HAPEJIBA Ne 29 OT 9 JEKEMBPHU 2008 I'. 3A YCJIOBUSATA U PEJA 3A
OPT'AHU3AILIUSA HA PABOTATA B IPOT'EPUSATA

H30a0ena om Munucmepcmeomo Ha 30paseonazsanemo

O6mn. /IB. 6p.109 om 23 Jlexemepu 2008e., uzm. /IB. 6p.2 om 6 Anyapu 2012..

Pasznen |.
OO0 MoJI0KeHU S

Un. 1. C Ta3u Hapenba ce ONpeneNsiT yCIOBHATAa W pelbT 3a OpraHu3anusi Ha paborata B
JporepusiTa.

Ui 2. B gporepusita Morar Ja ce mpojaBar:

1. nekapcTBEHU MPOAYKTH, KOUTO CE OTIyCKAT 0e3 JIeKapCKo MpeAnrucaHue;

2. MEAUIIUHCKA U3/CIIH;

3. IPOJYKTH U CTOKH ChC 3HAYCHHE 3a 3PAaBETO HA YOBEKA:

a) XpaHUTEIHH J00aBKH;

0) XpaHH ChC CIEIHATHO MMPEIHA3HAYECHUE,

B) KO3METUYHH IIPOJYKTH;

r) 6uorau ot rpymna | "Jlesundekrantu u odmum ouoruau” u rpyna Il "Buoruau 3a 6opda ¢
BpEIUTENH .

Un. 3. Iporepusita 3abJDKMTEIHO UMa BbHIIEH Haanuc "/[porepus’, usnucan Ha Osi1 GoOH ¢
THMHH OYKBH, TIOCTaBEH Ha BHJIHO MSICTO, C U3TJIE] KbM YyIIHIIATA.

Y. 4. (U3m. - IB, 6p. 2 ot 2012 r.) Y 10CTOBEPEHHETO 32 PETUCTPAIIHS Ha JPOTEPHs, U3 ICHO
OT JWPEKTOpa Ha CHOTBETHATA PETMOHAIHA 3[paBHA HWHCIEKIMS, CE€ TOCTaBs HA BHUJIHO MSCTO B
MIPUEMHOTO MTOMEIIIEHUE Ha IPOrepusTa.

Uin. 5. B nporepusra umar npaBo ga paboTsIT caMO MEIUIIMHCKU CIIEIUATUCTH.

Ui 6. 3a0pansBar ce:

1. mponaxx6ara Ha JEKapCTBEHHW MPOIYKTH, MEIUIIMHCKHA W3NS W MPOAYKTH M CTOKH ChC
3Ha4YeHHUE 32 37PaBETO Ha YOBEKA U3BBHH IMOMEIICHUATA, pa3pelIeH! 3a OJI3BaHE;

2. IPUTOTBSTHETO HA JICKAPCTBEHU MPOIYKTH B JPOTEPHUSATA,

3. mponaxk0aTa U CbXPaHEHHETO B JPOrepUsATa Ha MPOAYKTH, U3BbH IIOCOYCHHUTE B Wl. 2;

4. nmpojaxdaTa Ha JIEKAPCTBEHH MTPOAYKTH C HAPYIICHA MbPBUYHA W/UJIM BTOPUIHA OMAKOBKA,

5. TIOTIOHONYIIEHETO B APOTEpUsITa,;

6. TOCTaBsIHETO HA MPOIYKTHTE M CTOKHUTE TIO WI. 2 TUPEKTHO BHPXY M0Ja Ha TIOMEIICHUATA.

Paznea Il.
YcrpoiicTBO Ha AporepusATa



Yn. 7. (1) [Jporepuu moratr ga ce OTKpHUBAaT B IMOMEHICHUS ChC CAMOCTOSITEICH BXO[I,
Pa3IoJIOKCHH HA IIBPBH HAJA3EMEH €TaX, C OCHUTYPEH JOCTHII 32 MHBAIHIH.

(2) Munnmannara o6mia o Ha aporepusita ¢ 30 KB. M U CBETJIa BUCOYMHA HA MOMEIICHHSTA
He no-Majko ot 2,50 m.

(3) CrenuTte, mogoBeTe W TaBaHWUTEC HA MOMEIICHHUATA TPSAOBa da OBJAT TJIaJKU U JICCHH 3a
nmourcTBaHe. [10JIOBOTO NMOKpPHTHE HA IOMEIICHHATA TPsAOBa Ja ObjJEe YCTOWYMBO Ha M3HOCBAHE M
MTO3BOJISIBAINO BJIAYKHO MTOYMCTBAHE U IC3MH(EKITHUS.

(4) B canuTapHus Bb3el CTCHHTE Ha BUCOYHMHA 2 M CE MMOKPUBAT C BOJOYCTONYHUBO MMOKPHUTHE,
MTO3BOJISIBAINO BJIAYKHO MTOYMCTBAHE U IC3MH(EKITHUS.

Y. 8. (1) JIporepusta MMa CIICIHUTE TMOMEIIECHHSA: MPUEMHO, CKJIAJOBO M CAHUTAPEH BB3eJ,
(YHKIIMOHATIHO CBBP3aHU MIOMEXKIY CH.

(2) Hporepusta ce o63aBexkna ¢ padToBe, CTENAKU M IMIKapOBE C TJIaIKH MOBBPXHOCTH,
II03BOJISIBAIIN BJIAXKHO ITIOYUCTBAHEC U IIC?.I/IH(beKIH/I?[.

(3) PasnuunnTe BUIOBE MPOAYKTH IO WI. 2 - JEKAPCTBEHH MPOLYKTH, MEIMIIUHCKU H3/EIIHs,
XPaHUTCIIHA I[O6aBKI/I, XpaHu CbC CIICHUATIHO MPECAHA3HAYCHUEC, KOSMCTUYHU NPOAYKTH U 6I/IOIII/II[I/I, ce
pasmoJjiarat B IpMEMHOTO U B CKJIAJI0OBOTO [TOMEIIEHHE Ha JIPOTEpPHsTa B OTACIHH CEKTOPH.

(4) Hporepusita pasmosnara ¢ MeTaIHH IKapoBe wWiIM OyHKepH 3a ChXpaHEHHE Ha
JIECHO3AIAIMMH TIPOAYKTH.

(5) dporepusita pa3mnojara ¢ XJIaIWIHHINA 32 TSPMOJIAOUITHUTE MPOTYKTH.

Y. 8a. (Hos - JIB, 6p. 2 ot 2012 r.) ThproBust M0 WHTEPHET C JIEKAPCTBEHU MPOIYKTH O€3
JIEKapCKO TPEANHCaHNe MOXKE Jla C€ W3BBPIIBA OT IPOTEpHs, KOSATO OTrOBaps Ha M3HUCKBAaHUATA HA
pazznen V "[Iponax0a Mo MHTEPHET Ha JIEKapCTBEHH MPOJYKTH Oe3 Jekapcko npeanucanue” ot Hapenba
Ne 28 ot 2008 T. 32 ycTpOMCTBOTO, peia M OpraHU3aIMsITa Ha padoTaTa Ha aNTeKUTE U HOMEHKJIaTypaTa
Ha JieKkapcTBeHuTe MpoAykTH (00H., JIB, 6p. 109 or 2008 r.; u3m., 6p. 67 ot 2010 1.).

Paszngea III.
Opranu3anus Ha padoraTa B IpPOrepusaTa

Un. 9. JIuniero, MOMy4nsio yIOCTOBEPEHHE 3a PErUCTpaIis Ha Iporepus, € ITbKHO JIa:

1. 060coOM B MPUEMHOTO M B CKJIAJOBOTO MOMEIICHHE Ha JPOTEPHUSATA OTACITHU CEKTOPH 3a
JIEKapCTBEHUTE MPOAYKTH, METUIIMHCKUTE W3JENHs, XpPAaHUTEIHUTE NO0OAaBKH, XPAaHUTE ChC CIIECIHATHO
npe€aHa3HauYCHUEC, KOBMCTUYHUTE IMMPOAYKTHU U 6I/IOI_[I/I)II/IT6;

2. OCHTYypU CHXPAHEHHETO Ha JIEKAPCTBEHUTE MPOAYKTH TPU YCIOBUATA, MOCOUYEHU BBPXY
OTaKOBKaTa MM,

3. OCUTYypH ChXpPaHEHHETO Ha MEIUIIMHCKUTE U3JIENNs, HAa TPOAYKTUTE U CTOKUTE ChC 3HAYCHHE
3a 3/IpaBeTO Ha YOBEKA CHIJIACHO YCIOBUSATA, ONPECIECHU OT IPOU3BOIUTENS;

4. ocUrypu ChXpaHEHUETO Ha JICKAPCTBEHHUTE MPOAYKTH, METUIIMHCKUATE U3ACTUS, IPOTyKTUTE
U CTOKHUTE CBhC 3HAUEHHE 3a 3/IpaBeTO Ha 4YOBEKa, MOKa3ald HEChOTBETCTBHE C M3UCKBAHHUATA 3a
Ka4ecTBO M/MiIK 0€30MacHOCT, OJOKUPAHU MAPTUM, TAPTUM C U3TEKBJI CPOK HA TOJHOCT, C MIOBPEICHU
OIAaKOBKHM WJIM ChC CbMHEHHUS 3a MPOM3X0Ja, Ha CIEHUaIHO 000CO0EHO 3a 1eNTa MICTO B CKJIaJJOBOTO
MOMEIIIEHHUE, C TPAiHO 0003HAYCHUE,;

5. OpraHu3upa cUcTeMa 3a OJIOKHpaHE U M3TETJIsTHE Ha JIEKApCTBEHU NMPOAYKTHU U MEIULUHCKU
W3JIeNusl, TOKa3ajdl HECHhOTBETCTBME C HW3HMCKBAHUATA 3a KAueCTBO, OE30MACHOCT U ePUKACHOCT,
ChIUIACHO 3aKoHa 3a JIEKApCTBCHHWTE MPOAYKTH B XymanHaTa Meaunuua (3JIIIXM) u 3akona 3a



MeauuHCKuTe n3nenus (3MIN).

6. ocurypu KBaIMPUITMPaH MEPCOHAT ChIIIAaCHO 4JI. O;

7. U3MCKBA pa3pelICHUETO 3a ICHHOCTTA Ha THPTOBIIUTE, OT KOUTO CE CHAOsBA,

8. ocurypsiBa paboTHO 00JIeKJIO M OOYBKH 3a IIEPCOHAIA,

9. 00s1BE pabOTHOTO BpEeME Ha JIPOrepUsaTa Ha BUAHO MSCTO HA BXOJHATA BpaTa,

10. ocurypsiBa O€3MPEIATCTBEH IOCTHII 10 MOMEIICHUSATa Ha JAPOrepUsiTa HAa OpPraHUTe 3a
IbpPKABEH KOHTPOJI, OMPEICIICHH B HOPMAaTHUBEH aKT;

11. cna3Ba M3UCKBaHMATA HA CIICIIMATHUTE 3aKOHH 33 IPOJAYKTHTE U CTOKUTE T10 4II. 2.

Ui 10. PEKOBOIMTENSAT HA IPOTepUATa € OTTOBOPEH 34!

1. usanoctHaTa opraHu3anys U KOHTpoJa Ha paboTara B IpOrepusTa;

2. CHa6Z[SIBaHe C JICKApCTBCHU IIPOAYKTH, MCOUIMHCKU HU3ACIUA, NPOAYKTHU M CTOKHU CBbC
3Ha4YeHHUe 3a 37paBEeTO Ha YOBEKA, KaTO OCUTypsiBa HE0OXoauMara JOKyMEHTAIMs 3a TOBa,

3. CBXpaHEHHETO, CpOKa Ha TOMHOCT M KAayeCTBOTO Ha JICKAPCTBEHHUTE MPOAYKTH,
MEIULUHCKUTE U3JeNUs, IPOJYKTUTE U CTOKUTE ChC 3HAUEHHE 3a 3/[PABETO HA YOBEKA;

4, 6JIOKI/IpaH€TO U U3TCIIIAHCTO Ha JICKAPCTBCHUTC IMPOAYKTH, MCIAWIHWHCKUTEC H3ACIINA,
IPOAYKTUTE U CTOKUTE ChC 3HAYCHUE 32 3[PAaBETO Ha YOBEKA,

5. BOACHCTO Ha TCMIICPATYpPCH JHCBHHK, B KOWTO ce€ BIHNCBAT CIKCIAHCBHO TCMIICpaTypara Ha
HOMCUICHHATA U XJIAIMITHAKA/X T INITHHLUTE;

6. ocurypsiBaHeTo Ha npodecuoHaHa HHPOPMALIUS U CIIPABOYHA JINTEpaTypa, CBbpP3aHa ChC:

a) HOPMaTHBHUTE aKTOBE, PErJIAMEHTHPAIIH JACHHOCTTA Ha IPOTCPHUTE;

0) uH(popMaIus 32 HAUMHA Ha yroTpeda U ChbXPaHESHUETO Ha MPOIYKTUTE 1O Wl. 2;

B) OJIOKMPAHETO M M3TEIJISIHETO HAa MPOIYKTHUTE MO 4. 2;

7. C€XKCIHCBHOTO BJIA’)KHO ITOYHCTBAHC U I[CSI/IH(l)GKIH/I?[ Ha pa60THI/ITC IMOBBPXHOCTH, IMOJOBETC
Ha BCUYKHU MOMEIIEHUS U CTEHUTE Ha CAHUTAPHUS Bb3€Jl Ha IPOTrepusTa.

Y. 11. PpKOBOIUTENAT HA APOTEpHsITa € JUIbXKEH /1a ChXpaHsABa B JPOrepusiTa U J1a MPe10CTaBs
Ha KOHTPOJIHUTE OPTaHU IIPU NMOMCKBAHE CIECIHUTE JOKYMEHTH:

1. ynocToBepeHHETO 3a perucTpanus Ha Iporepusra,

2. KomHMe OT JOKYMEHTHUTE 3a MPAaBOCIIOCOOHOCT U TPYNOBHUTE JOTOBOPU C pabOTeluTe B
JporepusiTa JInua,

3. QaxTypute, ¢ KOUTO Ca 3aKyINEHHU JIEKAPCTBEHUTE NPOAYKTH, MEIUIMHCKUTE W3AEIHS U
IPOAYKTUTE U CTOKUTE ChC 3HAYCHUE 32 3[PAaBETO HAa YOBEKA,

4. KHUTa 32 XUTHEHHOTO ChCTOSIHUE HA JIPOrepHsTa, B KOSITO KOHTPOJIHHUTE OpraHu no ui. 267,
ait. 2 3JIITXM otpa3siBat pe3yaTaTuTe OT U3BBPIICHUTE TPOBEPKH;

5. KOomUs OT IPOTOKOJIUTE HA U3BBPIICHU MPEAXOTHH TPOBEPKH OT KOHTPOIHUTE OPTaHU.

JlonbJIHHUTEIHN pa3nopeadu

§ 1. (Orm. - 1B, Op. 2 oT 20121.)

§ 2. ITo cmuchia Ha Ta3u Hapenoa:
1. "buonuau" ca GmonuauTe MO 3aKOHA 3a 3aIIWTa OT BPEIHOTO BB3JACHCTBUE HA XUMUYHHTE
BEIIIECTBA U MpernapaTH.



2. "Ko3MeTHuHu NpoIyKTH" ca KOSMETUYHHUTE IMPOIYKTH MO 3aKOHA 32 3APABETO.

3. "MeqummHCKY U3AeIna’ ca METUIIMHCKUTE U3IEINS 10 3aKOHA 3a MEAUIIMHCKATE U3AEIIHSL.

4. "MeauIMHCKH CIIEHHUATUCTU ca MEAUIIMHCKUTE CIEIUAIUCTH MO 3aKOHA 3a JIEKAPCTBEHUTE
MPOJYKTH B XyMaHHATa MEIUIMHA.

5. "Xpanutennu no00aBKU" ca XpaHUTEITHUTE JOOABKHU MO 3aKOHA 32 XPAHHTE.

6. "XpaHu ChC CHEIUATHO MpeTHA3HAUYCHUE' ca XPAaHHUTE ChC CICIHAIHO IPEeIHA3HAYCHUE 110
3aKoHa 3a XpaHUTE.

IIpexoanu u 3ak/II0YHUTESHH pa3nopeadu

§ 3. KoHTponbT MO HM3MBIHEHHWETO Ha HapendaTa Ce OCBIISCTBABA OT IJIaBHUSA bP>KaBEH
3JIpaBeH MHCIIEKTOP, U3MbIHUTENHUS Aupektop Ha MAJI u nupexropute Ha chorBeTHUTe PUOKO3.

§ 4. (1) 3aBapenuTe 10 BIM3aHE B CHJIA HA Ta3W Hapen0a Iporepuu MPUBEXKAAT ACHHOCTTA CH B
CHhOTBETCTBHUE C U3UCKBAHUATA HA Ta3HW Hape0a B CPOK JI0 €HA TOJAMHA OT BIM3aHETO U B CHJIA.

(2) UsuckBanero mo wi. 7, aln. 2 OTHOCHO MHHMMAaJIHaTa OOIIa IUIONI Ha APOrepHsTa HE ce
npuiara 3a JIporepuure mo ai. 1.

§ 5. Hapenbara ce m3gaBa Ha ocHOoBaHMEe Wi. 243 OT 3aKOHa 3a JIEKAPCTBEHUTE MPOIYKTH B
XxyMaHHaTa meaunuHa u otMeHsi Hapen6a Ne 6 or 2000 r. 3a ycnoBusATa M peia 3a OTKpHUBaHE Ha
JApOrepHsi M HaYMHA Ha BOjIeHE Ha mybnudeH peructsp (B, 6p. 54 ot 2000 1.).



