HAPEOBA Ne 28 OT 9 IEKEMBPH 2008 I'. 3A YCTPOHCTBOTO, PEJIA H
OPTAHUBAIIUATA HA PABOTATA HA AIITEKUTE H HOMEHKIJIATYPATA
HA JIEKAPCTBEHUTE ITPOAYKTH

N3paneHa oT MMHUCTbpa Ha 3apaBeonasBaHeTo

O6H. [IB. 6p.109 ot 23 LekemBpu 2008r., nam. [1B. 6p.67 or 27 Asryct 2010r., nam. [1B.
6p.2 ot 6 SIHyapw 2012r., uam. u gon. [B. 6p.81 ot 20 Oktomspu 2015r., nam. n gon. B. 6p.24 or
21 Mapr 2017r., nam. n gon. AB. 6p.79 or 3 Oktomspun 2017r., nam. [B. 6p.95 ot 16 HoemBpu
2018r., uam. u gon. [B. 6p.2 ot 8 SAHyapwn 2021r., nam. n gon. [B. 6p.64 or 9 Asryct 2022r.

Paspen|.
O6LWM NONoXeHUs

Yn. 1. (1) (N3m. - OB, 6p. 2 o1 2021 r.) C Ta3n Hapenbda ce onpenensit yCTpomncTBoTO,
penbT 1 opraHm3aumsTa Ha paboTta Ha anTekuTe, KakTo 1 HOMEHKaTypaTta Ha NIekapCTBEHNTE U
Opyru NpoaykTW, KOUTO Ce npeanaraT B TAX CbrnacHo npunoxeHue Ne 1.

(2) (Oon. - OB, 6p. 64 ot 2022 r.) B antekaTta MoraTt [a ce npogasaT 4pe3 aBTomar,
pasnosioXeH B NPUEMHOTO NOMeLLEeHMe NekapcTBeHN NPOAYKTU, MOCOYEHN B CUCHKA MO
npunoxexHue Ne 2.

Yn. 2. (1) BbHWHOTO M BbTPEWHOTO OGOPMIIEHNE HA MOMELLEHMATA Ha anTekaTa ce
cbobpassiBaT C eCTECTBOTO HA U3BBPLWBAHNTE B HES CNELUMPUYHN OEAHOCTMN.

(2) (Oon. - OB, 6p. 79 ot 2017 r.) AnTekata 3a4b/IXXWUTENHO MMa BbHWEH HAANuC
"AMNTEKA", nanucaH Ha 651 gooH ¢ TbMHM ByKBKW, KOWTO MMa 3a Len Aa 0603Haym Buaa Ha
30paBHOTO 3aBeeHNe N He NpeacTasnsaBa peknama.

(3) Ha BMOHO MACTO B MPMEMHOTO NOMELLEHME HA anTekaTa ce nocTtass MHopmauns
OTHOCHO M30a0eHOTO paspeleHne cbrinacHo npuioxeHue Ne 3.

(4) 3abpaHsBa ce peknamMmpaHeTo Ha TbproBckaTa AenHOCT Ha anTekaTa, CBbp3aHa C
LUeHW, OTCTbMNKKW, No4apbuUM U OPYrh HA NEeKapCTBEHN NPOAYKTU, KOUTO Ce OTnycKarT no NeKkapcko
npennucaHue.

Yn. 3. (1) B antekara ce cbxpaHsea nHpopmaums, ocurypssalla npocnensiBaHeTo Ha
CTOKOBUTE HANIMYHOCTM NO aCOPTUMEHTM 1 NapTUAM, KOSATO Ce U3Non3sa v Npu nosy4yasaHe Ha
yBeLoMneHne 3a 6n1okmpaHe 1 N3TernsHe Ha NekapCcTBEHUTE NPOOYKTH.

(2) (U3m. - 1B, 6p. 2 o1 2021 r.) AnTekaTa nma nevart, HoCel HoMepa 1 aararta Ha
130a0eHOTO paspelleHne 3a TbProeums Ha ApebHO C NekapCTBEHM NPOAYKTU, KOWTO Ce NoCcTaBs
BbPXY BCUYKUN OOKYMEHTU, CBbP3aHM C OTMYCKAHETO Ha NeKapCTBEHN NPOoYKTN.

(3) B anTekaTta ce BOoOM 1 CbXpaHsiBa AHEBHUK HA M3MbJIHEHUTE PEeLEenTn CbracHo
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npunoxexHue Ne 4.

(4) (Hosa - B, 6p. 64 o1 2022 r.) AnTekaTta noaabpXxa ante4yeH copTyep, ocurypsisaly
HOPManHOTO PYHKUMOHMPAHE Ha npoLieca rno OTnyckaHe Ha nekapCTBEHU NPOAYKTH,
BKJIOYUTENHO M HA NeKapCTBEHUTE NPOAYKTW, 3annalaHn HambaHO UK YacTUYHO OT BroaxeTa
Ha HaumoHanHarta 3gpaBHOOCUIypUTENHA Kaca.

Yn. 4. (1) Bcaka anTteka pasnonara ¢ nekapcTBEHN NPOayKTUN OT BCUYKU
aHaToMoTepaneBTUYHU rPynu CbriacHo npunoxeHue Ne 5.

(2) (U3m. - 1B, 6p. 2 o1 2021 r.) B anTekarta ce nponasat XxpaHuTenHu nobaekm, KOUTO
OTroBapsT Ha N3NCKBaHMATA Ha 3aKoHa 3a XpaHUTe 1 NoA3aKOHOBUTE akTOBE MO npunaraHeTo

My.

Yn. 5. (N3m. - 1B, 6p. 2 01 2012 r.) B anTekmTe MoraTt ga ce npoaaBaTt KO3METUYHU
NPOAYKTHW.

Yn. 6. JluueTo, NOny4nno paspeLieHne 3a Tbprosums Ha ApebHo C NekapcTBEHM
nNpooyKTW, 3aKynyea NeKkapCTBEHU NPOOYKTN CaMO OT TbProBuUM Ha €4p0, NOYYUIM
paspeleHne/y00CTOBEPEHNE 3a peructpauns 3a TbproBust Ha eapo C NeKkapcTBeHW NPOAyKTH No
pena Ha 3akoHa 3a nneKapCcTBeHUTe NPOAYKTU B XyMaHHaTa MeguumHa (3/11XM).

Yn. 7. NlnueTo, Nony4mno nuueH3ns 3a Tbproeus Ha OpebHo 1 cbxpaHsiBaHe Ha
NeKapcTBEHM NPOOYKTU, CbAbPXALN HAPKOTNYHIM BeWweCcTBa, cna3ea n3nckBaHnaTa Ha 3akoHa
3a KOHTPOJ Ha HApPKOTUYHUTE Bell,ecTBa U npekypcopute (3KHBI).

Yn. 8. (U3m. - 1B, 6p. 2 01 2012 r.) ANTEKUTE, KONTO HA OCHOBaHUE Yn. 222, an. 6 n uin.
225 3JIMXM ce pbkoBOASAT OT NOMOLWHUK-bapMaLEeBTW, MOraT Aa npoaaBaTt camo NeKapCTBEHN
NPOLYKTU, KONTO Ce oTnyckaT 6e3 nekapcko npeanvcaHue.

Yn. 9. (1) Ha HenbnHONETHW NuuUa He Morar ga ce oTrnyckart v npoaasaT nekapCTBeHU
NpoOyKTWU, KOUTO Ce OTMAycKaT Mo Nekapcko npeanucaHue.

(2) (Oon. - OB, 6p. 2 o1 2012 ., n3m. - [1B, 6p. 2 o1 2021 r.) 3abpaHsiBa ce nocTaekaTa
Ha nekapcTBEHW NPOLYKTM 0O KpaeH noTpebuten no 3asska, C U3KNKYEHNE Ha cnyvyanTe no Y.
234, an. 6 3JIMXM.

(3) (Oon. - OB, 6p. 2 o1 2012 1., n3m. - [1B, 6p. 64 0T 2022 r.) 3abpaHsiBa ce 0TnyckaHe U
noKynko-nponaxobara Ha nekapcTBEHW NPOAYKTU N3BBbH MOMELWEHNsATa, 3a KOUTO anTekaTa e
nony4ymnna paspeweHue 3a otkpmeaHe no pega Ha 3JTMXM, ¢ nsknyeHne Ha cny4yamTte no Yn.
234, an. 6 3J1MNXM.

Yn. 9a. (Hos - OB, 6p. 79 o1 2017 r., u3m. n gon. - 1B, 6p. 2 ot 2021 r.) JeiHocTTa Ha
anTekuTe ce ocbluecTBsiBa cbobpasHo MNpaBunara 3a gobpa chapmaueBTUYHa NpakTvka, NpueTu
cbrnacHo 4n. 5, an. 1, 1. 3 ot 3aKkoHa 3a CbC/IOBHaTa OpraHu3auusa Ha MarucTbp-
cdapmauestute (3COMDP) 1 cbrnacHo npasunara no 4n. 8, an. 1, 1. 5 or 3akoHa 3a
CBbCNOBHUTE OpraHu3auum Ha MeauLMHCKUTE CEeCcTpu, aKkyLlepkuTe n acoummpaHute
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MegUuUuMHCKUM cneunasncTtu, Ha 3'b60TeXHI/ILIMTe n Ha I'IOMOLLI.HI/IK-(*)apMaLI,eBTVITe
(3COMCAAMC3N®).

Paspen I1.
YCTpOUCTBO Ha anTekuTte

Yn. 10. (1) AnTekn Morat ga ce OTKpuBaT B MOMELEHNS CbC CaMOCTOSATENEH BXOS,
pPa3nonoXeHN Ha NbPBM HAA3EMEH eTaXx, AOCTbMHM 3a NOCETUTENNTE U NOAXOAAWN 3a
N3BbpLWwBaHe Ha aenHoctnTe no un. 219, an. 1 3JIMXM.

(2) (N3m. - OB, 6p. 2 ot 2012 r.) Jlnuata no un. 222, an. 1 3JINXM ocurypsisat
CBHOTBETHUTE YCNOBUSA 3a AOCTbMN 4O NOMEWEHNSATA, B KOUTO € OTKpUTa anTtekara, 1 3a xopa c
yBpeX AaHuS.

(3) NanckBaHusTa no an. 1 n 2 3a MECTOHAXOXOEHNETO HE Ce OTHACAT 3a anTekuTe Ha
neyebHNTE 3aBeneHus no un. 222, an. 4 3NINXM.

Yn. 11. (M3m. - OB, 6p. 79 o1 2017 r. (*)) (1) 3a nony4yaBaHe Ha paspelleHune 3a
TbProBusi Ha ApebHO C NekapCTBEHN NPOAYKTW 3asBUTENUTe nogasart B MIanbnHuTenHata
areHums no nekapctsarta (MNAJ1) 3asasneHne no obpasel, yTBbPAEH OT M3NbJIHUTENHUSA
OVpeKkTop Ha M3nbnHuTenHara areHumsa no fnekapcreara no npensioxXeHne Ha ekcnepTHUS
cbBeT no un. 176 3/IMNXM.

(2) 3a nonyyaBaHe Ha paspelueHne 3a pas3kpuBaHe Ha anTeka 3a 3a40BONsiBaHe Ha
CcoBCTBEHUTE HYX AN PbKOBOAUTENNTE HA Ne4ebHn 3aBeneHns no un. 222, an. 4 3JINXM
nonaeat B VIAJ1 3asBneHme no obpasew, yTBbpAEH OT U3NBHUTENHUS OMPEKTOP Ha
N3nbnHWTENHaTa areHums no nekapcreara no nNpennoXeHne Ha eKCnepTHUS cbBeT no un. 176
3/NXM.

Yn. 12. (1) 3a oTnyckaHe Ha nekapcTBEeHN NPOAyKTU Ha rpaxaaHu B 3aBUCUMOCT OT
N3BBbPWBAHNTE OEAHOCTU MoraT Aa 6baaT OTKpMBaHM anTeku 3a:

1. nekapCTBEHN NPOLAYKTU, C U3K/IOYEHUE HA NPUTOTBSAHN MO MarmcTpanHa u
dbapmMakoneinHa peuenTypa;

2. NeKapCTBEHN NPOAYKTN, BKIIOYNTENHO NPUrOTBAHN NO MarmucTpanHa n goapmakoneriHa
peuenTtypa 6e3 n3roTBsHe Ha NekapcTBEHM DOPMU 32 04U U HA PA3TBOPM 3a NAPEHTEPANTHO
NPUIOXeHue;

3. nekapcTBEHN NPOAYKTW, BKIIIOYNUTENHO NPUroTBAHW MO MarnuctpanHa n gpapmakonernHa
peuenTypa c N3roTBsHe Ha nekapcTBeHn popmMm 3a 04K;

4. 6unky n GUNKOBU CMECH, BKNTIOYMTENHO MPUrOTBSAHM N0 MarmcTpanHa u goapmakoneiiHa
peuenTypa (bunkoea anteka).

(2) 3a 3apoBonsiBaHe Hy X AUTe Ha ne4ebHUTe 3aBeneHns no un. 222, an. 4 3J1INXM
3aBMCUMOCT OT M3BbPLIBAHUTE OENHOCTM MoraT Aa 6baat OTKpMBaHM anTeku 3a:

1. nekapcTBEHN NPOAYKTW, BKNIOYUTENHO NPUrOTBSHM NO MaructpanHa n papmakonenHa
peuenTypa 6e3 n3roTesiHe Ha NeKapCTBEHN (POPMM 3a 04X 1 HA PA3TBOPU 3a NApeHTepanHo
NPUNOXeEHNe;

2. NeKapCTBeHN NPoayKTW, BKNIOYUTENHO NPUIrOTBSHW MO MarnuctpanHa n dpapmakonenHa
peuenTypa c N3roTBsHe Ha nekapcTBeH popMmM 3a 04M 1 HA Pa3TBOPU 3a NapeHTepasHo
NPUNoXeHue;
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3. (HoBa - 1B, 6p. 2 01 2012 r.) NnekapCcTBEHN NPOAYKTU C U3KJIIOYEHNE HA NPUTOTBSHN MO
mMarucrtpanHa n goapmakorernHa peuentypa.

(3) B 3aBMCMMOCT OT n3BBbpLWBAHNTE OENHOCTM MO an. 1 n 2 antekute Tpsbea aa
pasnonarart C NoMeLleHNs CbriacHo rnpunoxeHuve Ne 8.

Yn. 13. (1) AnTekaTta pasnonara ¢ ob3aeexaHe ¢ rnagky NoBbPXHOCTW, KOUTO Morat
na 6baart 6bp30 M NECHO NOYMCTBAHU U AE3NHDEKLNPAHU.

(2) Ob3aBexnaHeTo B anTekaTa v HEroBOTO pPa3nonoXeHue TpsibBa oa ocurypsisat Ha
paboTewmnTe B HESt NeCeH OOCTbMN A0 IeKapPCTBEHNTE NPOAYKTH.

(3) (Oon. - OB, 6p. 81 ot 2015 r.) PaboTHUTE MecTa B NPUEMHOTO, EKCNEANLMOHHOTO U
ACUCTEHTCKOTO MOMELLEHME Ce OpraHMa3mpar No Ha4YuMH, NO3BOSBALL OCHLLECTBABAHETO Ha
KOHTPON OT MarmcTbp-doapmaLeBTa Bbpxy pabotaTta Ha NOMOLWHUK-cpapmMaLieBTa.

Yn. 14. (1) B 3aBucumMocT oT obema Ha paboTarta NpMeMHOTO NOMELLEHME Ce pasnens Ha
oTAeNHN cekTopu, 060cobeHn cbobpasHo NPOOYKTMUTE, MOCOYEHN B nMpuoxeHue Ne 1.

(2) ekapcTBEHMTE NPOAYKTU MO NEKAPCKO NpeanucaHne ce cbxpaHasaT OTAe/HO Mo
Ha4vH, Bb3NPensaTcTBall BU3yaneH OOCTbN Ha nauneHTa/notpedbutens.

(3) Bcekun paboTeH cekTop ce ob63aBexaa ¢ paddToBe UK NNOTOBE CbC Unn 6e3
OCTbK/sIBaHe UNn Opyr Npo3padyeH Matepuars, ocurypsisaliy npaBuIHOTO CbXpaHeHne Ha
fleKkapcTBEHNTE NPOAYKTUN, KAKTO 1 6bp30 1 necHo obcnyxBaHe.

(4) 3abpaHsBa ce CbXxpaHsIBAHETO HA NEKAPCTBEHN NPOAYKTU, CbAbPXAWM HAPKOTUYHN
BellecTBa, B MPUEMHOTO NoMeLleHMe.

(5) (Hoa - B, 6p. 81 o1 2015 r.) N3nckBaHusaTa Ha an. 1 - 4 He ce OTHAcCAT 3a anTekuTe
no un. 222, an. 4 3J1INXM.

Yn. 15. (1) AcncTeHTCKOTO nomelleHne ce obopynea ¢ paboTHa maca, ¢ ypeau v
nocobusi, Heobxoammm 3a pabotarta Ha anTekara.

(2) AcncTeHTCKOTO nomelleHne B antekarta no yn. 12, an. 1, 1. 4 ce obopynea ¢ paboTHa
maca, ¢ 6okc, cHabaeH ¢ acnmpaunoHHa ypeaba 1 cbO0BE 32 XOMOreHU3npaHe Ha CMecw,
padpToBE NNK WKadoBe 3a CbXpaHeHNe Ha bunknTe, HeobxoamMMM 3a NPUroTBSHE Ha
NneKapcTBEHM NPOAYKTU NO MaructTpanHa n gpapmakonenHa peuentypa.

(3) Bunkute, npefHasHa4YeHW 3a NPUroTBSHE Ha NeKapCTBEHU NPOAYKTM MO MarnctpanHa
1 papmMakoneiiHa peuenTypa, ce CbxpaHsiBaT B 40Ope 3aTBOPEHN KAPTOHEHW KYTUW UK
O bPBEHN YekmeaxeTa.

(4) PbkoBOoONTENAT Ha anTekaTta ocurypsiea 3agb/IXUTenHa MeTponornyHa nocnensaua
npoBepKa Ha BCMYKU BE3HW M APYrN UBMEPUTENTHM Ypeaun CbrnacHo 3akoHa 3a U3sMepBaHuATa.

(5) (Hosa - B, 6p. 81 o1 2015 1.) JlekapcTBeHMTe BewecTBa, NpeaHasHa4YeHn 3a
NPUroTBSIHE Ha NEeKapCTBEHM NPOOYKTU NO MarucTpanHa u goapMmakoneriHa peuenTtypa, ce
cbXxpaHsBaT B 10Ope 3aTBOPEHN OMakoBKW, CbAbpXawm MHGopMaUnus 3a NPOM3BOANTENS,
napTuaara v cpoka Ha rogHOCT, CbrnacHO ykasaHusaTa 3a CbXpaHeHne Ha NPou3BoaANTENS.

Yn. 16. (1)CknanoBoTo nomeleHne ce ob3aBexa cbCe:

1. cTenaxu n/mnu 3aTBOpPEHN WKAKOBE;

2. MeTaneH wkag unm byHkep 3a CbXpaHeHMe Ha ropuMmK 1 necHo3anananumm
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NeKapCTBEHN NPOLYKTU.

(2) Mpu paboTta c nekapCcTBEHM NPOLAYKTH, CbAbpPXaWmM HAPKOTUYHM BEWECTBA, Ce
cnassart pasnopenbute Ha 3KHBI 1 non3akoHOBMTE akTOBE MO NpunaraHeTo My.

Yn. 16a. (Hoe - [1B, 6p. 67 o1 2010 r.) He ce monycka nocTtaBsHeTo B antekara Ha
XnMuyecka ToaneTHa.

Yn. 17. (1) (U3m. - 1B, 6p. 81 o1 2015 r.) JlekapcTBEHUTE NPOAYKTU, MOCOYEHN B
npunoxeHue Ne 9, KOUTO ce OTNycKaT NO NEKapCKo npeanucaHne, ce CbxpaHsasaT B OTAENEH
wKagy CbC CEKPETHO 3ak/to4BaHe, pasnonoXeH B MPUEMHOTO, aCUCTEHTCKOTO NN B CKNAaLOBOTO
nomeleHve. 3a anTeknute Ha ne4ebHuTe 3aBeneHns no un. 222, an. 4 3JIMNXM wkadbT ce
nocTaBs B aCUCTEHTCKOTO U B CKNaLOBOTO MOMELLEHME.

(2) TepM0ﬂ8.6VIﬂHI/ITe nekapctBeHn NpoaykKTn ce CbXpaHsdaBaTt B XNaannHUK.

Yn. 18. (N3m. - OB, 6p. 81 o1 2015 r.) MMHUManHnTe n3nckBaHns 3a 0bopyaBaHEToO Ha
nomelleHnaTa Ha anTekara ca nocoyeHun B npunoxexnue Ne 10.

Yn. 19. (1) 3abpaHsBa ce BNn3aHeTo B paboTHMUTE MOMELLEHMS N CEKTOPU Ha anTekaTta
Ha BBbHLWHW N1ua OCBEH onpedeneHnTe B HOpMaTMBEH akT KOHTPO/THM OpraHu.

(2) (Oon. - OB, 6p. 64 ot 2022 r.) 3abpaHsiBa ce U3BBbPLBAHETO B antekaTa Ha
OEenHOCTKN, KOUTO He ca noco4veHu B un. 219, an. 1 3J1MXM.

(3) (Oon. - OB, 6p. 64 ot 2022 r.) 3abpaHsiBa ce paboTaTta B NPMEMHOTO NOMELLEHNE Ha
Opyrv nuua OCBEH Ha3Ha4YeHUTe No TPyL4OB AOrOBOP W/MNW OOrOBOpP 3a ynpaBneHve Ha anTtekaTa
hapmaueBTn 1 CTYOEHTU, MPEMMHABALMN N3NCKYEMUS CTax No pena Ha Hapepno6ara 3a
eOVHHUTEe ObpXaBHU U3NCKBaHUSA 3a NnpuaobuBaHe Ha BUCLLE o6pa3oBaHue Nno
cneuuanHoctTa "®apmaumsa” 3a obpasoBatenHO-KBanMprKaLMOHHa CTeNneH "MarmcTbp’ v
Hapepbara 3a eguHHUTE ObpXaBHM U3MCKBaHWUA 3a NpuaobuBaHe Ha BucLie obpasoBaHue
no creumanHocTuUTe ot NnpodhecnoHanHo HanpasneHne "3apaBHU rpuxu’ 3a
obpa3oBarenHo-kBanudoukaLMoHHa cTeneH "npocecnoHaneH 6akanaBsbp no ....... .

(4) (Hosa - B, 6p. 81 o1 2015 1. (*)) 3abpaHsiBa ce B anTekmTe Ha ne4yebHnTe
3aBeneHus no un. 222, an. 4 3J/INXM pa paboTaT opyru nuua OCBEH Ha3HAYeHUTe No TPy LoB
LLOroBop € ne4yebHOTO 3aBeaeHMe MarncT bp-oapMaLeBTy U MOMOLWHUK-C0apMaLEeBTH.

(5) (MNpeavwHa an. 4 - OB, 6p. 81 o1 2015 r.) MeanUMHCKNTE N3OENNS Ce CbXPaHsaBaT U
npogasaTt OTOENIHO OT OCTaHanuTe NPoayKTu B anTtekara.

(6) (Hoea - 1B, 6p. 81 o1 2015 .) B anTeknTe Ha ne4yebHUTEe 3aBedeHMs Nno Yn. 222, an.
4 3NTNXM megunumHcknTe n3genuns no an. 5 ce cbxpaHaBat 1 OTAycKaT OTAENHO OT ocTaHanuTe
npoayKTW.

Paspen I11.
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OpraHusauus Ha paboTtata B anTekute

Yn. 20. (1) PbkoBoOuTEnaT Ha antekaTa € OTroBOpeH 3a:
1. usnocTHaTa opraHM3auns u KOHTposa Ha paboTaTta B anTekara;

2. 3aKyrnyBaHeTO U NPpUroTB4AHETO HA KA4eCTBEHN N 6e3onacHu nexkapctTBeHn n gpyrun
NPOLOYKTH;
3. ocurypsisaHeTo Ha HeobxooMmMnTe yCnoBus 1 peq 3a paboTa;

4. opraHn3upaHe Ha CbXpPaHEHMETO 1 OTNYCKaHeTO Ha NeKapCTBEHW NPOOYKTH,
CbAbpXaln HAPKOTUYHW BeLeCTBa, CbrnacHo namckesaHnsata Ha 3KHBIT;

5. ocurypsisaHeTo Ha paboTHOTO 061EeKI0 3a NepcoHana;

6. NOBMWABAHETO Ha NpoddecroHanHaTa ksanugukauus Ha paboTewmnTe B antekara,
CBbp3aHa C AeNHOCTTa UM, KaTo OCUrypsiBa y4acTMeTO UM B CbOTBETHM KypPCOBE U ApYyrv hopmum
Ha 0by4eHune Hain-Manko Be4HbX roauLIHO;

7. (m3m. - 1B, 6p. 67 o1 2010 r.) ocurypsiBaHe Ha NpogoecroHanHa nHgopmaums m
crnpaBoYyHa nutepartypa Ype3 LOCTbN A0 MHTEPHET NN Ha XapTUEeH HOCUTEN, CBbp3aHa CbC:

a) HopmaTmBHaTa ypenba, pernamMmeHTupalla JenHocTTa Ha anTeknTe;

6) nokasaHus, NPOTUBOMNOKA3aHWs, 0O3NPOBKA, HEXENaHN NEKAPCTBEHN peakuun n
nekapcTBeHn B3auMOLENCTBUS;

B) pexXuMa Ha npeannceaHe N OTnyckaHe Ha NekapcTBEHUTE NPOaYKTU;

) KA4eCTBOTO, CPOKA HA rOOHOCT M HAa4YMHA HA CbXPaHEeHME Ha NeKkapCTBEHNTE NPOAYKTN
B antekara v B fjoMa Ha NauneHTa;

[) NnekapCTBEHN NPOAYKTN, CbAbPXalmM HAPKOTUYHN BELEeCTBaA U/ N3NCKBaLN
OTOENHO CbXpaHeHue.

(2) PbkoBoanTensaT Ha anTekarta e ANn'b>XeH Aa nosuwasa npodpecnoHanHara cu
KBannudgoukaums, y4actearkn B opraHn3vpaHu rno peja Ha un. 182 ot 3akoHa 3a 3gpaBeTto
hopMM Ha NpoabXasalwo obyyeHne Ha doapmaLleBTumTe.

Yn. 21. JlnueTo, Nony4nno paspelleHme 3a TbproBust Ha ApedbHo ¢ NeKkapCTBEHM
NpPOOYKTW, OCUrypsiBa BCUYKWN HEOOXO MMM YCNOBUS 3a U3MbHEHNE HA 3a4bXeHMsTa no Y. 20
OT PbKOBOAUTENS Ha anTekarTa.

Yn. 22. (1) B antekara ce 0OCTaBsAT, MPUroTBAT CbXpaHsaBaT 1M OTNyckaT camo
KayecTBeHu, edprkacHn 1 6e3onacHy nekapcTBEeHN NPOaYKTH.

(2) (Hoea - OB, 6p. 2 ot 2012 r.) Mpun oTNyckaHe nekapcTBEHUTE NPOAYKTM Ce onakoBat
Taka, 4ye Ja ce rapaHTMpa 3anasBaHe Ha TAXHOTO Ka4eCTBO U ePUKACHOCT.

(3) (MpepvwHa an. 2 - OB, 6p. 2 ot 2012 r.) NpaxpaHuTe TpsbBa BMHaru na 6boar
NHAOOPMUPAHN 32 HaYMHa Ha ynoTpeba, CbXpaHeHVe N HEXENaHn NeKapCTBEHN peakunm Ha
neKkapcTBeHUTE NPoaYyKTH.

(4) (MpepunwHa an. 3 - B, 6p. 2 ot 2012 r.) PaboTewmnTe B anTekata moraT aa
n3sbpweart genHoctr no un. 219, an. 1 3JINMXM camo cnopen nputexasaHaTa oT TaX
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KBanudukaums.

(5) (MpeavnwHa an. 4 - OB, 6p. 2 o1 2012 r.) NpenamnnomMeH cTax B anteka, onpeaeneHa
no pega Ha un. 8, an. 2 ot Hapepnbara 3a eaAMHHUTE O bpPXaBHN U3UCKBaHUSA 3a NpuaobuBaHe
Ha BuUcLLe ob6pa3oBaHue No creuunanHocTTa "dapmauus” 3a obpasoBarenHo-
KBanudukKaumoHHa cteneH "Maructbp'’, npueta c NoctaHosneHme Ne 61 Ha MuHucTepckns
cbBeT 0T 2005 r. (06H., 1B, 6p. 32 0T 2005 r.), MOXE Oa ce NpoBexXaa Ha CTYAeHTW nog,
KOHTpONa Ha MarncTbp oapMaLeBT cnen npeacTaBsHe Ha CbOTBETHUTE AOKYMEHTU OT BUCLIETO
yumnuie.

Yn. 23. (1) Bcekn papmaueBT e He3aBNCUM MNPU B3EMAHE Ha peleHne, CBbp3aHo C
OCbLECTBABAHETO HA NPOPECNOHANHNTE MY 3a4bJ/IXEHMS, 32 KOETO HOCKM CbOTBETHATa
OTrOBOPHOCT.

(2) PaboTopatenaT n pbKOBOAMTENSAT HA anTekarta ca ANbXHNU Aa 3a4nTaTt npasaTa Ha
goapmauesTa no an. 1.

(3) 3a HenpaBWIHO NPUrOTBEH U/UNW OTNYCHAT NEKapCTBEH NPOYKT U 32 HAaCTbNuanTe
nocneguumn HOCM OTrOBOPHOCT (papMaLEeBTbT, KONTO r0 € NPUroTBUA /WK OTNyCcHan.

Un. 24. (1) JlekapcTBeHMTe NpoayKTX B antekara ce nogpexnjart no
aHaToMoTepaneBTUYHU rPyru.

(2) NekapcTBEHUTE NPOLAYKTU CE CbXPaHSABAT NPW YCNoBUATa, onpeneneHn B
paspeleHneTo UM 3a ynotpebda/yLoCTOBEPEHNETO 3a PErUCTPALMNS, a MEOAULMHCKUTE M3AENNs 1
JpyrnTe NpoaykKTW - CbrnacHo yCnoBmsaTa Ha Npom3BoanTens.

(3) (OTtm. - B, 6p. 81 o1 20157T.)
(4) TemnepaTypaTta B NOMeELEHMATA N XNAAWTHALMNTE Ce 0TYMTA eXEeQHEBHO 1 Ce BMMCBA
B OHEBHUK.

Yn. 25. (1) NpuemaHeTo n 0bpaboTBaHETO HA pPeLENTMUTE, OTNYCKAHETO Ha IEKapCTBEHU
NPOLYKTW 1 npoaaxbaTa Ha Apyry NPoAyKTV CbrnacHo npunoxeHue Ne 1 ce M3BbpWwBaT camo B
NPUEMHOTO NOMELLEHNE.

(2) N3anbnHEeHNeTO Ha peuenTuTe B anTekaTa ce U3BbpLWwBa Mo pela Ha Hapenbara no
yn. 221 3J1MNXM.

(3) (Hosa - B, 6p. 81 o1 2015 r.) Pasnopenbata Ha an. 1 He ce npunara 3a anTeknTe Ha
neyebHuTe 3aBeneHns no un. 222, an.4 3J1INXM, B KOUTO NeKapCTBEHUTE NPOOYKTM MOoraTt na ce
OTMycKarT B eKCnegnumoHHOTO NOMELLEHNE.

Yn. 26. (1) B acucteHTCKOTO NomelleHne ce U3BbpLluBa NPUroTBSHE HA NEKapCTBEHN
NPOAYKTW MO MarucTpasnHa n goapMakonerHa peuentypa, npecurneaHe u npennBaHe Ha
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NIEKaPCTBEHM U MOMOLHM BELECTBA, KAKTO 1 (dacoBaHe Ha NPUroTBEHUTE B anTekaTa
NeKapCTBEHN NPOLYKTU.

(2) MpuroTBsaHUTE B anTekata NekapcTBEHM NPOAYKTU NO doapMakoneriHa peuenTtypa ce
3aBex,aaT B nabopaTopeH AHEBHMK CbrnacHo npunoxeHue Ne 11.

(3) NpuroTesHUTE B anTekaTa NekapCTBEHU NPOAYKTM N0 MarucTpanHa peuentypa ce
3aBexXjaT B OHEBHUK CbracHo npuioxeHue No 12.

(4) Bbpxy onakoBkuUTe Ha NPUroTBAHUTE B anTekaTta IekapCTBEeHU NpoaykKTMu no an. 2 m 3
Ce MoCTaBAT CnefHUTE O3HAYEHUS:

1. agpec Ha anTekara, HOMep 1 faTta Ha u3ganeHoTo paspelleHne 3a TbProsus Ha
OpebHO ¢ nekapCcTBEHN NPOaYKTH;

2. HoMep, NoAa KOMTO e 3anucaH CbCTaBbT HA NlekapcTBeHaTa dpopma B nabopatopHUs
OHEeBHUK - B cniyyamTe no an. 2;

3. HOMep 1 JaTa Ha peuenTara, Me 1 Bb3pacT Ha nauneHTa - B cny4auTe no an. 3;

4. naTta Ha NpuUroTBsiHe;

5. Ha4YMH Ha ynoTpeba 1 nokasaHus;

6. HA4YMH Ha CbXpaHeHue;

7. CPOK Ha rogHoCT.

(5) 3abpaHsBa ce cMecBaHeTO Ha pas3NnyHy NapTUOM NPU NPpecunBaHe, NPeMBaHe u
goacoBaHe Ha nekapCcTBeHW NPOoAyKTM B anTekara.

(6) Mpw NnpecunsaHe, NpenveBaHe 1 oacoBaHe Ha NeKkapCTBEHN NPOAYKTU BbPXY
OMakoBKMTE Ce NOCTaBs eTUKET, KOUTO CbAbPXA BCUYKM OAHHM OT OPUrUHANTHNSA eTUKET.

Yn. 27. (1) B cknapgoBOTO NOMeLLeHME ce ChXpaHsiBaT NekapcTBEHW NPOAYKTU U APYry
CTOKW, KOUTO Ce npoAasaT B antekara.

(2) NekapcTBEHN NPOAYKTU, NOKA3aNM HECHOTBETCTBMS C M3NCKBAHUSITA 32 KAYECTBO, C
M3TeKb/1 CPOK Ha FOAHOCT, C HapyLWeHN NbPBUYHA NN BTOPMYHA OMakoBKa, ce CbXpaHsiBaT
OTHE/HO OT ApYyrnTe nekapcTea Ha onpeaeneHo 3a Lenta MsCTO C TpaHO CUMHaNHO
obo3HayeHune, Ye ca 6nokmpaHm.

Yn. 28. (1) JlekapcTBeHM NPOOyKTN B KONNYECTBA, NO-Manku OT paspeleHara 3a
ynoTpeba onakoBka, ce OTnyckar C IMCTOBKA M B ONMAKOBKMW, rapaHTpaliM 3ana3BaHeTo Ha
Ka4eCTBOTO M OCUrypsiBaliy yCnoBus 3a NPasniHOTO UM CbXpaHeHue. Bbpxy onakoBkute ce
HaHaCcAT BCMYKM OAHHW OT OpuUrnHanHara onakoska.

(2) NekapcTBEHMTE BELWECTBA 3a N3rOTBAHE HA NIEKAPCTBEHU NPOOYKTM MO MarucTpanHa
1 oapMakonenHa peLenTypa ce CbxpaHsasaTt B ONakoBka, rapaHTvpalla 3anassaHeTo Ha
Ka4eCTBOTO MM, C HAANUC, CbAbpXall CneJHUTe AaHHWU: HAMMEeHOBaHWe, NeKkapCTBEeHO
BELWEeCTBO, NapTUAEH HOMEP, CPOK Ha rOAHOCT.

Yn. 29. N3nckBaHuATa 3a CbXpaHeHUe 1 NPUroTBSHE Ha NekapCTBEHN NPOAYyKTM ca
NOCoYeHM B rnpunoxeHue Ne 13, a 3gpaBHUTE M NPOTUBOENMUAEMUYHN N3NCKBaHNS Npu paboTta B
anTtekuTe - B npusioxeHue Ne 14.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 28.08.2022 .



Yn. 30. (1) (M3m. - OB, 6p. 79 o1 2017 r.) OpraHmsaumsTa Ha paboTa 1 YACNeHOCTTa Ha
hapmaueBTMTE B anTekarta TpsibBa Aa ocurypsisat cna3BaHeTo Ha HempekbcHaTaTa MMHUManHa
MeXyOHEeBHa U CeaMMyYHa NoYMBKa M NPOABIIXUTENHOCTTA HA PabOTHOTO BPEME, YCTAHOBEHN B
Kopekca Ha Tpyna.

(2) MepcoHanbT B anTekaTa 3aA4b/IXUTENHO paboTu ¢ paboTHM 0byBKK 1 Benu
NPeCcTUNKK, Ha KOUTO ce NOoCTaBs HaAMNMUC C MMeTo, KBanudukaumaTa u 4nbXHOCTTa Ha NALETO.

Yn. 31. (1) PaboTHOTO BpeMe Ha anTekaTa, KakTo paboTHOTO BpeMe U afpechbT Ha Hai-
6nm3kaTta OeHOoHOoWHa anTeka ce 006sBsBaT Ype3 Noaxoasio odpopmeHa Tabena. AKo HaMa
[eHOHOLWHa anTeka, ce obsiBsiBa anTekarta, KOsiTO € C Hal-AbNro paboTHO BpeMme.

(2) Bcaka anTteka 3agbXMUTENHO MMa M310XEeHa Ha BUOHO MACTO UHdbopmaums (agpec u
paboTHO BpeMe) 3a Hali-6nmn3karta anteka, KbAeTO Ce NPUroTBST NeKapCTBEHM NPOLAYKTU NO
MarucTpanHa un papmakonenHa peuentypa.

(3) Bcaka anTteka 3a4bnXMUTENHO MMa U310XEHa Ha BUOHO MSACTO MHdopmaums (agpec,
TenedoH 1 paboTHO BPEME) 32 KOHTPOHUTE OPraHn, Ha YMaTO TEPUTOPUS Ce HaMupa anTtekara.

(4) (Hosa - B, 6p. 81 o1 2015 r.) PaboTHOTO Bpeme B anTekute Ha nevyebHute
3aBefeHus no un. 222, an. 4 3J1MXM ce onpegens ¢ npasuiHMKa 3a YCTPONCTBOTO, AENHOCTTa
1 BBTPELHMSA pel Ha CbOTBETHOTO NIe4ebHO 3aBedeHue.

Yn. 32. (1) (MpeownweH TekcT Ha 4n. 32 - B, 6p. 79 o1 2017 r.) BbB BCAKa anteka
320 b/IXNTENHO Ce CbXpaHsBaT CrnegHUTe OOKYMEHTU, KOUTO Ce NpeaocTaBaT npu nouckeaHe ot
KOHTPOJSIHATE OpraHu:

1. pa3pelleHne 3a Tbproems Ha opebHO C NekapCcTBEHW NPOOYKTW;

2. NNUEH3NS 3a THProBust Ha OPebHO 1 cbXpaHsiBaHe Ha NeKapCTBEHW NPOOYKTH,
CbAbpXalm HAPKOTUYHM BELEeCTBa, KoraTo antekara e noaydmna paspeLweHme 3a tTasu
OelnHoCT,;

3. (u3m. - 1B, 6p. 79 o1 2017 r.) KONKMS OT OOKYMEHTUTE 3a NPABOCNOCOOHOCT 1 OT
TPy4oOBMTE OOrOBOPU C paboTelwmnTe B antekarta nnua, KakTo U CbOTBETHUTE YBEOOMNEHMS MO
un. 62, an. 3 or Kopgekca Ha Tpyaa;

4. pakTypuTe Unm Konme OT THX, C KOUTO ca 3aKyneHn NeKapCTBEHNTE NPOAYKTU;

5. KOnusa oT OoKnaan 3a U3BbPLEHN MHCNEKLUMU OT KOHTPOTHUTE OpraHu.

6. (ot™. - [1B, 6p. 79 o1 2017 1.)

(2) (Hosa - OB, 6p. 79 o1 2017 r., nam. - 1B, 6p. 2 o1 2021 r.) YneHCTBOTO Ha MarncTbp-
goapmaLeBTMTE OT NepcoHana Ha antekara B bbarapckus papmaueBTUYEH CbHO3 ce
y[oocToBepsiBa Npy NpoBepka Ypes npeacTaBsHe Ha npodbecrmoHanHa kapta Ha MarmcTbp-
goapmaueBTa, u3ganeHa ot bbarapckusa goapMmaueBTUYEH Cbio3, UMK Ypes cnpaeka B
HaUMOHaNHUS eNeKTPOHEH PerncTbp no 4. 5, an. 1, 1. 4 3SCOMD.

(3) (HoBa - B, 6p. 2 ot 2021 r.) YneHCTBOTO Ha NOMOLHMK-PapMaLEeBTUTe OT
nepcoHana Ha antekara B bbnrapckara acoumaums Ha NoMoOWHKK-papmauesTuTe ce
y[ooCcToBepsBa Npy NpoBepka Ypes npeacTaBsHe Ha YOOCTOBEPEHME 3a akTyaslHO YNEeHCTBO UK
4ypes cnpaska B HAUMOHANHNS €eKTPOHEH perncTbp no 4. 8, an. 1, 1. 2 3SCOMCAAMCINd.
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Yn. 32a. (Hoe - [1B, 6p. 67 o1 2010 ., oT™. - [1B, 6p. 79 o1 2017 1.)

Paspen V.
OpraHu3auums Ha paboTa B anTeka Ha fie4eb6HM 3aBeaeHust o un. 222, an. 4 3/INMXM (3arn.
u3Mm. - OB, 6p. 81 o1 2015T.)

Yn. 33. (Oon. - OB, 6p. 2 o1 2021 r.) AnTeknTe Ha ne4ebHNTe 3aBeneHMs Mo Y. 222, an.
4 3JTNXM ca caMoCTOATENHN 3BEHA B CTPYKTypaTa Ha ne4yebHOTO 3aBeleHne, B KOETO Ce
n3BbpeaTt genHoctute, onpegenexdu 8 3JIMXM.

Yn. 33a. (Hos - B, 6p. 81 o1 2015 ., n3m. - [1B, 6p. 2 o1 2021 r.) LeriHocTTa Ha
anTekuTe Ha ne4yebHu 3aseneHns no un. 222, an. 4 3JINXM ce ocbliecTBsiBa CboOpPasHO
MpaBunara 3a pobpa chapmaueBTUYHA NpPaKTUKaA, NpMeTn cbrnacHo 4n. 5, an. 1, 1. 3 3COMP
1 cbrnacHo npasunara no un. 8, an. 1, . 5 SCOMCAAMC3IP.

Yn. 336. (Hoe - [1B, 6p. 81 o1 2015 . (*)) B neyebHnTe 3aBeneHns 3a 60HMYHA NOMOLL C
Hag 400 nerna 3a akTUBHO NneyeHne Uam B KOUTO Uma paskputn Han-manko 10
KNUHUKW/OTOENEHNS C Nerna, kakto 1 B ne4yebHn 3aBeeHunsl, KOMTO U3BbPLBAT AENHOCTN MO
MeOMUNHCKA OHKONOM S U/MNN KNMHWYHA XeMaTonorusi, pabotu Hain-Manko eanH MarucTbp-
dhapmaueBT ¢ npuaobuta cneumanHocT "KnnHnyHa doapmaums” nam cbe cneunanmaaums no
"KnuHuyHa dpapmaumnsa”.

Yn. 33B. (Hos - B, 6p. 81 o1 2015 r.) KNnMHNYHMAT chapmaueBT cbaencTea npu
OCbLLEeCTBABAHE HA OENHOCTUTE NO Ha3HaYaBaHETO N NPUrOTBAHETO Ha NeKapCTBEHUTE
NPOAYKTMW.

Yn. 33r. (Hos - OB, 6p. 81 ot 2015 ., nam. - 1B, 6p. 2 ot 2021 r.) KNnuHNYHMAT
hapmaLeBT OCbLIECTBSIBA AEHOCTTA CM B CbOoTBeTCTBUE C MpaBunara 3a pobpa
capmaueBTUYHa NpaKTUKa, NpMeTn cbrnacHo un. 5, an. 1, 1. 3 3aCOMD.

Yn. 34. JlekapcTBeHUTE NPOAYKTU, NpeHa3Ha4YeHn 3a XOCNUTannu3mpaHnTe nauneHTu,
ce oTnyckaT B MoAxosiia onakoeka, oOcurypsisala npaBUNHOTO UM CbXpPaHeHME.

Yn. 34a. (Hoe - [1B, 6p. 81 o1 2015 r.) B anTteknte Ha ne4ebHUTE 3aBeOeHMs MO Y. 222,
an. 4 3JINMXM ce nogabpxart HeobXxoANMNTE KONMYECTBA NEKAPCTBEHN NPOAYKTN, MEANLUHCKIN
n3genns n gpyru KOHCyMaTuBU 3a OCUrypsiBaHe Ha HopManHaTa paboTa Ha ne4ebHoTo
3aBefleHne 3a CpoK Han-Manko 5 gHu.

Yn. 35. (1) PbkoBoonTenuTe Ha anteknte Ha ne4ebHuTe 3aBeneHns no un. 222, an. 4, 1.
1 1 2 3JIMXM ca 4neHoBe Ha MeAVLNHCKNS CbBET HA CbOTBETHOTO Nle4ebHO 3aBeleHue.

(2) (Jon. - OB, 6p. 81 o1 2015 r.) Jluuata no an. 1 AN NOCOYEHMN OT TSAX MaruCTbp-
hapmaLeBTM 3a4bNXMTENHO y4acTBaT B pa3paboTBaHe Ha nekapcTBeHarta cTparerms Ha
neyebHOTO 3aBedeHMe, KaTo:

1. yyacTtBat BbB papMakoTepaneBTUYHUTE KOMUCU;

2. N3roTBAT NPAKTUYECKN PELENTYPHMLUMN, CbOBpa3eHn C Ka4eCTBOTO, CUTYPHOCTTA U
edunKacHOCTTa, KakTo 1 goapMakoTepaneBTUyHa u/unu papmMakonkoHOMMYecKka oLeHKa Ha
NneKapcTBEHUTE NPOOYKTU;

3. yyactBat BbB BCMYKW LENHOCTMW, CBbP3aHN C LOroBapsiHe, cCHabasBaHe 1 JocTaBka Ha
HeobXxo4MMUTE NEKaAPCTBEHN NPOAYKTH;

4. N3roTBST NPEeaNOXeHNS 3a NpoekToboaxeTa Ha Ne4ebHOTO 3aBelleHNe B YacTTa My,
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Kacaela nekapCcTBEHNTE NPOOYKTH;

5. M3roTBAT CTAHAAPTHM ONepaTVMBHU NPOLELYPU 3a AENHOCTMTE, M3BBPLUBAHM B
antekara;

6. KOHTPONMPAT CbXPAHEHNETO M OTHETHOCTTA Ha NIeKaPCTBEHNTE NPOOYKTU B
oTAeNneHnaTa n KINHUKNTE;

7. (Hoea - [1B, 6p. 81 01 2015 r.) yyacTBaTt B KIMHWYHW U3MNTBAHUS C NIEKAPCTBEHM
NPOAYKTU /NN MEOULNHCKN U3OENNS CbrNacHo T. 4.6 oT npunoxeHue Ne 1 kbpm ui. 1, an. 1 ot

Hapenoa Ne 31 ot 2007 r. 3a onpejensiHe Ha npaBuiiara 3a Jloopa kiuaruna npakTuka (B, 6p. 67
ot 2007 r.).

Yn. 36. PbkoBoOuTenuTe Ha antekuTte Ha ne4yebHuTe 3aBegeHns no un. 222, an. 4, 1. 1
1 2 3JIMXM ca oTroBopHU 3a U3BBbPLWBAHETO HA OeAHOCTUTE Mo Y. 20, KakTo v 3a:

1. pasnpeneneHneTo Ha nekapCcTBEHNTE NPOAYKTY MO OTAENEHUATA;

2. ocurypsisaHe Ha HeobxoammaTa nekapcTBeHa 1 TepaneBTMYHa UHpopMaLns 3a
ocTaHanuMTe Me4ULUUHCKU cneumanncTu;

3. (Hoea - 1B, 6p. 81 o1 2015 r.) 0bCcnyXBaHETO Ha NaUMEHTUTE B N3BbHPAOOTHO BpeEME
1 NPU N3BBHPEOHU CUTYaLMW.

Yn. 37. (1) dapmakoTepaneBTnYHaTa KOMUCUS B ne4ebH1Te 3aBedeHns no Yn. 222, an. 4
3J/INXM exeronHo n3paboTBa CNUCHK C OCHOBHMUTE NIeKapCTBEHM NPOOYKTMW, C KOUTO paboTu
CbOTBETHaTa anTeka, KOMTo ce yTBbpXAaBa OT PbKOBOAMTENS HA Ne4ebHOTO 3aBedeHme.

(2) CnncbkbT No an. 1 ce nspaboTtea n akTyanmampa cbobpasHo Mo3nTueHUS
nekapcTBeH CnNUCcbk no Yn. 262 3J1MXM.

(3) CHabaosiBaHeTO Ha anTeknTe Ha Ne4YebHNTe 3aBeneHns No an. 1 ¢ NeKkapcTBeHM
NPO4YyKTW ce N3BbpWBa cbobpasHo cnucbka no an. 1.

Yn. 37a. (Hos - [1B, 6p. 81 o1 2015 . (*)) (1) JlekapcTBEHUTE NPOAYKTW 32 CUCTEMHO
NleYeHne Ha 310Ka4eCcTBEHN 3ab0NsBaHNSA Ce NPUrOTBSAT B anTtekaTa Ha CbOTBETHOTO N1e4ebHO
3aBefeHve BbB BU 3a OUPEKTHO NPUNOXEHNEe Ha nauneHTa.

(2) MNMpwn npuroTesiHE Ha NEKapCTBEHUTE NPOLYKTU Ce crna3eaT U3nckBaHusaTa Ha 3akoHa
3a 34paBOC/IOBHM U 6e30nacHM yCNOBUS Ha TPyA.,

Yn. 376. (Hos - 1B, 6p. 81 o1 2015 ., oT™. - [1B, 6p. 79 o1 2017 1.)

Yn. 378. (Hos - OB, 6p. 81 ot 2015 ., oT™. - 1B, 6p. 79 0T 2017 T.)

Yn. 38. (M3m. - OB, 6p. 2 01 2012r.) (1) (Don. - OB, 6p. 2 o1 2021 r.) 3a 3aK0BONSIBAHE
Ha cOOCTBEHMTE CU HYyXan nevyebHnTe 3aBeneHuns no un. 222, an. 4 3J1MXM, konto HaAmaT
OTKpWTa anTteka, Morar ga ce cHabosBsar oT anTeka Ha Apyro ne4yebHo 3aBeneHve, NonyyYnno
paspeleHne 3a TbproBus Ha ApebHO C NekapcTBEHM NPOAYKTUN, KAKTO 1 NMUEH3uns no 4n. 33, an.
1 3KHBI1 npu cHabosiBaHe ¢ nekapcTBEHW NPOAYKTW, KOUTO CbAbPXAT HAPKOTUYHM BELLECTBA.

(2) NeuebHunTe 3aBeneHns No an. 1 ckaoyBaT OOroBop 3a cHabasBaHe C NEKAPCTBEHN
NPOAYKTW, B KOWTO ypeXxaaTt ycnosusaTa 3a 3asBsBaHe, 0OCTaBKa M 3annawaHe Ha NpoaykKTuTe.

(3) C porosopa no an. 2 ce ypexgaT 1 yCnoBuaTa, Npy KOUTO MarncTbp-dpapmauesTbT,
PBHKOBOOMTEN HA anTekaTa Ha ne4yebHo 3aBeaeHne, NOyYNNo paspelleHne 3a Tbprosms Ha
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ApebHO C nekapCTBEHU NPOOYKTU, OCBILECTBSBA TEKYLL KOHTPON BbPXY YCNOBUSTA 3a
CbXpPaHEHUE Ha U3NUCaHUTE U OOCTABEHMN NIEKAPCTBEHM NPOAYKTU.

Yn. 38a. (Hos - [1B, 6p. 2 o1 2012 r.) (1) Cnen ckno4yBaHeTo Ha 4OroBop no 4n. 38, an.2
ne4ebHOTO 3aBeAeHMe, KOeTo HMa cobCcTBeHa anTeka, U3nmcea HeobxoAMMUTE My NIEKaPCTBEHM
NPOAYKTW Ha NEKAPCTBEH NUCT Npu cna3saHe Ha peja v ycnosusaTa 3a U3nucBaHe n 0TYETHOCT,
nocoyeHn B Hapepba Ne 4 or 2009 r. 3a ycioBHsATA H pejia 3a NpeIHCBAHE H OTIIyCKaHe Ha
nekapcrsend npoaykru (OB, 6p. 21 o1 2009 r.), KONTO Ce NpeaocTaBs 3a U3NbJIHEHNE B
anTekarta Ha ne4ebHOTO 3aBeleHMe C anTeka.

(2) Npwn TpaHCnOpTMPAHETO M AOoCTaBKaTa Ha NekapCTBEHUTE NPOOYKTU, U3NNCcaHu no
pena Ha an. 1, ce cnassaTt yCnoBusTa 3a CbXpaHeHMe, MOCOYEHN B paspelleHneTo 3a ynotpeba
Ha NPoAyKTuTE.

Yn. 386. (Hoe - [1B, 6p. 2 o1 2012 1.) Jle4ebHOTO 3aBeeHNE, KOETO HSIMA cobCcTBEHA
anTeka, MoXe [a 3asiBsiBa NeKkapCTBEHW NPoayKTy, HeobxoamMmn 3a 3a40BONSIBAHE Ha
coBCTBEHUTE My HYX AW, 32 CPOK He Mo-ronsm ot 10 OHW.

Yn. 39. (1) (M3m. - OB, 6p. 81 o1 2015 1., n3m. - [1B, 6p. 95 o1 2018 r.) JlekapcTBEHUTE
NPOOYKTU N MEOULIMHCKUTE N3AENUNS, NPpeaHa3HAYeHN 3a KNMHUYHN N3NNTBAHUS, Ce NOoNyYaBsar,
CcbXpaHsBaT, NPUroTBAT M OTNyckaTt OT anTtekata Ha Ne4ebHOTo 3aBefeHne OTAENHO OT ApyruTe
NlekapCTBEHW NPOOYKTM U MEAVLNHCKN n3aenns, ¢ obo3HavyeHne 3a ctatyta UM, CbriacHo
NpPOTOKONA Ha KNMHUYHOTO U3NNTBaHe, a KoraTo Ne4ebHOTO 3aBedeHMe He pasnonara cbe
cobcTBEHA anTeka unu antekata He paboTu - B NOAXOAAWM 3a LieNiTa NoMeLeHns, cnen
o0n0bpeHne oT oapmMaLeBT, YeH Ha N3CcenoBaTeNCcKMs ekun.

(2) (U3m. - 1B, 6p. 2 oT 2021 r.) JlekapcTBEHUTE NPOAYKTW, MONy4YaBaHN OT ie4yedbHnTe
3aBefeHuns no pena Ha Hapepo6a Ne 34 or 2005 r. 32 pefa 3a 3amiamafe oT JbP>KaBHHS OI0KET HA
JICHECHHETO HA 6’bHFapCKHTe rpaxxiatHHt 3a 3200JIIBaHHS H3BBHH 00XBaTa Ha 3abJDKHTEJIIHOTO 31IPpaBHO
ocurypssane (B, 6p. 95 o1 2005 r.), ce cbxpaHaBaT OTAEMHO.

(3) (Hoea - 1B, 6p. 81 o1 2015 r.) JlekapcTBEHMTE NPOAYKTU, MONYYEHUN KATO
XyMaHMTapHa NoMoLy, ce CbxpaHsaBaT B anTeknte Ha nevyebHuTe 3aBeeHns OTAENHO OT ApyruTe
NleKkapCTBEHM NPOOYKTK, a KoraTto le4ebHOTO 3aBeileHNe He pasnonara cbc cobCcTBeHa anTeka -
B NOAXOOSIWM 3a LenTa noMeLweHmns.

(4) (Hosa - OB, 6p. 81 o1 2015 T. (*), oT™. - 1B, 6p. 95 0T 2018 T.)

Paspen V.
Mpopax6a no MHTEPHET Ha NeKapCcTBeHN NPoAyKTu 6e3 nekapcko npeanucaHue (Hos - OB,
6p. 201 20127T.)

Yn. 40. (Hos - B, 6p. 2 o1 2012 r.) (1) TbProemsi N0 UHTEPHET C NEKAPCTBEHM NPOAYKTM
6e3 nekapcko npeanucaHne MoXxe Aa U3BbpLiBa Nvue, NONYHYNIo paspelleHne 3a TbProBust Ha
ApebHO ¢ nekapCTBEHWN NPOAYKTU NN yAOCTOBEPEHNE 3a PErNCTPaLNS Ha APOrepust Npu
ycnosusita n no pena Ha 3JIMXM v Ha Ta3n Hapenba, cbOTBETHO Ha Hapeabarta no un. 243
3NNXM.

(2) ToprosusaTa no an.1 ce n3ebpLBA CaMO C NIEKAPCTBEHM NPOAYKTU, paspeweHm 3a
ynoTtpeba no peaa Ha 3JTMXM.
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Yn. 41. (Hos - OB, 6p. 2 o1 2012 r.) (1) 3a n3ebpwBaHe Ha OerHocTTa no 4. 40 nuueTo
TpsibBa na pasnonara CbC COOCTBEH MHTEPHET CalT, HA KOWTO Aa e nybnukysaHa cnepHata
nHpopmaums:

1. HaUMEHOBaHMETO Ha PUONYECKOTO NULLE;

2. cepanviue n agpec Ha ynpaBneHue;

3. agpec Ha anTtekara unu gporepusTa;

4. HOMep 1 gaTa Ha usgasaHe Ha paspeleHneTo no Yn. 229, an. 2 3JIMXM vnn
yooctoBepeHmeTo no 4Yn. 240, an. 1 3J1MNXM;

5. TpuTe NMeHa Ha PbKOBOAUTENS HA anTekaTa unn gporepusaTa;

6. HOMeHKNaTypa, CbAabpXala MexayHapoOHUTE HENATEHTHU HAUMEHOBAHUS Y
TbProBCKUTE MMEHa Ha npegnaraHnuTe nekapcTBeHn NpoayKTu;

7. LeHa Ha nekapCTBEHUTE NPoayKTH;

8. CTOMHOCTTA Ha TPaHCMNOPTHUTE Pa3xoaun, HEBKJIIOYEHW B LieHaTa Ha NnekapCcTBeHNTe
NPOOyKTW MO T. 7, CBbP3aHM C TAXHaTa 0OCTaBKa;

9. HauMHa Ha nnawaHe, 4oCTaBka 1 U3NbJIHEHME HA OOrosopa no un. 45;

10. npaBOTO Ha NOTpPebuTensa Aa ce oTkaxe OT AOroeopa no 4. 45 n ycnosmsTa, npu
KOWTO NeKkapCTBEHUAT NPOAyKT MOXe aa He 6bae npuerT;

11. nHpopmMauusa 3a opraHnTe, OCblLECTBSABALLM KOHTPON BbPXY AENHOCTTA,

12. (m3m. - 1B, 6p. 2 o1 2021 r.) NHTEPHET Bpb3Ka KbM CTpaHuumTte Ha UAJI,
Bbnrapckus chapmaueBTM4eH cbio3 U bbarapckara acounaums Ha NOMOLLLHUK-
cdapmaueBTuTe.

(2) NHpopmauusita no an. 1 Tpsibea oa 6bae NnpegocTaBeHa Mo siceH U pasbrpaem
HayvH, Oa noayepTtasa TbProBCKMS XxapakTep Ha NPeanoXeHneTo n aa 6bae B CbOTBETCTBUE C
npUHUMNa Ha 0oBPOCHBECTHOCT NPY TbProBCKUTE caenku n gobpara TbproBcka npakTuka.

Yn. 42. (Hos - OB, 6p. 2 ot 2012 r.) (1) MNMpwn 3anoyBaHe Ha genHoCT no un. 234, an. 5
3JINXM nuueto no un. 40 npenoctassa nucMeHa nHgopmaums B NAJL, kosaTo cbabpxa:

1. paHHuUTEe No un. 41, an. 1,

2. HAUMEHOBAHWETO Ha UHTEPHET canTa;

3. faHHW 3a NMueTOo, KOeTOo € Cb34asi0 UHTEePHET cainTa u/mnu ro nogabpxa.

(2) KM nHgpopmaumsaTta no an. 1 ce npunara geknapauus ot nuueto no 4. 40, ye
npuTexaesa nnv pasnonara c TPaHCMNOPTHU CPeacTBa, OCUTypsBalLM NPaBUIHOTO CbXpPaHEHME Ha
nekapcTBeHUTE NPOAYKTU NPY TpaHCNopTUPaHe.

Yn. 43. (Hos - B, 6p. 2 o1 2012 r.) (1) B ceaeMaHeBeH CPOK OT MOCTbMNBAHETO HA
nHdopmaumaTa no un. 42, an. 1 IAJ1 n3sbpsa nposepka Ha canta 0THOCHO HanuineTo Ha
OaHHuUTEe no 4yn. 41, an. 1.

(2) Korato VIAJ1 ycTaHoBW, Ye cailTbT CbAbpXa BCUYKM HEOOXOAMMN OaHHU, N3BbPLIBA
BNMCBaHe Ha nuueTo no 4. 40 B cnuchbk, NybnmMkyBaH Ha MHTEPHET cTpaHuuarta Ha VAJL.

(3) Korato MIAJT1 ycTaHoBW, Ye cailTbT HE CbAbPXa BCUYKN HEOOXOAUMU OAHHW U Ye
CbLNTE Ca HEMDB/IHM, U3MpaLla NMCMEHO YBeAOMNEHNEe 40 NMUEeTO no 4. 40 3a oTCTpaHsaBaHe Ha
KOHCTaTMpaHuTe Nponyckn n/unm HeCbOTBETCTBUS.
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Yn. 44. (Hos - B, 6p. 2 o1 2012 r.) (1) Jluueto no un. 40 e 4NbXHO Aa OCUTYPU YCIIOBUS
3a:

1. NpaBMNHOTO OMNakoBaHe, TPaHCNopTUpaHe N OOCTaBsHe Ha NIeKapCTBEHUTE NPOLYKTH
no un. 40, an. 1 Taka, 4e ga 6baat 3anaseHn TEXHUTE Ka4yecTBa U ePUKACHOCT;

2. 0OCTABSAHETO Ha flekapCTBEeHMTE NPOoayKTM 00 24 yaca OT NOCTbMNBAHETO HA 3asBKaTa;

3. BOAEHETO Ha OOKYMeHTMpaHa cucTema 3a npocnensasaHe Ha npaTtkuTe;

4. npefocTaBsAHETO Ha MHJOOpPMaUUA Ha nosly4yaTens Ha IeKkapCTBEHUTE NPOAYKTU NO Y.
40, an. 1 0THOCHO HeobxoAMMOCTTa Aa Bb3CTAHOBU KOHTaKTa CY C NeKyBaluus nekap B cnyyai
Ha Bb3HMKBaHe Ha Npobnemu npu ynotpebaTta Ha NekapCcTBEHUS NPOOYKT.

(2) NuueTo no un. 40 nybnnkyBa Ha MHTEPHET caiiTa cu MHopMaums 3a Homepa, NoLa
KOWTO e BnucaH B cnucbka Ha MAJ1 no un. 43, an. 2.

Yn. 45. (Hos - OB, 6p. 2 o1 2012 r.) Mexay nuueTo no 4. 40 n notpebutens ce
CKNtoYBa AOroBop 3a nponaxba oT pa3cTosHUE NO CMUCBHNA Ha Y. 48 OT 3akoHa 3a 3aluuTa Ha
notpeburenure.

Yn. 46. (Hos - OB, 6p. 2 o1 2012 r.) NpremaHeTo Ha 3asiBkaTa 1 OTNyCKaHEeTOo Ha
NeKapcTBEHUS NPOOYKT Ce U3BbpLiBa:

1. B anTeka OT Maructbp-coapmaLeBT UIv NMOMOLWHUK-ddapMaLleBT B CinyyamTe no Y. 225,
an. 1 3J1INXM, nnn

2. B Oporepusa oT MegMUMHCKK cneunanuct.

Yn. 47. (Hos - OB, 6p. 2 o1 2012 r.) (1) Mpn nopganeHa 3asiBka nnueTto no yn. 40
NnoTBbPXAasa B MMCMeHa doopma UKW Ha Apyr TpaeH HocuTen nHgopmaumsaTta no un. 41, an. 1,
T.6-9.

(2) Mpun noTBBPXOABaHE Ha 3asiBKaTa NMUETo no 4n. 46 nasa Heobxoammarta
KOHCYNnTauns Ha 6 bArapcku e3unk, mouckaHa ot noTpebutens.

Yn. 48. (Hos - 1B, 6p. 2 o1 2012 r.) Korato nuueTto no 4. 40 He MOXe Aa U3MbJHW
3a4b/IXeHnsaTa cu no 4orosopa nopaaum Tosa, Y4e He paarnonara ¢ nopbYyaHMUTE NeKapCTBEHU
NPOAYKTW, TO € ANbXHO Aa yBeaoMu notpebutens.

Yn. 49. (Hos - OB, 6p. 2 o1 2012 1., gon. - [B, 6p. 79 o1 2017 r.) 3asBknTE 1"
NOTBBPXAEHNSITA 3a OTMNYCKAHE MO MHTEPHET Ha NIekapCTBEHM NPoayKTn 6e3 nekapcko
npeanucaHne ce CbxpaHsaBaT Ha XapTUEH NN eNeKTPOHEH HOCUTEN B anTekaTa uam gporepusita
3a CPOoK 5 roguHu.

Yn. 50. (Hos - B, 6p. 2 o1 2012 r.) PbkoBOANTENAT HA anTekara uian gporepmsta Hocu
OTrOBOPHOCT 3a LUSANOCTHATA OpraHn3aumns n KOHTpona Ha TbproeBusTa no UHTEPHET C
NlekapcTBEHN NPOoayKTn 6e3 nekapcko NpeanucaHne B CbOTBETHMS 00EKT.

MpexoaHu n 3aknounTenHun pasnopenbu

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 28.08.2022 .



§ 1. (1) 3anoyHannuTe 0O BNM3AHETO B CuUa Ha Ta3n Hapenba Npou3BoACTBa 3a
nony4YyaBaHe Ha paspelleHne 3a Tbprosus Ha ApebHO C NekapCTBEHM NPOAYKTM UK 3a NPOMSIHA
B U34a0eHO paspelleHne ce pasrnexaart npu ycnosmsata Ha oTMeHeHata Hapen6a Ne 8 or 2000
I. 32 yCTPOHMCTBOTO, Peia H OPraHU3auATa Ha padorara B antekure (LB, 6p. 54 o1 2000 r.) B CpoK
[0 6 MeceLa cyATaHo OT JaraTa Ha BAM3aHeTo 1 B cuna.

(2) Cnepn n3tnyaHe Ha cpoka no an. 1 3aano4yHanuMTe 40 BNU3AHETO B CUMa Ha Tasu
Hapenba Npon3BOACTBA 3a NOMyYaBaHe Ha paspelleHre 3a TbProBns Ha ApebHO C nekapcTBEHU
NPOAYKTM UMK 3a NPOMAHA B N34a0eHO pa3pelleHne ce JOBbPILBAT Npu yCnosuaTa v peaa,
npeaBuaeHn B Hes.

§2. (1) (MpenwnweH TekcT Ha § 2 - [1B, 6p. 67 ot 2010 r., non. - 1B, 6p. 2 o1 2012T.)
Nvuata, nonyynnn paspeweHne 3a OTKPMBAHE Ha anTeka Uav paspelleHne 3a Tbprosms Ha
OpebHO C nekapCcTBEHN NPOAYKTY NpUBeXaaT OeHOCTTa CM B CbOTBETCTBUE C HENHNTE
n3nckBaHus, ¢ uskn4veHne Ha yYn. 10, an. 2 n un. 12, an. 3, B CPOK 00 OBE roANHU OT BN3AHETO
n B cuna.

(2) (Hosa - OB, 6p. 67 o1 2010 1., oT™. - [1B, 6p. 2 0T 2012 7T.)

(3) (Hosa - OB, 6p. 67 o1 2010 r.) Jlnuata, nony4nnm paspeleHne 3a oTKpuBaHe Ha
anTeka W paspeleHre 3a TbproBust Ha pebHo C NeKkapCcTBEHN NPOLYKTU B HACENEHN MecTa C
HaceneHne nopg 10 000 xwutenun, npueexgart 4eNHOCTTA CU B CbOTBETCTBME C UBNCKBAHETO Ha
un. 14, an. 2 B cpok go 1.07.2011 r.

§3. (Nam. - OB, 6p. 2 o1 2012 1., mon. - [1B, 6p. 81 o1 2015 ., n3m. - [1B, 6p. 2 o1 2021
r.) KOHTponbT NO M3NbNHEHVE Ha HapepbaTa ce OCbLeCcTBSABa OT MMHUCTbpa Ha
30paBeornasBaHeTo, rnaBHUS ObpXaBeH 30paBeH MHCNEKTOP, U3MbHUTENHUS OUPEKTOP Ha
M3nbnHuTenHaTa areHums no nekapcreara, AUPEKTOPUTE HA PeErvoHanHuTe 34paBHN
WHCMEKLUUN N MHCNEKTOPW NPU pernoHanHnTe 3apaBHM MHCNEKLMN.

8§ 3a. (Hos - 1B, 6p. 2 o1 2021 r.) MI3anbnHuTENHA areHums "MeanumHckn Haa3op”
CbBMECTHO C NMPecTaBnUTeNn Ha CbCnoBHaTa opraHn3auns Ha MarucTbp-gpapmanesTuTe,
CbHOTBETHO - CbBMECTHO C NPeACTaBUTENN HA CbCOBHATA OpraHn3aumns Ha NOMOLLHWK-
hapmaueBTMTe, OCHILECTBSABAT KOHTPON 3a cna3saHe Ha lNMpasunara 3a pobpa
chapmaueBTMUYHA NpaKTUKa, NpueTtn cbrnacHo un. 5, an. 1, 1. 3 3COM® v NMpasunarta 3a nobpa
MeIuuMHCKa npakTuka no 3apasHu rpuxu, npueTn cbrnacHo 4. 8, an. 1, 1. 5 ot
3COMCAAMC3INd.

8 4. Tasan Hapenba ce n3pasa Ha OCHoBaHMe 4. 219, an. 2 ot 3akoHa 3a
nekapcTBeHUTe NPOAYKTU B XyMaHHaTa MeguumHa n otmeHs Hapep6a Ne 8 ot 2000 r. 3a
YCTPOMCTBOTO, peia H OPraHU3anuATa Ha padorara B antekure (B, 6p. 54 o1 2000 r.).

MpexopnHu pasnopenowm
KbM HAPEOBA 3A UBMEHEHUE U OOMBbJ/IHEHUE HA HAPELLBA Ne 28 OT 2008 I'. 3A
YCTPOMCTBOTO, PEIIA U OPTAHU3AIIUATA HA PABOTATA HA AIITEKHUTE K
HOMEHKIJIATYPATA HA JIEKAPCTBEHUTE INTPOOYKTH

(OBH. - OB, BP. 67 OT 2010T".)
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§ 8. JlnuaTta, nonyymnu paspelieHre 3a OTKpMBaHe Ha anTeka Unmn paspeLleHve 3a
Tbproeusi Ha ApebHO C NekapcTBEHU NPOAYKTU, MpUBeXaaT AeAHOCTTa CM B CbOTBETCTBUE C Y.
16a B cpok 0o 1.07.2011 r.

8 9. JlnuaTta, nonyymnu paspeleHre 3a OTKp1BaHe Ha anTeka Unmn paspeleHre 3a
TbProsus Ha OpebHO C NeKapcTBEHW NPOayKTW, MpUBeXdaT AeHOCTTa CU B CbOTBETCTBUE C § 6,
1.1, 6ykBa "6" (0THOCHO T. 5, bykBa "a") B cpok oo 1.07.2011 r.

MpexonHu pasnopenom
KbM HAPEOBA 3A UBMEHEHUE U 0,ONbJIHEHUE HA HAPELBA Ne 28 OT 2008 I'. 3A
YCTPOFICTBOTO, PEIA H OPTAHU3AIIUATA HA PABOTATA HA AIITEKHUTE H
HOMEHKIJIATYPATA HA JIEKAPCTBEHUTE ITPOIOYKTH

(OBH. - OB, bP. 81 OT 2015T".)

§ 22. JleyebHnTe 3aBefeHUs NpMBeXAaT AENHOCTTa CU B CbOTBETCTBME C U3NCKBAHUSTA
no 8 7 oTHOCHO un. 19, an. 4 B CPOK [0 WECT MeceLa OT BNM3aHe B cuna Ha Tasn Hapenoba.

§ 23. JleyebHnTe 3aBeOeHUs NpmBexXxaat AENHOCTTa CU B CbOTBETCTBME C N3NCKBAHUATA
no § 12 0THOCHO un. 336 B CPOK 0O TPV rOAUHM OT BNM3aHe B CMNa Ha Ta3n Hapenoba.

§ 24. IleyebHnTe 3aBefeHUs NpMBEX AT AENHOCTTA CU B CbOTBETCTBME C U3NCKBAHUSATA
no 8 16 oTHOCHO un. 37a B CPOK [0 WEeCT MeceLa OT BfM3aHe B CMna Ha Ta3n Hapenba.

§ 25. leyebHnTe 3aBeAeHUS NpuBeXaaT AEeAHOCTTa CM B CbOTBETCTBUE C M3NCKBAHNSATA
no 8 17 0THOCHO 4n. 39, an. 4 3a KNMNHNYHN UINUTBAHNS, NONYYUSIM NONOXMUTENTHO CTAHOBUILE 3a
npoeexgaHeto um cbrnacHo 3JIMXM, oo 1 aHyapu 2017 r.

MpexopnHu pasnopenowm
KbM HAPEOBA 3A UBMEHEHUE U OOMBbJ/IHEHUE HA HAPELLBA Ne 28 OT 2008 I'. 3A
YCTPOMCTBOTO, PEIIA U OPTAHU3AIIMATA HA PABOTATA HA AIITEKHUTE K
HOMEHKIJIATYPATA HA JIEKAPCTBEHHUTE ITPOAYKTH

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

§11. [lo yTBbpXOaBaHe oT M3anbnHUTENHATa areHuusi No nekapctearta Ha obpasum Ha
3asBNeHns No § 3 3asBUTENUTE Noaaeat 3asiBfIeHUs No JoceralHms obpased.

MpunoxeHne Ne 1 kbM un. 1, an. 1
(Nam. - OB, 6p. 67 o1 2010 1., n3m. - 1B, 6p. 2 o1 2021 1.)
MNpoadykTn, KOUTO ce NpegnaraT B anTeknte

1. JlekapCTBEHM NPOOYKTN.

2. MeoumumHckn nsoenus.

3. neTnyHn xpaHu 3a crneumanHn MeauUMHCKN Uenn, XpaHu 3a KbpMadeTa v NnpexonHu
XpaHu.
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4. XpaHuTenHu nobasku.

5. KoaMeTnyH1 NnpoayKTu.

6. CaHMTapHO-XUrMeHHW CpeacTea.

7. Buouman ot rnasHa rpyna 1 "HdesnHdekTaHT", NpoaykToBn Tunose 1 n 2, n ot
rnasHa rpyna 3 "KoHTpon Ha Bpeantenn", npogyktosu tunose 18 n 19, cbrnacHo MNMpunoxeHwue
V ot PernameHT (EC) Ne 528/2012 Ha EBponerickma napnameHT 1 Ha CbBeTa o1 22 man 2012 r.
OTHOCHO NpenocTaBsHETO Ha nasapa u ynotpebarta Ha buounaun (OB L 167, 27.06.2012r.).

MpunoxeHne N2 2 kbMm un. 1, an. 2

(U3m. - OB, 6p. 2 o1 2021 1.)

Cnucbk Ha nekapcTBeHn NpoaykKTH, 0TnyckaHn 6e3 nekapcko npeanucaqve, KoMTo Morat Aa ce npoaasart 4pes

aBToMaTm
pyna npoaykTu ATC-koq INN LonbnHUTEeNHN U3MCKBaHUS
AHTHaungmn AO02A
A02AB10 Aluminium MakcuManHo KONMYecTBO Ha aKkTUBHOTO
hydroxide; BEWecTBO 3a [030Ba eanHMua 2,18 g/350 mg.
Magnesium oxide | auo Teynm nekapcTeeHM dhopmm 3a nepopanto
MPUIOXeHue.
A02ADO1 Ordinary salt Lo 20 6pos [030BY eauHULM B onakoska. CaMo
combinations | rgLpan nekapcTBEHN hOPMM 3a NEPOPAHO
MPUNoXeHue.
A02AD04 Hydrotalcite MakcuManHo Kom4ecTBO Ha akTUBHOTO
BELEeCTBO 3a Ao30Ba eanHuua 500 mg. Camo
TBBPAN NEeKapCTBEHN POPMM 3a NepopanHo
MPUIoOXeHue.
NekapcTBeHN NpoayKTh 3a A02B
fleYeHve Ha nenTuyHa
s3sa n FEPB
A02BAO2 Ranitidine MakcmManHo KOnMYecTBo Ha aKkTUBHOTO
BELEeCTBO 3a Ao3oBa eamHuua 150 mg; oo 20
6pos 0030BM eaunHMLM B orakoeka. CaMo TBbpau
nekapcTBeHn popMU 3a MepopasHo NPUoXeHue.
A02BAO3 Famotidine MakcuManHo KonmyecTBO Ha akTUBHOTO
BElWeCTBO 3a f030Ba eanHuua 20 mg; oo 20 6pos
[030BV eAuHMLM B onakoska. CaMo TBbpau
neKapcTBeHn POpMU 3a MepopasiHo MPUIoXeHe.
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Cnncbk Ha NnekapcTBeHU NpoaoykKTn, OTNyCcKaHu 6e3 NeKapcko npennncaHne, KOUTO MoraT oa ce nponasart 4ypes3

aBToMaT
pyna npoayKTu ATC-koq INN LonbnHUTENHN U3UCKBaHUS
A02BX13 Alginicacidin | lo 20 6pos [O30BM eAnHNLIM B onakoska. Camo
combinationwith | 1gppn1 nekapcTBeHN dhopMm 3a Nepopanto
antacids NpUNoXeHue.
NekapcTBEHV NPOAYKTY 3a AG3A
neyeHune Ha
QOYHKLIMOHANHN
pascTponcTea Ha YyepBarTa
A03AA04 Mebeverine Makc1ManHo KONM4YecTBO Ha aKTUBHOTO
BelecTBO 3a no3osa eauHuua 200 mg; oo 30
6pos 4030BM eauHMUM B orakoeka. CaMo TBbpau
neKkapcTBeHn PopMU 3a NepopPasHo NPUoXeHne.
AO3ADO2 Drotaverine MakcmManHo KoNMyecTBOo Ha aKTUBHOTO
BeWecTBo 3a [o30Ba eaunHuua 80 mg; 0o 24 6pos
[030BY eauHMLUM B onakoska. CaMo TBbpau
neKkapcTBeHn PopMU 3a NepopanHo NPUoXeHue.
Cnasmonutumum AO03D
KOMOVHaLUus ¢
aHanreTuun
A03DA02 Pitofenone and MakcuManHo KONM4YecTBO Ha aKTUBHOTO
analgesics BEleCTBO 3a 0030Ba eamHuua 500 mg/5 mg/0,1
mg; no 20 6pos LO30BM €4MHULM B OMaKOBKa.
Camo TBbpM NekapcTBeHU HopMuM 3a NepopasnHo
MPUIoOXeHue.
OunCTUTENHMN CPpeacTBa AOBA
(nakcatuBu)
AO06AB08 | Sodium picosulfate | MakcumanHo KONMYECTBO Ha aKTUBHOTO
BELECTBO 3a A030Ba eanHuua oo 7,7 mg/ml; oo
30 ml. Camo TeyHa nekapcTteeHa doopma 3a
nepoparnHo MNpuioxexHue.
A06AD11 Lactulose MakcumanHo KoNmM4ecTBo Ha aKkTUBHOTO

BELeCTBO 3a [030Ba eavHuMua fo 67 g/100 mi;
konunyecteo fo 200 ml.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

28.08.2022 r.



Cnncbk Ha NnekapcTBeHU NpoaoykKTn, OTNyCcKaHu 6e3 NeKapcko npennncaHne, KOUTO MoraT oa ce nponasart 4ypes3

aBToMaT
pyna npoayKTu ATC-koq INN LonbnHUTENHN U3UCKBaHUS
Camo TeyHa nekapcTeeHa oopMa 3a nepopasnHo
NPUNoXeHue.
Lpyrn 4ypesHu AQ7B
ancopbeHTu
A07BAOL Medicinal charcoa | MakcumanHo KOnM4ecTBO Ha aKTUBHOTO
BELWECTBO 3a 4030Ba eamHuua oo 250 mg. o 20
6pos 4030BM eaunHMLUM B orakoeka. CaMo TBbpau
NeKapcTBeHN OOPMM 3a NepopasnHo NPUNoXeHue.
AQ7BC05 Diosmectite MakcuMasnHo KONM4YeCcTBO Ha aKTUBHOTO
BELWecTBO 3a [o30Ba eanHuua oo 3 g. o 30 6pos
[030BV eauHMUM B onakoska. CaMo TBbpau
neKkapcTBeHn PopMU 3a NepopasHo NPUoXeHue.
NekapcTBeHU NPoayKTH, AQ7D
noTmckalm
nepuctantmkara
AQ7DA03 L operamide MakcumanHo KOMM4ecTBO Ha akTUBHOTO
BELWecTBO 3a [o30Ba eanHuua 2 mg. o 10 6post
[030BU eauHMUM B onakoska. Camo TBbpau
neKkapcTBeHn POPMU 3a MepopParHo MPUIoXeHe.
JlekapcTBEHN NPOOyKTH, A09A
NoBNMSIBALM
XPaHOCMUNAHETO, BKI.
EH31MK
A09AA02 Multienzymes MakcuManHo KOnNmM4ecTBo Ha akTUBHOTO
BeleCcTBO 3a Ao3osa eamHuua 10 000 Ph.Eur.U.
Lo 100 6post [o30BM eanHULM B onakoska. Camo
TBbPAN NEKapCTBEHN POPMM 3a NepopanHo
MPUNOXeHue.
MynTMBUTAMUHN, AllA
KombuHauun
A11AA03 Multivitaminsand | o 100 6posi 003081 eAMHMUM B onakoeka. Camo

other minerals, incl.

TBbPAMN NEeKapcTBEeHW HopMM 3a NepopasnHo
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Cnncbk Ha NnekapcTBeHU NpoaoykKTn, OTNyCcKaHu 6e3 NeKapcko npennncaHne, KOUTO MoraT oa ce nponasart 4ypes3

aHecTeTuum n op.

asToMaTtu
pyna npoayKTu ATC-koq INN LonbnHUTENHN U3UCKBaHUS
combinations NPUNOXEHNE.
MynTuBMTaMUHW, Al1B
CaMoCTOSTENHO
Al1l1BA Multivitamins, plain | o 100 6pos [O30BK eAVHNLM B onakoska. Camo
TBBPAN NEKAPCTBEHN (POPMI 3a MEPOPATHO
NPUNoXeHue.
AckopbuHoBa KucenunHa Al1G
BKJIOUYMTEIHO KOMBUHAUMM
A11GB Ascorbic acid Lo 100 6posi [030BM eanHMLM B onakoska. Camo
(Vitamin C), TBBPAM NEKapcTBEHN (hOPMM 3a NepopParnHo
including NpUNOXeHue.
combinations
INekapcTBEHN NPOAYKTY, C0sC
cTtabunnsmpalm
KanunspuTe
CO5CA04 Troxerutin MakcmMManHo KONMYecTBO Ha aKTUBHOTO
BeleCcTBO 3a no3osa eamHuua 300 mg; oo 50
6posi 0O30BM €OMHMUM B onakoBka. Camo TBbpaw
NeKapcTBEHN (POPMY 3a MEPOPAITHO MPUIOXEHNE.
MakcumaiHo KOIM4YeCTBO Ha aKTUBHOTO
BELEeCTBO 3a A030Ba eavHmua 20 mg/lg; no 40 g
B onakoska. Camo AepMarHy NekapcTBeHu
dbopMM 3a NOKANHO MPUIOXEHNE.
CO5CAS51 Rutoside, o 100 6posi 0030BM eanMHULM B onakoska. Camo
combinations | rgLpan nekapcTBEHN hOPMM 3a NEPOPAHO
NPUNOXeHue.
AHTUMNPYPUTUYHN DO4A
NeKapCTBEHMN NMPOAYKTH,
BKJIOYMTENTHO
aHTUXUCTaMUHN,
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Cnncbk Ha NnekapcTBeHU NpoaoykKTn, OTNyCcKaHu 6e3 NeKapcko npennncaHne, KOUTO MoraT oa ce nponasart 4ypes3

asTomaru
pyna npoayKTu ATC-koq INN LonbnHUTENHN U3UCKBaHUS
DO4AA09 Chloropyramine [ MakcvMManHo KOnMYecTBo Ha akKTUBHOTO
BELWeCTBO 3a fo3oBa eauHunua 1 g/100g; no 18 g.
onakoska. CamMo nepmarnHu nekapcTeeHn gopmm
3a IOKanHO MPUNoXeHue.
DO4AA13 Dimetindene MakcumanHo KONM4ecTBO Ha akTUBHOTO
BEWeCTBO 3a go3osa eguHunua 1 mg/lg; oo 50 gB
onakoska. Camo oepmarHu neKapCcTeeHn opmm
3a NIOKaNHO MPUIoXeHue.
DO4AA32 Diphenhidramine [ MakcumanHo KonmM4ecTBo Ha aKTUBHOTO
BELeCTBO 3a A030Ba eavHuua oo 20 mg/g ; oo 50
g B onakoska. CaMo JepManHu NeKapcTBEHM
¢popmun 3a nokanHo NpuUNoXxeHue.
AHTUCENTULN 1 DO8A
De3nHAEKTaHTn
DOBAAOL Ethacridine lactate | MakcumanHo KOnM4YeCTBO Ha aKTUBHOTO
BEWeCTBO 3a fo3osa eauHuua 0,1 g/100 ml; go
100 ml B onakoska. CaMo Te4Hn gepmanHu
NeKapcTBEHN POPMM 3a IOKANHO MPUNOXEHME.
DOBAX01 [ Hydrogen peroxide [MakcvManHo KONMYECTBO HA aKTUBHOTO
BELWeCTBO 3a 0030Ba eauHunua 3%; 0o 100 ml B
onakoska. CaMo TeYHU AepMarHy NeKapCTBeHm
tbopMmu 3a nokanHo NpunoXeHue.
MPOTUBOBBINANNTENHU 1 MO1A
aHTMpeBMaTNYHM
NeKapCTBEHN NPoayKTH,
HECTEepONIHM
MO01AEO1 Ibuprofen MakcumanHo KOM4YecTBO Ha akTUBHOTO
BElWeCTBO 3a go3osa eguHnua 200 mg; no 20
6posi 030BM eaMHULM B onakoska. Camo TBbpaw
NeKapcTBeHN HOPMM 3a NepopasnHo NPUNOXeHne.
MO1AEO3 Ketoprofen MakcumanHo KOnM4YecTBO Ha akTUBHOTO

BElWeCTBO 3a f030Ba eanHuua 50 mg; oo 20 6pos
A030BU eOUHNLUNM B ONakoBKa. Camo TBbpan
NleKapcTBeHV oopMY 3a NepopasnHo NpUnoXeHue.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

28.08.2022 r.



Cnncbk Ha NnekapcTBeHU NpoaoykKTn, OTNyCcKaHu 6e3 NeKapcko npennncaHne, KOUTO MoraT oa ce nponasart 4ypes3

asToMatu
pyna npooykTtu ATC-kon INN JonbAHUTENHN N3NCKBAHUS
MO1AE17 Dexketoprofen MakcrManHo KOnM4yecTBO Ha aKTUBHOTO
BELWeCTBO 3a [030Ba eanHuua 25 mg; oo 20 6pos
[030BM eAnHULM B onakoska. CaMo TBbpam
flekapcTBeHV oopMu 3a NepopasnHo NpUIoXeHue.
MpOTUBOBBINANNTENHN MO2A
NeKapCcTBeHW NPoayKTy 3a
NOKanHo NpuoXeHue,
HEeCTepOouUIHU
MO2AA Antiinflammatory | [lepmanHu nekapcTeeHn (OpPMM 3a NI0KasHO
preparations, non- | npyunoxexue ¢ makcumaneH obem/maca Ha
steroidsfor topica | 1y, neyyHaTa onakoska - 60 mI/60 g.
use
Lpyrvn aHanretuum n NO2B
aHTUNMPEeTMLM
NO2BAO1 | Acetylsdicylicacid |MakcumanHo KONMYECTBO HA aKTUBHOTO
BELeEeCTBO 3a Ao030Ba eamHuua 500 mg; oo 20
6pos 0030BM eanHMUM B onakoBka. CaMo TBbpau
neKkapcTBeHn popMU 3a NepopasiHo NPUoXeHue.
NO2BA51 | Acetylsalicylicacid, | Do 20 6posi 10308M eanHNLM B Onakoska. Camo
combinations, TBBPAOY NIeKapCTBEHN POpMIK 3a NepopasHo
excluding NpUNOXeHue.
psycholeptics
NO2BEO1 Paracetamol MakcnManHo KONMYecTBOo Ha aKkTUBHOTO
BelecTBO 3a no3oBa eauHuua 500 mg; oo 20
6pos 0030BM eanHMUM B onakoBka. CaMo TBbpau
NeKapCTBeHV oopMI 3a NepopasnHo NPrnoXeHue.
NO2BES1 Paracetamol Lo 20 6pos [030BY eauHULM B onakoska. Camo
combinations, [ tgLpau nekapcTBeHM HOPMI 3a NEPOPANHO
excluding npUnoXxeHve.
psycholeptics
N02BB02 Metamizole sodium | MakcmManHo KOAMYECTBO Ha aKTUBHOTO

BELECTBO 3a A030Ba eamHuua 500 mg; oo 20
6p09 A030BU eOHNLUW B ONakoBKa. Camo TBbpan
neKkapcTBeHN hopMM 3a NepopasiHo NPUNoXeEHNe
M npaxoBe 3a NPUroTesHe Ha pasTBopu 3a
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Cnncbk Ha NnekapcTBeHU NpoaoykKTn, OTNyCcKaHu 6e3 NeKapcko npennncaHne, KOUTO MoraT oa ce nponasart 4ypes3

asToMaTtu
pyna npoayKTu ATC-koq INN LonbnHUTENHN U3UCKBaHUS
nepopasnHo NPUIoXeHue.
CbHOTBOPHY 1 CeaaTUBHM NO5C
NeKapCTBEHN NPOAYKTM
NOSCM09 Vaerianaeradix [ MakcumanHo KOnM4ecTBO Ha akTUBHOTO
BeleCTBO 3a [030Ba eanHuua 200 mg; oo 20
6p0osi 0O30BM €OMHMUM B onakoBka. Camo TBbpaw
NeKapcTBEHN (POPMII 3a MEPOPAITHO MPUIOXEHNE.
NlekapCTBEHM NPOAYKTM 3a RO2A
neyeHne Ha ropno
RO2AA Antiseptics [0 24 6pos [030BM eOuHMLM B onakoska. Camo

TBBPAN NeKapcTBeHN PopMM 3a nepopanHo
npunoxeHwue.

MpunoxeHne Ne 3 kbM . 2, an. 3

AnTekaTta uma n3ganeHo paspelleHune 3a Tbprosusi Ha ApebHO C NeKapcTBEHU NPOLYKTY

Ne
/
Ha
(vme n BUA Ha Tbproeeua)

PeructpupaH/EVIK

cepanuwe: rp., obwmHa,

agpec Ha ynpaBieHue:
Ha agpec:
rp. yn.

PbkoBoouten Ha antekara e:

HenHocTnte, KOUTO MoraT ga ce M3BbplBaT B antekarta, ca.
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(OI'IVICBaT ce 0eHOCTUTE, KOUTO ca NOCOYEHMU B paspeweHneTo, n3nageHo oT MUMHUCTbpa Ha 3npaseona33aHeTo).

MpunoxeHne N2 4 kbM un. 3, an. 3

JOHEBHWK HA N3MBJTHEHUTE PELEMNTU B AMTEKATA

Ne JlaTta Ha ViMe Ha nauueHTa, ViMe Ha nekaps Mpnen OtnycHan | 3abenexka
no npvemaHe Bb3pacT u agpec YVH
pen Ha peuenTtara

MpunoxeHue N2 5 kbM un. 4, an. 1

Cnucbk Ha neKkapcTBEHNTE rpynu CbrnacHo aHaToMo-TepaneBTUYHO-XUMMYHA Knacudgomkaums, ¢ KoMTo paanonara
BCsKa anTteka

A XpaHocMunaTenHa cucTema n Metabonmsbm

A01 CTOMaTOoNOrMYHN NEKAPCTBEHUN NPOLYKTH

A02 AHTUaUNOHV NeKapcTBEHN NPOAYKTH

A03 NlekapCTBEHV NPOAYKTM NPU OYHKLMOHAHN CTOMAWHO-4YpeBHI 3a6onsBaHus

A04 AHTVEMETUYHM 1 NPOTHBOMOBP bLLAWN

A05 NlekapCTBEHW MPOLYKTM 3a NIeHYEHIEe Ha XTbYHN N YepHOapoOHU 3abonsBaHus
A06 OYMCTUTENHN 1 NAaKCATUBHN N1eKapCTBEHU NPOAYKTH

A07 AHTVNANAPVYHW, YPEBHU NMPOTUBOBb3NANNTENHU/AHTUMHIEKLMO3HU NEKapCTBEHN NPOaYKTM
A08 NlekapCTBEHW MPOLYKTMW NPu 3aTNbCTSBAHE, C N3K/IOYEHME Ha AMEeTUYHU MPOAYKTH
A09 NlekapCTBEHW NPOLYKTM, MOBAMSIBALMN XPAHOCMUNAHETO, BKIOYUTENTHO N EH3VUMU
Al0 AHTMANAGETHU NeKapCTBEHN NPOaYKTY

All ButamuHm

Al2 MuvHepanHn nobasku

Al3 ToHWum

Al4 AHabonHN NeKkapcTBEHM NPOaYKTN 33 CUCTEMHO NMPUIOXeHUe

Al5 ANeTUTOCTUMYNaHTK

A16 Lpyrv nexapcTeeHn NpoaykTu, MOBAMSBAWM XpaHOCMaTenHara cucrema n metabonmama
B KpbB 1 KpbBOTBOPHM OpraHm

BO1 AHTUTPOMBOTUYHN NEKaPCTBEHN NPOAYKTM

BO2 AHTUXEMoparvuyHn neKkapcTBeHn NpoayKTy

BO3 AHTVAHEMUNYHN NEKAPCTBEHN NPOLYKTU

BO5 KpbBO3aMecTUTeny n UHPY3NOHHN pasTBOpHK

BO6 Lpyru xemaTonornyHn npoaykKTu

C CbpaoeyHo-cbaoBa cucTema

C01 NekapcTBEHN NPOAYKTM 3a NEYEHNE HA CbpaeYHN 3abonsaBaHns (Tepanus Ha CbPLETO)
Cc02 AHTVXVUNEPTEH3NBHM

C03 OunypeTnum

Cco4 MepudoepHn BasoamunaTatopu

C05 BasonpoTekTopu

co7 Beta-6nokepu

C08 BnokaTopw Ha KanuMeBuTe KaHanm

C09 IlekapCTBEHV NPOAYKTM, MOBNMSBALM PEHVH-aHIMOTEH3MHOBATA CUCTeMa

C10 NvnugonoMoay nvpalmn nekapcTBeHy NpoayKTm

D Hepmatonornymm
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D01 AHTUMUKOTWUYHM NEKAPCTBEHM NPOLYKTY 3a AepMaTtonormyHa ynotpeba

D02 OmekyaBalum 1 npeanassawy Koxara nekapcTBeHn NpoayKTy

D03 NekapcTBeHU NPOAYKTM 3a NEeYeHe Ha PaHn 1 938K

D04 MPOTUBOCHPBEXHU, BKIHOUYUTENHO U @HTUXUCTAMUHM, aHECTETULM U [p.
D05 AHTUNCOPUATNYHY NEKAPCTBEHN NPOAYKTH

D06 AHTMBMOTULM 1 XMMUOTEPANEBTULM 32 LEPMANTHO NPUNOXEHNE

D07 KopTrkocTeponau 3a aepManHo npunoxeHue

D08 AHTMCENTULM N OE3UHAPEKTaHTM

D09 MpeBpb3KM C NeKapCTBEHO BELECTBO

D10 IlekapCTBEHV NPOAYKTM 3a NleYeHNe Ha akHe

D11 Lpyru nepMaTonornyHn nekapcTBeHn NpoayKTH

G M1MKOY0-NONOBa CMCTEMA 1 MOJIOBM XOPMOHM

Go1 CMHEKONOrNYHN, aHTUMHAPEKLIMO3HU NIEKAPCTBEHN NMPOAYKTM U aHTUCEeNTNLM
GOo2 Llpyrvi FHEKONOTMYHY NEKAPCTBEHN NPOAYKTH

GO3 MONOBU XOPMOHM 1 NeKapCTBEHU NPOAYKTW, Perynupaium rnofosarta cucrema
Go4 YPOnornyHu NeKapcTBeHn NpoayKTm

H CVCTEMHM XOPMOHATTHN NeKapCTBEHU MPOAYKTH, C N3K/TIOYEHME Ha NOOBATE XOPMOHU U VHCYIMHUTE
HO1 XMNogU3HN XOPMOHY 11 XOPMOHM Ha XUnoTanamyca u TEXHW aHano3sm

HO02 KopTukocteponan 3a CUCTEMHO MPUNOXeEHNe

HO3 JlekapCTBEHV NPOAYKTM 3a feyeHne Ha 3a00NsiBaHNs Ha WMTOBMAHATA XNe3a
HO4 MaHKpeaTUyYHN XOPMOHM

HO5 IlekapcTBEHV NPOAYKTM, MOBAMSBAWM KanuuesaTa obMsHa

J AHTUMHEKLMO3HN NIeKapCTBEHN MPOAYKTU 38 CUCTEMHO MPUIIOXEHIE

Jo1 AHTMGaKTEpManHu NeKapcTBEHN NPOAYKTM 3a CUCTEMHO NMPUIOXeHne

Jo2 AHTUMUKOTUYHUN NIEKAPCTBEHN NPOAYKTM 3@ CUCTEMHO NPUNOXeEHMe

Jo4 AHTUMUKOBAKTEPUANHI NEeKapCTBEHN NPOLYKTY

J05 MPOTUBOBUPYCHU NEKAPCTBEHN MPOAYKTM 32 CUCTEMHO MPUIOXeHMe

Jo6 VIMyHHW cepyMmn 1 UMYyHOT NOBY IMHK

J7 BakcuHm

L MPOTUBOTYMOPHY 1 IMYHOMO Y MPALLW NEKAPCTBEHN NPOLYKTY

LO1 AHTVHEONNACTNYHM

LO2 NlekapCTBEHW MPOLYKTM 3a eHOOKPUHHA Tepanus

LO3 IMyHOCTVMy naHTw

LO4 myHocynpecopu

M MyckynHo-ckeneTHa cuctema

MO1 MPOTUBOBB3NANUTENHN U MPOTUBOPEBMATUYHU IEKAPCTBEHN MPOAYKTM

MO2 lekapCTBEHV NPOAYKTW 3a NOKANHO MPUIOXEHKE NPU CTaBHa U MycKynHa 6onka
MO3 MycKynHU penakcaHTu

MO4 NlekapcTBEHW NPOLAYKTM 3a NeYeHre Ha nogarpa

MO5 JlekapCTBEHV MPOAYKTM 3a NeYeHre Ha KOCTHI 3abonssaHus

M09 Lpyrn nekapcTBeHy NpoaykTy Npu 3a6onsiBaHns Ha MyCKY/HO-CKeneTHaTa cuctema
N HepsHa cucTtema

NO1 AHecTeTnum

NO2 AHanretmum

NO3 AHTVEenMnenTULM

NO4 AHTUNAPKNHCOHOBW NEKAPCTBEHN NPOAYKTM

NO5 MNcuxonenTuum

NO6 McuxoaHanenTmum
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NO7

PO1
P02
PO3

RO1
RO2
R0O3
R0O5
RO6
RO7

01
S02
S03

V01
V03
V04
V06
V07
V08
V09
V10
V20

Lpyrn nekapcTBeHn NpoayKTun, NOBNUSABALLM HEPBHATA CUCTEMA

AHTUNAPa3NTHU, MHCEKTULNAN N PENENEHTH

AHTUNPOTO30MHN NEKAPCTBEHN MPOAYKTM

AHTUXENMUHTHN NEKaAPCTBEHMN NMPOAYKTM

NekapCTBEHN NPOAYKTM 3a NIe4YeHre Ha eKTOoNapasnuTHU 3abonsiBaHns, BKIIIOYUTENHO ckabuumau,
WHCEKTULUAN N pENENEHTU

OwnxatenHa cuctema

HasanHu nekapcTBeHn NpoaykTu

NekapcTBeHU NPOAYKTM 32 NeveHre Ha 3ab0NsSBaHMS Ha YCTHATa KyxXuHa 1 hapuHkca
NekapCTBEHU NPOAYKTM 3a NleyeHne Ha 06CTPYKTUBHY auxaTtenHu 3abonssaHums
NekapcTBEHW NPOAYKTM 3a fle4eHne Ha Kawnmua u npocTynHW 3abonsiBaHns
AHTUXMCTAMWHM 3a CUCTEMHO MPUNOXEHMNE

Lpyrn nekapcTBeHn NpoayKTun, NOBAUSABALLM AMxaTenHaTa cMcTema, 3a CUCTEMHO NPUNoXeHne
CeH30pHM opraHu

OdoTanMonornyHn nekapcTBEHN NPOaYKTH

OT0NOrNYHM NekapcTBEHN NPOAYKTH

O TanMoNornyHM U OTONOrNYHN NEKAPCTBEHU NPOAYKTM

Lpyrn nekapcTBeHn NpoayKTy

AnepreHnu

Benyku opyru nekapctBeHn NpoaykTu

JwnarHocTnyHmn npooykTu

NeyebHun xpaHu

Bcnyku opyrun HenekapcTBeHW NPOLaYKTH

KoHTpacTHu BewecTBa

JwnarHocTnyHn pagnodapmaueBTUYHN NPOLYKTH

TepaneBTnyHM pagmodhapMaLeBTMYHN NPOOYKTM

XUpypruyHn npespb3Ku

XomeonaTunyHu cneuManuTeTn n MoHonpenapaTtu

MpunoxeHne N2 6 KbM un. 5

(Ot™m. - 1B, 6p. 2 0T 20127T.)

MpunoxeHne N2 7 kbM un. 11

(N3m. - OB, 6p. 67 o1 2010 1., n3m. - B, 6p. 2 o1 2012 1., 0OT™. - 1B, 6p. 79 0T 2017 1.)
MpunoxeHne Ne 8 kbM un. 12, an. 3

(N3m. - 1B, 6p. 67 o1 2010 1., n3m. - 1B, 6p. 2 o1 2012 ., n3m. - [1B, 6p. 81 o1 20157T.)

|. BuooBe nomelleHns BbB:
1. AnTeka 3a OTnyckaHe Ha NlekapcTBa Ha rpaxgaHu:
a) AnTeka 3a nekapcTBEHM NPOAYKTN, C U3KNIOYEHNE HA NPUrOTBSAHN NO MaructTpanHa u

cpapmakoneiiHa peLenTypa ¢ eaHo paBoTHO MSICTO - C MMHMManHa obwa nnow 30 KB.M, CbcToswa
Ce OT MPVEMHO NOMeLleHre, CKNaioBO NMOMEeLeHVe N CAHUTaPEH Bb3eN C N301aUVMOHHO
npenasepue 1 MMBka. 3a BCSIKO cneasailo paboTHO MSACTO Ce U3NCKBAT olle 5 KB.M
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[ONBbAHUTENHA NNOL,.

6) AnTeka 3a nekapCTBEHWN NPOAYKTU, BKKOYUTENHO 1 NPUrOTBSHU MO MarucTpanHa u
chapmakoneriHa peuenTypa ¢ eaHo paboTHO MACTO, B KOSITO HE Ce MPUrOTBAT IEKAPCTBEHM
hopMK 32 O4M 1 PA3TBOPU 3a NAPEHTEPASTHO NPUIOXEHNE - C MUHUManHa obwa nnow 40 KB.M,
CbCTOSAWA Ce OT NPUEMHO MOMeLLeHne, CKNaaoBo NOMELLEHNE, aCUCTEHTCKO NOMELLEHME C €0HO
paboTHO MSICTO U MUBKA 3@ M3MMBAHE Ha CbAOBETE W ypeamTe 3a NPUroTBsSHE No MarucTpanHa u
papmakoneriHa peuenTypa 1 CaHUTapeH Bb3eN C U30/1aLMOHHO Npeaasepue n Mmeka. 3a BCSKO
cnepnBaulo paboTHO MACTO Ce U3UCKBAT Ole 5 KB.M fONbAHMUTENHA Nnow,. 3a NpUroTBsHE Ha
NneKapcTBEHW NMPOOyKTN NO MarucTpasnHa peuenTypa ce n3non3sa npeyncTeHa soaa CbrnacHo
EBponelickata papmakones.

B) AnTeka 3a nekapCTBEHW NPOAYKTU, BKNOYNTENHO U NPUrOTBSHM MO MarucTpanHa u
hapmakoneriHa peuenTypa ¢ e4HO paboTHO MACTO, B KOSTO CE€ MPUrOTBAT NEKAPCTBEHM CHOPMU
3a 04M - C MMHUManHa obwa nnow 50 KB.M, CbCTOSAWA CE OT MPUEMHO NOMELLEHNE, CKNaLoBO
nomeLlleHne, aCUCTEHTCKO NOMeLLeHME C e4HO paboTHO MSCTO 1 MMBKA 32 U3MUBAHE Ha
CbIOOBETE 1 ypeauTe 3a NPUroTBsHE No MarucTpanHa n goapmakoneriHa peuenTtypa, acenTtuyeH
60KC 3a U3roTBSIHE HA Pa3TBOPU 3a 04N 1 CAHUTAPEH BB3EN C U30NIALMOHHO NpeanBepue n
MuBKa. 3a BCAKO cneasauwo paboTHO MSCTO Ce M3MUCKBAT owe 5 KB.M AONbAHUTENHA nnow. 3a
NPUroTBsIHE Ha NekapCcTBEHW NPOAYyKTU NO MarucTpanHa peuenTypa ce n3noni3ea npevyncreHa
BOJa cbrnacHo EeponerickaTta cpapmakones.

r) bunkosa anteka ¢ eiHO paboTHO MSICTO, B KOSITO CE NPUrOTBSAT BUKOBM CMECU 1
yaioBe 1 ce pasdgpacoBaT bBuUIku - ¢ MMHUManHa obwa nnow 60 KB.M, CbCTOSIWA CE OT NPUEMHO
nomelieHne, CKNafoBo NOMeLLEHNE, aCUCTEHTCKO MOMELEHME C e4HO PabOoTHO MSCTO U
CaHMTapPEH Bb3€eN C AyW 1 M301aLMOHHO NpeaaBepue ¢ M1BKa. 3a BCSKO cnensailo paboTHO
MSICTO C€ M3MNCKBAT Ole 5 KB.M OONbIHUTENHA NOLL:

aa) B cnyyauTe, Korato B bunikoBaTa anteka ce npogasart M OThyckaT neKkapCcTBEHU
NPOAYKTK, C N3KJIIOYEHME Ha MPUIrOTBSHM NO MarncTpanHa n dapMakoneinHa peuentypa, Tpsbea
na 6bae 060cobeHO 0TAENHO PabOTHO MACTO 3a ChXpaHeHne u npoaaxba Ha Teaun nekapcTea u
MUHUManHaTa obuwa nnou e 65 KB.M;

66) B cnyyanTe, korato B bunkoBaTta anteka ce npuroTBAT NeKapCTBEHM NPOAYKTM MO
mMarucrtpanHa n gpapmakorerHa peuenTtypa, ce U3nckea OOMb/IHUTENHO NOMeLeHNe C eaHO
paboTHO MSICTO U MUBKA 3@ M3MMBAHE Ha CbAOBETE W ypeamTe 3a NPUroTBsSHE No MarucTpanHa u
thapmakoneriHa peuenTypa u MUHMManHaTta obwa nnow e 75 KB.M; 3a NPUroTBSHE Ha
NeKapcTBEHW NMPOOyKTN NO MarucTpasnHa peuenTypa ce n3non3sa npeyncTeHa soaa CbrnacHo
EBponelickata papmakones.

BB) B HACENIEHN MecTa, KbAeTOo HAMa Apyra anteka, ce onycka oTKpvMBaHe Ha anTeka 3a
NeKapcTBEHW NMPOOyKTH, C U3K/KOYEHNE HA MPUrOTBAHW NO MarucTpanHa n goapmakonenHa
peuenTtypa ¢ e4HO paboTHO MSCTO - C MUHMManHa obwa nnow, 20 KB.M, CbHCTOSWA Ce OT NPUEMHO
noMelleHne, cknagoBo NOMeLLEHNe N CaHUTapeH Bb3en C M301aunoHHO Npenasepue n MnBeka; 3a
BCSKO cneagauwo paboTHO MSCTO Ce M3MCKBAT owe 5 KB.M OONbHATENHA NNOLY.

2. AnTeka Ha neyebHo 3aBeneHue no un. 222, an. 4 3JINXM:

a) (vam. - 1B, 6p. 81 o1 2015 r.) AnTeka 3a 3a40BONISIBAHE HYXAMTE Ha NevyebHo
3aBefleHVe 3a NIeKapCTBEHW NPOLAYKTU, BKIIOYUTENHO N MPUrOTBAHN NO MaructpanHa u
thapmakoneriHa peuenTypa 6e3 npuroTesiHe Ha Pa3TBOPY 3a NapeHTepPanHo NPUI0XEHNE U
fiekapcTBeHn OOpMM 3a 04U - C MUHMManHa obwa nnow 0,50 KB.M 32 e4HO NEerno, HO He Mo-
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mManko oT 50 KB.M, CbCTOSAWA Ce OT MPUEMHO/EKCMNEANLNOHHO NOMeLLeHne, paboTHa 3ana,
ACUCTEHTCKO MOMELLEHME, MUSNTHO MOMELLEHME, CAHUTAPEH Bb3€EN C NpeAlBepre U MUBKA.

3a npuroTBSHE Ha NeKapCTBEHW NPOOYKTW NO MarucTpanHa peuenTypa ce u3non3sa
npeyncTeHa Boga cbrnacHo Esponerickara coapmakones.

6) AnTeka 3a 3a[10BONIsIBAHE HYXAMTe Ha ne4yebHo 3aBeneHune no un. 222, an. 4 3M1MXM
3a NeKapCTBEHN MPOAYKTUW, BKIIOYMTENHO 1 MPUrOTBSHU NO MarncTpanHa n goapmakonenHa
peuenTypa, Ha NeKkapCcTBEHM (OOPMM 32 04U 1 PA3TBOPM 3a NapeHTEPAHO NPUIOXEHNE 1
XPaHeHe - NOMELWEeHNATa, NNOWNTE U yCNoBMATa 3a TO3M B anTeka C Ta3u OeHOCT ce
npuBex.aT B CbOTBETCTBUE C fobpaTa npakTrka npv npon3BoACcTBOTO HA CTEPUITHU
nekapcTBeHN OOpMMU.

I1. DYHKLUMOHANHO-CTPYKTYPHN N3UCKBAHUS:

1. MomeleHmaTa no pasgen |, 7. 1 1 2 TpsibBa ga ca Ha e4HO HMBO, CBbP3aHu NoMexay
CW/ 1 a ca Hanb/IHO OTOENEHN OT NOMELWEHNATA, KOUTO Ce U3MNOoN3BarT 3a Apyru Luenv unm 3a
Opyr B4 OerHOCT.

2. MNpueMHOTO NomMelleHne Tpsibea oa uma npsika Bpb3ka C aCUCTEHTCKOTO MNOMELLEHNe n
ynobHa Bpb3ka CbC CKNaLOBUTE NMOMELWEHNS.

3. ACCTEHTCKOTO NoMelleHne Tpsibea aa nma ynobHa Bpb3ka ¢ MUsinHara.

4. [lonycka ce n3rpax.aaHeTo Ha BTOPO HMBO B anTtekarta, CBbp3aHo ¢ obe3onaceHa
cTbnba, KaTo NOABLT HA TOBA HMBO € Ha BMCOYMHA He Nno-Masnko oT 2,50 M 0T Noaa Ha NbPBOTO
HMBO, KaTo nnowTa Ha 06ocobeHNTe NO TO3M HAYMH NOMELLEHMS HE Ce BKJII0YBA B M3NCKBaHaTa
MUHUManHa obwa nnow Ha anTekara.

5. (u3m. - B, 6p. 2 o1 2012 r.) onycka ce caHUTapHUST Bb3en Aa 6bae Ha Apyro HMBO
C yoobHa pyHKUMOHaNHA Bpb3Kka C OCTaHanMTe noMeleHns Ha antekarta. B cnydante no 7. |
"Buaoose nomeweHuns", 1. 1, bykea "r", "BB", KoraTo B HACENEHOTO MSICTO HsIMA U3rpaneHa
KaHanuaauus, ce nonycka caHUTapHUAT Bb3en 4a € U3BbH MNOMeLeHMsaTa Ha antekara.

[1l. CTponTenHn n3ncKkBaHms:

1. CBeTnata BMCOYMHA Ha noMelleHnsiTa Tpsibea na 6'bae Hain-manko 2,50 wm.

2. (n3m. - 1B, 6p. 67 o1 2010 r.) CTeHMTe Ha BCUYKM NoMeleHns Tpsibea na ca ¢
NOKPUTME, YCTONYMBO HA BNIAXHO NOYUCTBAHE, KATO He Ce JonycKaT peneHn CTEHN B
aCUCTEHTCKOTO NnoMelueHve

3. B MmusinHata, acentnyHmns 60KC 1 caHMTapHWsA Bb3en Tpsibea aa ce nonara
BOOOYCTONYMBO NOKPUTUNE, MO3BONSABALLO €EPEKTUBHO BNAXHO NOYUCTBAHE N Ae3NHEKLUNS HA
BMCOYMNHA 2 M.

4. MopoBuTe HacTukK Tpsibea na ca:

a) NecHO NoYncTBaLm ce B MPUEMHOTO NOMELLEHME (B CEKTOPA, KbAETOo paboTaT
doapmaueBTuUTe), CKNagoBUTE MNOMELLEHNS, aCUCTEHTCKOTO MOMELLEHNE;

6) BOAOHENPOMNYCK/MBY M NIECHO MOYMCTBALLM Ce 32 ThProBckara 4acT Ha NMPUEMHOTO
rMoMeLleHne, MUSINTHOTO, acenTUYHMS BOKC U CaHUTapPHUS Bb3e.

5. (n3m. - 1B, 6p. 67 o1 2010 r.) MNomeweHmATa TpsibBa Aa MMaT eCTECTBEHO U
N3KYCTBEHO OCBET/IEHNE, KOETO Aa ocurypsia 6esonacHocTTa 1 3apaBeTo Ha paboTewmTe B
anTekara u Ha naumeHTuTte. C NpruopuTEeT Ce ocurypsisa eCTecTBeHo ocseTneHune. KoraTo
€CTEeCTBEHOTO OCBET/NIEHME HE € [OCTAaTbYHO NN HE € Bb3MOXHO Aa 6bae ocurypeHo, ce
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npunara CMECeHO UM N3KYCTBEHO OCBETIIEHME.

a) N3kycTBEHOTO OCBETNEHNE B NPUEMHOTO N aCUCTEHTCKOTO MOMELLEHNEe He MOXe da
6bae no-manko ot 500 nykca, B CKNafoBoTO NOMELLEHMNE - He No-Manko oT 300 nykca, a B
CaHUTapHUS Bb3en N N301aUMOHHOTO Npenasepue - He no-manko ot 200 nykca, cbrnacHo 6AC
EN 12464-1 "CseTnuHa n oceeTneHme. OcBeTneHne Ha paboTHM mecTta." - yact | PaboTHu MecTa
Ha 3akpwuTo."

6) Ha paboTHUTE MecTa B NOMELLEHNSTA, KAETO CE NPUIrOTBAT NEKaPCTBEHM NPOAYKTH,
TpsibBa Oa e OCMrypeHo u NokKasnHo OCBETEHME.

B) B acenTnyHmns bokc/ctast n npenasepueto KbM Hest Tpsibea Aa ca NocTaBeHwu
H6aKkTepuuUMOHN nammnu.

V. 3uckBaHnsa No OTHOWEHWE Ha OTONNNTEeNHaTa U BeHTUnaumMoHHaTa nHctanauus:

1. OTOI'IJ'II/ITefIHaTa, BEHTUNaUuMoOHHATAa U KNnMaTnyHata MHCTanaunsa na ocurypsieat B
noMeleHnaTa HopMaTuBHNTEe N3NCKBaHNA 3a MUKPOKNIMMAT B 30HAaTa Ha npe6|/|BaBaHe CbrnacHo
Hapepno6a Ne 15 ot 2005 r. 3a TeXHHYECKH IIPAaBHJIA H HOPMATHBH 32 MPOEKTHPaHe, H3rpaXkaaHe H
eKCIUIoATalHs HA 00eKTHTE H ChOPBKEHHSITA 32 MPOU3BOJICTBO, IPEHOC H pa3mnpeielieHHe Ha
toruaHa eneprus (B, 6p. 68 ot 2005 1.).

2. (ot™m. - [1B, 6p. 67 o1 20107T.)

3. (ot™m. - 1B, 6p. 67 o1 20107 T.)

V. Vl3uckBaHus no OTHOWEHWEe Ha BOAOMNPOBOAHATA U KaHanu3aunoHHaTa nHectanaums:

1. BogonpoBogHaTa 1 kaHannsaumMoHHaTa UHcTanaums Tpsibsa ga ca npoekTUupaHu
cbrnacHo Hapep6a Ne 4 or 2005 r. 3a npoeKTHpPaHe, H3rPaXKIaHe H eKCIUIOATAIHS HA CrPaHH
BOJONPOBOIHH H KAaHAJH3AIHOHHH HHcTajdanuu (06H., [1B, 6p. 53 ot 2005 r.; nonp., B, 6p. 56 ot
2005 r.).

2. AnTekute Tpﬂ6Ba [a ca ocurypeHun ¢ noctatb4HO KONMYeCTBO TOMJ1Ia 1 CTyaeHa BoAa,
oTroBapsiwa Ha nsncksaHmata Ha Hapep6a Ne 9 or 2001 r. 3a KauecTBOTO HA BOjATA,
npeaHa3sHAYeHa 3a nuTerHo-ouToBu neu (OB, 6p. 30 ot 2001 r.).

3. MuBkunTe TpsibBa Oa ca MOHTMPaAHW B aCUCTEHTCKOTO NOMELLEHNE, MUSiHaTA U
Mn30N1auUMOHHOTO npenneepue npen CaHNTapHUA Bb3e.

V1. IancksaHns no OTHOWEHWe Ha enekTpuyeckaTa nHcranauus:

1. (3m. - [1B, 6p. 2 o1 2012 r.) EnekTpo3axpaHBaHETO 1 enekTpruyecknTe ypenbu oa ca
npoekTmpaHu cbrnacHo Hapep6a Ne 1 ot 2010 r. 3a npoeKkTHpaHe, H3rPaskIaHe H MO IbpP)KaHe Ha
€JIEKTPHYECKH ypea0H 3a HUCKO Hanpeskenre B crpamu (OB, 6p. 46 ot 2010 T1.).

2. (ot™m. - [1B, 6p. 67 o1 20107.)

3. (ot™. - 1B, 6p. 67 o1 20107T.)

4. B antekuTe TpsibBa na e NpoeKkTupaHa u nHctTanaums 3a TenegOHHM NOCTOBE.

5. (ot™. - 1B, 6p. 67 o1 2010 T.)

MpunoxeHne N2 9 kbM un. 17, an. 1

neKapCTBeHVI npoAyKTW No MeXayHapoaHn HenateHTHN HanMeHOBaHNA, N3NCKBallun
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CbXpaHeHue B OTAENEH WKag CbC CEeKPETHO 3akoyBaHe

Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
Amsacrine
Asparaginase
Atracurium
Atropine
Azathioprine
beta-Methyldigoxin
(Biperiden - kbm cnucbk Ha 3KHBIM)
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
[rinotecan
Lanatoside C
Lomustine
Melphalan

M ercaptopurine
Metandienone
Methotrexate
Mitobronitol
Mitolactol
Mitomycin
Mitoxantrone
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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

MpunoxeHne N2 10 kbM un. 18
(U3m. n pon. - OB, 6p. 81 o1 2015T.)
MwuHumaneH HopMaTumB 3a 063aBexaHe 1 0bopynBaHe Ha anTeka

|. MpneMHo nomeleHne

1. (3m. - [1B, 6p. 81 o1 2015 r.) Maca (cbobpasHo ycnoeusita)
2. Ctenaxwu

3. PaboTeH cTon (eproHOMUYEH)

4. (v3am. - 1B, 6p. 81 o1 2015 1.) Kodha

I1. MomelleHne 3a NpUroTBsHE Ha NeKapcTBeHN NPO4yKTW Mo MaructpanHa u
dbapmMakoneiHa peuenTtypa

1. PaboTHO MSACTO 3a NPUroTBSIHE Ha NeKapCTBEHM NPOLYKTY NO MaructpanHa u
goapmakonerHa peuenTtypa (KOMMIeKkT)

2.Cton

3. XaBaHu ¢ nectuum

4. BazepuinHn cTbkna

5. (n3m. - 1B, 6p. 81 o1 2015 1.) BeaHu

6. (ot™. - 1B, 6p. 81 o1 20157T.)

7. lTbXnum MeTanHu; HemeTanHu

8. Wnatynun
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9. Hoxwuua

10. Hox

11. (ot™m. - 1B, 6p. 81 o1 20157T.)

12. MeHaypu (o1 100 ml; 250 ml; 500 ml; 1000 ml)

13. (ot™. - [1B, 6p. 81 o1 2015T.)

14. (ot™. - OB, 6p. 81 o1 20157T.)

15. HarpeBaTteneH ypen

16. Kodpa ¢ nepan

17. BogHa 6aHs

18. Ctepunuaatop (3a antekun, N3roTeSAWM CTEPUNHIN pa3TBOPK)
19. ABTOKNaB (3a anTeku, U3roTBAWN CTEPUITHM PA3TBOPK)

20. CywwuneH wkad (3a anteku, M3roTeSWMN CTEPUIHN Pa3TBOPK)

I11. CknanoBo nomeweHne

1. llkacgpoBe cTenaxHu

2. PagptoBe ctenaxHu

3. MeTtanHa kaca, HenoABMXHO 3aKpeneHa 1 CBbp3aHa CbC CUTHANHO-OXPaHUTENHA
CMCTEMA, 3a CbXPaHEHWE Ha NeKapCTBEHM NPOAYKTU, CbAbpXally HAPKOTUYHU BELLEeCTBa
(koraTo anTekara e nonyymna paspeleHue 3a paboTa c Te3un BewecTsa)

4. likagp 3a cbxpaHeHne Ha nekapcTBeHn NPoayKTy OT npunoxeHue Ne 8 CbC CEKPETHO
3aknoyBaHe

5. XnagmnHuk - ¢ nogxonsw obem

6. PaboTHa mMaca (cbobpasHo ycnoeusita)

7. (mon. - OB, 6p. 81 o1 2015 r.) L bpBEHN NN METANHM NaneTun (Npu HeobxoaMMoCT)

8. (ot™m. - [1B, 6p. 81 o1 20157T.)

9. Konnyka (cbobpasHo ycnosusita)

10. CTbnba (cbobpasHo ycnosumsTa)

11. TepMOMETBP BB BCUYKM NOMELEHNS, KBAETO CE ChXPaHABaT NeKapCTBEHN
NPOAYKTN

12. BeHTUNaTOp UM KNMMaTM3aTop - aBTOHOMEH (Cb0BpasHO yCcnoBmsaTa)

IV. AnTekaTa TpsibBa na pasnonara Cbc:

1. Mapaepob 3a 06neknoTo Ha nepcoHana (CbobpasHo ycnosusTa)

2. CTeHHO ornepano

3. lkado nnmn MACTO 3a CbXpaHeHMe Ha NepUHN NpenapaTu, Ae3nH(EKLNOHHN
mMaTepuanu n CbopbXEHNsS 3a NOYNCTBaHE

4. MNpoTNBOMNOXAaPEH UHBEHTAP CbrNacHO NPOTMBOMOXAPHUTE N3NCKBAHUS
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MpunoxeHne Ne 11 kbM un. 26, an. 2

NABOPATOPEH OHEBHWK Ne

38 MECELL «.eeveeeieea e roavHa
Ne Hata HavmeHoBaHve NekapcteeHa MapTtwn- Msapka | Konu- En. Cyma logeH | HammeHo-
no Ha aKTUBHUTE dopma [eH Homep 4ecTBO ueHa no BaHMe Ha

pen CbCTaBkM bopmaTta
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MpunoxeHne Ne 12 kbM ui. 26, an. 3

JHEBHVK 3a pernctpupaHe Ha NPUroTBSIHWTE B anTekaTa 1eKkapCTBEeHN NPOAYKTU Mo MarncTpanHa n goapMakoneiHa peuenTtypa

Ne
no
pen

Jata Ha
NPUroTBsHe

Rp Ne

CbcTaB no
peuenTa

Vme, anpec un
Bb3pacT
Ha 6onHWs

Vme Ha nekaps,
YVH

Cpok Ha
rogHocT

MpuroTeun
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MNpunoxeHne N¢ 13 kbM un. 29
M3nckBaHns 3a CbXxpaHeHne v NpUroTBsHe Ha NekapCcTBEHW NPOLYKTM B anTekara

1. CbXxpaHeHNeTo Ha NekapCTBEHM M NMOMOLLHW BewwecTBa Ha paboTHOTO MACTO Ha
NMUETOo, KOETO U3roTBS NIEKaPCTBEHW NPOLAYKTM MO MarnctpasnHa u papmakoneinHa peuenTypa,
Ce V3BbpLUBA NPV Cna3BaHe Ha cnegHnTe npasuna:

a) NpaxoobpasHNTe NeEKapCTBEHM BELECTBA CE HapeXaaT OT AscHaTa CTpaHa, a
TEYHUTE - OT NigBaTa cTpaHa Ha paboTewms;

6) nogpexnaHeTo ce M3BbpLBA No a3byyeH pen No Ha4YMH, Mo KONTO ce n3bsrea
HenocpeacTBeHaTta 6/1M30CT Ha NEKAPCTBEHUTE BELWECTBA C 6M3KM HAVMMEHOBAHMWS UM CXOLHU
Nno BbHLWEeH BU;

B) NEKAPCTBEHW BELECTBA 3a BbHWHA M BbTpewHa ynotpeba ce noapexaat OT4efHO;

) NeKkapCTBEHU BeWECTBA, KOUTO BNN3AT B CbCTaBa Ha NekapCTBEHM NPOAYKTHN OT
npunoxeHue Ne 8, ce cbxpaHaBaT OTOENHO OT ApyruTe, Ha caMarta maca Unuv B oTaeneH wkag;
BbPXY €TUKeTUTe Ce 03Ha4yaBaT eOHOKpPaTHUTE N OEHOHOWHNTE MakCManHn 0o3u;
HaMMEeHOBaHNETO Ha NIeKapCTBEHOTO BELWECTBO CE U3NMUCBA Ha 6511 OOH C YepBeHU ByKBU;
3a0b/IXNTENHO Ha wkadoa (amcka, padgTa) ce noctaessa Haanue "JlekapcTBeHOo BELWEeCTBO, Ha
OTHOENHO CbXpaHeHne"; He ce paspellaBa CbXpaHEHNETO HAa HAPKOTUYHW NeKapCTBEHN BellecTsa
Ha paboTHOTO MSACTO.

2. JlnueTo, KOeTo NPUroTBS NeKapCTBEHN NPOAYKTM Mo MarucTpanHa u goapmakonenHa
peuenTypa,3anbXUTENHO cnassa cnegHuTe npasuna:

a) Npenun n3roTesiHE Ha NekapcTBEeHUS NPOLYKT NpoynTa peuentara, KaTto npucTbnea
KbM paboTta caMo B Cryyaii, korato peuentaTta e NpaBuIHO HanucaHa n HsMa CbMHEHUe
OTHOCHO J03MpoBKarta UM HaMMeHOBaHNETO Ha NeKapCTBEHOTO BELWECTBO;

6) Npn 0TMEpPBaHe Ha NEKapCTBEHOTO BEWECTBO NPOBEpsiBa MPaBUIHOCTTA HA B3ETOTO
NleKapCTBEHO BELWECTBO, KaTo CBEepsiBa HAMMEHOBAHNETO B peLenTaTta ¢ ToBa Ha baHkaTta npeau
OTMEpBaHe 1 cnen oTMepBaHe; Npu 0TMepBaHeTo € HeobxoamMMo fa ce AbpXu baHkaTa B
AsicHaTa pbka Mo TakbB HA4YUH, Ye HaanUcbT fa 6bae oTnpen 1 Aa MoXe [a ce YeTe;

B) OTMepBa B NPUCHCTBMETO Ha PbKOBOAUTENS HA anTekara nunm onpeneneH cbe
3anoBeq OT HEero papMaLeBT HAPKOTUYHM NeKapCcTBEHM BelecTBa; Ha obpaTHaTa cTpaHa Ha
peuenTara ce HanuceaT HaMMeHOBaHUETO M KONMYECTBOTO Ha JIEKApPCTBEHOTO BELWECTBO, cnef
KOeTO ABamara ce nognucear;

) cnen N3roTBsIHE Ha NekapcTBeHaTta oopMa olle BeOHBbX npoynTa peuenrtarau
npoBepsiBa NPaBUIHOCTTA HA B3eTUTE CbCTABKM U O03MU;

L) HEe CbXpaHsiBa Ha paboTHOTO CM MSICTO M3rOTBEHW NEKAPCTBEHN NPOOYKTHN 63
eTuKeTun, Haanucu, NnapTUaHN HOMepa, Aata Ha NPUroTBSHe, HA4YMH Ha CbXpPaHeHne, CPoK Ha
roOHoOCT;

e) Npy N3Non3BaHe Ha BE3HNTE Ce CrnasBarT ykasaHusTa Ha Npoun3BoauTENS; Npu
OTMEPBAHETO He CneaBa Aa ce NpeBulasa npenenHata HaToBapeHoCT, KosiTo e 0603HayveHa Ha
BE3HUTE;

X) pasnonara ¢ Tabnvua 3a MakcMManHuTe 1 eaHOKpaTHUTE A03W HA TIeKapCTBEHUTE
NPOAYKTU, CbAbpXalm HAPKOTUYHN BELLECTBA;

3) B Kpasi Ha paboTaTa fa ocTaBsi paboTHOTO CY MSICTO B MbJIEH MOPSABK;
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N) He N3roTBSa €QHOBPEMEHHO HAKOJIKO NIeKapCTBEHU NPOAYKTWN MO MarmuctTpanHa v
dbapmMakoneinHa peuenTypa;

) ocTaBs Bcska baHka Ha MACTOTO M Cliell CBbpLUBaHe Ha paboTara C Hesl.

3. B cknagoBoTo nomelleHne CbxpaHeHeTo ce U3BbpLiBa Npu CcnassaHe Ha CnejHnTe
npasuna:

a) NeKapCTBEHU NPOAYKTU, C U3KNIOYEHNE Ha MPUrOTBAHUTE NO MarucTpanHa v
dhapmakoneriHa peuenTypa, Ce CbXxpaHsBaT BbpXy padpToBe unv B 4obpe 3aTBOPEHM WKaKDOBE;
6) nekapCcTBEHMNTE NPOAYKTN B TPAHCMOPTHA ONakoBKa U CAaHUTAPHO-XUTMEHHNTE

mMarepuann ce CbxpaHsasaT BbpPXy CKapu;

B) IeKapPCTBEHMUTE NPOOYKTU CbC CUNHA MAPU3MA Ce CbXpaHsBaT OTOENHO OT Apyrurte
BMOOBE B 00Ope 3aTBOPEHU WKAOBE;

) CAHUTaPHO-XUTMEHHUTE MaTepuanu, 0e3nHEKLMOHHNTE, epaTu3aunoHHNTE
cpencTBa, KO3METUYHUTE CPEACTBA, pa3pelweHn 3a npoaaxba B antekaTa, Ce CbxpaHsBaTt
OTOEe/IHO OT NeKapcTBeHUTE NPOaYKTH;

[l) Ha BbTpelwWHaTa cTpaHa Ha Bpatara Ha MeTanHus Wwkam nnm kacara, KboeTo ce
CbXpaHsaBaT NeKkapCTBEeHN NPOAYKTU, CbAbpXalwm HapPKOTUYHN BELECTBa, Ce NOCTaBAT Haanuc
"JlekapCTBEHW MPOOYKTU, CbAbPXALN HAPKOTUYHM BewwecTBa" U CNUCHK Ha NIeKapCTBEHUTE
NPOAyKTU, KOUTO Ce CbXpaHsaBaT B HEro, C 03Ha4YeHne Ha MakcuMmanHuTe 0o3u;

€) KNI0YOoBEeTe OT MeTasHNS WKam unm kaca ce CbxpaHsasaT OT PbKOBOAUTENS HA
anrtekara unu onpeneneH oT Hero cbe 3anosen Apyr goapmauesT;

X) B WKadpoBeTe no byksa "n" ce cbxpaHaBaT BE3HWUYKMTE Y BCUHKU OPYri ypeau u
npubopwu, Heobxoanmn 3a paboTa ¢ nekapCTBEHN NPOLAYKTU, CbAbpXaWwm HAPKOTUYHM
BELWeCTBa, KOMTO ce ynoTpebsiBaT camo 3a Tasu Len;

3) HaagnMcuTe Ha 6aHKUTE C HAPKOTUYHN NEKAPCTBEHU BeLECTBa ca ¢ 651 LUBSAT HA YepeH
OOH, C O3HAYEHMe Ha MaKkcuManHnTe eqHoKpaTHU N OeHOHOLWHW 003N,

1) U3rOTBEHUTE B anTtekara NekapcTBeHW NPooyKTH, CbAbpXalN HAPKOTUYHM
BELLeCTBA, Ce CbXpaHsABaT B KacaTa unm xXenesHuns wkaag;

) BMNKUTE B CKNAAOBOTO NOMELLEHNE CE CbXPaHsBaT OTAENHO OT APYrnUTe NEKapPCTBEHN
npoAaykTn B oobpe 3aTBOPEHM WKAKOBE;

K) NekapCTBEHM NPOAYKTW, NoKasanu HeCbOTBETCTBUSA C MBNCKBAHUATA KbM Ka4yeCcTBo, C
M3TEKb/1 CPOK Ha rOAHOCT, C HapYLWeHN NbpBMYHA WX BTOPUYHA OMakoBKa ce CbxpaHsasar
OTOEe/IHO OT APYrnTe NekapcTBeHW NpoayKTu Ha onpeneneHo 3a Lenta MACcTo C TpanHO CUrHanHo
obo3HayeHune, Ye ca 6nokmpaHm.

MpunoxeHue N2 14 kbm un. 29
(U3m. - OB, 6p. 2 01 2012T.)
30paBHU 1 NPOTMBOEMMAEMUYHN U3NCKBAHUS Npu paboTa B anTeku

|. MouyncTBaHe Ha NoMelweHnATa u MebennTte B antTekuTe

1. (n3m. - OB, 6p. 2 o1 2012 r.) NoMelwweHMsATa ce noaabpxat YictTu. ExenHeBHO v npu
3aMbpcsaBaHe fa Cce U3BbpLBa BNAaXHO NOYUCTBAHE N AE3UHADEKUNS HA No4a, MOBbPXHOCTUTE
Ha mebenunte, anapartyparta u gp.
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2. E)KeFO,D,HO Oa ce n3ebpuBa 609|,£I,I/ICBaHe Ha CTeHNTe Ha NnoMeleHunsaTa.

3. MuBkMTE Oa ce nognbpXaT NOCTOSAHHO YnCcTU. 3abpaHsiBaT ce 3acTOSBAHETO U
HaTpynBaHeTo Ha CbAoBe, xaBaHu, nocobus 1 Op. 3a BCska MMBKA a ce ocurypsisaT MymeLwm n
Le3NHMEKLMOHHM NpenapaT U CpeacTBa 3a NoACYlWaBaHe Ha pbLeTe 3a eaHokpaTHa
ynotpeba.

II. ObpaboTBaHe Ha CbOPBbXEHUSATA, MpubopuTe 1 cnoMaraTenHuTe Mmatepuani

4. Cnep ynotpeba cboOBETE U ypeanTe 3a NPUroTBSIHE Ha NIeKapCTBEHN NPOLAYKTU NO
goapmakonerHa n MmaructpanHa peuentypa ce noYncTeaT MexXaHWYHo, aesnHgekumnpart, nammear
1 nacywasar. [pn NpUroTBsSiHE Ha Pa3TBOPM 3a 04X M PA3TBOPM 3a NAPEHTEPANHO MPUIOXEHNE
CbOOBETe ce cTepunmanpar B cywmnnHsa npm 160 °C.

5. Bcuykun cbaooBe, KOMTO Ce M3NON3BaT 3a CbhXPaHEeHWe Ha nekapcreara u
MPUroTOBNEHNETO MM, Oa ca 6e3 MexaHn4YHM O0edekTH 1 CbC 3anaseHa UsnocT.

6. I3MnTUTE M M3CYyLWEHN CTBHKNA N CbAOBE Ce 3anywsaT CbC 3anywanku n ce
CbXpaHsiBaT B MIbTHO 3aTBapsL ce wkad, YnsaTo n3pabortka Nno3Bonsiea NecHO 1 ePEKTUBHO
noyncTBaHe. Ha acmcteHTckara maca na ce noctaBsAT caMo Manbk 6poit cbaose, Heobxoonmn
3a npsikaTta paboTa.

7. MopuenaHoBMTE, CTBKIEHNTE U N1IaCTMAcoBUTE BypKaHn N KyTUN Ce CbXPaHsBaT B
wkadgoose Unn Yyekmepxera.

8. OnakoBknTE 1 3anywanknTe, KOMTO LWe Ce U3MNoN3BaT 3a CbXPaHEHNE Ha NeKapCTBEHN
doopmMK 3a 04K, TpsibBa Aa ce cbxpaHsBaTt 1 06paboTBaT NO HaYMH, KOMTO Oa OCUTypu TaxHaTa
CTEPUIIHOCT.

9. Be3HuTe ce nogabpXaT M noyYncTeaTt cbobpasHo ykaszaHmaTa, naneHun ot
NPON3BOAMTENS.

10. XUrpockonuYHUST namyk, PunNTbpHaTa xapTus n mapnsta, ynotpebssaHu 3a
OMNTPUPaHe Ha TEYHWN NeKapcTBa, ce NassiT B 3aKpuTy 6aHKy ¢ WnndoBaHn 3anywanku.

11. Kancynute 3a npaxose, napaduHUpaHnuTe N NeprameHToBUTE XapTUKn ce CbxpaHsasar
B MIBTHO 3aTBAPSIM Ce YeKMeL XeTa Ha acucTeHTckara Maca B KONm4yecTsa 3a He noseye Ot 2 -
3-OHeBHa ynoTtpeba. 3anacute OT cnoMaraTenHy matepuanu, 3anywarnku, unTbpHa xapTums,
Kancynu v 4pyru ce cbxpaHasart Npu XUrmeHHW yCcnoBus B 3aKpuTy Wwkadoose.

12. 3a pne3nHgekums Ha NoOMeLeHnaTa n CbAOBETE B anTeknTe aa ce n3non3sar camo
De3nHMEeKTaHTK, 3a KOUTO UMa N34afeHo paspeleHme 3a nyckaHe Ha nasapa 0T MUHUCT bpa Ha
3apaseonassaHeTo. [1pn n3non3saHeTo Ha Oe3nHMEeKTaHTUTE 3a4bIXUTENHO ce cnassar
yCNoBMSATa Ha N34a0eHOTO paspeleHne N ykasaHnata, gafeHn oT nputexarens Ha
paspeLleHneTo.

13. Ha cTepunusaums B antekaTa nognexar CTbkeHn 1 MeTanHu cbpose. Cbaosete
ce yBMBaT B YucTa ambanaxHa xapTusi U cneg cTepunmaaumnst ce cbxpaHsBat Taka yBUTK 00
ynoTpebaTta UM B YACTW 3aTBOPEHU WwKadoose. Mpu cTepunmsaumsaTa B antekara ce cnassa
CNEeOHUAT peXunMm:

ABTOKNaBmpaHe
Temnepatypa Bpeme Ha HansraHe Ha
Ha napataB °C Bb3LeNCTBME naparta B paboTHu
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B MUHYTU atMmocgoepu

112 45 0,5
121 25-30 1,0
134 10-12 2,0
CTepunmsaums cbC Cyx ropel Bb3ayx B CyXu cTepunnsatopu
Temnepatypas °C Bpeme Ha Bb3aenicTBue
B Yacose
160 2
170 1
180 0,5

14. Ne3nHdekums Ha pbLeTe Ha paboTewmnTe B acenTUYHNS 6OKC ce U3BbpLBa Npw
cnegHUTe ycnoBus:

Ob6ekT Mpenapat HaunH Konu- Ekcno-
n % Ha Ha npwu- 4ecTBO 31ums
pasTtsopa noxeHue B cm3 B MU-
HYTU
XurvnexHa a) 70 % eTunos 06Tpu- 3-5 2
ne3nHgek- ankoxon + 5 % BaHe
ums Ha pb- rLEPUH
uete
6) MaHycTtepon 3-5 12
B/koHueHTpupaH
B) 4 % BOJEH 10 1
pasTBop Ha
HesnHdekT B
r) 0,1 % BoneH 10 2
pa3TBop Ha xmbu-
TaH roKoHaT
1:1000

I11. Nony4yaBaHe, cbXxpaHsiBaHe 1 NPOBEPKa Ha nNpedYnucTeHaTa Boaa, NpeBbp304HUTE
marepvanu n gpyru

15. lNpeyncteHara Boaa, KOATO Ce N3MNON3Ba B antekara 3a NpUroTBAHETO Ha
NeKapcTBEHW NMPOOyKTU NO MaructTpanHa 1 dpapmakorerHa peuentypa, ce NpuroTes CbrnacHo
EBponerickata doapmakones. [lonycka ce n3rnon3saHeTo Ha noslyyeHa n3BbH antekara
npeyncTeHa Boaa, kato CbOTBETCTBMETO C EBponenckara gpapmakornes ce ynocTosepsisa CbC
CbHOTBETHUTE OOKYMEHTW.

16. [peuyncteHarta Boga ce CbxpaHsisa Ha NPOXNagHO MACTO, B YACTU 3aKPUTU CTBKIIEHN
cbAoBe, nobpe NPOMUTY NPELBAPUTENHO C NPEeYMNCTEeHa BOAaA.

17. CTbknata 3a CbxpaHsiBaHe Ha Bogarta Ha acucTeHTckaTa maca ce npoMmeaT C
npeyncTeHa Boga eavH NbT OHEBHO.

18. NpeBbp304HMTE MATEPUANM CE CbXPaHABAT CbIrNacHO yCnoBmaTa, NOCOYeHN OT
npounssoanTens. 3abpaHsiBa ce NOCTaBSHETO Ha NPEBBbP30YHN MATEPUanu Ha Noaa, Hag
mebennte n Ha oTKpMTO. MecTarta 3a cbXxpaHeHne Ha NPEBBP30OYHNTE MaTepMany ce NnoymcTear
€XEMECEYHO C Y1CTa Kbpna, HaBnaxHeHa ¢ Ae3nHGEKLOHeH pa3TBop. Heobxoanmo e na ce

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 28.08.2022 .



B3eMaT BCUYKM MEPKM 3a Ornas3BaHeTo M OT Bnara, 3anapsaHe, rpusayu v UHCEKTU, Npax 1 OrbH.

19. JlekapcTBEHN NPOOYKTH, C U3K/IOYEHUE HA NPUrOTBSIHUTE MO MarucTpanHa u
chapmakoneriHa peLenTypa, Ce CbxpaHsBaT CbriacHO U3NCKBaHNATA, OnpeaeneHn ot
npounssoanTenst. AKTUBHUTE BelecTBa, NpeaHasHaYeHn 3a NPUroTesiHe No MarucTpanHa u
dhapMmakoneriHa peuenTypa, ce CbXxpaHaBaT CbracHO U3NCKBAHMATA Ha OeicTBawaTa
dhapmakones unv NPon3BoaNTENSI.

V. 30paBHM M3UCKBaHMS NPY OTAENHUTE TEXHONOMMYHU NpoLecu

20. TeXHONOrnyHUTE NPOLIECK MPU N3rOTBSAHE HA MAarucTpasnHu NeKkapCcTBeHU (popmu B
anTtekara ce CbCTOAT OT OTAENHW eTanu 1 onepaumnm, KOUTo Ce OCbLecTBSABaAT NpU cna3BaHeTo
Ha TEXHONOrnsaTa Ha NPUroTBAHETO MM 1 cCbbnoaaBaHe npaeunaTa 3a nMyHaTa xurneHa.

21. OcHOBUMTE 3a O4HM Ma3un NpeaBapuTeNHO ce pasTonsasar, yTassart, untpysar v
CbXpaHsBaT B NPeaBapuTenHO cTepununanpany nobpe 3atsopeHn 6aHKM No HaYMH, KOWTO
ocurypsiea TaxHara CTepuHocCT.

MNpy NPUroTBSIHE HA NEKAPCTBEHU POPMU, BKIKOYMTENHO M C aHTMOMOTULN, Ce cnassar
npasunara 3a nobpa Npon3BoACTBEHA NPaKTMKA.

KoraTto TexHonormaTta Ha nekapCcTBeHuTe oopMmn N3nckea N3non3BaHeTo Ha acenTuYHu
MeTo4u, Te Ce ocurypssart OT PbKOBOAMTENS HA anTekarta.

22. 3a orpebBaHeTO Ha xaBaHNTE OT Masy 1 NPaxoBe Ce N3MoN3BaT NnacTMacoBy Nnaku.
YnoTtpebarta Ha KapTOH 3a Tasu Len He ce gonycka.

23. [bpnoTo 1 3anywanknute Ha BasepuiitHUTe CTbKNa, M3Non3eaHy 3a paboTa, ce
noonbpXart YMCTH.

24. KoHUEeHTprpaHnTe pa3TBopU Ce U3roTBAT C NpeyYncTeHa soaa.

25. lMpu n3roTBSHETO Ha NekapcTBeHnTe oopmmn ce cbbnogasart npasunaTa Ha
XUrveHara, kato ce n3bsrea Bcska Bb3MOXHOCT 3a 3aMbpCsABaHeTO UM. 3a uenta:

a) Npu U3roTBAHETO Ha flekapcTBeHaTa oopma, U3nckBalla CbnpuKoCHOBEHUE C pbKarTa,
Ce 13Mnon3BaTt CTEPUIN3NPaHN Pbkaenum 3a egHoKpaTHa ynotpeba;

6) BE3HWNTE Ce N3TPUBAT CNnef BCAKO OTMEPBAHE Ha NEKapPCTBEHNTE BEWECTBA;

B) Cnie OTMepBaHe Ha NlekapCTBEHM BELWECTBA CbC CUNHA MUPU3Ma BE3HUTE Ce
n3TpmBart CbC CupT.

V. Mepku 3a nnyHa npocpunaktmka

26. Mpwn onacHOCT unu nosiea Ha enMaeMnn OT KankoBM UHAPEKUMN hapMaLeBTUTe 1
MOMOLLHUK-CpapMaLeBTUTE 3a0b/IXUTENHO HOCAT Macku 3a egHokpaTHa ynotpeba. MNpu paboTa
C NleKapCcTBEHM NPoayKTH, YnsiTo 06paboTka e cBbp3aHa C OTHAeNsHe Ha Mpax, KakTo 1 ApasHeLm
N nNecHo nanapseawn ce Te4HOCTU Oa Cce n3non3sart npotTmneonpawHm Macku, CboLllo n
XUpypruyeckn pbvkaBnunm 1am, Kb 4eTo MaHnnynaunmTe no3sondBar ToBa.

27. Bcekun chbapmaueBT 1M NOMOLWHUK-papMaLeBT Npean NpuroTBsHe No MarmcTpanHa un
dhapmakoneriHa peuenTypa n3mM1MBa pbLUETE CU C TOMNa Boga, canyH 1 YeTka.

28. dapmaueBTUTE 1 NOMOLWHMK-hapMaLeBTUTe paboTsAT B antekarta ¢ YicTo paboTHO
obnekno.

29. 3abpaHsiBa ce BNM3aHeTo B paboTHUTE NOMelleHns Ha anTtekarta 6e3 4ncto paboTHO
0bnekno, KakTo 1 U3NM3aHEeTO C TakoBa U3BbH anTekaTa.
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Mpunoxexne N2 15 kbM un. 376, an. 3

(Hoeo - 1B, 6p. 81 ot 2015 r., npeanwHo MpunoxeHune Ne 15 kbm yn. 376, an. 2 - OB,
6p. 24 o1 2017 r., oT™. - [1B, 6p. 79 o1 2017 1.)
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