HAPEJIBA Ne 28 OT 9 JEKEMBPH 2008 I'. 3A YCTPOMCTBOTO, PEJA U OPTAHU3ALIMSITA HA
PABOTATA HA AITEKUTE U HOMEHKJIATYPATA HA JIEKAPCTBEHUTE NPOAYKTHU
H3z0a0ena om Munucmepcmeomo Ha 30paseonassanemo
Oobn. J[B. 6p.109 om 23 Jlexemspu 20082., usm. [B. 6p.67 om 27 Aseycm 2010e., usm. /[B. 6p.2 om 6
Anyapu 20122., usm. u oon. /IB. 6p.81 om 20 Oxmomepu 201 52.

Pazpen L.
OO0 nmoJ1o:KkeHust
Ui 1. (1) C ta3u Hapenba ce OmMpeneNarT yCTpOCTBOTO, peAbT U OpTaHM3alusATa Ha paboTa B anTeKuTe,
KaKTO U HOMCHKJIATypaTa Ha JICKApCTBEHUTE U JAPYTU MPOAYKTH, KOUTO CE MPEJIArar B TAX ChIVIACHO MPHIOKEHUE
No 1.
(2) B anrexara moraT Aa ce mpojaBaT 4pe3 aBTOMAT JIEKAPCTBEHU MPOAYKTH, TOCOYCHH B CIIHCHKA IO
npmroxerue Ne 2.

Un. 2. (1) BeHmHEOTO M BBHTpEmHOTO O(OpPMIICHHE Ha IOMEIICHUATA Ha arrTekara ce ChoOpas3sBaTr C
€CTECTBOTO Ha M3BBPIIBAHHUTE B Hesl CIIEUGUIHA JEHHOCTH.

(2) Antekara 3aabkuTenHo uma BeHIIeH Haanuc "AIITEKA", uznucan Ha 651 ¢oH ¢ ThMHH OYKBH.

(3) Ha BuaHO MSCTO B IPHEMHOTO IIOMEIICHHWE Ha anTeKkarta ce IOCTaBs HHQOpMAIHsS OTHOCHO
W31aJICHOTO PAa3pelICHUE ChITIACHO MpuiioxkeHue Ne 3.

(4) 3a0pansiBa ce peKJIaMUPAaHETO Ha THPrOBCKaTa NCHHOCT Ha amTeKaTa, CBbp3aHa C IIEHU, OTCTHIIKH,
NOJapblY U JPYTH HA JISKAPCTBEHU MPOIYKTH, KOUTO CE OTITYCKAT 110 JIEKAPCKO MpEeANMCaHHE.

Un. 3. (1) B anrekara ce cbxpaHsBa WHGOpPMAIWs, OCHUTYypsBallla MPOCIEASBAHETO HAa CTOKOBHUTE
HAJIMYHOCTH TI0 aCOPTUMEHTH M MAPTUIM, KOSITO CE€ M3IOJI3BA U MPHU MOJTy4YaBaHEe Ha YBEIOMIICHHE 3a OJIOKHpaHe U
U3TErJIsSHE Ha JIEKapCTBEHUTE MPOIAYKTH.

(2) AnTekara uMa mevar, HOCEL HOMEpa M JaraTa Ha W3[aJleHOTO OT MUHHUCTBpa Ha 3ApaBeONa3BaHETO
paspelieHue 3a ThProBUsl Ha ApeOHO C JICKAPCTBEHHW MPOIYKTH, KOWTO CE€ MOCTaBsl BBPXY BCHYKH JOKYMCHTH,
CBBP3aHHU C OTITYCKAHETO Ha JIEKAPCTBEHH MPOIYKTH.

(3) B anTtekara ce Boau U ChXpaHsSIBa JTHEBHUK HA M3ITBIHCHUTE PEIETITH CHIIIACHO MpHitokeHue Ne 4.

Un. 4. (1) Besika anTeka pasmosnara ¢ JIEKapCTBEHH MPOAYKTH OT BCUYKM aHATOMOTEPANeBTHYHU TPYIH
CBITIACHO NpuitokeHne Ne 5.

(2) B anrekara ce npoaaBat XpaHUTENIHH 100aBKH, KOUTO OTrOBapsT HA U3NCcKBaHusATa Ha Hapenba Ne 47
ot 2004 r. 3a u3MCKBaHUATA KbM XpaHuTeNnHuTe 100aBku (/IB, 6p. 5 oT 2005 1.).

Un. 5. (U3m. - [IB, 6p. 2 ot 2012 r.) B anTekute Morar 11a ce nmpojaBaT KO3METHYHU POIYKTH.

Un. 6. JIuuero, nomyduno paspelleHue 3a ThProbBUs Ha JpeOHO C JICKApCTBEHU IIPOLYKTH, 3aKyIlyBa
JIEKapCTBEHU MPOAYKTH CaMO OT THPrOBLM Ha €Ipo, MOIYYWIM pa3pelieHne/yI0CTOBEpEeHHE 3a PErucTpalus 3a
TBPrOBUsI Ha €IpO C JIEKApCTBEHU MNPOAYKTH MO pela Ha 3aKOHA 3a JICKAPCTBEHUTE NMPOAYKTH B XyMaHHAaTa
meaunyHa (3JIIXM).

UYn. 7. JIuueTo, NOIy4nIIo JIMLEH3Ms 32 ThProBUs Ha ApeOHO U ChXpaHsABaHE Ha JIEKAPCTBEHH NMPOIYKTH,
CBHABPKAIIM HAPKOTUYHM BEIIECTBA, CIIa3Ba M3MCKBAHMATA Ha 3aKOHA 3a KOHTPOJ Ha HApKOTHYHHUTE BEUIECTBA U
npexypcopure (3KHBII).

Un. 8. (M3m. - IB, 6p. 2 ot 2012 1.) AnTekure, KOUTO Ha OCHOBaHME Wi. 222, an. 6 u 4. 225 3JI[IXM ce
PBKOBOST OT MOMOIIHHUK-(apMalleBTH, MOTaT Ja MPOIaBaT caMo JICKAPCTBEHH MPOJYKTH, KOUTO C€ OTIycKar 0e3
JIEKApCKO MpeanrucaHue.

Y. 9. (1) Ha HenrbiiHONIETHH JTMIIA HE MOTAT J]a C€ OTITYCKAaT U MPOJaBaT JEKapCTBEHU MPOAYKTH, KOUTO
Cce OTIYCKaT I10 JIEKapCKO MpeIICaHue.
(2) (Hom. - AB, 6p. 2 ot 2012 r.) 3abpansiBa ce IocTaBKaTa Ha JIEKAPCTBEHU MPOAYKTH A0 KpacH
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noTpeOHTeN Mo 3asBKa, ¢ U3KII0UEHHE Ha ciydauTte 1o wi. 234, an. 5 3JIIIXM.

(3) (Hom. - JIB, 6p. 2 ot 2012 r.) 3abpansBa ce OTHyCKaHE W MOKYIKO-TIpoAakOaTa Ha JIEKapCTBCHU
MPOAYKTH M3BBH IMOMEIIEHHTA, 33 KOUTO anTeKara € MOoJy4ria pa3penierne 3a oTkpuBaHe no pena Ha 3JIIIXM, ¢
M3KIIIOUEHHE Ha cilydauTe o wi. 234, an. 5 3JIIIXM.

Pazpean I1.
YcTpoiicTBO HA aNITEKUTE

Y. 10. (1) Anreku moraT Aa ce OTKPHBAT B MOMEIIEHHUS ChC CAMOCTOSITEICH BXOJ, PA3MOJIOKCHH Ha
IBPBH HAA3EMEH €TaX, JOCTHITHH 32 MIOCETUTEINTE 1 TIOXOISIIN 332 U3BBPIIBaHE Ha AeiHOCcTHTE TIo Wi. 219, am. 1
3JIIIXM.

(2) (U3m. - IB, 6p. 2 ot 2012 r.) JInnara no un. 222, an. 1 3JIIIXM ocurypsBaT CbOTBETHHUTE YCIOBHS 32
JIOCTBII JTO TIOMETIEHHUATA, B KOUTO € OTKPHUTA alTeKara, v 3a Xopa C yBpEeXKIaHusI.

(3) NznckpanusaTa mo ain. 1 ¥ 2 3a MECTOHAXOXKICHHUETO HE C€ OTHACAT 3a alTeKWTe Ha JieueOHHTe
3aBeAeHu 1Mo wi. 222, an. 4 3JITIXM.

Un. 11. (1) (U3m. - B, 6p. 2 ot 2012 r., mpeaumen tekct Ha @wi. 11 - JIB, 6p. 81 or 2015 1.) 3a
Nojy4aBaHe Ha pa3pellleHHe 3a THProBUs Ha JOpeOHO C JIEKApCTBEHW MPOAYKTH 3asBUTENUTE IOAaBaT B
W3nbnauTenHara areHiys o gexapcreara (MAJI) 3aseienue mo oopasell cbriiacHo mprioxeHue Ne 7.

(2) (Homa - JIB, 6p. 81 ot 2015 r.) 3a momydaBaHe Ha pa3pelIeHHe 3a pa3KpUBaHE Ha amlTeKa 3a
3aJI0BOJISIBAHE Ha COOCTBEHUTE CH HYKIU PHKOBOJUTEIIUTE Ha JiedeOHUTE 3aBeAcHus 1o wi. 222, ain. 4 3JIIIXM
nojaBat B M3nbiHUTEHATa areHnus 1o jekapcreata (MAJ]) 3asBsieHue mo oOpaserl chriiacHO npuiioxerue Ne 7,

Un. 12. (1) 3a oTnyckaHe Ha JIEKapCTBEHH MPOAYKTH HAa TPaXKJaHW B 3aBUCHMOCT OT W3BBHPIIBAHUTE
JEHHOCTH MOTaT Jia ObJIaT OTKPUBAHH alTEKH 3a:

1. mekapcTBEHH MPOAYKTH, C U3KIIOUEHUE HA MPUTOTBSHY M0 MarucTpaiHa u apMakoreiiHa perentypa;

2. IeKapcTBEHU MPOLYKTH, BKIIOUUTETHO IIPUTOTBSIHM 110 MarucTpaiHa u (apmakoneiiHa peuenrtypa 6e3
W3TOTBSIHE Ha JIEKapCTBEHU (POPMU 32 OUM M HA Pa3TBOPH 32 MapEHTEPATHO MPUIIOKEHHE;

3. NeKapCTBEHU MPOMYKTH, BKIFOUWUTEIHO MPUTOTBSIHU MO MarucTpaiHa u (apMakoneiHa pelentypa c
M3rOTBSIHE Ha JIEKapCTBEeHHU (popMu 3a ouwy;

4. Ounku ¥ OWIKOBU CMECH, BKIIOYMTEIIHO NMPHUTOTBSHM IO MarucTpaiHa u (apMakorneiiHa penentypa
(bunkoBa anreka).

(2) 3a 3amoBonsBaHe HYXAWTE HA JIedeOHUTE 3aBefeHus 1o wi. 222, an. 4 3JIIIXM B 3aBUCHMOCT OT
M3BBPLIBAHUTE JCHHOCTH MOTaT Jja ObJaT OTKPUBAHU AIITEKH 3a:

1. JekapcTBEHU MPOIYKTH, BKIFOUUTEIHO MPUTOTBSIHN MO0 MarucTpaiHa u ¢papMakorneiHa perentypa 6e3
W3TOTBSIHE Ha JIEKAPCTBEHU (POPMU 32 0UM M HA Pa3TBOPH 32 MAPEHTEPATHO PUIIOKEHHE;

2. NeKapCTBEHU NPOJIYKTH, BKIIOUMUTEIHO MPUTOTBSIHM MO MarucTpaiHa u (apMakoneidHa peuenTypa ¢
M3TOTBSIHE Ha JIEKapCTBEHU (POPMU 3a 0YM M HA PA3TBOPH 3a MAPEHTEPATHO PUIIOKEHHE;

3. (noBa - JIB, 6p. 2 ot 2012 r.) nekapcTBeHH NMPOIYKTH C UKIIOUEHHE HAa TIPUTOTBSHHU IO MarucTpalHa
U (apmakoneiHa penenTypa.

(3) B 3aBucumocT OT M3BBpIIBAHUTE JAEHHOCTH MO an. 1| u 2 anrekute TpsiOBa na pasmoiarar ¢
MTOMEIICHUS ChITIACHO TIpItokeHune No 8.

Ui 13. (1) AnTekaTa pasnonara ¢ 003aBex/jaHe C TJIaJKH TOBBPXHOCTH, KOUTO MOTAT Jia ObaT Obp30 U
JICCHO TIOYMCTBAHU U Ie3MH(EKIIMPAHH.

(2) O063aBexIaHETO B anTeKaTa ¥ HETOBOTO PA3MOJIOKEHUE TPSOBA J1a OCUTypsIBaT Ha paOOTEIUTE B Hes
JIECEH JIOCTBII JI0 JICKAPCTBEHUTE MPOIYKTH.

(3) (dom. - AB, 6p. 81 ot 2015 r.) PaboTHHTE MecTa B MPUEMHOTO, €KCIETUITMOHHOTO U ACUCTEHTCKOTO
MOMEIIEHHE CE OpPraHM3MpaT 10 HAYMH, MO3BOJISABAII OCHIIESCTBABAHETO HAa KOHTPOJ OT Marucrbp-(hapmarieBra
BBPXY paboTara Ha MOMOITHHUK-(papMaIieBTa.

Ui 14. (1) B 3aBucumoct or obema Ha paboTaTa MPHEMHOTO MOMEIIECHUE C€ pa3fielisi Ha OTICITHH
CEKTOpH, 000Cc00EHH CHhOOPa3HO NPOAYKTUTE, TOCOUYCHHU B MpuiioxeHne Ne 1.
(2) JlexapcTBeHHWTE MPOAYKTH IO JIEKAPCKO TMPEANUCAHWE C€ ChXpaHSABaT OTIEIHO [0 Ha4HH,
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BB3IPETSITCTBAI BU3YalICH JOCTHI HA MAI[MEHTa/TTIOTPSONUTEIS.

(3) Bceku paboTeH cexTop ce 003aBexaa ¢ paTOBE MU IUIOTOBE ChC MM 0€3 OCTHKISABAHE HIIA APYT
Npo3padeH MaTepHaj, OCHT'YPSIBAIM MPABHIHOTO CHXPAaHCHHWE HA JIEKAPCTBEHUTE MPOJYKTH, KAKTO U OBP30 U
JiecHO 00CITy>KBaHe.

(4) 3abpansiBa ce ChXpaHABAHETO HA JICKAPCTBEHH MPOAYKTH, CHABP)KAIIM HAPKOTHYHU BEIIECTBA, B
MPUEMHOTO TIOMEIICHHE.

(5) (Homga - JIB, 6p. 81 ot 2015 r.) M3uckBanusra Ha ait. 1 - 4 HE ce OTHACAT 3a anTeKuTe 1o wi. 222, ai.
4 3JIIIXM.

Ui, 15. (1) ACUCTEHTCKOTO MOMEIIEHUE ce 000pyaBa ¢ paboTHA Maca, C ypeau U MocoOus, HEOOXOAUMHU
3a paboTaTa Ha anTeKara.

(2) AcucrenTckoTro momenieHne B antekara mo wi. 12, an. 1, 1. 4 ce obopyasa ¢ paboTHa Maca, ¢ OOKC,
cHabJIeH ¢ acnUpallioHHa ypenda v Ch0BE 32 XOMOTEHU3NpaHe Ha cMecH, padToBe WiH mKa(oBe 32 ChXpPaHEHUE
Ha OWJIKUTE, HEOOXOMWMH 3a MPUTOTBIHE HA JIEKAPCTBEHH TNPOIAYKTH IO MAarucTpaiHa H (apMakomneiHa
perenTypa.

(3) buikure, mnpenHa3HAYCHW 32 TPUTOTBSHE HA JIGKAPCTBEHH MPOJAYKTH TI0 MaructpaiHa |
(hapmakoreiina perenTypa, ce CbXpaHsBaT B J0Ope 3aTBOPEHH KAPTOHEHH KYTHH WIIH IbPBEHH YCKMEKETa.

(4) PBKOBOIUTEAT HA amlTeKaTa OCHUTYpsBa 3aJbJDKMTENIHA METPOJOrMYHA IMOCIeaBalia MpoBepKa Ha
BCUYKHU BE3HH U IPYTH U3MEPUTEIHH YPEIU ChIIacHO 3aKOHA 32 H3MECPBAHHSATA.

(5) (Homa - JIB, O6p. 81 ot 2015 r.) JlekapcTBeHHTE BeIIEeCTBa, NMPEAHA3HAYCHHU 3a NMPHUTOTBSHE Ha
JICKApCTBEHH MPOAYKTH IO MarucTpaaHa ¥ ¢apMakoreiiHa pelentypa, ce CbXpaHsBaT B J00pe 3aTBOPEHH
OIMAKOBKH, ChABPIKAIIY HHOOpMAIIHS 32 MPOU3BOIUTENS, TAPTUIATA M CPOKA HA TOJHOCT, ChIIACHO YKa3aHUATA 32
ChXpaHCHUE HA TIPOU3BOIUTEIIS.

Y. 16. (1)CknamoBoTo moMenieHrne ce 003aBexaa Che:

1. cTemaxcu v/Uy 3aTBOPEHN MIKa(OBE;

2. MetaseH mkad Win OyHKEp 3a CbXpaHEHUE Ha TOPUMH U JIECHO3AMAIUMH JICKAPCTBEHU POIYKTH.

(2) IIpu pabora c JeKapCTBEHU MPOJAYKTH, ChIbPKAIIA HAPKOTHYHH BEIIECTBA, CE CIa3BaT pasnopeaduTe
Ha 3KHBII u noa3akoHOBUTE aKTOBE MO MPUIIAraHETO My.

UYn. 16a. (Hos - IB, 6p. 67 ot 2010 1.) He ce momycka nmocraBsiHeTO B anTekaTa Ha XUMHYECKA TOAIETHA.

Yn. 17. (1) (M3m. - B, 6p. 81 or 2015 r.) JlekapcTBeHUTE NPOLYKTH, IOCOYEHU B IpuiiokeHHe Ne 9,
KOMTO C€ OTIYCKaT MO JIEKapCKO TPEANUCAHUE, Ce ChXPaHABAaT B OTIENEH MIKa( ChC CEKPETHO 3aKJIIOYBAHE,
Pas3mojoKeH B MPUEMHOTO, aCUCTEHTCKOTO MJIM B CKJIaJIOBOTO MOMEIIEHHE. 3a anTeKuTe Ha JIeUeOHUTE 3aBelIeHUS
o wi. 222, ain. 4 3JIIIXM mikadybT ce mocTaBsi B aCHCTEHTCKOTO HITH B CKIIAJ0BOTO TIOMEIICHHE.

(2) TepmonaOwTHUTE JIEKAPCTBEHH MIPOILYKTH CE ChbXPaHSIBAT B XJIaJUIHUK.

Un. 18. (U3wm. - [IB, 6p. 81 ot 2015 r.) MuHNMaTHUTE N3UCKBaHHS 32 00OPYABAHETO HA TOMEIIECHHTA Ha
anTeKaTa ca ocoueHu B npuitokenne Ne 10.

Ui 19. (1) 3abpansiBa ce BIM3aHETO B paOOTHUTE TIOMENICHUS M CEKTOPH HA alTeKaTa Ha BHHIITHH JIAIA
OCBEH OTIpE/ICIICHUTE B HOPMATHBEH aKT KOHTPOJIHHU OpraHH.

(2) 3abpaHsiBa ce M3BBPIIBAHETO B allTeKaTa Ha ACHHOCTH, KOMTO HE ca mocoueHH B wi. 219 3JIIIXM .

(3) 3abpansBa ce paborara B IPHEMHOTO MOMEIICHHE HA JAPYTH JHUIA OCBEH HA3HAYCHHUTE MO TPYIOB
JIOTOBOP W/HJIH JIOTOBOP 32 YIpaBIeHHE Ha anTekara (hapMaleBTH.

(4) (Homa - /IB, 6p. 81 ot 2015 r. (*)) 3a0paHsiBa ce B aliTEeKUTE HA JICYCOHNUTE 3aBEACHUS 110 Wi. 222, ajl.
4 3JIIIXM pa pabGoTsaT Opyrd JiMila OCBEH HAa3HAYCHHWTE I10 TPYIOB JOrOBOp C JIe4eOHOTO 3aBelCHHE
MarucTbp-hapManeBTH U MOMOITHUK-(PapMaIieBTH.

(5) (IlpepumHa an. 4 - JIB, 6p. 81 ot 2015 r.) MenunuHCKUTE U3JENUS CE CHXPaHABAT M IPOJaBaT
OTJICITHO OT OCTAHAIUTE MPOJIYKTH B allTeKaTa.

(6) (Hoea - JIB, Op. 81 ot 2015 r.) B anTekute Ha neueOHUTE 3aBeneHus mo wi. 222, an. 4 3JIIIXM
MEAMIIMHCKHUTE U3AEIHUS 110 all. 5 Ce ChXPaHABAT M OTILYCKAT OT/AEITHO OT OCTAHAIUTE MPOTYKTH.



Pazpea II1.
Opranuszanus Ha padoraTra B anTeKuTe

Ui 20. (1) PproBOoAUTENAT HA aniTekaTa € OTTOBOPEH 3a:

1. msuTOoCTHATa OpraHMU3aITisd ¥ KOHTPOJIa Ha paboTaTa B alTeKaTa;

2. 3aKyITyBaHETO W MPUTOTBIHETO HA Ka4eCTBEHU M 0€30TIaCHU JIEKApCTBEHH H APYTH MPOIYKTH;

3. ocuTypsIBAaHETO HA HEOOXOAUMUTE YCIOBHS U peal 3a paboTa;

4. opranM3upane Ha CbXPAaHEHUETO U OTIYCKAHETO Ha JICKAPCTBEHU MPOAYKTH, ChIbPKALIN HAPKOTUIHU
BelleCTBa, ChIIacHO n3nckBanusaTa Ha 3KHBIIT;

5. ocurypsiBaneTo Ha pabOTHOTO 00JIEKIIO 3a IepcoHaa;

6. TOBWIIaBaHETO Ha MpodecHoHaTHaTa KBAIM(UKAIMA Ha paboTeluluTe B amnTeKkara, CBbp3aHa C
JIEHHOCTTa UM, KaTO OCHTYpsiBa Y9acTHETO MM B CHOTBETHH KypCOBE W APYrd (OpMH Ha OOy4UeHHE Hai-MaJKO
BEJHBK TOJIUIITHO;

7. (u3m. - 1B, Op. 67 ot 2010 r.) ocurypsiBane Ha mnpodecruoHadHa HH(pOpMalMi M CIpaBOYHA
JTUTEepaTypa upe3 JOCTHI IO WHTEPHET WITH Ha XapTHEeH HOCUTEIN, CBbP3aHa ChC:

a) HOpMaTHUBHATA ypea0a, periiaMeHTHpala JeHHOCTTa Ha allTeKNTE;

0) mnoKa3aHuWs, MPOTHBONOKA3aHUs, MO3UPOBKA, HEXKENaHU JICKAPCTBEHW pEAKIUH W JIEKAPCTBEHH
B3aUMOJICUCTBUS;

B) peXUMa Ha MPEANHCBaHe U OTIMYCKaHEe Ha JIEKaPCTBEHUTE MPOTYKTH;

T') Ka4ecTBOTO, CPOKa Ha TOJAHOCT U HAUWHA HAa ChXpPaHEHHUE Ha JICKAPCTBEHUTE MPOAYKTH B anTeKara u B
JIOMa Ha TalUeHTa;

) IEKapCTBEHU MPOAYKTH, ChABPIKAIIN HAPKOTUIHH BEIIECTBA W/WIIH W3UCKBAIIM OTAEITHO ChXPaHEHHE.

(2) PpkoBoamTensT Ha anTeKaTa € UIRKEH Ja TOBHINaBa MpodecHoHaTHaTa CH KBadU(pUKaIu,
y4acTBaliKy B OpraHM3UpaHu 1Mo pena Ha wi. 182 ot 3akoHa 3a 3apaBeTo (JOpPMHU Ha MPOABIDKABAIIO 00YUCHUE HA
(hapmarieBTHTE.

Un. 21. JIuuero, MOIyyusio pa3pelieHre 3a ThProBusi Ha APeOHO C JIEKapCTBEHH MPOAYKTH, OCHIYPSBa
BCHUYKU HeO6XOI[I/IMI/I YCJIOBUA 3a UBNIBJIHCHUC HA 3aABJKCHHUATA 110 WI. 20 ot PBKOBOAUTEIIA HA alITEKAaTa.

Un. 22. (1) B anTekara ce 1ocTaBsT, IPUTOTBAT ChXPaHABAT U OTIyCKAT CaMO KaueCTBEHHU, €(UKACHU H
0e30MacHu JIEKapCTBEHU MTPOAYKTH.

(2) (Hosa - JIB, 6p. 2 ot 2012 r.) [Ipu oTmyckane JIeKapCcTBEHUTE MPOAYKTH CE OMAKOBaT Taka, 4e Jia ce
rapaHTypa 3ana3BaHe Ha TSXHOTO KayeCTBO U €()UKACHOCT.

(3) (Ipeaumua an. 2 - B, 0p. 2 ot 2012 r.) I'paxxaanuTe TpsiOBa BUHArHM ga ObAAT MHOOPMHUpAHH 32
HauMHa Ha ynoTpebda, ChXpaHEeHNE U HeXKETIaH! JIEKAPCTBEHH PEaKIMK Ha JIEKAPCTBEHUTE MIPOITYKTH.

(4) (Ilpegumaa an. 3 - /1B, 6p. 2 ot 2012 r.) PaboTenmure B anTekara MOTaT Aa U3BBPIIBAT ACHHOCTH IO
ui1. 219, an. 1 3JIITXM camo criopes npuTeKaBaHaTta OT TSX KBaTH(DUKAIHSL.

(5) (INpeaumna ain. 4 - /1B, 6p. 2 ot 2012 r.) [IpenaunioMeH cTax B anrTeka, omnpeaesieHa o peja Ha uil.
8, an. 2 or Hapenbara 3a enuHHMTE Ibp)KaBHM M3MCKBAaHWA 3a INPUAOOMBAaHE HAa BHCIIE OOpa3oBaHHE IIO
cneranHoctTa "®@apmanusa” 3a 00pa3zoBareTHO-KBaTU(pUKAIMOHHA CTeTeH "MarucTop', npuera ¢ [loctanoBnenue
Ne 61 na Munucrepckus cbet ot 2005 r. (00H., JIB, O6p. 32 ot 2005 r.), MOXe J]a ce mpoBexk/a Ha CTYJIEHTH O]
KOHTpPOJIa Ha MarucThp (apMaleBT clie/l IpeACTaBsiHEe Ha ChOTBETHUTE JOKYMEHTH OT BUCILIETO YUMIIMIIE.

Ui 23. (1) Beekn dapmarieBT € HE3aBHCHM IIPH B3eMaHE Ha PEIIEHNE, CBBP3aHO C OCHIIECTBIBAHETO HA
npodeCHOHATHATE MY 33IbJDKEHHS, 32 KOETO HOCH ChOTBETHATa OTTOBOPHOCT.

(2) PabGoTonmaTensaT U ppKOBOJIUTEINAT HA aliTeKaTa ca JUI'hKHHU J]a 3a4UTaT IIpaBara Ha dapMareBTa 1o al.
1.

(3) 3a HenmpaBUIIHO MPUTOTBEH H/WJIK OTITYCHAT JICKAPCTBEH MPOAYKT U 32 HACTBIIUIUTE MOCICAUIIM HOCH
OTTOBOPHOCT (papMaIieBThT, KOWTO T'0 € MPUTOTBUII U/WJIH OTITyCHAIL.

Y. 24. (1) JlekapcTBeHHTE MPOIYKTH B ariTeKaTa ce MOAPeKaaT 10 aHaTOMOTEPaNeBTUYHH TPYIIH.
(2) JlekapcTBeHHTE TPOAYKTH CE€ CHXpPAHABAT NPU YCIOBUATA, OMPENEICHH B PAa3pPEHICHHETO UM 3a
ynoTpe0a/yI0OCTOBEPEHUETO 3a PETUCTpauus, a MEIUIUHCKUTE H3/ACIHS WU JPYTUTe HNPOLYKTH - CBIJIACHO
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YCIIOBUSATA HA TIPOU3BOIUTEIIS.
(3) (Orm. - IB, 6p. 81 oT 2015 T1.)
(4) Temmieparypata B IOMEIIEHUATA U XJIAWITHUIATE CE OTYNTA €KETHEBHO U CE€ BIIICBA B THEBHUK.

U 25. (1) llpuemanero u 00paboTBaHETO HA PELENTHTE, OTIYCKAHETO HA JIGKAPCTBEHH MPOIYKTH U
nponax0aTa Ha APYTH MPOAYKTH ChINIacHO npuiiokeHne Ne 1 ce u3BbpIIBaT caMo B IPUEMHOTO IIOMELIEHHUE.

(2) M3neiHeHMeTO Ha peLenTUTe B alTeKaTa ce U3BBPILBA 110 pea Ha Hapeadarta mo wi. 221 3JIIIXM.

(3) (Hosa - /1B, Op. 81 ot 2015 r.) Pasnmopenbata Ha an. 1 He ce mpuwiara 3a anTeKUTe Ha JIeYCOHUTE
3aBemeHuss mo wi. 222, am4 3JIIIXM, B KOWTO JEKapCTBEHHUTE MPOAYKTH MOraT Ja ce€ OTIIyCKar B
EKCIeTUIIMOHHOTO TTOMEIIEHHE.

Ui 26. (1) B acuCTEHTCKOTO TMOMEIIEHHE C€ HM3BHPIIBA MPHUTOTBSIHE HA JIEKAPCTBEHH MPOAYKTH II0
MarucTpaiHa M QapMakoleiHa pelenTypa, MPecUlBaHe W IMPETUBaHE Ha JIEKAPCTBEHHW W IIOMOIIHHU BEIIECTBa,
KaKTO U (pacoBaHE HAa MPUTOTBEHUTE B anTeKaTa JIEKapCTBEHH MPOAYKTH.

(2) IlpuroTBsiHWTE B amnTekara JEKapCTBEHW MPOAYKTH MO (apMakoleiiHa pelenTypa ce 3aBeXIaT B
nabopaTopeH THEBHUK ChIITACHO mprutoskeHne No 11.

(3) IlpuroTBssHuTEe B anTekara JIEKapCTBEHH MPOAYKTH IO MarucTpalHa pelenTypa ce 3aBeXIaT B
JHEBHUK CHITIaCHO NpuitokeHue No 12.

(4) Bppxy OmMakoBKUTE Ha MPUTOTBSHUTE B alTeKara JISKAPCTBEHH MPOJYKTH MO al. 2 U 3 Ce MMOCTaBsIT
CIICZIHUTE O3HAYCHHUS:

1. agpec Ha anTekara, HOMEp U JiaTa Ha U3AaJCHOTO pa3pelleHre 3a ThPTOBHsI Ha JPEOHO C JIEKApCTBEHH
MPOAYKTH;

2. HOMEp, TOJ KOWTO € 3alrcaH ChCTaBbT HA JIEKapcTBeHaTa ¢opma B JIa0OpaTOpHHSA JTHEBHHUK - B
CIIy4yauTe 1o ai. 2;

. HOMED U JlaTa Ha pelenTaTa, MMe U Bb3pacT Ha MalMeHTa - B CIyJauTe 1o all. 3;
. JlaTa Ha MIPUTOTBSHE;

. HA4YHUH Ha YHOTpC6a 1 IIOKa3aHus,

. HAUYMH Ha CbXPaHCHUC,

. CPOK Ha TOJTHOCT.

(5) 3abpansiBa ce cMeCBaHETO Ha pa3IMYHM HAPTUAM NpPU HIPECHIIBaHe, NpeiuBaHe W (acoBaHe Ha
JIEKapCTBEHU MPOJYKTH B aNTeKara.

(6) IIpu mpecurnBane, penuBaHe U GacoBaHe Ha JIEKAPCTBEHH MPOJYKTH BHPXY OIMAKOBKHUTE CE MOCTaBS
€THKET, KOWTO ChIbPKa BCHUKH JAHHA OT OPUTHHATHUS €THKET.

NN D0 AW

Ui 27. (1) B cki1amoBOoTO MOMEIIEHUE CE€ ChXPAHSBAT JICKAPCTBEHU MPOAYKTH U JIPYTH CTOKH, KOUTO CE
NpoJIaBaT B anTeKaTa.

(2) JlekapcTBeHU MPOAYKTH, OKA3aJIM HECHOTBETCTBHUS C M3UCKBAHMATA 32 KAYECTBO, C U3TEKbJ CPOK Ha
TOJIHOCT, C HAapyIICHH ITbPBUYHA WJIM BTOPUYHA OIAKOBKA, CE ChXPAHABAT OTACIHO OT JPYTHTE JICKapcTBa Ha
OTPEJICJICHO 3a [IEJITa MSICTO C TPAWHO CUTHAITHO 0003HAYCHHE, Ye ca OJIOKHPAHU.

Y. 28. (1) JlekapcTBEHN POAYKTH B KOJMUYECTBA, IO-MAJIKH OT pa3peleHara 3a yrnorpeda ornakoBka, ce
OTIIyCKaT C JIUCTOBKA M B ONAKOBKH, TapaHTHPALIX 3ala3BaHETO HAa KauyeCTBOTO W OCHUTYpPSIBAILM YCIOBHS 32
MIPABUJIHOTO UM ChXpaHEHHE. BbpXy ONaKOBKHUTE Ce HAHACAT BCUYKHU JJaHHU OT OPUTMHAJIHATa OIaKOBKa.

(2) JIekapcTBeHuTe BelllecTBa 3a U3rOTBAHE HA JICKAPCTBEHHU MPOJIYKTH [0 MarUCTpaIHa U (hapMaKoImeiiHa
perenTypa ce ChbXpaHSBaT B OINAKOBKA, TapaHTHpalla 3ala3BaHeTO Ha KadeCTBOTO MM, C HAJIHC, ChIbPIKAIl
CJIETHUTE JaHHW: HAMMEHOBAHUE, JIEKAPCTBEHO BEILECTBO, MAPTUAECH HOMEp, CPOK Ha FOJTHOCT.

Un. 29. M3uckBaHuATa 3a ChXpaHEHHWE W TPHUTOTBSIHE Ha JIEKAPCTBEHH NPOMYKTH Ca TOCOYEHU B

IMPUIIOKCHUC Ne 13, a 3APAaBHUTC U MPOTUBOCTIMACMUYHU U3UCKBAHUS IIPU pa60Ta B alITCKUTC - B IPUJIOKCHHUC Ne
14.

Y. 30. (1) Opranuzanusara Ha paboTa ¥ YHCICHOCTTA Ha TIEpPCOHAJa Ha anTeKaTa TpsOBa Jja OCUTYpsiBaT
CHa3BaHETO Ha HENpeKbCHAaTaTa MUHUMAaJHAa MEXIyAHEBHAa M CEAMHUYHA MOYMBKA WM MPOABIDKUTEIHOCTTa Ha
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paboTtHOTO BpeMme, ycraHoBeHU B Kojiekca Ha Tpyna.
(2) IlepcoHanbT B anTeKaTa 3adbIDKUTEITHO Pa0OTH ¢ pabOTHN OOYBKHM M OCJH MPECTHUIIKH, HA KOUTO CE
MOCTABSI HA/IMUC ¢ UMETO, KBATH(UKAIMATA U JITHKHOCTTA HA JIUIETO.

Un. 31. (1) PaboTHOTO BpeMe Ha amTeKaTa, KakTo pabOTHOTO BpeMe W aapechT Ha Hail-Oimm3kaTa
JICHOHOIITHA amnTeKa ce 00sABSIBAT Upe3 MOAXOIAII0 odopMeHa Tabena. AKO HAMa JCHOHOIHA anTeKa, ce 00sIBsIBa
amnTeKara, KOsiTO € C Hall-IbIro paboTHO BpeMe.

(2) Besika anTeka 3aIBJDKUTENHO UMa M3JI0’KeHa Ha BUIHO MACTO MH(popManus (aapec U pabOTHO BpeMme)
3a Haii-OnmM3KaTa amnTeka, KbJAETO C€ MPUTOTBAT JIEKapCTBEHM MPOMYKTH IO MAarucrpaiHa W QapMakoreiHa
peuentypa.

(3) Besika anTeka 3agb/DKUTETHO MMa M3JI0KEHA HA BHAHO MsCTO MH(popmauus (aapec, TenedoH H
paboTHO BpeMe) 3a KOHTPOJIHHUTE OPTaHU, Ha YHSTO TEPUTOPHS CE€ HAMHpA arTeKara.

(4) (Homa - 1B, 6p. 81 ot 2015 r.) PaboTHOTO BpeMe B anTeKNUTE Ha JICUeOHUTE 3aBEACHUS 110 WI. 222, all.
4 3JIIIXM ce ompenesnsi C MpaBUIHMKA 32 YCTPOHCTBOTO, JEMHOCTTA U BBHTPELIHUS pell Ha CHOTBETHOTO Je4eOHO
3aBe/IeHUE.

Un. 32. BpB Beska anrteka 3aJbJDKUTETHO C€ ChbXPaHABAT CIETHUTE JOKYMEHTH, KOUTO C€ MPEeJOCTaBAT
IIPU MOMCKBaHE OT KOHTPOJIHUTE OpraHu:

1. pa3pemienue 3a ThproBusi Ha APeOHO C JIEKapCTBEHHU NMPOAYKTH;

2. NUUEH3MWsI 32 THPTOBHA Ha JpeOHO W ChbXpaHsABaHE Ha JICKAPCTBEHHW MPOJYKTH, ChAbpPKALIHA
HapKOTWYHHM BEIIECTBA, KOTaToO anTeKaTa € MoJdy4yuiia pa3pelieHre 3a Ta3u JeHHOCT;

3. Konue OT ZOKYMEHTHTE 3a MPaBOCIOCOOHOCT M WIEHCTBO B bbiarapckus gapmManeBTHUCH ChIO3, KAKTO
U TPYAOBUTE AOTOBOPH ¢ paboTelIMTe B anTeKaTa JINIa;

4. (hakTypHTe MM KOIHE OT TAX, C KOUTO Ca 3aKyIEHH JIEKAPCTBEHUTE MPOAYKTH;

5. Komus OT TOKJIAX 33 U3BHPIICHA HHCIIEKIIUN OT KOHTPOJIHUTE OPTaHH;

6. KOmus OT YAOCTOBEPEHHATA 32 IOCETEHH KypCOBE 3a IIOBUIIABAaHE HA KBANM(HUKALMATA Ha PabOTELUTe
B amnTeKaTa.

Un. 32a. (Hos - JIB, 6p. 67 ot 2010 r.) Y moctoBepeHusiTa o wi. 32, T. 6 ce mpefoCTaBsT MPH MPOBEPKH,
M3BBPILIBAHU 110 pesia Ha 3aKOHA 3a ChCIIOBHATA OPraHM3alisl HA MarucTbp-hapmareBTuTe.

Paszpen IV.
Oprannsanus Ha padoTa B anTeka Ha JiedeOHH 3aBeeHus Mo 1wi. 222, aa. 4 3JIIIXM (3ara. u3m. - IB, 0p. 81
ot 2015 T1.)
Pazpen IV.
Opraansanust Ha pa0oTa B anTeKa Ha JieueOHH 3aBe/ieHUs 32 00JTHUYHA MOMOI, JMCIAHCEPH U XOCIHUCH ChC
cTalMoHAap
Un. 33. Anrekute Ha JiedeOHHUTE 3aBeICHUs 10 Wi. 222, ai. 4 ca caMOCTOSITEIHH 3B€Ha B CTPYKTyparTa Ha
nedeOHOTO 3aBelIeHUE, B KOETO Ce M3BBPIIBAT AEHHOCTUTE, onpeaeseHu B 3JITIXM.

Un. 33a. (Hos - [IB, Op. 81 ot 2015 1.) [eitHocTTa Ha anTekuTe Ha JieueOHU 3aBefieHus 10 wi. 222, an. 4
3JIIIXM ce ocwiuecTBsiBa choOpasHo [IpaBunara 3a 1o0pa dapmaneBTHUHA NPaKTHKA, IPUETH CHIVIACHO 4IL. 5, T. 3
0T 3aKoHa 3a ChCJIOBHATA OpraHu3ausl Ha MarucTep-apmanesture (3COMD).

Un. 336. (Hos - IB, Op. 81 ot 2015 r. (*)) B neuebnure 3aBepenus 3a coaandaa nomoni ¢ Hax 400 serna
3a aKTHBHO JICYCHHE MJIM B KOUTO MMa Pa3KpUTU Hai-Majiko 10 KIMHUKW/OTIENEeHHUs C JIerja, KakTo U B JIeUeOHH
3aBeJIeHNsI, KOUTO HM3BBPIIBAT JIEHHOCTH MO MEIUIIMHCKA OHKOJIOTHSI W/WIIM KJIMHUYHA XEeMaToJorHs, paboTu
Hall-Mallko eIWH Maructep-papmaneBr ¢ mnpugodbura crnenuanHoct "Kimunwmuna dQapmanus” wIM Che
cneranu3anus 1o "Kivauana dapmarus'.

Un. 338. (HoB - 1B, Op. 81 ot 2015 r.) Knunnunusar ¢apmaneBT chleiicTBa MpH OCHINECTBSIBAHE HA
JEHOCTUTE 110 HA3HAYABAHETO M MIPUTOTBSIHETO HA JICKAPCTBEHUTE MTPOTYKTH.



Un. 33r. (HoB - [IB, Op. 81 ot 2015 r.) Knuauunusr dapmaneBT OChLIECTBSIBA NEHHOCTTa CH B
cboTBeTcTBHE ¢ [IpaBuiaTa 3a 700pa (hapMalieBTHYHA IPAKTHKA, IPUETH ChIIacHO Wi. 5, T. 3 3COM®.

Un. 34. JlexkapcTBeHHTE IMPOIYKTH, HPEIHA3HAUCHH 32 XOCIHTAIM3UPAHUTE MAIMCHTH, CE OTIYCKaT B
MOJXOAIIa OMTAKOBKA, OCUTYPSIBAILA IPABHIHOTO UM ChXpaHEHHUE.

Un. 34a. (Hos - [IB, 6p. 81 ot 2015 r.) B anTekure Ha edeOHUTE 3aBeneHus Mo wi. 222, an. 4 3JIIIXM
Ce MOIbPKAT HEOOXOIUMHUTE KOJIMYECTBA JICKAPCTBEHHU MPOIYKTH, MEIUIIMHCKU U3ACIUS U JPYTH KOHCYMaTHUBU
3a OCUTYpsIBaHE HAa HOpMaJlHaTa paboTa Ha JIeueOHOTO 3aBEJICHUE 32 CPOK Hall-MaJIKO 5 JTHH.

Y. 35. (1) PproBoguTenuTe Ha aNTEKUTE Ha JiedeOHUTE 3aBeAeHUs 1o Wi, 222, an. 4, T. 1 u 2 3JIIIXM ca
YJICHOBE Ha MEJUIIMHCKUS ChBET HA CHOTBETHOTO JieueOHO 3aBECHUE.

(2) (dom. - 1B, 6p. 81 ot 2015 r.) Jlumara mo an. 1 WM MMOCOYECHH OT TSAX MarucCThp-(hapMaleBTH
3aITBJDKUTEITHO yYacTBaT B pa3paboTBaHe Ha JIEKapCTBEHATA CTPATETHs Ha JIe4eOHOTO 3aBeIeHIe, KaTo:

1. ygacTBaT BbB (papMaKoTepaneBTUUHNUTE KOMHICHUH;

2. M3TOTBAT MPAKTUYECKH PEUENTYpPHHUIM, ChOOpa3eHH C KadyeCTBOTO, CHTYPHOCTTAa W e(PHUKACHOCTTA,
KaKkTo U (papmMakoTepaneBTHIHa W/WiIH (papMaKOMKOHOMHYECKA OIEHKA Ha JIEKAPCTBEHUTE MPOIYKTH;

3. y4acTBaT BbB BCHYKH JCHHOCTH, CBBP3aHH C JOTOBapsiHe, CHaOAIBaHE U IOCTaBKa Ha HEOOXOAUMUTE
JIEKapCTBEHU MPOIYKTH;

4. WBTOTBAT TPENJIOKEHHsI 32 TMPOEKTOOIO/KeTa Ha JIeueOHOTO 3aBelieHWEe B YacTTa My, Kacaema
JIEKapCTBEHUTE MPOLYKTH;

5. M3TOTBAT CTaHAAPTHU ONEPATUBHU MPOLETYyPH 3a AEHHOCTHUTE, U3BHPIIBAHH B allTeKaTa;

6. KOHTPOIMPAT CHXPAHEHUETO M OTUYETHOCTTA Ha JICKAPCTBEHHUTE MPOAYKTH B OTACICHUITA U KIHHAKHATE;

7. (soBa - [IB, 6p. 81 ot 2015 r.) yyacTBaT B KIMHWUYHU U3MUTBAHU C JIEKAPCTBEHH MPOIYKTH H/HIIN
MEIUIUHCKYA HM3JIeNUsl ChbrilacHo T. 4.6 oT mpwiokeHne Ne 1 kM ui. 1, an. 1 ot Hapenba Ne 31 ot 2007 r. 3a
ompeeisHe Ha mpaBuiata 3a Jloopa kiuHuyHa npaktka (1B, op. 67 ot 2007 1.).

Un. 36. PpKOBOAMTEINTE HA aNTEKUTE Ha JeueOHuTE 3aBefacuus mo 4. 222, an. 4, 1. 1 u 2 3JIIIXM ca
OTTOBOPHM 32 U3BBPILIBAHETO Ha JeifHOCTUTE 1Mo wi. 20, KaKTo U 3a:

1. pa3npeneneHneTo Ha JeKapCTBEHUTE MPOIYKTH IO OT/ACICHHATA;

2. ocurypsBaHe Ha HeoOXoaWMara JIeKapCTBEHa M TepareBTHYHA HHQpOpManus 3a OCTAHAJIHTE
MEIUIMHCKU CTICIIUATTICTH;

3. (moBa - JIB, Op. 81 or 2015 r.) oOcmyKBaHETO Ha TAIMEHTHUTE B HM3BBHPAOOTHO BpeMe W TpHU
U3BBHPEIHU CUTYALUH.

Un. 37. (1) dapmakoTepalieBTHYHATa KOMHUCHS B JiedeOHUTE 3aBefeHus mo wi. 222, an. 4 3JIIIXM
€XeroJIHO M3padoTBa CUCHK C OCHOBHUTE JIEKAPCTBEHU MPOJYKTH, C KOUTO pa0OTH CHOTBETHATA alTeKa, KOWTO ce
YTBBPKAaBa OT PHKOBOAUTENS Ha JIEYEOHOTO 3aBe/ICHHE.

(2) CriucwkbT o ait. 1 ce n3paboTBa U akTyanu3upa ch00pa3Ho [103UTHBHUS JIEKapCTBEH CIHUCHK MO UL
262 3JIIIXM.

(3) CHabOnssBaHETO HA aNTEKUTE HA JIeYeOHUTE 3aBEICHNUS 110 ajl. | ¢ IeKapCTBEHU MPOJYKTH CEe M3BBPIIBA
ChOOPA3HO CIKMCHKA IO all. 1.

Un. 37a. (HoB - JIB, 6p. 81 ot 2015 r. (*)) (1) JlekapcTBeHUTE MPOIYKTH 32 CUCTEMHO JICUCHHE Ha
3JI0Ka4eCTBEHH 3a00JIIBaHMsI CE MPUTOTBAT B allTeKaTa Ha ChOTBETHOTO JIeYeOHO 3aBeJIeHHEe BbB BUJI 32 JTUPEKTHO
NPUIOKEHUE HA MAaIUeHTA.

(2) Ilpn puroTBsiHe Ha JEKAPCTBEHUTE MPOLYKTH CE CMa3BaT U3UCKBAHMATA Ha 3aKOHA 3a 3/IPaBOCIIOBHU
u Oe30macHu ycaoBuUS HA TPYA.

Yn. 376. (Hos - [IB, Op. 81 ot 2015 r.) (1) U3non3BaHuTe MbPBUYHU ONAKOBKHM Ha JICKAPCTBEHUTE
NPOAYKTH IO Wi. 37a ce MaKeTUpaT U 3aledaTBaT eXeJHEBHO B HOMEPUPAH XKbJIT MIPO3payeH MK OT (apMaleBT,
paborten B anTekaTa, KaTo B €1H IUIMK CE MOCTaBsT He rmoseye oT 10 Oposi omakoBKH.

(2) lIpenu mpenocTaBIHETO UM 3a ChOMpaHe, TPAHCTIOPTHPAHE W TPETHPAHE IUTUKOBETE M OMAKOBKUTE IO
ain. 1 ce omucBar OoT Maructhp-apMarieBTa B IMPUEMHO-TIpEAaBaTeNieH MPOTOKO ChINIACHO mpuiokeHue Ne 15.
[IpuemHO-TIpe1aBaTETHUAT TNPOTOKOJI CE€ ChCTaBsi B TPH EK3EMIUIApPa, IO €IWH CK3eMIULIp 3a amnTekara, 3a
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Pernonannara 3apasHa uncnekuus (P3U) u 3a nunero, npuTexaBailo ChOTBETHHS JOKYMEHT MO 4. 35 oT 3akoHa
3a ympasieHue Ha otnagsmute (3YO0).

(3) [InukoBeTe W OMAKOBKHUTE IO al. 1 ce MPEIOCTaBAT 32 ChOMpPaHE, TPAHCIOPTHUPAHE M TPETUPAHE II0
pena Ha 3akoHa 3a ympaBiieHHE Ha oTHagpuuTe. IIpenaBaHeTo ce M3BHPIIBA B MPUCHCTBUETO HA MHCIIEKTOP OT
P31, B paiioHa Ha KoATO ce Hamupa OOJHMYHATA alTeKa, ¥ Ha MNPEACTaBUTEN Ha JIMLETO, HPUTEKaBallo
CBHOTBETHHS TOKyMeHT 10 4. 35 3YO, ¢ KoeTo 1ede0HOTO 3aBe/iIeHIe NMa CKIIFOUEH JI0TOBOP.

Yn. 378. (Ho - [IB, Op. 81 ot 2015 r.) (1) M3non3BaHute TBPBUYHU U BTOPHUYHHM OINAKOBKH OT
JICKapCTBEHU MPOAYKTH 3a IEpopalHa MpHLeIHAa NPOTUBOTYMOpPHA Tepamus W MepopaliHa XUMHOTEPAIHs,
OTIIyCHATH Ha IAaLMEHTH 3a JICUCHHE B JOMAIHHU YCJIOBHS, C€ BPBIIAT Ha MarucTbp-(papmaneBTa B alTekaTa Ha
CBHOTBETHOTO JieueOHO 3aBeJeHHE 3a OOJHMYHA TOMOLI MpH CJEIBAIIOTO IOJNyYaBaHe Ha JeKapcTBa 3a
NpOABbIDKABAHE HA JICYCHUETO.

(2) IIpu BpBIIaHETO Ha OMAKOBKHTE 10 al. 1 BEPXY €K3eMIUIsIpa Ha perentypHaTa OJaHKa, ChbXpaHsIBaHa
B anTeKara Ha JIeueOHOTO 3aBeleHHE 3a OOJHWYHA IOMOI, C KOSNTO Ca OTILyCHATH JIEKAPCTBEHUTE HMPOLYKTH,
NallMEeHTHT M MarucTbp-papManeBThbT yAOCTOBEPSIBAT C MOMNHCUTE CH CBHOTBETCTBHETO WM NpUYMHATA 32
HEChOTBETCTBUETO Ha M3MOJ3BAHUTE U BbPHATU ITbPBUYHU M BTOPUYHHU ONAKOBKH C IPEANIMCAHWUTE U OTIIyCHATH
KOJINYECTBA.

(3) Ilpu ycTaHOBEHO HECHOTBETCTBHE MEXKIY U3MOJI3BAHUTE U BPHATU IIBPBUYHU M BTOPUYHHU ONAKOBKH
C TIpeINUCaHUTe U OTIIyCHATHTE KOJMYECTBA MAarkucThp-(PapManeBThT BIMCBAa IPUUYNHHUTE 32 HECHOTBETCTBHETO B
poToKoia 1mo 370, ai. 2.

(4) N3non3BanuTe W BHPHATH OT MAlMEHTa THPBUYHHA M BTOPHYHH OMAKOBKH Ha JICKAPCTBEHU MPOAYKTH
no at. 1 ce makeTupar, 3arevaTBar U MpeloCTaBsT 3a ChOMpaHe, TPAHCIIOPTUPAHE U TPETHpaHe 1o peaa Ha wi. 3706.

Un. 38. (U3m. - IB, Op. 2 ot 2012 r.) (1) 3a 3agoBoysiBaHe Ha COOCTBEHHUTE CH HYXKIH JIedeOHUTE
3aBefieHus 1o wi. 222, an. 4 3JIIIXM, xouto HIMAT OTKpPHUTA alTeKa, MOTaT Jia ce CHaOAABaT OT anTeka Ha APYro
neueOHO 3aBeAICHUE, TIOTYYMIIO pa3pelieHUe 3a THPTOBHsSI Ha IPEOHO € JIEKapCTBEHH MPOILYKTH.

(2) JleueObHuTE 3aBeaeHMS 11O al. | CKIIFOYBAT JOTOBOP 32 CHAOsBaHE C JIEKAPCTBEHHU MPOAYKTH, B KOHTO
YpEeXIaT yCIOBUSATA 3a 3asBsIBAHE, IOCTABKA U 3aIlIalllaHe Ha TPOJYKTHUTE.

(3) C noroBopa 1o an. 2 ce ypexaaT U YCIOBHITa, IPU KOUTO MarucTbp-hapManeBThT, PHKOBOIUTEN Ha
anTekara Ha JiedyeOHO 3aBeleHHE, MONyYMJIO Pa3pelieHHe 3a ThProBHA Ha APeOHO C JIEKapCTBEHH MPOLYKTH,
OCBIIECTBSIBA TEKYIl KOHTPOJ BBPXY YCJIOBHATA 32 CHhXpPAaHEHHE Ha H3IMCAHUTE M JOCTABEHH JIEKAPCTBEHH
HPOAYKTH.

Y. 38a. (Hoe - [IB, Op. 2 ot 2012 1.) (1) Crnen ckimoyBaHeTo Ha IOroBop mo wi. 38, am.2 ne4eOHOTOo
3aBeJ/IeHre, KOeTO HsMa COOCTBEHA amnTeKa, M3MHCBA HEOOXOAWMHUTE MY JICKAPCTBEHU MPOAYKTH Ha JIEKapCTBEH
JIUCT TIpW CHa3BaHe Ha pella M YCIIOBHUSTA 3a M3MKCBAaHE W OTUETHOCT, mocoueHu B Hapen6a Ne 4 ot 2009 r. 3a
YCIIOBHUSTA M pella 3a MpeANHnCBaHe W OTIyCKaHe Ha JexapcTBeHW mpoayktu (B, O6p. 21 ot 2009 r.), koiiTo ce
NPEZOCTaBS 3a M3ITBIHEHHUE B alTeKaTa Ha JIeueOHOTO 3aBEJICHUE C anTeKa.

(2) Ilpu TpaHCIOpPTHPAHETO W JIOCTAaBKaTa Ha JIEKAPCTBEHUTE MPOJYKTH, U3MHCAHU 10 pefia Ha ail. 1, ce
crasBar yCJIOBUSTA 332 CbXpaHEHUE, IOCOUYCHHU B Pa3peLISHUETO 3a ynoTpeda Ha NPOIYKTHUTE.

UYn. 386. (Hos - [IB, Op. 2 ot 2012 r.) JleueOHOTO 3aBe/ieHHE, KOETO HIMa COOCTBEHA anTeka, MOXKe Ja
3asBsIBA JICKAPCTBEHH NPOIYKTH, HEOOXOIMMH 32 33J0BOJISIBAHE HAa COOCTBEHUTE MY HYXK/H, 32 CPOK HE IO-TOJISIM
ot 10 man.

. 39. (1) (M3m. - [IB, 6p. 81 or 2015 r.) JlekapcTBeHUTE MPOAYKTA W MEIAUIIMHCKUTE H3ICITHS,
NpeHa3HAYeH! 3a KIMHUYHM M3MUTBAHMA, CE€ CBXPaHABAT OTAEIHO OT APYIHTE JICKApCTBEHW NPOAYKTH U
MEIUIUHCKN U3AETHs, ¢ 0003HaUEHHE 3a CTaTyTa UM, a KOraTo JieueOHOTO 3aBe[IeHHe He pas3roara cCbc cOOCTBEHa
anTeKa - B OIXOSIIH 32 IIeITa ITOMEIIEHUsI.

(2) JlexapcTBeHHTE IPOAYKTH, MOJTy4aBaHU OT JeyeOHHUTE 3aBeaeHus o peaa Ha Hapenda Ne 34 ot 2005
T. 32 pea 3a 3allaliaHe oT permyOJMKaHCKHs OI0JDKET Ha JICYEHHETO Ha OBJITapCcKUTE rpaxkIaHH 3a 3a00JsBaHMs
M3BBH 00XBaTa Ha 3a/IbJDKUTEIIHOTO 37paBHO ocurypsisane ([IB, op. 95 ot 2005 r.), ce chbXpaHsBaT OTIACIIHO.

(3) (Homa - IB, 6p. 81 ot 2015 r.) JlekapcTBeHUTE MPOAYKTH, MOTyUYE€HH KaTO XyMaHUTapHa MOMOII, Ce
ChbXpaHSABaT B alTeKuTe Ha JeyeOHUTE 3aBeleHHs OTICIHO OT IPYTUTe JIEKapCTBEHH NPOAYKTH, a KOraTo
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Je4eOHOTO 3aBE/ICHUE HE Pa3Ioiara ChC COOCTBEHA aNTeKa - B TIOJAXO/ISIIY 32 IIeNTa MOMEIICHHUS.

(4) (Homa - IB, Op. 81 ot 2015 r. (*)) Bcuuku nekapcTBEHH MPOAYKTH W METUITUHCKHA HW3ICIHA,
Npe/IHa3HAYCHU 33 KIMHWUYHY M3MHUTBAHWS, MPOBEKIAHH HA TEPUTOPHITA Ha JIeueOHOTO 3aBe/ICHHUE, CE MOyJYaBaT
U OTIyCKaT OT OOJHHMYHATA anTeka CHIJIACHO NPOTOKOJA Ha KIMHWUYHOTO M3MUTBAHE, a KOraTo Jie4eOHOTO
3aBeJICHUE HE pasroiara ChC COOCTBEHA anTeKa - ChriacHo T. 4.6 ot npmwioskerre Ne 1 kpMm wi. 1, aim. 1 ot Hapen6a
Ne 31 ot 2007 r. 32 onpenensHe Ha paBuiaTa 3a JJoOpa KITMHUYIHA MpaKTHKA.

Paznen V.

IIpoaax0a mo HHTEPHET HA JIEKAPCTBEHH MPOAYKTH 0e3 Jiekapcko npennucanue (Hos - /IB, 6p. 2 ot 2012 r.)

UYn. 40. (Hos - IB, 6p. 2 ot 2012 1.) (1) THproBust mo UHTEPHET C JIEKAPCTBESHH MPOAYKTH 0€3 JIeKapcKo
npeAnrucaHue MOXKe Ja M3BBPILIBA JIMILE, MTOIYYHIIO pa3pelicHre 3a ThProBUs Ha APeOHO ¢ JIEKapCTBEHU MPOLYKTH
WIH yIOCTOBEPEHHE 3a PErucTpanus Ha Iporepus mpHu ycioBusTa W no pena Ha 3JIIIXM u Ha Tasm Hapenbda,
CHOTBETHO Ha HapemobaTa 1mo wi. 243 3JIIIXM.

(2) ToproBusra mo an.l ce U3BBPIIBAa CaMO C JICKAPCTBEHHU MPOAYKTH, pa3pelieHu 3a ynorpeda mo pena
Ha 3JIIIXM.

Un. 41. (Hos - [IB, 6p. 2 ot 2012 r.) (1) 3a u3BbpumBane Ha fAeiiHocTTa Mo wi. 40 nmumero TpsiOBa Aa
pasmoJara cbC COOCTBEH HHTEPHET CaiT, Ha KOWTO Aa € MyONruKyBaHa ciieiHaTa HHPOPMAIUs:

1. HaUMEHOBAaHUETO Ha IOPUIUUECKOTO JIHLIE;

2. celaluIlLe U aJpec Ha yIpaBJICHUE;

3. azmpec Ha anTeKkaTa Wid APOTEpHUsITa;

4. HoMep U J1aTa Ha U3JaBaHe Ha pa3pelieHueTo no wi. 229, an. 2 3JIIIXM unu yaoCTOBEpEHUETO MO YL
240, an. 1 3JIIIXM;

5. TPUTC UMCHA Ha PBKOBOJUTECIIA HA alITEKaTa WU ApOorepusiara,

6. HOMCHKJIaTypa, CbAbpiKalla MEKAYHAPOAHUTEC HCIATCHTHN HAMMCEHOBAHUA U THPrOBCKUTC MMCHA Ha
npeaiaraHuTe JICKapCTBEHU POSYKTH;

7. LIeHa Ha JIEKapCTBEHUTE NPOAYKTH;

8. cTOMHOCTTa Ha TPAHCHOPTHHUTE Pa3XoJv, HEBKJIIOYCHHU B IICHATa Ha JIEKAPCTBEHUTE MPOIYKTH 110 T. 7,
CBBP3aHH C TSIXHATa JOCTaBKa;

9. HauMHa Ha IUTAllaHe, JOCTaBKa U M3IIBJIIHEHHE Ha JJOroBOpa 110 4il. 45;

10. mpaBoTOo Ha mMOTpeOHTENs Ja ce OTKaXKe OT JOroBopa Mo Wi. 45 W YCIOBHSTA, NMPH KOUTO
JIEKapCTBEHUSAT MIPOAYKT MOKeE J1a He Ob/Ie TIPUET;

11. nndopmarus 3a opraHuTe, OCHIIECTBABAIIN KOHTPOJI BbPXY JEHHOCTTA;

12. uaTepHeT Bpb3Ka KbM cTpanuiure Ha MAJI u beiarapckus dapmaiieBTHICH CHIO3.

(2) NUadopmanmsara no an. 1 TpsdBa na Obe npeaocTaBeHa 1o SICEH U pa3dupaeM HauuH, Ja moadepTaBa
TBPrOBCKHUSI XapakTep Ha MPeIoKEHHEeTO M Aa ObJie B CHOTBETCTBUE C MPUHIMIA HA JOOPOCHBECTHOCT IPH
THPTOBCKHUTE CJIEJKH U JI0OpaTa ThProBCKa MPAKTHKA.

Ui 42. (Hos - JIB, 6p. 2 ot 2012 1.) (1) IIpu 3amouBane Ha nefiHoCcT 1o wi. 234, an. 5 3JIIIXM nwumero
no wi. 40 mpexocTass mucMeHa nHpopmanus B AJL, xosiTo chappxa:

1. maraUTE MO Uil 41, an. 1;

2. HaMMEHOBAaHUETO Ha MHTEPHET CaiTa;

3. IaHHM 32 JIMLETO, KOETO € Ch3all0 MHTEPHET caiiTa /Uil ro MOAIbpXKa.

(2) KoM unbopmanmsara mo an. 1 ce mpuiara Jexniapaius oT juieTo no wi. 40, 4e mpuTekaBa WM
pasmonara ¢ TPaHCHOPTHU CPEJCTBA, OCHT'YPSIBAIM MPABUIIHOTO ChXPaHEHHE HA JIEKAPCTBEHHUTE MPOAYKTH MPU
TpaHCHOPTUPAHE.

Un. 43. (Hos - IB, 6p. 2 ot 2012 1.) (1) B cenemManeBeH cpok OT MOCTHIIBAHETO HA HH(GOPMAIIHATA 10 UII.
42, an. 1 UAJI n3pbpiiBa mpoBepKa Ha caiiTa OTHOCHO HAJIMYMETO HA JAHHUTE 1o wi. 41, an. 1.

(2) Korato UAJI ycraHOBH, 4e CalTBT ChIbpPKa BCHYKH HEOOXOJMMHU JaHHHW, U3BBPIIBA BIHCBAaHE Ha
nuneTo 1o wi. 40 B CHUCHK, MyOIMKYyBaH HA HHTEpHET cTpaHuiaTa Ha MAJL

(3) Koraro MAJI ycranoBm, 4e CaThT HE ChAbpXKAa BCHYKH HEOOXOMUMH NaHHU WJIM Y€ CHIIUTE ca
HEI'BbJIHYU, U3IIpalla MUCMEHO yBEJIOMIIEHHE 10 JHULETO Mo wi. 40 32 OTCTpaHABAHE HA KOHCTATHPAHUTE MPOIMYCKU
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W/WIIH HECHOTBETCTBHSL.

U 44. (Hos - [IB, 6p. 2 ot 2012 r.) (1) JIutieTo mo 4. 40 e AbKHO J1a OCUTYPH YCIIOBHS 3a:

1. IpaBUITHOTO OIAKOBAaHE, TPAHCIIOPTHPAHE U JOCTABSHE HA JICKAPCTBEHUTE NMPOMYKTH 1o 4. 40, ai. 1
TakKa, 4e Ja ObJaT 3ama3eHd TEXHUTE KadecTBa U e(hUKACHOCT;

2. TIOCTaBSHETO Ha JICKAPCTBEHUTE MPOJYKTH 710 24 Yaca OT MOCTHIIBAHETO HA 3asBKaTa;

3. BOJICHETO Ha JIOKYMECHTHUPaHA CUCTEMa 3a IPOCIIC/SBAHE HA TPATKUTE;

4. mpenoctaBsHeTO Ha WH(OpPMAaNWsS Ha TMONTydaTeNs Ha JeKapcTBeHHTEe mpoayktu mo w@wi. 40, am. 1
OTHOCHO HEOOXOAMMOCTTA Jla Bh3CTAHOBU KOHTAKTA CH C JICKYBalIMs JIEKap B Cllyuail Ha Bb3HUKBaHE Ha MPOOIeMHU
MIpH yrnoTpebaTa Ha JICKAPCTBEHUS MTPOIYKT.

(2) JInmero no 4. 40 mybIMKyBa Ha UHTEPHET caiTta cu WHGOpMAIIHs 32 HOMepa, 0] KOMTO € BIHCaH B
cnucbka Ha MAJI o 4. 43, an. 2.

Ui 45. (Hos - [IB, 6p. 2 ot 2012 r.) Mexnay nuneto mo wi. 40 1 moTpeOuTeNs ce CKII0YBa J0TOBOp 3a
mpoAak0a OT pa3CTOSHUE TI0 CMHUCHIIa Ha WiI. 48 OT 3aKOHA 3a 3alliTa Ha MOTPEOUTEIHTE.

Y. 46. (Hos - [IB, 6p. 2 ot 2012 1.) [IpremMaHeTo Ha 3asiBKaTa U OTIYCKAHETO HA JIEKAPCTBEHHUS MPOIYKT
CE U3BBPIIBA:

1. B anTeka OT MarucTbp-papMaieBT WIM TOMOIHHUK-(hapMaleBT B ciaydauTe mo wi. 225, an. 1 3JIIXM,
WIN

2. B IporepHsi OT MEIUIIMHCKH CTICIIHAIIUCT.

Un. 47. (Hos - JIB, Op. 2 ot 2012 r.) (1) IIpm momanena 3asBka jureto mo w@wi. 40 MOTBBpXKIaBa B
nucMeHa opMma uiH Ha JpyT TpaeH HocuTen nHpopManusTa no wi. 41, an. 1, 1. 6 - 9.

(2) IIpu moTBBpxK/TaBaHE Ha 3asgBKaTa JIUIETO MO Wi. 46 1aBa HEOOXOaUMAaTa KOHCYNTAIHS Ha OBJITapCKu
€3UK, MIOMCKaHa OT MOTPEOUTEIS.

Y. 48. (Hos - /IB, 6p. 2 ot 2012 1.) Korato numero mo wi. 40 He MOKe [a U3IIBIHA 33bIDKCHHAATA CH 110
JIOTOBOpa IMOpajJd TOBa, Y€ HE pasmnojara ¢ MOPbhbUAHWTE JICKAPCTBEHU MPOAYKTH, TO € JUIBKHO Jia YBEIOMHU
oTpeduTeNs.

Un. 49. (Hos - B, 6p. 2 ot 2012 r.) 3asBKuTe W NOTBBPXKICHMATA 3a OTIYCKaHE MO WHTEPHET Ha
JIEKapCTBEHU TPOAYKTH Oe3 JIeKapCKo NpeANHcaHue ce ChXpaHsBaT Ha XapTHEH HOCUTEN B anTekarta HWId
JIporepusiTa 3a CpOK 5 TOJUHHU.

UYn. 50. (Hos - /1B, 6p. 2 ot 2012 r.) PproBoAMTENSAT HA anTeKaTa WK APOTepHsITa HOCH OTTOBOPHOCT 3a
ISUIOCTHATA OpTaHW3alus M KOHTpPOJa Ha THPrOBUSATA [0 WHTEPHET C JICKAPCTBEHH NPOIYKTH 0Oe3 JIEeKapCcKo
NpEeANrCcaHue B CbOTBETHUS OOCKT.

IIpexoanu u 3aKkJIIOYUTETHU pa3nopenou

§ 1. (1) 3amouyHanure 10 BIM3aHETO B CHJAa Ha Ta3d Hapexda MPOM3BOACTBA 3a IOJIydaBaHE Ha
paspelieHue 3a THPrOBHS Ha JPeOHO C JIEKaPCTBEHHW MPOAYKTH WM 32 NPOMSHA B M3JaJICHO pa3pelleHue ce
pasriexnaat mpu ycioBuara Ha otMeHeHata Hapen6a Ne 8 ot 2000 r. 3a ycTpoHCTBOTO, pefa M OpraHn3anysiTa Ha
pabotara B antekute (JIB, Op. 54 ot 2000 r.) B cpoK 10 6 Mecela CYMTaHO OT JaTaTa Ha BIIM3aHETO U B CHJIA.

(2) Cnen u3tnyane Ha cpoka Mo ai. | 3amoyHanuTe OO BIM3aHETO B CHJIA HA Ta3W Hapenda MpOU3BOJCTBA
3a MoJlyuyaBaHe Ha paspellieHHe 3a THPTrOBHs Ha JIPeOHO C JEKapCTBEHW NPOAYKTH WM 32 NPOMSHA B M3aJCHO
paspenieHue ce JOBbPIIBAT [IPU YCIOBUATA U PEAA, IPEABUICHU B HEA.

§ 2. (1) (Ilpenumen texct Ha § 2 - [IB, Op. 67 ot 2010 1., gom. - IB, 6p. 2 ot 2012 r.) JIuuara, nomxydmiu
paspellieHHe 3a OTKPMBAaHE Ha anTeKka WK pa3pelieHHe 3a ThProBHS Ha JAPEOHO C JICKAPCTBEHH IMPOAYKTH
MIPUBEXKAAT IEHHOCTTA CH B ChOTBETCTBUE C HEWHNUTE N3UCKBAHWUSA, C M3KIIOYeHUe Ha wi. 10, am. 2 mun. 12, am. 3, B
CPOK JI0 JIBE€ TOJIMHU OT BIIM3aHETO W B CHJIA.
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(2) (Hosa - IB, 6p. 67 ot 2010 1., oT™. - IB, 6p. 2 0T 2012 1.)

(3) (HoBa - IB, Op. 67 or 2010 r.) Jlumara, mOMydYHIN pa3pelicHHe 3a OTKPHUBAHE Ha anTeKa WiIu
pasperieHue 3a ThpProBHs Ha APEOHO C JTeKapCTBEHU MPOIYKTH B HaceneHu MecTa ¢ HaceneHue mox 10 000 xurenw,
MPUBEKAAT JICHHOCTTA CU B CHOTBETCTBHE C M3UCKBAHETO Ha wi. 14, an. 2 B cpok 10 1.07.2011 1.

§ 3. (U3m. - IB, 6p. 2 o1 2012 1., mom. - JIB, Op. 81 ot 2015 r.) KoHTpOIBT 1O M3MBIHEHNE HA HapeadaTa
CE€ OCBIIECTBSIBA OT MUHHCThpPA Ha 3PaBEOINAa3BAHETO, TJABHUS IbP)KABCH 3APAaBEH WHCIICKTOP, U3IIBIHUTCIHUS
JUPEKTOp Ha M3mbJIHUTENHATA arcHIMS IO JISKapCTBaTa, WICHOBETE Ha KOMUCHHMTE IO €THKAa M Ka4eCTBO KBM
peruoHaHUTe (PapManeBTHIHNA KOJeTHH Ha bhirapckus ¢apMarieBTHUEH Chi03, JUPEKTOPUTE HA PETHOHATHUTE
3/IpaBHU MHCTIEKIIUU ¥ UHCIICKTOPH MPU PETHOHAIHUTE 3IpaBHU MHCIIEKITUY,

§ 4. Taszu Hapenba ce m3maBa Ha ocHoBaHme Wi. 219, an. 2 or 3akoHa 3a JIEKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MenuimHa U otMeHs: Hapem6a Ne 8 ot 2000 T. 32 ycTpOHCTBOTO, pefla M OpraHM3anusATa Ha padoraTta B
antekute (/IB, 6p. 54 ot 2000 1.).

IIpexoanu pasnopendu
KBbM HAPE/JIBA 3A UBMEHEHUE U JIOITBJIHEHUE HA HAPEJIBA Ne 28 OT 2008 I'. 3A
YCTPOMCTBOTO, PEJJA 1 OPTAHU3AILIUSATA HA PABOTATA HA AIITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE IPOAYKTHU
(OBH. - B, BP. 67 OT 2010 T.)

§ 8. JInnaTa, noMy4niIx paspelleHre 3a OTKpUBAHE Ha alTeKa WM pa3pelieHue 3a ThProBus Ha IpeOHO C
JIEKAPCTBEHU MPOIYKTH, IPUBEKIAT IEUHOCTTA CH B ChOTBETCTBUE C Wi. 16a B cpok 0 1.07.2011 r.

§ 9. JIunara, MOMyYHIH pa3pellieHHe 3a OTKPHBAHE Ha anTeKa WK pa3pelieHue 3a ThProBHs Ha APEOHO C
JIEKapCTBEHU TPOJYKTH, PUBEKAAT ICHHOCTTA CH B CHOTBETCTBUE € § 6, T. 1, OykBa "0" (oTHOCHO T. 5, OykBa "a'")
B cpok g0 1.07.2011 1.

IIpexoanu pasnopendu
KBbM HAPE/JIbA 3A UBMEHEHUE U IOITBJIHEHUE HA HAPEJIBA Ne 28 OT 2008 I'. 3A
YCTPOMCTBOTO, PEJJA 1 OPTAHU3AILIUATA HA PABOTATA HA AIITEKUTE U
HOMEHKJIATYPATA HA JIEKAPCTBEHUTE TPOAYKTHU
(OBH. - 1B, BP. 81 OT 2015T".)

§ 22. JleueOHUTE 3aBeneHUs MPUBEKIAT JEHHOCTTAa CH B CHOTBETCTBUE C M3UCKBAHUSATA MO § 7 OTHOCHO
ui1. 19, an. 4 B cpoK J10 IIeCT Mecella OT BIM3aHe B CHJIa Ha Ta3H Hapenoa.

§ 23. JleueOuuTE 3aBEICHNS IPUBEKIAT JCHHOCTTA CH B CHOTBETCTBHUE C M3UCKBAHMATA 10 § 12 OTHOCHO
1. 330 B CPOK JI0 TPpH TOAVMHU OT BJIM3aHE B CHJIa HA Ta3W Hapenoa.

§ 24. JleueOHUTE 3aBeIeHNS TIPUBEXKIAT JEHHOCTTA CH B ChOTBETCTBHE C M3UCKBaHUATA IO § 16 OTHOCHO
. 37a B CPOK JI0 IIECT Mecella OT BJIM3aHe B CHUJIa HA Ta3u Hapeaoa.

§ 25. JleueOHuTE 3aBEICHNS IPUBEXKIAT JEHHOCTTA CH B ChOTBETCTBUE C M3UCKBaHUATA IO § 17 OTHOCHO
yi. 39, an. 4 3a KIMHUYHU U3MUTBAHUS, TOTYYWIH MOJOXKUTEIHO CTAHOBHUILE 3a MPOBEXKAAHETO UM CBITIACHO
3JIIIXM, mo 1 sayapu 2017 r.

IIpunoxxenne Ne 1 kpm wi. 1, am. 1

(U3m. - B, 6p. 67 or 2010 T.)

IIpoayxTH, KOUTO ce mpeaaraT B aTeKuTe

1. JlekapcTBEHU MPOTYKTH.

2. MeuIMHCKY U3JIeNHs.

3. lueTnyHH XpaHu 3a CTIEHAITHA MEIULIMHCKY TIeTTH, XpaH! 3a KbpMadeTa U MPEeXOaHH XPaHH.
4. XpaHuteaHu 100aBKH.

5. Ko3aMeTnuHu NpogyKTH.

11



6. CaHUTapHO-XUTMEHHHH CPEJICTBA.
7. buouuau ot rpyma 1 "Jleaunpexkrantd u odumu Owormau" u rpyma Il "Buommmu 3a Oopba ¢
Bpenutenn" chriaacHo npunokenne Ne 12 ot HapenOara 3a ycnoBusiTa 1 pefia 3a mycKkaHe Ha Ta3apa Ha OWOIHIn

(B, 6p. 4 oT 2008 1.).

IIpunoxxenue Ne 2 xpM 4. 1, an. 2
Crnuchk Ha pa3pelleHuTe 3a yrnoTpeba IeKkapcTBEHH MPOLYKTH, OTIIYCKaHH 0e3 JIeKapcKo NpeANcaHue,
KOHUTO MOTaT Jia Ce MPOAaBaT upe3 aBTOMaTH

I'pyna mpomykTu/
MexayHapoIHO HENATECHTHO
HanMmeHoBaHue (INN)
AueTHicaninuioBa KHCEIMHa

(Acetylsalicylic acid)

[Tapameramon (Paracetamol)

MeauuuHcKy BBIJIEH

(Medicinal charcoal)

AckopOWHOBa KHCETMHA
(Ascorbic acid)

MyJ'ITI/IBI/ITaMI/IHPI, OOMKHOBEHHU
(Multivitamins, plain)

MyJ'ITI/IBI/ITaMI/IHH C MUHECpAIHN
(Multivitamins with minerals)

Amntucentunu (Antiseptics)

HpOTI/IBOB’b3HaJ'II/ITeJ'IHI/I mnpe-
rnapartu 3a JIOKaJIHO IPUJIOKEC-
HUEC, HCCTCPOUIHU
(Antiinflammatory preparations,
non-steroids for topical use)

ATC xox

NO02BAO1; NO2BA51

NO2BEO1; NO2BE51

A07BA01; AO7BAS1

Al1GAO01

All1BA

All1AA

RO2AA

MO2AA

IIpunoxxenne Ne 3 kM ui. 2, an. 3
AmnTexaTa MMa U3Ja/IeHO pa3pelieHne 3a ThProBHUA Ha JIpeOHO ¢ JIEKapCTBEHHU MPOIYKTH

Ne /

JIOTTbTHUTETHY yCIIOBHS
(orpanuaeHUs)

MakcuManHoO KOJINYECTBO aKTUBHO BEIICCTBO
3a 1030Ba equHMIA - 325 mg; 10 16 Opost
JI030BHU

eIMHUIM B onakoBka. CaMo TBBpIU
JIEKapCTBEHU

(hopMu 3a IepopaTHO MPUIIOKEHHES
MakcuManHO KOJUYECTBO aKTUBHO BEIICCTBO
3a

nmo3oBa eauauna - 500 mg; mo 16 6post mo30BH
€MHULIN B onakoBka. CaMo TBBpIU
JIEKapCTBEHU

(hopMH 3a IEPOPATHO MPUIIOKCHUC

Jo 20 6post 1030BH €AMHUITN B OMTAKOBKA.
CaMo TBBp/IU JICKapCTBeHU (HOpMHU 32
MIEPOPATHO

MIPIJTIO’KEHUE

o 100 6post 1030BU €TUHUIIM B OTIAKOBKA.
CaMo TBBP/IU JIEKapCTBEHH (DOPMHU 3a TIepopa-
HO TIPUIIOKEHUE

o 100 6post 1030BU €TUHUIIM B OTIAKOBKA.
CaMo TBBp/IU JIEKapCTBEHH (DOPMHU 3a TIepopa-
HO TPUJIOKECHUE

o 100 6post 1030BU €TUHUIIM B OTIAKOBKA.
CaMo TBBP/IM JIEKapCTBEHH (DOPMHU 3a TIepopa-
HO MPUJIOKECHUE

o 24 6post m030BH eAMHHUIN B OntakoBka. Camo
TBBP/IU JIEKAPCTBEHH (DOPMU 32 TIEPOPATHO
MIPIIIOKCHHUE

JlexapcTBEeHU POTYKTH, KOUTO CE€ OTITyCKAT

B I'bPBUYHA OMAaKOBKa "Ty0a", c MaKcUMaieH
obem/maca Ha omakoBkara - 60 ml/60 g
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Ha

(MMe 1 BU Ha THPTOBEIIA)

Peructpupan/EMK

CeJaIINIIE: TP., OOIIHMHA,

aJipec Ha yrpaBJIeHUE:

Ha anpec:

rp. yiI.

PrwkoBoauTen Ha anTekara €:

HCﬁHOCTHTe, KOHWTO MOTaT Aa CC U3BbPIIBAT B alITECKAaTa, Ca:

(ommcBar ce IeHHOCTHTE, KOUTO Ca TIOCOYCHHU B Pa3pelIeHUeTo, H3JaJeHO0 OT MUHHUCTHPa Ha 31PaBeoIa3BaHeTo).

ITpunoxxenue Ne 4 xbm ui. 3, an. 3
JHEBHUK HA U3ITBJIHEHUTE PELIETITU B ATITEKATA
No Jara Ha Nwme Ha maruenTa, WNwme Ha nexaps [Tpuen OrnycHan 3abenexka

o TpUeMaHe BB3PacT U apec YUH
pex  Ha perenrara

ITpunosxenue Ne 5 xpM 4. 4, an. 1

Coucek Ha JICKAPCTBCHUTEC I'PYIU CHIIIACHO aHATOMO-TCPANICBTUIHO-XUMHUYHA KJ'IaCI/I(i)I/IKaHI/Iﬂ, C KOUTO
pas3noJiiara BCJIKa arTeka

A XpaHocMHUIIaTeNTHA CUCTEMA U METa00IN3bM

A01 CTOMaTONOrMYHY JIEKAPCTBEHN IPOAYKTH

A02 AHTHAIIIHY JIEKAPCTBEHH MTPOAYKTH

A03 JlekapcTBEHU NPOAYKTH NMPH PYHKIIMOHAIHU CTOMAIIHO-YPEBHU 3200 ISIBAaHHS
A04 AHTHEMETHYHH U TPOTHUBOIIOBPBIIAIIN

A05 JlexapcTBeHM IPOIYKTH 32 JIUSHUE Ha XITHYHH U YePHOAPOOHN 3200 IsIBAaHIS

A06 OYHUCTHTENHYU | JIAKCATUBHU JIEKAPCTBEHH MPOITYKTH

AQ07 AHTUIMapUYHH, YPEBHU TIPOTHBOBB3NATUTEIHI/aHTUUH()EKIIHO3HH JISKAPCTBEHH TPOLYKTH
A08 JlexapcTBeHM POAYKTH MIPH 3aTIIHCTABAHE, C M3KIIOYCHUE HA IUETHYHH NPOIYKTH
A09 JlekapCTBEHHU MPOAYKTH, TIOBIHSABAIIA XPAHOCMIIIAHETO, BKIFOYHTEIHO U €H3UMHU
Al10 AHTUIMAa0ETHH JEKapCTBEHHU MPOTYKTH

All Buramunn

Al2 Munepanau 100aBKH
Al3 Tonumu

Al4 AHa00JTHY JIEKapCTBEHHU NMPOAYKTH 32 CUCTEMHO NPHIIOKEHUE

Al5 ATNETUTOCTUMYIAHTH

Al6 Jpyru nexapcTBeHU MPOAYKTH, OBIHSBAIIA XpaHOCMUJIATEIHATA CHCTEMa U MeTabonu3ma
B KpbB 1 KpBBOTBOPHH OpTaHH

BO1 AHTHTPOMOOTHYHH JIEKAPCTBEHU HPOILYKTH
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BO2
BO3
BOS
BO6

Cco1
C02
Co03
Co4
C05
Co7
Co08
C09
C10

D01
D02
D03
D04
D05
D06
D07
D08
D09
D10
D11

GO1
G02
GO03
Go04

HO1
HO2
HO3
HO04
HO5

Jo1
Jo2
Jo4
JO5
JO6
Jo7

LO1
L02
LO3
LO4

MO1
MO02
MO03

AHTHXEMOpParnyHH JIEKapCTBEHHU MPOILYKTH

AHTHaHEeMHYHH JIEKaPCTBEHU MPOIYKTH

KppBo3amecturenn n nHPY3HOHHH Pa3TBOPU

Jpyru XxeMaToIOrHyHHA NPOILYKTH

CbpaevHo-ChI0Ba CUCTEMA

JlexapcTBeHM TIPOIYKTH 32 JISUCHNE Ha ChPASYHH 3a00IsIBaHHA (Tepanus Ha ChPIETO)
AHTHXUNIEPTEH3UBHU

Huypernnu

Ilepuepuu BazogmIIaTaTOPH

Bazonporexkropu

Bera-6mokepu

brokaropu Ha KanueBUTE KaHAIN

JlexapcTBeHN TIPOIYKTH, TTOBIIMSBAIIN PEHIH-aHTHOTECH3MHOBATA CHCTEMA
JlunuaonoMo gy IHpany JeKapCTBEHU MPOAYKTH

Jlepmaronoruunu

AHTUMUKOTHYHH JIEKAPCTBEHU MPOIYKTH 32 IEPMATOIIOTHYHA yIIOTpeda
OMeK4aBaly 1 Mperna3Balid KoKaTa JeKapCTBeHU MPOAYKTH

JlekapcTBEHM MPOAYKTH 3a JICUCHUE HA PaHU U SI3BU

[IpoTuBOCHpOEKHY, BKIFOYUTEITHO U AHTUXUCTAMWHU, aHECTETULIN H JIP.
AHTUIICOPHATUYHU JIEKAPCTBEHHU MPOTYKTH

AHTUOMOTHIIM U XUMHUOTEPAIICBTHUIIN 32 ICPMAITHO MPHIOKEHHUES
Koptukocreponnu 3a 1epMaitHO MPHIIOKEHHUE

AHTHCENTHIIN U JIe3UH(EKTaHTH

[TpeBpB3KH € IEKapCTBEHO BELIECTBO

JlekapcTBEHM MPOAYKTH 3a JICUCHUE HA aKHE

Hpyru n1epMaToIOTHYHY JIEKAPCTBEHH MPOAYKTH

ITukodo-110JI0Ba cHCTEMA M TIOJIOBU XOpMOHHA

I'maexonornyHu, aHTHMH()EKIINO3HH JIEKAPCTBEHHU MPOIYKTH M AHTUCETITUIH
Jpyru THHEKOJIOTHYHH JIEKAPCTBEHH MPOAYKTH

[TomoBM XOpPMOHH U JIEKaPCTBEHU MPOAYKTH, PETYIHUPAIIH T0J0BaTa CHCTEMA
YposiorudHu eKapCTBEHU MPOIYKTH

CucreMHN XOPMOHATHH JIEKAPCTBEHH TPOTYKTH, C M3KIFOYCHHE Ha ITOJIOBUTE XOPMOHU ¥ WHCYJTMHHATE
Xurmopu3Hu XOPMOHH U XOPMOHH Ha XUTIOTaJaMyca H TEXHU aHaJI03U
KopTukoctepouau 3a CHCTEMHO MTPUIOKEHUE

JlekapcTBEeHHM MPOAYKTH 3a JICUCHUE Ha 3a00JIIBaHKS HAa IUTOBHIHATA JKIIe3a
[lankpeaTnyHu XOPMOHHU

JlexapcTBEHM NIPOTYKTH, ITOBJIMSBAIIN KaJIlUEBaTa OOMSsIHA
AHTHMH(PEKINO3HU JIEKAPCTBEHU MPOYKTH 32 CHCTEMHO TPUIIOKEHHE
AHTHOaKTEpUAITHY JIEKAPCTBEHH MPOAYKTH 33 CHCTEMHO MPIIIOKEHUE
AHTUMUKOTHYHH JIEKAPCTBEHU MPOIYKTH 32 CHCTEMHO TIPUIIOKEHHE
AHTUMHKOOAKTEpPHAITHU JIEKAPCTBEHU MPOTYKTH

[TpoTHBOBHPYCHY JIEKAPCTBEHH MTPOYKTH 32 CUCTEMHO MPUIIOKEHUE
HMyHHM cepyMH U UMYHOTJI00YJINHH

Bakcunu

IIpoTMBOTYMOpPHH K UMYHOMOYJIMPAILH JIEKAPCTBEHU IPOLYKTH
AHTHHEOIUIACTUYHHI

JlexapcTBEeHM MPOAYKTH 3a CHIOKPUHHA Teparnus

NMmyHOCTUMYIAHTH

MNmynocynpecopu

MycKyITHO-CKeJleTHa CHCTEMa

IIpOoTHBOBB3NAINTEIHN U NPOTUBOPEBMATHYHH JICKAPCTBEHU IPOAYKTH
JlekapcTBEHHU MPOAYKTH 32 JIOKATHO MPUIIOKEHHUE MIPU CTaBHA U MYCKYyJIHA 0OJIKa
MycKyHHI peakcaHT!
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MO04
MO5
M09

NO1
NO2
NO3
NO04
NO5
NO6
NO7

PO1
P02

P03

RO1
R02
RO3
RO5
RO6
RO7

S01
S02
S03

V01
V03
V04
V06
V07
V08
V09
V10
V20

JlexapcTBeHU MPOIYKTH 3a JISUEHUE HA Mojarpa

JlexapcTBeHU NPOAYKTH 32 JIEUEHNUE HAa KOCTHH 3a00JIsIBaHUs

Jpyru nexapcTBeHU NPOAYKTH IIPpH 3a00IsIBaHUs HA MyCKYJIHO-CKEJIETHATa CUCTEMa
HepsHa cucrema

AHecTeTHIIN

AHanreTuu

AHTUENWIENTHIIH

AHTUNIAPKUHCOHOBH JIEKAPCTBEHU MPOJYKTH

IlcuxonenTunu

IIcuxoananenTuiu

Hpyru nexapcTBeHU NPOIYKTH, OBIUSABAIIN HEPBHATA CHCTEMA

AHTUTNIAPa3UTHYU, HHCEKTULIUIN U PENEIICHTH

AHTHUNIPOTO30MHU JIEKAPCTBEHU POAYKTH

AHTUXETIMHUHTHH JIEKapCTBEHU MIPOJYKTH

JlexapcTBeHU MPOAYKTH 32 JIEUCHUE HA €KTONAPa3sUTHU 3200 sIBaHNs, BKIIOUUTEIHO CKaOULUAY,
WHCEKTHULIVIN U PENENIEHTH

JuxarenHa cucrema

HasaiHu nexapcTBeHU IPOLYKTH

JlexapcTBeHU NPOAYKTH 3a JIeYeHUE Ha 3a00JI1BaHMsI HA yCTHATAa KyXUHA U QapHHKCca
JlekapcTBEHM MPOAYKTH 3a JICYCHNE Ha OOCTPYKTUBHH AUXATEIHHU 3a00IIIBaHHS
JlekapcTBEHM MPOAYKTH 3a JICUCHUE HA KAIUTHLA U TPOCTYHH 3a00IsIBaHUS
AHTUXHACTaMHUHH 332 CUCTEMHO NPWIOKEHNE

Jpyru nexapcTBEeHU NPOIYKTH, OBIUABAIIM JUXATEIIHATA CHCTEMA, 3a CHCTEMHO NPUIIOKEHNE
CeH30pHM OpraHu

OdTanMoIOrH4HH JIEKapCTBEHU POTYKTH

OTONOTUYHH JIEKAPCTBEHU IPOLYKTH

OdTanMONIOTHYHU B OTOJIOTHYHH JIEKAPCTBEHHU MPOAYKTH

Hpyru nekapcTBeHH NPOYKTH

Aneprenu

Beuukn apyru iekapcTBEHH MPOAYKTH

JlmarHocTHYHM IPOAYKTH

JleaeOHM xpaHn

Benukn apyru HenmekapcTBEHH IPOAYKTH

KonTtpacTtHu BemecTBa

JuarHocTuyau pagrnoapManeBTHIHN MPOAYKTH

TepaneBTuunu paanodapmMaleBTHYHA TPOLYKTH

XupyprudHu NpeBpb3KU

XoMeonaTHYHU CIeNHaINTETH 1 MOHOIIpenapaTu

ITpunoxxenue Ne 6 kbM 4i1. 5

(Ot™m. - 1B, 6p. 2 0T 2012 T1.)

IIpunoxxenne Ne 7 kpm wit. 11

(U3wm. - JIB, 6p. 67 ot 2010 1., u3m. - [IB, 6p. 2 oT 2012 1.)
IIpunoxxenne Ne 8 kpM uit. 12, an. 3

(U3wm. - JIB, 6p. 67 ot 2010 1., u3Mm. - JIB, Op. 2 ot 2012 r., m3m. - [IB, 6p. 81 oT 2015 1.)

1. BunoBe momelieHus BBB:
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1. AniTeka 3a OTIyCKaHe Ha JIEKapCcTBa Ha TPaKIaHMU:;

a) Anreka 3a JIeKapcTBEHH TPOJIYKTH, C U3KIIOUCHUE Ha TIPUTOTBSHU [0 MarucTpaiHa u ¢apMakorieiina
perentypa ¢ eIHO pabOTHO MSCTO - C MHHHMAaiHa o60ma rwiomnr 30 KB.M, ChCTOAIIA C€ OT MPHUEMHO TOMEIIECHHE,
CKJIQJIOBO TMOMEIICHHE W CAaHWUTApCH BH3EJI C M30JAIMOHHO MPEIBEPUEC U MHBKA. 32 BCAKO ClIeABAIIO pabOTHO
MSICTO C€ M3UCKBAT OIIle 5 KB.M JIOITBJIHUTEIHA IJIOMI.

0) Anreka 3a JIeKapCTBEHH MPOJYKTH, BKIIOYUTEIHO W MPUTOTBSIHH 110 MarucTpaiHa U ¢apMakomneiHa
peuentypa ¢ eaHo pabOTHO MSCTO, B KOATO HE C€ MPUTOTBAT JICKAPCTBCHH (POPMH 3a OYM M Pa3TBOPU 3a
MAPEHTEPATHO MPHUIIOKEHHE - C MUHUMATHA 0011a mtony 40 KB.M, ChCTOSIIA C€ OT MPUEMHO TIOMEIICHUE, CKJIATIOBO
TIOMEII[EHNEe, aCHCTEHTCKO TIOMEIIeHNEe C €AHO PabOTHO MSCTO M MUBKA 332 M3MHBAHE Ha CHAOBETE M YpeIuTe 3a
MIPUTOTBSIHE 110 MArucTpajHa W (apMakoleiHa perentypa W CaHUTApeH Bh3eN ¢ M30JAIMOHHO MpeIaBepuc U
MUBKa. 3a BCSKO CJeIBaml0 pabOTHO MSCTO CE M3HMCKBAT OIS S5 KB.M JIONMBJIHUTEIIHA TUIOINI. 3a MPUTOTBSHE Ha
JEKapCTBEHW TPOAYKTH 10 MarmcTpaiiHa pelenTypa ce HM3IMOoJ3Ba IMpedncTeHa BoAa ChIiacHO EBpomeiickara
(hapmakorres.

B) AmTeKa 3a JICKAPCTBCHU MPOIYKTH, BKIIOYUTEIHO U MPUTOTBSIHY 110 MarucTpaiHa U ¢apMakoreiiHa
perenitypa ¢ eaHO paboTHO MSCTO, B KOATO Ce IMPUTOTBSAT JIEKApCTBEHH (DOPMH 3a 0YX - C MHHUMAJIHA 00111 TUTOII
50 KB.M, CBCTOSAIIA Ce OT MPUEMHO MTOMEIEHNE, CKJIAZ0BO MTOMEIIEHIE, aCHCTEHTCKO ITOMEIIEHHE C €HO PabOTHO
MSICTO ¥ MUBKA 32 M3MHMBAHE Ha CHJIOBETE U YPEAMTE 3a MPUTOTBSIHE [0 MarucTpaliHa U (hapMaKoIleiiHa perenTypa,
acenTHuyeH OOKC 3a M3rOTBSHE HA Pa3TBOPH 3a OYM M CAHUTAPEH BB3EI] C M30JAIMOHHO MPEAIBEpHe U MHUBKA. 3a
BCSIKO CIIEJIBAIO PaOOTHO MSCTO C€ M3WCKBAT OIIE 5 KB.M JOITBJIHUATEIHA TUIOINI. 3a MPUTOTBSHE HA JIEKAPCTBEHU
MPOAYKTH IO MarucTpajHa perenTypa ce U3Iosi3Ba MpeurcTeHa Bojia chrilacHo EBporelickara dapmakornest.

r) bunkoBa anteka ¢ €IHO pabOTHO MSCTO, B KOSTO CE€ IPUTOTBAT OWJIIKOBH CMECH M YaillOBE M CE€
pa3dacoBar Ownkum - ¢ MuHUManHa o0ma o] 60 KB.M, CBCTOSIIA CE€ OT NMPHUEMHO IOMEIIeHHE, CKIaJI0BO
MOMEIIEHNEe, ACHCTEHTCKO IOMEIIEHHE C €JHO paboTHO MSICTO W CaHWUTApeH Bb3ed C AyII W H30JAIHOHHO
MpeIJIBEpUE C MUBKA. 3a BCAKO CJICBAIIO pAa0OTHO MACTO CE M3UCKBAT OIIE 5 KB.M JIOMbIHUTEIIHA TUIOIII;

aa) B Cly4yaWTe, KOraro B OWJIKOBaTa amTeKa Ce MpOoJaBaT M OTIYCKAT JICKAPCTBEHU MPOIYKTH, C
M3KIIIOUeHNE Ha TPUTOTBSHU 110 MarucTpaiHa v ¢apMakoleiiHa pementypa, TpsoBa ga 0b1e 000c00EHO OTAEITHO
PpaboTHO MSCTO 3a ChXPAaHEHUE M MPOjiak0a Ha Te3H JIEKapCTBa U MUHMMAaIHATa 00I1a oI € 65 KB.M;

00) B ciryuanTe, Koraro B OMJIKOBAaTa anTeKa ce MPUTOTBAT JIEKAPCTBEHH MPOAYKTH TI0 MarucrpaiHa H
(hapmaxorieiiHa perenTtypa, ce U3UCKBa JOMBIHUTEIHO TIOMEIeHHEe C eHO PabOTHO MSCTO W MHBKA 32 U3MHBaHE
Ha CHJIOBETE M YPEIUTe 3a MPUTOTBSHE M0 MarucCTpaiHa U (hapMakorieiiHa perenTypa ¥ MHHUMaTHaTa 00Iia TuTon]
e 75 KB.M; 3a MPUTOTBSIHE HA JICKAPCTBEHH MPOIYKTH MO MarvucTpaliHa pelenTypa ce M3I0JI3Ba NPeYrCcTeHa Bojia
chriacHo EBpormetickara gpapmMakones.

BB) B HACEJICHW MECTa, KBIETO HAMA JApyra anTeka, ce JIOMyCKa OTKpPHBAaHE Ha alTeKa 3a JIEKapCTBEHU
MPOAYKTH, C U3KIIIOYCHHE HA IPUTOTBSHU 10 MarucTpaiHa u (hapMakoreliHa perenTypa ¢ eJHo padoTHO MSCTO - ¢
MUHUMaNIHA 001ma oy 20 KB.M, ChCTOSAIIA C€ OT MPUEMHO MOMEIICHHE, CKJIAJ0BO IOMEIICHHE W CAaHUTapeH
BB3€J C W30JIAIMOHHO TpEeAJBEpHEe M MHUBKA; 32 BCAKO CIEBAIIO Pa0OTHO MSCTO C€ M3UCKBAT OIIe 5 KB.M
JIOTTBJTHUTEITHA TIIOII,

2. Anrteka Ha ne4eOHO 3aBeaeHue 1o wi. 222, an. 4 3JIIIXM:

a) (mm. - JIB, Op. 81 or 2015 r.) AnTeka 3a 3a70BOJIIBaHE HYXXIUTE Ha JIeUueOHO 3aBeleHHE 3a
JIEKapCTBEHU TIPOAYKTH, BKIFOUMTEIIHO W TPUTOTBSHU [0 MAarucTpainHa u QapMakomeiHa penentypa 0e3
MIPUTOTBSIHE HAa PA3TBOPH 32 MAPEHTEPATHO NPUIIOKCHHUE U JIEKAPCTBEHH (DOPMU 33 OYH - C MUHMMaJTHA 00II1a TIOII]
0,50 xB.M 3a emHO Jerno, HO He Mo-Manko OT 50 KB.M, ChCTOSIA C€ OT MPHEMHO/EKCIeUIIMOHHO MTOMEIICHHE,
paboTHa 3aJ1a, aCHCTEHTCKO TOMEIICHHE, MISUTHO ITOMEIIEHIE, CAHUTAPEH B3l C MPEIIBEPUE U MHUBKA.

3a npuroTBsSHE Ha JIEKAPCTBEHU MPOJIYKTH MO0 MAarucTpajHa pelenTypa ce H3IMO0JI3Ba MPEUUCTeHa Boja
cbriacHo EBpormetickara Gpapmakomnes..

0) Anreka 3a 3aJI0OBOJIsIBAaHE HYXIUTE Ha JedeOHO 3aBeneHue mo wi. 222, an. 4 3JIIIXM 3a nekapcTBeHH
MPOAYKTH, BKIFOUHUTEITHO W MPUTOTBSHHU 110 MarucTpaliHa U (papMakorieliHa perenTypa, Ha JISKapCTBeHH QOopMH 3a
OYd W Pa3TBOPH 3a MAPEHTEPATHO MPHIIOKEHUE M XPAaHEHE - MOMEILICHUATA, IJIONIMTE U YCIOBHUATA 3a TO3HM BHI
anTeKa ¢ Ta3W JIGHHOCT ce MPUBEXKIAT B CHOTBETCTBUE C J00paTa MpaKTUKa MPU MPOU3BOACTBOTO HA CTEPHIIHU
JIEKapCcTBEHU (OpMHU.

II. ®yHKIMOHAIHO-CTPYKTYPHH U3UCKBAHMSL:
1. INomemenwusita o pazmen I, 7. 1 u 2 TpsaOBa Aa ca Ha €IHO HUBO, CBBP3aHU MOMEXIY CH U Jia ca
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HAITBJIHO OTJEJICHH OT TIOMEICHUATA, KOUTO C€ M3IOJI3BAT 3a JPYTH LIENH W 3a APYT BUJ ICHHOCT.

2. IIpuemHOTO NOMeIIeHUE TPsIOBa Ja UMa IpsKa Bpb3Ka C ACUCTEHTCKOTO MIOMEIIEHUE U yI00Ha Bpb3Ka
ChC CKJIaZIOBUTE OMEILECHHS.

3. ACHCTEHTCKOTO MTOMeIIeHHE TPsIOBa Ja nMa yo0Ha Bpb3Ka ¢ MUSJIHATA.

4. Jlomycka ce M3rpakIaHeTo Ha BTOPO HMBO B alTEKaTa, CBbP3aHO C 00€30MaceHa CThiI0a, KaTo MOIbT
Ha TOBa HHWBO € Ha BUCOYHMHA HE MO-MaJKo OT 2,50 M OT 1moAa Ha IIEPBOTO HHUBO, KAaTO INIONITa HA 000COOEHUTE TI0
TO3H HAYWH ITOMELICHHUS HE ce BKJIIOUBA B M3MCKBaHATa MHHMMAIIHA 00II1a TUIOI Ha anTeKaTa.

5. (uam. - 1B, Op. 2 ot 2012 r.) [lomycka ce caHUTapHHAT Bb3eN Ja ObJe Ha APYro HUBO C yAOOHA
(hyHKIIMOHATHA BPB3Ka C OCTAHAINTE MOMEIIeHHs Ha anTekaTa. B cimywante mo 1. | "BunmoBe momemenuns”, T. 1,
Oykea "r", "BB", KOraTo B HACEJICHOTO MSCTO HSMa M3rpajicHa KaHAIH3allMs, C¢ JOMyCKa CAHUTAPHUSAT Bh3eN Ja €
M3BBH MMOMEIICHUATA Ha anTeKaTa.

III. CtpouTtenHr N3UCKBAHWS:

1. CBetnaTa BUCOYMHA HA MMOMEIICHUSITA TPSIOBA J1a ObJe Hal-Manko 2,50 M.

2. (mwm. - [IB, 6p. 67 ot 2010 1.) CreHuTe Ha BCUYKH IOMEIICHHUS TPSAOBA Ja ca C IOKPUTHE, YCTOWINBO
Ha BJIAYKHO TTOYMCTBAHE, KaTO HE € JAOIMycKaT peleyHI CTEHH B ACHCTEHTCKOTO IMOMEIIEHUE

3. B MusutHata, acenTU4HUs OOKC M CAaHMTApHUS Bb3es TPsOBa Jla ce mojara BOJAOYCTOHYNBO TTOKPHUTHE,
MO3BOJISIBAIIO €(PEKTUBHO BIaYKHO MMOYUCTBAHE U Ae3MH(QEKIUI Ha BUCOUMHA 2 M.

4. IlomoBuTe HaCcTUIIKH TPsOBa 1a ca:

a) JICCHO TIOYHMCTBAIM CE B IMPHEMHOTO IMOMEICHUE (B CEKTOpa, KbAETO padoTAT (apmaieBTuTe),
CKJIaJJOBUTE MTOMEIICHUS, ACHCTEHTCKOTO MOMEIICHHUE;

0) BOJOHETPOMYCKJIVBH W JIECHO IMOYWCTBAIIM CE€ 332 THPrOBCKATa YacT HA MPHUEMHOTO ITOMEIIEHUE,
MUSUTHOTO, aCENITUYHASA OOKC U CAHUTAPHHS BBH3ETl.

5. (u3m. - 1B, 6p. 67 ot 2010 r.) [TomenieHusTa TpsOBa 1a KMAT €CTECTBEHO U M3KYCTBEHO OCBETIICHUE,
KOETO J1a OCHUTYpsiBa OE30MacHOCTTAa M 3/PaBETO Ha Pa0OTEIIMTE B anTekara W Ha mauueHTtuTe. C MpHOPUTET ce
OCHTYpSIBA €CTECTBEHO OCBeTJIeHHEe. KoraTto ecTeCTBEHOTO OCBETIIEHHE HE € JIOCTAThUHO WK HE € BH3MOXKHO Ja
0bJic OCUTYPEHO, ce TpUJIara CMECEHO MIIM H3KYCTBEHO OCBETICHHE.

a) M3KyCTBEHOTO OCBETIICHHE B IPUEMHOTO M ACHCTEHTCKOTO MOMEIIEHUE HE MOXKe J1a Ob/Ie I0-MaJIKO OT
500 mykca, B CKJIaJIOBOTO MOMENIEHHE - HE mo-Manko oT 300 dykca, a B CAHUTapHUS BB3EI U U30JALHOHHOTO
npenasepue - He nmo-manko ot 200 nykca, ceriaacHo BJIC EN 12464-1 "Ceernuna u ocseTiieHue. OCBETIIEHUE Ha
pabotau mecta." - yact | PaboTHu MecTa Ha 3aKpuTO."

0) Ha paGoTHuTe MecTa B TOMEIICHHATA, KBJETO CE MPHUTOTBST JICKAPCTBEHH MPOIYKTH, TPSAOBa 1a €
OCHTYPEHO U JIOKATHO OCBETIICHUE.

B) B acentuununs Ookc/cTast v peAIBEpUETO KbM Hesl TPSIOBa Jja ca MOCTaBEHH OAKTEPUITUIHU JIAMITH.

IV. M3uckBaHus 0 OTHOLIEHUE HA OTOIUINTEIHATA U BEHTWIALMOHHATA HHCTANIAIMSA:

1. OrormunTenHara, BEHTHJIAIIMOHHATA W KJIMMAaTHYHATa WHCTANAIUS Ja OCUTYpSBaT B NMOMEUICHMSTA
HOPMAaTUBHHUTE W3UCKBAHMS 33 MUKPOKJIMMAT B 30HaTa Ha mpeOuBaBaHe cbriacHo Hapenba Ne 15 ot 2005 T. 3a
TEXHUYECKHU NPaBUjIa M HOPMATUBH 32 IPOCKTUPAHE, U3rPAKAAHE U EKCIIOATalusl HA 0OEKTUTE U ChOPBKECHUSITA
3a MMPOU3BOICTBO, IIPEHOC U paslipe/ielieHne Ha TornHHa eneprus (B, 6p. 68 ot 2005 1.).

2. (ot™. - JIB, 6p. 67 or 2010 T.)

3. (ot™. - JIB, 6p. 67 or 2010 T.)

V. M3nuckBaHus IO OTHOIIIEHUE HA BOJONPOBOIHATA U KaHAIM3AIIMOHHATA HHCTAJIAIIHA:

1. BomompoBogHaTa M KaHATHU3aIMOHHATA WHCTAIAIMS TpsiOBa a ca mpoeKTupanu chriaacHo Hapemba Ne
4 ot 2005 r. 3a mpoeKTUpaHe, U3rpaKIaHe U EKCIUIoATalus Ha CrpajHH BOJONPOBOJHH M KaHAJIN3ALMOHHU
uHcTanauu (o6H., /1B, 6p. 53 ot 2005 r.; momp., B, 6p. 56 ot 2005 r.).

2. Antekute TpsOBa Jia ca OCUTYPEHH C JOCTaThUHO KOJIMYECTBO TOTLIA M CTyJIEHa BOJIa, OTroBapsia Ha
n3uckBanuara Ha Hapenba Ne 9 ot 2001 r. 3a kauecTBOTO Ha BoJaTa, NMpeAHa3HAueHa 3a MUTEHHO-OMTOBH LIENH
(B, 6p. 30 ot 2001 r.).

3. MuBkute TpssiOBa Ja ca MOHTHpPAaHH B ACHCTEHTCKOTO IIOMEIICHWE, MISUTHATa M H30JIallMOHHOTO
MpeABepre Ipes] CAaHUTapHUS Bb3ell.

17



VI. M3uckBaHus 10 OTHOIICHHUE HA SIEKTPUYECKATa MHCTAIAIIUS:

1. (m3m. - [IB, Op. 2 ot 2012 r.) EnexkTpo3axpaHBaHETO M CICKTPUUSCKHUTE YPEIOH Ja ca MPOSKTHpPaHU
ceriaacao Hapem6a Ne 1 ot 2010 1. 3a mpoexTupaHe, W3rpaxkaaHe M MOANbpPKaHE Ha €JIeKTPUYEeCKH ypenadu 3a
HUCKO HarpexxeHue B crpanu (B, op. 46 ot 2010 1.).

2. (ot™. - /IB, 6p. 67 o1 2010 T.)

3. (ot™. - /IB, 6p. 67 o1 2010 T.)

4. B anrekure TpsOBa J1a € MPOSKTUPAaHA U MHCTANANNUS 32 TeJIe()OHHU TTOCTOBE.

5. (oM. - JIB, 6p. 67 ot 2010 T.)

ITpunoxxenue Ne 9 xbm uin. 17, an. 1

HeKapCTBCHI/I HpOI[YKTI/I 110 MC)KI[YHapO,I[HI/I HCIMIaTCHTHW HaWMCHOBAHHWs, HM3HUCKBalld CBHXPAHCHUEC B
OTACJICH IHKa(l) CbC CCKPETHO 3aKJIFOUBAHC
Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
Amsacrine
Asparaginase
Atracurium
Atropine
Azathioprine
beta-Methyldigoxin
(Biperiden - kbM ciuchk 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
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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 xp™m wi. 18
(U3m. u nom. - IB, 6p. 81 ot 2015 1.)
MunuManeH HOpMaTHB 3a 003aBeKAaHe U 00OPyABaHE Ha anTeKa

L. ITpuemHo nomenieHNE

1. (m3m. - JIB, 6p. 81 ot 2015 r.) Maca (cp00pa3HO yCIIOBUSITA)
2. Crenaxu

3. PaboteH cron (eproHOMUYEH)

4. (m3m. - IB, 6p. 81 ot 2015 r.) Kocdha

II. ITomerenne 3a MPUTOTBSIHE HA JIEKAPCTBEHU MPOTYKTH IO MarucTpaiHa U ¢apMaKoreitHa perenTtypa

1. PaboTHO MSCTO 3a TPUTOTBSHE Ha JICKAPCTBEHHW MPOAYKTH IO MarucTpaiHa W dapmakomneitHa
peuentypa (KOMILIEKT)

2. Cron

3. XaBaHH C MMECTUIHA

4. BazepuiiHu CTBKIA

5. (m3m. - [IB, 6p. 81 ot 2015 1.) Besnn

6. (ot™. - /IB, 6p. 81 or 2015 1.)

7. JILXuUIM METaJaIHHM; HEMETaJTHU

8. Hnatynu
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9. Hoxuma

10. Hox

11. (otm. - JIB, 6p. 81 oT 2015 1.)

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

13. (otm. - JIB, 6p. 81 oT 2015 1.)

14. (ot™m. - /IB, 6p. 81 oT 2015 1.)

15. HarpeBateneH ypen

16. Koda ¢ neman

17. Bonna Oans

18. CrepunusaTop (3a anTeKH, U3TOTBALIM CTEPUIIHU pa3TBOPH)
19. ABTOKIaB (32 aNTEeKH, U3TOTBSILIN CTEPUIHA PA3TBOPH)

20. Cymuiie mkad (3a anTeku, U3rOTBSIIN CTEPUITHA PAa3TBOPH)

II1. CxnanoBo nomenieHue

1. IlIxacdoBe cTenaxau

2. PadroBe cremaxHn

3. Meranna Kaca, HETNOABMKHO 3aKpeleHa M CBbpP3aHa ChC CHTHATHO-OXpPAHWUTENHA CHCTEMa, 3a
CbXpaHEHHE Ha JICKAPCTBEHH NPOMYKTH, CHIbpPKAIIM HAPKOTUYHM BEHIECTBAa (KOraTro amrTekara € MOIyduia
paspemieHue 3a paboTa ¢ Te3H BEIIECTBA)

4. lllxad 3a chXpaHeHHUE Ha JICKAPCTBCHH MPOAYKTH OT NpuiiokeHHe Ne 8 ChC CEKPETHO 3aKJII0OUBaHE

5. XMaauIHUK - ¢ TOIXOMI] 00eM

6. PaGoTHa Maca (cr00pa3HO YCIOBHATA)

7. (mom. - JIB, 6p. 81 ot 2015 1.) IppBEeHN MM METATHU MajeTH (P HEOOXOAUMOCT)

8. (ot™. - JIB, 6p. 81 or 2015 T.)

9. Konnuka (c00pa3Ho ycioBusTa)

10. CTpn6a (cpo0pa3HO YCIOBUATA)

11. TepmoMeTbp BbB BCUUKH TOMELIEHUS], KBIETO CE€ ChbXpaHsBaT JEKapCTBEHU NMPOIYKTH

12. BeHTHIaTOP WJIH KIMMAaTH3aTOP - aBTOHOMEH (ChOOpPa3HO YCIIOBUSATA)

IV. Anrekara TpsiOBa a pasmnoiara chC:

1. l'apnepo6 3a 00JIeKI0TO Ha TIepcoHaa (ChOOPa3HO YCIIOBUSATA)

2. CTeHHO ornenano

3. lllkad wmm MACTO 3a ChXpaHEHHWE HA TEPWIHH IIperapaTd, Ne3WHPEKIUOHHH MaTepuald u
CHOPBKEHUS 32 MOYNCTBAHE

4. IIpoTBONOXKapeH HHBEHTApP CHIIIACHO MPOTHBOIOKAPHUTE U3UCKBAHUS

ITpunoxxenue Ne 11 xbMm wit. 26, an. 2

JIABOPATOPEH JHEBHUK No .........cccovivennnnnnn
38 MECEIT vvveeeeeneeeneenneenns roJHa
Msipk Cym
Ne Hara HaumenoBanue JlexkapcrBena  Ilaptu- a Konu- En. a l'onen Haumeno-
o Ha aKTUBHUTE  (hopMa Aen YECTBO €Ha 0 BaHHE Ha
P HOMeEp H A
pen CBhCTaBKU dhopmara

ITpunoxxernue Ne 12 xpMm ui. 26, an. 3
JIHEBHUK 3a pEeTUCTPUpAHE Ha MIPUTOTBSHHUTE B alTeKaTa JICKAPCTBEHU TPOYKTH 110 MATHCTPATHA U
(dapmakormneiiHa peuentypa
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Ne Jlata Ha RpNe  CwcraBmo  Uwme, anpec u Nwme Ha nekaps, Cpox Ha  I[Ipurorsun
o MIPUTOTBSIHE pelenTa Bb3pacT YUH TOJHOCT
pen Ha OOJIHUS

IIpunoxxenue Ne 13 xpMm ui. 29
W3nckBaHus 3a ChbXpaHEHUE U IPUTOTBSIHE HA JIEKAPCTBEHU IPOLYKTH B anTeKaTa

1. CpxpaHeHHETO Ha JIGKapCTBEHH M MIOMOIIHU BEUIECTBAa HA PAOOTHOTO MSCTO Ha JINIETO, KOETO M3TOTBS
JIEKapCTBEHHU TPOAYKTH TI0 MarucTpaiHa u (apmMakoneliHa pelentypa, ce U3BbpPIIBA MPU CIIa3BaHE Ha CIICIHHUTE
npaBuia;

a) Mpaxoo0pa3HUTE JIEKapCTBEHU BELIECTBA CE€ HApPEXKIAT OT JAACHATAa CTpaHa, a TEUYHUTE - OT JsBara
CTpaHa Ha paboTenus;

0) moApekIAHETO CE M3BBPIIBA MO a30y4CeH pela M0 HAa4yMH, MO0 KOWTO ce W30srBa HEMOCpeaCcTBeHATa
OJIM30CT Ha JICKApCTBCHUTC BCIICCTBA C 6JII/13KI/I HauMCHOBAHUS UJIKN CXOJHU I10 BbHIICH BU/;

B) JIEKapPCTBECHH BEIIECTBA 33 BBHHIIIHA U BTPEIIHA YIOTpeOa ce MoapeKaaT OTACIIHO;

T') JIEKapCTBEHU BEIECTBA, KOUTO BIM3aT B ChCTaBa Ha JEKAPCTBEHU MPOIYKTH OT Hpuioxenue Ne 8, ce
ChbXpaHdgBaT OTACIHO OT APYIruTe, Ha CaMaTa Maca WJIHW B OTACJIICH HIKa(l); BBpPXY CTHUKCTUTC CC€ O3HaA4YaBaT
€/IHOKPAaTHHUTE U JICHOHOIIHUTE MaKCHMAIIHU JI03M; HAMMECHOBAHUETO HA JICKAPCTBEHOTO BEIIECTBO CE M3MHCBA HA
0su1 poH ¢ uepBeHH OYKBH; 33IBbJDKATENHO Ha mkada (aucka, padra) ce moctass Haamuc "JlekapcTBEHO BEMIECTBO,
Ha OTJENTHO ChbXpaHeHHe'"; He ce pa3pellaBa ChXpaHEHUETO Ha HAPKOTUYHU JICKAPCTBEHHU BEIIECTBA Ha paOOTHOTO
MSICTO.

2. Jlumero, KOeTo WPUTOTBA JIEKApPCTBEHW NPOAYKTH TIO MaructpaimHa u (apmakoreiiHa
peLenTypa,3abIDKUTETHO CIIa3Ba CICIHNUTE IpaBHJIa:

a) TMpey U3TOTBSIHE Ha JIEKApCTBEHUS MTPOAYKT MPOYHTA PElenTaTa, KaTo MPUCTHIIBA KbM paboTa caMo B
Clly4aii, KOraTo perernTara ¢ IpaBHJIHO HallMcaHa M HAMa CbMHEHHE OTHOCHO JIO3MPOBKAaTa WM HAUMEHOBAHUETO
Ha JIEKapCTBEHOTO BEIIECTBO;

0) mpu oTMepBaHE Ha JIEKAPCTBEHOTO BEIECTBO IPOBEPSBA MPABHIHOCTTA HA B3E€TOTO JIEKAPCTBEHO
BEIIIECTBO, KATO CBEPsIBA HAMMECHOBAHUETO B pellenTara ¢ TOBa Ha OaHKaTa Mpeaud OTMEpBaHEe W Ciie]] OTMEPBaHE;
IpU OTMEPBAHETO € HEOOXOAMMO Ja ce AbpXKH OaHKaTa B JsCHATa PbKa 10 TaKbB HAYMH, Y€ HAAMUCHT 1a Obiae
OTIIpE]] U 1a MOXKeE JIa CE YeTe;

B) OTMEpBa B MPUCHCTBUETO Ha PBHKOBOAMTEINS Ha amlTeKaTa WM ONpelesieH ChC 3aroBell OT HEro
(apmManeBT HApKOTHMYHHM JIEKapPCTBEHH BEIIECTBA; Ha oOpaTHaTta CTpaHa Ha pelenTara ce HalucBar
HaWMEHOBAaHHETO M KOJMYECTBOTO HA JISKAPCTBEHOTO BEIECTBO, CJIE/] KOETO ABaMara ce IO/IHCBAT;

r) clell W3rOTBSHE Ha JieKapcTBeHata (opMma oOlle BEIHBEXK MPOYUTa pelenrtara W IMpoBepsiBa
NPaBHIIHOCTTA HA B3€TUTE CHCTABKU H JIO3H;

I) HEe chbXpaHsiBa Ha pabOTHOTO CH MSCTO M3TOTBEHU JIEKAPCTBEHH IMPOAYKTH 0O€3 €THUKETH, HaJIHCH,
MMapTUIHU HOMEpA, JaTa Ha IPUT'OTBAHC, HAYWH Ha CbXPaHCHUEC, CPOK HA I'OJHOCT,

€) TIpY M3II0JNI3BaHe Ha BE3HHUTE CE CIIa3BaT yKa3aHMATA HAa MPOM3BOMTEIS; P OTMEPBAHETO HE CIIe/IBa
Jla ce MpeBHILIaBa MpeesHaTa HATOBAPEHOCT, KOSITO € 0003HaYeHa Ha BE3HUTE;

) pasmosiara ¢ TaOiauIa 32 MaKCHUMAJHUTE W €JHOKPATHUTE JO03M Ha JIEKAPCTBEHUTE NPOIYKTH,
ChAbPXKAIM HAPKOTUYHU BEIECTBA;

3) B Kpasi Ha paboTarta 1a 0cTaBs pabOTHOTO CH MSICTO B ITBJICH MOPSIABK;

M) HE H3rOTBSl €IHOBPEMEHHO HSKOJIKO JIEKApPCTBEHHM MPOAYKTH IO MarucTpaiHa u ¢apMakorneiiHa
perenTypa;

i) ocTaBs BCcsika OaHKa Ha MSICTOTO i CJie/l CBbPIIBAaHE HA paboTaTa ¢ Hesl.

3. B cki1a1oBOTO NOMEIIEHHE ChbXPAaHEHUETO CE U3BBPILBA IPH ClIa3BaHE Ha CIEJHUTE MpaBHJa:
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a) JICKapCTBEHU TMPOAYKTH, C HW3KIIOUCHHE HAa MPHUTOTBSIHUTE I1I0 MAarucTpasiHa ¥ (apmakoreiHa
perenTypa, ce ChbXpaHsIBaT BbpXy padToBE WIH B TOOpE 3aTBOPEHH IKA(OBE;

0) JekapcTBEHHWTE MPOAYKTH B TPAHCIIOPTHA OINAKOBKA W CAHUTAPHO-XUTUCHHUTE MaTepHald Cce
ChXpaHsIBaT BLPXY CKapH;

B) JICKAPCTBEHHUTE MPOJIYKTH ChC CUITHA MHPH3Ma C€ ChXPaHSBAT OTICIHO OT APYTHTE BUJIOBE B I0Ope
3aTBOpEHH MIKadoBe;

T') CAHUTAPHO-XUTUEHHHUTE MaTepuali, Je3MH()EKIMOHHNUTE, JepaTH3allMOHHUTE CPEICTBA, KO3METUYHUTE
CpeZCTBa, pa3pelIeHH 3a Mpojaxk0a B anTeKkara, Ce ChXpaHsABaT OTAEIHO OT JIEKaPCTBEHUTE MPOIYKTH;

J) Ha BBTpENIHATA CTpaHA Ha BparaTa Ha MeETaNHUS Inkad WIM Kacata, KbJIETO C€ ChXpaHsIBaT
JIEKapCTBEHU NPOINYKTH, ChIbPKAIIM HAPKOTUYHM BEIIECTBa, C€ TOCTaBAT Haamuc "JIekapcTBEHM MPOAYKTH,
CHIbpKallld HAPKOTHYHH BEHIECTBA" W CIHMCHK Ha JIEKAPCTBEHHUTE MPOAYKTH, KOUTO C€ ChXpaHsBAaT B HETO, C
O3HAYCHUE Ha MAKCHUMAITHUTE JI03U;

€) KIIOYOBETE OT METalHWsl MKad WM Kaca Ce ChbXpaHSIBAT OT PHKOBOMUTENS Ha amnTekata WId
OTIpeJiesieH OT Hero ChC 3aIoBe]] IpYyT (apMaleBT;

’K) B mKadoBere mo OykBa "a" ce ChbXpaHsSBAaT BE3HMYKUTE W BCHYKH JPYTH Ypend W TpHOOpPH,
HEOOXOUMH 32 paboTa ¢ JICKAPCTBCHH MPOIYKTH, ChAbPIKAIUA HAPKOTHYHH BEIIECTBA, KOUTO CE YHOTPEOSBAT
camo 3a Tasu Ie;

3) HaANHCUTE Ha OaHKUTE C HAPKOTUYHHU JICKAPCTBEHM BEIECTBAa ca C Osul IBST Ha 4epeH (OH, ¢
O3HAYCHUE HA MAKCHMATHUTE CTHOKPATHH U JICHOHOIIIHY JIO3H;

I/I) H3rOTBCHUTC B allTECKaTa JICKAPCTBCHU NPOAYKTH, CbAbPKAIIU HAPKOTUYHU BCIICCTBA, C€ ChbXpaHABAT
B Kacara WM KeJe3HUs mKad;

1) OMJIKUTE B CKJIAIOBOTO MOMEIICHUE C€ ChbXPAHSABAT OTACITHO OT APYTHTE JICKAPCTBCHU MPOIYKTU B
nmoOpe 3aTBOpeHH mKadoBe;

K) JIGKapCTBEHH MPOAYKTH, MOKa3aJd HEChOTBETCTBUS C U3UCKBAaHUITA KbM KauecTBO, C U3TEKBJI CPOK Ha
TOOAHOCT, C HApYLWICHHU IIbPpBHYHA WM BTOPHYHA OIIAKOBKAa CC CbhXpaHABAT OTACIIHO OT APYTrUTC JICKAPCTBCHHU
MPOJYKTH Ha OTPENIEIICHO 32 IIeITa MICTO C TPaiHO CUTHAIHO 0003HAYCHHUE, Ye ca OJIOKUPAHH.

[Ipunoxenue Ne 14 xpm wi. 29
(U3wm. - JIB, 6p. 2 or 2012 1.)

31paBHU U TPOTHUBOCTIMACMUYHH U3UCKBAHUS ITPH paboTa B allTeKH

I. ITouncTBaHe Ha MOMENIEHHUATA U MEOEIINTE B AlITEKUTE

1. (m3m. - [IB, 6p. 2 ot 2012 r.) [TomemnieHusiTa ce NoAIbpKaT YuCTH. EskeITHEBHO U TIpU 3aMBpCsIBaHE /12
Ce M3BBPIIBA BIAXKHO OYUCTBAHE U Je3MH(EKIMS Ha 110/1a, TOBBPXHOCTUTE Ha MEOCIINTE, anaparypara u Jp.

2. ExxeromtHo 1a ce M3BBHpIIBa OOSAMCBAHE HA CTEHUTE HA TIOMEIICHUATA.

3. MuBKuUTEe Ja c€ TOJIbPXKAT MOCTOSHHO YHCTH. 3a0paHSBaT CE€ 3aCTOSBAHETO W HATPYIBAHETO HA
ChJIOBE, XaBaHU, MOCOOMSA U Jp. 3a BCcsIKa MHBKA Jia C€ OCHTYpsiBAT MHEIIU M Je3MH(EKIMOHHHU Mpenapatd U
CpeJICTBa 3a MOCYIIaBaHe Ha PBIIETE 32 €HOKPATHA yroTpeoda.

II. O6paboTBane Ha CHOPBHIKEHUITA, MPHOOPHUTE U CLIOMAraTeTHUTE MaTepUaIH

4. Cnen ynotpeba ChIIOBETE W ypeIUTe 3a MPUTOTBSHE HA JIEKAPCTBEHU MPOIYKTH IO (papmakoreiiHa u
MarucTpajiHa peLenTypa ce MOYMCTBAT MEXaHWYHO, Ae3UH(EKIMpar, U3MUBAT U u3cymasaT. [lpu npurorssHe Ha
Pa3TBOPH 3a OYX U PA3TBOPH 3a MAPEHTEPATTHO MPUIIOKEHNE CHIOBETE Ce CTepuim3upar B cymmias mpu 160 °C.

5. Benuku cb1oBe, KOUTO C€ M3ION3BAT 3a ChXpAaHEHHE Ha JIEKapCTBaTa W MPHUTOTOBICHWETO WM, Ja ca
0e3 MexaHUYHU Je(EeKTH U ChC 3ara3eHa IsUIoCT.

6. MIsMuTHTE M M3CYLIEHN CTHKJIA M CHIOBE CE€ 3allyIIBAT ChC 3aIlyIIANKH U CE€ ChXPAHABAT B IUIBTHO
3arBapdn] ce mkad, gusaTo n3paboTka MO3BOJIsBA JECHO M eeKTHBHO NovrcTBaHe. Ha acucrenTckara mMaca jaa ce
MOCTABST CaMO MaTbK Opoii ChJJOBE, HEOOXOIMMH 32 IpsiKaTa padora.

7. IlopuenaHoBuTe, CTHKIEHUTE M IUIACTMACOBUTE OypKaHM M KyTHM CE€ ChXpaHSBaT B MIKa(oBE HIIH
YeKMeKeTa.

8. OnaxkoBKHTE W 3aMylIaJIKUTE, KOUTO IIIe Ce WU3IOJ3BAT 32 ChbXPaHEHUE Ha JIEKAPCTBEHH (OPMH 3a OYH,
TpsiOBa J1a ce ChXpaHsBaT 1 00padOTBAT MO HAYUH, KOWTO a2 OCUTYPH TAXHATa CTEPUIIHOCT.
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9. Be3nure ce moabpxKaT U IOYUCTBAT ChOOPA3HO YKA3aHUATA, NAJACHHA OT MIPOU3BOIUTEISL.

10. XUrpocKOImMYHUAT aMyK, GUITBPHATA XapTHS M MaplisiTa, YIOTpeOsIBaHN 32 QUITPUPAHE HA TCUHU
JIEKapcTBa, Ce Ma3AT B 3aKPUTH OaHKU C MUTH(OBAHY 3aITyIIATKH.

11. Kancynure 3a mpaxoBe, napadUHUPAHUTE M TMEPraMCHTOBUTE XapTHUU CE€ ChXpaHSIBAT B IUTBTHO
3aTBapAlIM Ce YCKME/DKeTa Ha acUCTEHTCKAaTa Maca B KOJNMYECTBAa 3a HE MoBede OT 2 - 3-JAHEBHa ymoTpeoda.
3amacuTe OT CHOMaraTelHd MaTepuald, 3allyllanKH, (GUIAThPHA XapTus, KalCylu W APYTH Ce ChXpaHSIBAT MPHU
XUTUCHHU YCIIOBUS B 3aKPUTH MIKa(OBE.

12. 3a ne3uH(EKIrs Ha TOMEIIEHUATA U ChIOBETE B allITCKUTE J1a CE M3IOJI3BAT caMo JAe3WH(EKTaHTH, 3a
KOMTO MMa M3Ja/leHO pa3pellieHre 3a MycKaHe Ha Ma3apa OT MHHUCTHPa Ha 3[paBeomna3BaHeTo. [Ipu n3non3BaneTo
Ha Je3UH(PEKTAaHTUTE 3aIBDKUTEITHO CE CIIa3BaT YCIOBHSTA HA M3/IaJICHOTO pa3pellICHUE U YKa3aHUATA, HaJCHH OT
NPUTEKATEIS] Ha pa3pelliecHUeTo.

13. Ha crepunu3arnus B antekara MoJUIe)KAT CTHKICHH W METAIHU chIoBe. ChIOBETE Ce YBUBAT B UUCTA
am0ana)kHa XapTus W CJell CTEPUIM3AIMs Ce ChXPaHSABAT Taka yBUTH JI0 YIMOTpebdara MM B YHCTH 3aTBOPCHU
mkadoge. [Ipu crepunuzanusaTa B aniTekaTa ce cra3Ba CICIHUIT PEKIM:

ABTOKIIaBHpaHe
Temnepatypa Bpeme Ha Hansrane na
Ha napata B °C BB3JICHCTBYE napara B pabOTHH
B MUHYTH atMochepu
112 45 0,5
121 25-30 1,0
134 10-12 2,0
Crepunusanusi CbC CyX ropell Bb3IyX B CyXH CTEPHIN3AaTOPH
Temnepatypa B °C Bpeme Ha Bb3n€ElicTBHE
B 4acoOBe
160 2
170 1
180 0,5
14. [le3nadexuns Ha pbleTe Ha padOTELIUTE B aCENTUYHUS OOKC c€ M3BBPILBA IIPH CICIHUTE YCIOBHS:
OO0ekT [Ipenapar Hauun Komnu- Exkcrio-
u % Ha Ha TIpH- YECTBO SUIHS
pa3TBOpa JIOKEHHE B CM° B MH-
HYTH
XUrueHHa a) 70 % etmior o0Tpu- 3-5 2
ne3nHpek- ankoxon + 5 % BaHe
LU Ha Pb- TIIMLEPUH
nere
6) Manycrepo 3-5 1/2
b/konnentpupan
B) 4 % BONEH 10 1
pas3TBOp Ha
Hesungext B
r) 0,1 % BomeH 10 2

pasTBOp Ha XHUOH-
TaH [JIIOKOHAT
1:1000

[II. ITosrydyaBaHe, CbXpaHsIBaHE U MPOBEPKA HA IPEYUCTEHATA BOJA, IPEBBP30YHUTE MATEPUAIIH U JIPYTH
15. Ilpedncrenara Boja, KOATO Ce M3IMOJI3BA B alTeKara 3a MPUTOTBSIHETO Ha JIEKAPCTBEHU MPOIYKTH IO
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MarucTpaiHa W ¢apMakoleiiHa perentypa, ce NmpuroTBs chriacHo EBporefickata gapmakones. [lomycka ce
M3IIOJI3BAHETO Ha MOJTydeHa U3BBH alTeKaTa MpevYncTeHa Boja, KaTo ChOTBETCTBHETO ¢ EBpomneiickara hapmakores
ce YIOCTOBepsiBa ChC CHOTBETHUTE JOKYMEHTH.

16. IIpeuncrenara Boja ce chXpaHsBa Ha MPOXJIAJHO MSCTO, B YUCTH 3aKPUTH CTBKJIICHH CBAOBE, A00pe
MIPOMUTH IIPEIBAPUTETHO C MPEIYNCTEHA BOJIA.

17. CrpkiaTa 3a chXpaHsSBaHE Ha BOJATa HAa aCHCTEHTCKATa Maca ce MPOMHUBAT C MPEUNCTEHA BOJIA IIH
BT THEBHO.

18. IlpeBpp30yHUTE MaTepuald C€ CHbXPAHABAT CHIVIACHO YCJIOBUATA, MOCOYEHH OT IPOU3ZBOAMUTEIS.
3abpansiBa ce MOCTAaBIHETO Ha NMPEBHP30YHM MaTepuald Ha Toja, Haa mebennte W Ha OTKpuTo. Mecrara 3a
ChbXpaHEHHE Ha TPEBBP30YHUTE MATEpPHATU CE€ IIOYUCTBAT €XKEMECEYHO C YWCTa KbpIa, HaBJIaXHEHA C
nesuHpekunoneH pa3tBop. HeoOxomumo e 1a ce B3eMaT BCHYKM MEPKH 3a OMa3BaHETO UM OT Biara, 3amapBaHe,
rpHU3a9u ¥ WHCEKTH, IIPax U OT'bH.

19. JlekapcTBeHH MPOAYKTH, C M3KJIIOUYEHHE HAa MPUTOTBSIHUTE IO MarucTpaiHa u (apmakoreiiHa
peuentTypa, ce ChbXpaHSBaT CHIVIACHO W3UCKBAHHATA, OINpPENETICHM OT IMPOU3BOAMTENS. AKTHUBHHUTE BEILECTBa,
MpeIHa3HAYeHW 3a MPHUTOTBSHE II0 MarucTpaidHa W (apMmakorneiHa pelenTypa, c€ ChXpaHABaT ChITACHO
M3WCKBAHMATA Ha JieiicTBamaTa (papMaKores Win MPOU3BOIUTEINSL.

IV. 3apaBHM M3MCKBaHUSI TPY OTACTHUTE TEXHOJIOTHYHU TPOLIECH

20. TexHONOrMYHUTE MPOLECH IPU H3TOTBSHE HA MArHCTPajIHU JICKapCTBEHM (PopMu B amrekaTta ce
CBbCTOSIT OT OTHCIHH €Talll W OMNEpaldH, KOMTO C€ OCBHIICCTBSIBAT IPH CHAa3BAHETO HA TEXHOJOTWATA Ha
NPUTOTBSIHETO UM U CHOJIOaBaHe MMPaBHUjIaTa 3a JMYHATA XUTHEHA.

21. OcHoBUTE 3a OYHM Ma3u MPEIBAPUTEIIHO CE€ Pa3TOISBAT, yTasBaT, (UITPYBaT U CbXpaHIBAT B
NpeABapUTETIHO CTEPWIIN3UPAHU 100pe 3aTBOPEHU OaHKH MO0 HAUYMH, KOMTO OCHUTYpsIBA TSAXHATA CTEPUITHOCT.

[Tpu mpuroTBsiHe Ha JeKapcTBEHU (HOPMH, BKIIOYUTEIHO U C aHTUOMOTHUIIM, C€ Clla3BaT MpaBUiIaTa 3a
n00pa Npou3BOJCTBEHA MIPAKTHUKA.

KoraTo TexHonorusra Ha JEKapCTBEHUTE (OPMHU HM3MCKBA M3IMOJI3BAHETO HA ACENITHYHH METONH, TE Ce
OCHUTYPSIBAT OT PHKOBOJUTEINS Ha anTeKara.

22. 3a orpeOBaHETO Ha XaBaHUTE OT Ma3u U MPAaxOBE CE M3MOJ3BAT IJIACTMACOBH IUIaKH. YoTpebdara Ha
KapTOH 3a Ta3! LeJ He Ce JOIyCKa.

23. I'bpnoTo W 3amylIaNKUTE HA Ba3epUHHNTE CTHKIIA, N3MOJI3BAaHM 32 paboTa, ce MOJABPKAT YUCTH.

24. KoHLIEHTpUpaHHUTE Pa3TBOPH C€ U3TOTBSAT C IIPEUNUCTEHA BOJIA.

25. Ilpu M3roTBSHETO Ha JieKapcTBeHHTE (HOpMH ce ChOJ0AaBaT IMpaBUilaTa Ha XWIHEHAaTa, KaTro ce
n305rBa BCSIKa Bb3MOXKHOCT 32 3aMBPCSIBAHETO MM. 3a LeiTa!

a) TIpY W3TOTBSIHETO Ha JieKapcTBeHarta (hopMma, M3HMCKBaIla ChIPUKOCHOBEHUE C PHKAaTa, ce M3MOJ3BAT
CTepUIIN3UPaHH PHKABUIM 32 €IHOKpATHA yIoTpeoa;

0) BE3HUTE Ce U3TPUBAT CJIE]] BCIKO OTMEPBAHE Ha JIEKAPCTBEHUTE BEILECTBA,;

B) CJIel OTMEPBAHE Ha JIEKapCTBEHH BEIECTBA ChC CHIIHA MUPU3Ma BE3HUTE C€ U3TPUBAT ChC CIUPT.

V. Mepku 3a tuyHa pouIaKTHKa

26. llpm omacHOCT WM TOsIBA Ha CENUIEMHM OT KamnkoBW HH(eKuuu ¢apMalneBTuTe M
MOMOIIHHUK-(hapMaleBTUTE 3aIIDKUTEIIHO HOCAT MAacKH 3a eIHOKpaTHa ymorpeba. [Ipu pabora c lexkapcTBeHU
NPOAYKTH, YMATO 00paboTKa € CBbp3aHa C OTHENSHE Ha Ipax, KaKTo M JApasHelld U JIECHO H3MapsBally ce
TEYHOCTHM Ja C€ M3MON3BaT MPOTHBONPAIIHM MAacKH, CBIIO W XHPYPrHUYECKHM PBKABUIHM TaM, KBbAETO
MaHUITYJIalUTE TO3BOJISIBAT TOBA.

27. Becekn (apmaneBT ¥ MOMOIIHUK-(QapMaleBT Npean MPUTOTBSHE 10 MarkucTpaiHa u (dapMakoreiina
peuenTypa u3MHBa phLETE CH C TOIUIA BOJA, CAIlyH M YETKa.

28. ®apmaleBTUTE U MOMOIIHUK-(PapMaleBTUTE paboTAT B anTeKaTa ¢ YUCTO pabOTHO 00JIEKIIO.

29. 3abpaHsiBa Ce BIM3aHETO B paOOTHUTE MMOMEIICHHUS Ha anTeKaTa 0e3 YicTo paboTHO 00JICKII0, KAKTO H
M3JIM3aHETO C TAKOBA U3BBH alTeKaTa.

ITpunosxxenue Ne 15 xpm wi. 370, an. 2
(Hoso - /IB, 6p. 81 or 2015T.)
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