apyru Jula OCBEH Ha3HAUEHHUTE MO TPYIOB IOTOBOP C
7e4eOHOTO 3aBe/ICHUE MAaruCThp-(hapMaleBTH U TOMOLTHHUK-(papMaleBTy.

(5) (IIpenuuna an. 4 — /1B, 6p. 81 ot 2015 r.) MenuuuHCKUTE U3JIETUS CE€ ChbXpaHABAT U
MPOJIaBaT OTACIHO OT OCTAHAJIUTE MPOIYKTH B anTeKara.

(6) (HoBa — IB, Op. 81 ot 2015 r.) B anTekuTe Ha nedeOHUTE 3aBeACHUS 110 Wwi. 222, an. 4
3JIITXM MeauIUHCKUATE U3JIeTHUs 10 all. 5 C€ ChbXPaHsSBAT U OTITYCKAT OT/IEJIHO OT OCTAHAJIUTE

MPOJIYKTH.

Pazpea 111
Opranuszanus Ha padoraTta B anTeKuTe

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

1. IsTOCTHATA OpraHM3alus M KOHTPOJIa Ha paboTaTa B anTeKara;

2. 3aKyIyBaHETO M MIPUTOTBSHETO HA KAYECTBEHU M O€30MaCHU JICKAPCTBEHH U APYTH
IPOJYKTH;

3. ocurypsiBaHeTO Ha HEOOXOJUMHUTE YCIOBUS U pe]l 3a paboTa;

4. opraHusvpaHe Ha CbXPaHEHHETO U OTIIYCKAHETO Ha JEKapCTBEHU MPOIYKTH, ChABPIKAILIU
HapKOTHYHU BEILECTBA, ChIVIACHO M3uckBaHusATa Ha 3KHBIT;

5. OCUTYpsIBaHETO Ha pabOTHOTO OOJIEKIIO 32 TIEPCOHANIA;

6. IOBHUIIIaBaHETO Ha MpogeCHOHATHATA KBATM(HUKAI Ha padOTEIIUTE B alTeKara,
CBBp3aHa C ACWHOCTTA UM, KaTO OCUTYpSIBA yUYaCTHETO UM B ChOTBETHH KYPCOBE U APYyrH (popMu Ha
o0y4eHHe Haii-MaJIKO BEHBX TOHIITHO;

7. (m3m. - IB, 6p. 67 ot 2010 r.) ocurypsiBane Ha npodecruoHanHa uHpopmanus u
CIpaBOYHA JUTEpaTypa upe3 AOCTHI 10 MHTEPHET WJIM Ha XapTUEH HOCUTEI, CBbp3aHa ChC:

a) HOpMaTHUBHATA ypeada, periiaMeHTUpala 1eHHOCTTa Ha allTeKUTE;

0) moka3aHus, MPOTUBOIIOKA3aHUs, TO3UPOBKA, HEXKETAHU JIEKAPCTBEHU PeaKkIuu U
JIEKapCTBEHU B3aUMOJICHCTBUS;

B) peXH1Ma Ha IIPeJIIMCBaHe U OTIyCKaHe Ha JIEKapCTBEHUTE MPOAYKTH;

') KaueCTBOTO, CPOKA Ha FOJTHOCT U HAYMHA HA CbXPAHEHHE Ha JIEKAPCTBEHUTE MPOYKTH B
anTeKaTa U B JOMa Ha MalMeHTa;

1) IEKapCTBEHU MPOAYKTH, ChIbpPKAId HAPKOTUYHU BEIIECTBA U/UIM N3UCKBAIIH OTJIEITHO
CbXpaHEHHE.

(2) PproBOIUTENAT Ha anTeKaTa € JJIBbKEH J1a MOBUIIaBa NpoQecroHaaHaTa CH
KBaJTM(HKAIMS, ydacTBaK/ B OpraHU3UpaHH 110 pena Ha wi. 182 ot 3akoHa 3a 37paBeTo GopMH Ha
POABIDKABAILO 00ydyeHue Ha apMalleBTUTE.

Ui 21. JIuneTo, moay4yuio pa3penieHte 3a ThproBus Ha IpeOHO ¢ JIeKapCTBEHU MPOIYKTH,
OCUTYpsiBa BCUUKH HEOOXOAMMH YCIIOBUS 32 U3IIBIHEHHUE Ha 3abJKeHUsITa 1o wi. 20 oT
PHKOBOJIUTEIS HA amlTeKaTa.

UYn. 22. (1) B anTekaTta ce 10CTaBAT, IPUTOTBST ChbXPaHABAT U OTITYCKAT CaMO KaueCTBEHH,
epuKacH U 0€30MacHU JIEKAPCTBEHU MPOTYKTH.

(2) (Hosa - IB, 6p. 2 ot 2012 r.) [Ipu oTnyckaHe JIeKapCTBEHUTE MPOILYKTH CE OMAKOBAT
Taka, ye Jla ce TapaHTupa 3ara3BaHe Ha TAXHOTO KaueCTBO U €(h)UKACHOCT.

(3) (IlpenumrnHa an. 2 - /1B, 6p. 2 ot 2012 r.) ['paxxnanute TpssOBa BuHAru aa Obaat
nH(OpMUpaHH 32 HAUMHA HA ynoTpeOda, CbXpaHeHHEe U HeXKeJIaHH JIEKAapCTBEHH peakliy Ha
JIEKapCTBEHUTE MPOIYKTH.



(4) (Ilpenumrna an. 3 - /1B, 6p. 2 ot 2012 r.) PabGoTemure B anTekaTa MoraT Ja H3BbPIIBAT
neiinocty mo wi. 219, an. 1 3JIIIXM camo criopes npuTexaBaHaTa OT TAX KBATU(PUKAIHSL.

(5) (IIpenuurna an. 4 - /1B, 6p. 2 ot 2012 r.) [IpeanumiomMen CTax B anTeka, OnpeesieHa 1mno
pena Ha 4. 8, an. 2 ot HapenbaTa 3a emuHHUTE IbP)KaBHU U3UCKBAHUS 3a MPUJO00MBAHE HA BHUCIIIE
oOpa3zoBanue 10 crienuarHocTTa "PapManus” 3a 00pa3oBaTeTHO-KBATM(DUKAIIMOHHA CTETICH
"mMaructwp", mpueta ¢ [TocranoBnenue Ne 61 Ha Munuctepckus cbBet oT 2005 1. (00H., [IB, 6p. 32
ot 2005 r.), MOXe J1a ce MPOBeX/1a Ha CTYACHTHU MOJI KOHTPOJIa HAa MarucThp (apmaleBT ciej
Mpe/ICTaBsHE HA ChOTBETHUTE JJOKYMEHTH OT BUCHIETO YUHIIUIIE.

Ui 23. (1) Beeku dapmarnieBT € He3aBUCHM IPU B3eMaHE Ha pellieHre, CBbP3aHo C
OCBILECTBSIBAHETO HA MPO(PECUOHATHUTE MY 33IbJDKEHHSI, 32 KOETO HOCH ChOTBETHATA
OTTOBOPHOCT.

(2) PaboTonaTensar U ppKOBOJUTEIST HA aNiTeKaTa ca JUIbKHHY Jla 3a4UTaT IIpaBara Ha
¢dapmareBra 1o an. 1.

(3) 3a HempaBUITHO MPUTOTBEH U/UIIM OTITYCHAT JIEKAPCTBEH MPOJAYKT U 32 HACTHIHIINTE
MOCIIEAUIIN HOCH OTTOBOPHOCT (papManieBThT, KOWTO I'O € IPUTOTBUII U/HIIKA OTITYCHAJL.

Un. 24. (1) JIekapcTBeHUTE MPOAYKTH B aliTeKaTa ce MOAPEXKIAT M0 aHATOMOTEPANIeBTUYHH
TPYIH.

(2) JlexapcTBeHUTE MPOIYKTH CE ChXPaAHABAT MPHU YCIOBUATA, OIPECIICHN B Pa3pELICHUETO
UM 32 ynoTpe6a/yI0CTOBEPEHUETO 32 PErHCTPaLUs, a MEIUIIUTHCKUTE U3ICIHS U APYTUTE IPOTYKTH
- CBIJIACHO YCJIOBUSITA HA IPOU3BOIUTEISL.

(3) (Orm. — IB, 6p. 81 ot 2015 1.).

(4) Temmneparypara B IOMEIIECHUATA U XJIaJUTHULIUTE CE OTYUTA €XKEIHEBHO U C€ BIIMCBA B
TTHEBHUK.

UYn. 25. (1) IIpuemaneto u 06paboOTBaHETO HA PELIENITUTE, OTIIYCKAHETO Ha JIEKapCTBEHU
MPOJYKTH U MpoJak0aTa Ha JPYTU MPOIYKTH ChITIacHO mpriiokenue Ne 1 ce U3BBbpIIBAT caMo B
MIPUEMHOTO MTOMEIIIEHUE.

(2) 3nbyiHEHUETO Ha peLenTUTe B aliTeKaTa ce U3BbPILBA 0 peia Ha Hapeadara no wi. 221
3JIIIXM.

(3) (HoBa — IB, 6p. 81 ot 2015 r.) Paznopenbara Ha an. 1 He ce nmpuiara 3a anTeKUTe Ha
nedyeOHuTE 3aBeeHus 1o wi. 222, an. 4 3JIIIXM, B KOUTO JIeKapCTBEHUTE MPOIYKTH MOTaT Ja ce
OTITYCKaT B €KCIEAUIIMOHHOTO IOMEIICHHUE.

UYn. 26. (1) B acucTeHTCKOTO MOMEIIEHHE C€ U3BBPILBA MPUTOTBSHE HA JIEKAPCTBEHU
MPOJYKTH 10 MarucTpaiHa u (papmakorneitHa perentypa, npecuriBaie u npeiruBaHe Ha
JIEKapCTBEHH U MTOMOIITHH BEIIECTBA, KaKTO U (pacoBaHE Ha MPUTOTBEHUTE B allTeKaTa JEKapCTBEHU
MPOJIYKTH.

(2) TlpuroTBsHUTE B anTeKaTa JEKapCTBEHU MPOIYKTH 10 (papMakoIieiiHa peLenTypa ce
3aBEX/IaT B JAOOPATOPEH THEBHUK ChIIIAaCHO mpritoskeHne No 11.

(3) IlpuroTBsHUTE B anTeKkaTa JEKapCTBEHU MPOIYKTH 110 MarucTpajiHa perenTypa ce
3aBEX/1AT B IHEBHUK ChIIACHO IpuiioxkeHue Ne 12.

(4) Bppxy OmakoBKUTE HA IPUTOTBSHUTE B allTeKaTa JIEKapCTBEHU MPOAYKTH IO all. 2 U 3 ce
MOCTABSAT CIEIHUTE O3HAUCHUS:

1. agpec Ha anTekara, HOMEp | JaTa Ha U3/IaJICHOTO pa3pelleHue 3a ThProBUs Ha APEOHO C
JIEKapCTBEHH MTPOAYKTH;

2. HOMep, TOJ] KOMTO € 3amicaH ChCTaBbT Ha JIeKapcTBeHaTa ¢popMa B J1abOpaTOpHUS
JTHEBHHUK - B CIIy4auTe I10 all. 2;

3. HOMep M JlaTa Ha pelenTara, IMe U Bb3pacT Ha MalMeHTa - B CIIy4auTe 1o aj. 3;



4. naTa Ha IPUTOTBSHE;

5. HauMH Ha ynorpeba U MOoKa3aHMs;

6. HaYMH HA CbXPaHEHUE;

7. CpOK Ha TOJHOCT.

(5) 3a0pansiBa ce cMECBaHETO Ha Pa3IMYHU MAPTUIH [P IPECUTIBAHE, TIPEIUBAHE U
(acoBaHe Ha JIEKApCTBEHU MPOJYKTH B anTeKaTa.

(6) IIpu npecunBane, npenuBaHe U (hacoBaHe HA JEKAPCTBEHU MPOJYKTH BbPXY OMAKOBKHUTE
Ce MOCTaBs €TUKET, KOWTO ChAbpKAa BCUUKU JaHHU OT OPUTUHATHUS €THUKET.

Y. 27. (1) B cki1aioBoTO MOMEIIEHUE CE ChbXPaHIBAT JIEKAPCTBEHH MPOAYKTH U IPYTH
CTOKH, KOUTO C€ IPO/aBar B anTeKara.

(2) JlexapcTBEeHM POAYKTH, IOKA3aJIM HECHOTBETCTBUS C U3UCKBAHUATA 33 KAYECTBO, C
U3TEKBJI CPOK Ha F'OIHOCT, C HApYILIEHU I'bPBUYHA WM BTOPUYHA ONIAKOBKA, CE ChXPaHABAT
OT/EITHO OT APYTHTE JIEKAPCTBA HA OIPEIENICHO 3a IIeNTa MACTO C TPAHO CUTHATIHO 0003HAYECHHUE,
4e ca OJOKHMpaHH.

Y. 28. (1) JIekapcTBeHU IPOAYKTH B KOJIMUYECTBA, IO-MAJIKH OT pa3pelieHara 3a ynorpeda
OIIaKOBKa, C€ OTITYCKAT C JINCTOBKA U B OMAKOBKH, TApaHTUPAIIH 3a11a3BaHETO Ha KAYECTBOTO U
OCUTYPSIBAIIlM YCIOBHUSA 32 MPABUIIHOTO UM ChXpaHeHHe. BbpXy OMaKoOBKUTE Ce HAHACAT BCUUKU
JAHHU OT OPUTMHAIHATA OITAKOBKa.

(2) JIexapcTBeHUTE BEIIECTBA 32 U3TOTBSHE HA JICKAPCTBEHU MIPOYKTH IO MarucTpaiHa u
(apMakorneiina perentypa ce CbXpaHsBaT B OIIAKOBKA, TAPaHTHPAIIA 3a11a3BaHETO Ha KAueCTBOTO
UM, C HaJJIIUC, ChAbPIKALLl CIIETHUTE JaHHU: HAMMEHOBAHUE, JIEKAPCTBEHO BELIECTBO, MapTUIECH
HOMEp, CPOK Ha FOJIHOCT.

Un. 29. U3uckBaHusATa 32 CbXpaHEHUE U MPUTOTBSHE Ha JIEKAPCTBEHU MPOAYKTH ca
noco4yeHu B npuiioxkenue Ne 13, a 3qpaBHUTE U IPOTUBOCTIUAEMUYHN N3UCKBaHUS MPU paboTa B
anTeKuTe - B puioxkenue Ne 14.

Yn. 30. (1) (U3m. — IB, Op. 79 ot 2017 r.) Opranuzanusra Ha paboTa U YUCICHOCTTA Ha
(apmalieBTUTE B aniTeKaTa TpsiOBa /1a OCUTYpsIBAT CIIa3BAHETO HA HEMPEKbCHATaTa MUHUMAaIIHA
MEXIyJAHEBHA U C€IMMYHA IIOYMBKA U IPOABIKUTETHOCTTA HAa paOOTHOTO BpEME, YCTAHOBEHHU B
Konexkca Ha tpyga.

(2) IlepconandbT B anTekara 3aJbJKUTEIHO pabOTH ¢ pabOTHU O0YBKH U O€IH MPECTUIIKH,
Ha KOUTO C€ MOCTaBs HA/AMUC C UMETO, KBATM(UKAUATA U THKHOCTTA Ha JIUIIETO.

Yn. 31. (1) PaboTHOTO BpeMe Ha anTekara, KakTo pabOTHOTO BpeMe U a/IpechT Ha Haii-
OnM3KaTa JIEHOHOII[HA anTeka ce 00sBsABaT upe3 MoAX0/A10 odopMeHa Tabena. AKo HIMa
JICHOHOIIIHA afTeKa, ce 00sBsABa alTeKaTa, KOATO € C Hall-IbJIT0 pabOTHO BpeMe.

(2) Besika anTeka 3aAbJDKUTETHO UMa U3JIOKEHA HA BUHO MCTO uH(opManus (aapec u
paboTHO Bpeme) 3a Hali-0JIM3KaTa anTeka, KbJETO Ce MPUTOTBAT JIEKapCTBEHU MPOAYKTH IO
MarvcTpajiia u ¢papMmakorieiiHa peLenTypa.

(3) Besika anTeka 3aAbJKUTEITHO UMA M3JI0KEHA Ha BUHO MSICTO MH(popManus (aapec,
TenedoH U pabOTHO BpeMe) 3a KOHTPOJIHUTE OPraHu, Ha YHSATO TEPUTOPHS C€ HAMUPA anTeKara.

(4) (Hoa — IB, Op. 81 ot 2015 r.) PaboTHOTO BpeMe B aniTEKUTE Ha JICUCOHUTE 3aBEICHUS
1o wi. 222, an. 4 3JIIIXM ce onpezens ¢ npaBUIHUKA 32 YCTPOWCTBOTO, AEWHOCTTA U BHTPELIHUS
pell Ha ChOTBETHOTO JIeYeOHO 3aBeICHHE.

Un. 32. (1) (Ilpenumien Texet Ha wi. 32 — JIB, 6p. 79 ot 2017 1.) BB BCsika anteka
3aJIBJKUTENHO CE€ ChXPaHABAT CIEHUTE JOKYMEHTH, KOUTO CE NMPEAOCTaBAT MPU MOUCKBAHE OT
KOHTPOJHHUTE OPTaHHU:

1. pa3pemieHue 3a ThproBus Ha IpeOHO C JIEKAPCTBEHH MPOTYKTH;



2. AUIeH3US 3a ThProBUs Ha IPEOHO U ChXpaHsSBaHE Ha JIEKAPCTBEHHU MPOAYKTH,
ChIIbPIKaIM HAPKOTHYHU BEIIECTBA, KOTATO anTeKara € MoJy4yiia pa3peiieHue 3a Ta3u IeHHOCT;

3. (m3m. — JIB, 6p. 79 ot 2017 r.) KOmuUs OT JOKYMEHTHUTE 32 MPABOCIIOCOOHOCT U OT
TPYJIOBHUTE JJOTOBOPH C pabOTEIIUTE B aniTeKaTa JTUIa, KAKTO U ChOTBETHUTE YBEAOMIICHHS 10 HJI.
62, an. 3 ot Konekca Ha tpyna;

4. paxTypHTE UM KOMHE OT TAX, C KOUTO Ca 3aKYIEHH JIEKAPCTBEHUTE MPOIYKTH;

5. Komus OT AOKJIAAH 32 U3BBPUICHH UHCIIEKIIUYA OT KOHTPOJIHUTE OPTaHy;

6. (otm. — JIB, 6p. 79 ot 2017 1.).

(2) (HoBa — 1B, 6p. 79 ot 2017 1., u3M., O6p. 2 o1 2021 1.) UneHCTBOTO HA MarucThbp-
(dapmalieBTHTE OT MEpPCOHANA Ha anTekaTa B bbiarapckus hapmarieBTHUEH ChIO3 C€ YI0CTOBEPsIBa
IIpY POBEPKA Upe3 MpeACTaBIHE Ha MPOodEeCUOHATHA KapTa Ha MaruCThp-(hapMaieBTa, u3ajacHa oT
bearapckus apmaneBTHUCH ChIO3, /WK Ype3 CIIPaBKa B HAIIMOHATHUS €JIEKTPOHEH PETUCTHP 1O
. 5, an. 1, 1. 4 3COMO.

(3) (HoBa — IB, 6p. 2 ot 2021 r.) YeHCTBOTO Ha TOMOIIHUK-(apMaIleBTUTE OT IMepcoHata
Ha anTekaTa B bbarapckara acouuanus Ha MOMOIIHUK-(QapMaleBTUTE ce yI0CTOBEPsiBa IPU
MIPOBEPKa 4pe3 MpeICTaBIHE Ha YIOCTOBEPEHUE 32 aKTyallHO YWICHCTBO WIIM Ype3 CIIpaBKa B
HallMOHAIHUS €JIEKTPOHEH peructsp 1o ui. 8, an. 1, 7. 2 3COMCAAMCIIID.

Ui 32a. (Hos - IB, 6p. 67 oT 2010 r., oT™., Op. 79 o1 2017 T.).

Pasznen IV
Opranuszanusi Ha padoTa B anTeka HA JJe4eOHU 3aBeJeHHs 1Mo 4. 222, aJ. 4
3JIIXM
(3aru. u3m. — /IB, 0p. 81 o1 2015 1.)

Y. 33. (Jom. — [IB, 6p. 2 ot 2021 r.) AnTekure Ha Je4eOHUTE 3aBEACHUS 110 Wi, 222, an. 4
3JIITXM ca caMOCTOATETHH 3B€HA B CTPYKTypaTa Ha JIeueOHOTO 3aBe/ICHHE, B KOETO CE U3BBPIIBAT
neriHocTtuTe, onpeaenenu B 3JITIXM.

Uin. 33a. (Hoe — 1B, 6p. 81 ot 2015 r., u3Mm., Op. 2 ot 2021 r1.) [leiiHOoCTTa HAa aITEKUTE Ha
neyeOHu 3aBeneHus o wi. 222, an. 4 3JIIIXM ce ocwiecTBsaBa cbo0pa3no [IpaBunara 3a no6pa
(dhapmareBTUUHA MTPaKTUKA, MPUETH ChIVIACHO Wi. 5, ai. 1, T. 3 3COM® u cwriiacHo mpaBuiaTa 1mo
yir. 8, ain. 1, . 5 SCOMCAAMC3IID.

UYn. 336. (Hos — /IB, 6p. 81 ot 2015 r.) B neyebHute 3aBeeHUs 32 OOJTHHYHA TTOMOII C HAJI
400 nermna 3a akTUBHO JICYEHUE MU B KOUTO UMa Pa3KpUTH Hal-Masiko 10 KIMHUKW/OTAETICHUS C
JIeria, KakTo U B JIeYeOHM 3aBEJICHHs, KOUTO U3BBPIIBAT ICHHOCTH 110 MEAULIMHCKA OHKOJIOTHS
W/WIN KJIMHUYHA XeMaTOoJIO0Ius, pabOTH Hali-MaJIko €JMH MarucTbp-papMalieBT ¢ npuaooura
cnenuanyoct "KnuHuuHa gpapmanusa” uinu cbe cnenuanusanus no "Kinnanuna gapmanms".

Ui 338. (HoB — /1B, 6p. 81 ot 2015 r.) Knuanynusat gpapmaneBT cbeicTBa Npu
OCBILECTBIBAHE HA JIEHHOCTUTE IO HA3HAYABAHETO W MIPUTOTBSHETO HA JIEKAPCTBEHUTE MPOYKTH.

Y. 33r. (HoB — 1B, 6p. 81 ot 2015 1., u3m., Op. 2 ot 2021 r.) Knuanunust Gpapmanest
OCBIIIECTBSIBA IEHHOCTTa CU B choTBeTCTBHE ¢ [IpaBunara 3a 1o6pa hapmarieBTHUHA TPAKTHKA,
IIPUETH ChIIacHo i 5, an. 1, . 3 3COM®.

Y. 34. JlekapcTBEHUTE NPOAYKTH, IPEAHA3HAYCHH 32 XOCIUTAIM3UPAHUTE AllUEHTH, Ce
OTITyCKAaT B MOAXO/IAIIA ONTAKOBKA, OCUTypsIBallla IPAaBUIHOTO UM ChbXpaHEHHE.

Un. 34a. (Hos — JIB, 6p. 81 ot 2015 r.) B anTekuTe Ha neueOHUTE 3aBEACHUS 1O Wi. 222, aIl.
4 3JIIIXM ce noaabpKaT HEOOXOIUMUTE KOJMYECTBA JICKAPCTBEHH MPOTYKTH, METUIIUHCKU
W3JIENUS ¥ JPYTH KOHCYMAaTHBH 32 OCUTypsiBaHE HAa HOPMaJHaTa paboTa Ha JIe4eOHOTO 3aBEJICHHE
3a CPOK Hal-MaJIKO S5 JTHH.



Y. 35. (1) PpkoBoguTEIMTE HA aITEKUTE HA JICUeOHUTE 3aBeieHus 1o Wi, 222, ai. 4, T. 1 u
2 3JIIIXM ca uneHOBe Ha MEAUIIMHCKUS ChbBET HAa CHOTBETHOTO JIeYeOHO 3aBE/ICHHUE.

(2) (Hon. — AB, 6p. 81 ot 2015 r.) JIunara no ajn. 1 uiau NOCOYEHU OT TAX MAruCTbp-
(dapmalleBTH 3aIbJDKUTEIIHO Y9acTBaT B pa3paboTBaHE HA JICKAPCTBEHATA CTPATETHsl Ha JICUeOHOTO
3aBe/IeHUE, KaTo:

1. yuacTBaT BbB (papMaKOTEpareBTUUHUTE KOMHICHH;

2. U3TOTBSAT NPAKTUYECKH PEeUENTYPHUIIH, ChOOPAa3eHH ¢ KaYe€CTBOTO, CUTYPHOCTTA U
euKacHOCTTa, KaKTO U papMakoTepareBTUYHa U/uiu hapMaKOUKOHOMHYECKA OIICHKa Ha
JIEKapCTBEHUTE MPOIYKTH;

3. yuacTBaT BbB BCHUKH JICHHOCTH, CBBP3aHHU C JOTOBapsHE, CHAOASIBaHE U IOCTABKa HA
HEO0OXOTUMUTE JIEKAPCTBEHH MPOTYKTH;

4. U3TOTBSAT MPEJIOKECHUS 32 MPOCKTOOI0PKETa Ha JIeYeOHOTO 3aBEICHHE B 4ACTTA MY,
Kacaellla JEKapCTBEHUTE MPOAYKTH;

5. M3rOTBAT CTaHAAPTHU ONEPATUBHU MPOLIETYPH 32 IEHHOCTUTE, U3BHPIIBAHU B alITEKATA;

6. KOHTPOJIUPAT ChXPaHEHUETO U OTYETHOCTTA Ha JICKAPCTBEHUTE MPOAYKTH B OTJICICHUSATA
U KIIMHUKUTE;

7. (moBa — /1B, 6p. 81 ot 2015 r.) yyacTBar B KIMHUYHH U3MHUTBAHUS C JIEKAPCTBEHU
MPOAYKTH /WM MEAULWHCKHU H3/ICTHS ChIITacHO T. 4.6 oT mpuioskenue Ne 1 kpm uit. 1, an. 1 ot
Hapen6a Ne 31 ot 2007 . 3a onpenensiHe Ha npaBuiiarta 3a Jloopa kiuanyHa npaktuka (B, 6p. 67
ot 2007 r.).

Y. 36. PoKoBOIMTEINTE HA AlITCKUTE HA JIeUeOHUTE 3aBSCHM 1o wiI. 222, an. 4, 1. 1 u 2
3JIIIXM ca OTroBOpHU 3a U3BBPIIBAHETO HA IEWHOCTUTE 1O Wi. 20, KaKTO U 3a:

1. pasnpeneneHueTo Ha JIEKAPCTBEHUTE MPOTYKTH 110 OTJCICHUSATA;

2. ocurypsiBaHe Ha He0OXoAMMaTa JeKapCTBEHA U TepaneBTUYHA HH(OpMALIKS 3a
OCTaHAINTE MEAUIIMHCKH CIICUATNCTH;

3. (moBa — [IB, 6p. 81 ot 2015 r.) 0OCNyXBaHETO Ha MALUEHTUTE B U3BHHPAOOTHO BpeMe U
MIPU U3BBHPEIHU CUTYAIIHH.

Ui 37. (1) ®apmakoTepaneBTHUHATAa KOMUCHS B JIeUeOHUTE 3aBeACHUS 110 wi. 222, an. 4
3JIIIXM exeroaHo n3padoTBa CIUCHK C OCHOBHUTE JIGKAPCTBEHU MPOYKTH, C KOUTO padOTH
CHOTBETHATA aNTeKa, KOWTO C€ YTBBPKIaBa OT PbKOBOJAMUTENS HA JIEUEOHOTO 3aBE/ICHNUE.

(2) CriucokbT 10 an. 1 ce u3paboTBa U akTyanusupa cboopasHo [1o3uTHBHUS TeKapCTBEH
cnuchK 1o wi. 262 3JIIIXM.

(3) CHabnsiBaHeTO HA aNTEKUTE Ha IeUeOHUTE 3aBEACHUS M0 all. 1 ¢ TeKapCTBEHU MPOAYKTH
ce U3BBPIIBA CHhOOPA3HO CIHUCHKA IO all. 1.

Un. 37a. (Ho — 1B, 6p. 81 or 2015 1.) (1) JlekapcTBeHUTE MPOIYKTH 32 CUCTEMHO JICUECHUE
Ha 3JI0Ka4YeCTBEHU 3a00JIsIBaHMsI CE€ MPUTOTBSAT B anTeKaTa Ha ChOTBETHOTO JICUEOHO 3aBE/ICHUE BB
BH/I 32 IUPEKTHO MPHJIOKEHUE HA TTAI[UEHTA.

(2) Tlpu npuroTBsiHe Ha JIEKAPCTBEHUTE MPOJYKTH CE CIla3BaT M3UCKBAHUATA Ha 3aKOHA 3a
3/IpaBOCTIOBHH U O€30MacHU YCIOBUS HA TPY/I.

Yn. 376. (Hos — /IB, 6p. 81 ot 2015 r., mom., 6p. 24 ot 2017 1., oT™., Op. 79 oT 2017 1.).

UYn. 378. (Hos — IB, Op. 81 ot 2015 r., u3m., 6p. 24 ot 2017 1., oT™., O6p. 79 0T 2017 1.).

UYn. 38. (U3m. - [IB, 6p. 2 ot 2012 1.) (1) (Hom. — JIB, 6p. 2 ot 2021 r.) 3a 3a10BOISIBaHE Ha
COOCTBEHHUTE CH HYXIH JIeueOHUTE 3aBeieHus mo wi. 222, an. 4 3JIIIXM, kouto HIMAT OTKpHUTA
amnTeKa, MOrar Jia ce CHab/IgBar OT afTeka Ha ApYyro JiedueOHO 3aBe/IeHre, TIOIYYHIIO pa3pelieHne 3a
THProBUs Ha IpeOHO C JeKapCTBEHU MPOAYKTH, KaKTO U JuieH3us mo wi. 33, an. 1 3KHBII npu
CHAO/IsIBaHE C JICKAPCTBEHU MPOJIYKTH, KOUTO ChIBPIKAT HAPKOTUYHU BEIIECTRA.



(2) JIeueOHuMTE 3aBeieHMs O ajl. 1 CKIIIOYBAT TOTOBOP 3a CHAOISIBAHE C JICKAPCTBEHU
MPOJYKTH, B KOUTO YpeXAaT yCIOBUSTA 32 3asBSIBaHE, JOCTABKA U 3alljialllaHe Ha MPOIYKTHUTE.

(3) C noroBopa mo ai. 2 ce ypexaar u yCIoBUsATa, IPU KOUTO MaruCThp-(hapMareBThT,
PBKOBOIMTEI HA anTeKaTa Ha JIeueOHO 3aBe/IeHHUE, MOMYUYHIIO Pa3pelIeHue 3a ThProBUs Ha IPeOHO C
JICKapCTBEHH MPOAYKTH, OCHIIECTBSABA TEKYI KOHTPOJI BbPXY YCIOBHUATA 32 ChbXpaHEHUE HA
U3MHUCAHUTE U IOCTABEHU JICKAPCTBEHU MTPOTYKTH.

Y. 38a. (Hos - /1B, 6p. 2 ot 2012 1.) (1) Cnexn ckarouBaHeTO Ha JOTOBOP 110 4. 38, ai. 2
ne4eGHOTO 3aBeIeHHEe, KOETO HAMa COOCTBEHA anTeKa, U3MHCBa HEOOXOAUMUTE MY JIEKapCTBEHU
MIPOJYKTH Ha JIEKApCTBEH JIMCT MPH ClIa3BaHe Ha pella M YCIOBUATA 32 U3NKUCBAaHE U OTYETHOCT,
nocodyern B Hapen6a Ne 4 ot 2009 r. 3a ycioBusTa 1 pea 3a IpeIucBaHe U OTIIyCKaHe Ha
nekapctBenu npoayktu (B, 6p. 21 ot 2009 r.), KoiiTO ce mpeocTaBs 3a U3ITbJIHEHUE B allTeKaTa
Ha JIC4eOHOTO 3aBEICHUE C alTeKa.

(2) Ilpu TpaHCOPTUPAHETO U JOCTABKATa HA JIEKAPCTBEHUTE MPOAYKTH, U3IUCAHU 110 peaa
Ha all. 1, ce cra3BaT yCcJIOBUATA 332 ChbXpPaHEHHE, TOCOUYECHU B Pa3pellieHUETO 3a yrnoTpeda Ha
MIPOJYKTHUTE.

Y. 386. (Hos - ZIB, Op. 2 ot 2012 r.) JIeueOHOTO 3aBeieHHE, KOETO HsIMA COOCTBEHA
anTeKa, MOXKe J1a 3asBsBa JIEKAPCTBEHH MPOIYKTH, HEOOXOAUMH 32 33JI0BOJISIBaHE HA COOCTBEHUTE
My HYK]IU, 32 CPOK He Mo-ToisiM oT 10 nHu.

Ui 39. (1) (U3m. — 1B, 6p. 81 ot 2015 1., Op. 95 ot 2018 r.) JIekapcTBEeHHUTE TPOIYKTH U
MEIUIUHCKUTE U3/IeNUs, IpeIHa3HAuYCHH 3a KIMHUYHH W3IIUTBAHMS, CE MTOJTy4aBaT, ChbXpaHsBarT,
MPUTOTBAT M OTITYCKAT OT anTeKara Ha JeueOHOTO 3aBE/ICHUE OT/ACTHO OT IPYTUTE JIEKAPCTBEHU
MPOIYKTH U MEAUIIMHCKHU U3/ENusl, C 0003HaYEHHE 3a CTaTyTa UM, ChIJIACHO IPOTOKOJIA Ha
KIIMHUYHOTO M3MHUTBAHE, @ KOTraTo JeueOHOTO 3aBEICHHE He pa3Iojara ChbC COOCTBEHa anTeKa WiIn
anTekaTa He paboTH — B IOJIXOISIIN 3a LIeTa MOMEIIEHus, clie] ofo0peHue ot (hapMaleBT, YWieH
Ha U3CJeI0BATEIICKHS SKHII.

(2) (U3m. — [IB, 6p. 2 ot 2021 r.) JIekapcTBeHUTE MPOAYKTH, IOTy4aBaHU OT JICUCOHHUTE
3aBefeHus 1o pena Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amaniaie oT Ibp>KaBHUS OIO/DKET Ha
JICYEHUETO Ha OBJITAPCKUTE TPaXKIaHU 3a 3200JIIBaHNUS U3BBH 00XBaTa Ha 33 IbJDKUTEITHOTO
3apaBHoO ocurypsiBane (B, 6p. 95 ot 2005 t.), ce chbXpaHsaBaT OTIEIHO.

(3) (HoBa — 1B, 6p. 81 ot 2015 r.) JlekapcTBeHHUTE MPOAYKTH, MTOTYUEHU KaTO XyMaHUTApHA
MIOMOIII, C€ ChbXPaHIBaT B alITEKUTE Ha JICUEOHUTE 3aBEJICHUS OTJEIIHO OT APYTUTE JIEKAPCTBEHU
IPOAYKTH, & KOraTo JIeueOHOTO 3aBe/IeHHE HE pa3lojara cbC COOCTBEHA anTeka — B MOIXOASIIH 3a

[eJITa TOMEIIEHUSI.
(4) (Hosa — IB, Op. 81 ot 2015 r., oT™., Op. 95 0T 2018 1.).

Pa3zpgea V
(Hos - JIB, 0p. 2 ot 2012 1.)
IIpoaa:k6a Mo HHTEPHET HA JIEKAPCTBEHM NMPOAYKTH 0€3 JIeKAPCKO Npeanucanme

Y. 40. (Hos - IB, Op. 2 ot 2012 1.) (1) ThproBust mo MHTEPHET C JIEKAPCTBEHH MPOTYKTH
0e3 JeKapcKo MpeaucaHie MOXe Ja U3BBPILBA JIUIE, MOTYIUIIO pa3pelleHue 3a ThpProBUs Ha
ApeOHO ¢ JIEeKapCTBEHU MPOJYKTH WM yJIOCTOBEPEHHE 32 PErHCTpallvs Ha JPOrepys MpU yCIOBUsATA
u 1o peaa Ha 3JIIIXM u Ha Ta3u Hapen0a, cbOTBETHO Ha Hapen6ara 1o wi. 243 3JITIXM.

(2) ToproBusiTa 1o ain.l ce U3BBPIIBA CAMO C JIEKAPCTBEHHU NMPOIYKTH, Pa3pELICHH 32
ynotpeba o pena Ha 3JITTXM.
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Y. 41. (Hos - 1B, 6p. 2 ot 2012 1.) (1) 3a u3BbpmBaHe Ha aeHocTTa 110 Wwi. 40 MU1IeTo
TpsiOBa /1a pasnosara ¢bc COOCTBEH MHTEPHET CAlT, HAa KOWTO /1a € MyOJIMKyBaHa ClieHaTa
uHpOpMaLHs:

. HAMMEHOBAHUETO HA IOPUANYECKOTO JIUILIE;

2. cefanulle U aJpec Ha yIpaBJICHUE;

3. ajpec Ha anTeKara WK JpOrepusiTa;

4. HoMEp U JaTa Ha M3JaBaHe Ha pazpenieHueTo 1o wi. 229, an. 2 3JIIIXM uinu
yaocToBepeHueTto no wi. 240, ain. 1 3JITIXM;

5. TpuTe UMEHa Ha PHKOBOJUTENIS HA alTeKaTa Uik IpOrepusTa;

6. HOMEHKJIaTypa, ChbprKallla MEX1yHapOJAHUTE HENATEHTHY HAUMEHOBAHUS U
THPrOBCKUTE UMEHA HA NPEUIaraHUTE JEKAPCTBEHU MIPOIYKTH;

7. leHa Ha JIEKapCTBEHUTE NIPONYKTH;

8. CTOMHOCTTa Ha TPAHCIIOPTHUTE Pa3Xx0/, HEBKJIIOUEHH B 1IEHATA HA JIEKAPCTBEHUTE
MIPOJYKTH IO T. 7, CBBP3aHU C TAXHATA JJOCTABKa,

9. HauMHa HAa MIIAlIaHe, JOCTaBKa U U3IIBIHEHHUE Ha I0TOBOpa Mo 4. 45;

10. [IpaBOTO Ha HOTpC6I/ITCJ'IH Jia €€ OTKa’>xXC OT JO0TroBOpa 110 4J1. 45 n yCJI0BUATAa, IPU KOUTO

JIEKapCTBEHUAT IPOAYKT MOXKE /1a He ObJie IPUET;

11. uadopmanus 3a opraHuTe, OChILECTBABALY KOHTPOJI BbPXY JEHHOCTTA;

12. (m3m. — [IB, 6p. 2 ot 2021 1.) MHTEpHET BpB3Ka KbM cTpanuiure Ha MAJL, brirapckus
¢dapmareBTHYCH ChI03 U bbarapckara aconuanys Ha IOMOIIHHUK-(hapManeBTuTe.

(2) Undpopmanusara no ain. 1 TpsOBa 1a Ob1e MpegocTaBeHa 1o sICeH U pa3dupaeM HauWH, J1a

MoAYepTaBa ThPrOBCKUS XapaKTep Ha MPEJIOKEHUETO U J1a Ob/JIe B CbOTBETCTBHE C MIPHUHIIMIIA HA
T0OPOCHBECTHOCT MPU THPTOBCKUTE CACIKH U 100OpaTa ThproBCcKa MpaKTHKA.

Ui 42. (Hos - 1B, 6p. 2 ot 2012 1.) (1) IIpu 3anmouBane Ha nelHOCT 110 wi. 234, ai. 5
3JIIIXM munero no 4. 40 npenocTass nucMena nHpopmanus B MAJL, KosSTo chabpika:

1. nagumTe o ui. 41, an. 1;

2. HAUMEHOBAaHUETO HA UHTEPHET CalTa;

3. TaHHU 32 JUIETO, KOETO € Ch37aJI0 HHTEPHET caiiTa U/WIIKA IO MO TbpXKa.

(2) Kpm undopmanusta o an. 1 ce npuara aexiapanus ot JuueTo mo wi. 40, ue
MpUTEkKaBa WIH pasrojiara ¢ TPAaHCIOPTHH CPECTBA, OCUTYPSIBAIIM MPABHIIHOTO ChbXpaHEHUE Ha
JIEKApCTBEHUTE MPOAYKTH MPU TPAHCIIOPTUPAHE.

Un. 43. (Hos - IB, 6p. 2 ot 2012 1.) (1) B cenemaneBeH cpok OT MOCTHIIBAHETO HA
uHpopmanusara no wi. 42, an. 1 MAJI uzbpiiBa npoBepka Ha caiiTa OTHOCHO HaTMYMETO HA
nmaHHuTe 1o ui. 41, am. 1.

(2) Korato MAJI ycTtaHOBH, 4e CalTHT ChAbPAKA BCHUKM HEOOXOIMMHU JaHHU, U3BBPILBA
BIMCBaHE Ha JIMIIETO 10 4. 40 B CIUCHK, MyOJMKYBaH Ha MHTEpHET cTpaHuiiata Ha MAJL.

(3) Koratro MAJI ycraHoBH, 4e CalThT HE ChIbPKa BCUUKH HEOOXOAUMU JTAHHH WIIN Y€
CBIIMTE Ca HEITbJIHH, U3Ipallla MICMEHO YBEIOMIICHHE JI0 JIUIIETO 10 4. 40 3a OTCTpaHsIBaHEe Ha
KOHCTaTHPAHUTE MPOMYCKU W/WUIH HEChOTBETCTBU.

UYn. 44. (Hos - IB, 6p. 2 ot 2012 1.) (1) JIumero no 4. 40 e JTbKHO JJa OCUTYPH YCIOBUS
3a:

1. mpaBUIHOTO ONAKOBAHE, TPAHCIIOPTHUPAHE U JOCTABSIHE HA JIEKAPCTBEHUTE MPOAYKTH MO
1. 40, an. 1 Taka, 4e 1a ObAAT 3aMa3eHu TEXHUTE KauecTBa U e(PUKacCHOCT;

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

3. BOJICHETO HA IOKYMEHTHpaHa CUCTEMA 3a MPOCIICIIBaHE HA MPATKUTE;
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4. mpenocTaBsHEeTO HAa MHGOPMAIIUS Ha TIOJydaTess Ha JIEKapCTBEHUTE MPOIYKTH 1m0 WiI. 40,
as. | OTHOCHO HEOOXOIMMOCTTA J]a Bb3CTAHOBU KOHTAKTa CH C JICKYBAIIMs JIEKap B CIydail Ha
BB3HHMKBAHE HA MPOOJIEMHU IIPH yroTpedaTa Ha JIEKaPCTBEHHUSI MPOTYKT.

(2) JTunero mo un. 40 my0nMKyBa Ha MHTEPHET caiiTa cu MHPOpMAIUs 32 HOMepa, MO KOKWTO
e BiMcad B cricbka Ha MAJI o ui. 43, an. 2.

Ui 45. (Hos - 1B, 6p. 2 ot 2012 1.) Mexny smmeto 1o wi. 40 u moTpeOuTeNs ce CKIIF0YBa
JIOTOBOP 3a MPOoAakOa OT pa3CTOSTHUE 10 CMUCHIA Ha Wwi. 48 oT 3aKoHa 3a 3alluTa Ha
MoTpeOUTeIUTE.

Ui 46. (Hos - 1B, 6p. 2 ot 2012 r.) IIpuemaneTo Ha 3asBKaTa M OTITYCKaHETO Ha
JIEKapCTBEHMSI POJIYKT CE U3BBPIINBA!

1. B an'Teka OoT MarucThp-hapManeBT UM MOMOIIHUK-(hapMaleBT B CIy4anuTe 1mo wi. 225,
an. 1 3JIIIXM, unu

2. B Iporepusi OT MEAUIIMHCKY CIICIIUAIIHCT.

Y. 47. (Hos - 1B, 6p. 2 ot 2012 1.) (1) ITpu moganeHa 3asBka aunero mo wi. 40
MOTBBPK/IaBa B MMCMEHa popMa WK Ha IpYT TpaeH HocuTel nHpopManusaTta mo wi. 41, an. 1, 1. 6 -
0.

(2) Tlpu moTBBprk1aBaHE Ha 3asBKATa JIMIIETO MO Wi. 46 1aBa HEOOXOUMAaTa KOHCYITAIUS
Ha OBJITAPCKU €3HK, TOMCKAaHA OT TOTPEOUTEINS.

Ui 48. (Hos - IB, 6p. 2 ot 2012 r.) Koraro nurero mo wi. 40 He MOXe J1a U3IIBJIHA
3aBJDKEHUSATA CH TI0 IOTOBOPA MOPaJv TOBA, Y€ HE pasIoiara ¢ Mopb4aHuTe JICKApCTBEHH
MIPOJYKTH, TO € JUIBXKHO Ja YBEJAOMHU OTPEOUTEIIS.

UYn. 49. (Hos - IB, Op. 2 ot 2012 1., mom., 6p. 79 ot 2017 r.) 3asiBKUTE ¥ MOTBBHPKICHUATA
3a OTIYCKaHe M0 MHTEPHET Ha JIEKAPCTBEHU MPOAYKTH 0€3 IeKapCKOo MPEANUCAHNUEe CE ChXPaHIBAT
Ha XapTHEH WUJIHM eIEKTPOHEH HOCUTEIN B allTeKaTa WK JPOrepusiTa 3a CpoK 5 TOJUHH.

Y. 50. (Hos - 1B, 6p. 2 ot 2012 r.) PBKOBOIUTEIAT Ha aniTeKaTa WM APOTEPUATAa HOCH
OTTOBOPHOCT 32 ISUIOCTHATA OpraHu3allvs ¥ KOHTPOJIa Ha ThProBUsATA 110 HHTEPHET C JIEKAPCTBEHU
MPOAYKTH 0€3 JIEKapCKO NMPEANHCaHNe B ChOTBETHUS OOEKT.

IMPEXOJAHU N 3AK/IIOYUTEJIHMU PA3ZIIOPE/IBH

§ 1. (1) 3amounHanuTe 70 BIM3AHETO B CHJIA HA T3 Hapea0a MPOU3BOJICTBA 3a MOJTydyaBaHe
Ha pa3pelieHne 3a ThproBus Ha JpeOHO € JIeKapCTBEHU NPOAYKTH WM 3a IPOMSIHA B U3/1aJICHO
paspelIeHne ce pa3riexkaar npu ycioBusaTa Ha otMeHeHaTa Hapen6a Ne 8 ot 2000 r. 3a
YCTPOICTBOTO, peia U opranusanusra Ha padorata B antekure (B, 6p. 54 ot 2000 r.) B cpok 10 6
Mecela CUUTaHO OT JaTaTa Ha BIM3aHETO M B CHJIA.

(2) Cnen m3TyaHe Ha CpoKa 1o aj. | 3amovyHanuTe 10 BIU3AaHETO B CUJIa Ha Ta3u Hapeada
IIPOM3BO/JICTBA 32 MOJy4aBaHE HA pa3pelleHue 3a ThProBUs Ha JAPEOHO C JIEKAPCTBEHH MPOITYKTH
WJIM 3a IPOMSIHA B U3/1aJICHO pa3pelleHue ce JOBbPIIBAT IIPU YCIOBUATA U pe/ia, IPEIBUICHU B Hesl.

§ 2. (1) (Ilpegumen texct Ha § 2 - [IB, 6p. 67 ot 2010 r., nom., 6p. 2 ot 2012 r.) JIunara,
MOJIYYMJIM pa3pelleHre 3a OTKpUBAHE Ha alTeka WU pa3pelieHne 3a ThproBus Ha JpeOHO ¢
JIEKapCTBEHM MPOYKTH MPUBEXKAAT AEUHOCTTA CU B CbOTBETCTBUE C HEWHUTE U3UCKBAHMUS, C
n3kItoueHue Ha wi. 10, an. 2 u un. 12, an. 3, B cpok 70 JBE TOJIMHU OT BIM3AHETO il B CHIIA.

(2) (Homa - 1B, 6p. 67 ot 2010 1., OTM., Op. 2 0T 2012 1.).

(3) (Hosa - 1B, 6p. 67 ot 2010 r.) JInnara, noxy4uian paspelieHne 3a OTKpUBaHe Ha anTeka
WM pa3pellieHne 3a ThproBus Ha JAPeOHO C JIEKAapCTBEHH MPOIYKTH B HACEJICHH MECTa C HaceJIeHHe
oz 10 000 >xutenu, npuBeXIaT JEHHOCTTA CH B ChOTBETCTBUE C U3UCKBAHETO HA uil. 14, an. 2 B
cpok 1o 1.07.2011 r.
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§ 3. (U3m. - 1B, 6p. 2 ot 2012 r., mom., O6p. 81 ot 2015 1., u3m., 6p. 2 ot 2021 r.) KoHTpOabT
10 U3ITBJIHEHHE HA Hapea0aTa ce OChIIECTBSIBA OT MUHUCTbPA Ha 37paBeOa3BaHETO, IIIaBHUS
Ibp>KaBeH 37ApaBEH UHCIEKTOP, U3MIBJIHUTEIHHS JUPEKTOp HAa M3MbIHUTETHATA areHIHS 110
JIeKapCcTBaTa, IUPEKTOPUTE HA PETHOHAIHUTE 3/[paBHU MHCIIEKIIUU M HHCIIEKTOPU MIPU
PETHOHAIHUTE 3/IPAaBHU WHCIICKIINH.

§ 3a. (Hos — JIB, Op. 2 ot 2021 r.) U3nbiauTenHa arednus "MenunuHCKA Haa3op"
CBhBMECTHO C MPEJACTaBUTEIN Ha ChCIOBHATA OPTaHU3allus Ha MarucTbp-hapmaleBTUTE, CbOTBETHO
— CbBMECTHO C MIPEICTAaBUTEIHN HA ChCIIOBHATA OPraHU3allvs Ha TOMOIIHUK-(papMaleBTUTe,
OCBIIIECTBSIBAT KOHTPOJ 3a crnazBaHe Ha [IpaBuiara 3a noOpa (apmarieBTHUHA TPAKTUKA, TIPUETH
cbriiacHo wi. 5, an. 1, 1. 3 3COM® u [IpaBunaTa 3a 100pa MEIUIIMHCKA MTPAKTHUKA O 3{PABHU
IpUXH, IPUETH cbriacHo wi. 8, ai. 1, T. 5 or 3SCOMCAAMC3IID.

§ 4. Tazu napenOa ce u3zgaBa Ha ocHOBaHUE WiI. 219, an. 2 oT 3aKoHa 3a JIeKapCTBEHUTE
MIPOJYKTH B XyMaHHaTa MeauninHa u orMeHst Hapen6a Ne 8 ot 2000 r. 3a ycTpoiicTBOTO, peaa u
opraHuzanusaTa Ha padotara B anitekute (/IB, 6p. 54 ot 2000 1.).

[MPEXOAHU PA3IIOPEIBU

kbM HapenOara 3a nsmenenue u qonbiHeHne Ha Hapenda Ne 28

ot 2008 T. 32 yCTpOMCTBOTO, pelia U OpraHu3alusaTa Ha paborara

Ha allTCKUTC U HOMCHKJIaTypaTa Ha JICKaApCTBCHUTEC ITPOAYKTH

(B, 6p. 67 0T 2010 1.)

§ 8. JIunara, mony4dnim pa3perieHue 3a OTKPUBAHE HA alTeKa WM Pa3pelIeHUe 3a ThProBHUs
Ha JIpeOHO C JICKApCTBEHH MPOJAYKTH, IPUBEKIAT JICHHOCTTA CH B ChOTBETCTBHE C Wi. 16a B CPOK 10
1.07.2011 r.

§ 9. JIunara, nony4uninm pa3pelieHue 3a OTKPUBAHE HA alTeKa WIH Pa3pelIeHUe 3a ThProBUs
Ha JIpeOHO C JICKApCTBEHH MPOYKTH, IPUBEKIAT ICHHOCTTA CH B ChOTBETCTBHE C § 6, T. 1, OykBa
"6" (oTHOCHO T. 5, OykBa "a") B cpok g0 1.07.2011 r.

[MPEXOHU PA3IIOPEBU

kbM Hapenbarta 3a usmeHenue u gonbiaHenue Ha Hapen6a Ne 28

ot 2008 r. 3a ycTpOHCTBOTO, pelia U OpraHu3anusaTa Ha paborara

Ha anTeKUTe U HOMEHKJIaTypaTa Ha JIEKapCTBEHUTE MPOIYKTH

(1B, 6p. 81 o 2015 1.)

§ 22. JleueOHUTE 3aBeJICHUS MPUBEKAAT JEHHOCTTAa CU B CHOTBETCTBUE C U3UCKBAHUATA TIO §
7 otHOCHO 4. 19, an. 4 B cpoK 70 IIECT MECeIa OT BJIM3aHE B CHJIa HA Ta3u Hapeaoa.

§ 23. JleueOHuUTE 3aBeCHUS TPUBEKAAT IEUHOCTTA CH B CHOTBETCTBUE C M3UCKBAHUATA T10 §
12 otHOCHO wii. 330 B CpPOK J10 TP TOJAMHU OT BIIM3aHE B CHJIa HAa Ta3u Hapezaoda.

§ 24. JleueOHuUTE 3aBeCHUS TPUBEKAAT IEUHOCTTA CH B CHOTBETCTBUE C M3UCKBAHUATA T10 §
16 oTHOCHO 4iI. 37a B CPOK JIO IIECT Mecella OT BIM3aHe B CUJIAa Ha Ta3u Hapeaoa.

§ 25. JleueOHUTE 3aBEICHUS MIPUBEKAAT JEHHOCTTA CU B CHOTBETCTBUE C M3UCKBAHUATA TIO §
17 otHOCHO 1. 39, an. 4 3a KTUHUYHU U3MUTBAHUS, TIOTYYWIN MTOJIOKUTETHO CTAHOBHUIIE 32
npoBexaaneTo uM cwriaacuo 3JIMXM, no 1 suyapu 2017 1.

I[MPEXOIHA PA3ITOPEJIBA
kbM HapenbOarta 3a usmenenue u ponbiHeHue Ha Hapen6a Ne 28
ot 2008 T. 32 yCTpOMCTBOTO, pe/ia U OpraHu3aIusaTa Ha paboTara
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Ha alnTeKUTe U HOMEHKJIaTypaTa Ha JIEKapCTBEHUTE MPOIYKTH
(B, 6p. 79 o1 2017 1.)
§ 11. 1o yrBBpKaaBaHe oT M3mbiHUTEIHATA areHIINS 10 JIEKapcTBaTa Ha oOpa3iy Ha

3asiBJICHUS 110 § 3 3assBUTEIUTE MMOAABAT 3asIBJICHUS 10 IOCETAIIHUS 00pa3ell.

3AKJIFOYUTEJIHA PA3IIOPEJIBA
kbM HapenbOata 3a usmeHenue u ponbiHeHue Ha Hapen6a Ne 28
ot 2008 T. 32 yCTpOMCTBOTO, pelia U OpraHu3aIusaTa Ha padoTara

Ha alTeKUTEe U HOMEHKIJIaTypaTa Ha JICKapCTBEHUTE POJTYKTH
(B, 6p. 54 ot 2025 1.)

§ 3. [Taparpad 2 Bnmm3a B criia 3 Mecena ciie 00HapoABaHeTo Ha HapeaOaTa B "JIbpkaBeH

BECTHUK".

[Tpunoxxenne Ne 1
KbM uil. 1, am. 1

(U3zm. - JIB, 6p. 67 or 2010 1.,

op. 2 ot 2021 r.,

B cuja ot 12.01.2021 1.)

HpOIIYKTI/I, KOHWTO CC Mnpeajiarat B aliTCKUTEC

1. JlekapcTBEHU IIPOJIYKTH.
2. MequnuHCcKu N3N,

3. I[I/IGTI/ILIHI/I XpaHu 3a CcriciuaJIHu MCIUIHUHCKHU LCJIN, XpaHHU 3a KbpMaucTa 1

MMpCXOJHU XPaHH.

4. XpanurtenHu J00aBKH.
5. Ko3aMeTnyHu npoayKTH.

6. CaHUTapHO-XUTHEHHU CPECTBA.

7. (U3m. — 1B, 6p. 2 ot 2021 r.) Buouuau ot rnaBua rpymna 1 "Jlesundexrantu",

poAyKTOBU TUNOBE 1 1 2, 1 oT raBHa rpyna 3 "KoHTtpos Ha BpeauTenu", mpoayKTOBU
tunose 18 u 19, ceriacuo Ilpunoxenue V ot Pernament (EC) Ne 528/2012 na EBponelickust
napiameHT 1 Ha ChBeTta oT 22 mait 2012 1. OTHOCHO NMPEOCTaBSIHETO Ha Ma3apa u
ynotpebara Ha Ouonuau (OB L 167, 27.06.2012 r.).

ITpunoxxenne Ne 2
KbM 4. 1, ai. 2

(U3m. — 1B, 6p. 2 o1 2021 1.,

op. 54 or 2025 r,
B cujia ot 6.10.2025 1.)

[ pyna npoaykTu

ATC-xonx

INN

J{OTbJIIHUTEITHA
M3UCKBAHUS

AHTHALTNIT

AO02A

A02AB10

Aluminium
hydroxide;
Magnesium oxide

MakcHMaIHO KOJIMYECTBO
Ha AKTUBHOTO BELIECTBO
3a no3oBa enuHuna 436
mg/150 mg/10 ml. Camo
TCUYHU JICKApCTBCHU
dbopMu 3a mepopaTHO
[IPUIIOKEHHUE.
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A02ADO1

Ordinary
combinations

salt

Jlo 20 Opos
CANHUIIN B
Camo

JI030BH
OTaKOBKa.
TBBPIH
JIeKapCcTBeHH (QOopMHU 32
IEPOPATHO MPUIIOKEHHE.

A02AD04

Hydrotalcite

MakcUMaIHO KOJIUYECTBO
Ha AaKTHBHOTO BEIICCTBO
3a jmo3oBa eauHMIa 500
mg. /o 20 Opos no3oBu
CIUMHUIIM B OIAKOBKa.
Camo TBBPIU
nekapcTBeHn (HopMH 33l

EPOPATHO MPHIIOKEHHUE.

JlekapcTBeHN

IIPOJYKTH 34

leyeHue Ha nnentuyHa a38a u I EPb

A02B

A02BA03

Famotidine

MakcUMaIHO KOJUYECTBO
Ha aKTHBHOTO BEIIECTBO)
3a 1030Ba equHMIa 20 mg;
o 20 Opos
CAUHUIIN B
Camo

J030BU
OTaKOBKa.
TBBPIU
JeKapcTBeHU (QopMHU 32
MEPOPATHO MPHIIOKEHHUE.

A02BX13

Alginic  acid
combination
antacids

in
with

Jlo 20 Opos
CANHUIIN B
Camo

JI030BU
OTIaKOBKa.

TBBPIAA
nekapcTBeHn (HOopMH 34
MEPOPATHO MPHUIIOKEHHE.

JlexapcTBeHH

JICHCHUC Ha

IPOAYKTH 34
(yHKIIMOHATHHY|

[pa3CTpOICTBA HA UyepBara

AO03A

AO03ADO02

Drotaverine

MakcUMaaHO KOJUYECTBO
Ha aKTUBHOTO BEIIECTBO
3a 1030Ba equHuIa 80 mg;
o 24 Opos
eIUHUII B

JTI030BH
OIIaKOBKA.
Camo TBBPIU
JeKapcTBeHH (QopMHU 32
MepOpaTHO MPUITOKECHHE.

OYUCTUTETHU CPEACTBA

(JTakcaTUBN)

AOGA

A06AD11

Lactulose

MakcuMaIHO KOJIHUYECTBO
Ha AaKTHBHOTO BCIICCTBO

3a 1030Ba equHUNA 10 67
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g/100 ml; konuuecTBO 10
200 ml. Camo
nekapcTBeHa Qopma  3a
[epOPATHO MPHIIOKEHUE.

TCUYHA

Jlpyru upeBHU afcOpOEHTH

A07B

A07BCOS

Diosmectite

MakcuMaIHO KOJIMUECTBO
Ha aKTHUBHOTO BEIIECTBO
3a J1030Ba €AMHUIIA 10 3 g.
Jlo 30 Opos mo30BH
CIMHHII B
Camo

OIaKOBKa.

TBBPAH
JIeKapcTBeHH (opMU 32
[epOPaTHO MPHIIOKECHUE.

JlexapcTBeHH MPOJIYKTH,
MOTHUCKAILY TIEPUCTANTUKATA

AO07D

A07DA03

Loperamide

MakcuMaIHO KOJIUYECTBO
Ha aKTUBHOTO BEIICCTBO
3a 1030Ba €AMHMLA 2 mg.
Jlo 10 Opos
CIMHHII B
Camo

JI030BH
OTIaKOBKa.
TBBPIU
JeKapcTBeHU (QopMHU 32
MEPOPATHO MPHIIOKEHHUE.

JlexapcTBeHM IIPOJIYKTH,

I1OBJIMABAIIA XpaHOCMHUJIIAHETO,

BKJI. CH3UMU

AO09A

A09AA02

Multienzymes

MakcHMaTHO KOJIMYECTBO,
HAa AKTHUBHOTO BCIICCTBO|
3a no30Ba eauaumna 10 000
Ph.Eur.U. [Io 100 6pos
1030BU CANHUIIN B
omakoBka. Camo TBBpAU
JeKapcTBeHU (QOpMHU 32

[ICPOPaATHO MTPHUITIOKCHUC.

AckopOrHOBa KHCEJIMHA,

BKJIFOUHUTCIIHO KOM6I/IHaHI/H/I

All1G

A11GAO1

Ascorbic
(Vitamin C)

acid

MakcHUMaJTHO KOJUYECTBO
Ha aKTUBHOTO BEIIECTBO
3a go3oBa emunuia 500
mg.

Jlo 30 Opos
CIUHUIIA B
Camo

JI030BU
OITaKOBKa.
TBBPIH
nekapcTBeHH (opMu  3a

TICPOPAIHO NPUIIOKCHHUC.
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JlexapcTBeHH MPOAYKTH,
CTaOMIIN3UPAIIH KaUIISIPUTE

C05C

CO05CA04

Troxerutin

MakcHMaIHO KOJIUYECTBO
Ha AaKTUBHOTO BEIIECTBO
3a pgo3oBa emuauina 300
mg; 10 50 Oposi 1030BU
EIWHHUIIM B ONAKOBKA.
Camo TBBPIU
JIeKapcTBeHH (opMU 32
[epOPATHO MPUIIOKCHHE.

MakcHUMaTHO KOJIUYECTBO
Ha AKTUBHOTO BEIIECTBO
3a no3oBa exuwnamma 20
mg/l g mo 40 g B
OTIaKOBKa. Camo
NepMaHU  JICKapCTBEHU
dbopMu 32 JIOKQJIHO
NPUIIOKCHHUE.

AHTUIIPDYPUTUYHU  JIEKAPCTBEHU
[IPOJIYKTH, BKJIFOYUTEITHO
AQHTUXUCTAMUHU, AHECTETHUIIM U JIP.

DO4A

D04AA09

Chloropyramine

MakcHMaTHO KOJIHUYECTBO
Ha aKTUBHOTO BEIIECTBO,
3a J1030Ba eauHUNA |
g/100 g; mo 18 g B
OTIaKOBKa. Camo
NepMayHU  JICKapCTBEHU
dopMu 32 JIOKaIHO
MPUIIOKEHUE.

DO04AA13

Dimetindene

MakCUMaIHO KOJINYECTBO
Ha AKTUBHOTO BEULIECTBO
3a 1030Ba equHMUIa 1 mg/1
g; 1o 50 g B omakoBKa.
Camo JEpMaJIHU
nekapcTBeHH (opMu  3a
JIOKAJIHO MPUIIOKEHHE.

D04AA32

Diphenhidramine

MakcruMaIHO KOJIMYECTBO
Ha AKTHBHOTO BEIIECTBO
3a mo3o0Ba equHuna go 20
mg/g; 10 50 g B omakoBKa.
Camo JepMaJIHu
JeKapcTBeHH (QopMHU 32
JTOKATHO MPUIIOKEHUE.

AHTHCETITHITN U 1e3MH(EKTaHTH

DO8SA
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DO08AG02

Povidone-iodine

10 %
nepMaliHi
dbopmu

npunoxxenue a0 40 g B

HOJIYyTBBPIY
JIEKapCTBEHU
32 JIOKQJHO

OITIaKOBKaA.

DO08AXO01

Hydrogen peroxide

MakcuMaIHO KOJIHUECTBO
Ha aKTHMBHOTO BEILECTBO
3a mo30Ba exuuuna 3 %;
mo 100 ml B omaxoBKa.
CaMo TeuyHH JepMallHU
JICKapCTBEHH (OpMHU 32
JIOKQJTHO MPHUIIOKCHHE.

[[pOoTHBOBB3NATUTETHU 51
AQHTHUPEBMATHUYHU JIEKApCTBEHU

[IPOJYKTH, HECTEPOUIHU

MO1A

MO1AEO1

Ibuprofen

MakcHUMaJIHO KOJHUYECTBO
Ha aKTHBHOTO BEIIECTBO
3a jo3oBa exuHMIa 200
mg; 10 10 Oposi 1030BU
[SA05050%000%1 B
Camo

OTaKOBKa.

TBBPIU
JeKapcTBeHU (QopMHU 32
MEPOPATHO MPHIIOKEHHUE.

MO1AE17

Dexketoprofen

MakcuManHO KOJIUYECTBO
Ha aKTUBHOTO BEIICCTBO
3a 1030Ba eMHUIA 25 mg;
o 10 Opos
CIUWHULIM B ONaKOBKa.
Camo TBBPIU
JeKapcTBeHU (QopMHU 32

J030BH

[ICPOpPaATHO MIPHUITIOKCHUC.

[[pOTMBOBB3MAINTETHU

JIEKAPCTBEHH MIPOIYKTH 34
JIOKaJIHO

HCCTCPOUIHU

IMPUIIOIKCHUC,

MO2A

MO2AA

Antiinflammatory
preparations, non-
steroids for topical use

JlepMaJIHM ~ JIEKapCTBEHH
dopmu  3a
MPUIIOKEHNE v

JIOKQJTHO
MakcuMalieH obOem/maca
Ha MbPBUYHATA OMAKOBKA
— 60 ml/60 g.

[pyru aQHAITeTULIN 51

AHTUIIUPETUIA

NO02B

NO02BAO1

Acetylsalicylic acid

MakcuMaIHO KOJIHUYECTBO
Ha AaKTHBHOTO BCIHICCTBO
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3a mo030Ba eauHuna S00
mg; n1o 20 Oposi 1030BU
[SA05050%000%1 B
Camo

OTaKOBKa.

TBBPIU
JeKapcTBeHU (QopMHU 32
EPOPATTHO MPHIIOKEHHUE.

NO2BEO1

Paracetamol

MakcuMaIHO KOJIUUECTBO
Ha aKTHBHOTO BEIECT- BO
3a jmo3oBa exuHuIa 500
mg; 10 12 Opost 1030BU
eIMHHIIM B  OIIAKOBKA.
Camo TBBPIU
nekapcTBeHH (OpMH 33l

EPOPATTHO MPHIIOKEHHUE.

N02BB02

Metamizole sodium

MakcuMaIHO KOJIMYECTBO
Ha aKTUBHOTO BEILECT- BO
3a pgos3oBa emupura 500
mg; 1o 10 Opos m030BU
CIMHHIIA B
Camo

OIaKOBKa.
TBBPIH
nexkapcTBeHn (GopMHu 33
NEepOPATHO TPUIIOKECHUE,
U [IPaxOBe 3a IPUTOTBIHE
Ha pa3TBOpH 3a
MIEPOPAITHO MTPHIIOKEHHE.

CBHOTBOpHU u
JIeKapCTBEHH TIPOAYKTH

CCAaTUBHU

NO5C

NO5CM09

\alerianae radix

MakcHMaTHO KOJIMYECTBO,
HAa aKTHBHOTO BEIIECTBO
3a go3oBa eaunuma 200
mg; 1o 20 Oposi 1030BU
eINHULIM B
Camo

OTTaKOBKa.

TBBPIAA
nekapcTBeHn (HOpMH 33
MEPOPATHO TMPUIIOKEHHE.

JlexapcTBEeHH IPOAYKTH 3a

JICYCHUC Ha I'bPJIO

RO2A

RO2AA

Antiseptics

Jlo 24 Opos
€AVUHULIU B

JTI030BH
OIIaKOBKa.
Camo TBBPIU
JeKapcTBeHH (QopMHU 32
[epOpaHO MPUITOKEHHE.
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[Tpunoxenue Ne 3
KBM 4I1. 2, all. 3
Arnrtekara uMa U3JaJICHO pa3pelieHre 3a ThProBHsl Ha APeOHO ¢
JIEKAPCTBEHU MPOAYKTH

No
a
(ume u BUA HA
THPTOBEIIa)
Perucrpupan/
ENK
cefayuie: rp. , o0ImHa ,
ajZipec Ha ynpaBlieHUE:
Ha anpec:
Ip. VL.
PbKoBoaMTEN HA
anrekara e:

JleliHOCTHTE, KOUTO MOTAT J1a CE U3BBPILIBAT B allTEKaTa, Ca:

(ommcBar ce JEHHOCTUTE, KOUTO Ca MOCOYCHHU B Pa3pelICHUETO, U31aIcHO OT MHHHUCThpA Ha
3/IpaBEOIAa3BaHETO).
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[Tpunoxenue Ne 4
KBM 4. 3, ai. 3
(Uzm. — JIB, Op. 85 ot 2023 1.,
B cmita oT 16.10.2023 r.,
op. 105 ot 2023 r.,
B cuya ot 19.12.2023 1.)
JHEBHUK HA U3ITBJIHEHUTE PELIETITU B ATITEKATA

OTmycHaTH
[ Ime u lleKapCTBEHU
HPH nalHPH Ha P
Ne VUH/JIIIK  wHallime HA[IPOIYKTH IIO
Jlata ~ HafipeanucBaHe [oTiyckaHe (3allilMe Ha malyeHra, Bb3pacT)
o iekapsi/nexapsi  [papmarieBra, [TbproBCKO
OTIyCKaHE (32 CMIEKTPOHHU[EIEKTPOHHN  [A aJipec
pen 10 nenranHaly MH HAMMEHOBAaH
[IPEATMCAHNS) [PEIIICAHMU)
MeUIIHA e u
[commaecTBO

IIpunoxxenne Ne 5

KBM 4I1. 4, al.

1

Crnucek Ha JICKAPCTBCHUTC I'PYIIU CBITIACHO aHATOMO-TCPAlICBTUYHO-XNMHUYHA

KHaCI/IQ)I/IKaLII/IH, C KOUTO pasIiojiara BCJAKa allTCKa

A XpaHocMmunareiaHa cucTeMa U MeTadoIu3bM
A01 CromMaToJIOTMYHU JIEKAPCTBEHH MPOAYKTH

A02 AHTHAIUAHU JEKAPCTBEHU IPOIYKTH

AO03 JlekapcTBeHH MPOIYKTH MPHU (HYHKITMOHATHH CTOMAITHO-YPSBHU 3200 SIBAHUS

A04 AHTUEMETHYHHU U IPOTUBONOBPbBILIAIIN

AO05 JlekapcTBeHH MPOAYKTH 32 JICUCHHUE HA KIIBUYHU U YEPHOIPOOHU 3a00IsIBAHUS

A06 OunCTUTETHY U JaKCAaTUBHU JIEKAPCTBEHHU MPOILYKTH
A07 AHTHIMApUYHU, YPEBHU MPOTUBOBB3NAIUTEIHN/aHTUMH()EKLINO3HU
JIEKapCTBEHH NPOTYKTH
AO08 JlexkapcTBeHH MTPOLYKTH MIPH 3aTIIBCTABAHE, C U3KIOYEHUE HA TUETUYHH

MIPOYKTH

A09 JlekapcTBeHHN MPOIYKTH, MOBJIHUSBAIIN XPAHOCMIUIAHETO, BKITFOUUTEIHO U

CH3UMHU

A10 AnTanabeTHH IeKapCTBEHU MPOTYKTH

A1l Buramuuu

A12 Munepanuu 106aBKu

A13 Tonumm

Al14 AnaGonHM JeKapCTBEHH MPOAYKTH 38 CUCTEMHO MPHUIIOKEHHE
A15 AneTuTocTUMyNIaHTH

A16 [Ipyru nexapCTBEHHU MPOAYKTH, MOBIUABAILN XPAHOCMUJIATEIHATA CUCTEMA U

MeTadoIIM3Ma

B KpbB 1 KpbBOTBOPHHU OpraHu

BO1 AHTUTPOMOOTHYHH JIEKAPCTBEHU MPOTYKTH

B02 AHTHXeMOparuyHu JIEKapCTBEHU MPOJYKTH
B03 AHTnaHeMU4HM JEKAPCTBEHU MTPOTYKTH
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B0S5 KpbBo3zamecturenu u nHOY3MOHHU Pa3TBOPH

B06 [Ipyru xemaTOJI0TH4YHU POIYKTH

C CobprieuyHo-ch10Ba cCUCTEMA

CO1 JlekapcTBeHH MTPOIYKTH 3a JICYCHHUE HA ChPACYHU 3a00JsBaHus (Tepanus Ha
CHPILIETO)

C02 AHTUXUTIIEPTEH3UBHU

CO03 Mquypetunu

C04 Ilepudeprn Ba3oaMIaTaTOPH

CO05 BazonporekTopu

C07 bera-6moxepu

C08 brokaTopu Ha KaJLIMEBUTE KaHAIH

C09 JlekapcTBeHU IPOIYKTH, TOBIUSABALIN PCHUH-aHTHOTEH3MHOBATA CUCTEMA
C10 JInnunonoMoaynupaiy JeKapcTBEHH MPOTyKTH

D [epmaronoruuau

D01 AHTUMHKOTHYHH JIEKAPCTBEHU MPOJYKTH 3a AEPMATOJIOTMYHA yroTpeda
D02 OmekuaBaiy ¥ rpeana3Baiiy Ko)kara JeKapCTBEHH MTPOAYKTH

DO03 JlexkapcTBeHH MPOAYKTH 3a JICYEHUE HA PAaHU U S3BU

D04 IIpotuBoCchpOSKHHU, BKIFOUUTEITHO U AHTUXUCTAMUHU, aHECTETUIH U JIP.
D05 AxTHUIICOPHATUYHU JIEKAPCTBEHHU MPOJYKTH

D06 AHTHOMOTHIIA ¥ XMMHUOTEPAIIEBTHIIH 32 JCPMAITHO TIPUIIOKEHUE

D07 Koptukocrepouu 3a 1epMajlHO NPUITIOKEHHUE

D08 AnTHCEenTHIM U 1e3UH(DEKTaHTH

D09 IIpeBpB3KH € JIEKapCTBEHO BEIIECTBO

D10 JlekapcTBeHM NPOJYKTH 3a JIEUEHUE HA aKHE

D11 [dpyru nepmMatosiornyHy JeKapcTBEHU MPOILYKTH

G IIuko4o-1osioBa cUCTEMa U MOJIOBU XOPMOHHU

GO1 I'mHekonoruuHu, aHTUMH(EKIIMO3HH JIEKAPCTBEHU MTPOJYKTH U aHTUCENITULIN
GO02 Ipyru ruHEKOJIOTHYHHU JEKapCTBEHU MPOAYKTH

GO03 ITonoBH XOPMOHHM U JIEKAPCTBEHU MPOJAYKTH, PETYIUPALLH 10JI0BATa CUCTEMA
G04 YposornyHu JieKapCTBEHU MPOITYKTH

H CucremHn XOpMOHaJIHU JIEKapCTBEHU NIPOAYKTH, C U3KIIOYEHHUE HA IIOJOBUTE
XOPMOHHU U UHCYJIMHUTE

HO1 XunodusHu XOpMOHH ¥ XOPMOHM Ha XUMOTalaMyca U TEXHU aHaJI03U

HO02 Koptukocreponu 3a CHCTEMHO NPUIIOKEHHE

HO3 JlexapcTBeHr IpOAYKTH 3a JIeUeHHE Ha 3200/ IsIBaHUS Ha IIUTOBH/IHATA JKJI€3a
HO04 [TankpeaTnuHu XOpPMOHU

HOS5 JlekapcTBeHM MpOAYKTH, MOBJIMUSIBAIIM KaII[ieBaTa 0OMsHa

J AHTUMH(EKIIMO3HH JIeKapCTBEHU MPOAYKTH 32 CUCTEMHO MPHIIOKEHNE

JO1 AnTHOaKkTepuaiHu IeKapCTBEHH MPOIYKTH 3a CUCTEMHO NMPHIIOKEHUE

JO2 AHTUMUKOTHYHH JEKapCTBEHU NPOAYKTH 32 CUCTEMHO ITPUIIOKEHNE

J04 AHTUMUKOOAKTEpHATHU JIEKAPCTBEHU POITYKTH

JOS TIpoTBOBHpPYCHU JIEKAPCTBEHU IPOAYKTH 3a CUCTEMHO NPUIIOKEHHE

JO6 UmyHHM cepyMU U UMYHOTJIO0YJINHU

JO7 Bakcunu

L TIpoTuBOTYMOpPHHU ¥ UMYHOMOAYJIMPAIIH JIEKAPCTBEHH MPOTYKTH

LO1 AHTHHEOTITAaCTUIHHT
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L02 JlekapcTBeHU MPOAYKTH 3a €HAOKPUHHA TEpAITHS

L03 myHOCTMMYIaHTH

L04 myHocymipecopu

M MyckyHO-CKeleTHa CUCTEMa

MO1 ITpoTHBOBB3NAIUTETHH U IPOTUBOPEBMATHYHH JICKAPCTBEHH MPOAYKTH
MO2 JlekapcTBeHU IPOAYKTH 32 JIOKAIHO MPUIIOKEHHUE MTPU CTaBHA U MYCKYJIHA
6onKa

MO03 MyckyiaHU pelaKCaHTH

MO04 JlexapcTBeHHU MPOAYKTH 3a JICUCHHUE Ha Iojarpa

MO5 JlekapcTBeHU IPOAYKTH 32 JICUCHUE Ha KOCTHU 3a00JIIBaHUS

MO9 [Ipyru JiekapcTBEHU MPOITYKTH MIPU 3a00JsIBAHNS HA MYCKYJTHO-CKEJIeTHATA
cucTemMa

N Hepsna cucrema

NO1 AbecreTnnu

NO02 Ananrerunu

NO3 AHTHENUIIENITHLIU

NO04 AHTUNIAPKUHCOHOBH JIEKAPCTBEHU IIPOIYKTH

NOS5 INcuxonentuuu

NO6 INcuxoananentuiu

NO7 Apyru nekapcTBeHH MPOIYKTH, MOBJIUSBAIIN HEPBHATA CUCTEMA

P AnTunapasuTHU, THCEKTULIMIU U PENEICHTU

POl AHTUDIPOTO30MHU JEKAPCTBEHU MTPOYKTH

P02 AHTUXEIMHUHTHU JIEKAPCTBEHU MPOAYKTH

P03 JlexkapcTBeHM MPOIYKTH 32 JICUEHHUE HA €KTOMAapa3uTHU 3200 IsIBaHus,
BKJIFOUUTETHO CKaOUIIUIN, HHCEKTHIIUIA U PETeJIeHTH

R /IuxatenHa cucreMa

RO1 Hazannu nexapcTBeHN IPOAYKTH

RO2 JlexkapcTBeHU MPOIYKTHU 3a JIeYCHUE Ha 3a00JIIBaHUS HA YCTHATA KyXWHA U
¢dapunkca

RO3 JlexkapcTBeHU MPOIYKTHU 3a JIeYeHUE HA OOCTPYKTHUBHU JUXATEIIHU
3a00IBaHUS

RO5 JlexapcTBeHM MPOIYKTH 32 JICYCHHE HA KAIIUTHIIA U IPOCTYAHH 3a00IsIBaHUS
RO6 AHTHXMCTaMUHU 32 CUCTEMHO IPUIOKEHUE

RO7 Ipyru nexkapcTBeHH NPOAYKTH, MOBIUABAIIN IUXaTEIHATa CUCTEMA, 3a
CUCTEMHO MPUJIOKEHUE

S CenzopHu opranu

S01 OdTanmMonornyHu JIeKapcTBEHU MPOAYKTH

S02 OTONOrHYHU JeKapCTBEHU MPOIYKTH

S03 O¢ranMonOrn4Hu 1 OTOJIOTUYHU JEKAPCTBEHU POJAYKTH

V [Ipyru jiekapCTBEHH IPOLYKTH

V01 Aneprenn

V03 Benuku apyru ekapcTBEHU NPOAYKTH

V04 JIlnarHOCTUYHH NPOAYKTH

V06 Jleuebuu xpanu

V07 Benukn apyru HEJNEKapCTBEHU ITPOYKTH

V08 KoHTpacTHu BeliecTBa
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V09 Jlnarsoctranm pagunodapMareBTUIHN TPOIYKTH
V10 TepaneBtuunu paguohapManeBTHUHU POIYKTH
V20 Xupypruusu npeBpb3KU

XoMeonaTuYHy CIIEHUAIUTETH U MOHOIIpEnapaTu

[Tpunoxenue Ne 6

KBbM 4. 5

(Otm. - 1B, 6p. 2 o1 2012 1.)
[Tpunoxenue Ne 7

KbM WI. 11

(Uzm. - 1B, 6p. 67 ot 2010 1.,
op.2 ot 2012 r.,

oTM., Op. 79 o1 2017 1.)

[Ipunoxenne Ne 8
KbM 4. 12, ai. 3
(Uzm. - IB, 6p. 67 ot 2010 1.,
op.2 ot 2012 .,
op. 81 or 2015T.)

I. Bunose nomenieHus BbB:

1. Anreka 3a OTIIyCKaHe Ha JeKapcTBa Ha TPaKIaHU:
a) Anreka 3a JIEKapCTBEHU IMPOAYKTH, C M3KIIOYEHHUE HA MPUTOTBSIHU MO MarucrpajHa Hu
(dapMakorneiiHa peuenTypa ¢ e1Ho paboTHO MACTO - ¢ MUHUMaJIHa o0mma miony 30 KB. M, ChCTOSILA
ce OT IPHUEMHO MTOMELIEHHE, CKJIAZI0BO MOMEIEHUE U CAHUTAPEH Bb3e ¢ U30JAllMOHHO IpeJIBEpUe
Y MMBKa. 3a BCAKO CJI€/IBA0 paOOTHO MSCTO CE€ M3UCKBAT OLIe 5 KB. M JOI'BJIHUTEIHA IUIOLLL.
0) AnTeka 3a JIEKapCTBEHHM NPOAYKTH, BKIIOUUTEIHO M MPUTOTBAHUM IO MarucTpajiHa u
(dapmakorneliHa peLentypa ¢ €IHo paboTHO MSCTO, B KOSITO HE CE€ MPUTOTBAT JIeKapCTBEHU (HOpMU 3a
OYM U Pa3TBOPU 3a MAPEHTEPATHO MPUIIOKEHHE — ¢ MUHUMAaHa o61ma oy 40 KB. M, ChCTOSIIIA Ce
OT IPUEMHO MOMEIIEHHE, CKJIaJI0BO ITOMEILIEHUE, ACUCTEHTCKO IMOMEIIEHUE C €JHO Pa0OTHO MSCTO U
MHUBKa 32 U3MHBaHE Ha CHJIOBETE€ M ypeIuTe 3a NMPUTOTBSIHE MO MarucTpaiHa u ¢apmakoneiHa
pelenTypa U CaHUTApEeH Bb3€Jl C M30JIALMOHHO MpeAIBEpHUe U MUBKA. 3a BCAKO CIIEBAIO PaOOTHO
MSICTO C€ M3MCKBAT OIlle 5 KB.M JOI'BJIHUTEIHA IUIOII. 32 IPUTOTBSHE HA JIEKAPCTBEHU NMPOIYKTH O
MarucTpaiHa pelenTypa ce u3noii3Ba MpeyrcTeHa Boja cbriacHo EBponeiickara papmakones.
B) ArmnTeka 3a JIEKapCTBEHH MPOAYKTH, BKIIOYUTETHO M TMPHUTOTBSHU 10 MarucTtpaiHa W
(dapmakornelina perentypa c €4H0 paboTHO MSICTO, B KOSITO C€ IPUTOTBAT JIEKAPCTBEHHU (POPMHU 32 04U
- ¢ MuUHUMaIHa oOua oy 50 KB. M, ChCTOSAIIA C€ OT IPUEMHO IIOMEIIEHHE, CKIIa10BO MOMEIIECHUE,
ACHCTEHTCKO TMOMEIIeHHE C €IHO PabOTHO MSCTO M MUBKA 3a U3MHBAaHE Ha CHAOBETE U ypeaAuTe 3a
NPUTOTBSHE 10 MarucTpajiHa M (apMmakolieiiHa pelentypa, acenTHYeH OOKC 3a M3TOTBSIHE Ha
Pa3TBOPH 32 OYM M CAHUTApEH BB3€J C M30JIALMOHHO MpEeAJIBEpUE U MMBKA. 3a BCAKO CIIEIBAILO
pabOTHO MSCTO C€ M3UCKBAT OLIE 5 KB. M JIONBJIHUTENHA IUIONI. 33 MPUTOTBSIHE HA JICKAPCTBEHU
NPOAYKTH MO MarucTpajHa peLenTypa ce M3MOoji3Ba NMPEeuyucTeHa Bojaa chriacHo EBpomeiickara
dhapmakories.
r) bunkoBa anTeka ¢ e1HO pabOTHO MSCTO, B KOSITO C€ MPUTOTBAT OUIIKOBU CMECH M 4yalloBe U ce
paszdacoBaT OWJIKK - ¢ MUHMUMaJIHA 001Ia tuion] 60 KB. M, ChCTOSIIIA C€ OT MPUEMHO MOMEIIEHHE,
CKJIaJIOBO TIOMEIIEHHE, ACUCTEHTCKO MOMEIIEHUE C €JHO pabOTHO MSICTO M CAaHUTAPEH BB3€J C AT
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Y W30JIaIMOHHO MIPEAIBEPHUE C MUBKA.
3a BCSIKO ciieBaiio paboTHO MSCTO CE€ M3UCKBAT OIIE 5 KB. M JIOI'BJIHUTETHA TIIOMI;
aa) B cIy4yaWTe, KOraTo B OWJIKOBAaTa amlTeKa Ce MPOJaBaT U OTIYCKAT JEKAPCTBEHH MPOAYKTH, C
M3KJIIOYCHNE Ha TPUTOTBSHU 10 MarucTpainHa W ¢apmakoreliHa perentypa, TpsoOBa na Obiae
000CO0CHO OTIIETHO pabOTHO MSCTO 32 ChXpaHEHUE U POJak0a Ha Te3H JIEKApCTBAa M MUHUMATHATA
o611a mionr € 65 KB. M;
00) B cimydanTe, KOraTo B OMJIKOBATa anTeKa ce MPUTOTBSAT JICKAPCTBEHU MPOAYKTH IO MaruCTpaHa
1 apmakoneiiHa perenTtypa, ce i3uCKBa JIOMBJIHUTEIIHO MIOMEIIEHUE C €THO pA0OOTHO MSICTO M MUBKA
3a U3MHBAHE Ha CHJAOBETE U YPEIUTE 3a MPUTOTBSIHE MO0 MarucTpajiHa u ¢papMakorneiHa perenTtypa u
MUHUMAaJTHATa O0IIa TUTONI € 75 KB. M; 32 IPUTOTBSIHE HA JIEKAPCTBEHH MPOIYKTH MO MarucTpaiHa
perenTypa ce u3no3Ba MpeYrcTeHa Bojia ChriaacHo EBporneiickara ¢papmakories.
BB) B HACEJICHH MECTa, KBbJAECTO HsIMA JIpyTa anTeKa, ce JOIMyCcKa OTKPMBAHE HA alTeKa 3a JIEKAPCTBEHU
MPOJYKTH, C M3KIIOYCHHE HA MPUTOTBSHHU MO MarucTpaiHa u (apMakoleiHa perentypa ¢ eIHo
paboOTHO MSICTO - ¢ MUHHMMajHA o0ma rwion] 20 KB. M, ChCTOAIIA CE€ OT MPUEMHO IOMEIIECHHUE,
CKJIAJIOBO ITOMENICHUE M CAHUTAPEH BB3€JI C M30JIALIMOHHO MPEIIBEPUE K MUBKA; 32 BCSIKO CIICBAIIO
pabOTHO MSCTO CE M3MCKBAT OIIE 5 KB. M JOITBJIHATEIHA TUIOMI.

2. AnTeka Ha j1eueOHO 3aBeqeHue 1Mo 4. 222, ain. 4 3JIIIXM:
a) (M3m. — JIB, Op. 81 ot 2015 r.) AnTeka 3a 3aJI0BOJIIBAaHE HYXIUTE Ha JICYeOHO 3aBEICHHUE 32
JIEKApCTBEHH MPOAYKTH, BKIIOUYUTEITHO U IPUTOTBSHU 110 MarucTpaiHa u ¢papmakoneiina pernentypa
0e3 MPUTOTBSIHE HA Pa3TBOPH 3a MAPEHTEPATHO IMPHIOKCHHUE U JICKAPCTBEHU (POPMHU 3a OUYHU - C
MmuHHMaaHa ooma miony 0,50 kB. M 3a eIHO Jerjo, HO He mo-Manko oT 50 KB. M, cbCTOSAIIA CE OT
MIPUEMHO/EKCTICIMIIMOHHO TIOMEIIICHHe, pabdOTHA 3aja, AaCHUCTEHTCKO IIOMEUIEHUEe, MHUSIIHO
MOMEIIIEHUE, CAHUTAPEH Bb3eJ C MPeIBepre U MUBKA. 3a MPUTOTBIHE Ha JIEKApPCTBEHU MPOAYKTHU IO
MarrvcTpajiHa pelentypa ce U3moi3Ba MpeuyrncTeHa Boja cbriiacHo EBpomneiickata gpapmakomnes.
0) AmnTeka 3a 3a/I0BOJIsIBaHE HYXKIUTE Ha JeueOHO 3aBeneHue mo wi. 222, an. 4 3JIIIXM 3a
JIEKapCTBEHH MPOAYKTH, BKIOYUTEITHO M IPUTOTBSIHY MO0 MarucTpaiia u papMaxoreiiHa penenTypa,
Ha JIeKapcTBeHW (OpPMHU 3a OYM U PA3TBOPU 32 IMAPEHTEPAIHO NPHIOKEHHE M XpaHEHEe -
MMOMENICHUATA, TUIONIMTE W YCJIOBHSATA 3a TO3M BUJI alTeka C Ta3W JICMHOCT C€ TMPHUBEXKIAT B
CHOTBETCTBUE C 1I00paTa MpakTUKa MPU MIPOU3BOJACTBOTO HA CTEPUITHU JIEKapCTBEHU (popmHu.

II. ®yHKIMOHATHO-CTPYKTYPHH U3UCKBAHUS:

1. [Tomemenusita o pasaen I, . 1 u 2 TpsOBa Aa ca HA €IHO HUBO, CBBP3aHU MMOMEXKY CH U
Jla ca Ham'bJIHO OT/AEJIEHW OT MOMEIICHUTa, KOUTO C€ M3MOJI3BAT 3a JAPYTU LEIU WM 3a APYr BUL
JIEHHOCT.

2. IlpueMHOTO TOMeINIeHHEe TPSOBa Ja MMa MpsKa Bpbh3Ka C aCUCTEHTCKOTO MOMEIICHHUE U
yn00Ha Bpb3Ka ChC CKJIAJIOBUTE MTOMEIICHUSI.

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

4. lomycka ce u3rpakJIaHeTo Ha BTOPO HUBO B alTeKaTa, CBbp3aHO ¢ 0Oe30maceHa CThioa,
KaTo MOJbT HAa TOBA HUBO € HAa BUCOYMHA HE MO-MaIKO OT 2,50 M OT mo/ia Ha MbPBOTO HUBO, KaTO
IIOIITa Ha 000COOCHUTE MO TO3M HAYMH IOMEIICHUS HE Ce BKIIIOYBA B M3MCKBaHaTa MHHUMAJIHA
00111a IO Ha arTeKara.

5. (U3wm. - 1B, 6p. 2 ot 2012 r.) Jlonmycka ce caHUTapHUAT Bb3eJ J1a ObJie Ha IPYro HUBO C
ynobHa (hyHKIIMOHAIHA BPb3Ka C OCTaHAIMTE TTOMEIICHHSI Ha anTeKaTa.
B ciyuaute o 1. | "Bunose nomemenus", 1. 1, Oyksa "r", "BB", KOraTo B HaCEJICHOTO MSICTO HiIMa
M3TpajicHa KaHAJTU3aIlKs, C€ JOTyCKa CAaHUTAPHUSAT BB3€J Ja € U3BbH IMOMEIICHUsATA Ha anTeKara.

II1. CTpouTenHu N3UCKBaHUS:

1. Cetrnata BUCOUMHA Ha TTOMEIICHUATA TPsIOBa 1a ObAe Hail-manko 2,50 M.
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2. (U3m. - ]IB, 6p. 67 ot 2010 1.) CTeHUTE Ha BCUYKHU TTOMEIICHUS TPsIOBa Ja ca C MOKPHUTHE,
YCTOMUMBO Ha BJIAXHO IOYMCTBAHE, KaTo HE Ce JOMYyCKaT peledHH CTEHH B ACHUCTEHTCKOTO
[IOMEILIEHUE.

3. B MmusiiHaTa, acenTUYHUS OOKC M CaHUTapHHS Bb3€J TPsIOBa Ja ce 1mojara BOJI0yCTOHYHNBO
MOKPUTHE, O3BOJISBANIO e(PEKTUBHO BIAKHO MOYMCTBAHE U AC3MH(EKIMA HA BUCOUYMHA 2 M.

4. IlomoBrTE HACTUIIKK TPSOBA Ja ca:

a) JICCHO TTOYKCTBAIIM CE B MPUEMHOTO MOMEIICHUE (B CEKTOPa, KBJIECTO PabOTAT (apmarieBTUTe),
CKJIaIOBUTE TIOMEIICHHUSI, ACUCTEHTCKOTO MTOMEIICHHUE;

0) BOJOHETIPOITYCKJIMBHU U JIECHO TIOYUCTBAIIIM CE 32 ThPrOBCKATa YacT HAa IPUEMHOTO MOMEIICHHE,
MUSUTHOTO, aCENTUYHHSI OOKC U CAHUTApHUS Bb3ell.

5. (U3wm. - [IB, 6p. 67 ot 2010 r.) [Tomemenusita TpsiOBa ja ©IMaT €CTECTBEHO M U3KYCTBEHO
OCBETJICHHE, KOETO Jla OCUTypsiBa 0€30mMacHOCTTa M 3[paBeTo Ha padoTemmTe B anTeKaTa W Ha
nanueHTuTe. C IPUOPUTET CE OCUTYPsIBA ECTECTBEHO OCBeTIIeHHE. KoraTo ecTecTBEHOTO OCBETIEHHE
HE € JIOCTaThUHO WJIM HE € BB3MOXKHO JIa ObJIe OCUTYpPEHO, C€ MpHjlara CMECEHO WJIM U3KYCTBEHO
OCBETJICHHE.

a) M3KyCTBEHOTO OCBETJICHHE B MPHEMHOTO M ACUCTEHTCKOTO MOMEILIEHHEe He MOXKe Ja Obae mo-
Manko oT 500 sykca, B CKIIaI0BOTO MOMEIEHHUE - He To-Maiko oT 300 iykca, a B CAaHUTapHUS Bb3EI
Y U30JIALlMOHHOTO Ipeaasepue - He mo-majnko ot 200 nykca, ceriacHo BJIC EN 12464-1 "Cetiuna
u ocsetaeHue. OcBersieHue Ha paboTHU MecTa." - yacT | PaboTHu MecTa Ha 3akpuUTO.

0) Ha paGoTHuTE MecTa B MOMEIIEHUTA, KBJIETO CE MIPUTOTBAT JIEKAPCTBEHH MPOJYKTH, TPSIOBA 1a €
OCHUTYPEHO U JIOKAJTHO OCBETJICHUE.

B) B acentuunms 60kc/cras u npeaiBeprueTo KbM Hest TPsIOBa Ja ca MOCTaBEHU OAKTEPHUIIMIHU JIAMITH.

IV. U3uckBanus o OTHOIIEHHE HA OTOIUIMTEIHATA U BEHTUJIAIMOHHATA WHCTAIAIUS:

1. OromnuTenHara, BEHTHJIAMOHHATA W KIMMAaTHUYHATa HMHCTajalMs Jla OCHUTypsBaT B
MOMEIEHUATa HOPMATUBHUTE M3UCKBAHMS 32 MUKPOKJIMMAT B 30HATa Ha MpeOHBaBaHE CHITIACHO
Hapen6a Ne 15 ot 2005 r. 3a TeXHUYECKU MpaBHia U HOPMATHBHU 3a MPOEKTUPAHE, U3TPAKIaHE U
eKcIUIoaTanusi Ha OOEKTUTE U ChOPBHKEHUATA 3a MPOU3BOACTBO, MPEHOC U DPA3MpEeleseHHE Ha
TOTTMHHA €HEPTHUS
(B, 6p. 68 ot 2005 1.).

2. (O1w™m. - [IB, 6p. 67 ot 2010 1.).

3. (Otm. - [IB, 6p. 67 ot 2010 1.).

V. N3uckBaHMs [0 OTHOILIEHHE Ha BOJOMPOBOIHATA U KaHAJIU3AIIMOHHATA UHCTATALUA:

1. BoonpoBoaHaTa 1 KaHaIM3allMOHHATA MHCTAJIAIMS TPsIOBA Jja ca MPOEKTUPAHU ChITIACHO
Hapenba Ne 4 ot 2005 r. 3a npoekTupane, U3rpakaHe U eKCIUIoATaI|sl Ha CIPaJHU BOJIOIPOBOHU
Y KaHAIM3AIMOHHY HHCTananuu (06H., JIB, 6p. 53 ot 2005 r.; momnp., B, 6p. 56 ot 2005 r.).

2. AnrekuTe TpsAOBa Ja ca OCUTYPEHHU C JOCTAThYHO KOJHMYECTBO TOIUIA M CTyJIEHAa BOJA,
oTroBapsuia Ha u3uckBanuaTa Ha Hapen6a Ne 9 ot 2001 r. 3a kauecTBOTO Ha BojarTa, peHa3HaYeHa
3a nuteitHo-0uToBu 1enu (1B, 6p. 30 ot 2001 r.).

3. MuBkure TpAOBa Ja ca MOHTHUPAHM B ACHCTEHTCKOTO IOMEIIEHHE, MUSUIHATa |
M30JIAIIMOHHOTO IpeIABEpHE Mpe]l CAHUTAPHUS Bb3ell.

VI. U3uckBaHus MO OTHOLICHUE HA €IeKTPHUUECcKaTa WHCTAAIHS:

1. (U3m. - [IB, 6p. 2 ot 2012 r.) Enekrpo3axpaHBaHETO M €IEKTPUUYECKUTE ypeadu na ca
npoektupanu cbriaacHo Hapen6a Ne 1 ot 2010 r. 3a mpoekTupaHe, U3rpakaaHe ¥ MoabpKaHe Ha
ENEKTPUIECKH ype0u 3a HUCKO HarnpexxeHue B crpaau (B, 6p. 46 ot 2010 1.).

2. (O1w™m. - [IB, 6p. 67 or 2010 1.).

3. (Otm. - [IB, 6p. 67 oT 2010 1.).
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4. B anrTekute TpsOBa Ja € MPOCKTHPaHa U MHCTAIAIUS 3a Tele(OHHH TOCTOBE.
5.(Otm. - ]IB, 6p. 67 or 2010 1.).

[Tpunoxenne Ne 9

kM ui. 17, an. 1

JlekapcTBEHH NPOTYKTH 110 MEXIYHAPOAHN HETTATEHTHH HANMEHOBAHMS, N3UCKBAIU
ChXpaHEHHE B OT/IEJICH KA ChC CEKPETHO 3aKIIIOUBAHE

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

Digoxin
oxorubicin
Epirubicin
Ergotamine
Estramustine

Ethyl biscoumacetate
Etoposide
Fluorouracil
Fotemustine
Galantamine
Hydroxycarbamide
Idarubicin
Ifosfamide
Irinotecan
Lanatoside C



Lomustine
Melphalan
Mercaptopurine
Metandienone
Methotrexate
Mitobronitol
Mitolactol
Mitomycin
Mitoxantrone
Mevacurium chloride
Nalorphine
Naloxone
Nandrolone
Neostigmine
Oxymetholone
Paclitaxel
Pancuronium
Pilocarpine
Pipecuronium bromide
Procarbazine
Pyridostigmine
Rocuronium bromide
Scopolamine
Suxametonium
Tegafur
Teniposide
Tetracaine
Tioguanine
Tubocurarine
Vinblastine
Vincristine
Vinorelbine

[Tpunoxxenne Ne 10
KbM 4. 18
(U3m. u gom. — JIB, 6p. 81 ot 2015 1.)
MunnmalieH HopMaTHB 3a 003aBeXKIaHe U 000py/ABaHe Ha anTeKa
I. IIpuemHO nomeneHne
1. (U3m. — IB, 6p. 81 ot 2015 r.) Maca (cr00pa3Ho yCIIOBHUSTA)
2. Crenaxu
3. PaGoreH cTon (eproHOMUYEH)
4. (U3m. — 1B, 6p. 81 ot 2015 1.) Koda
II. TTomenienre 3a TPUTOTBSIHE HA JIEKAPCTBEHU MPOJAYKTH IO MAarucTpaiHa u
(hapmakorieiiHa perenTtypa



1. PaGoTHO MSICTO 3a IPUTOTBSIHE HA JIEKAPCTBEHU MPOAYKTH IO MarucTpaiHa u
¢dapmakomneiina perentypa (KOMIUIEKT)

2. Cron

3. XaBaHH C MECTULIH

4. BazepuiiHu cTbKIa

5. (U3m. — JIB, 6p. 81 ot 2015 r.) Be3nu

6. (Ot™m. — 1B, 6p. 81 ot 2015 T.)

7. JIbuIM MeTallHI, HEMETAITHA

8. llInatynu

9. Hoxuna

10. Hox

11. (Otm. — AB, 6p. 81 ot 2015 1.)

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

13. (Orm. — IB, Op. 81 oT 2015 1.)

14. (Ot™m. — IB, 6p. 81 ot 2015 1.)

15. HarpeBareneH ypen

16. Koda ¢ megan

17. Bonna 6ans

18. Crepunuzatop (3a anTeku, U3roTBSIIN CTEPUITHU PA3TBOPH)

19. ABTOKJIaB (32 aNTEKU, U3TOTBALIY CTEPUIIHU PA3TBOPH)

20. Cymumnen mkad (3a anTeku, H3rOTBAIIN CTEPHIIHUA PA3TBOPH)

[1I. CxnmamoBo moMeIieHue

1. IkadoBe cTenaxxHu

2. PajroBe crenaxuu

3. MertanHna xaca, HETIOABHKHO 3aKpereHa U CBbp3aHa ChC CUTHATHO-OXPaHUTEITHA
CHCTEMa, 332 ChbXpaHEeHHE Ha JIEKApCTBEHU MPOAYKTH, ChIbPKAI HAPKOTHUYHU BEIIECTBA
(koraro amTekara € MoJy4dusia pa3pelnieHne 3a padoTa ¢ Te3H BEIIeCTBA)

4. llIxad 3a cbxpaHEeHHE Ha JIEKApCTBEHU MPOAYKTH OT npriioxkeHne Ne 8 cbe
CEKPETHO 3aKJII0YBaHE

5. XJIaguiIHUK - C MOAXOISI 00eM

6. PaGoTHa mMaca (ch00pa3HO YCIOBUATA)

7. (Jdom. — 1B, 6p. 81 ot 2015 r.) [IbpBeHn Wi MeTaIHU NaJeTH (Ipu
HEO0OXOUMOCT)

8. (Otm. — 1B, Op. 81 o1 2015 1.)

9. Konnuka (cbo0pa3HO yCI0BUATA)

10. Ctbs16a (choOpa3HO yCIOBUSATA)

11. TepMoMeTbp BbB BCHUKHU IMOMEIIEHUS, KbJIETO CE€ ChbXPaHABAT JIEKAPCTBEHU
MPOAYKTH

12. BeHTH1aTOp MM KJIIMMATU3aTOP - aBTOHOMEH (ChOOpa3HO yCIOBUSATA)

IV. Anrekara Tpsi6Ba a pa3mnojara cbC:

1. l'apaepo0 3a 061ekI0TO Ha MepcoHana (CboOpa3HO YCIOBUATA)

2. CTeHHO oryieao

3. lkad unu MACTO 3a ChbXpaHEHHE Ha NIEPUITHH MpenapaTH, 1e3MH(PEKIMOHHN
MaTepUaIl U ChbOPBHKEHUS 3a TOYHCTBAHE

4. IIpoTHBOIIOXKapEeH UHBEHTAP CHIVIACHO MPOTHUBOIIOKAPHUTE U3UCKBAHUS
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[Tpunoxenue Ne 11
KBM 4i1. 26, ai. 2

JIABOPATOPEH JHEBHUK Ne ................
3a MCCCII ....ovvvnvviiininiiinnnnnnn, roJuHa
Ne
I Haunmenosan
ITaptu- Haumeno-
o (| Ha || ue Ha || JIekapcTse Msp || Kommuect || Ea. Cy I'onen
JEH BaHUE Ha
p || Ta || axTuBHHTE Ha (hopma Ka BO LeHa Ma bil)
HOMEp ¢dopmara
e CBHCTaBKU
A

[Tpunoxxenne Ne 12
KBM 4i1. 26, ai. 3

JHEBHUK 3A PETUCTPUPAHE HA ITPUT'OTBAHUTE B
AIITEKATA JIEKAPCTBEHU
MPOJAYKTH IO MATUCTPAJTHA U ®PAPMAKOIIEMHA PELHENTYPA

Ne CscTaB Nme, agpec wu || Nme Ha
Hata Ha Cpok Ha

110 Rp Ne 1o BB3pacT Ha || Jexaps, IIpurorsun
MIPUTOTBSHE TOJHOCT

pea peuenrta || GomHuA YUH

[Tpunoxxenne Ne 13
KBbM 4J1. 29

W3uckBaHus 3a CbXpaHEHUE U MPUTOTBSHE HA JICKAPCTBEHU MPOAYKTH B anTeKaTa

1. CpxpaHeHHETO Ha JIEKAPCTBEHU M MOMOIIIHU BEIIeCTBa HA paOOTHOTO MSICTO Ha JIUIIETO,
KOETO M3TOTBS JIEKAPCTBEHH MPOAYKTH MO0 MarucTpaina u ¢papMakoreifHa perentypa, ce u3BbpIiBa
MIPH CTa3BaHe Ha CIICIHUTE MTPaBHJIA:
a) mpaxoo0pa3HHTE JIEKAPCTBEHH BEIIECTBA C€ HAPESKIAT OT JICHATAa CTPaHa, a TEYHUTE - OT JIsiBaTa
CTpaHa Ha pabOTeIIHs;
0) MoApEKIaHETO C€ U3BBPIIBA TT0 a30y4UeH pe/l IO HA4MH, 110 KOHUTO ce n30srBa HEMmoCcpeCTBEHATA
OIM30CT HA JIEKAPCTBEHUTE BEIIECTBA C OJIM3KM HAMMEHOBAHUS WJIM CXOJIHU TI0 BHHIIICH BUJI;
B) JIGKAPCTBEHU BEIIECTBA 3a BHHIITHA U BHTPEIIHA YIOTpeda ce MoIpeKaaT OTIAEIHO;
T') J€KapCTBEHU BEIIECTBA, KOUTO BIIM3AT B ChCTAaBa Ha JICKAPCTBEHU MPOAYKTH OT MpUiIoxkeHne No
8, ce chXpaHsBaT OTJIEHO OT APYTUTE, HA caMaTa Maca WIH B OTAEJNEH IKad; BbpXY ETUKETUTE Ce
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O3Ha4aBaT €HOKPATHUTE U JICHOHOIIHUTE MaKCUMAJIHH J031; HANMEHOBAHHETO Ha JIEKAPCTBEHOTO
BEIIECTBO C€ M3MKCBA Ha 051 (POH ¢ uepBeHH OYKBH; 3aIbJKUTEIHO Ha IKada (aucka, padra) ce
nocrasst Haanuc "JlekapcTBEHO BEIIECTBO, HA OT/IEIHO ChXpaHeHue"; He ce pa3peliaBa
CbXPaHEHHETO HAa HAPKOTUYHHM JIEKAPCTBEHU BEIIECTBA HA pAOOTHOTO MSCTO.

2. JIuueTo, KOeTO MPUTOTBS JIEKAPCTBEHH MPOIYKTH IO MarucTpaiHa u gpapmaxorneiina
perLentypa,3aJbDKUTEITHO Clla3Ba CIeIHNUTE MTPaBUiIa:
a) Ipei U3TOTBSAHE Ha JIEKAPCTBEHHS NPOIYKT MMPOYNTA PEeLieNTaTa, KaTo IPUCTHIIBA KbM padoTa
caMo B CITy4aid, KOraTo pelenraTa ¢ MpaBuIHO HallMCaHa U HAMa CbMHEHHE OTHOCHO JJO3UPOBKATa
WJIM HAMMEHOBAHUETO Ha JIEKAPCTBEHOTO BEILIECTBO;
0) Ipu OTMepBaHe Ha JIEKAPCTBEHOTO BEILIECTBO MPOBEPSIBA MPABHIHOCTTA HA B3€TOTO JICKAPCTBEHO
BEIIECTBO, KaTO CBEPsSBa HAMMEHOBAHHMETO B PELIENTaTa C TOBa Ha OaHKAaTa MpeId OTMEPBAHE
clieZl OTMEPBAHE; IPU OTMEPBAHETO € HEOOXOMMO J1a ce IbpKH OaHKaTa B IICHATA PbKa MO TaKbB
HA4WH, Y€ HAJMHUCHT Ja ObJIe OTIPE U J]a MOKE J1a CE YeTe;
B) OTMEpBa B IPUCHCTBUETO HA PHKOBOIUTENSI HA allTeKaTa WM ONPEAEIICH ChC 3all0BE]] OT HETO
(bapmaieBT HApKOTUYHH JICKAPCTBEHH BEIIECTBA; HAa 0OpaTHAaTa CTpaHa Ha pelenTara ce HalicBaT
HaMMEHOBAaHMETO M KOJIMYECTBOTO HA JIEKAPCTBEHOTO BEIIECTBO, CJIEA KOETO JBAMaTa ce
MOJIITMCBAT;
T') Clle/l U3TOTBSHE Ha JIEKapCTBeHaTa JopMa OIlle BETHBK IPOUNTA PelenTaTa u mpoBepsiBa
MIPABUITHOCTTA Ha B3ETUTE ChCTABKH U J03H;
1) HE ChXpaHsBa Ha paOOTHOTO CH MSACTO M3TOTBEHH JICKAPCTBEHH MTPOAYKTH 0€3 €TUKETH, HaIITUCH,
NapTUIHA HOMEPA, 1aTa Ha IPUTOTBSIHE, HAYWH Ha CbXpaHEHHE, CPOK Ha TOAHOCT;
€) TP U3II0J3BaHE Ha BE3HUTE CE€ CIIa3BaT yKa3aHHUATA Ha MPOU3BOIUTEIIS; IPU OTMEPBAHETO HE
clie/iBa Jla ce MPEBHIIIaBa MPe/IeIHATa HATOBAPEHOCT, KOATO € 0003HAaUYeHa Ha BE3HUTE;
) pasnosara ¢ TabJauIa 3a MAaKCHMAIHUTE ¥ €HOKPATHUTE JI03U Ha JIGKAPCTBEHUTE MTPOAYKTH,
ChIbpIKalyl HAPKOTUYHU BEILIECTBA,;
3) B Kpast Ha paboTara /ia OCTaBs pabOTHOTO CH MSCTO B ITBJICH MOPSIIBK;
1) HE M3TOTBS €THOBPEMEHHO HSKOJIKO JIEKAPCTBEHH MPOIYKTH TI0 MarucTpaiHa u gpapmaxoreiHa
perenTypa;
i) ocTaBs Bcsika OaHKa Ha MSICTOTO M CJIe/l CBBpIIIBaHE HA paboTara ¢ Hesl.

3. B cKJIaoBOTO TMOMEIIEHHE CHXPAHEHUETO C€ HM3BBPIIBA IMPH CIa3BaHE Ha CIICAHUTE
IpaBuia:
a) JEKapCTBEHM IMPOAYKTH, C M3KJIIOYEHHE Ha MPUTOTBSIHUTE MO MAarucTpaiHa u (apmakomneiiHa
pelenTypa, ce ChbXpaHsBaT BbpXy padToBe WK B 100pe 3aTBOpEHU IIKadoBe;
0) JeKapCTBEHUTE MPOAYKTH B TPAHCIOPTHA ONAKOBKA M CAHUTAPHO-XUTMEHHHUTE MaTepHau ce
CBXpaHsBaT BbPXY CKapH;
B) JIEKAPCTBEHUTE MPOIYKTH ChC CHITHA MHPU3Ma C€ ChXpaHsIBaT OTAEIHO OT IPYTHTE BUIOBE B T00pe
3aTBOpEHHU LIKadoBE;
I) CaHUTAPHO-XUTHEHHUTE MaTephalld, ACe3MH(DEKIMOHHHUTE, epaTU3alMOHHUTE CPENCTBa,
KO3METHYHHUTE CpEJCTBA, pa3pelleHd 3a Mpoaaxba B amTekaTa, c€ CbXPaHABAT OTIETHO OT
JIEKapCTBEHUTE MPOTYKTH;
1) Ha BBTpEIIHATa CTpaHa Ha BpaTaTa Ha MeTamHUs IIKad MM Kacara, KbJIETO C€ ChXpaHsABAT
JIEKapCTBEHHU MPOJYKTH, ChABPKAIIM HAPKOTUYHHU BEIIECTBA, Ce MOCTaBAT Haamuc "JlekapcTBeHH
MPOAYKTH, ChIIbPKAII HAPKOTHYHH BEIIECTBA" W CIIMCHK HA JIEKAPCTBEHUTE MPOJYKTH, KOUTO CE
CBbXpaHsBaT B HETO, C O3HAYCHHE HA MAKCUMAITHUTE JI03H,
€) KIIFOYOBETEe OT METaJHHs IKad WM Kaca ce ChXPaHSBAaT OT PHKOBOAMTENS Ha anTeKaTa WIH
OTIpeJIeNIeH OT HETO ChC 3aMoBe IPYT (hapMareBT;
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xK) B mKkadoBere mo OykBa "n" ce ChXpaHSBAT BE3HHYKHUTE W BCUYKU JPYTH YpeIu U MPUOOPH,
HeoOXOoIuMU 3a paboTa C JIGKAPCTBEHU MPOIYKTH, ChABPKAIIN HAPKOTHYHU BEIECTBA, KOUTO CE
yIoTpeOsiBaT caMo 3a Ta3H L,

3) HAANMUCHUTE HA OAHKUTE C HAPKOTUYHM JICKAPCTBEHH BEIECTBA ca C OsJ IBAT Ha 4epeH (oH, ¢
03HAYCHHE HA MAKCUMAITHUTE €THOKPATHH U JCHOHOIIHU JI03U;

M) W3TOTBEHUTE B alTeKara JICKApCTBEHH MPOAYKTH, ChIbpXKAIId HAPKOTUYHH BEUICCTBA, CE
CBXpaHsBaT B KacaTa MJIH JKeJIe3HUs IKad;

i) OWJIKUTE B CKJIAJIOBOTO MOMEIICHUE CE ChXPAHSIBAT OTACITHO OT JPYTUTE JICKAPCTBEHH MPOIYKTH
B 100pe 3aTBOpEHHU NIKa(OBE;

K) JIEKAPCTBEHHU MPOJYKTH, MOKA3JIM HECHOTBETCTBHSI C M3MCKBAHUSATA KbM Ka4eCTBO, C M3TEKBII
CPOK Ha TOJHOCT, C HApyUICHW MbPBUYHA WM BTOPUYHA ONAKOBKA CE€ CHXPAHIBAT OTIEIHO OT
APYTUTE JIEKAPCTBEHH MPOJYKTH Ha OMPEEICHO 3a LENITa MSACTO C TPaHO CUTHAJTHO 0003HAUYEHHeE,
4e ca OJIOKHMpaHU.

[Ipunoxenue Ne 14
KbM 4. 29
(U3wm. - JIB, 6p. 2 oT 2012 1.)

3/1paBHU U IPOTUBOEHIUAEMUYHHN U3UCKBAHUS IIPU paboTa B alTeKU

I. [TouncTBaHe Ha MOMEMICHUATA U MEOCIHUTE B alITEKUTE

1. (U3wm. - IB, 6p. 2 ot 2012 1.) [TomemieHusATa C€ MOAIBPIKAT YUCTH.

E>xeZTHEBHO W NpH 3aMBpCSBAHE /1a C€ M3BBPIIBA BIAKHO MMOYMCTBAHE M AC3MH(EKIHS Ha Moja,
MOBBPXHOCTUTE Ha MeOesInTe, anapaTtypara 1 Jp.

2. ExxerosiHo J1a ce u3BbpiIBa 00 1MCBaHE HA CTCHUTE Ha TOMELCHUATA.

3. MuBkuTe Ja ce MNOAIbPKAT IOCTOSHHO YHUCTU. 3a0paHsSBaT c€ 3acTOSIBAHETO U
HaTpPYyINBAaHETO Ha ChJIOBE, XaBaHHU, IMOCOOMSA U Jp. 3a BCsKAa MUBKA Jla C€ OCUTYpABAT MHELIU U
Ne3MH(EKIMOHHM ITPerapaTi U CPeCTBa 3a MOJICyIlIaBaHe Ha PhLETE 32 €AHOKpaTHA yHnoTpeoda.

II. O6paboTBane Ha CHOPBKEHUATA, IPUOOPUTE U CTIOMATraTEIHUTE MaTepPUAIN

4. Cnen ymnotpeba CbIOBETE M YpEOUTE 3a NPUIOTBSIHE HA JIEKAPCTBEHH MIPOAYKTU IIO
(dapmakorneliHa ¥ MarucTpajiHa pelenTypa ce MO4YUCTBaT MEXaHWYHO, Ae3uH(EeKIupaT, U3MHUBAT U
n3cymasar. [lpy nmpurorBsiHe Ha pa3TBOPHU 3a OYM M Pa3TBOPH 3a IMAPEHTEPAIHO IMPUIIOKEHHE
CBJIOBETE C€ CTEpUIN3UpaAT B cymniaHs npu 160 °C.

5. Bcuuku cbaoBe, KOUTO €€ M3MOJI3BAT 3a CbXPAHEHUE Ha JIEKapCTBaTa U MPUTOTOBIIEHUETO
UM, J1a ca 0e3 MeXaHU4HHU 1e()EeKTU U ChC 3ara3eHa IsuIocT.

6. I3MuTHTE 1 N3CYIIEHU CTHKJIA U CHJIOBE CE 3aIyIIBAT ChC 3aIyIIAIKH U CE ChbXpPaHABaT B
IUTBTHO 3aTBapsll ce wmKad, yusTo u3paboTKa MO3BOJISABA JIECHO U €PEeKTUBHO MouyucTBaHe. Ha
ACHCTEHTCKATa Maca Jia Ce MOCTaBsAT CaMO MaTbK Opoil Ch/I0BE, HEOOXOAUMHU 3a TIpsiKaTa padoTa.

7. IlopuenaHoBUTe, CTHKIEHHWTE W IUIACTMAacOBUTE OypKaHM U KYTUU CE€ ChXpaHSIBaT B
mkadoBe WM YeKMEKEeTa.

8. ONakoBKUTE W 3alylIAJIKUTE, KOUTO IIE C€ M3IOJI3BAT 32 ChbXPAaHEHUE Ha JIEKapCTBEHU
dopmu 3a oum, TpsiOBa Aa ce chbXpaHsBaT U O0OpabOTBAT MO HAYMH, KOWTO Ja OCUTYypH TAXHATa
CTEpUIIHOCT.

9. Beznute ce noaabppKatT ¥ MOYMUCTBAT ChOOPA3HO YKa3aHUATA, 1aJCHU OT IPOM3BOIUTEIS.

10. XurpockomuuHUAT MaMykK, (QUITbpHaTa XapTHUS W MapisiTa, YHoTpeOsBaHH 3a
(bunTpupaHe Ha TEYHU JICKAPCTBA, CE Ma3ST B 3aKPUTH OAHKHU ¢ MUTM(OBAHM 3aITyIIAIKH.

11. Kancynute 3a npaxose, napa@uHUpPaHUTE U NMEPraMEHTOBUTE XapTUU C€ ChXPaHSBAT B
TUTBTHO 3aTBapAININ Ce YeKMe/PKeTa Ha aCHCTEHTCKaTa Maca B KOJMYECTBA 3a HE ToBede oT 2 - 3-
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IHEeBHA ynorpeba. 3amacure OT crioMaraTeJIHi MaTepuaiy, 3amyanky, GUiaTbpHa XapTusl, Karcyiu

U JIPYTH C€ ChbXpaHsIBAT IPU XUTUEHHHU YCIOBUS B 3aKPUTH IIKa(dOBE.

12. 3a pe3uH(dexknus Ha MOMEIICHUATA U CHIOBETE B ANTEKHUTE Ja CE€ HU3IOJ3BAaT CaMo

I[G3I/IH(1)CKTaHTI/I, 3a KOUTO MMa M3OaJACHO PA3pCHICHMEC 3a ITYCKAHC Ha Imadapa OT MHUHUCTbBpa Ha

3ApaBCOIIa3BaHCTO. HpH H3II0JI3BAHCTO Ha I[e3I/IH(1)eKTaHTI/ITe 3aABJOKUTCIIHO CC CIIa3BaT yCJIOBHATA

Ha U30aJCHOTO pa3pCHICHUEC U YKa3zaHHATA, JaACHHU OT IIPUTE)KATEIA Ha paspCUICHUCTO.
13. Ha CTCpUIM3alMs B allITCKaTa IMMOoAJICKAT CTHKIICHU U MCTAJITHU CbAO0BE.
C"b,Z[OBeTe CC yBUBAT B YHUCTa aMmOanaxHa XapTudg U CJIca CTCPUIIM3al s CC ChbXpaHABAT TaKa YBUTH

1o ymorpebara UM B 4MCTU 3aTBopeHu mikadose. [Ipu

CJICOHUAT PCIKUM!

ABTOKJIaBUpaHE
o Bpeme Ha Bb3elicTBUE B Hansrane Ha mapaTta B pabOTHH
Temnepatypa Ha apata B °C
MUHYTH aTMocdepu
112 45 0,5
121 25-30 1,0
134 10-12 2,0

CTepI/IJ'II/ISaI_II/IH ChbC CYX Iopell Bb3AyX B CYXH CTCPUIIN3ATOPU

Temmnepatypa B °C Bpeme Ha Bp3aCIICTBHE B YacoBe
160 2
170 1
180 0,5

14. leaundexuns Ha pblLeTe HAa pabOTEIUTE B aCENITUYHUS OOKC ce

HU3BBbpPHIBA TTPU CIICAHUTE YCIIOBUSA:

Excnosun
[Ipenapat u % Ha HauuH Ha Konnuect
O6exT 3 us B
pa3TBOpa MIPUIIOKEHHUE BO B CM
MUHYTH
XurreHna a) 70 % eruioB o0TpuBaHe 3-5 2
ne3nHpeKns ankoxon + 5 %
Ha pbleTe TJIMLEPUH
0) Manycrepou 3-5 1/2
b/koHnenTpupan

CT€puIM3alusiaTa B aIllTCKaTa CC€ Clia3Ba
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B) 4 % Bo/IEH pa3TBOP 10 1
Ha Jlesnndext B

r) 0,1 % BomEeH pazTBOp 10 2
Ha XHOUTAH TIFOKOHAT
1:1000

III. ITomyuaBaHe, CbXpaHsBaHE M IPOBEPKa Ha IMPEYUCTEHATa BOJAA, IPEBBP30YHUTE
MaTEepHaIu U Ipyru

15. Ilpeuncrenara Boja, KOATO C€ M3MOJI3Ba B allTeKara 3a MPUTOTBSHETO HA JIEKAPCTBEHU
NPOAYKTH 1O MarucTpaiHa u (apMakoleiHa peuenTypa, ce MpUroTBs chritacHo EBpomeiickara
¢dapmakones. Jlomycka ce M3MON3BAaHETO Ha TMOJNyYeHa M3BBH alTeKara MpeyrcTeHa BOJa, KaTo
cboTBeTCTBUETO ¢ EBponeiickara ¢apmakornes ce yA0CTOBEpsBa ChC ChOTBETHUTE JOKYMEHTH.

16. IIpeuncrenata Boja ce CbXpaHsBa Ha MPOXJIAAHO MSCTO, B YUCTH 3aKPUTH CTBHKJICHU
ChJI0BE, 100pe MPOMUTH MIPEIBAPUTEIIHO C IIPEUUCTEHA BOAA.

17. CTpKnara 3a cbXpaHsBaHE HAa BOAATA HA aCUCTEHTCKATa Maca ce IPOMUBAT C IIPEYUCTEHA
BOJIA €JUH ITBT JHEBHO.

18. IlpeBbp30yHUTE MaTepUaIM CE€ CbXPAHABAT CBIVIACHO YCIOBUATA, IIOCOYEHH OT
Ipou3BouTelNs. 3abpaHsaBa ce IMOCTABSIHETO HA NIPEBBbP30YHU MaTepUaId Ha 10J1a, HaJ MeOeIuTe U
Ha OTKpUTO. MecTaTa 3a ChbXpaHEHUE Ha MPEBbP30YHUTE MAaTEPUAIU CE MOYUCTBAT €KEMECEUHO C
4lCTa KbpIla, HaBJIA)KHEHA C Ie3UHPEKIMOHEH pa3TBop. HeoOxoaumo € 1a ce B3eMaT BCUUKU MEPKU
3a OIa3BaHETO UM OT BJlara, 3arapBaHe, FPU3a4yl U UHCEKTH, IPax U OT'bH.

19. JlexapcTBeHM NpPOLYKTH, C M3KJIIOUEHUE HA NPUTOTBSIHUTE II0 MarucrpajHa |
(bapmakomneiina peLenTypa, ce CbXpaHsBaT ChIVIACHO U3UCKBAHUATA, ONIPEEIICHH OT IPOU3BOAUTEIS.
AKTHBHUTE BEILLIECTBA, IPeJHA3HAUEHH 3a IPUTOTBSIHE 10 MarucTpaiHa u (papmMakoneitHa penentypa,
ce ChbXpaHsABAT ChIVIACHO M3MCKBAHUATA Ha JieiicTBalaTa papMakornes Wil IpOU3BOIUTENS.

IV. 31paBHu U3KMCKBaHMS IPU OTAECIHUTE TEXHOJOTUYHU MTPOLIECH

20. TexHOIOTMYHHUTE MPOLIECH MPHU M3TOTBSHE HA MArUCTPaIHHU JIEKapCTBEHU (HOpMU B
anTeKaTa ce CbCTOSAT OT OTJEIHM €Talmu U OINepaluu, KOUTO CE€ OCHIIECTBSABAT IpPU CHA3BAHETO HA
TEXHOJIOTHUSITA Ha IPUTOTBSIHETO UM U CHOJII0/IaBaHe MTpaBHilaTa 3a JIMYHATa XUTHEHa.

21. OcHoBHTE 3a OYHM Ma3W IPEABAPUTEIHO C€ pa3ToIsABaT, yTasBar, (UIATpYBaT M
CbXpaHABAT B MIPEIBAPUTEIIHO CTEPUIIM3UPAHU JJOOpe 3aTBOPEHU OaHKU IO HAUMH, KOMTO OCUTypsiBa
TAXHATa CTEPUIIHOCT.

ITpu npuroTBsiHe Ha JIeKapcTBEHU (POPMHU, BKIIFOUUTETHO U C aHTUOMOTHIIN, C€ CTIa3BaT MpaBuiiaTa 3a
no0pa por3BOICTBEHA MPAKTHKA.

Koraro texHosorusita Ha JexkapcTBeHUTE (OPMHU M3MCKBA U3MOI3BAHETO HA aCENTUYHU METOAU, TE
Ce OCUTYpsIBaT OT pPbKOBOJUTENS HA anTeKaTa.

22. 3a orpeOBaHETO Ha XaBaHUTE OT Ma3M U MPaxoOBe CE U3IMOJ3BAT IJIACTMACOBU IUIAKH.
VYnotpebara Ha KapTOH 3a Ta3M I1IeJ1 HE ce JOIyCKa.

23. I'bpJ10TO ¥ 3aNylIAIKUTE Ha Ba3epUIHUTE CTHKIIA, U3M0JI3BaHU 3a paboTa, ce MoIbpiKaT
YHUCTH.

24. KOHIIEHTPUPAHUTE Pa3TBOPH CE U3TOTBAT C IPEUUCTEHA BOJA.

25. Ilpu M3roTBAHETO Ha JieKapCTBEHUTE (GOPMH ce CHOJII0JaBaT MpaBuUjaTa Ha XUTHEHaTa,
KaTo ce n304rea BCsKa Bb3MOXKHOCT 33 3aMbPCSIBAHETO UM. 3a IIeJITa:

a) P U3TOTBSIHETO Ha JIeKapcTBeHaTa popma, U3MCKBallla CbIIPUKOCHOBEHHE C pPbKaTa, ce U3I0I3BaT
CTepWJIM3UPAHU PHKABUIM 32 €IHOKpaTHA yrnoTpeoda;
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0) BE3HUTE c€ U3TPUBAT CJI€]] BCSIKO OTMEPBAHE Ha JIEKApCTBEHUTE BEILECTBA;
B) cJie/l OTMEPBAHE Ha JIEKAapCTBEHU BEIIECTBA ChC CUJIHA MUPHU3Ma BE3HUTE C€ U3TPUBAT ChC CIUPT.

V. Mepku 3a nudHa npoduaakTuka

26. Ilpy OmacHOCT WM TOsBa HAa ENMUJEMHUH OT KankoBU WHGEKIUH (apmaneBTUTe MU
MOMOIIHUK-(papMaIeBTUTE 3aIbJIKUTEITHO HOCAT MAacKu 3a eIHOKparHa ymotpeba. [Ipu pabora c
JIEKapCTBEHM MPOJYKTH, YUATO 00paboTKa € CBbp3aHa C OTAEISHE Ha Ipax, KaKTO U JApa3Held U
JIECHO M3MapsBallld c€ TEYHOCTH Jia C€ MU3IOJI3BAT IMPOTUBOMIPAIIHN MAacKH, ChLIO U XUPYPrUUECKH
PBKaBHILIM TaM, KbAETO MAaHUITYJIALUUTE IIO3BOJISBAT
TOBA.

27. Beeku ¢apManeBT U HNOMOIIHHK-(papMaleBT Npeau MPUTOTBSHE [0 MarucTpajiHa u
(apmMakorneiina perentypa u3MHBa PhLETE CU C TOILIA BOJA, CAITyH U YETKA.

28. dapmaneBTHTE M IMOMOIIHHUK-(papmaneBTuTe padOTAT B amnrTekara ¢ 4YHCTO pabOTHO
00I1eKI10.

29. 3abpansiBa ce BIM3aHETO B pabOOTHHUTE IOMEIIEHUS Ha anTekata 0e3 4ucTo paboTHO
00JIEKJI0, KAaKTO U M3JIM3aHETO C TAKOBA U3BBH alTeKara.

IIpunoxenne Ne 15

KbM 4. 370, ai. 3

(Hoso — JIB, 6p. 81 ot 2015 1.,
u3M., 0p. 24 ot 2017 .,

0TM., 6p. 79 oT 2017 1.)
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