HAPEJIBA Ne 28 OT 9 JEKEMBPH 2008 I'. 3A YCTPOUCTBOTO, PEJIA 1
OPTAHU3AIIUSATA HA PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA
HA JTJEKAPCTBEHUTE INIPOAYKTH

H30a0ena om Munucmepcmeomo Ha 30paseonazsanemo

O6n. JIB. 6p.109 om 23 Jlexemspu 2008e., uzm. JIB. 6p.67 om 27 Ascycm 2010e.,
usm. /[B. op.2 om 6 Anyapu 2012..

Pasznea .
OO0 moJI0KeHus

Y. 1. (1) C ta3u Hapeaba ce ompenesiaT yCTPOHCTBOTO, PEABT U OpraHM3aIusTa Ha pabora B
anTEeKUTE, KaKTO U HOMEHKJIATypaTa Ha JIEKAPCTBEHUTE U JIPYTH MPOJIYKTH, KOUTO CE Mpeasarar B TAX
cbriacHo npusoxxenue Ne 1.

(2) B anTekara morar jaa ce MpoOJaBaT 4pe3 aBTOMAT JICKAPCTBCHU IMPOAYKTH, MOCOYCHU B
CHHCHKa 1Mo npusoxeHue Ne 2.

Yn. 2. (1) BBHOIHOTO W BBTPEHIHOTO O(QOPMIICHHEC Ha IOMCUICHUSITa Ha amnTeKara ce
cb0oOpa3sBaT ¢ €CTECTBOTO HAa U3BBPILIBAHUTE B Hes crieU(UUHM JeHHOCTH.

(2) AnTekara 3agbmkurenHo uma BrHIICH Hagamuc "AIITEKA", usnucan Ha 051 GOH ¢ ThbMHHU
OYKBH.

(3) Ha BuiHO MSCTO B MIPHEMHOTO MOMEIIICHHE HA alTeKaTa ce MOCTaBs HH(OPMALIUS OTHOCHO
U3J1a/IEHOTO pa3pelleHne ChINIacHO Ipuiioxenue Ne 3.

(4) 3abpansiBa ce peKIIaMHPaHETO Ha THProBCcKaTa JAEWHOCT Ha anTeKaTa, CBbp3aHa C ICHH,
OTCTBIIKM, TMOAAPBLUM W JPYrd Ha JIEKapCTBEHM IHPOIYKTH, KOUTO C€ OTIYCKaT IO JIEKapCKO
TIpeIcaHue.

Yn. 3. (1) B anrtekara ce cbxpaHsBa HH(OpPMAIMs, OCHTypsBallla IPOCIEIIBAHETO Ha
CTOKOBUTE HAJMYHOCTH IO ACOPTUMEHTH WM TAapTHAM, KOSATO C€ HM3MON3BAa W INPH TOJydaBaHE Ha
yBEJIOMJICHHE 32 OJIOKMpaHE U U3TETJISIHE Ha JIEKapCTBEHUTE IMPOLYKTH.

(2) Anrexata mma meyar, HOCEIl HOMEpa M JaraTa Ha H3JaJICHOTO OT MHUHHCTBpa Ha
3/IpaBEOINa3BaHETO pa3pellleHHe 3a ThProBUS Ha JAPeOHO C JEKapCTBEHM NMPOIYKTH, KOHTO ce MoCTaBs
BBPXY BCUYKH JJOKYMEHTH, CBBP3aHH C OTITYCKAHETO Ha JIEKAPCTBEHH MPOYKTH.

(3) B amrekata ce BOAM W ChXpaHsABa JHEBHHK Ha W3ITBJIHEHHTE PEIENTH ChIIIACHO
npuioxenue Ne 4.

Y. 4. (1) Besika anteka pasrmosiara ¢ JISKapCTBEHH MPOIYKTH OT BCHYKH aHATOMOTEPAIIEBTHYHN
TPYIH ChIIIACHO MpHiIokeHue Ne 5.

(2) B anrekara ce mpojaBaT XpaHUTCIHH A00aBKH, KOUTO OTTOBapsAT HA W3WCKBAHUATA Ha
Hapen6a Ne 47 ot 2004 r. 3a u3ucKBaHUATAa KbM XpaHuTenHute 106asku (B, 6p. 5 ot 2005 r.).

Yn. 5. (U3wm. - JIB, 6p. 2 ot 2012 r.) B antekuTe Morart jia ce mpoaaBaT KO3METHYHH ITPOAYKTH.



Y. 6. Jlumero, moiyumsio pasperieHre 3a THProBUS Ha IPeOHO C JICKAPCTBEHU MPOIYKTH,
3aKyIyBa JICKAPCTBEHH MPOAYKTH CaMO OT THPrOBIY HA €IpO, MOJYYHIH pa3pelicHue/y10CTOBEpEeHHE
3a PErucTpalus 3a ThProBHs Ha €IpO C JICKAPCTBEHHU MPOAYKTH IO pea Ha 3aKOHa 3a JICKApCTBEHUTE
NPOAYKTH B XyMaHHata Meauiaa (3JITIXM).

Un. 7. JIuuero, mOIy4YHIIO JIMLIEH3UsS 32 ThbProBUs Ha ApeOHO U ChbXpaHSBaHE Ha JIEKAPCTBEHU
MPOJAYKTH, CHABPXKAIIM HAPKOTHUYHM BEIECTBA, Cla3Ba M3UCKBaHMUSATA Ha 3aKOHA 3a KOHTPOJ Ha
HapKOTHYHUTE BerecTBa U npekypcopute (3KHBIT).

Yn. 8. (U3m. - 1IB, 6p. 2 ot 2012 r.) AnTekuTe, KOUTO HA OCHOBaHME wi. 222, ai. 6 u i 225
3JIIIXM ce pbKOBOAST OT MOMOIIHUK-(papMaIleBTH, MOTaT Jia POJaBaT caMo JICKApCTBEHH MPOIAYKTH,
KOHTO C€ OTITyCKaT 0e3 JISKapCKO MpPEANUCaHuE.

Yn. 9. (1) Ha HembiHOJNETHH JHIla HE MOraT Ja Ce OTIYCKaT W MpoJaBaT JIEKapCTBEHH
IPOJIYKTH, KOUTO C€ OTITYCKAT I10 JIEKAPCKO MPEIITUCaHue.

(2) (Tom. - B, 6p. 2 ot 2012 r.) 3abpaHsiBa ce JOCTaBKaTa Ha JIGKAPCTBCHU MPOIYKTH 0
KpaeH moTpeOuTeN 1Mo 3asBKa, ¢ M3KII0UEHUE Ha cirydanTe 1Mo wi. 234, an. 5 3JITIXM.

(3) (om. - OB, 6p. 2 ot 2012 r.) 3abpaHsiBa ce OTIyCKaHE M MMOKYMKO-PpoAaxbaTa Ha
JIEKapCTBEHH INPOJYKTH H3BHH ITOMEIICHHUATA, 3a KOWUTO alTeKara € IoJyduia paspelicHue 3a
oTkpuBane 1o peaa Ha 3JI[IXM, ¢ uzknrouenue Ha ciydaute o wi. 234, an. 5 3JIIXM.

Paznen Il.
YCTpoiicTBO HA aniTeKUTe

Yn. 10. (1) Anrteku morar jga ce OTKPHBAT B TOMEMICHHS CHhC CaMOCTOSITEIEH BXOJ,
Pa3IoJIOKCHH Ha ITbPBU HAJ3EMEH €TaX, IOCTHITHU 32 TIOCETUTEIIUTE W TTOIXOJISAIIHN 32 U3BBPIIBAHE HA
nerHoctuTe 1o wi. 219, am. 1 3JITTXM.

(2) (U3m. - [IB, Op. 2 ot 2012 r.) Jlunara no wi. 222, an. 1 3JIITXM ocurypsiBaT CbOTBETHHUTE
YCJIOBHS 32 JOCTBII JIO IIOMEIICHHSTa, B KOUTO € OTKPHUTA alTeKara, U 3a Xopa ¢ YBPEKIaHHS.

(3) UsnckBanusta mo am. 1 W 2 3a MECTOHAXOXICHHETO HE CE OTHACAT 3a alTeKWTe Ha
JIeYeOHUTE 3aBeAeHus o wi. 222, ai. 4 3JITIXM.

Yn. 11. (M3wm. - JIB, 6p. 2 ot 2012 r.) 3a mosyyaBaHe Ha pa3pelieHne 3a ThProBUs Ha IpeOHO ¢
JICKQpCTBEHH TPOAYKTH 3asBUTEIMTE MOAaBaT B M3mbiaHuTenHaTa areHuus mo JjekapcrBata (MAJ)
3asBJICHUE 10 00pa3el] ChIIIACHO MpHIoKeHue Ne 7.

Yn. 12. (1) 3a ormyckaHe Ha JIEKAPCTBEHH MPOAYKTH HA TPaXJaHH B 3aBHCUMOCT OT
M3BBPIIBAHUTE AEWHOCTH MOTAT J1a ObJaT OTKPUBAHH alTeKH 3a:

1. nekapcTBeHU MPOAYKTH, C M3KJIIOUEHHE Ha MPUTOTBSIHU MO MarucTpaiHa u (apmaxorneitHa
penentypa;

2. JEeKapCTBEHM MPOJYKTH, BKIIOUUTENTHO IMPHUTOTBSIHU IO MarucTpaiHa u (papmaxoreiiHa
peuentypa 6e3 U3roTBsHE Ha JIEKAPCTBEHU (POPMHM 32 OUU U HA Pa3TBOPH 3a MAPEHTEPATHO MPUIIOKEHUE;



3. JIeKapCTBEHM MPOAYKTH, BKIIOYUTEIHO NPUTOTBSHU TI0 MarucrpaiHa u (apMakorieiiHa
peLenTypa ¢ U3roTBSIHE Ha JIEKapCTBEHU (POPMH 3a OUH;

4. Ounky ¥ OWIIKOBH CMECH, BKJIFOUMTEIHO INPHIOTBSHH [0 MarucrpaiHa u (apmakorieiiHa
penentypa (OMIKOBa anTeKa).

(2) 3a 3amoBoisiBaHE HYXJAWTE Ha JieueOHWTE 3aBeneHUs mo wi. 222, an. 4 3JIIIXM B
3aBUCHMOCT OT M3BBPIIBAHUTE ACHHOCTH MOTaT Jia ObJIaT OTKPUBAHU alTEKH 3a!

1. JilekapCTBEHM NPOJIYKTH, BKJIFOYUTEIHO MPHUTOTBSHH 0 MarkcTpaiHa U (apMakoreiHa
perentypa 6e3 H3roTBSHE Ha JIEKapCTBEHH (POPMH 3a OUYM M HA Pa3TBOPH 3a MAPEHTEPATHO MPUIIOKEHHE;

2. JIGKapCTBEHM IPOAYKTH, BKIIOYUTEIHO NPUTOTBSHU 110 MarucrpaiHa u (apmakorieiiHa
peLentTypa ¢ U3roTBSHE Ha JISKApCTBEHU (POPMU 32 OUYM U HA PAa3TBOPH 32 MAPEHTEPATHO MPHIIOKECHUE;

3. (oBa - [IB, Op. 2 ot 2012 r.) nekapCcTBEHU MPOAYKTH C M3KJIIOYCHUE HA MPHUTOTBSHH 10
MarucTpaiHa u (hapMakoIieifHa pernenTypa.

(3) B 3aBHCHMMOCT OT U3BBPIIBAaHUTE JCHHOCTH 1O al. 1 1 2 anTekuTe TpsiOBa Ja pasmosiarar ¢
MOMEIIEHHUS ChIIIacHO npuitokeHne Ne 8.

Y. 13. (1) AnTekara pa3mnosara ¢ 003aBex1aHe ¢ TIaJKU OBbPXHOCTH, KOUTO MOTaT Jia ObIat
OBP30 U JIECHO MOYUCTBAHU U JAE€3UH(EKIUPaHH.

(2) Oo03aBexmaHero B anTekaTa M HETOBOTO pA3MoOJiOKEHHE TpsOBa Ja OCHIypsBaT Ha
paloTemuTe B Hes JIECEH JI0CTBII J10 JIEKApCTBEHUTE MPOYKTH.

(3) PaboTHuTE MecTa B MPHUEMHOTO M aCUCTEHTCKOTO IMOMELICHUE CE€ OpPraHM3HMpaTr MO HAa4HH,
MO3BOJISBAILl OCBILECTBSIBAHETO HAa KOHTPOJI OT Marucrbp-papmaneBra BbpXy paboTrara Ha
MTOMOIIHUK-(apMaIeBTa.

Yn. 14. (1) B 3aBucumoct or obema Ha paboTara NPUEMHOTO MOMEIICHHE CE paslels Ha
OTJIETTHU CEKTOPH, 000CO0EHU CHOOPA3HO MPOIYKTUTE, TOCOUEHH B MpuiioxeHue Ne 1.

(2) JlexapcTBeHHTE MPOIYKTH IO JIEKAPCKO MPEAMUCAHUE Ce ChbXPaHsSBAT OTACIHO MO HAYHH,
BB3NPEISITCTBAI BU3YaJICH JOCTHII HA MAllMeHTa/IoTpeOnTeIs.

(3) Bceku paboten cekTop ce 003aBexaa ¢ papToBe WIH IJIOTOBE ChC MM 03 OCTHKISIBAHE
WIH JPYyT TPO3padeH MaTepuall, OCUTYPSBAIIM MPABIIIHOTO ChXpAaHEHHWE Ha JICKApPCTBEHUTE MPOIYKTH,
KaKTO U OBP30 U JIECHO OOCITYKBaHE.

(4) 3abOpansiBa ce ChXpaHSIBAHETO Ha JIEKAPCTBEHU MPOIYKTH, CHABPKAIIA HAPKOTUYHH
BEIIECTBA, B IPUEMHOTO ITOMEIICHHE.

Y. 15. (1) ACHCTEHTCKOTO MOMEIIEHHE ce 00opyaBa ¢ pabOTHA Maca, C ypeau M Mocoous,
HEoOXO0/IMMHU 3a paboTara Ha anTeKara.

(2) AcucrenTckoTO TIOMEIIEHHE B anTekara mo wi. 12, an. 1, T. 4 ce obopyaBa ¢ paboTHa Maca,
c Ookc, cHabJeH C acmupaloHHa ypeada M ChIOBE 32 XOMOTCHHM3MpaHE Ha cMecH, pad)ToBEe WU
mkagoBe 3a CbXpaHEHHE Ha OWJIKUTE, HEOOXOJMMH 3a MPUTOTBSHE HA JIEKAPCTBEHU MPOIYKTH IO
MarucTpaiHa u (papmakorieiiHa perenTypa.

(3) BunkuTe, npenHa3HAYCHU 3a MPUTOTBSHE HA JIGKAPCTBEHU MPOJIYKTH MO MAarucTpaiHa U
dapMakorneiiHa pelenTypa, ce ChbXpaHsABaT B J00Ope 3aTBOPCHHM KApTOHEHH KYTHU WM JIbPBCHU
YCKMCIXKETA.

(4) PwkoBOmUTENAT Ha amnTeKaTa OCHTYpsiBa 3aJbJDKUTEIHA METPOJIOTMYHA IMOCIIe/IBaIla
HpOBepKa Ha BCUYKH BC3HU U }Ipyrl/l I/I3MepI/ITeHHI/I ypezm CbIJIACHO 33KOHa 3a I/ISMepBaHI/If{Ta.



Y. 16. (1)CxiiagoBoTO OMEIIEHHE ce 003aBeX/Ia ChC:

1. crenaxku u/uiu 3aTBOpEHH mIKaoBE;

2. MeranieH mkag wid OyHKEp 3a ChXpaHEHHE Ha TOPHUMH M JIECHO3ANAIMMHU JICKApPCTBEHH
MPOJYKTH.

(2) Ilpu pabota c JIeKapCTBEHU MPOIYKTH, ChIbPIKAIIM HAPKOTUYHHU BELICCTBA, CE Cla3BaT
pasnopeadure Ha 3KHBII 1 moa3akoHOBUTE aKTOBE 11O MPUIIATAHETO MY.

Yn. 16a. (Hos - /1B, 6p. 67 ot 2010 r.) He ce monycka mocTaBsHETO B anTeKaTa Ha XUMHUYECKa
TOaJIeTHA.

Yn. 17. (1) JlekapcTBeHHUTE MPOAYKTH, MOCOUEHH B mpuiiokeHue Ne 9, ce cbxpaHsBaT B
OTJIENICH IKa] ChC CEKPETHO 3aKII0YBAHE, PA3MOJIOKEH B MPUEMHOTO, ACUCTEHTCKOTO HIIM CKJIaJJOBOTO
MIOMEIICHHE.

(2) TepmonaOuITHUTE JIEKAPCTBEHHU MPOIYKTH CE ChXPAHABAT B XJIa HITHHK.

Un. 18. M3uckBanusaTa 3a 00OpyABAaHETO HA MOMCIICHUATA HA amnTeKaTa ca TOCOYCHU B
npunoxenue Ne 10.

Yn. 19. (1) 3abpansiBa ce BIM3aHETO B Pa0OTHHUTE MOMELICHUS M CEKTOPU Ha anTeKkara Ha
BBHIIHH JIUIA OCBEH ONPEICIICHUTE B HOPMATUBEH aKT KOHTPOJIHU OPTaHu.

(2) 3abpansiBa ce M3BBPIIBAHETO B anTeKaTa Ha JCWHOCTH, KOMTO HE ca MocoueHH B 4. 219
3JIIIXM .

(3) 3abpansiBa ce paboTara B MPHUEMHOTO TMOMEIIEHHE HA JAPYTH JIMI[A OCBEH HA3HAYCHHUTE IO
TPYJOB IOTOBOP M/WJIM IOTOBOP 32 YIIPABJICHHE Ha anTekaTa (hapMarieBTH.

(4) MenuuuHCKUTE U3/ICNHs CE ChbXPAHSABAT U MPOJABAT OTACIHO OT OCTAHAIUTE MPOIYKTH B
anrTekara.

Pazgen I11.
Opranu3anus Ha padoTaTa B anTeKUTe

Y. 20. (1) PpKOBOAMTENSAT Ha anTeKaTa € OTTOBOPEH 3a:

1. msmocTHaTa opraHu3aIysa ¥ KOHTPOJIa Ha paboTara B anTeKara,

2. 3aKylyBaHETO W TPUTOTBSIHETO Ha KAYeCTBEHW M OE30MacHMU JIEKAPCTBEHU M JAPYIH
MPOAYKTH;

3. OCUTYpsIBaHETO Ha HEOOXOMMHUTE YCIOBUS U pell 3a paboTa;

4. opraHu3WpaHe Ha CHXPAHEHUETO W OTITYCKAaHETO Ha JIEKAPCTBEHHW MPOMYKTH, ChIbpPIKAIIA
HApKOTUYHU BEUIECTBA, ChIIIaCHO n3nckBanusaTa Ha 3KHBII;

5. OCUTYpsIBAHETO Ha pabOTHOTO OOJIEKIIO 3a MEPCOHANa,

6. moBHIIaBaHeTO Ha MpodecHoHaTHaTa KBaTu(UKaIys Ha pabOTEeIIUTe B alTeKara, CBbp3aHa ¢
JIEWHOCTTa MM, KaTO OCHTYpsiBA y4acTHETO UM B CHOTBETHH KypCOBE W Jpyrd GopMu Ha oOydeHHE
Haii-MaJIKo BEJHBK TOJTUIIHO;

7. (u3m. - JIB, Op. 67 ot 2010 r.) ocurypsiBane Ha npodecroHamHa HHPOPMAIHS U CIPABOYHA
JUTEpaTypa upe3 IOCThI 10 HHTEPHET WM Ha XapTHEH HOCUTEN, CBhp3aHa ChC.

a) HOpMaTHBHATa ypenoda, periiaMeHTupania IeHHOCTTa Ha alTeKHTe;



0) moKa3aHWs, TPOTHBOIOKA3aHMs, JO3MPOBKA, HEXKEIaHW JICKAPCTBEHH pEaKUUH U
JIEKapCTBEHH B3aUMOJCHCTBHS,

B) pS)KMMa Ha IPEAMUCBAHE U OTIYCKAHE Ha JICKAPCTBEHUTE MPOAYKTH;

I) Ka4eCTBOTO, CPOKa HAa TOJHOCT M HAaYWHA HA ChbXPaHECHHE Ha JICKAPCTBCHUTE MPOIYKTH B
anrTeKara ¥ B IoMa Ha MallMeHTa,;

) JIEKapCTBEHU HPOIYKTH, ChIABPKAIIM HAPKOTHYHHU BELIECTBA W/MJIM W3UCKBAIIU OTACITHO
ChXpaHEHHE.

(2) PpkoBoaMTENIAT Ha anTeKaTta € JTBXKEH Jia MOBUIIAaBa po(ecHoHaIHaTa CH KBATU(UKAIHS,
y4acTBaliKi B OpraHu3MpaHu mo pexa Ha 4i. 182 or 3akona 3a 3apaBeTo GOpMH Ha IPOABIDKABAILO
oOy4eHue Ha apmaIreBTUTE.

Un. 21. Jlunero, momyymso paspeuieHue 3a ThProBHsl Ha JAPeOHO C JIEKAPCTBEHU IMPOIYKTH,
OCUTYpsIBa BCUYKH HEOOXOIMMHU YCIOBUS 32 U3IIBIHEHUE Ha 3abJKeHUATa 110 wi. 20 0T pbKOBOAUTEIIS
Ha arrTeKara.

Yn. 22. (1) B amTekara ce MOCTaBAT, MPUTOTBIT ChXPAHIBAT U OTITYCKAT CaMO KadyeCTBEHH,
epuKacHu U 6€30TIaCHU JIEKAPCTBEHHU MPOIYKTH.

(2) (Homa - IB, 6p. 2 ot 2012 r.) IIpu oTmyckaHe JIeKapCTBEHUTE MPOAYKTH C€ OMAKOBAT TaKa,
4e J]a ce rapaHTHpa 3ama3BaHe Ha TAXHOTO Ka4eCTBO M €(hUKACHOCT.

(3) (Ilpemummna am. 2 - JIB, 6p. 2 or 2012 r.) I'paxxganurte TpsiOBa BHUHArd jJa Obaar
nHGOPMHUpAHH 3a HAuYMHA Ha YNOTpeda, ChXpaHEHHWE W HEXKEIAaHW JICKApCTBEHH pPEaKIUHd Ha
JICKAQPCTBEHHUTE TIPOTYKTH.

(4) (Ilpemumna an. 3 - JIB, Op. 2 ot 2012 r.) PaGoremuTe B anTekarta MOraT Jia U3BbPIIBAT
neitHocty no wi. 219, an. 1 3JIITXM camo criopes mpuTexaBaHaTa OT TAX KBaTU(pUKALIUS.

(5) (llpeaumina an. 4 - 1B, 6p. 2 ot 2012 r.) [IpeaaumioMen CTax B anrTeka, ONpeaesicHa 110
pena Ha wi. 8, an. 2 or Hapenbara 3a equMHHUTE Jbp)KaBHU M3UCKBAHMA 3a NMPHUA00MBaHE Ha BHCIIE
oOpa3oBaHue 1o croenuanHocrra "®apmanus’ 3a oOpa3oBaTeTHO-KBaIM(UKAIMOHHA CTENeH
"marucTbp”, npueta ¢ [TocranoBnenne Ne 61 Ha Munucrepckus cset ot 2005 r. (06H., B, 6p. 32 ot
2005 r.), MOKe J1a ce TPOBEX/Ia Ha CTYJICHTH IO/ KOHTPOJIa Ha MAarucThp (hapMalieBT Cliell IPe/ICTaBsHE
Ha ChOTBETHUTE JOKYMEHTH OT BUCLIETO YUMUIIMIIE.

Yn. 23. (1) Bceku ¢apmarieBT € He3aBHCMM IpH B3€MaHE Ha peEIleHHe, CBBP3aHO C
OCBIIECTBSIBAHETO Ha MPO(ECHOHATHUTE MY 33bJDKEHHS, 32 KOETO HOCH ChOTBETHATa OTTOBOPHOCT.

(2) PabGoromarensT W pPHKOBOMUTEISIT Ha amTekarta ca JUTBXKHH Ja 3a4dTaT [paBaTa Ha
¢dapmarenrta o ai. 1.

(3) 3a HempaBWJIHO TPHUTOTBEH H/MIM OTIYCHAT JIEKAPCTBEH MPOJYKT W 33 HACTBHIHIMTE
MOCJIEAUIIA HOCH OTTOBOPHOCT (papManeBThT, KOWTO TO € TIPUTOTBUII /UK OTITyCHAII.

Yn. 24. (1) JlekapcTBeHHTE MPOJYKTH B alTekaTa ce MOJAPEXIAT MO aHATOMOTEpPAINleBTHUHH
IpyIu.

(2) JlexapcTBeHHTE MPOAYKTH CE ChXPAHABAT MPH YCIOBUSITA, ONPEICICHH B Pa3peIICHUETO UM
3a ynotpe0a/y10CTOBEPEHUETO 3a PErHCTpalys, a MEIUIMHCKUTE W3ICIHS W JPYTUTe NPOIYKTH -
CBIJIACHO YCJIOBUATA HA IPOU3BOAUTEIIA.

(3) JlexapcTBeHuTe POAYKTH, IpeIHA3HAYCHN 32 KIMHUYHU M3MUTBAHUS WIH TOJTYYSHH KaTo
XyYMaHHMTapHa IIOMOIL, C€ CBbXPaHsABaT B ANTEKUTE Ha JICUEOHUTE 3aBEACHUS OTIEIHO OT ApPYTUTe



JIEKapCTBEHH MPOAYKTH WJIM KOTaTo JIedeOHOTO 3aBeeHHWE HEe pas3mojiara chC COOCTBEHa amnTeka - B
MOAXOMSAIIN 32 LENTA IOMEUICHUS.

(4) TemmeparypaTa B MOMEIICHUSATA U XJIAJWIHUIINTE CE OTYMTA CKEAHEBHO M CE BIIUCBA B
JTHEBHUK.

Yn. 25. (1) IlpuemaneTro u 0OpabOTBAHETO HA PEIENTUTE, OTIIYCKAHETO Ha JIEKAPCTBEHHU
NPOAYKTH W TpojaxkOaTa Ha JPyrd MPOAYKTH ChIVIACHO mpuiiokeHue Ne 1 ce m3BBpImBaT camo B
MIPUEMHOTO MTOMEIICHUE.

(2) U3mrpiiHEHHETO HA PELENTHTE B alTeKaTa ce M3BBPIIBA [0 peaa Ha Hapegdara mo wi. 221
3JIIIXM.

Y. 26. (1) B acucTeHTCKOTO HOMEIICHHE CE U3BBPILBA IPUTOTBSIHE HA JICKAPCTBEHH MIPOIYKTH
[0 MarkcTpaiHa u (apMakoleiHa pelenTypa, MPeCUIBaHe U MpEIMBaHe Ha JIGKAPCTBCHU M MMOMOIIHH
BEILIECTBA, KAKTO U (hacOBaHE HA MPUTOTBEHHUTE B alITEKaTa JEKAPCTBEHHU MPOTYKTH.

(2) IlpuroTBsHWTEe B amnTeKkaTa JIGKAPCTBEHM INPOJYKTH MO (apMakomeiHa perentypa ce
3aBeXJaT B 1abOpaToOpeH JHEBHUK ChIIacHo npuitokenne Ne 11.

(3) IlpuroTBsHHMTEe B amnTekaTa JEKAPCTBCHUM MPOAYKTH IO MAarucTpajiHa peuentypa ce
3aBEXJAT B THEBHUK CHIIIACHO mpuiioxeHue Ne 12.

(4) Bbpxy OMakoBKMTE Ha MPHUIOTBIHUTE B anTeKaTa JEKapCTBEHH MPOAYKTH 1O all. 2 U 3 ce
MIOCTABAT CIETHUTE O3HAUCHHUS:

1. agpec Ha amTekaTa, HOMEp M JiaTa Ha M3JaJICHOTO pa3pellieHHe 3a ThProBUS Ha JAPEOHO C
JIEKapCTBEHH MPOIYKTH;

2. HOMep, O] KOMTO € 3alMCcaH ChCTaBbT Ha JIeKapCcTBeHaTa hopMma B J1a00OPaTOPHHS JHEBHUK -
B CIIy4aWTe Mo ai. 2;
. HOMEp M JIaTa Ha pelenTara, UMe ¥ Bb3pacT Ha MaIeHTa - B CIIyYauTe 1o al. 3;
. 1aTa Ha MIPUTOTBSIHE;
. HAYMH Ha yrnotpeda U MmoKa3aHus;
. HAYHMH Ha CbXpaHEHHUE;
. CPOK Ha T'OJIHOCT.

(5) 3abpansiBa ce CMECBaHETO Ha PA3IMYHU NAPTUIHU TPH MPECHIIBaHE, MperBaHe U (acoBaHe
Ha JICKAPCTBEHH MPOJIYKTH B anTeKara.

(6) Tpu mpecumnBane, mpenuBane U (acoBaHe Ha JICKAPCTBEHU MPOJYKTH BbPXY ONMAKOBKUTE CE
MOCTaBsI €THKET, KOMTO ChIbPKAa BCHUKHU TAHHU OT OPUTUHATHHS CTUKET.

~NOo Ok~ W

Yn. 27. (1) B cki1amoBOTO MOMEIICHUE C€ ChXPAHSBAT JIEKAPCTBEHHU MPOJYKTH U JPYTH CTOKH,
KOUTO C€ TPOJIaBaT B arreKara.

(2) JlexapcTBeHM MNPOIYKTH, TOKa3aJld HECHOTBETCTBHSI C M3HCKBAHHMATA 3a Ka4yeCTBO, C
M3TEKBJ CPOK HA TOAHOCT, C HAPYIIECHU IMbPBUYHA WJIM BTOPUYHA OTMAKOBKA, C€ ChbXPaHSABAT OTIEITHO OT
JpYTUTE JIEKapCTBa Ha OIPEIETICHO 3a LIeNTa MACTO ¢ TPAHO CUTHATHO 0003HAYEeHHE, Y€ ca OIOKUPAHHU.

Yn. 28. (1) JlekapcTBeHHM TPOIYKTH B KOJHYECTBA, MO-MAJIKH OT pa3pellieHaTta 3a ymnorpeda
OIAaKOBKA, CE€ OTIYCKaT C JIMCTOBKAa M B ONAKOBKH, TapaHTUpAIIX 3ala3BaHETO Ha KadeCTBOTO W
ocurypsiBallid yCJIOBHUA 3a MPABUIIHOTO UM ChbXPAaHCHUC. Bpry OITAKOBKHTE C€ HAaHACIAT BCUYKH JaHHU
OT OpUTHHAITHATA ONAKOBKA.

(2) JlexapcTBeHHMTE BelIeCTBa 3a M3TOTBSHE HA JIGKAPCTBEHH IMPOIYKTH IO MArucTpajHa U



(dapmakomneiina penenTypa ce CbXpaHsiBaT B OMAKOBKA, rapaHTHpAIla 3ara3BaHeTO Ha Ka4eCTBOTO MM, C
HAJINUC, ChABPIKAIl CIEIHUTE JAaHHU. HAaMMEHOBAHUE, JIEKAPCTBEHO BELIECTBO, MApPTUIEH HOMEp, CPOK
Ha TOAHOCT.

Y. 29. UzuckBaHusTa 32 ChXpaHCHUE U MIPUTOTBSIHE HA JICKAPCTBEHU MPOIAYKTH Ca TOCOYCHU B
npuioxkenne Ne 13, a 31paBHUTE W MPOTHBOCTIMIACMHYHU W3UCKBAHUS TpU pabOTa B aNTEKUTE - B
npuinoxxenue Ne 14,

Y. 30. (1) Opranusanusita Ha paboTa U YKCICHOCTTa Ha MEPCOHAA Ha anTekaTta TpsAOBa ja
OCUTYpSIBAT CIIa3BaHETO Ha HENpeKbCHATaTa MHHHMMAaJlHA MEXIyIHEBHA M CEIMUYHA ITOYUBKA W
MPOABIDKUTETHOCTTAa HAa pabOTHOTO BpeMe, ycTanoBeHH B Kozekca Ha Tpyza.

(2) TlepcoHanbT B anTekaTa 3ab/DKUTEIHO PabOTH ¢ paOOTHH OOYBKH M 0N MPECTHIIKH, Ha
KOUTO C€ TIOCTaBs HAJIHIC C UMETO, KBATM(UKAIMATA U JIIHKHOCTTA Ha JIMIIETO.

Yn. 31. (1) PaboTHOTO BpeMe Ha amnTekara, KakTo pabOOTHOTO BpeME€ M aapechT Ha
Hal-Onu3KaTa JIEHOHOILHA anTeka ce o0sBsABaT upe3 noaxonaauo odgopmeHa Ttabena. Ako HsIMma
JICHOHOIIIHA alTeKa, ce 00sBsBA alTeKara, KOATO € C Hal-IIbJIT0 pabOTHO BpEeMeE.

(2) Besika anTeka 3aIbJDKMTEIHO MMa HW3JI0KEHAa Ha BHIHO MscTo wHMopMmarms (aapec u
paboTHO Bpeme) 3a Hal-OnM3Kara anTeka, KbIAETO C€ MPHUTOTBAT JIEKAPCTBEHH MPOIYKTH 10
MarucTpaiHa u (papmakoreiina penenTypa.

(3) Besika anrTeka 3aIb/DKUTEIHO MMa HM3JI0KEHa Ha BHAHO MsicTo uH(opmanus (aapec,
TeneoH 1 pabOTHO BpeMe) 32 KOHTPOJIHHUTE OPraHH, Ha YUSTO TEPUTOPHUS C€ HAMHUpA anTeKara.

Un. 32. BB BcsKa anTeka 3aJbDKUTENTHO CE€ ChbXPAHSABAT CIEAHUTE JOKYMEHTH, KOUTO ce
MIPEAOCTABAT MPH ITIOMCKBAHE OT KOHTPOJIHUTE OPTraHH:

1. pa3pemienue 3a TbproBus Ha APEOHO € JIEKAPCTBEHU MPOIYKTH;

2. MULEH3US 32 THPTrOBHs Ha JAPEOHO M ChXpaHsSBAaHE HA JIEKAPCTBEHH NMPOIYKTH, ChIbPIKAIIH
HapKOTHYHU BEIECTBA, KOTaTO alTeKaTa € MOoay4yria pa3pelleHue 3a Ta3u AeHHOCT;

3. KomHe OT AOKYMEHTHUTE 3a MPaBOCIOCOOHOCT M WIEHCTBO B bhirapckus ¢apmareBTHUCH
CbhI03, KAKTO M TPYAOBUTE JJOTOBOPHU C pabOTEUIUTE B anTeKaTa JIUIa;

4. bakTypuTE WM KOMHE OT TAX, C KOUTO Ca 3aKYIIEHH JIEKAPCTBEHUTE NMPOYKTH;

5. Konus OT AOKJIa/IU 32 U3BBPIIEHU HHCIEKIIUN OT KOHTPOJIHUTE OpTraHu,

6. KOmHs OT yIOCTOBEPEHHSTA 3a IMOCETEHN KypCOBE 3a TOBHWIIIABaHE Ha KBalH(UKanusATa Ha
paboTemnure B anrekaTa.

Yn. 32a. (Hos - JIB, 6p. 67 ot 2010 r.) YaocToBepenusra mo wi. 32, T. 6 ce MpenocTaBsT npu
NPOBEPKH, U3BBPIIBAHH 0 Pea Ha 3aKOHA 3a ChCIIOBHATA OPTaHU3alUs HA MaruCThP-(hapMalieBTUTE.

Paznen IV.
Opranusanus Ha padoTa B anTeKka HA Jie4eOHH 3aBeleHHsl 32 00JTHMYHA NMOMOIL, JUCIIAHCEPH H
XOCIUCH ChC CTAIMOHAP

Y. 33. Anrexkure Ha JiedyeOHWUTE 3aBeldeHUs 110 wi. 222, ain. 4 ca caMOCTOSITEJIHH 3BEHA B



CTPYKTypaTa Ha JeueOHOTO 3aBeJICHIEe, B KOETO C€ U3BBPIIBAT JeiiHOoCcTUTE, onpeaenenu B 3JITTXM.

Un. 34. .HCKapCTBeHI/ITe IIpOAYKTH, HNpCAHa3HAUYCHHU 3a XOCHUTAIU3UPAHUTEC IMAllUCHTH, CE
OTITYCKAT B MMOAXOAAIa OIMMAKOBKaA, OCUTypsBallla IMPaBUJIHOTO UM CbXPaHCHUC.

Y. 35. (1) PeroBoguTEIMTE HA alITEKUTE Ha JIedeOHUTE 3aBefeHus Mo wi. 222, an. 4, 1. 1 u 2
3JIITXM ca 4jieHOBE Ha MEIUIIMHCKHUS ChbBET HA ChOTBETHOTO JICUCOHO 3aBE/ICHUE.

(2) JIumarta mo an. 1 ywactBar B pa3pabOTBaHE Ha JIEKApCTBEHATa CTpPAaTErws Ha JIe4eOHOTO
3aBeJICHUE, KaToO:

1. yyacTBar BbB (papMaKkoOTEparieBTUIHUTE KOMHUCHUH;

2. WBTOTBAT NPAKTHYECKH PEHENTYPHHUIM, CHOOpa3eHW C KayeCTBOTO, CHTYPHOCTTA U
epHKaCHOCTTa, KakTo M (apmakorepaneBTHUHA H/Miad (PapMaKOMKOHOMHYECKA OICHKa Ha
JIEKapCTBCHHUTE MTPOIYKTH;

3. yyacTBaT BBB BCHYKH JICHHOCTH, CBBP3aHHM C JOTOBapsiHE, CHAa0JAsSBaHE W JOCTaBKa Ha
HEOOXOIMMUTE JIEKAPCTBEHU TPOIYKTH;

4. M3roTBAT MPEITIOKCHUS 32 TIPOCKTOOIKETA Ha JICUSOHOTO 3aBE/ICHUE B YACTTa My, Kacaemla
JIEKapCTBCHHUTE MTPOIYKTH;

5. M3rOTBAT CTAHJAPTHU ONIEPATUBHH MPOIEAYPH 32 ICHHOCTUTE, H3BBPIIIBAHU B allTEKAaTa,

6. KOHTPOJIHMPAT CHXPAHCHUETO M OTYETHOCTTA HA JICKAPCTBEHUTE MPOAYKTU B OTACICHUATA H
KIIMHUKHUTE.

Y. 36. PekoBoOUTENINTE HaA AlTEKUTE Ha JIedeOHUTE 3aBedeHMs 1Mo Wi 222, ai. 4, 1. 1 u 2
3JIITXM ca oTroBOpHHM 3a U3BBPIIBAHETO HA AelHocTUTE 1Mo wi. 20, KaKkTo U 3a:

1. pa3npezneneHneTo Ha JIEKapCTBEHUTE MPOAYKTH IO OT/IEICHUSITA;

2. ocurypsiBaHe Ha HEoOXoJMMara JIEKApCTBEHA U TeparneBTUYHA WH(POpMAalKs 32 OCTaHAINUTE
MEIULMHCKHU CIEUATUCTH.

Yn. 37. (1) dapmakorepaneBTHYHATA KOMHUCHS B JieueOHUTE 3aBeleHUS Mo wi. 222, ai. 4
3JIIIXM exerogHo wu3pabOTBa CHUCHK C OCHOBHUTE JIEKAPCTBEHHU TMPOAYKTH, C KOUTO pPabOTH
ChOTBETHATA anTeKa, KOUTO ce YTBHPKIaBa OT PHKOBOJIUTENS Ha JIEYeOHOTO 3aBe/IeHUE.

(2) CroucekbT mo ain. 1 ce m3paboTBa M akTyanusupa cboOpa3sHo [103UTHBHHS JieKapCTBEH
CIIMCBK 110 . 262 3JIITXM.

(3) CHabasiBaHeTO Ha aNTEKUTE HA JICUEOHHUTE 3aBEJACHHUS MO all. 1 ¢ IEKapCTBEHH MPOIYKTH Ce
U3BBPIIIBA ChOOPA3HO CHCHKA MO0 ail. 1.

Yn. 38. (U3m. - JIB, Op. 2 or 2012 r.) (1) 3a 3amoBoyisiBaHE HAa COOCTBEHHUTE CH HYKIH
nedeOHUTE 3aBefieHus 1o wi. 222, an. 4 3JIIIXM, kouTo HsIMAT OTKPUTA anTeKa, MOTaT Ja ce CHaOsBaT
OT arTeka Ha JPyTo JedeOHO 3aBe/ICHHE, MOJIYUHIIO pa3pelleHre 3a ThProBUs Ha JPEeOHO ¢ JICKaPCTBCHH
MPOIYKTH.

(2) JleueOHmrTe 3aBemeHms MO aid. 1 CKIIOYBAT JOTOBOP 3a CHAOsSBaHE C JIEKAPCTBEHU
MPOAYKTH, B KOMTO YpEXKIaT yCIOBHUATA 3a 3asBsIBAHE, JIOCTaBKA U 3aIUIalllaHe Ha TPOAYKTHUTE.

(3) C moroBopa mo an. 2 ce ypexaaT M YCJIOBHUATA, NMPH KOUTO MarucTbp-hapMareBThT,
PBKOBOJIMTENI HA amnTeKara Ha JieueOHO 3aBeleHHE, MOIYUNIIO pa3pelicHue 3a ThProBUsS Ha JPEOHO C
JICKaPCTBCHH MPOJIYKTH, OCBIICCTBIIBA TEKYIIl KOHTPOJ BBPXY YCIOBHUATA 332 ChXPAaHECHUE HA H3ITHUCAHHUTE



U JOCTABEHU JICKAPCTBEHU IIPOIYKTH.

Yn. 38a. (Hos - JIB, 6p. 2 or 2012 r.) (1) Caen ckitouBaHeTO Ha JOroBOp mo 4wi. 38, a2
ne4eOHOTO 3aBEJICHUE, KOETO HsAMa COOCTBEHA amnTeKa, HM3MUCBA HEOOXOJUMHUTE MY JIEKapCTBEHU
NPOAYKTH Ha JICKApCTBEH JIUCT TPU CHa3BaHe HA pella W YCJIOBUATA 3a W3IUCBAHE M OTYETHOCT,
nocoyean B Hapenba Ne 4 or 2009 r. 3a ycnoBusiTa W peAa 3a NpEANHCBaHE W OTIHyCKaHE Ha
nekapctBenn npoayktu (JIB, 6p. 21 ot 2009 r.), koiiTo ce mpeaoCTaBs 3a M3MbJIHCHHUE B alTeKara Ha
Je4eOHOTO 3aBE/ICHUE C alTeKa.

(2) Mpu TpaHCTIOPTUPAHETO M JOCTABKATa HA JEKAPCTBEHUTE MPOAYKTH, U3MUCAHU IO pelia Ha
an. 1, ce cma3BaT ycinoBHsITA 32 ChXpaHEHHUE, IOCOYCHH B Pa3pEIICHUETO 3a YIOTpeda Ha MPOAYKTHTE.

Y. 386. (Hos - JIB, 6p. 2 ot 2012 r.) JleuebHOTO 3aBefcHME, KOETO HsMa COOCTBEHA aITeKa,
MOJKE J1a 3asBsiBa JICKAPCTBEHU MPOYKTH, HEOOXOIUMH 3a 33J0BOJISIBAHE HA COOCTBCHHUTE MY HYXKIH, 32
CpOK He mo-rojisiM oT 10 aHwM.

Yn. 39. (1) JlekapcTBeHWTe MPOAYKTH, NPEAHA3HAYCHH 3a KIMHUYHHA HW3MUATBAHHSI, CE
CBXPaHsBaT OT/ICITHO C 0003HAUCHHE 32 CTATYTa UM.

(2) JlexapcTBeHUTE MPOMYKTH, MOJyYaBaHH OT Je4eOHHUTE 3aBelcHUs 1o pena Ha Hapenba Ne
34 ot 2005 r. 3a pema 3a 3aruianjaHe OT penyONIMKAHCKUs OMOJKET Ha JICUEHUETO Ha OBIrapcKuTe
rpakaaHy 3a 3a00JsIBaHMS U3BBbH 00XBaTa Ha 33BJDKHTEIHOTO 3/paBHO ocurypsiane (B, Oop. 95 ot
2005 r.), ce chXpaHsABaT OTAETHO.

Pa3zgen V.
IMpoxax6a mo HHTEPHET HA JIeKAPCTBEHH NMPOAYKTH 0e3 Jiekapcko npeanucanue (Hos - JIB, 6p. 2
or 2012 r.)

Y. 40. (Hos - /IB, 6p. 2 ot 2012 r.) (1) TeproBusi 1o MHTEPHET C JICKAPCTBEHU MPOIYKTH 0€3
JIEKapCKO MpEeINUCaHne MOXKE Jla M3BBPIIBA JIMIE, MOJYYMIIO pa3pellleHHe 3a ThProBHs Ha JpeOHO ¢
JIEKApCTBEHH MPOIYKTH WM YAOCTOBEPEHHUE 32 PETUCTPAIHS HA IPOTEPHS MPH YCIOBUATA H 110 peaa Ha
3JIITXM u Ha Ta3u Hapenda, CbOTBETHO Ha HapeabaTa mo wi. 243 3JIIIXM.

(2) TeproBusita mo an.l ce U3BBPIIBA CaMO C JIEKAPCTBEHH MPOAYKTH, Pa3pelICHHU 3a yrnoTpeda
o pena Ha 3JITTXM.

Yn. 41. (Hos - JIB, 6p. 2 or 2012 r.) (1) 3a u3BbpiiBaHe Ha jaeiHocTTa Mo wi. 40 ynuiero
TpsiOBa Ja pasmojara ChC COOCTBEH HMHTEPHET cailiT, Ha KOMTO nAa e mnyOJMKyBaHa CclelHaTa
nHpopmanus:

1. HaMMEHOBaHUETO HA IOPUINYECKOTO JIUIIE,;

2. celayIMIIIe U aJipec Ha yIpaBJIeHUE;

3. ajipec Ha anTeKaTa WK AporepusTa,

4. HOMEp W JaTa Ha W3MaBaHe Ha paspemieHuero mo wi. 229, am. 2 3JIIIXM wmm
ynoctoBeperuero no wi. 240, an. 1 3JIIIXM;

5. TpuTe UMeHa Ha PHKOBOIMTEINSI HA alTeKaTa Wik IPOTepHsITa,

6. HOMEHKJIaTypa, ChAbPIKaIla MEXIYHAPOJHUTE HETAaTCHTHU HAaUMEHOBAHHS U THPTOBCKUTE
MMEHA Ha TpeJyIaraHuTe JIGKapCTBEHU MPOIYKTH;



7. 1IcHa Ha JICKApPCTBEHHUTE MPOIYKTH;

8. CTOWHOCTTa Ha TPAHCIOPTHUTE pPAa3XOJH, HEBKIIOYEHH B I[[CHATA Ha JICKAPCTBEHHUTE
IIPOJYKTH 110 T. /, CBBP3aHU C TAXHATA JOCTABKa,

9. HauyMHa Ha IJIallaHe, JOCTaBKa U U3IIbJIHCHHE Ha OrOBOpa 1o wi. 45;

10. mpaBoTO Ha MOTPEOUTENS Ja Ce OTKAXKE OT JO0roBopa Mo wi. 45 u ycioBuATa, MPH KOUTO
JICKapCTBEHHAT MPOJYKT MOKE J1a He Ob/Ie MPHUET;

11. undopmanus 3a OpraHuTe, OCHILECTBIBAIN KOHTPOJI BEPXY ACHHOCTTA,

12. unTepHeT Bpb3Ka KbM cTpanuite Ha MAJI u beiarapckust papMarieBTu4eH chio3.

(2) Uudopmanusra mo ajn. 1 TpsOBa ga Obje MperocTaBeHa 1Mo SCCH W pa3dupacM HaAYMH, J1a
[oJ[uepTaBa THPrOBCKUS XapaKTep Ha MPEUIOKEHHETO M Ja ObJe B CHOTBETCTBHE C MPHUHIMIA Ha
JI00POCHBECTHOCT MPH ThPTOBCKUTE CICIIKH U JI00paTa ThProBCKa MpaKTHKA.

Y. 42. (Hos - JIB, 6p. 2 ot 2012 r.) (1) IIpu 3anouBane Ha aeitHocT mo wi. 234, an. 5 3JIIIXM
murero o wi. 40 nmpenocrass nucmena nHpopmaryst B MAJI, KosTo chabpika:

1. magauTe mo wi. 41, an. 1;

2. HAMMCHOBAHUETO HA MHTEPHET CailTa,

3. JaHHHM 32 JIULETO, KOSTO € Ch3/1AJI0 HHTEPHET caiTa u/iiiu ro noIbpika.

(2) KeMm undopmanumsra no an. 1 ce npuiara aekiaapanus ot guneto no wi. 40, ye nmpurexana
WIN pasnojiara ¢ TPaHCIIOPTHH CPEACTBA, OCUTYPSBAIM MPABUIHOTO ChbXPAaHCHUE Ha JIEKAPCTBEHUTE
NPOJIYKTH TP TPAHCIIOPTHPAHE.

Yn. 43. (Hos - B, 6p. 2 or 2012 r.) (1) B cememMaHeBeH CpPOK OT IOCTHIIBAHETO Ha
nHpopmanusaTa o wi. 42, an. 1 AJI u3BbpIiBa mpoBepka Ha caiiTa OTHOCHO HAIMYMETO HA JTAHHHUTE TIO
1. 41, an. 1.

(2) Koratro MAJI ycraHOBH, Y€ CaWThT ChIbpKa BCHUKM HEOOXOIMMH JIaHHH, H3BBPINBA
BIIMCBaHe Ha JuIeTo 1no wi. 40 B cuchk, MyOIMKyBaH Ha MHTEpHET cTpaHunara Ha MAJL

(3) Koraro MAJI ycTaHOBH, Y€ CAalTHT HE ChABPIKA BCHYKH HEOOXOIUMH JTaHHU WIIH Y€ CHITUTE
ca HENBJIHHU, H3Mpalla NHUCMEHO YyBelomJieHue no Jjuuero mo wi. 40 3a orcTpaHsBaHe Ha
KOHCTaTUPAHUTE TPOIYCKU H/UIH HEChOTBETCTBHSI.

Y. 44. (Hos - JIB, 6p. 2 ot 2012 r.) (1) JIuniero mo wi. 40 € ATBXKHO J1a OCUTYPH YCIIOBHS 34!

1. mpaBUITHOTO OTMAKOBAaHE, TPAHCIIOPTUPAHE U JIOCTABSIHE HA JIEKAPCTBEHUTE MPOTYKTH IO UL
40, an. 1 Taka, ye ga ObAAT 3aMa3eHN TEXHUTE KauecTBa U €PUKACHOCT;

2. IOCTaBSHETO Ha JICKApPCTBEHUTE NMPOAYKTH 10 24 Yaca OT MOCTHIIBAHETO HA 3asBKATA,

3. BOJICHETO Ha JJOKYMEHTHPaHA CUCTEMA 3a MPOCIEAsIBaHE HA IPATKUTE;

4. mpenocTaBsHETO Ha WHGOPMAIIHS Ha TTOTyJaTells Ha JIEKapCTBEHUTE MPOAYKTH 110 1. 40, at.
1 oTHOCHO HEOOXOAUMOCTTA Ja Bh3CTAHOBU KOHTAKTa CH C JICKYBAIllUs JIEKap B clyyail Ha Bh3HUKBAaHE
Ha TIpo0OJIeMU TIpH yIoTpedaTa Ha JICKapCTBEHHSI IPOJTYKT.

(2) JIuuero no uin. 40 myOnukyBa Ha MHTEPHET caiiTa cu MHPOpPMAIIHS 32 HOMEpA, O KOUTO €
Brrcad B cnucbka Ha MAJI o uin. 43, ai. 2.

Yn. 45. (Hos - /IB, Op. 2 ot 2012 r.) Mexay nunero mo wi. 40 u noTpeOuTeNs ce CKIoYBa
JIOTOBOP 3a MPOJIaK0a OT pa3CTOSHUE IO CMUCHIIA Ha Wi. 48 oT 3aKoHA 3a 3amuTa Ha MMOTPEOUTEITUTE.



Yn. 46. (Ho - /IB, Op. 2 or 2012 r.) IlpmemaHero Ha 3asBKara W OTIIyCKaHETO Ha
JIEKapCTBEHHS MPOIYKT CE N3BBPIIBA!

1. B anTeka OT MarucThp-GapManeBT UM MTOMOIIHUK-(PapMaleBT B ciydauTe mno 4wi. 225, an. 1
3JITIXM, unu

2. B Iporepusi OT MEJUIIMHCKU CICIIUAIHCT.

Yn. 47. (Hos - JIB, 6p. 2 ot 2012 r.) (1) Ilpu noxaneHa 3asBKa nuieTo mo wi. 40 moTBbpkK1aBa
B MCMEeHa opMa WK Ha ApYyT TpaeH HocuTen nHpopmanusara o uwi. 41, an. 1, 1. 6 - 9.

(2) Tlpu moTBBpKIABaHE HA 3asBKATa JHMIETO MO Wi. 46 1aBa HEOOXOoMMaTa KOHCY/ITAIMS Ha
OBJITAPCKH €3UK, TOUCKAaHA OT MOTPEOUTEIIS.

Yn. 48. (Hos - IIB, 6p. 2 or 2012 r.) Koraro aumero mo wi. 40 He MOXe Ja H3IIBJIHU
3aJIBJDKEHUSTA CH I10 JIOTOBOpPA MOPaJy TOBA, Y€ HE pasrojara ¢ MOPbhUaHUTE JIGKAPCTBEHHU TPOIYKTH,
TO € JUTHKHO JIa YBEIOMU MOTPEOUTEIIS.

Y. 49. (Hos - [IB, 6p. 2 ot 2012 r.) 3asBKUTE U MOTBBPXKACHHUATA 32 OTIYCKAHE 10 MHTEPHET
Ha JIEKapCTBEHU NMPOJIYKTH 0e3 JIEKapCKO MpeUCaHue Ce ChbXPaHABAT HAa XapTUEH HOCUTEN B arTeKaTa
WJTU APOTEPUsITA 32 CPOK D TOJIUHHU.

Yn. 50. (Hos - JIB, 6p. 2 or 2012 r.) PbKOBOOUTENAT HA amTeKaTa WM JPOTrepHATa HOCH
OTTOBOPHOCT 3a IUIOCTHATa OPTaHM3alMsl M KOHTPOJIA Ha THPTOBUATA 10 WHTEPHET C JICKAPCTBCHH
MPOJYKTH 0€3 JeKapCKO MPeINuCcaHue B CbOTBETHHS OOEKT.

IIpexoaHu 1 3ak/II0YMTEJHH pa3nopeadn

§ 1. (1) 3amouHanuTe JO BIM3AaHETO B CHJIA Ha Ta3HW Hapea0a MPOM3BOJCTBA 3a MMOJy4aBaHE Ha
paspelieHre 3a ThProBus Ha IpeOHO ¢ JIEKapCTBEHU MPOIYKTH WIIH 33 IPOMSIHA B U3/aJICHO pa3pelIeHne
ce pasriexnjar npHu ycioBusTa Ha orMeHeHara Hapen6a Ne 8 ot 2000 r. 3a ycrtpoiicTBOoTO, peaa u
opranusaiusTa Ha paborara B antekute (1B, 6p. 54 ot 2000 r.) B cpok 10 6 Mecela cyuTaHo OT jaTara
Ha BJIM3aHETO i B CHJIA.

(2) Cnen u3TnuaHe Ha Cpoka Mo ai. 1 3amoYHaIWTE JO BIM3AaHETO B CHJAa Ha Ta3W Hapemda
MPOM3BOCTBA 32 MOyYaBaHEe Ha pa3pelIeHue 3a ThProBUs Ha JAPEOHO C JIGKAPCTBEHU MPOIYKTH WU 33
MPOMSHA B U3/IAJICHO Pa3pelleHue ce TOBBPIIBAT IPU YCIOBUATA U Pela, IPEABUICHHU B Hesl.

§ 2. (1) (Ilpemumien Tekct Ha § 2 - JIB, 6p. 67 ot 2010 r., mom. - /IB, Op. 2 ot 2012 r.) JIunara,
MOJIYYMJIM  paspellieHne 3a OTKpUBAaHE Ha anTeka WIH pa3pelieHHe 3a THProBUS Ha JpeOHO C
JICKQpCTBEHH TMPOJIYKTH TMPHUBESKIAT JCHHOCTTa CH B CHOTBETCTBUE C HEHHHMTE W3MCKBAHUS, C
m3kmouenre Ha wi. 10, ain. 2 w . 12, an. 3, B CpoK JI0 JIBE TOJIMHU OT BIM3aHETO U B CHIIA.

(2) (Hosa - IB, 6p. 67 or 2010 1., oT™. - /IB, Op. 2 oT 2012 1.)

(3) (Hosa - /1B, 6p. 67 ot 2010 r.) Jlumara, monyuuian pa3pelnieHre 3a OTKpUBAHE Ha amnTeka
WK pa3pelicHre 3a ThProBUs Ha IPEeOHO ¢ JICKApCTBCHU MPOIYKTH B HACEJIICHU MECTa C HACCIICHHUE MO/
10 000 sxuTenu, MpUBEKIAT ACHHOCTTa CH B CHOTBETCTBUE C M3WCKBAHETO Ha ui. 14, am. 2 B CpoK 70



1.07.2011r.

§ 3. (U3m. - IB, 6p. 2 ot 2012 r.) KoHTpOIBT 110 U3MBIHCHHE HAa HapeabaTa ce OCHIINECTBABA
OT MHHHCTHPA Ha 37paBEONa3BaHETO, TJIABHUS IbPXKABEH 3JIPABEH WHCICKTOP, HW3IIBIHUTCITHUI
IUpeKTop Ha M3IbIHWTENHATA arcHIWs MO JICKapCTBaTa, AMPEKTOPUTE HA PETHOHAIHHUTE 3JIPABHU
WHCIEKIIUY U MHCTIEKTOPH MPU PETHOHATHUTE 3IPAaBHU MHCIICKITUH.

§ 4. Ta3u nHapenba ce m3nmaBa Ha ocHoBaHMe Wi. 219, am. 2 or 3akoHa 3a JIEKAPCTBECHUTE
MPOAYKTH B XyMaHHaTa MenunuHa W otMmeHs Hapenba Ne 8 or 2000 r. 3a yctpoiicTBOTO, pena u
opraHuzanusTa Ha padorara B anrekute (JIB, 6p. 54 ot 2000 r.).

IIpexoxnu pasnopendom
KBbM HAPEJIGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 28 OT 2008 I'. 3A
YCTPOUCTBOTO, PEJA U OPTAHU3ALIUATA HA PABOTATA HA ATITEKUTE U
HOMEHKJ/IATYPATA HA JIEKAPCTBEHUTE ITPOAYKTHU

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

§ 8. JInnara, MOJIYUHNJIA PAa3pCUICHUEC 3a OTKPUBAHC HaA allITCKa WJIM PA3PCIICHUE 34 ThbPrOBUA HA

IpeOHO C JIGKAPCTBEHU MPOJYKTH, MPUBESKIAT JACHHOCTTa CH B CHOTBETCTBHE C Wi. 16a B Cpok 10
1.07.2011r.

§ 9. JlunaTa, mony4miiu pa3peiieHue 3a OTKPUBAHE HA alTeKa WM pa3pelieHue 3a ThproBus Ha
IpeOHO C JIEKapCTBEHHU MPOAYKTH, MPUBEKAAT ACHHOCTTa CH B ChOTBETCTBHE ¢ § 6, T. 1, OykBa "0"
(otHOCHO T. 5, OykBa "a") B cpok g0 1.07.2011 1.

[Tpunoxenne Ne 1 kpm 4. 1, am. 1
(W3wm. - 1B, 6p. 67 ot 2010 1.)

[IpoaykTH, KOUTO ce TpeiaraT B anTeKuTe

1. JIekapcTBEeHU NPOAYKTH.

2. MeauIuHCKN U3CTHSL.

3. JlueTHuHU XpaHH 3a CIICIUATHA MEIUIIMHCKY IS, XPaHH 32 KbpMaveTa U TPEeXOTHU XPaHH.

4. XpaHuTenHu 100aBKU.

5. Ko3mernynu npoaykTu.

6. CaHUTapHO-XUTUEHHHH CPE/ICTBA.

7. buonumu ot rpyna | "lesurdexrantu u obmm ouoruan' u rpymna |l "buomuan 3a 6opoda ¢
BpeauTenu' cwriiacHo npunoxkenue Ne 12 ot Hapenbara 3a ycrmoBusiTa 1 pefia 3a ImyckaHe Ha masapa Ha
ouonmau (B, 6p. 4 ot 2008 1.).

[Mpunoxenne Ne 2 xbM 4. 1, am. 2



Cnucebk Ha pas3pelleHnTe 3a yn0Tpe6a NekapCTBeHU NPOAYKTU, OTNYCKaHU bes NeKapcKo npeanncaHue,
KOUTO MoraT Aa ce npogasat 4ypes3 aBToMmaTtu

Npyna npoaykTn/
MexayHapogHO HenaTeHTHO
HanmeHoBaHue (INN)

ATC koa

JonbnHuTenHn ycnosus
(orpaHuyeHuns)

AueTuncanuumnoBa KicenvHa

(Acetylsalicylic acid)

NO2BAO1; NO2BA51

MakcnmanHo KonM4ecTBO aKTMBHO BELLECTBO
3a [030Ba eanHuua - 325 mg; o 16 6pos
[030BU

eavHMuM B onakoBka. Camo TBbpau
nekapCcTBEHU

¢dopMK 3a NnepopasnHo NPUNOXKEHNE

Mapauetamon (Paracetamol)

NO2BEO1; NO2BE51

MakcumarnHo KONM4ecTBO akTUBHO BELLLECTBO
3a

nososa eguHuua - 500 mg; Ao 16 6post o308U
eavHuumM B onakoBka. Camo TBbpau
nexkapcTBeHM

dopmMy 3a NepopanHo NpUIoXeHne

MeanumHcku BbrieH

(Medicinal charcoal)

AO07BAO01; AO7BA51

[o 20 6pos [o30BM eaNHMLN B ONAKOBKa.
Cawmo TBBbpAM nekapcTeeHn opmu 3a
nepopasnHo

npunoxeHve

AckopbuHoBa kucenuHa Al11GAO1 [o 100 6posi 4O30BM €ANHMLM B OMNAKOBKa.
(Ascorbic acid) Camo TBbpau nekapctBeHn dopmm 3a
nepoparn-
HO NPUOXeHne
MynTuBMTaMmHM, 0GMKHOBEHM Al11BA [o 100 6posi 4O30BM €ANHMLM B OMAKOBKa.
(Multivitamins, plain) Camo TBbpau NnekapcTBeHn dopmm 3a
nepoparn-
HO NPUNOXeHWe
MynTuBMTaMmHM ¢ MMHEpanu Al11AA o 100 6post 4030BM €AMHULM B OMaKoBKa.
(Multivitamins with minerals) Camo TBLpAN NekapCTBeHM oMy 33
nepopar-
HO NPUNOXeHWe
AHTucenTuum (Antiseptics) RO2AA 'ggl\fg Gpost n030BM eAVHNLIM B ONaKoBKa.
TBbPAW NekapcTBeHn popmn 3a nepoparnHo
NpUIIOXXeHne
lMpoTnBoBBL3NANUTENHN Npe- MO2AA JlekapcTBeHN NPOOYKTU, KOUTO Ce OTnyckat

napaTtu 3a NnokanHo Npunoxe-
HVe, HecTepounaHu
(Antiinflammatory preparations,
non-steroids for topical use)

B MbpBMYHa OnakoBka "Tyba", c MakcumarneH
obem/maca Ha onakoBkaTa - 60 ml/60 g

[Mpmnoxxerne Ne 3 kbM i1, 2, aim. 3

AnTekaTta nma n3gafeHo paspelleHune 3a Tbpro

Ha

(nme n BMA Ha T

PernctpupaH/EUNK



cepanuuie: rp.,

agpec Ha ynpa

Ha agpec:
rp. yn.

PbvkoBoamuTen Ha anTtekaTa €.
[enHocTtnte, KOMTO MoraTt aa ce M3BbpLUBAT B anTteKkarta, ca:

(OI'IVICBaT ce OenHOCTUTe, KOMTO ca NOCOYEHN B pa3peLlieHnE

[Mpunoxxenne Ne 4 xbm 4. 3, an. 3

AHEBHWK HA N3MbJIHEHUTE PELUEMNTW B ATTTEKATA

Ne Harta Ha Mme Ha naumeHTa, Mme Ha nekaps Mpuen OtnycHan | 3abenexka
no npuemaHe Bb3pacT 1 agpec YUH
pen | Ha peuentata

[Tpunoxxenue Ne 5 kpm uit. 4, an. 1

Cnucbk Ha ekapcTtBeHuUTe rpynn CouriacHoO aHaTomMmo-TepaneBTUH4HO-XUMNYHa KJ'IaCVI(bVIKaLI,I/IFl, C KOUTO
pas3nonara BCAKa anteka

A XpaHocmunartenHa cuctema u Metabonmsbm

AO01 CTomaTonornyHn nekapcTBeHU NpoayKTu

A02 AHTUaUMOHW NeKkapCcTBEHWN NPOAYKTU

A03 JlekapcTBeHU NPOAYKTY NpU OYHKLUMOHAMHM CTOMALLHO-YPEBHN 3abonsaBaHns

A04 AHTMEMETUNYHM 1 NPOTMBOMNOBPbLUALLN

A05 JlekapcTBEeHU NPOAYKTU 3@ NeYEHMNE Ha XITbYHU M YepHOAPOOHN 3abonsBaHns

A06 OuucTuTENHN N NakCaTUBHU NEKAPCTBEHN NPOAYKTU

AQ7 AHTUANAPUYHN, YPEBHU MPOTUBOBB3NANUTENHU/QHTUNHPEKLNO3HN NEKAPCTBEHN NPOAYKTH
A08 JlekapcTBeHN NPOOYKTU NMpU 3aTNbCTABAHE, C U3KITIOYEHME Ha ANETUYHN NPOaYKTMU
A09 JlekapcTBeHN NPOOYKTU, NOBMMSBALLN XPAHOCMUNAHETO, BKIHOYUTESTHO Y €H3UMU

A10 AHTUOnabeTHN NekapCcTBEHN NPOAYKTU

All Butamunum

Al2 MwuHepanHu gobasku

Al3 ToHuumn

Al4 AHabONHM NekapCcTBEHM NPOAYKTU 33 CUCTEMHO MPUNOXKEHNE

Al5 AneTUTOCTMMYNaHTH

Al6 [pyrv nekapcTBeHM NPOAYKTU, NOBMNMABALLMN XpaHOCMMaTenHaTa cuctema n metabonmama
B KpbB 1 KpbBOTBOPHM OpraHu

BO1 AHTUTPOMOOTMYHN NEKAPCTBEHN NPOAYKTU

B02 AHTUXEMOparnyHun fiekapcTBeHN NPOAYKTU

BO3 AHTUaHEMUYHN NeKapCTBEHN NPOAYKTU

BO5 KpbBO3amecTuTenu u MHAY3NOHHW pa3TBopu

B06 [pyrv XemMaTonormyHm NpoayKTm

C CbpaeyHo-cbaoBa cuctema

Co1 JlekapcTBeHM NPOOYKTU 3a NeveHne Ha cbpaeyHun 3abonaBaHus (Tepanusa Ha CbpLETO)

Cc02 AHTUXMNEPTEH3NBHU



Co3
Cco4
C05
co7
Co8
C09
C10

D01
D02
D03
Do4
D05
D06
Do7
D08
D09
D10
D11

GO01
G02
GO03
G04

HO1
HO2
HO3
HO4
HO5

Jo1
J02
JO4
JO5
JO6
JOo7

LO1
LO2
LO3
LO4

MO1
MO02
MO3
MO04
MO5
M09

NO1
NO2
NO3
NO4
NO5
NO6
NO7

PO1

Ouypetnum

MepudepHn BasogmnaraTopu

BasonpoTekTopu

BeTa-6nokepu

Bnokatopu Ha kanuueBuTe KaHanm

JlekapcTBEHM NPOOYKTU, MOBMMSABALLM PEHUH-aHIMOTEH3MHOBATa cucTema
Jiunugonomoaynupalim nekapcTBeHU NPOaYKTH

[depmaTonornyHm

AHTUMWKOTMYHM NEKapCTBEHN NPOAYKTM 3a AepMaTonornyHa ynotpeba
OwmekyaBaly 1 NpeanasBally KoxxaTa NekapCTBeHN NPOAYKTH
JlekapcTBEHM NPOOYKTM 3a NeYeHe Ha paHn n A3BU

MpoTrBOCHPOEXKHN, BKITHOUYUTENHO U aHTUXUCTAMUHK, aHECTETULN U Op.
AHTUNCOPMATUYHKN NIEKAPCTBEHN NPOLYKTU

AHTMOMOTMLM M XMMNOTEPANEBTULM 3a AEPMariHO NPUIOXEHNe
KopTukocteponaun 3a gepmarnHo NpunoxeHme

AHTUCENTMUM N OE3NHAEKTAHTU

MpeBpb3kKM C NEkapCTBEHO BELLECTBO

JlekapcTBEHM NPOOYKTU 3a NIEeYEHNE Ha akHe

[pyrn oepmaTonornyHm nekapcTBEHM NPOaYKTH

Muko4o-nonosa cucTema u NOSIOBM XOPMOHM

MMHeKonornyHM, aHTUMHEEKLNO3HN NEKAPCTBEHN NPOAYKTM U aHTUCENTULN
[pyrv rmHeKoNorn4yHM nekapcTBeHN NPOAYKTH

[MonoBn XOPMOHU 1 NEKAPCTBEHN NPOAYKTU, perynupaLym nosiosara cucrema
YpOonornyHn nekapcTBeHn NpoayKTn

CuCTeMHM XOpMOHarHM NIeKapCTBEHM NPOAYKTU, C U3KITIOYEHNE HA MOSIOBUTE XOPMOHU U UHCYIMHUTE
XnNousHN XOPMOHN N XOPMOHU Ha XMnoTanamyca n TEXHU aHanosu
KopTukoctepomam 3a CUCTEMHO MPUOXEHNEe

JlekapcTBEHM NpoOOYKTU 3a NeveHne Ha 3abonsaBaHuA Ha WMTOBMAHATA Xres3a
MaHKpeaTn4HN XOPMOHHM

JlekapcTBEHM NPOOYKTU, MOBMMSABALLM KanuueBaTa obMsiHa
AHTUMHMEKUMO3HM NTEKAPCTBEHM MPOAYKTU 32 CUCTEMHO NPUNOXEHNE
AHTMOaKTEepmManHn nekapcTBEHN NPOAYKTM 3@ CUCTEMHO NMPUIOXKEHNE
AHTUMWKOTUYHU NeKapCTBEHN MPOAYKTU 3@ CUCTEMHO NPUIOXKEHUE
AHTUMUKOGaKTEPUanHu ieKapcTBEHN NPOAYKTH

MpOoTMBOBMPYCHN NEKapCTBEHU NPOAYKTU 38 CUCTEMHO MPUNOXEHNE
VIMyHHM cepyMU 1 MMYHOTNIOBYNMHN

BakcuHu

MpOTMBOTYMOPHN N MMYHOMOAYNUPALLM NeKapCTBEHN NPOAYKTU
AHTMHEoNNacTn4Hn

JlekapcTBEHM NPOOYKTU 3a EHOOKPMHHA Tepanus

MMyHOCTUMYNaHTH

MmyHocynpecopu

MyckynHo-ckeneTHa cuctema

MpoTmMBOBBL3NANUTENHU N MPOTUBOPEBMATUYHM NEeKapCTBEHU NPOOYKTU
JlekapcTBEHM NPOAYKTU 3@ JTOKANHO NPUITOXEHME NPU CTaBHA U MycKynHa 6orka
MyckynHu penakcaHTu

JlekapcTBeHM NpoayKTU 3a NeveHue Ha nogarpa

JlekapcTBEHU NPOAYKTU 3@ NeYEeHNe Ha KOCTHWN 3abonsaBaHus

[pyrv nekapcTBeHM NPOAYKTV Npu 3abonNsBaHNst HA MYCKYJTHO-CKefneTHaTa cuctema
HepsHa cuctema

AHecTeTnum

AHanretmum

AHTMenunenTuym

AHTVMAPKNHCOHOBM NIEKAPCTBEHM NPOSYKTU

MNcuxonenTtuum

MNcuxoaHanenTtuum

Opyrn nekapcTBeHU NpoayKTH, NOBNUABALLN HEPBHATa cMcTeMa
AHTUNapasnTHU, MHCEKTULMAN U peneneHTn

AHTUNPOTO30MHM NEKapPCTBEHN MPOAYKTU



P02
P03

RO1
R0O2
RO3
R0OS5
RO6
RO7

S01
S02
S03

V01
V03
V04
V06
Vo7
V08
V09
V10
V20

AHTUXENMUHTHN NeKapCTBEHN NPOAYKTU

NekapcTBeHN NPOAYKTY 3a NEeYeHNe Ha ekTonapasnTHN 3abonsaBaHns, BKITIOYMTENHO ckabuunaw,
WHCEKTULMAN N peneneHTn

[wvxatenHa cuctema

HasanHu nekapcTBeHu NpoayKTH

JlekapcTBEHM NPOOYKTU 3a NeveHne Ha 3abonsaBaHnA Ha yCTHaTa KyxvHa U papuHKca
neKapCTBeHI/I NPOAYKTU 3a lnevYeHne Ha O6CprKTI/IBHI/I anxaTtenHn 3abonsaBaHus
neKapCTBeHVI NpoOAYKTU 3a Nie4eHne Ha Kalunmua v npocTtyaHun 3abonsBaHus
AHTUXMCTAaMWUHKM 38 CUCTEMHO npunoxexHume

Opyrn nekapcTeeHn NpoayKTu, NOBNUSABALLM AnxaTenHarta cuctema, 3a CUCTEMHO NPUOXEHWE
CeH30pHM opraxm

OdbTanmMonornyHm nekapcTBeHN NPOAYKTM

OTONOrMYHM NekapcTBEHN NPOAYKTM

OdbTanmMonornyHm n 0TONOMMYHW NEKapCTBEHN NPOAYKTU

Opyrn nekapcTBeHn NpoayKTu

Aneprexu

Bcuukn gpyrv nekapctBeHn NpoaykTv

OnarHoCcTnyHmM NpoayKTm

INeyvebHu xpaHm

Bcuukn gpyrvm HenekapCcTBeHN NPOAYKTK

KoHTpacTHu BellecTBa

AnarHocTnyHm pagnodapmMaueBTUYHN NPOAYKTU

TepaneBTnYHM pagmodapmaleBTUYHN NPOAYKTU

XWpyprnuHu Nnpespb3Kku

XomeonaTuyHu cneumanuTeT n MoHonpenapaTtm

[Tpunoxxenue Ne 6 kbM 4. 5

(O1w™. - 1B, 6p. 2 oT 2012 1.)

[Ipunoxenne Ne 7 xbm ui. 11

(U3wm. - 1B, 6p. 67 ot 2010 1., u3m. - /IB, 6p. 2 ot 2012 1.)



JO
H3IIB/THHTE. THHA
JHPEKTOP HA HA

JAABJIEHHE

0
TPHTE HMEHA OO JOKVMEHT 34 CAMOIHUHOCT
IThEHOICT

JLE. | he ETH
HifageHa Ha | | or | MBP — |
C aZpecHa PerHCTpalHg M0 JOKYMEHT 33 CaMOIHYHOCT:

rp./c. MIOMIEHCKH KOT

OOMIHHA:
K VLoV Ne, er.. am.

Te. B e-mail 33 KOHTaKT:

Hue Ha dupuara (1euefHOTO 3aBeIeHRE)

...................................................... H AIPEC HI VIPABIEHHEE ...ooeooorcaeeeeemaseeeecesees e esesnseeeceessen sreseecescensrcn

HIIH EIIHCEAHS Ha JaHHE E:[T:Pﬁia.ﬂﬁ. PETHCTPHpAMA HHCTHTYIIHE H :]:I.:' CEBP3IAHH C ONHCAHHE Ha PETHCTPAIHATA IO

JAEOHOJATEICTEOTO HA IbPHEAEA-TIEHEKA HIH OThPEAEA 0T EB]:II'_‘]IE]l-IEHCIICI HEOHOMHYIECEKD NPOCTPAHCTED

CBC CEJATHINE H aJpec Ha VIPaBIeHHe HA (HpMaTa (1e1e0HOTO 3aBeIeHHE):

rp.ic. NOMIEHCKH KOI:

ODITHHA:

O YILL/BVIL No, eT., am.

Tell. H e-mail 3a KOHTaKT:

Mona Ba ocHopanHe =1.22%9, an? oT 3axKoHA 33 NEKAPCTEEHHTE NOPOIVETH B
XyMAHHATA MEJHITHHA, I3 OBJe H3IZAJEHO pajpellcHHe 33 TEPTOBHA Ha JpedHO ©
TeKapCTBEHH NPOIVKTH B AlITEKA E:



p.'c. TMOMEHCKH K0!

ODITHHA:

[
[l

Tell. H e-mail 3a KOHTAKT:

AnTerara me ce PEKOBOIH OT MATHCTEP-(apMaleET TOMOIMHHE-DapMAalleET:

TPHTe HMEHA

JLE. | Ne ETH

H3TajeH HAa | | ot [ MBP —

AIPECHA PETHCTPAITHA IO JOEVMEHT 34 CaMOIIHTHOCT.

rp.lc. MOMEHCKH KO-

OOIIHHA:

A/ VIL/OVIL No, eT.. am.

Tell. H e-mail 3a KOHTAKT:

No Ha gHIIOMATA OT JaTa

H3TaJEH4 OT

Ne ma VIOCTOBCPCHHETO 34 IIPHIHABAHES OT JaTa

H3ITAOEHO OT

33 TPAkIAHH HA JHPEABA TICHEAR HIH IBEPEABA 0T EBponefcKOT0 HEOHOMHYECKO
IPOCTPAHCTED

YHH

A IlepconaT bapMameBTH. ... opoH




B Epareo omEcaHHe HA cTpagata:

(MATATHEHH ODOMEIIEHHA,
CAMOCTORTENHA CTPATA)

|:3 CTpagaTa Ha Jetde §HO IaESISHEE 32

GOJHHIHA MOMOM)

B OnucaHHe pa3MepHTe HA NOMEIICHHATA

1.obmra maonms ... m”
E.HI}HE‘MHG IIoMEIDEHHAS. ... .. ......... 1117
)

3 ACHCTEHTCKO NOMEII#HHS. ... 111
4 CKI3aZ0EO MOMEMIEHHE. ......_.._11
3. OpYTH NOMEIIeHHA ... ............. 110

5.CE‘pBH3HH MOMEMEHEHA. .............111

I’ VcaoBHA 33 OpHTOTBAHE HA

TMEKAPCTEEHH GOpMH:

PaboTHO MACTO 3a IPHTOTBAHE HA TeKAPCTEEHH MPOIVETH. .. ....oooeeeov e eeeeeaeee oo oon. .. OpOHE

0 o OpoH
MABAHHE | ..o Dpo#
TIECTHITH ..o et n opol
BASEPHIHE CTBETA © .\ttt st e e e e e e e e eeee e e e e e e e e e e e e e e e e s aaaeann opoi

BE3IHH C HEOOXOTHMATA TOTHOCT ..ottt oottt e e eeee e e e e mnenennn. OPOH
BeSHA PEUENTYPHA T0 1 Kg e opoH

TBEMEITE METATIEH ... . oottt e ... DPOH

UL 68 iy 1 S opoft
2 a8 = S Opoi
2 (o OpoH
BACEPIOME © .ot oot opoH
B (o) opoH

TATEHH EMAHTHPAHH © OPBEER - OpoH



CTBEJIEHH CBIOBE 33 CBXPAHEHHE Ha Je(eKTVPHHE PasTBoOpH ... . OpoH
AT P B AT e T H VB . il opoH
Koda c nezan
........................................................................................... opol

METATHH CBI0BE C BMecTHMocT oT 3lmmm 51 ... opoit
BOJHA bang
............................................................................................. opol
CTePHIHATOP (3a ANTEXH, H3TOTEAITH CTEpHIHH PA3TEODH)
U & 1) :

ABTOK/IAE (za ANTEKH, HITOTBAITH CTepHIHH PAITEOPH)

e e e OPOH

CYIIHIeH mEad (33 aNTeKH, HATOTBAITH CTEPHIHH PA3TBOPH) ...

CEOOEE 33 CRXPAHCHHS Ha IIPCHHCTEHE BOda e e

OaKTepHITHIHA JAMIA (23 AOTeKH. HTOTBANH CTEPHIHH PA3TBOPH) ... ...

I}_I Hams+mse Ha Tedama B ACHCTEHTCEOTO IMOMENIEHHE

TOIUIA H CTVIEHA BOOAa B CEpPBHIHHTE [IOMEIOEHHA

E IPVTH NOMENIEHHA

E VYcaoBHA 3a CRXpaHeHHE

OpoH
opo#

opoH

4

HE

4

HE

4

HE

Ha I'E'p}iOJIHG}UIHHIE' .........................................................

NMeKAPCTBEHH IPOIVETH

L YcOooBHA 33 chEpaHEHHE Ha

JECHO F3ANaTHNMH H FOPHMH

NeKAPCTEEHH IPOIVETH

3 Hanmu4He Ha cOpaBodHA

JIuTepaTypa HIH Ha HHTEPHET




Onxcagne Ha JefHOCTHTE, KOHTO

¢ C& HRBEBPIIEAT B AIITEEATAC

CLKPEHHBHHE‘ H OTIYVCKAHS Ha JIEKAPCTECHH NPOIVETH., © HIKITHTICHHS Ha
I[IPHTOTEBAHH E AIITERATA IO MalHCTPAIHA H @ﬂpMERDHGIL:IHEI.

pPelenTypa

CLXPEHHBHHE‘ H OTIIYVCEAHS Ha EHJ'IL'.I-[, 0e3 HIrOTEAHE HA

OHIIKOBH CMECH

CeXpaHdBEaHe H OTIVCKAHE Ha OHIEKH H OHIKOBH CMECH,
BETHMHTEIHO IPHTOTEAHH 10 MarHCTPATHA H (apMakonedHa
PELENTYpPA

CEXpaHABaHe H OTIVCEAHE HA IeKAPCTEEHH NPOIVETH,

BETHOMHTEIHO H IPHIOTEAHH 110 MATHCTPalHa H gapMakonefHa
penentypa, 0e3 NeKapcTBEHH (OPMH 33 OFMH H PasTBOPH 3a MapeHTEpaTHO
NPHIOEEHHE

CrxpaHgeade H OTOYCKAHE HA NeKaPCTEEHH NPOIYKTH,

BETHOMHTENHO H INPHIOTBAHH IO MArHCTPaTHA H (apMaxonefdiHa pelenTypa
H TeKapCTEEHH GOPMH 33 O9H H PasTEOPH 33

HapeHTePANHO OPHIOESHES

OpToneIHYHH NIPHEAITSKHOCTH H AMAPAaTYPa, KAKTO

H OpOTE3H € METHIHHCKD MIPEIHATHAYCHHE!
MATEPHATH, CTOKH H IIPHHEAIICHHOCTH. HE0DKOIHMH

33 DOTHHTE B JOMAIIEH CTATHOHAD HIIH 33
DﬁCJTj-'?KEEHE‘ Ha EBRIPACTHH XOpa II0 TOMOBETE

DPTDHEJH'-IHH ARCECOAPH, OPTOIETHYHH CAHIATH H TEXTH

CEHHIHPH'D—XHIHEHHH CPEICTEd H KOZMETHYHH IPOIYVETH

r]:[IPIE"I'HT-I]-I]-[ K]PaHH 33 CTIIeTHATHH McTHITHHCEH eTH, XPaHH

33 KBPMATETA H NPEXOIHH XPAHH

da HE
da HE
Ja HE
Ia HE
Ja HE
Ja He
Ia HE
Ja HeE
Ja He




10.  XpanuTenss 7o0aEKH

K Onucagne Ha JeAHOCTHTE, KOHTO
I7e C& HIBLPIIEAT B ANITEKA HA J1ededHO 3aBeleHHe:
1. CpxXpaHABaHe H OTIVCKAHE IO JeKAPCTEEHH THCTOES HA

JNEKAPCTEEHH IIPOIVETH C HIENHWEHHE Ha IIPHIOTBEAHH

O MArHCTPATHA H (apMaKoNeHHa penenTvpa

!,J

CrxpaHABAHE H OTIYCKAHE MO IeKAPCTEEHH THCTOBE Ha
NMEKAPCTEEHH IPOIVKTH, BRIIOYHTETHO IPHIOTEAHH 10
MATHCTPATHA H hapMakoneHHa pellenTypa. 083 TeKapcTBeHH

DopMH 33 09H H PA3TEOPH 34 NapeHTEPATHO NPHIOEEHHS

3. CroxpagfBaHe H OTOVCKAHE IO TeKAPCTBEHH IHCTOBE HA
NMEKAPCTEEHH IPOIVETH, BRTIOTHTEIHO IPHIOTEIHHE 10
MATHCTPATHA H QapMaKoNeHHa pelenTypa H IeKapcTEEHH
DOPMH 33 09H H PAITEOPH 34 NapeHTEPATHO NPHIOEEHHS

4 MegunHHCEH H3TeIHA

3. r1:[I-I'F.'I'I'IT-I]-I]-[ XKPaHH 33 CIIEIHATHH METHITHHCEH IIETH, XPDaHH

33 KBPMATIETa H MPeXOIHH XpaHH

(memar)
AT oot

(TpETe HMera Ha mHIETO)
3abedemica: BepHHAT OTrOBOD Ce OTORIAIBA C 4200,
[Mpunoxenue Ne 8 xpm un. 12, an. 3
(U3m. - IB, 6p. 67 ot 2010 1., m3m. - /IB, Op. 2 ot 2012 1.)

|. BugoBe nmoMmelieHus BLB:
1. Anrteka 3a OTIyCKaHe Ha JIeKapCcTBa Ha TPak/IaHH.

Ja He
da HE
da HE
Ja HE
Ja He
Ja HE

IOIIEC . . i




a) AmnTeka 3a JICKAPCTBEHU MPOAYKTH, C HW3KIIOUYCHHUE HA MPUTOTBSHU 10 MarucTpajiHa U
(hapmakorieiiHa perentypa ¢ eqHo paboTHO MSCTO - ¢ MUHUMaTHA o611a mrony 30 KB.M, ChCTOSIIA CE OT
MIPUEMHO MTOMEIIEHNE, CKIIQJI0BO MTOMEIIEHUE U CAHUTAPEH BH3EI C H3OJAIMOHHO MIPEIIBEPHE  MUBKA.
3a BCSAKO cieaBamio paboTHO MSCTO C€ M3MCKBAT OIIE S5 KB.M JOIMBJIHUTEIHA TUIOMI.

0) Anrteka 3a JICKAPCTBCHHM MPOAYKTH, BKIIFOUMTEIHO W MPHUTOTBSIHA IO MarucTpaiHa u
(dhapMmakorieiiHa perenTypa ¢ €IHO pabOTHO MSCTO, B KOATO HE CE MPHUTOTBAT JEKApCTBEHU (HOPMH 3a
OYU W PA3TBOPH 3a MAPECHTEPATHO MPUWIOKECHHUE - C MUHIMaHA o0mia miomny 40 KB.M, ChCTOSIIA CE€ OT
MIPUEMHO TTOMEIIICHHE, CKJIaIOBO TOMEIICHHE, ACUCTEHTCKO TTOMEIIICHHE C €THO PAOOTHO MSCTO M MHUBKA
3a U3MHBaHE Ha CHJOBETC M YPEIUTE 32 NMPUTOTBSIHE IO MAruUCTpaiHa M (hapMakomeiHa penentypa u
CaHWUTapeH BB3eJ C HM30JAIMOHHO MPEIJIBEpUE€ W MHBKA. 3a BCSIKO CJIEBAIIO PAaOOTHO MSCTO C€
M3HCKBAT OIIE 5 KB.M JOIIBIHATEIHA TUIOINI. 32 MPUTOTBSIHE HA JIEKAPCTBEHH MPOAYKTH [0 MarucTpaiHa
perenTypa ce U3MoJ3Ba NpeurncTeHa Bojia cbriacHo EBpornelickata gpapmakornes.

B) Amnreka 3a JIGKAPCTBCHU NPOAYKTH, BKIIOYUTEIHO W TNPUTOTBSIHM IO MArucCTpajiHa u
dapmakorneliHa perentypa ¢ eJHO pabOTHO MSCTO, B KOSATO C€ MPUTOTBST JIEKapCTBEHU (POPMH 32 OUH -
¢ mMuHUMaNHa o0ma rmiony 50 KB.M, ChCTOSIIA C€ OT MPHUEMHO IMOMEIICHHE, CKIAJI0BO IMOMEIICHUE,
ACHCTEHTCKO IOMEIEHHE C €IHO PabOTHO MSCTO U MHBKA 32 M3MHMBAHE HA CBHIOBETE U ypEAHUTE 3a
MIPUTOTBSHE 110 MArUCTPATHA U (apMaKoleiiHa perenTypa, acenThuieH OOKC 3a M3TOTBSHE HA Pa3TBOPU
32 OYM U CAHMTAPEH BH3EN C U30JIAIIMOHHO MPEIBEPHE M MUBKA. 3a BCAKO CIIEABAIIO paOOTHO MSCTO CE€
M3HUCKBAT OIIE 5 KB.M JOITBIHATEIHA TUIOINI. 32 IPUTOTBSIHE HA JICKAPCTBCHH MPOIAYKTH IO MarucTpaiHa
perenTypa ce u3no3Ba NpevyrcTeHa Boja chriaacHo EBporelickara dapmakormnes.

r) bunkoBa anTeka ¢ eHO pabOTHO MSCTO, B KOSITO CE TIPUTOTBAT OMJIKOBH CMECH M 4aiOBE U
ce pazdacoBar OWIKM - ¢ MUHUMaIHA oOmia 1uion] 60 KB.M, ChCTOSIIA CE OT MPUEMHO TOMEIICHHE,
CKJIQJIOBO TIOMEIICHHE, aCHCTEHTCKO MOMEIIEHUE C €HO PabOTHO MSCTO M CaHUTApPEH BB3EN C Ayl U
M30JIAIIMOHHO TIPEAJIBEpHE C MHBKA. 3a BCSIKO CleBamio pabOTHO MSICTO C€ M3HUCKBAT OIIE 5 KB.M
JON'BIHUTETHA TIJIOII;

aa) B cIy4auTe, KOraTto B OMJIKOBATa anTeKa Ce MpoaBaT U OTITYCKAT JIEKAPCTBEHU TPOIYKTH, C
M3KJTIIOYEHNE Ha TIPUTOTBSHU 10 MarucTpajiHa u apMakorneiiHa perentypa, Tpsaosa aa 6b1e 000co0eHo
OTJENHO pabOTHO MSCTO 3a ChbXpaHEeHHE M IMpoAak0a Ha Te3M JIeKapCcTBa U MUHHMalIHATa 0o0Ia Tion e
65 xB.M;

00) B ciaydauTe, KOraro B OHWIIKOBAaTa amTeKa Ce HPUTOTBAT JICKAPCTBEHH MPOAYKTH II0
MarucTpayiHa u (papmMakomneiHa perenTypa, ce M3MCKBa JOIBIHHTEIHO MOMEIICHHE C €IHO PabOTHO
MSICTO ¥ MHBKa 32 U3MHBaHE Ha CHJIOBETE U YpEIUTE 32 MPUTOTBSIHE IO MarucTpaiHa U gapMakorneiHa
perenTypa ¥ MHHHMAaTHaTa oOma IJion[ € 75 KB.M; 3a MPUTOTBSHE HA JICKAPCTBEHU MPOAYKTH TIO
MarrmcTpaliHa pelentypa ce u3Mnoii3Ba npeyrcTeHa Bojia cbriacHo EBponeiickara dapmakories.

BB) B HAaCeJCHM MeECTa, KBJCTO HsSMa Jpyra amrTeka, ce JOMyCKa OTKpPUBAaHE Ha anTeka 3a
JIEKapCTBEHH MPOAYKTH, C U3KIIOUYCHHE Ha IPUTOTBSIHA IO MarucTpaiHa u (apMakorneiHa perentypa ¢
€IHO PabOTHO MSACTO - ¢ MUHUMaiHa o0ma rion] 20 KB.M, ChCTOSAMIA CE OT MPHEMHO IOMEIICHUE,
CKJIaJIOBO TIOMEIIIEHNE U CAaHUTApEH BB3EN C M30JIAMOHHO MPEAJIBEPUE U MHUBKA; 32 BCSIKO CJEBAIIO
paboOTHO MSCTO C€ U3HMCKBAT OIIE 5 KB.M JOIIBIHATETHA IO,

2. Anrteka Ha J1eueOHO 3aBefeHue 1o wi. 222, ain. 4 3JITIXM:

a) AmTeka 3a 3aJ0BOJIIBaHE HYXIWTE Ha JIcueOHO 3aBeJCHHE 3a JICKApCTBEHH MPOIYKTH,
BKJIFOUMTETHO W TPHUTOTBSIHU TIO0 MarucTpaiHa W QapMakoreiiHa perentypa 0e3 MpPUTOTBSHE Ha
Pa3TBOPH 3a MAPSHTEPAITHO IPHUIIOKEHUE ¥ JIEKAPCTBEHH (POPMHU 3a 0UM - ¢ MUHUMaTHA oOria ot 0,50
KB.M 32 €[HO JIeTJIO, HO HE Mo-Maiko oT 50 KB.M, ChCTOSINA CE OT MPUEMHO MOMEIICHNE, ACUCTEHTCKO
MTOMEIIIEHUE, MHUSUTHO TIOMEIICHNEe, CAHUTAPEH BH3EI C IPEIIBEPHUE U MUBKA.

3a MpUTOTBSHE Ha JIEKAPCTBEHH TMPOAYKTH IO MAarucTpajiHa pelentypa ce H3MoI3Ba
IpevncTeHa BojJa chrilacHo EBpomneiickaTta papmakornes.

0) AmnTeka 3a 3aJ0BOJISIBAHE HYXKIWTE Ha JieueOHO 3aBeneHue 1o wi. 222, an. 4 3JIIIXM 3a
JIEKapCTBEHH TPOIYKTH, BKIIOUYUTEITHO M IPUTOTBSHU 10 MarucTpaiaHa u (papMakoreitHa pernenTypa, Ha



JIeKapcTBEeHH (HOPMHU 32 OYM M Pa3TBOPH 3a MAPEHTEPATHO MPUIIOKEHHE M XpaHEHE - MOMEUICHHUATA,
IUTOIIMTE M YCJIOBHSTA 3a TO3W BUJ allTEKa C Ta3M JEHHOCT ce MPHUBEXKAAT B ChOTBETCTBHE C A0Oparta
MPAaKTHUKA IPU IPOU3BOJCTBOTO HA CTEPUITHM JIEKAPCTBEHU (HOPMH.

Il. ®yHKIIMOHAIHO-CTPYKTYPHU U3UCKBAHMUS:

1. [Tomemmenusra mo pasnen |, . 1 u 2 TpsiOBa ga ca Ha €AHO HUBO, CBBP3aHU MTOMEXKIY CH U J1a
ca HAITBJIHO OTJICJICHH OT IMOMEIICHUATA, KOUTO CE M3MOI3BAT 32 JPYTHU LEIH UK 32 IPYT BUJ JEHHOCT.

2. IlpuemHoTO TIOMENIEHUE TpsiOBa 1a MMa TpsKa BPbh3Ka C ACHCTEHTCKOTO IOMEIICHHE U
y100Ha BPB3Ka ChC CKIAIOBUTE TIOMEIICHHSI.

3. ACHCTEHTCKOTO MOMeIIeHUE TPsiOBa 1a UMa yao0Ha Bpbh3Ka C MUSTHATA.

4. Jlommycka ce M3rpakJaHeTO Ha BTOPO HUBO B amTeKaTa, CBbP3aHO ¢ obOe3ormaceHa CThioa,
KaTo MOABT HAa TOBAa HUBO € HAa BUCOYMHA HE MO-Majko oT 2,50 M OT moja Ha MBPBOTO HUBO, KaTO
IJIOIITA HA 000COOEHUTE 10 TO3M HAYMH IMOMEIICHUS HE € BKJIIOYBA B M3MCKBaHATa MHHHMAJIHA 00Ia
IUIOL Ha anTeKara.

5. (u3m. - JIB, Op. 2 or 2012 r.) Jlomycka ce CaHMTApHHUAT Bb3ea Ja Obje HA JPYro HUBO C
ynoOHa ¢yHKIMOHAIHA BPb3Ka C OCTAHAINUTE MOMEIlEeHUs Ha anTekaTta. B ciayuaute mo 1. [ "Bunose
nomenieHus”, 1. 1, 6ykea "r", "BB", KOraro B HAaCEIIEHOTO MSCTO HsMa M3IrpajJieHa KaHAIM3alUs, CE
JIOTYCKa CAHUTAPHUSAT BB3EJ J1a € U3BBH MOMEIICHUATA Ha alTeKara.

[1l. CtpouTennu n3ncKBaHus:

1. Ceernara BHCOYMHA HA TIOMEIICHUATA TPsOBa a Obae Hai-Manko 2,50 M.

2. (u3m. - 1B, 6p. 67 or 2010 r.) CTeHnTe Ha BCHYKH MMOMEIICHHS TPIOBa J1a ca C MOKPHUTHE,
YCTOWYHMBO Ha BJIKHO MOYMCTBAHE, KATO HE C€ JOIMYCKAT peieHU CTEHU B aCUCTCHTCKOTO MOMEIICHUE

3. B MusutHaTa, acenTuuHUs OOKC M CAaHUTApHHS Bb3el TPsAOBa Jla ce mojiara BOAOYCTOMYHBO
MMOKPHUTHE, TIO3BOJIABANIO e(DEKTHBHO BIIAYKHO TTOYUCTBAHE U JIe3WH(EKIIHS Ha BUCOYNHA 2 M.

4. [TogoBuTe HACTUIIKU TPsiOBa 1a ca:

a) JIECHO TIOYKMCTBAIlM C€ B NPHUEMHOTO TMoOMelleHne (B CEKTOpa, KBAETO pPabOTAT
(bapmaneBTHTE), CKIIQJOBUTE MIOMEIIEHHUS, ACHCTEHTCKOTO MOMEIICHHUE;

0) BOJOHENPONYCKJIMBA M JIECHO IMOYMCTBAIM C€ 3a THProBCKaTa 4YacT Ha MPHEMHOTO
MOMEIIEHUE, MUSIITHOTO, ACETITUYHHS OOKC U CAHUTAPHHUSI BH3EJL.

5. (m3m. - JIB, Op. 67 ot 2010 r.) [TomemeHusTa TpsOBa Ja UMaT €CTECTBEHO U M3KYCTBEHO
OCBETJICHHE, KOETO Jia OCHrypsiBa Oe30macHOCTTa M 3JpaBeTo Ha paboTemmMTe B anTekara U Ha
narueHTrTe. C IPUOPUTET CE OCUTYPSBA €CTECTBEHO OCBETICHHE. KoraTto ecTeCTBEHOTO OCBETIICHUE HE
€ JIOCTaThYHO WM HE € BB3MOXKHO Ja ObJie OCUTYPEHO, Ce Mpuiiara CMECEHO WU HU3KYCTBEHO
OCBETJICHHE.

a) VI3KyCTBEHOTO OCBETJIICHHE B MPUEMHOTO M aCHCTEHTCKOTO MOMEIIEHUE HE MOXKe Ja Obje
no-manko ot 500 nykca, B CKIaI0BOTO MoMeteHue - He mo-Mainko ot 300 jykca, a B CAaHUTapHUS Bh3eT
Y M30JIAIMOHHOTO TpeaaBepue - He mo-manko oT 200 mykca, cernacuo BJIC EN 12464-1 "Cernuna u
ocsetieHue. OcBerieHue Ha paboTHU MecTa.” - yacT [ PaGoTHu MecTa Ha 3akputo.”

0) Ha paboTHHTE MecTa B IOMEIIEHHUATA, KBICTO C€ MPUTOTBST JICKAPCTBEHH MPOYKTH, TPSOBA
Jla € OCHUTYPEHO H JIOKAJTHO OCBETJICHHE.

B) B acenTuunus Ookc/cras v mpeiBeprueTo KbM Hes TPSOBA Ja ca MOCTaBEHU OAKTEPUITUIHU
JIAMITH.

IV. M3uckBaHus MO OTHOIICHNE HA OTOTUTUTENTHATA M BEHTHUIIAIIMOHHATA WHCTAJAIINS:

1. OromnurenHara, BEHTHJIAIMOHHAaTa M KJIMMaTHYHATa MWHCTAJallMs Ja OCHTypsiBaT B
MOMEMICHUATA HOPMATHBHHUTE H3UCKBAaHWS 32 MHUKPOKIMMAT B 30HATAa HAa NpeOMBaBaHE CHIIIACHO
Hapen6a Ne 15 or 2005 r. 3a TexHMYECKH NpaBWJIa U HOPMAaTHBHU 3a MPOEKTUpPAHE, M3TPaKJaHe U
eKCIIIoaTalys Ha 00EKTUTE W ChOPBKEHUATA 33 MPOU3BOJCTBO, IPEHOC U pa3NpeielicHHe Ha TOIUIMHHA



eneprus (/IB, op. 68 ot 2005 r.).
2. (otm. - 1B, 6p. 67 or 2010 1.)
3. (orm. - 1B, 6p. 67 oT 2010 1.)

V. M3uckBaHwms 0 OTHOIIIEHUE Ha BOJOMPOBOIHATA U KAHATTN3AIMOHHATA WHCTAIAIUS:

1. BogonpoBoiHaTa ¥ KaHAIM3al[MOHHATA MHCTANANKS TPsOBa Jia ca MPOSKTUPAHH ChITIACHO
Hapen6a Ne 4 ot 2005 r. 3a mpoekTupaHe, U3rpaKaaHe U eKCIIoaTalus Ha CTPpaJHu BOJONPOBOJHU U
KaHaJIM3aluOHHU HHCTanauu (06H., 1B, 6p. 53 ot 2005 r.; momp., /B, 6p. 56 ot 2005 r.).

2. Antexkute TpsiOBa J1a ca OCHTYpEHH C JOCTAaThUHO KOJUYECTBO TOIUIA W CTY/ACHA BOJA,
otroBapsiia Ha n3uckBanusaTa Ha Hapen6a Ne 9 ot 2001 r. 3a kauecTBOTO Ha BOjaTa, IpeIHa3HAYCHA 32
nuTeiino-outoBu neu (B, 6p. 30 or 2001 r.).

3. MuBkuTe TpsOBa Ja ca MOHTHpPAaHH B AaCHCTEHTCKOTO IIOMCIICHHE, MHsUIHATA U
M30JIAIIMOHHOTO TPEJ/IBEpUE TPE]] CAHUTAPHHUS BH3EIL.

VI. M3uckBaHus IO OTHOUICHHE HA EIEKTPHUYECKATa WHCTAIAIIHS

1. (u3sm. - JIB, O6p. 2 or 2012 r.) Enextpo3axpaHBaHETO W EJICKTPUYECKUTE ypemdu na ca
npoektupanu cbriaacao Hapemba Ne 1 ot 2010 r. 3a mpoekTupane, W3rpakaaHe W MOAIbpKAHE Ha
CIICKTPUYUECKH ypenIOu 3a HUCKO Hanpexenue B crpamu (B, op. 46 or 2010 r.).

2. (ot™. - /IB, 6p. 67 ot 2010 1.)

3. (or™. - 1B, 6p. 67 or 2010 1.)

4. B antekute TpsAOBa a € IPOSKTHpaHa U MHCTANAIMS 32 Tele(OHHH MTOCTOBE.

5. (orm. - 1B, 6p. 67 or 2010 1.)

[Mpwtoxxerne Ne 9 xbm wi. 17, an. 1

.HeKapCTBeHI/I MNPpOAYKTH 1O MCKAYHAPOAHU HCMATCHTHU HAWMMCHOBAHUA, HW3UCKBAIIHU
CbXpPaHCHUC B OTACIICH HIKa(i) CBbC CCKPCTHO 3aKIHOYBAHC

Acenocoumarol

Acetyldigoxin

Alcuronium

Ambenonium

Amsacrine

Asparaginase

Atracurium

Atropine

Azathioprine

beta-Methyldigoxin

(Biperiden - kpMm cniicvk Ha 3KHBIT)

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

[Tpunoxxenue Ne 10 kbm 4. 18

MunauMaseH HOpPpMATHB 3a 063aBC)KI[aHe n o6opyz[BaHe Ha ariTeka

|. IIlpuemHO TTOMETTICHUE

1. Maca pernenrtypHa (CbOOpa3HO YCIOBHSATA)
2. Crenaxu

3. PaboTteH cTon (eproHOMHUYCH)

4. Koda c neman

Il. [Tomemienue 3a MPUTOTBSHE HA JIEKAPCTBEHU MPOJYKTH IO MarucTpajiHa u (apmakoneitna

peuenrtypa

1. PaGoTHO MSCTO 3a MPHUIOTBSHE HA JIEKAPCTBEHH MPOIYKTH 110 MarkCTpasiHa U apMaKomneiHa
petentypa (KOMILIEKT)

0.
1.
12.
13.
14.
15.
16.
17.
18.
19.
20

PP OOO~NOOTEWDN

. Cton

. XaBaHU C IIECTUIIU

. Bazepuiinu cThkiia

. Be3nu ¢ HeoOXxoaumaTa TOYHOCT
. KomrmnekT rpamoBe

. JIBXKHIM MeTaIHH, HEMETaIHU

. narynu

. Hoxmiia

Hox

Kaceponn

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

[TareHn emaimupanu ¢ IpbKKa

CTBKIIEHHU CHJIOBE 3a ChbXpaHEHHE Ha e(EKTYpPHH Pa3TBOPH
Harpesarenen ypen

Koda c menan

Boana 6ans

Crepunu3zatop (3a anTeku, U3roTBSIIU CTEPUITHU PA3TBOPH)
ABTOKIIaB (32 aNTeKH, M3TOTBSAIIN CTEPUIIHU Pa3TBOPH)

. CymuneH mkad (3a anTeKy, U3rOTBSIIH CTEPUITHH PA3TBOPH)

CKJ1a10BO TOMEIIEHNE

1. llkadoBe cTenaxHu

2. PadToBe crenakHu

3. MeranHa Kaca, HETIOABMKHO 3aKpEIeHa M CBbP3aHa ChC CUTHATHO-OXPAaHHUTEITHA CUCTEMA, 32
ChXpaHEHHE Ha JIEKAPCTBEHHM NPOJYKTH, ChIbPKAIlM HApKOTHYHM BemlecTBa (KOraro amnrekara e
HOJTy4YHJIa pa3pelieHre 3a padboTa ¢ Te3 BEellecTBa)

4. lka¢d 3a cbxpaHeHHE Ha JIEKAPCTBEHU MPOJIYKTH OT mpuiioxkeHne Ne 8 cbC CEeKpeTHO

3aK/JIFOYBaHEC

5. XJaJnIHUK - ¢ TOIXO/ISAII 00eM

6. PaboTtHa Maca (choOpa3HO yCIOBHUSATA)
7. IppBenu nasneru (mpu He0OXOIUMOCT)
8. Meranuu nanetu (Ipyu HEOOXOTUMOCT)



9. Konnuka (ch00pa3HO yCIOBHSITA)

10. Ctwii6a (choOpa3HO yCIOBHATA)

11. TepMOMETHp BB BCHUYKH MOMEIICHHS, KbICTO CE ChXPAHSBAT JICKAPCTBEHH MPOIYKTH
12. BeHTHIIaTOp WK KIIMMATU3ATOp - aBTOHOMEH (ChOOpa3HO yCIIOBHSATA)

IV. AnTekara TpsOBa Aa pasmnosiara cbC:

1. 'apnepo0 3a 00s1eKI0TO Ha epcoHaa (CboOPa3HO YCIOBUSITA)

2. CTeHHO oryie1ano

3. lkad mnm MACTO 3a ChXpaHEHWE Ha MEPHUITHH IMperapar, Ae3MH()EKINOHHA MaTepHalud U
CBhOPBHKCHUS 32 TIOYHCTBAHE

4. ITpoTHBONIOXKApEeH MHBEHTAP CHIVIACHO MPOTUBONOXAPHUTE N3UCKBAHUS

[Tpunoxxenue Ne 11 kbm ui. 26, an. 2

NABOPATOPEH OHEBHUK N2 .........cocviiinn

38 MECEL, .cvvveeirie e rognHa
Cym
Ne | Oarta | HaumeHoBaHue | JlekapctBeHa | lMaptu- |Mspka| Konu- Ean. a lNopeH | HaumeHo-
AeH
no Ha aKTUBHUTE dopma HOMEP 4YeCcTBO | LeHa 4o BaHMe Ha
pen CbCTaBKM dopmaTa

[Tpunoxxenne Ne 12 kbm ui. 26, an. 3

[IHeBHUK 3a pernctpupaHe Ha NPUroTBAHUTE B anTekaTa fiekapCcTBEeHU NPOAYKTU NO MarncTpanHa u
dapmakonenHa peuenTypa

Ne [arta Ha Rp Ne | CwctaB no Wwme, agpec n Wwme Ha nekaps, | Cpok Ha MpuroTteun
no npuroTBsiHe peuenTa Bb3pacT YNH rogHocTt
pen Ha bonHua

[Mpunoxenne Ne 13 xkpm wi. 29
W3nckBaHus 3a ChXpaHEHHE U IPUTOTBSIHE HA JICKAPCTBEHH MPOAYKTH B ariTeKaTa
1. CpxpaHeHHETO Ha JICKApPCTBEHH WM IOMOIIHM BEIIeCTBA Ha pabOTHOTO MSCTO Ha JIHUIIETO,

KOETO M3rOTBS JIEKAPCTBEHU MPOAYKTH 110 MarucTpaiHa u ¢papMakorneiHa pelenTypa, ce U3BbpIlBa MpH
CIa3BaHE Ha CIEIHUTE [IPaBUIA:



a) Mpaxo00pa3HUTE JICKAPCTBEHHU BEIECTBA CE HAPESKIAT OT JAsSCHATA CTPaHA, a TCUHUTE - OT
JisBaTa cTpaHa Ha paboTenus,

0) moapeXTaHEeTO Ce U3BBPIIBA MO a30ydeH pea IO HauyWH, [0 KOWTO ce u30sArea
HETOCPEJICTBeHATa OJIM30CT HA JIGKAPCTBEHUTE BEIISCTBA C OJM3KM HAaUMCHOBAHHS WM CXOJTHH IO
BBHIIICH BHI,

B) JICKAPCTBEHH BEIIIECTBA 32 BBHIIHA M BHTPEIIHA YIOTpeOa ce MOAPESIKIAT OTACIHO;

I) JIeKapCTBCHH BEIIECTBA, KOMTO BJIM3AT B ChCTAaBa HA JIGKAPCTBEHHU MPOAYKTH OT HMPUIIOKECHUE
Ne 8, ce chxpaHsiBaT OTIEIHO OT JAPYIHTE, HA camMara Maca WM B OTIENICH mKad;, BbPXY ETUKETHTE CE
03HAYaBaT EIHOKPATHUTEC W JICHOHONIHWTE MAaKCHMAaJIHH JI03U; HAaUMEHOBAHHMETO Ha JIEKAPCTBEHOTO
BEIIECTBO C€ M3MKCBa Ha Os1 ()OH ¢ yepBeHH OYKBH; 3aIbJDKMTENIHO Ha mkada (mmcka, padra) ce
nocrtaBs Haanuc 'JlekapcTBEHO BEIECTBO, HA OTACIIHO ChbXPAaHEHHE'; HE CE pa3peliaBa CbXpPaHECHUETO
Ha HAPKOTUYHHU JICKAPCTBCHHU BEIIECTBA Ha paOOTHOTO MSCTO.

2. Jluuero, KOETO TPUTOTBS JIGKAPCTBEHU MPOAYKTH IO MarucTpaiHa u (apmakoneitHa
pelenTypa,3aIbJXKUTEITHO Clla3Ba CICIHUTE TPaBUIIA:

a) Tpead M3rOTBSHE Ha JICKAPCTBEHHs MPOIYKT IPOYMTA peLenTara, Karo MPUCTHIIBA KbM
pabota camo B cCiydall, KOrato perenrata ¢ NpaBWIHO HalKcaHa W HsAMa CHhMHEHHE OTHOCHO
J03MPOBKATa WM HAMMEHOBAHUETO Ha JIEKAPCTBEHOTO BEIIECTBO;

0) mpu OTMEpBaHE Ha JEKAPCTBEHOTO BELIECTBO IMPOBEPSBa MPABUIHOCTTA HAa B3ETOTO
JICKApCTBEHO BEIIECTBO, KaTO CBEpsSBa HAaWMMEHOBAHHETO B pelenTara C TOBa Ha OaHKaTa Mpeau
OTMEpBaHE U CJIeJl OTMEPBaHe; MPH OTMEPBAHETO € HEOOXOIUMO JIa ce IbpKHM OaHKaTa B JICHATAa PbKa
10 TaKbB HAYWH, Y€ HAJIMUCHT J1a OB OTIPE/ U JIa MOXKE J1a CE YeTe;

B) OTMEpBa B MPHUCHCTBUETO HA PHKOBOAMTENS HA alTeKara WM ONPEAEICH ChC 3arMoBe] OT
Hero (papMmareBT HAapKOTHYHU JICKApPCTBEHU BEIIECTBA, Ha OOpaTHATa CTpaHa Ha pelenTara ce HalucBaT
HAaMMECHOBAHHMETO U KOJUYECTBOTO HA JIEKAPCTBEHOTO BEIIECTBO, CIIE]] KOETO JBaMara ce MOJIIUCBAT;

) Clieql M3rOTBSHE Ha JeKapcTBeHata (popMa oIlle BEIHBK MPOYUTA pelenTara U MpoBepsBa
MPABHJIHOCTTA Ha B3€TUTE CbCTABKH U JI03H,

1) HE ChXpaHsBa Ha PabOTHOTO CH MSCTO HM3TOTBEHH JICKAPCTBEHU MPOAYKTH 0€3 CTHUKETH,
HA/INMCH, TIAPTUIHA HOMEPA, JlaTa Ha TIPUTOTBSIHE, HAUWH Ha ChbXPaHEHHE, CPOK HA TOJAHOCT;

€) IpH M3IMOJI3BaHE Ha BE3HHWTE CE CIAa3BaT yKa3aHHsTA Ha MPOU3BOIAMTEINS; NMPH OTMEPBAHETO
HE ClIe[Ba J1a Ce MpEeBUIlIaBa MpeIeIHaTa HaTOBAPEHOCT, KOSTO € 0003HAUYECHA HA BE3HUTE,

) pasmoJjara ¢ TabJiuIa 32 MAaKCUMAITHUTE U €JHOKPATHUTE JTO3H HA JICKAPCTBEHUTE TPOIYKTH,
ChIbPIKAIIN HAPKOTUYHHU BEIIECTBA;

3) B Kpas Ha paboTara J1a 0CTaBsi paOOTHOTO CH MSICTO B IIBJICH MOPSAIBK;

M) HE HW3rOTBA €JHOBPEMEHHO HSIKOJKO JICKAPCTBEHH TMPOAYKTH TI0 MAarucTpajHa Hu
(hapmakorieiiHa perenTypa;

i) ocTaBst Bcsika OaHKa Ha MSACTOTO ¥ CJIe/l CBbPIIBaHe Ha paboTara C Hesl.

3. B cki1azioBOTO OMEIIeHNe ChXPaHEHNUETO CE N3BHPINBA MPH ClIa3BaHEe Ha CICTHUTE TPaBUIIa:

a) JICKApCTBEHH TPOJIYKTH, C U3KIIOYCHUE HA TIPUTOTBSIHUTE MO0 MarkucTpaiHa u GapMakorneiHa
perenTypa, ce ChbXpaHsBaT BbpXY padToBe WX B JJ0Ope 3aTBOpPeHH mIkadose;

0) JIeKapCTBEHUTE MPOJYKTH B TPAHCIIOPTHA OMAKOBKA M CAHUTAPHO-XUTMEHHUTE MaTePUAIIU CE
ChXpaHsIBaT BbPXY CKapH,

B) JIEKAPCTBEHUTE MPOJYKTH ChC CUIIHA MUPH3Ma C€ ChbXPaHABAT OTACIHO OT JPYTUTE BHIOBE B
noOpe 3aTBopeHU MKadoBe;

I) CaHUTAPHO-XUTHMEHHUTE MaTepHaiu, Ie3MH(EKIMOHHUTE, JCPATU3AUMOHHUTE CPEICTBA,
KO3METHYHHUTE CpEJCTBA, pa3pelieHn 3a MpoAakda B amnTekaTa, €€ CBbXpaHsABaT OTACITHO OT
JIEKapCTBEHHUTE MPOIYKTH;

1) Ha BBTPEIIHATA CTPpaHa HA BparaTa Ha METAIHUsA IIKad WM Kacara, KbJCTO Ce€ ChbXPaHABAT
JIEKapCTBEHH TMPOJYKTH, ChIbPXKAIIM HAPKOTHYHU BEIIECTBA, C€ TOCTaBAT Haamuc 'JlekapcTBeHU
MPOAYKTH, CHIBbPXKAIIM HAPKOTHYHH BEUIECTBA' W CIIMCHK HA JICKAPCTBEHHTE MPOAYKTH, KOHTO CE



ChXpaHsIBaT B HETO, C O3HAUCHUE HA MAKCHUMAITHUTE JI03U,;

€) KJII0YOBEeTE OT METATHHUS MIKa MM Kaca ce ChXpaHsABaT OT PhKOBOAUTENS HA anTeKata Win
OIIpeJIeJIEH OT HETO ChC 3aIMoBel APYT (papMareBT;

) B mKadoBeTe 1Mo OykBa "n"" ce ChbXpaHsABaT BE3HHMUYKUTE U BCUUKH JAPYTH yPeId U MPHOOPH,
HeoOxomuMu 3a paboTa C JIEKapCTBEHH NPOAYKTH, ChIBPXKAIIA HAPKOTUYHHU BEIIECTBA, KOUTO CE
YIOTpeOsIBAT caMo 3a Ta3H Le;

3) HaAMUCHUTE HAa OAHKUTE C HAPKOTHYHH JICKAPCTBEHH BEIIECTBA ca ¢ OsuT IBAT HA YepeH (oH, ¢
O3HAYCHHE HAa MAKCUMAIIHUTE €JHOKPATHU M JICHOHOITHH 03U,

M) M3rOTBEHUTE B alTeKaTa JCKApCTBEHH MPOAYKTH, ChAbPKAIIA HAPKOTHYHH BEIIECTBA, CE
CBXpaHsBaT B KacaTa MJIH JKeJIC3HUs MKad;

i) OWJIKUTE B CKJIAJIOBOTO IMOMEIICHHE CE ChXPaHSIBAT OTICIHO OT JPYTUTE JIEKAPCTBCHU
MPOJYKTH B 1I0OpE 3aTBOPEHHU MIKA(OBE,;

K) JIEKapCTBEHU MPOJIYKTH, IOKa3aJd HECHOTBETCTBUS C H3HMCKBAHUSATA KbM KadeCTBO, C
W3TEKBJI CPOK HA TOJHOCT, C HAPYIIECHH IbPBUYHA MJIM BTOPUYHA OIMAKOBKA CE ChXPAHSBAT OTIEIHO OT
APYTUTE JEKAPCTBEHNU MPOAYKTH Ha OMPEIENICHO 3a IeNTa MSCTO C TPaHO CUTHAIHO 00O3HAYeHHE, de
ca OJIOKHpaHHU.

[Tpunoxenne Ne 14 xpm wi. 29
(U3wm. - 1B, 6p. 2 oT 2012 1.)

3/paBHU U POTUBOCTIMICMUYHH W3UCKBAHUS TIPU paboTa B alITEKH

|. ITouncTBaHe Ha MOMEUICHUATA U MEOEIHUTE B AalITEKUTE

1. (uam. - JIB, Op. 2 or 2012 r.) IlomemieHusTa ce MOAABPKAT YKCTH. EXXEIHEBHO W TIpU
3aMBbpCSABAHE J1a C€ W3BBPIIBA BIAKHO IMOYMCTBAHE M JIe3WH(EKIUS Ha IMOAa, MOBBPXHOCTUTE Ha
MeOenuTe, armaparypara u Jip.

2. ExxeroziHo J1a ce U3BbpLIBa 004 1MCBaHE HA CTEHUTE Ha MTOMELCHUATA.

3. MuBKHTE 112 ce TOIbpPKAT MMOCTOSIHHO YUCTH. 3a0paHsBaT ce 3aCTOSBAHETO M HATPYIIBAHETO
Ha CbhJIOBE, XaBaHHU, MOCOOUS M Jp. 3a BCSIKA MHUBKA Ja C€ OCUTYPSBAT MHUEIIM U Je3MH(DEKIMOHHU
MperapaTé v CPeCTBa 3a MOJICYIIIaBaHe Ha PBIIETE 3a eHOKpaTHa yrnoTpeoda.

Il. O6paboTBaHe Ha ChOPBKEHUATA, IPUOOPUTE U CIIOMATraTETHUTE MaTepUAIU

4. Cnen ynorpeba cbIOBETE M ypeIuTe 3a HPUTOTBAHE Ha JIEKAPCTBEHH NPOAYKTH I10
dapMakorneiiHa ¥ MarucTpajiHa perentypa ce MOYHCTBAT MEXaHWYHO, Je3WH(EeKIupar, U3MHUBAT U
u3cymasar. [Ipu mpuroTBsHe Ha pa3TBOPH 32 OYU U PAa3TBOPH 3a MAPEHTEPATHO MPUITIOKEHUE CHAOBETE
ce crepunmsupar B cynnuiHs npu 160 °C.

5. Bcuuku chI0Be, KOUTO CE€ MBIMON3BAT 32 ChbXPAHEHHE HA JIGKAPCTBATa W MPUTOTOBICHUETO
UM, J1a ca 0e3 MeXaHWYHHU JIe(DEKTH U ChC 3ama3eHa msuioCT.

6. 3MuTHTE U U3CYIIEHH CTHKIA U CHIOBE CE 3aIlyIIBAT ChC 3alyIIAJKA U CE€ ChXpaHSIBaT B
IUTBTHO 3aTBapsm] ce mmkad, umsaTo u3paboTka MO3BOJISIBA JIECHO M epEeKTHMBHO TouucTBaHe. Ha
aCHCTEHTCKaTa Maca Jia ce TIOCTaBAT caMO Malbk Opoii cha0Be, HEOOXOAMMH 3a MpsikaTta padoTa.

7. IlopuenaHoBuTe, CTHKIIEHUTE U TUTACTMACOBUTE OYpPKaHH W KYTHH C€ ChXpaHsIBaT B mIKagdoBe
WJIH YEeKMEJKETa.

8. OmakoBKHTE W 3allylIAKUTE, KOUTO IIE C€ HM3MOJ3BAT 3a ChXpaHEHHE Ha JICKAPCTBEHH
dbopMu 3a oum, TpsOBa Aa ce ChXpaHSABAT W 00pabOTBAT MO HAYMH, KOMTO Ja OCUTYpU TsSXHAaTa
CTEpUITHOCT.

9. Be3nure ce moaappKaT U MOYMUCTBAT ChOOPA3HO YKA3aHUATA, JAJICHU OT MIPOU3BOTUTEIIS.

10. Xurpockonu4HUAT MamMyK, pruITbpHaTa XapTUs U MapiisiTa, ynoTpeOsBaHu 3a GUITPUpPAHE



Ha TEYHHU JIEKapCTBa, Ce Ma3AT B 3aKPUTU OAHKU C NUIM(OBAHM 3aITyHIATKH.

11. Kancynurte 3a mpaxoBe, nmapadUHUPAHUTE U MEPraMEHTOBUTE XapTHH CE€ ChXpaHSBAT B
TUTBTHO 3aTBAPSIIH CE YEKMEKETa Ha aCHCTEHTCKaTa Maca B KOJMYECTBa 3a HE ToBeue OT 2 - 3-THEBHA
yrnotpeba. 3amacuTe OT CIIOMaraTelHd MaTepualid, 3aymaikd, GUIThPHA XapTHs, Karcyldu U JPyTy ce
CbXpaHsBaT MPH XUTUEHHU YCIOBUS B 3aKPUTH HIKa(OBE.

12. 3a pe3uH(exknys Ha MOMENICHHATa M CBHIAOBETE B ANTEKUTE Ja C€ M3MOJI3BAT CaMo
ne3uH(EKTaHTH, 3a KOWTO HMMa HM3/aJCHO pa3pelieHHe 3a IyCKaHe Ha Ia3apa OT MHUHHCTBpa Ha
3apaBeonasBaHeTo. IIpu M3Moa3BaHETO Ha e3MH(EKTAaHTUTE 3ab/DKUTEIIHO CE CIIa3BaT YCJIOBUATA HA
U3aJICHOTO pa3pelIeHUe U YKa3aHUATA, NaICHH OT IPUTEXKATEIs Ha Pa3peLICHUETO.

13. Ha CTCpUIM3alyid B alITCKATa NOAJICIKAT CTBKIICHHU U MCTAJIHHU CbA0BC. C’bIIOBeTC CC YBUBAT
B YMCTa aMOallakKHAa XapTHs M CIEJ CTEPHIM3alus Ce ChXpaHSBaT Taka YBUTH JO yrmoTrpebara MM B
YHCTH 3aTBOpeHH IKadose. [Ipu cTepunmsanusiTa B anTekara ce cra3Ba CICIHHUAT PEKUM:

ABTOKJIaBUpAaHE
Temnepatypa Bpeme Ha HansraHe Ha
Ha napaTta B °C Bb34eNCTBUE napata B paboTHU
B MUHYTU aTmocdepu
112 45 0,5
121 25-30 1,0
134 10-12 2,0
Crepunu3zaiiusi CbC CyX ropelll Bb3AyX B CyXU CTEPHIIN3ATOPU
Temnepatypa B °C Bpeme Ha Bb3genicTeue
B YacoBe
160 2
170 1
180 0,5

14. Z[eBI/IHCI)eKI_II/IH Ha pbUCTC Ha pa60Te111HTe B acenTU4yHUs OOKC ce H3BbpHIBA MTPHU CIICAHUTC

YCIIOBUSL.
O6ekT Mpenapat HauumH Konu- Ekcno-
n % Ha Ha npu- YecTBO 31Lms
pastBopa NoXeHne B CM3 B Mu-
HYTH
XurneHHa a) 70 % eTnnos o6Tpu- 3-5 2
nesnHdex- ankoxon + 5 % BaHe
Uus Ha pb- rMULEPUYH
uete
©) MaHycTepon 3-5 1/2
B/KoHUEeHTpupaH
B) 4 % BofeH 10 1
pa3TBoOp Ha
[esnHdekT B
r) 0,1 % BogeH 10 2
pa3TBOp Ha XMbMK-
TaH rnokoHaT
1:1000

[1l. ITonyuaBane, chXpaHsiBaHE U MMPOBEpPKA HA MPEUYHCTEHATa BOJA, IPEBHP30UHUTE MaTEpUaIH
U IpyTH



15. [Ipeuncrenara Boja, KOATO C€ M3IOJI3BAa B alTeKaTa 3a MPUTOTBSHETO Ha JIEKAPCTBEHU
MPOAYKTA IO MarucTpaJiHa W ¢apMmakoneidHa pelentypa, ce NPHUroTBA ChIiacHO EBpormelickata
dapmakories. Jlomycka ce W3MON3BAHETO HA MOJTYYeHA WM3BBH alTekara IMpPEYrcTeHa BOJa, KaTo
ChOTBETCTBUETO ¢ EBponeiickaTta ¢papmakores ce ya0CTOBEPsIBa CbC CbOTBETHUTE TIOKYMEHTH.

16 Hpe‘-H/ICTeHaTa BOda CC CbXpaHsdBa Ha MPOXJAJHO MACTO, B YHUCTU 3aKPUTU CTBHKIICHU
ChJI0BE, 100pe MPOMUTH MPEIBAPUTEIHO C IPEUYUCTEHA BOJIA.

17. Crpkiara 3a chbXpaHsBaHEe Ha BoJaTa Ha aCUCTEHTCKAaTa Maca ce MPOMHUBAT C MPEYUCTEHA
BOJIa €IUH BT JHEBHO.

18. TlpeBbp30oYHHTE MaTEepHaTud CE€ CHhXpAHSABAT CBITACHO YCIOBUATA, IOCOYCHH OT
pou3BouTeNsA. 3a0paHsBa ce MOCTaBIHETO HA MPEBbP30YHH MaTepHUald Ha 1M0ja, HaJl MeOeIuTe U Ha
OTKpUTO. MecTara 3a ChbXpaHEHHE Ha MPEBBP30UHUTE MATEPUAIM CE MOYHCTBAT €KEMECEYHO C YHCTa
KbpIa, HaBlaXHEHa ¢ Ae3uH(peKuuoHeH pa3TBop. Heobxomumo e na ce B3eMaT BCHUUKH MEpPKH 3a
OMa3BaHETO UM OT BJIara, 3armapBaHe, rpU3adl U UHCEKTH, MTpax U OT'bH.

19. JlekapcTBeHH TPOIYKTH, C U3KIIOUYEHHWE Ha TMPUTOTBSIHUTE [0 MarucrpajiHa u
(dapmakoreiiHa perenTypa, ce ChbXpaHsABaT CHITIACHO M3UCKBAHUATA, ONPEACICHH OT IPOW3BOJIHUTEINS.
AKTHBHHTE BEIIECTBA, IPeJHA3HAYCHH 3a IPUTOTBSIHE 110 MarucTpaliHa u hapmMakorneiiHa perentypa, ce
CbXpaHsaBaT CbINIACHO U3MCKBAHUATA HaA ﬂCﬁCTBamaTa q)apMaKOHeﬂ HJIW ITPOU3BOAUTCIIA.

IV. 31paBHU M3KMCKBaHMS IPU OTJEIHUTE TEXHOJIOTUYHU MIPOLIECH

20. TexHOJOrMYHHUTE MPOLECH IPU M3rOTBSIHE HAa MAarucCTpajJHM JIEeKapcTBeHU (opMu B
anTeKaTa c€ ChCTOAT OT OT/AEIHU €Talnu U OIepalud, KOUTO CE€ OCBHUIECTBSIBAT IPHU CHA3BaHETO Ha
TEXHOJIOTUSTA Ha IPUTOTBSIHETO UM M CHOJIIOaBaHe MpaBUIIaTa 3a JUYHATa XUTUEeHA.

21. OcHoBHTE 32 OYHH Ma3H MPEIBAPUTEIIHO CE PAa3TOISIBAT, yTasBaT, GUITPYBAT M ChXpaHsIBAT
B IPEIBAPUTEIHO CTEPUWIM3HpAHU J00pe 3aTBOPEHM OaHKM 10 HAYWH, KOMTO OCHUrypsiBa TsXHaTa
CTEPHJIHOCT.

IIpyu npuroTBsHe Ha JieKapcTBEHH (OPMHU, BKIIOUUTEIHO M C AHTHOMOTHUIM, CE€ CHa3BaT
IIpaBUiIaTa 3a 100pa MpOU3BOACTBEHA IIPAKTHKA.

Koraro TexHojorusra Ha JeKapcTBEHUTE (HOPMHU H3HMCKBA H3IOI3BAHETO HA AacCENTHYHU
METO]IU, T€ C€ OCUTYPSBAT OT PHKOBOJUTENIS Ha alTeKara.

22. 3a orpeOBaHETO Ha XaBaHUTE OT Ma3M U IPaxoBe C€ M3MOJI3BAT IUIACTMACOBHU IJIAKH.
Vnorpebara Ha KapTOH 3a Ta3H LEJ HE Ce JI0IYCKa.

23. I'bp0TO M 3amylIajIKUTE Ha Ba3epUHHHUTE CTHKIIA, M3MOJI3BAaHM 3a paboTa, ce MOJAbPKAT
YHUCTH.

24. KoHIIeHTpUpaHUTE pa3TBOPU CE U3TOTBAT C MIPEUHCTEHa BOAA.

25. IIpu U3roTBSIHETO HA JIEKapCTBEHHUTE (POPMU ce CHOIIOIaBaT MpaBUiaTa Ha XUTHEHATa, KaTo
ce n30sArBa BCsAKAa Bb3MOXKHOCT 3@ 3aMbPCSIBAaHETO WM. 3a LenTa:

a) TpU W3TOTBSHETO Ha JieKapcTBeHara (OopMa, M3MCKBAIla CHIIPUKOCHOBEHHE C pbhKara, ce
M3II0JI3BAT CTEPUIIM3UPAHU PHKABUIM 3a €HOKpaTHA YyHoTpeoa,

0) Be3HHTE Ce N3TPUBAT CJIE] BCSIKO OTMEPBaHE Ha JICKAPCTBEHUTE BEIIECTBA,;

B) cJeJ OTMEpBaHE Ha JIEKapCTBEHH BEIIECTBA ChC CHIIHA MUPHU3Ma BE3HHTE CE U3TPUBAT ChC
CIHPT.

V. Mepku 3a nuyHa npoduiiakTHKa

26. Ilpm omacHOCT WM TMOSBA Ha EMHJIEMUU OT KamnkoBH WHGEKIUU QapMaleBTUTE U
MTOMOIIIHUK-(papMaIleBTUTE 3aJBJDKUTETHO HOCSAT MacKd 3a eJHoKpartHa ymnorpeba. Ilpm pabora c
JIEKapCTBEHH MPOAYKTH, YUATO 00pabOTKa € CBhp3aHa ¢ OT/AENSHE Ha Mpax, KaKTo U JAPa3Helld U JIECHO
M3MMapsBaIIi Ce TSIHOCTH Ja CE W3IOI3BAT MPOTHBOIPAIIHA MACKH, CBIIO U XUPYPTUUECKU PHKABUITU
TaM, KbJIETO MAHHITYJIAIIUATE TTO3BOJISIBAT TOBA.

27. Bcexkn (dapManeBT W TOMOITHUK-(papMameBT Mpeau TMPUTOTBSHE IO MarucrpajiHa U



(dapmakorieiiHa perenTypa u3MHUBa PhIETE CH C TOIUIA BOJA, CAllyH U YeTKa.

28. dapmaieBTUTE W MOMOIIHHK-(hapMaIeBTUTe paboTAT B amnTekara ¢ YHUCTO pPabOTHO
00JIeKJIO.

29. 3abpaHsBa ce BIM3aHETO B paOOTHUTE IOMEIICHUS Ha anTekata 0e3 YuCTO paboTHO
00JIEKII0, KaKTO U M3JIM3aHETO C TAKOBA M3BBH anTeKara.



