HAPEJIBA Ne 29 OT 9 AEKEMBPH 2008 I'. 3A YCJIOBUATA U PEJIA 3A
OPTAHU3AIIUA HA PABOTATA B IPOT'EPUSATA

H30a0ena om Munucmepcmeomo na 30pageonazéanemo

O6n. J[B. 6p.109 om 23 Jlekemspu 20082., usm. /IB. op.2 om 6 Anyapu 2012e.

Pa3pea I.
O01M MoJI0KeHUS

Ui 1. C ta3m Hapemba ce ONpeNeNiaT YCIOBHATAa W PEIbT 3a OpraHu3alus Ha padorata B
JPOTEPHSTA.

Uin. 2. B aporepusra Morar Jia ce mpojiaBar:

1. TekapCTBEHU MPOAYKTH, KOUTO C€ OTIYCKaT 0e3 JICKapCKO MpeIIucaHue;

2. MEIUIIMHCKA U3CIHS;

3. IPOAYKTH U CTOKH ChC 3HAYCHHE 32 3/IPABETO HA YOBEKA:

a) XpaHUTEITHN J00ABKH;

0) XpaHHu ChC CIICIUATHO MpeIHA3HAYCHHUE;

B) KO3MCTHYHH MPOJTYKTH,

r) 6moruam ot rpymna | "Jlesundexrantu u oomu omonuau" u rpyna Il "buonumu 3a 6opda c
BpeauTenu".

Un. 3. Jlporepusra 3a1bDKATETHO MMa BBHIEH Haamuc "Jlporepus", n3nucad Ha 051 GoH C
THhMHHU OYKBH, TTOCTaBEH HA BUJIHO MSCTO, C U3TJIE] KbM yJIMIIATA.

Y. 4. (U3wm. - ]IB, 6p. 2 ot 2012 r.) Y 1OoCTOBEPEHUETO 3a pETUCTpaIisl Ha APOTEePUs, U31aICHO
OT JWPEKTOpa Ha CHOTBETHATA PETHMOHANHA 3]paBHA HWHCICKIUS, CE TOCTaBs HAa BUIHO MSCTO B
NPUEMHOTO TTOMEIICHUE Ha APOTepUsITa.

Ui 5. B aporepusita ©Mat npaBo Aa paboTAT caMO MEIUIIMHCKH CIICITUAIACTH.

Y. 6. 3abpansiBar ce:

1. mponaxbara Ha JIEKAPCTBEHU NPOJIYKTH, MEAUIIMHCKU U3/CIHUS U MPOAYKTH U CTOKH ChC
3HAYCHUE 32 3/IPABETO HA YOBEKA M3BHH ITOMEIICHUSATA, Pa3PEIICHH 3a MOJI3BAHE;

2. IPUTOTBSIHETO HA JIEKAPCTBEHU MPOAYKTH B IPOTEPUSTA;

3. mponaxxbaTa U ChbXpaHEHUETO B IPOTEPUATA HA MPOJIYKTH, H3BBH IOCOYCHHUTE B UII. 2;

4. mponaxbaTa Ha JIEKApPCTBEHU MPOJYKTH C HapyIIeHa TbPBUYHA H/UIM BTOPUYHA OMTAKOBKA;

5. TIOTIOHOTMYIICHETO B IPOTEPHSITA;

6. IOCTaBSHETO HA MMPOAYKTUTC U CTOKHUTC I10 YJI. 2 AUPCKTHO BBPXY MMOAA HAa MOMCIICHUSATA.

Paznea I1.



YcrpoiicTBO Ha AporepusiTa

Yn. 7. (1) [Jporepun morat Ja ce OTKpPUBAT B IOMEIICHHS ChC CAMOCTOSTEICH BXO[I,
Pa3MoNIOKEeHU Ha MTbPBU HAJI3EMEH €TaX, C OCUTYPEH JOCTHIT 32 MHBAHU/IH.

(2) Munumasaara o6ima o Ha AporepusaTta € 30 KB. M M CBETJIa BUCOYMHA HA ITOMEIIEHUATA
HE IT0-MaJjko oT 2,50 M.

(3) Crenute, momoBeTe W TaBaHWUTE HA MOMEIEHHATA TPsOBa na ObIAT TIAIKUA M JIECHH 32
nouncTBaHe. [1oJ0OBOTO TOKpUTHE HA TMOMEIIEHUsTa TpsiOBa na Oble yCTOWYMBO Ha HM3HOCBAaHE U
MIO3BOJISIBAIIO BJIAKHO MOYMCTBAHE M JC3UH(EKITHS.

(4) B canuTapHus Bb3eJ] CTCHUTE HA BHCOYMHA 2 M CE TIOKPUBAT C BOJAOYCTOMYHBO TOKPHUTHUE,
MIO3BOJISIBAIIO BJIAKHO MOYMCTBAHE M JC3UH(EKITHS.

Yn. 8. (1) [porepusita uMa CICIHUTE MOMEIICHHUS: MPUEMHO, CKIAJ0BO M CAHUTApEH BBH3EI,
(YHKIIMOHAIHO CBBP3aHH MMOMEXKTY CH.

(2) Hporepusita ce obO3aBekaa ¢ padToBe, CTENaXH W IMIKAQOBE C TJAJKH MOBBPXHOCTH,
MIO3BOJISIBAIIM BJIAYKHO IIOYHUCTBAHE U IE3UH(EKIIHSI.

(3) PasnuuHuTEe BHIOBE MPOJIYKTU MO WI. 2 - JCKAPCTBCHH MPOAYKTH, MCIUIIMHCKUA H3/CIIH,
XpaHUTEITHH JOOABKH, XpPaHU ChC CIEIHAIHO MpeIHA3HAYCHUE, KOBMETHYHHU MPOIYKTH U OUOLUIH, Ce
pasnosaraT B IPUEMHOTO U B CKJIAJIOBOTO IMOMEIIICHHE Ha IPOTePHSTA B OTACTHH CEKTOPH.

(4) porepusita pasmojiara ¢ MeTaaHM InkagoBe WM OyHKEpH 3a ChXpPaHEHHE Ha
JICCHO3ANAJIUMHK MTPOAYKTH.

(5) Hporepusra pasmosara ¢ XJIaIAIHUIU 32 TEPMOJIAOUITHUTE TIPOTYKTH.

UYn. 8a. (Hos - JIB, 6p. 2 or 2012 r.) TeproBusi mo MHTEPHET C JICKAPCTBEHU MPOIYKTH Oe3
JICKApCKO TIPEIITHCAHNEe MOXE Ja Ce W3BBPIIBA OT JPOTepHs, KOSATO OTTrOBaps HA M3UCKBAHHATA Ha
paznen V "[Iponax6a mo MHTEPHET Ha JIEKaPCTBEHH MPOIYKTH 0e3 nekapcko npeamnucanue” ot Hapenba
Ne 28 ot 2008 T. 32 yCTpOMCTBOTO, pejia M OpraHu3anusATa Ha paboTaTra Ha aTeKUTE U HOMEHKJIATypaTa
Ha JIeKapCTBEeHUTE MpoayKTH (00H., [IB, 6p. 109 ot 2008 r.; u3m., 6p. 67 ot 2010 1.).

Paspean I11.
Opranusanus Ha padoraTa B AporepusaTa

Y. 9. JIunero, NOJIy4usIo yIOCTOBEPEHHE 3a PErUCTpallis Ha APOrepus, € JUTbKHO J1a:

1. 060ocobu B MPUEMHOTO W B CKJIAJOBOTO MOMEIICHHWE HA JIPOTEepHsATa OTACIHH CEKTOPH 3a
JIEKapCTBEHHUTE MPOAYKTH, MEAUIIMHCKUTE M3CNUs, XpaHUTEIHUTE N0OABKH, XPAaHUTE ChC CIECIHATHO
npe€aHasHa4YCHHUEC, KOSMCTUYHHUTEC MIPOAYKTH U 6I/IOHI/II[I/IT€;

2. OCUTYpU CHXPAHEHHETO Ha JICKAPCTBEHHUTE MPOAYKTH IPH YCIOBUATA, MOCOUYEHU BBPXY
OIaKoBKaTa MM;

3. OCUTYpH ChXPaHEHHUETO Ha MEAUITMHCKHUTE U3CIIHS, Ha POJTYKTHTE U CTOKUTE ChC 3HAUCHHUE
3a 37JpaBETO HA YOBEKA CHITIACHO YCIOBHUATA, OTIPEICTICHU OT ITPOU3BOAUTEIIS,

4, oCUTYpH ChXPAaHEHHETO Ha JICKAPCTBEHUTE MPOAYKTH, METUITUHCKUTE WU3JICIHUs, POAYKTUTE
U CTOKHTE CBhC 3HAYEHHE 3a 3JPAaBETO HA YOBEKa, IMOKa3aJll HECHOTBETCTBHE C H3UCKBAHHUATA 3a
Ka4eCcTBO /WK 0€301acHOCT, OJOKMpaHU MapTUAM, TAPTHINA C U3TEKBJI CPOK Ha TOJHOCT, C MOBPEACHU
OTIAaKOBKH WJIM ChC CBbMHEHHS 3a MPOU3X0/a, Ha CIEIHAIIHO 000COOEHO 3a IIeNITa MICTO B CKJIIAJOBOTO
MOMEIICHUE, C TPAaHO 0003HAYEHUE;

5. OpraHusupa cucrteMa 3a OJIOKMpaHE U U3TETVISIHE Ha JIEKAPCTBEHU MPOIYKTH U MEAULIMHCKU



U3JIENHs, TIOKAa3aJId HECHhOTBETCTBHUE C WM3UCKBAHMATA 3a KA4eCTBO, OE30MACHOCT U €(PHUKACHOCT,
CBhITIACHO 3aKOoHa 3a JIEKAPCTBEHHWTE MNPOAYKTH B XyManHara memunmuHa (3JIIIXM) um 3akona 3a
MenumuHckuTe u3aenus (3MIN).

6. OCUTYpH KBaJM(DHUIMPaH MMEPCOHAN CHIVIACHO WII. 5;

7. U3UCKBA pa3pelIeHUEeTO 3a IEHHOCTTA Ha THPTOBIIUTE, OT KOUTO C€ CHAO/IsBa;

8. ocurypsiBa paboTHO 00JIEKII0 U 0OYBKH 32 MEPCOHAIIA;

9. 00s1Bu paOOTHOTO BpeMe Ha IpOorepusiTa Ha BUIHO MSICTO HAa BXOJIHATA BpaTa;

10. ocurypsiBa O€3MPENsATCTBEH MOCTHI A0 IMOMEINIEHUSATA Ha JpOrepHusiTa Ha OpPraHUTE 3a
IbpXKaBEH KOHTPOJI, OMIPE/ICTICHH B HOPMAaTHUBEH aKT;

11. cna3Ba U3NCKBaHUATA HA CIIELUAJIHUTE 3aKOHM 3a MPOAYKTUTE U CTOKUTE MO Wi 2.

Y. 10. PbKOBOIUTENST HA IpOrepHsiTa € OTTOBOPEH 3a:

1. msIoCcTHATA OpraHu3alys U KOHTpoJa Ha paboTaTa B ApOrepusTa;

2. cHabasBaHe C JIEKApCTBEHM NPOIYKTHU, MEAMLMHCKU W3JENusi, NPOIYKTH M CTOKU ChC
3HAYEHUE 3a 3/IpaBeTO Ha YOBEKA, KaTO OCUTypsiBa HEOOXOJMMaTa JOKyMEHTAlMs 3a TOBA;

3. CBbXpaHEHHETO, CpOKa Ha TOJHOCT M KadyeCTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH,
MEJIULIUHCKUTE U3EIHs, IPOAYKTUTE U CTOKUTE ChC 3HAYECHHUE 3a 3PaBETO HAa YOBEKA;

4. ONOKMpaHETO W M3TEIVIIHETO Ha JICKApCTBEHUTE INPOIYKTH, MEIUIMHCKUTE W3JEHs,
MPOAYKTUTE U CTOKUTE ChC 3HAUEHUE 32 3]JPaBETO HA YOBEKA;

5. BOJIGHETO Ha TEMIEpPaTypeH IHEBHHK, B KOWTO C€ BIMCBAT €XEIHEBHO TeMIlepaTypara Ha
MOMEILEHUATA U XJIAJUITHUKA/XJTaAUTHULIUTE;

6. ocUrypsiBaHETO Ha podecroHanHa HH(OPMAIMS U CIIPABOYHA JIUTEPATYpa, CBbP3aHa ChC:

a) HOPMAaTHBHUTE aKTOBE, pErJaMeHTHpAIIH JEHHOCTTa Ha JJPOTePUUTE;

6) nuadopmarus 3a HaYMHA Ha YNOTpeda U ChbXPAaHEHUETO Ha MPOAYKTUTE IO YL 2;

B) OJIOKMpPAHETO U U3TETJIIHETO HAa MPOAYKTUTE IO Wi 2;

7. ©XEJHEBHOTO BJIAYKHO MOYUCTBAaHE M Je3UH(EKIUs Ha pabOTHUTE MOBBPXHOCTH, MOJOBETE
Ha BCUYKH ITOMEIIEHNS U CTEHUTE HAa CAHUTAPHUSI Bb3€Jl Ha IpOrepusra.

UYn. 11. PEKOBOJUTENSAT HA APOTEpUATa € JUIBKEH J1a ChbXpaHsBa B IPOTEPUSITA U Ja MPEAOCTaBs
Ha KOHTPOJIHUTE OPraHu MPU MOMCKBAHE CICTHUTE JOKYMEHTH:

1. yaocToBepeHHETO 3a perucTpanus Ha ApOrepusra;

2. KOIhMEe OT JOKYMEHTHUTE 3a IPaBOCIIOCOOHOCT W TPYIOBHTE JOTOBOPU C PaOOTEHIUTE B
JporepusiTa JIULa;

3. dakTypuTe, ¢ KOUTO ca 3aKYyIEHU JICKAPCTBECHUTE MPOAYKTH, MECIAUIUHCKUTE HW3ACIUSI H
MPOAYKTUTE U CTOKUTE ChC 3HAUEHUE 3a 3/IPABETO HA YOBEKA;

4. XxHUTA 33 XUTUCHHOTO CHhCTOSHUE HA JIPOTEPHUATA, B KOSATO KOHTPOJHUTE OPraHu 1Mo Wi. 267,
an. 2 3JIIIXM otpa3zsBat pe3yATaTUTE OT U3BBPILICHUTE TPOBEPKH;

5. Komus OT MPOTOKOJIMTE HA U3BBPIICHU MPEAXOIHU MPOBEPKU OT KOHTPOJIHUTE OPTaHH.

JombjHUTEIHE pa3nopeadun

§ 1. (Ot™. - B, 6p. 2 o1 2012 1.)

§ 2. Ilo cMucwna Ha Ta3u Hapenoa:



1. "buonuan" ca OuonuauTe MO 3aKOHA 3a 3aIMTa OT BPEAHOTO BBH3JICUCTBUE HA XMMUYHHUTE
BEIIIECTBA U MPENapaTH.

2. "Ko3meTnyHu mpoayKTH'" ca KO3METUYHUTE MPOIYKTH IO 3aKOHA 3a 3/paBETO.

3. "MemumuHCcKY u3aeaud” ca MEQUIIMHCKUTE U3AEINS 10 3aKOHA 3a MEIUIIMHCKUTE U3IEIINA.

4. "MeIMIMHCKU CHEUATUCTH" ca MEIUIIMHCKUTE CHEeHAIIMNCTUA N0 3aKOHA 3a JIEKapCTBEHUTE
MPOIYKTH B XyMaHHATa MEIAHUITMHA.

5. "Xpanutennu 106aBKku" ca XpaHUTEIHUTE T00ABKHU O 3aKOHA 33 XpaHUTE.

6. "XpaHu ChC CHEIMATHO MpeAHa3HaYeHUEe" ca XpaHUTE ChC CIEIUATHO MpeAHa3HauYeHUE 110
3aKoHa 3a XpaHUTeE.

IIpexoanu u 3akIHOYUTETHU pa3nopeadoun

8 3. KoHTposrbT MO HM3MBJIHEHHETO HA Hapendara Ce OCHIICCTBABA OT TIJIABHUS JIbPXKABCH
3/paBEH MHCIEKTOP, U3MbJIHUTENHUS JupekTop Ha MAJI u nupekropute Ha choTBeTHUTE PUOKO3.

8 4. (1) 3aBapeHuTe 10 BIM3aHE B CHJIA HA Ta3u Hapenda IPOreprH MPUBEKIAT JCHHOCTTA CH B
CHOTBETCTBUE C M3MCKBAHUATA HA Ta3H Hapea0da B CPOK JI0 €/I1HA TOJAWHA OT BIIM3AHETO i B CHJIA.

(2) UsuckBaneto mo wi. 7, ajg. 2 OTHOCHO MHUHHMMAaJHaTa O0Ia IJIONI HA JPOTepHUsiTa HE Ce
IIpuJIara 3a IporepuuTe mno ai. 1.

§ 5. Hapenbara ce u3naBa Ha ocHOBaHHME wi. 243 oT 3akoHa 3a JICKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa Meaunuaa u otMeHs Hapemba Ne 6 ot 2000 r. 3a ycinoBusTa W peia 3a OTKpHBaHE Ha
Jporepus U HaYMHA Ha BojeHe Ha myOsmdeH peructsp ([IB, Op. 54 ot 2000 1.).



