HAPEJIBA Ne 28 OT 9 JEKEMBPH 2008 I'. 3A YCTPOUCTBOTO, PEJIA 1
OPTAHU3AILIUSATA HA PABOTATA HA AIITEKUTE U HOMEHKJIATYPATA
HA JTJEKAPCTBEHUTE INIPOAYKTH

H30a0ena om Munucmepcmeomo Ha 30paseonazsanemo

Oo6nu. /IB. 6p.109 om 23 /{exemspu 20082., uzm. /IB. op.67 om 27 Agzycm 2010e.

Pasznea |.
OO0 MOJI0KEeHUSA

Y. 1. (1) C Ta3u Hapeaba ce ompenensaT YyCTPOHCTBOTO, PeIbT U OpraHU3aluATa Ha paboTa B alTEKUTE,
KAaKTO M HOMEHKJIATypara Ha JICKAPCTBCHHUTE U IPYTH MPOAYKTH, KOUTO C€ MpeajaraT B TAX CHIIIACHO
npunoxxenue Ne 1.
(2) B anTekara morar aa ce mpojaBaT 4pe3 aBTOMAT JICKAPCTBEHHU MPOIYKTH, IIOCOYCHH B CIMCHKA 110
npuioxxenue Ne 2.

Yn. 2. (1) BHIIHOTO ¥ BBHTPEIIHOTO O(OpPMIIEHHE Ha MOMENICHHUATA Ha anTeKara ce ChoOpassBaT ¢
€CTECTBOTO Ha U3BBPIIBAHUTE B HEsl CIICITU(PUIHA JCHHOCTH.

(2) Anrekara 3aabkuTesHo UMa BbHIIEH Haanuc "AIITEKA", usnucad Ha 651 GOH C TBMHHU OYKBH.
(3) Ha BuaHO MsACTO B MPHEMHOTO IOMEHICHWE HA anTeKkaTa ce IMOCTaBs HH(OPMAIUsS OTHOCHO
M3JIaJICHOTO pa3pellleHne ChIIacHO mpuiiokeHue Ne 3.

(4) 3abpansiBa ce peKiIaMHPaHETO Ha ThPrOBCKAaTa JACHHOCT Ha anTeKaTta, CBbp3aHa C IIEHH, OTCTBIIKH,
MOJIAPBIM U APYTH HA JIEKAPCTBEHU MPOJIYKTH, KOUTO CE OTITYCKAT 10 JIEKAPCKO MPEITHCAHUE.

Un. 3. (1) B anrekara ce chxpaHsBa WH(OpMaIMs, OCUTypsiBalla MPOCICASIBAHETO HA CTOKOBUTE
HaJIMYHOCTH 110 aCOPTUMEHTH W NMApTHUIH, KOSATO CE M3IO0J3Ba M IIPU MOIy4YaBaHE Ha yBEIOMIICHHE 3a
OJIOKMpaHe U U3TErJIIHE Ha JIEKAPCTBEHUTE MPOTYKTH.

(2) Anrekara ¥Ma meJat, HOCelll HOMepa U Jatata Ha M3JaJeHOTO OT MUHUCThPA Ha 3[PaBeONa3BaHETO
paspelieHue 3a ThProBHUsi Ha JpeOHO C JIEKAPCTBEHU IPOIYKTH, KOWTO C€ IMOCTaBsl BbPXY BCHUUYKHU
JOKYMEHTH, CBBP3aHHU C OTITYCKAaHETO Ha JIEKAPCTBEHU IIPOAYKTH.

(3) B anTekara ce BOJM ¥ ChXpaHsBa THEBHUK HA U3IBIHEHUTE PEICTITH ChIIIACHO MpHiIokeHue Ne 4.

Y. 4. (1) Besika anteka pasmoiiara ¢ JIGKapCTBEHH MPOAYKTH OT BCHUKH aHATOMOTEPANICBTHYHU TPYITH
ChIIIacHO MpuiiokeHue Ne 5.

(2) B anTekara ce mpoaaBaT XpaHUTEITHH T00ABKH, KOMTO OTrOBapsT Ha W3nckBaHusTa Ha Hapenba No
47 ot 2004 r. 3a U3KCKBaHUATA KbM XpaHuTeaHute 1oo6asku (JIB, 6p. 5 ot 2005 r.).

Y. 5. Ko3meTHnuHHUTE MTPOAYKTH, KOUTO MOTAT Jia C€ MPO/IaBaT B allTCKUTE, Ca TIOCOYCHH B TIPUIIOKECHUE
Ne 6.

Y. 6. JIumero, momydniio paspelieHne 3a ThProBUs Ha JAPEeOHO C JICKApCTBEHH INPOJIYKTH, 3aKyITyBa
JIEKapCTBEHH TIPOJYKTH CaMO OT TBHPrOBIHM Ha €Ipo, IONYYHIH pa3penieHne/yaocToBepeHne 3a
perucTpanysi 3a THPrOBHS Ha €IpO C JICKAPCTBEHHM IPOAYKTH IO pela Ha 3aKoHa 3a JIEKapCTBEHHTE
NpOJIyKTH B XyMaHHaTa MenuimHa (3JITIXM).

Y. 7. JInneto, noay4yuIio JIMIEH3HS 32 ThProBUs Ha IpeOHO U ChbXpaHsIBaHE HA JIEKAPCTBEHH MPOAYKTH,
ChJbPIKAIl HAPKOTHUYHU BELIECTBA, CIa3Ba M3UCKBAaHUATAa HAa 3aKOHA 32 KOHTPOJ HAa HApKOTUYHHTE



BeecTBa 1 npekypcopure (3KHBII).

Un. 8. Anrekute, KOMTO Ha OCHOBaHMe wWi. 222, amn. 4 u uwi. 225 3JIIIXM ce pbKOBOIAT OT
MMOMOIITHUK-(apMaIieBTH, MOTaT Ja MpoJaBaT camo JIEKAPCTBEHU MPOAYKTH, KOUTO CE€ OTIIyCKaT 0e3
JICKapPCKO MPEANMUCaHNUE.

Y. 9. (1) Ha HembiIHONETHY JIUIIA HE MOTAT JIa CE OTIYCKAT M MPO/aBaT JICKAPCTBEHU IPOIYKTH, KOUTO
Ce OTILYCKAT I10 JIEKapCKO IPEANCaHUE.

(2) 3abpansiBa ce mocTaBKaTa Ha JEKAPCTBEHH MPOJYKTH JI0 KPaeH MOTPEOUTEIN 10 3asiBKa.

(3) BabpansBa ce OTIyCKaHE M MOKYMKO-MPOAax0aTa Ha JICKAPCTBEHU MPOAYKTH M3BBH MOMEIICHUSITA,
3a KOMTO arTeKaTa € Mojy4yusia pa3pelleHue 3a oTkpuBane mo peaa Ha 3JIIXM.

Paznean I1.
YcTpoiicTBO HA anTeKUTE

Yn. 10. (1) Anrexku morar ja ce OTKpHUBAT B MOMEIICHUS ChC CAMOCTOSITEJICH BXOJI, PA3MOJIOKEHU Ha
I'bPBH HAJ[3€MEH €TaXK, JOCTHITHH 3a MOCETUTEIIUTE M MOIXOISINN 32 U3BbPIIBAHE HA JCHHOCTUTE 10 YII.
219, an. 1 3JIIIXM.

(2) dapmarieBTHTE - PHKOBOIUTEIM HA AlTEKH, OCHTYPSBAT CHOTBETHHUTE YCIIOBHS 3a IOCTBIT JI0
IIOMCIICHUATA, B KOUTO € OTKpI/ITa arrTexkara, U 3a xopa C YBpe)KI[aHI/ISI.

(3) UsnckBanusaTa mo an. 1 U 2 3a MECTOHAXOKICHHETO HE CE OTHACAT 3a ANTEKHTE Ha JIeYeOHHTE
3aBefeHns 1Mo 4. 222, ai. 4 3JIIXM.

UYn. 11. 3a nonyyaBaHe Ha pa3pellieHHEe 3a ThProBUs HA JAPEOHO C JEKApCTBEHU MPOIYKTH 3asBUTEIIUTE
nojasaT B MUHHMCTEpCTBOTO Ha 3paBEONa3BaHETO 3asBICHHE 10 00pa3el] CbIIIaCHO mpuioxkeHue Ne 7.

Yn. 12. (1) 3a ormyckaHe Ha JIEKapCTBEHU MPOAYKTH Ha TPAKIAHU B 3aBUCHMOCT OT M3BBPIIBAHHUTE
JeMHOCTH Morar Ja ObJaT OTKpHUBAHU aNTEKH 34!

1. mexkapcTBeHHM NPOMYKTH, C U3KIIOYEHHWE HA MPHUTOTBIHMW TI0 MarucTpaiHa u ¢apMakoreiHa
peLenTypa;

2. JIeKapCTBEHU IMPOJYKTH, BKIIOYUTEITHO TMPUTOTBSIHH MO MarucTpaiHa u (apMakomeiHa perentypa
0e3 M3roTBsIHE Ha JeKapCcTBeHU (JOPMHU 3a OUM U Ha Pa3TBOPU 32 MAPEHTEPATHO MPUIIOKEHUE,

3. JIEKapCTBEHU TPOJYKTH, BKIFOUUTEIHO MPUTOTBSHU 110 MarucTpaiHa U (apMakoreliHa perentypa ¢
M3TOTBSIHE HA JIEKAPCTBEHU (POPMHU 3a 0uH,

4. OWIKM ¥ OWJIKOBU CMECH, BKJIIFOUUTEIIHO MPUTOTBSHU MO MarucTpaiHa u (apMakolleiiHa perentypa
(6ukoBa amreka).

(2) 3a 3agoBossiBaHe HYXIUTE Ha JieueOHUTE 3aBeneHus mo wi. 222, ajn. 4 3JIIIXM B 3aBUCHMOCT OT
W3BBPIIBAHUTE JEHHOCTH MoraT J1a ObJJaT OTKPUBAHU AlTEeKH 34!

1. nexapcTBEHHM MPOAYKTH, BKIFOYUTETHO MPHUTOTBSIHH MO MarucTpaiHa u (apMakoleiHa perentypa
0e3 M3roTBsIHE Ha JeKapCTBeHU (JOPMHU 3a OUM M HA Pa3TBOPU 3a MAPEHTEPATHO MPUIOKEHUE,

2. JIGKapCTBEHU TPOYKTH, BKIFOUMTEIHO MPUTOTBSHU 110 MarucTpaaHa U (apMakoreliHa perentypa ¢
M3TOTBSHE HA JIGKAPCTBEHU (POPMHU 32 OUM M HA Pa3TBOPU 32 MAPEHTEPATTHO MPUIIOKEHHUE.

(3) B 3aBHCHMOCT OT W3BBPIIBAHUTE JCHHOCTH TO al. 1 W 2 anTeKkuTe TpsOBa 1a pasmojarar ¢
MOMEIIECHHUs ChIVIacHO mpuioxenue Ne 8.

Yn. 13. (1) Anrekara pasmosiara ¢ 003aBek/IaHe ¢ TNIJAKH MOBbPXHOCTH, KOMTO MOrat ja 0baaT 0bp30 U
JIECHO TIOYMCTBAHU U JIe3MH(EKIUPAHU.
(2) O63aBexIaHeTO B arITEKaTa M HETOBOTO Pa3IOJIOKEHHE TPIOBa 1a OCUTYPSIBAT HA paOOTEIIUTE B HEs



JIeCeH JOCTBII 0 JIEKAPCTBEHUTE MPOLYKTH.
(3) PaboTHHMTEe MecTa B MPHUEMHOTO M ACHCTEHTCKOTO TIOMEHICHHE CE€ OpraHW3MparT IO HaYHH,
MO3BOJISIBAIN  OCBHIIECTBIBAHETO HA KOHTPOJ OT MarucTbp-gapmaineBra BbpPXYy paborata Ha
MTOMOUTHUK-(hapMalieBTa.

Yn. 14. (1) B 3aBucuMocT oT obeMa Ha paboTaTa MPUEMHOTO MOMEIICHHE CE pasfeiisi Ha OTIACIHHU
CEKTOPH, 000cO0eHN CHOOPA3HO MPOIYKTUTE, TOCOUEHH B IpuiiokeHne Ne 1.

(2) JlexapcTBeHMTE MPOAYKTH MO JIEKAPCKO TMPEIIHCAHHE CE€ ChXpaHSABAT OTICIHO [0 HAYHH,
BB3NPEISITCTBAL BU3YaJCH JOCTHII Ha MAlMeHTa/TOTPeOuTeIs.

(3) Bceku paboTen cekTop ce 003aBekaa ¢ papTOBE WIHU IJIOTOBE ChC MIIM 0€3 OCTHKIISIBAHE WM JPYT
Mpo3payeH MaTepuall, OCUTypsBaIId NPAaBUIIHOTO ChXPAaHCHHE Ha JICKAPCTBEHUTE MPOAYKTH, KaKTO H
OBP30 U JIECHO 0OCITy)KBAHE.

(4) 3abpaHnsiBa ce ChbXpaHSBAaHETO Ha JICKAPCTBEHHU IMPOAYKTH, ChIBPXKAIIM HAPKOTHYHHU BEIIECTBA, B
MIPUEMHOTO MTOMEIICHHUE.

Y. 15. (1) AcuCTeHTCKOTO TIOMeIeHnE ce 000pyaBa ¢ paboTHA Maca, C Ypeau U oCoOus, HEOOXOAUMH
3a paboTara Ha arnrTekara.

(2) AcucteHTCKOTO TIOMEIIEHHE B anTekaTa mo wi. 12, an. 1, T. 4 ce obopyasa ¢ paboTHa Maca, ¢ OOKC,
CHa0/ICH C acmupalroHHA ypeada M ChIOBE 32 XOMOTECHH3UpaHe Ha cMecH, padroBe wiun 1mkadose 3a
ChXpaHCHHE Ha OWJIKUTE, HCOOXOAMMH 33 MPUTOTBSHE Ha JICKAPCTBCHH MPOIYKTH MO MAaruCTpaliHA H
(bapMakoreiina perentypa.

(3) bunkure, mnpeaHa3HAYCHHW 3a TNPUTOTBIHE HA JICKAPCTBEHH MPOAYKTH [0 MarucrpajiHa u
dapMakorneiiHa peuenTypa, ce ChbXpaHsSBaT B J00Ope 3aTBOPCHM KAPTOHEHH KYTUU WM JIbPBCHH
YeKMeIKETa.

(4) PpkoBOAMTENIAT Ha amlTeKaTa OCUTYpsiBa 3abDKHTEIHA METPOJOrMYHA MOCJeaBalla MpoBepKa Ha
BCUYKHU BE3HH U JPYTH U3MEPHUTEITHU YPEIH ChIIIACHO 3aKOHA 32 H3MEPBAHHSITA.

Y. 16. (1)CxiamoBoTo TIOMEIIeHHE ce 003aBexk/1a ChC:

1. crenaxku u/uiu 3aTBOpEHH MIKaoBe;

2. MeTasieH mKkad wid OyHKep 3a ChbXpaHEHHe Ha TOPUMH U JICCHO3AMAIMMHE JIEKaPCTBEHU TPOTYKTH.

(2) TIlpm pabora c JEKapCTBEHHW TPOJYKTH, ChIbpXKAIIM HAPKOTHYHHM BEINECTBA, CE CIa3BaT
pasnopenoute Ha 3KHBIT 1 mo13aKk0HOBUTE aKTOBE 110 MPHUIATAHETO MY.

Yn. 16a. (Hos - JIB, 6p. 67 or 2010 r.) He ce nomycka MOCTaBSHETO B anrTekara Ha XHMHYECKa
TOaJIeTHA.

Yn. 17. (1) JlekapcTBeHHTE MPOAYKTH, MOCOYCHU B TprioskeHne Ne 9, ce chxpaHsBaT B OTACJICH HIKad
ChC CEKPETHO 3aKJIFOUYBAHE, PA3IOJIO0KEH B IPUEMHOTO, ACHCTEHTCKOTO MJIM CKJIAZI0OBOTO ITOMEIIEHUE.
(2) TepmonaOuITHUTE JIEKAPCTBEHHU MPOIYKTH CE ChXPAHIBAT B XJIa HITHHK.

Un. 18. M3uckBanusTa 3a O60py,Z[BaHCTO Ha MOMCHICHUATA Ha alITCKATa Ca IMOCOYCHHU B MPUIIOKCHUC Ne
10.

Yn. 19. (1) 3abpansiBa ce BIM3aHETO B paOOTHHUTE MOMEIIEHUS U CEKTOPH Ha anTeKara Ha BHHIIHH JIUIA
OCBEH ONPE/ICIICHUTE B HOPMATHBEH aKT KOHTPOJIHU OpPTaHHu.

(2) 3abpansBa ce U3BHPIIBAHETO B allTEKaTa Ha JIEHHOCTH, KOMTO HE ca mocodenu B wi. 219 3JITIXM .
(3) BabOpansiBa ce paboTara B MPUEMHOTO MOMEIICHUE Ha JAPYTH JIMIIA OCBEH HA3HAYCHUTE 1O TPYIOB
JIOTOBOP W/WITH TOTOBOP 3a yIpaBJCHUE Ha anTekara GpapMareBTy.

(4) MenuiuHCKUTE U3/ICTUS Ce ChbXPAHABAT M MPOAABAT OTACTHO OT OCTAHAJIUTE MPOAYKTH B alTeKaTa.



Paszngea III.
Opranusanus Ha padoTaTa B anTeKUTe

Y. 20. (1) PpKOBOIUTENAT HA aniTeKaTa € OTTOBOPEH 34!

1. usanmocTHaTa opraHu3anys 1 KOHTPOJa Ha paboTara B anTeKara,

2. 3aKyIyBaHETO U MPUTOTBSIHETO Ha KaUeCTBEHU U 0€30IacHU JIKAPCTBEHH U IPYTH MPOIYKTH;

3. ocUTypsIBaHETO Ha HEOOXOIMMUTE YCIIOBHUS U PeJl 3a padoTa;

4. opraHu3MpaHe Ha CBHXPAaHEHHETO U OTIYCKAaHETO Ha JIEKAPCTBEHH MPOAYKTH, ChABPIKALIU
HapKOTUYHH BEUIECTBA, ChriacHo u3nckBanusaTa Ha 3KHBII,

5. ocuUrypsiBaHETO Ha PabOTHOTO OOJICKIIO 3a MEPCOHAIA;

6. moBumIaBaHeTo Ha mpodecroHanHaTa KBadu(uKamusg Ha paboTemure B anTeKaTa, CBbp3aHa C
NEHOCTTa MM, KaTO OCUTypsBa Y4acTHMETO MM B ChOTBETHH KypCcOBE U JIpyru ¢GopMu Ha oOyueHue
Hal-MaJIko BEAHBK TOHIIHO;

7. (u3m. - JIB, 6p. 67 or 2010 r.) ocurypsiBane Ha mpodecHoHaTHa HHPOPMAIMSI U CHPABOYHA
JUTEpaTypa upe3 IOCTHII 10 MHTEPHET WIIM Ha XapTHEH HOCUTEI, CBhp3aHa ChC.

a) HOpMaTHBHATA ypea0a, periiaMeHTHpAaIla ICHHOCTTa Ha allTeKHTE;

0) moka3aHusl, MPOTHUBOIOKA3aHMUS, JO3MPOBKA, HEKEIAHMW JICKAPCTBEHH PEAKIIMU U JICKAPCTBCHU
B3aMMO/ICHCTBUS,

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

I) Ka4eCTBOTO, CPOKA HA TOJHOCT M HAYWHA HA ChbXPAaHEHHE Ha JICKAPCTBEHUTE MPOIYKTH B alTeKara v B
JI0Ma Ha TAIMEHTA,

1) JIEKapCTBCHHM NPOIYKTH, ChIbPXKAIIA HAPKOTUYHH BEIIECTBA W/MIM H3WUCKBAIU  OTICITHO
CbXpaHEHHE.

(2) PpkoBomWTENAT Ha anTekaTa € UIRKEH Ja TMOBHIIaBa NpodecHoHamHaTa CH KBalu(HUKAIWs,
YYacTBaiKM B OpraHW3WpaHu Mo pexa Ha wi. 182 or 3akoHa 3a 3apaBeTo GOpMH Ha TPOIBIDKABAIIO
oOyueHue Ha GapMareBTUTE.

Yn. 21. Jlunero, momy4yusio paspenieHre 3a ThproBus Ha IpeOHO C JEKapCTBEHH MPOAYKTH, OCUTYpSIBA
BCHYKM HEOOXOJUMM YCIIOBHS 3a HW3IBJIHEHME Ha 3aib/DKeHUsATa 1no uia. 20 OoT pbKOBOAUTENS Ha
anTeKaTa.

UYn. 22. (1) B anrekara ce A0CTaBAT, IPUTOTBAT ChbXPAHSBAT U OTITYCKAT CaMO KaueCTBEHH, e(PUKACHU U
0e30MacHU JIeKapCTBEHU MPOAYKTH.

(2) 'paxnmanute TpsOBa BuMHArM na ObAaT MHOOPMHPAHW 3a HAUYMHA HA ymoTpeda, ChXpaHEHHE U
HEKellaH! JICKAPCTBEHU PEaKINH Ha JIEKapCTBEHUTE MPOAYKTH.

(3) PaboremuTe B anrekara Morar ja W3BbpIIBAT aeiHOCTH 1o wi. 219, am. 1 3JIIIXM camo cropen
MpUTEKaBaHATa OT TAX KBATU(DUKAIIHSL.

(4) TIpenaumoMen cTak B amTeka, ompezeicHa 1mo pena Ha @wi. 8, an. 2 ot Hapenbara 3a equHHHTE
IbpKAaBHU M3MCKBAaHMs 3a MpuUI0oOMBaHE Ha BHUCIIE 0Opa3oBaHWE MO crenuanrHocTTa "@apmarus’ 3a
oOpa3zoBaTeTHO-KBaTH(PHUKAIIMOHHA CTerneH 'Maructhp”, mpumera c IlocranoBmenne Ne 61 Ha
Mununcrepckus cbBet oT 2005 r. (00H., /IB, Op. 32 ot 2005 r.), MOXe J1a ce MPOBEXk/1a Ha CTYACHTH MO/
KOHTpOJIa HAa Maructbp (QapmaneBT Ccje] IPeJCTaBIHe Ha CHOTBETHUTE JOKYMEHTH OT BHCIICTO
YUUITHIIIE.

Y. 23. (1) Beeku dapmarieBT € He3aBUCHM MPH B3€MaHE Ha PEIIEHHE, CBbP3aHO C OCHINECTBIBAHETO HA
npodecroHaIHUTE MY 33aIBJDKEHUS, 32 KOETO HOCH ChOTBETHATA OTTOBOPHOCT.
(2) PaboTongarensT ¥ pbKOBOAUTEIIAT HA anTeKaTa ca JUTbXKHH Jla 3a4uTar MpaBara Ha (hapmarieBTa 1o



aim. 1.
(3) 3a HenpaBHUIIHO MPUTOTBEH W/WIM OTIYCHAT JIEKAPCTBEH MPOAYKT M 38 HACTBHITMINTE MOCICIUIIN
HOCH OTTOBOPHOCT (hapMaIieBThHT, KOWTO TO € MPUTOTBUII U/WIIK OTIyCHAJT.

Y. 24. (1) JlekapcTBeHHUTE MPOAYKTH B aliTeKaTa ce MOAPESIKIAT 10 aHATOMOTEPAIIEBTHYHH TPYIIH.

(2) JlekapcTBeHHTE MPOAYKTU C€ CHXPaHSIBAT MPH YCIOBHUATA, ONPEICICHH B PAa3pEIICHUETO UM 3a
yrnotpeba/yI0CTOBEPESHUETO 3a PEruCTpanus, a MEAUIMHCKUTE H3ACIUsA W JIPYTUTe NPOIAYKTH -
CBIVIACHO YCJIOBMSITA HA IPOU3BOJUTENS.

(3) JlexapcTBeHMTE MPOAYKTH, NPEIHA3HAYCHH 3a KIMHUYHA HW3NUTBAHHUS WM TIOJY4CHH KaTO
XYMaHHTapHa IOMOI, C€ CHXPaHSABAaT B aNTEKUTE Ha JICUCOHUTE 3aBEACHUS OTIECIHO OT IPYTUTE
JIEKapCTBEHHU MPOAYKTH WJIM KOTaTo JiedeOHOTO 3aBe/IeHHE He pas3mojiara chC coOCTBEHa amnTeka - B
IIOJIXOJISLIM 32 LIEJITa IOMEIICHHUS.

(4) Temneparypara B MOMEIICHHUSITA ¥ XJIAJWIHUIIATE CE OTYMTA SIKSTHEBHO U CE BIIMCBA B THCBHHUK.

Yn. 25. (1) Ilpuemanero u 00pabOTBAHETO Ha PEIEHTHTE, OTIYCKAHETO HA JICKAPCTBEHH MPOJYKTH U
npojaxkbata Ha APYrd MPOAYKTH ChIVIACHO mIpuiokeHue Ne 1 ce u3BbpIHIBAT camMO B MPUEMHOTO
MTOMEIIICHUE.

(2) 3mbiHEeHHETO Ha PELENITUTE B alTeKaTa ce M3BbpINBA [0 peaa Ha Hapeabara mo wi. 221 3JIITXM.

Yn. 26. (1) B acCHCTEHTCKOTO MOMEINECHHE CE M3BBPIIBA MPHUIOTBSIHE HA JICKAPCTBEHH MPOIAYKTH IO
MarucTpaiHa U (QapmaxoreifHa peuenTypa, IPEeCHUIBaHEe M TpEeIWBaHE Ha JIEKAPCTBEHW M TOMOLIHH
BEIIECTBA, KAKTO U (hacoBaHe HAa MPUTOTBEHHUTE B alTEKaTa JIEGKAPCTBEHU MPOJAYKTH.

(2) IlpuroTBsHUTE B anTekara JEKAPCTBEHH HPOIYKTH MO (hapMakoIeiiHa perenTtypa ce 3aBeXIarT B
nabopaTopeH JTHEBHUK ChriacHO mpuiiokenue Ne 11.

(3) IlpuroTBsHUTE B anTekara JEKapCTBEHH MPOIYKTH IO MarkcTpalHa pelenTypa ce 3aBeXIaT B
JHEBHUK ChIJIacHO mpuioxkenue Ne 12,

(4) Bppxy ONakoBKUTE Ha MPUTOTBSHUTE B alTeKaTa JICKAPCTBEHU MPOAYKTH 1O al. 2 U 3 Ce TOCTABAT
CIIEZIHUTE O3HAYECHUS:

1. anpec Ha anTekaTa, HOMEp M JjaTa Ha M3/IaJICHOTO pa3pelieHue 3a ThProBUs Ha IPeOHO C JIEKapCTBEHU
POAYKTH;

2. HOMEp, O] KOHTO € 3alMcaH ChCTaBbT Ha JIGKAPCTBEHaTa (opma B JIAOOPATOPHUS JTHEBHUK - B
cllydauTe To ai. 2;

. HOMED W JIaTa Ha pelenTara, IMe ¥ Bb3pacT Ha MallMeHTa - B CIIyJauTe 1o ail. 3;

. IaTa Ha TIPUTOTBSIHE;

. HAUWH Ha yrmoTpeda 1 MoKa3aHus,

. HAUUH Ha CbXpaHEHHE;

. CPOK Ha TOIHOCT.

(5) 3abpansiBa ce cMecBaHETO Ha pPa3IM4YHM MApTUAM NpPU MPECHIIBaHE, NpeiuBaHe U (acoBaHE Ha
JIEKapCTBEHH MPOAYKTH B aIlTeKaTa.

(6) Ipu npecumnBane, npenuBane U (acoBaHe Ha JICKAPCTBEHU MPOJIYKTH BbPXY OIMAKOBKUTE CE MIOCTaBS
€THKET, KOWTO ChABPKa BCHUKHU JJaHHU OT OPUTHHATHUS €THKET.

~NOo Ok~ Ww

Yn. 27. (1) B cknamoBOTO MOMEIIEHHE CE ChXPaHSBAT JISKAPCTBEHU MPOIYKTH U APYTU CTOKH, KOUTO CE
MpoJiaBaT B anrTeKara.

(2) JlexapcTBeHM POIYKTH, MTOKA3aJIH HECHOTBETCTBHSI C M3MCKBAHUATA 33 KQUECTBO, C M3TEKBJI CPOK Ha
TOJHOCT, C HAapylIEeHW MbpPBUYHA WM BTOPHUYHA OIAKOBKA, CE€ CHXpAHSABAT OTIEIHO OT JAPYTUTE
JIeKapCcTBa Ha OIPEeJIeJIEHO 3a LeJITa MICTO ¢ TPAaifHO CUTHAJIHO 0003HaueHHe, ye ca OJIOKUpPaHHU.

Y. 28. (1) JlekapcTBeHH MPOAYKTH B KOJHUYECTBA, IIO-MAJIKKA OT pa3pelleHaTa 3a yrmorpeda ormakoBka, ce



OTIYyCKaT C JIMCTOBKAa M B OIAKOBKH, TapaHTHPAIIM 3ala3BaHETO Ha KAyeCTBOTO U OCUTYPSBAIIH
yCIIOBUSL 3a MpPaBHWJIHOTO MM ChXpaHeHHe. BbpXy ONAaKOBKUTE c€ HAaHACAT BCHUYKM JAHHU OT
OpUTHHAITHATA OTIAaKOBKA.

(2) JlekapcTBeHHMTe BelIeCTBA 3a HW3rOTBSIHE HA JICKAPCTBEHU TPOJAYKTH [0 MarkcTpaiHa |
(dapmakorneiina penenTtypa ce CbXpaHsiBaT B OMAKOBKA, rapaHTHpAINA 3alla3BaHETO HAa Ka4eCTBOTO MM, C
HAJMKC, ChAbPKAIL CIETHUTE JaHHU: HAMMEHOBAHHE, JIEKAPCTBEHO BELIECTBO, MApPTUIIEH HOMEp, CPOK
Ha TOAHOCT.

Un. 29. M3uckBaHuATa 33 ChXpPAHCHHWE W TMPUTOTBSHE HA JIEKAPCTBEHU MPOAYKTH Ca TOCOYCHH B
npuioxkenne Ne 13, a 3ApaBHUTE W MPOTHBOCTIMIACMHYHU HW3UCKBAHUS TpU pabOTa B aNTEeKUTE - B
npunoxenue Ne 14,

Y. 30. (1) Opranu3zamnusra Ha paboTa U YUCICHOCTTA Ha MEPCoHalia Ha anTeKaTa TpsiOBa J1a OCUTypsiBaT
CMIa3BaHETO HA  HEMpeKbCHATaTa MHHHMAlHA  MEXIyIHEBHA ©  CEJAMHUYHA TOYHMBKA U
HPOIBJDKATEITHOCTTA Ha pa0OTHOTO BpeMe, yctaHoBeHu B Kojiekca Ha Tpya.

(2) MepconanbT B anTekaTa 3aAbJDKUTEIHO pabOTH ¢ pabOTHH OOYBKH M O€IH MPECTUIIKU, HA KOUTO Ce
II0CTaBA HAaAIIUC C UMETO, KBaJH/I(bI/IKaLII/IHTa U UJIBXKHOCTTA Ha JINLICTO.

Yn. 31. (1) PaGotHOTO BpemMe Ha anTekara, KakTo pabOTHOTO BpeMe M aJpechT Ha Hail-Oim3karta
JICHOHOIIHA anTeKa ce 00sABSABAT Ype3 MOJAXOIAII0 opopMeHa Tabena. AKO HAMA JICHOHOIIHA anTeka, ce
00sBsIBa anTeKara, KOsiTo € ¢ Hail-IbITr0o paboTHO BpeMe.

(2) Besika anTeka 3aIBDKATEIIHO MMa HM3JI0KEHa Ha BUIHO Msicto mH(popmaius (azpec M pabOTHO
BpeMe) 3a Haii-OJmM3KaTa anTeka, KbJCTO CE MPHUIOTBAT JICKAPCTBEHM MPOAYKTH 10 MAarucTpaiHa |
(bapmakoneiina penenrypa.

(3) Bcesika anrteka 3aIBJDKHTEIIHO MMa M3JI0KEHA Ha BHIHO MscTo mH(opMmanus (ampec, TenedoH U
paboTHO BpeMe) 3a KOHTPOJIHUTE OPraHH, Ha YHSATO TEPUTOPHSI CE HAMHUpPA alTeKara.

qJ'I. 32 BbB BCsIKA aIlTCKa 3aABJDKUTCIIHO CC C"I)XpaHSIBaT CJICOAHUTC }IOKYMGHTI/I, KOUTO CC HpeﬂOCTanlT
MIPH MIOMCKBAaHE OT KOHTPOJIHHUTE OPTaHH:

1. pa3penienue 3a ThpProBus Ha IpeOHO C JEKAPCTBEHU MPOIYKTH;

2. NULEH3WsI 3a THProBUA Ha JpeOHO W ChXpaHsABaHE Ha JIEKAPCTBEHH MPOAYKTH, ChIBpPKAIIH
HAapKOTHYHU BEIIECTBA, KOTATO alTeKara € MOoJydria pa3peiieHue 3a Ta3u JeHHOCT;

3. KOIKe OT IOKYMEHTHUTE 3a MPaBOCIIOCOOHOCT U WICHCTBO B bharapckus (apmarieBTHUEH ChIO3, KAKTO
Y TPYIOBUTE JIOTOBOPH C PAOOTENIUTE B allTeKaTa JINIIA;

4. hakTypHTE UM KOMHE OT TAX, C KOUTO Ca 3aKYIEHH JIEKAPCTBEHUTE MPOIYKTH;

5. KOITUA OT OTOKJIaau 3a I/ISBT)pIHGHI/I HUHCIICKIIUH OT KOHTpOJ'IHI/ITe OpFaHI/I;

6. Komusi OT YJOCTOBEpPEHMsTa 3a IOCETeHH KypcOoBE 3a IMOBHUIIABaHE Ha KBanu(UKaluATa Ha
paboTemuTe B anrexara.

Y. 32a. (Hos - /1B, 6p. 67 ot 2010 r.) YnocroBepeHusiTa no 4wi. 32, T. 6 ce mpeaocTaBsT MpH NPOBEPKH,
M3BBPIIBAHM 110 pe/ia Ha 3aKOHA 3a ChCIIOBHATA OPTaHU3aIlisl Ha MarucTbp-hapmaneBTuTe.

Pazgen IV.
Opranun3anust Ha padoTa B anTeKka Ha Jie4eOHH 3aBe/leHHs 32 00JTHUYHA MOMOIII, TUCTIAHCEPH U
XOCIHUCH ChC CTAIMOHAP

Un. 33. AnTekuTe Ha JeueOHUTE 3aBelleHHs 1Mo Wwi. 222, ai. 4 ca caMOCTOSITeNIHU 3BEHA B CTPYKTypaTa
Ha JIe4eOHOTO 3aBeJIeHNE, B KOETO C€ M3BBPIIBAT JAeiHOCTUTE, onpeneneHu B 3JITTXM.



Un. 34. JlekapcTBeHUTE MPOJYKTH, MpeJHA3HAYEHHU 332 XOCHHUTAIU3WPAHUTE MAIlMeHTH, C€ OTIyCKaT B
MOAXO/IIA OMAaKOBKA, OCUTypsiBaIlla MPAaBIIHOTO UM ChbXpPaHEHHUE.

Y. 35. (1) PpkoBOAMTEIUTE HA allTEKUTE Ha JIeYeOHUTE 3aBeacHus 110 Wi 222, an. 4, 1. 1 u 2 3JIIIXM
ca WICHOBE Ha MEIUIIMHCKHS ChbBET Ha CHOTBETHOTO JI€U€OHO 3aBEICHHE.

(2) JIuuata mo an. 1 ygactBaTr B pa3pabOTBaHE Ha JIEKapCTBEHATa CTpATErds Ha JIeYeOHOTO 3aBEJCHHE,
KaTo:

1. yyacTBar BbB (papMaKkoTEparieBTUIHUTE KOMHUCHUH;

2. W3TOTBAT MPAKTHUYECKU PEIENTYPHUIIM, ChOOPa3eHH C Ka4eCTBOTO, CUTYPHOCTTa M €(PHKACHOCTTA,
KakTo M (hapMakoTepaneBTHYHA U/vin (PapMaKOMKOHOMHYECKA OI[CHKA Ha JIEKAPCTBEHUTE MTPOAYKTH;

3. y4acTBar BbB BCUYKHU JIEHHOCTH, CBbP3aHU C JIOTOBApsSIHE, CHAOAsIBAaHE U JOCTaBKa HA HEOOXOIUMUTE
JICKaPCTBCHH MPOJIYKTH;

4. M3roTBAT TPEUIOKCHHS 3a TPOCKTOOIDKETa Ha JICUeOHOTO 3aBEICHHWE B YacTTa My, Kacaema
JICKApCTBCHUTE TIPOJIYKTH;

5. M3rOTBSAT CTaHIAPTHU ONEPATHBHHM MPOIICTYPH 3a JCHHOCTUTE, U3BBPIIBAHM B allTEKATa,

6. KOHTpOJHMpAT CHXPAHEHHUETO M OTYCTHOCTTA HAa JICKAPCTBEHUTE MPOAYKTH B OTICICHUSATA W
KJIUHUKHTE.

Y. 36. PokoBoauTEINTE HA aTEKUTE HA JIEUEOHUTE 3aBeAeHus Mo 4uil. 222, an. 4, 1. 1 u 2 3JIIIXM ca
OTrOBOPHHU 32 M3BBPIIBAHETO HA JeiHOCTUTE 10 Wi. 20, KaKTO U 3a:

1. pasmpenenieHUeTo Ha JIGKAPCTBEHUTE MPOJIYKTH 110 OTACICHHSTA,

2. ocurypsiBaHe Ha HeoOXxoaWMaTta JICKapCTBEHA W TEparneBTHYHAa WHGOpMANUsS 3a OCTAHAIUTE
MEIUIIUHCKH CIICIHATUCTH.

Yn. 37. (1) dapmakoTepaneBTHYHATa KOMHUCHs B JieueOHHUTE 3aBefeHUs mo wi. 222, am. 4 3JIIIXM
©XErofHO M3paboTBa CHHCHK C OCHOBHHUTE JIEKApCTBEHM INPOJIYKTH, C KOUTO pabOTH ChOTBETHATa
anTeka, KOWTO ce YTBBbpPXK/IaBa OT PhKOBOJUTENS HA JIEYEOHOTO 3aBE/ICHHE.

(2) Cnucwksbt 1o an1. 1 ce u3pabota 1 akTyanusupa cboOpa3Ho [I03UTHBHMS JIEKAPCTBEH CIUCHK MO YII.
262 3JIIIXM.

(3) CHabnsBaHeTo Ha anTEeKUTe Ha JIEUEOHUTE 3aBEACHUSI MO al. 1 C JIEKapCTBEHH MPOIYKTH cCe
U3BbpIIBA ChOOPA3HO CIMCHKa 1o ai. 1.

UYn. 38. Koraro B nedeOHO 3aBeieHHE ChC CTAlMOHAp HAMA amlTeKa, PHKOBOIUTENSAT My OpraHH3Hpa
CHa0/SIBAHETO C JICKAPCTBEHH MPOAYKTH U APYI'M CTOKM ChINIacHO mpuiioxeHue Ne 1 upe3 GoinHMYHATA
anTeKa Ha JIpyro JeuyeOHO 3aBe/IeHueE.

Yn. 39. (1) JlexkapcTBeHUTE MPOAYKTH, TMpEIHA3HAYCHU 32 KIMHUYHH W3MUTBAHHS, CE ChXPaHSIBAT
OTJIEIHO C 0003HAUEHUE 3a CTATyTa M.

(2) JlexapcTBeHuTE MPOAYKTH, MOJy4aBaHU OT JIeYeOHUTE 3aBeneHHs 1o pena Ha Hapenba Ne 34 ot
2005 r. 3a pexa 3a 3aruTaniaHe OT PEIyOJUKAHCKHS OFOKET Ha JICYCHHETO Ha OBJITapCKUTE TPAKIAHH 32
3a00JIsIBaHMsI M3BBH 00XBaTa Ha 3aJBJDKHTEIHOTO 3/paBHO ocurypsiBane (B, Oop. 95 or 2005 r.), ce
CBXpaHsBaT OT/ICITHO.

IIpexoanu u 3ak/II0YHUTEJHH pa3nopeadu

§ 1. (1) 3amoyHanuTe J0 BJIIM3aHCTO B CHJIa Ha Ta3Hu Hape;[6a MMPONU3BOACTBA 3a IIOJYYaBaHC Ha



paspelieHre 3a ThProBust Ha IPeOHO C JIEKAPCTBEHHU MPOIYKTH WIIH 33 IPOMSIHA B U3/1aJICHO Pa3peIICHUE
ce pasmIexaar npu ycioBusaTa Ha oTmMeHeHaTa Hapen6a Ne 8 or 2000 r. 3a ycTpoicTBOTO, pena u
opranusanusTa Ha paborara B antekute (B, 6p. 54 ot 2000 r.) B cpok 10 6 Mecela cyuTaHo OT JlaTara
Ha BJIM3aHETO i B cUIIA.

(2) Crnen w3TMuaHe Ha cpoka Mo aji. 1 3amoyHAJMTE JO BJIM3aHETO B CWJa HAa Ta3uW Hapezada
MIPOU3BOJICTBA 32 MOJIyYyaBaHE HA pa3pellieHHe 3a ThPTOBUs Ha JAPEOHO C JIEKAPCTBEHU MPOAYKTH WA 32
POMSIHA B U3/1aJICHO Pa3peIlCHUE Ce TOBBPIIBAT IPU YCIOBUATA U Pe/a, IPEABUICHU B HEsl.

§ 2. (1) (Ilpenumien Texct Ha § 2 - JIB, O6p. 67 ot 2010 r.) JInmara, moayduiId pa3peiieHue 3a OTKPUBaHE
Ha anTeKa WK pa3pelieHre 3a ThProBUs Ha APEeOHO ¢ JICKApPCTBEHU MPOIYKTH MPUBEKIAT ICHHOCTTA CH
B CHOTBETCTBUE C HEWHUTE M3UCKBAaHWS, C M3KIIOYEHWE Ha wi. 12, ai. 3, B CPOK JIO JBE TOJUHH OT
BJIM3aHETO i B CUJIA.

(2) (Hosa - JIB, 6p. 67 or 2010 r.) Jlumara, moay4mian paspelicHHe 3a OTKpHUBaHE Ha anTeKa HIIN
paspeiieHue 3a THProBUS Ha JPEOHO C JICKAPCTBEHH TPOAYKTH, MPHUBSKIAT ICHHOCTTAa CH B
ChOTBETCTBUE C HEWHUTEC W3MCKBAHUS, Kacacllld OCUTYPSBAHETO Ha JOCTBII JIO IMOMEUICHHATA Ha
amTeKaTa Ha Xopa ¢ yBpexxaanus, B cpok no 1.01.2012 r.

(3) (Homa - JIB, 6p. 67 ot 2010 r.) Jlumara, moiaydmid pa3pelieHHe 3a OTKpUBAHE Ha anTeKa WIn
paspelieHre 3a ThproBus Ha APEOHO € JIGKAPCTBEHU MPOIYKTH B HACEIIEHU MecTa ¢ HaceneHue mox 10

000 skuTenu, MpUBEKIAT ACHHOCTTa CH B CHOTBETCTBHE C M3MCKBaHETO Ha Wi. 14, an. 2 B CPOK 10
1.07.2011 r.

§ 3. KoHTponbT 110 M3MbIHEHUE HAa HapendaTa ce OCBIIECTBSIBA OT MUHHUCTbpPA Ha 3ApPaBEOIa3BaHETO,
IJIaBHUS IbPXKABEH 3[PaBEH MHCIEKTOpP, M3IBJIHUTEIHUS TUpeKTop Ha M3nbiHUTENHAaTa areHuus o
JeKapcTBaTa, AUPEKTOPUTE HA PETMOHAIHMTE MHCIEKLUU 3a ONA3BaHE M KOHTPOJ Ha OOLIECTBEHOTO
3/IpaBe U MHCIIEKTOPH MPH PETMOHAIHNUTE MHCIEKIMH 32 Olla3BaHe U KOHTPOJI Ha 0OILIECTBEHOTO 3/1paBe.

§ 4. Ta3u HapenOa ce m3maBa Ha ocHoBaHME Wi. 219, an. 2 oT 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B
XxyMaHHata MeaunuuHa u otmeHss Hapenba Ne 8 ot 2000 r. 3a ycTpoilcTBOTO, peia 1 opraHu3anusaTa Ha
paborara B antekute (IB, Op. 54 ot 2000 r.).

IIpexonnu pasnopendn
KBbM HAPE/JIGA 3A U3SMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 28 OT 2008 I'. 3A
YCTPOUCTBOTO, PEJA U OPTAHU3AIIUATA HA PABOTATA HA ALITEKUTE U
HOMEHKJ/IATYPATA HA JIEKAPCTBEHUTE INPOAYKTHU

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

§ 8. Jlunara, momyuniy pa3pelieHre 3a OTKPUBAHE Ha alTeKa WK pa3pellieHre 3a ThproBus Ha ApeOHO
C JIEKapCTBEHH IMPOJTYKTH, IIPUBEKIAT JSHHOCTTA CH B ChOTBETCTBHE C Wi. 16a B cpok 1o 1.07.2011 .

§ 9. JIunara, momydniIn pa3pelieHue 3a OTKPUBAHE Ha alTeka WK pa3pellieHre 3a ThproBus Ha APeOHO
C JIEKapCTBEHU MPOIYKTH, MPUBEKIAT JICHHOCTTAa CH B ChOTBETCTBHE C § 6, T. 1, OykBa "0" (OTHOCHO T.
5, oykBa "a") B cpok o 1.07.2011 r.

[Tpunoxenue Ne 1 kbm 4. 1, am. 1

(U3wm. - ]IB, 6p. 67 ot 2010 1.)



[TpomykTH, KOUTO ce MpeyIaraT B aiTeKNUTe
1. JlekapcTBEeHU NPOAYKTH.
2. MeanHCKN U3/1eusl.

3. I[I/ICTI/I‘IHI/I XpaHu 3a CriciuaJIHU MCIAUIMHCKHU CJIN, XpaHHU 3a KbpMau€Ta U IIPCXOAHU XpaHU.

4, XpanurtenHu q00aBKH.
5. Ko3zmernynu npoaykTu.
6. CaHMTapHO-XUTUECHHHH CPEJ/ICTBA.

7. buouuan or rpyna | "Jlesundekrantu u obum Owmormau” u rpyma Il "Buonmmm 3a Gopba c
BpenuTenu' chriaacHo npuioxenue Ne 12 or Hapenbara 3a ycnoBusTa u pena 3a myckaHe Ha ra3zapa Ha

ouormau (1B, 6p. 4 or 2008 r.).

[Tpunoxxenue Ne 2 kpm uit. 1, an. 2

Cnuckk Ha paspelueHuTe 3a ynotpe6a nekapcTBEHU NPOAYKTH, OTNyckaHU 6e3 nekapcko npeanvcaHue,
KOWTO MoraT Aa ce npofaear Ypes aBToMaTtu

"pyna npoagykTn/ ATC kop
MexayHapogHO HenaTeHTHO
HanmeHoBaHue (INN)

JonbnHuUTENHM ycnoBusi
(orpaHnyeHuns)

AueTuncanvuunoBa KUcenuHa NO2BAO1; NO2BA51

(Acetylsalicylic acid)

MakcnmanHo KonM4ecTBO akTMBHO BELLECTBO
3a 0o30Ba eanHMua - 325 mg; ao 16 6pos
[030BU

eavHMumM B onakoBka. Camo TBbpau
nekapcTBeHU

dopmu 3a nepopanHo NPUNOXKEHNE

MapaueTtamon (Paracetamol) NO2BEO1; NO2BE51

MakcnmanHo KonM4ecTBO akTMBHO BELLIECTBO 3a
Ao3oBa eguHuua - 500 mg; oo 16 6posi 4o30BU
eavHuumM B onakoBka. Camo TBbpau
nekapcTBeHU

¢opmu 3a NnepopariHo NPUNOXeHue

MeguuuHckn BbrineH

(Medicinal charcoal)

AO07BAO01; AO7BA51

[o 20 6pos [o30BM €aNHMLM B ONAKOBKA.
Cawmo TBBbpAM NnekapcTeeHn opmu 3a
nepoparnHo

npuoxeHue

AckopbuHoBa kucenuHa Al11GAO01
(Ascorbic acid)

[o 100 6pos 0030BM eAnHMLM B OMAKOBKa.
Camo TBbpayu nekapcTBeHn hopmm 3a
nepopan-

HO MPUOXEHWe

MynTuBUTaMMHN, OOMKHOBEHM Al11BA

(Multivitamins, plain)

[o 100 6posi 0030BM €ANHMLM B ONAKOBKa.
Camo TBBbpaM nekapcTBeHn hopmMu 3a
nepoparn-

HO NpUIOXeHue

MynTuBMTaMmMHM C MUHEpPanu Al11AA

(Multivitamins with minerals)

[o 100 6pos [,030BM €AnHMLM B OMAKOBKa.
Cawmo TBBbpAM nekapcTeeHn opmu 3a
nepopar-

HO NpUoXeHne

AHTMcenTuum (Antiseptics) RO2AA [o 24 6pos [o30oBM eanHMLM B onakoBka. Camo
TBBbPAM NeKkapCTBEHN hopMu 3a NepopanHo
NpuIoXeHne

lMpoTnBoBBL3NANUTENHN Npe- MO2AA JlekapcTBeHM NPOOYKTU, KOUTO Ce OTnyckat

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

B MbpBMYHA OnakoBka "Tyba", c Makcumarnex
obem/maca Ha onakoBkata - 60 ml/60 g




[Tpunoxxenue Ne 3 kpM uit. 2, an. 3

AnTekaTta nma n3gageHo paspelieHne 3a TbproBnA Ha ﬂ,pe6HO C NneKapCcTtBeH NpoaYyKTU

Ne

Ha

(vme 1 BMA Ha Tbproseua)
PernctpunpaH/ENK

ceganuuie: rp., obwumHa,

afipec Ha yrnpaerneHue:

Ha agpec:
rp. ynm.

PvkoBoanTen Ha antekaTa e:

[enHocTute, KOUTO MOraT Aa ce U3BbpLUBAT B anTekara, ca:

(OI'II/ICBaT ce OeNHOCTUTE, KOUTO Ca MOCOYEHN B pas3pelieHneTo, nsgageHo oT MMHUCTbpPa Ha 3paBeona3BaHETO

[Tpunoxxenue Ne 4 kpm uit. 3, an. 3
OHEBHUK HA NSMBJIHEHWNTE PEUENTW B AMNTTEKATA

Ne [aTa Ha Vme Ha naumeHTa, Mme Ha nekapsi Mpuen OtnycHan | 3abenexka
no npuemaHe Bb3pacT 1 agpec YNH
pea Ha peuenTaTta

[Tpunoxxenue Ne 5 kbM 4. 4, an. 1
CnNCBLK Ha NekapcTBeHUTE Py CbrMacHO aHaToOMO-TepaneBTUYHO-XUMUYHA KnacuduKaums, C KOMTo
pasnonara Bcsika anteka

A XpaHocMmunartenHa cuctema u MetTabonmsbm

AO01 CToMaTonorMyHu nekapcTBeHn NpoayKTH

A02 AHTHaUMAHN NnekapcTBEHU MPOAYKTH

AO03 JlekapcTBEHM NPOAYKTU NpY YHKLMOHAMHN CTOMALLUHO-YPEBHN 3abonsaBaHus
AO4 AHTUEMETUYHN N MPOTUBOMOBPbLLALLN

A05 JlekapcTBEHM NPOOYKTU 3a NEYEHUE Ha XITbYHU U YepHoapo6HU 3abonsaBaHus
A06 OuuncTuTenHU 1 NakcaTUBHU NEeKapCTBEHU NPOAYKTU

A07 AHTUANAPUYHN, YPEBHU NPOTUBOBB3MNANUTENHU/AHTUNH(EKLNO3HN NEKAPCTBEHN NPOAYKTU
A08 JlekapcTBeHV NPOAYKTU NPW 3aTNbCTABAHE, C U3KIOYEHNE Ha AMETUYHU NPOOYKTU
A09 JlekapcTBeHV NPOAYKTU, NOBMAMSBALLM XPAHOCMUIIAHETO, BKITHOYUTENHO U EH3UMU
A10 AHTUONABETHN NekapCTBEHM NPOAYKTU

All ButamunHm

Al12 MwHepanHu gobasku

Al3 ToHUUM

Al4 AHabOonNHM NekapcTBEHN MPOAYKTM 3@ CUCTEMHO NPUITOXKEHNE

Al5 AneTUToCTUMYNaHTH



Al16

BO1
BO2
BO3
BO5
BO6

co1
Co02
CO03
Cco4
CO05
co7
Co08
C09
C10

D01
D02
D03
Do4
D05
D06
Do7
D08
D09
D10
D11

GO01
GO02
GO03
G04

HO1
HO2
HO3
HO4
HO5

Jo1
Jo2
JO4
JO5
JO6
Jo7

LO1
LO2
LO3
LO4

MO1
M02
MO3
MO04
MO5
M09

Opyrv nekapcTBeHM NPOAYKTU, NOBMAMSABALLM XpaHOCMuUIaTenHaTa cuctema u metabonmama
KpbB 1 KpbBOTBOPHM OpraHu

AHTUTPOMOOTUYHN NEKAPCTBEHN NPOAYKTU

AHTMXEMOpArnyHu nekapcTBEHM NPOaYKTH

AHTMaHEMUYHN NEeKapCTBEHN NPOAYKTY

KpbBO3amecTuTenu n MHY3MOHHN pa3TBopu

Opyrn xemaTonormyHu NpoayKTu

CbpaoeyHo-cbaoBa cuctema

JlekapcTBeHM NPOOYKTU 3a NeveHne Ha cbpaeyHun 3abonaBaHms (Tepanusa Ha CbpLETO)
AHTUXUNEPTEH3NBHM

Ouypetnun

MepudepHn Basogmnaratopu

BasonpotekTopu

beTta-6nokepu

BrnokaTtopu Ha kanuneBnTe KaHamm

JlekapcTBEHM NPOOYKTU, MOBMMSABALLM PEHUH-aHIMOTEH3MHOBATa cucTema
Jiunugonomogynupalum nekapcTBEHM NPOSYKTH

OdepmaTonornyxm

AHTYMWKOTMYHM NEKapPCTBEHN MPOAYKTM 3a AepMaTornornyHa ynotpeba
OwmekyaBalyyn u NnpeanasBallm KoxkaTa NekapCTBEHU NPOAYKTH

JlekapcTBeHM NPOOYKTU 3@ NEYEHNE Ha paHu 1 3B

MpoTnBOCBHPOEXHN, BKIIOYUTENHO Y aHTUXMCTaMUHW, aHECTETULIM 1 Op.
AHTUNCOPMATUYHN NIEKapCTBEHN NPOAYKTM

AHTUBNOTMLMN N XMMNOTEPANEBTULM 32 AepMalHO NPUIoXeHue
KopTukocTteponam 3a gepmarnHo npunoxeHue

AHTUCENTUUM N Oe3MHGEKTAHTH

MpeBpBb3KM C NEKApPCTBEHO BELLECTBO

INekapcTBEHU NPOAYKTY 3a NEYEHNe Ha akHe

[pyrn oepmaTonornyHm nekapcTBEHM NPOaYKTH

Muko4o-nonosa cuctema n NOSIOBM XOPMOHM

MMHeKoNnorMyHM, aHTUMHAEKLNO3HN NEKAPCTBEHN NPOAYKTM U aHTUCENTULN
Opyrn ruHeKoNnorMYHM NekapcTBEHN NPOLYKTU

[MonoBm XOPMOHM 1 NleKapCTBEHM NPOAYKTU, perynupatim nonosarta cucrtema
YpOonoruyHu nekapcTBEHN NpoayKTu

CnCTEMHN XOPMOHAIHU NEKAPCTBEHN NPOAYKTU, C U3KIMOYEHUE HA NOSIOBUTE XOPMOHU U MHCYITMHUTE
X1nounaHM XOPMOHM Y XOPMOHM Ha XunoTanamyca U TEXHU aHarnosu
KopTukocTteponam 3a CUCTEMHO MPUINoXeHne

JlekapcTBeHU NPOAYKTU 3a NeveHne Ha 3a0onaBaHUS Ha WMTOBMAHATA Xresa
MaHKkpeaTNyHN XOPMOHU

JlekapcTBEHM NPOOYKTU, MOBMMSABALLM KanuueBaTa obMsiHa
AHTUMHMEKUMO3HM NTEKAPCTBEHM NMPOAYKTU 3@ CUCTEMHO NPUNOXEHNE
AHTMOaKTEepmManHn nekapcTBEHN NPOAYKTM 3@ CUCTEMHO NMPUITOXKEHNE
AHTUMWKOTUYHU NIEKAPCTBEHN MPOLYKTM 3@ CUCTEMHO NPUITOXKEHUE
AHTUMUKOGaKTEPUanHu ekapcTBEHN NPOAYKTH

MpOTNBOBMPYCHU NEKAPCTBEHN MPOOYKTM 3@ CUCTEMHO NPUNOXEHNE

VIMyHHN cepyMU U UMYHOTNOBYNMHN

BakcuHu

MpOTMBOTYMOPHM U UMYHOMOZYNUPALLN NEKAPCTBEHN MPOAYKTM
AHTUHEONNACTUYHN

JlekapcTBEHM NPOOYKTU 3a EHOOKPUHHA Tepanus

MMyHOCTUMYNaHTH

MmyHocynpecopu

MyckynHo-ckeneTHa cuctema

MpoTmBOBBINANUTENHM N MPOTUBOPEBMATUYHM NTEKAPCTBEHM NMPOOYKTU
JlekapcTBEHM NPOAYKTW 3@ JTIOKANHO NPUITOXEHME NpU CTaBHa U MycKynHa 6ornka
MycKynHu penakcaHTu

JlekapcTBeHM NPOAYKTU 3a fedeHne Ha nogarpa

JlekapcTBEHM NPOAYKTU 3a NeYeHne Ha KOCTHU 3abonsBaHust

Opyrn nekapcTBeHU NpoayKkTh npu 3abonsaBaHMsa Ha MYCKYMNHO-CKeneTHaTa cuctema



N HepsHa cuctema

NO1 AHecTeTnumn

NO2 AHanreTuuun

NO3 AHTMenunenTuum

NO4 AHTVMNapPKNHCOHOBM NeKapCTBEHM NPOOYKTU

NO5 MNcuxonenTtuum

NO6 MNcuxoaHanentTuum

NO7 [pyrn nekapcTBeHU NpoayKTW, NOBNUSABALLN HEPBHATa cMCTEMA

P AHTUNAPasnTHU, MHCEKTULMAN U peneneHTn

PO1 AHTUNPOTO30NHN NEKAaPCTBEHN MPOOYKTU

P02 AHTUXENMUHTHMW NEKaPCTBEHN NPOOYKTMU

P03 JlekapcTBEHU NPOAYKTY 3a NeYEeHNe Ha ekTonapasuTHN 3ab60NsABaHns, BKITIOYUTENHO ckabuumaw,
WHCEKTULUMAN U peneneHTn

R OunxaTenHa cuctema

RO1 HaszanHu nekapcTBeHn NpoayKTn

R0O2 JlekapcTBEHM NPOOYKTU 3a NeveHne Ha 3abonsBaHnA Ha yCTHaTa KyxvHa u papuHKca

RO3 JlekapcTBEHM NPOOYKTU 3a NeveHne Ha O6CTPYKTUBHU gMxaTenHu 3abonssaHus

RO5 INlekapcTBeHU NPOAYKTY 3a NeYeHne Ha Kalunvua u NnpocTyaHu 3abonasaHus

RO6 AHTUXMCTaMWUHW 38 CUCTEMHO NPUNOXEHNE

RO7 [pyrn nekapcTBeHU NpoAYKTW, MOBNUSABALLN AMXaTenHaTa cCMCTeEMa, 3a CUCTEMHO NPUMOXEHWEe

S CeH30pHM opraHu

S01 OdTanMonorMyHmn nekapcTBeHN NPoayKTH

S02 OTOnorMyHM NekapcTBeHN NPOAYKTU

S03 OdTanMonorMyHn 1 OTONOTMYHN NEKAPCTBEHW NPOAYKTU

\% [Opyrn nekapcTBeHu NpoayKTu

V01l Aneprexu

V03 Bcuukn gpyrm nekapctBeHn NpoaykTv

V04 OdnarHoCcTnyHmn npoayKTm

V06 JleuebHn xpaHu

V07 Bcuukn gpyrvn HenekapCcTBeHN NPoAyKTK

V08 KoHTpacTHu BellecTBa

V09 [wnarHocTnyHu pagnodapmaueBTUYHU NPOAYKTU

V10 TepaneBT14YHU paguodapmaueBTUYHN NPOAYKTU

V20 XVpypruyHn NpeBpb3KU
XomeonaTuyHu cneumanuTeT U MoHonpenapaTu

[Tpunoxenne Ne 6 kbM 1. 5

CnncbK Ha KO3METUYHN npoayKTn, KOUTO MoraT ga ce npoaasaT B anTekuTe

1. KpemoBe, emyrcum, NOCMOHM, rernioBe 1 Macra 3a koxara (pbue, mue, Kpaka U T. H.).
2. Macku 3a nuue (C U3knioYeHne Ha NPOAYKTU 3a XUMMUYECKM MUSTNHT).
3. OuBeTeHN OCHOBM (TEYHOCTU, NacTn, Nyapwn).

4. MNyapw 3a rpuMmnpaxe, Nyapu 3a cned 6aHs, XurneHHn nyapw u ap.
5. ToaneTHu canyHu, canyHu-4e3040paHTy v ap.

6. Mapdromn, ToaneTHM BOAU 1 OOEKOSOHW.

7. MpoaykTtu 3a 6aHa n ayw (conu, NsiHa, Macrna, refioe u ap.).

8. denunnaToapw.

9. [lesofopaHTn N NPOTUBOMOTHN NPOAYKTU.

10. NpoaykTn 3a noaabpxaHe Ha kocarta:

a) 3a bosigMcBaHe u n3pycsiaHe;

6) 3a kbapeHe, nsnpassHe u PUKCUMPaHE;

B) 3a mogabpXXaHe Ha TpanHW NPUYECcKy;

r) 3a noymcTBaHe (NOCUOHU, NYAPUY, LUaMMNOaHW);

[) KOHAMLMOHMPALLM NPOAYKTU (NOCUMOHM, KpeMOBE, Macna);



€) 3a opusnpaHe (JTJoCMOHU, NTaKoBE, BPUIAHTUH).

11.
12.
13.
14.
15.
16.
17.
18.
19.
20.

MpoaykTh 3a 6pbCHEHE (KPEMOBE, MEHU, JTOCUOHU U T. H.).

MpooykTh 3a rpMMMpaHe 1 NOYUCTBaHE Ha rpyMMa OT NULIETO U oYnTe.
MpoaykTh, NnpeaHasHayYeHn 3a NPUNoXeHne BbPXY YCTHUTE.
MpoaykTn 3a nogabpXKaHe Ha 3bbuTe 1 ycTHaTa KyxuHa.

MpoaykTh 3a NoAABbPXKAHE Ha HOKTUTE U NakupaHe.

MpoayKTh 3a BbHLUHA MHTMMHA XUrMeHa.

MpoaykTn 3a cnbHYeBM BaHw.

Mpoayktu 3a npugobusaHe Ha 3arap 6e3 CNbHYEBO Bb3AENCTBME.
MpooykTn 3a n3bensaHe Ha koxara.

MpooyKTV NpoTMB BpBYKN.

[Tpunoxxenue Ne 7 kpm . 11

(U3wm. - 1B, 6p. 67 ot 2010 1.)
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........................................................... e s
K[ e IS -5 N N N N N I B
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C alpecHa PeTHCTPAIHA MO JOKYMEHT 3a CaMOIIETHOCT:

rp.fc. | | MOMIEHCKH KOX | | | | |

obIHHA | |

xxfya /Gy | eeran| |

Tel. H e-mail 33 KOHTAaKT | |

Huie 5a prpmata (1e9ebHOTO 3aBeIcHEE)
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HIH BINCEAHS Ha IAHHH (IBPEABA, DETHCTPHPAIlA HHCTHTVIHE H Ip.), CEEP3aHH C OIMICAHHE HA PeTHCTPAL-
T4 IO 3AKOHOIATEICTBOTO HA TROUEABA WISHEA HTH TEPEAEA 0T ERponefickoTo HEOHOMIYECKD IPOCTPAHCTED

CEC CETATININE H aIpec Ha VIIpAaBIeHHE Ha fHpMaTa (1e9eDHOTO 3aBeIcHHEES):

rp.fc. | MOIIEHCKH KOO | | | | |
00IIHHA | |
HKSYI6y. | | e, er., am. | |

Tel. H e-mail 3a KOHTaKT |




IpeqnniHy pazpeIeHHd KEATo PEKOBOINTET HA anTeka (aKo & DoTyuaBat), N H 1aTa Ha H2IaBaHe:
Mons #a ocHoBaHHe 41. 229, an. 2 oT 3akoHa 3a NeKAPCTBEHHTE NPOIYETH B XYMAHHATA MeIHIIHHA Ia
05 H3TAOeHO paspemIeHHe 3a TEPIOBHE Ha IpebHO C TeKapCTECHH NPOIVETH B ANlTeka 55!

I"p,.irf. IIOIIEHCEH KOO

OOITIHA

#X/yI./ov. Mo, eT., am.

Tel. H e-mail 3a KOHTaKT |

AnTekaTa me ¢ PBEEKOBOIH OT MATHCTSHP-QapMaleBT/ MOMOIIHEE-fapMaleET:

TPHTS HMEHA

k[ e A 2 <3 N N I I I O R

H3OANEH HA | | oT | MBP — |

AIpeCHd PETHCTDAIHA IO JOEVMEHT 34 CaMOoTIHTHOCT,

rp./c. | | TIOMIEHCKH KOI | | | | |

ODIIHHA | |

. ESVILIOVIL | | Me,er..am. | |

Tel. H e-mail 3a KOHTakT | |

Nt Ha THITOMATA | | OT IaTa | |

HIOadcHa OT

o Ha yOOCTOBEPEHHETO 3a MPH3HABAHE | | OT JaTa | |

H3ZaJeHO OT

3a IPAXEIaHH Ha IBPEABA WISHKA HWIH TBPEAEA 0T EBpoNelickoTo HEOHOMHYECKO NPOCTPAHCTED

VHH

[Mepcoram: DAPMAEBTH. . .vuvvnrrnimesenen . OPOH
TOM.-DAPMATEBTH. . .oevvarannns opoi

KpaTko onHcaHHe HA crpagaTa:

(MEI'EIEI{I{[-EI IIOMECILICHA,
CaMOCTOATETHA CTpaIa)
(#orTHINHA cTpana)



OmicaEne pasMepHTes Ha TOMEIIEHHATA

l.0bma mwrom

E.HPHEMHD MOMEMIEHHE. .....0virasaanaTIT

3 ACHCTEHTCEO MOMEMEHHE. .......... m

4.CKTATOBO MOMEIIEHHE .. vu e vew.n 112

J.IpYVTH NOMEIIeHHS

6.CEPEHIHH MOMEMIEHHA. ...\ I0F

VeIoBHA 33 OPHTOTESHS HA
TMEKAPCTEEHH HopMIT:
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CTEPHEIATOP (33 ANTEKH, HATOTEAIH CTEPHITHH PATTBODH] wvvwwwasssssssssssssssnsesnnnnns OPOH

ABTOKTAE (33 aNTeKH, HATOTEAIH CTEPHIHHE PAITBOPH] .evvvrvrvmnsssssssssssssssssssnsesnnnnns OPOH

CYIDHTIEH MEAD (23 aNTeKH, HITOTBANH CTEPITHH PAITEODH) wuvvwwrvrssvsssssssnesennninns OPOH
CBIOBE 33 CHEXPAHSHIS HA IPETHCTEHA BOZA .ooveevvreeeseascceensrsnessesnssssessssssnsesnenreees OPOH

DaKTEpHIHIHA TaMIA (33 ANTEKH, H3TOTRAIIH CTEPHIHH PAITBOPH) .ovvvevvareenenienn, OPOIH

Hammne ga Tegama B ACHCTEHTCKOTO IIOMEINSHHE Ja

TOIIAa H CTYICHA BOJ4 B CCPBHIHHIC IIOMEINCHIA da

E IPYTH DOMEIIEHHY | oa | |

YeroBHT 3a CBEPAHCHHE

Ha TEPMOJIHE!PL‘IHI[’I‘E

IeKapCTESHH MPOIYKTH (BHI 1 obeM HA XTaTHTHHEA)



2.

VenoBnd 3a cEXpaHeHHe Ha

IeCHO 3aMaTIMH H TOPHMH

TPKADCTECHE NPOIVETH

Hamrmie 5a CIIp4ABOYHA

THTepaTypa WIH Ha HETEPHET

TR TR P AR AR AR AR TA NP AR AT AT R R R R AR R R R

OmicaHHe Ha IeiHOCTHTS, KOHTO
£ C& HIBGPIIEAT B allTeKaTa;

CrexpaHABaHe H OTOYCKAHE Ha IeKapCTECHH NPOIYETH ¢ HIKIOYEHHE
Hi IPHTOTEAHE [I0 MarHCTPATHA H (apMakoneiiga pelenTypa

CrxpaHaBaHs H OTOYCKAHS Ha OHIKH 082 HITOTEAHE HA
OHIEOBH CMECH

CexpaHABaHe H OTOVCKAaHE HAa OHIKH H OHIKOBH CMECH,
BETIOUHTETHO NPATOTESHH 0 MATHCTPATHA ¥ dapMakoneiHa
pPEIENTYPa

CrxpaEgeade H OTOVCKAHE HA TEKAPCTEEHHE OPOIVETIH,
BETIOUHTETHO H IPHTOTEAHN 0 MATHCTPATHA U DapMakolcina
pelenTYpa 083 IeKapcTEeHN QOpPME 33 O4H H PAITEOPH 34
MAPSHTEPATHC IPHICESHHS

Crxpagdeane 0 OoTOyCKAHE Ha TeKapCTEEHE IPOIVETH,
BEETIOUHTETHC H IPATOTEIHE 00 MATHCTPATHA I DapMakoneina
PELENTYPa H IeKapCTECHHE (HOPMIE 33 OYH H PAITEOPH 34
NAPeHTEPATHO NPHTOEEHHS

OpTonemIaHEN OpHHEATISFHOCTH H alapaTypa, KakTo
H IPOTEH ¢ METHITHHCKO [IPeIHAIHAYEHHE:
MATEPHATH, CTOKH H IPHHATIENHOCTH, HEODXOXHMH
3a OONIHHTE B JoMalleH CTalHCHAp HIH 3a

OEC,'I}'BKBEHC Ha BEBE3PACTHH XOoPa II0 JOMOBETE

OpTonemI9HET aKCECOAPH, OPTONSIHYHH CAHIATH H H&XTH

CaHNTapHO-XHTHEHHH CPEICTEA H KOIMETHYHH IDOIYETH

JaeTHHR XPdHH 34 CIICITHATHHE METHITHHCEH [ICTH, XPaHH

3d KBPMAYETA H NDEXOIHH XPDaHH

aa He
Ja | He
aa | He
ma | He
I3 | He
Ia | | HE
Ia | | HE
Ia | | HE
Ia | | HE




K Onucasde Ha IeHHOCTHTE, KOHTO

e ¢ HSBRPIOEAT B allTCEa Ha 1eucbHO JaBeIeHIIE:

1. CexpaHABaHE H OTIVCKAHE MO TeKAPCTBEHHN THCTOBS HA Oa | | HE |

TEKAPCTESHHE NPOIVETH € HIEKTOUEHEE HA IPHTOTEIHN
IO MarHCTPaTHa H papMakoneHHa pelenTypa

2. C'BIPEH.HIE-&HE H OTIIVCKAHE IO TISKAPCTECHH THCTOBS HA qa | | HE |

TeKAPCTECHE OPOIVETH, BETHOMHTETHO IPHTOTEAHH IO
MarHcTpanHd o papuMaKonsiHa pelenTypa, 083 TeKapCIBeHH

popMI 3a OYH H Pa3TEOPH 3a NapeHTePaTHO IPHICEEHHE

3 CexpaHdBaHe H OTOVCKAHE IO TeKAPCTECHH THCTOBS HA i | | He |

MeKapCTBEHH NPOIYKTH, BETIOUHTETHO IPHIOTEAHH 0O
MaTHCTPATHA H PapMaKoneHHa PelenTypa I TeKapCTBEHH

popMH 3a OYH H Pa3TEOPH 2a NapeHTEPaTHO IPHIOKEHHE

4. MemHIMECEH H3TETHT | oa | | HE |

5. .JHE"‘I'H‘I[{[[ XPAaHH 34 CIOCIHATHH METHITHHCEH METH, XPAHEH | Ia | | HE |

33 KBPMAYeTa H NPeXOIHH XPaHH

1 1 ST TIOIITHT, coineninannsssnsnsansnnnsssanse
{me=aT)

(TpHTe HMeHA Ha JHISTO)}

3abenexka. Bepuusr orrosop ce otdenssna ¢ X"

[Mpwnoxxerne Ne 8 xbm . 12, an. 3
(U3wm. - 1B, 6p. 67 ot 2010 1.)

|. BunoBe nmomerieHus BbB:

1. AnTeka 3a oTIycKaHe Ha JeKapcTBa Ha IPaXk/IaHU:

a) AnTeka 3a JIeKapCTBEHU MPOAYKTH, C M3KIIIOUEHHE HA TIPUTOTBSHH 10 MaruCTpasiHa u (papMakorneiitna
perenTtypa ¢ €IHO paboTHO MSCTO - ¢ MHHMManHa oOma turom 30 KB.M, CBhCTOSINA CE OT MPHEMHO
IIOMEILIEHUE, CKJIaJI0BO ITIOMEILIEHUE U CAHUTAPEH BB3EN C U30JIALIMOHHO MPEAJIBEPUE U MUBKA. 32 BCSIKO
cleBaIio paboOTHO MSICTO C€ U3UCKBAT OIIE S KB.M JIOI'bJIHUTENIHA IO,

0) AnTeka 3a JeKapCTBEHH MPOJIYKTH, BKIIOUUTEIHO U MPHUTOTBSIHM 110 MAarucTpaiHa U (apMakoreina
perentypa ¢ e1Ho pabOTHO MSCTO, B KOSITO HE C€ MPUTOTBAT JIEKaPCTBEHU (OPMH 3a OUM U Pa3TBOPH 3a
MapeHTepalHO MPUJIOKEHHe - ¢ MUHMMaiHa obma mion] 40 KB.M, CcbcTOflla C€ OT MPHUEMHO
MOMEIIIEHUE, CKJIaJJOBO MOMEIIEHUE, AaCUCTEHTCKO IOMEIIEHHWE C €IHO paboTHO MACTO MU MHBKa 3a
M3MUBaHE Ha CHJOBETE W ypeAWUTE 3a NMPUTOTBSIHE IO MArucTpaiHa U (apmakoreiiHa peuentypa u
CaHUTApEH Bb3€Nl C H30JIALIMOHHO TNpeJBepue M MHUBKA. 3a BCSKO cieaBamlo pabOTHO MSCTO ce



M3HCKBAT OIIE S KB.M JOI'BJIHUTENHA IUION]. 3a MPUTOTBSIHE Ha JIEKAPCTBEHU MPOAYKTH IO MarucTpaiHa
perenTypa ce M3IoJI3Ba MpeurcTeHa Bojia chriracHo EBponeiickaTa apmakorest.

B) AnTeka 3a JIEKapCTBEHH MPOJYKTH, BKIIOYUTEIHO U MPUTOTBSHH 10 MarucTpaiHa u (apmakorneiina
peuentypa ¢ eqHo pabOTHO MSCTO, B KOSTO C€ MPHUTOTBAT JEKapCTBEHH (HOPMHU 32 OYM - C MHHUMAJIHA
obma mron 50 KB.M, ChCTOAIIA C€ OT MPHEMHO MOMEIICHHE, CKIAJ0BO MOMEIICHUE, ACUCTEHTCKO
MOMEIICHNE C €JHO PabOTHO MSACTO M MMBKA 32 M3MHBAHE Ha CBHIAOBETE M YPEAUTE 3a MPHUTOTBSHE IO
MarucTpaiHa u ¢apMakornelHa pelenTypa, acenTHUeH OOKC 3a HM3TOTBSIHE HA PAa3TBOPU 33 OUYU H
CaHUTAPEH BB3EJI C M30JIAIMOHHO NpEeNJBEpHEe M MHUBKA. 3a BCSIKO ClenBaimo pabOTHO MACTO ce
M3HCKBAT OIIE 5 KB.M JOI'BJIIHUTENHA IUION]. 3a MPUTOTBSIHE HA JIEKAPCTBEHU MPOAYKTH IO MarucTpaIHa
pelLenTypa ce M3IoJI3Ba peurcTeHa Bojia chritacHo EBponeiickaTa apmakores.

r) bunkoBa anrteka ¢ eqHO pabOTHO MSCTO, B KOSATO C€ NPHUIOTBAT OWJIKOBM CMECH M 4YallOBE U CE
pazdacoBar OWJIKM - ¢ MUHHMaigHa obOma rom 60 KB.M, ChCTOSIIA CE€ OT NMPUEMHO IOMEIICHUE,
CKJIaJJOBO TIOMEIIIEHUE, ACUCTEHTCKO MOMEIIEHHE C €JHO pabOTHO MSICTO M CAaHUTApEH BH3EN C AYII U
M30JIALIMOHHO TpeAJBeprue ¢ MHBKA. 3a BCAKO CJEBAINO PaOOTHO MSCTO C€ M3UCKBAT OIIE S KB.M
JOM'BIHUTEITHA TITOII:

aa) B ClydyaWTe, KOraro B OHMIKOBaTa anTeKka ce MPOJaBaT M OTIYCKAT JIGKApCTBEHH MPOIYKTH, C
M3KIIIOYCHNE HA IPUTOTBSHH 110 MarucTpaiHa u papmakorneitHa penenrtypa, TpsoBa aa 6b11e 000co0eHo
OT/ICTTHO PabOTHO MSCTO 33 ChXPaHEHHE U MpOoJak0a Ha TE3H JIEKapCTBa M MUHUMaIHATa 00Ia IOl e
65 xB.M;

00) B ciyyauTe, KOraTo B OWJIKOBATa anTeka ce MPUTOTBST JICKAPCTBEHU MPOIYKTH MO MarucTpaiHa u
(dapMakomneiina perentypa, ce€ U3UCKBa JOMBIHUTEIHO MTOMEIIEHHE C €JHO pabOTHO MSICTO U MHBKa 32
U3MHUBAaHE Ha CHAOBETE W ypEeauTe 3a MPHUIOTBSHE M0 MarucTpalHa ¥ (apMakolelHa penentypa u
MUHHMaJHaTa O0ma IUIONI € /5 KB.M; 3a NPHUTOTBSIHE HA JIGKAPCTBEHU MPOIYKTH 10 MarucTpaiHa
pelLenTypa ce M3IoJI3Ba IpeurcTeHa Bojia chritacHo EBponeiickaTa apmakores.

BB) B HACEJICHU MECTA, KBJCTO HsAMA Jpyra amnTeka, ce JOIycka OTKPHBAHE Ha alTeKka 3a JCKapCTBEHH
IPOAYKTH, C U3KIIOUEHUE Ha IPUTOTBSHU 110 MarkucTpaiHa u ¢papMakoneiHa perentypa ¢ eH0 paboTHO
MSCTO - ¢ MuHHUManHa oOma tiony 20 KB.M, ChCTOSIIA C€ OT MPHEMHO IOMEUICHHE, CKIIAJI0BO
MIOMEIIEHNE U CAaHUTapeH Bb3eJl C M30JIALMOHHO MpeAIBEepHe M MHUBKA; 3a BCSIKO CIIEABALIO PabOTHO
MSICTO C€ M3HCKBAT OIIE 5 KB.M JOMIBJIHUTEIHA IO,

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

a) AnTeka 3a 33/JI0BOJISIBAHE HYKJIUTE Ha JIEYeOHO 3aBEJCHUE 3a JICKAPCTBEHU MPOAYKTH, BKIFOUUTEITHO
U TPUTOTBAHM IO MarucTpajHa M QapmakorneiiHa peuentypa Oe3 NPUTOTBSIHE Ha Pa3TBOPU 3a
MapeHTEePATHO NPUIOKEHUE U JICKApCTBEHH (OpPMH 32 04 - ¢ MUHHMaiHa obOma rwiom 0,50 kB.M 3a
€HO JIerJI0, HO He Mo-Maiko oT 50 KB.M, CBCTOSIA C€ OT MPHUEMHO IOMEIIEHHE, ACHCTEHTCKO
MOMENICHNE, MUSUTHO TIOMEIIIEHHE, CAHUTAPEH BH3EIl C MpeIBepre U MUBKA.

3a mpUroTBSHE Ha JIEKApCTBEHH NMPOJYKTU IO MArucTpalHa peLenTypa ce M3MO0J3Ba MPEUYUCTeHa BOJA
cbriiacHo EBponeiickaTta ¢papmakores.

0) AnTeka 3a 3a70BOJISIBAHE HY)KIHUTE Ha JIe4eOHO 3aBeneHue 1o wi. 222, an. 4 3JIIIXM 3a nexapcTBeHU
MPOAYKTH, BKIFOUUTEITHO W MIPUTOTBSHU IO MarucTpaiHa u (papmakorneifHa pernentypa, Ha JeKapCTBeHH
dbopMH 32 OYM U PA3TBOPU 3a MAPEHTEPATHO MPUIIOKEHHE U XPAaHEHE - MOMEIICHUATA, IJIOUIUTE U
YCIIOBHSTA 32 TO3W BHJI allTeKa C Ta3W JEHHOCT ce MPUBEKIAT B CHOTBETCTBHE C 100paTa MpaKkTHKa TpH
MIPOU3BOJICTBOTO HA CTEPHIIHH JIEKApCTBEHH (hopMu.

Il. ®yHKIIMOHATHO-CTPYKTYPHU U3UCKBAHUS:

1. lMomemenusra mo pasnen |, . 1 u 2 TpsaOBa ga ca Ha €THO HUBO, CBBP3aHM TMOMEXIY CH H Jia ca
HAI'BJIHO OTAENIEHU OT IOMEIICHHTA, KOUTO C€ U3IOJI3BAT 3a APYTH IEJH WIX 33 IPYT BUJ AEUHOCT.

2. [TpueMHOTO TTOMeEIIIEHNE TPIOBa Ja MMa Mpsika BPh3Ka C ACHCTEHTCKOTO MOMEIIEHUE U YA00Ha BpBh3Ka
CBhC CKJIAJIOBUTE OMEIIEHHUS.

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



4. Jlomycka ce M3rpakJaHETO Ha BTOPO HUBO B alTeKara, CBbP3aHO ¢ 00e30maceHa cThibda, KaTo MoabT
Ha TOBa HMBO € Ha BHCOYMHA HE MO-Majiko OT 2,50 M OT moja Ha MBPBOTO HUBO, KAaTO TUIOIITA HA
000COOEHHTE 10 TO3M HAYMH IOMEIIEHHUS HE CE€ BK/IIOYBA B M3MCKBAaHATA MUHMMAajaHa OOIA IUIOLL Ha
arrTeKara.

5. Jlonmycka ce caHWUTapHHUAT BB3ed Ja ObJie HA JAPYro HUBO U C ynoOHa (YHKIMOHATHA BPB3KA C
OCTaHaJUTE IMOMEIIEHHUS Ha anTeKara.

I1l. CtpouTenHu n3MCcKBaHU:

1. Ceetnara BUCOUMHA Ha TTOMEIICHUATA TpsiOBa 1a Obae Hai-mManko 2,50 m.

2. (u3m. - JIB, 6p. 67 ot 2010 r.) CreHuTe Ha BCHYKH IMOMEIICHHS TPsIOBa Jia ca C TIOKPUTHE, YCTOWYHBO
Ha BJIQKHO IMOYMCTBAHE, KaTO HE Ce JIONycKaT pelieHH CTEHU B aCHCTEHTCKOTO MOMEIIICHUE

3. B musutHarta, acenTudHus OOKC M CAaHUTApHUS BH3EN TPSAOBA Ja ce Tmojara BOJOYCTOWYHUBO TIOKPUTHE,
MTO3BOJISIBAINO €(PEKTUBHO BJIAXKHO MOYMCTBAHE M JIC3MH(EKIUSA HA BUCOYHHA 2 M.

4. TlomoBuTE HACTUIIKK TPsiOBA /a ca:

a) JIECHO ITOYHCTBAIM C€ B NPUEMHOTO IOMelleHue (B CEKTOpa, KbAETO paboTar dapMmaieBTHTE),
CKJIaIOBUTE ITOMEIICHHS, aCHCTEHTCKOTO IIOMEIICHHUE;

0) BOJOHENPOIYCKIMBU M JIECHO MOYHCTBAIIM C€ 3a ThPrOBCKAaTa YacT HA MPUEMHOTO MOMEIICHHE,
MUSITHOTO, aCENITUYHUS OOKC M CAHUTAPHUS BH3EIl.

5. (u3m. - IB, 6p. 67 ot 2010 r.) [TomerienusTa TpsiOBa 1a KIMaT €CTECTBEHO U M3KYCTBEHO OCBETJICHHE,
KOETO Ja OCUTypsiBa 0€30MacHOCTTa W 3JIpaBETO Ha padoTemmre B anTekaTta W Ha mamueHtute. C
MIPUOPHUTET CE OCUTYpsiBAa €CTECTBEHO OCBeTJIeHHE. Koraro ecTecTBEHOTO OCBETIICHHE HE € JI0CTaThuHO
WM HE € Bh3MOXKHO J1a ObJIe OCUTYPEHO, CE MpUIara CMECEHO WIIM U3KYCTBEHO OCBETIICHHE.

a) VI3KyCTBEHOTO OCBETJICHHE B MPUEMHOTO W aCHCTEHTCKOTO MOMEIIECHHE HE MOXKE J1a ObJe MO-MaJKo
or 500 mykca, B CKJIIAAOBOTO momemieHne - He mo-maiko oT 300 mykca, a B CaHMTapHUS BB3EN U
M30JIallMOHHOTO Tipennasepue - He mo-manko ot 200 mykca, cerimacHo BJIC EN 12464-1 "Cernuna u
ocsetaeHue. OcBeriaeHre Ha paboTHU MecTa.” - yacT | PaGoTHu MecTa Ha 3akputo.”

6) Ha paboTHuTe MecTa B MOMEIIECHHUSTA, KBHICTO CE MPHUTOTBAT JIEKAPCTBEHH MPOIYKTH, TPsOBa 1a €
OCHUTYPEHO U JIOKAJTHO OCBETIICHUE.

B) B acenTuunust 60Kc/cTas v MpeaaIBepreTo KbM Hesl TpsiOBa J1a ca MOCTABeHU OAKTEPHUIIMIHU JIAMITH.

IV. U3nuckBaHus 0 OTHOLIEHHWE HAa OTOIUIMTENIHATA U BEHTUJIALIMOHHATA MHCTAIAIHS

1. OromuTenHara, BEHTHJIAIMOHHATA M KIMMAaTHYHATAa WHCTANALMUS Ja OCHUTYPSIBAT B MOMEIICHUATA
HOpPMaTHBHUTE M3MCKBAaHUS 3a MUKPOKJIMMAT B 30HaTa Ha npeOuBaBaHe cbriiacHo Hapenba Ne 15 ot
2005 r. 3a TEXHWYECKH TpaBWJIa U HOPMATHBH 3a TPOCKTHUPAHE, M3TPAKIAHE W EKCIUIoATaIis Ha
00EKTHTE ¥ ChOPBHKEHHUATA 33 POU3BOJICTBO, IIPEHOC U pasmpe/ielicHne Ha ToiHHa eHeprust (B, Op.
68 ot 2005 1.).

2. (ot™. - 1IB, 6p. 67 ot 2010 1.)

3. (ot™. - ]IB, 6p. 67 ot 2010 1.)

V. V3uckBaHMs 1O OTHOIIICHHE HA BOJOMPOBOIHATA U KaHATH3AIlMOHHATA HHCTAJIAIUS

1. BomompoBoaHaTa W KaHATU3allMOHHATA WHCTAIAIMS TPSAOBa J1a ca MPOEKTUpaHu chrilacHo Hapenba
Ne 4 or 2005 r. 3a mpoekTHpaHe, W3rpaXJaHE M €KCIUIoaTallds Ha CrpagHH BOJOIPOBOJHU U
KaHaIM3alnOHHN HHCTanauu (00H., 1B, 6p. 53 ot 2005 r.; momp., /B, 6p. 56 ot 2005 r.).

2. Antekute TpsiOBa Jla ca OCUTYPEHH C JOCTAThYHO KOJUYECTBO TOILIA U CTYJCHA BOJa, OTroBapsiia Ha
m3uckBanusaTa Ha Hapendéa Ne 9 or 2001 r. 3a kadecTBOTO Ha BojaTa, IpPeJHA3HAUEHA 3a
nuTeiino-outoBu nenu (1B, 6p. 30 or 2001 r.).

3. MuBkuTe TpsOBa J1a ca MOHTHpPAHU B ACHCTEHTCKOTO IOMEIICHHE, MFSUTHATA M H30JIAIIMOHHOTO
NpeIBepHE MPe]] CAHUTAPHUS Bb3eIl.



V1. U3uckBaHus o OTHOILLIEHUE HA €IEKTPUUYECKATa HHCTATAIlU:

1. EnexTpo3axpaHBaHETO U EIICKTPUUECKUTE ypeaOdu ga ca mpoekTupaHu cbkriacHo Hapemnba Ne 4 ot
2003 r. 3a mpoekTupaHe, U3rpaxaaHe W eKCIIoATallus Ha eJIEKTpUUYecKH ypeaou B crpamu (/IB, Op. 76
or 2003 r.).

2. (ot™. - 1B, 6p. 67 oT 2010 1.)

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

4. B anrrexkute TpsiOBa Ja € MPOEKTHpaHa M WHCTANAIUS 32 TelNe(OHHU TTOCTOBE.

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

[Tpunoxxenue Ne 9 kpm . 17, ai. 1

.]IeKapCTBeHI/I MNPpOAYKTHU IO MCKAYHAPOAHHW HCIIATCHTHW HAWMMCHOBAHUA, HM3UCKBAIIIU CBbXPAHCHUC B
OTJIeJICH IIKa() ChC CEKPETHO 3aKITFOYBAHE
Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
Amsacrine
Asparaginase
Atracurium

Atropine
Azathioprine
beta-Methyldigoxin
(Biperiden - kM criuchk Ha 3KHBII)
Bleomycin

Busulfan
Butylscopolamine
Carmustine
Chlorambucil
Ciclosporin

Cisplatin
Cyclophosphamide
Cytarabine
Dacarbazine
Daunorubicin
Digitoxin

Digoxin

oxorubicin
Epirubicin
Ergotamine
Estramustine

Ethyl biscoumacetate
Etoposide
Fluorouracil
Fotemustine
Galantamine
Hydroxycarbamide



Idarubicin
Ifosfamide
Irinotecan
Lanatoside C
Lomustine
Melphalan
Mercaptopurine
Metandienone
Methotrexate
Mitobronitol
Mitolactol
Mitomycin
Mitoxantrone
Mevacurium chloride
Nalorphine
Naloxone
Nandrolone
Neostigmine
Oxymetholone
Paclitaxel
Pancuronium
Pilocarpine
Pipecuronium bromide
Procarbazine
Pyridostigmine
Rocuronium bromide
Scopolamine
Suxametonium
Tegafur
Teniposide
Tetracaine
Tioguanine
Tubocurarine
Vinblastine
Vincristine
Vinorelbine

[Tpunoxenne Ne 10 xbpm wi. 18

MuHuMalieH HOpMaTHB 3a 003aBekIaHe U 000py/IBaHE HA anTeKa
I. [IpuemMHo momereHue

1. Maca penentypHa (CbOOpa3HO YCIOBHSTA)

2. Crenaxu

3. PaboteH cTon (eproHOMUYECH)

4. Koda c neman

I1. ITomemienue 3a MPUrOTBSHE HA JEKAPCTBEHU MPOAYKTH 10 MarkcTpaiHa U apMakoreiHa perenrtypa



1. PaGoTHO MSCTO 3a MPUTOTBSHE HA JIGKAPCTBEHU MPOJIYKTH IO MaructpaiHa u (apmakomneitHa
perentypa (KOMILICKT)

. Cron

. XaBaHU C IIECTUIIU

. Bazepuiinu crpkia

. Be3nu ¢ HeoOxommMaTa TOYHOCT

. Kommekt rpamoBe

. JIb>)KuIM MeTanHu, HeMeTaaTHU

. lnarynn

. Hoxuna

0. Hox

1. Kacepomnu

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

13. IlaTeHun emaiIMpanu ¢ IpbKKa

14. CrpkileHH CHIOBE 32 ChXpaHEHHE HA IeDEKTYpHU Pa3TBOPHU
15. HarpeBareneH ypen

16. Koda ¢ meman

17. BoxHa Gans

18. Crepunmsarop (3a anteku, U3roTBSIIIM CTCPHITHE PA3TBOPH)
19. ABTOKIIaB (32 anTeK, U3rOTBSIIU CTCPUITHH PA3TBOPH)

20. Cymmnen mkad (3a anTeku, U3roTBSIIY CTSPUITHH Pa3TBOPH)

P PRPO0ONOOITE,WN

I1l. CknamoBo momenienue

1. IlIxadoBe cTenakHU

2. PadToBe cTenaxxuu

3. Meranna kaca, HEMOJBIKHO 3aKpelieHa M CBbp3aHa ChC CHTHATHO-OXPAHUTEIHA CHUCTEMa, 3a
ChXpaHCHHE Ha JICKAPCTBEHH IPOIYKTH, CBHIbpXKAIlM HAPKOTHYHHU BelecTBa (KOraro amrekara e
MOJIy4HrIIa pa3pelieHue 3a paboTa ¢ Te3U BEIIeCTBA)

4. llIxad 3a cbXpaHeHHUE Ha JEKaPCTBEHH NPOIYKTH OT nmpuiiokeHne Ne 8 cbc cekpeTHO 3aKiIrouBaHe

5. XMaIuIHUK - ¢ IOJIXOSIL 00eM

6. PabotHa maca (ch00pa3HO yCIOBHSATA)

7. IppBenu nasnetu (mpu HeoOXOIUMOCT)

8. Meranuu nasieru (mpu HeOOXOUMOCT)

9. Konnuka (ch00pa3HO yCIOBHSITA)

10. Crpnba (cro0pa3Ho yclIoBHsATA)

11. TepMoMeTHp BbB BCHYKH ITOMEIIEHHS, KBJIETO C€ ChbXPAHSIBAT JIEKAPCTBEHH MPOTYKTH

12. BeHTHIATOP WM KIIMMATHU3aTOP - aBTOHOMEH (ChOOPa3HO YCIOBUSATA)

IV. AnTekara Tps6Ba J1a pasmosara cbe:

1. Tapaepo6 3a 0051ekI0TO Ha MepcoHaa (ChboOpa3HO YCIIOBHUSITA)

2. CTeHHO ornenano

3. lllxkad wmnm MsICTO 3a CHXpaHEHHE Ha TEPWIHW TMperapard, Ie3WHPEKIMOHHN MaTephalid WU
ChOPBHKEHUS 32 TOYMCTBAHE

4. [TpoTHBOMIOXKapEeH HHBEHTAP CHIVIACHO POTHBOIOXAPHUTE N3NCKBAHUS

[Mpunoxxerne Ne 11 kM wi. 26, ai. 2

NABOPATOPEH OHEBHUK Ne .........cccceinn



38 MECELL ... roguHa

Cym
Ne | [ata | HaumeHoBaHue | JlekapctBeHa | [Maptu- |Msapka| Konu- En. Z lopeH | HammeHo-
OeH
no Ha aKTUBHUTE dopma HOMEP 4YecTBO | UeHa ao BaHue Ha
pen CbCTaBKu dopmaTta

[Mpunoxxenne Ne 12 kM wit. 26, an. 3

[HEeBHVK 3a pernctTpupaHe Ha NPUroTBSIHUTE B anTekaTa NiekapCTBEHW NPOAYKTM MO MarucTpanHa u
dapmakonenHa peuenTypa

Ne [aTa Ha Rp Ne | CbcraB no Wwme, agpec 1 Jl_/lle'\f((;:: Cpok Ha MpuroTteun
no npuroTesiHe peuenTa Bb3pacT YWH rogHocT

pea Ha 6onHus

[Mpunoxenne Ne 13 kM wi. 29
W3uckBaHus 3a CbXpaHEHHE U IPUTOTBSIHE Ha JEKapCTBEHU MPOAYKTH B arTeKaTa

1. CepxpaHeHHETO Ha JICKAPCTBCHH W TIOMOIIHHM BEMIECTBA HAa PAOOTHOTO MSCTO Ha JIMIIETO, KOETO
W3TOTBS JIGKAPCTBEHU MPOAYKTHU IO MarucrpaiHa u (apMmakoleiiHa perentypa, ce€ W3BBHPIIBA MPU
Cra3BaHe Ha CIICAHHUTE MTPABHIIA!

a) Mpaxoo0pa3HUTE JIEKApCTBEHHU BEIECTBA C€ HapeXIaT OT JsICHATa CTpaHa, a TEYHHUTE - OT JsBara
CTpaHa Ha paboTenus;

0) moapeXIaHeTO Cce M3BBPIINBA MO a30y4eH pej MO Ha4WH, 10 KOWTO ce M30srBa HEMmocpeacTBeHaTa
6J'II/I3OCT Ha J'IeKapCTBCHI/ITC BEIICCTBA C 6J'H/I3KI/I HaAaMMCHOBAHUS UJIM CXOJHU IO BHHIIICH BU/I,

B) JICKApCTBEHH BEIIIECTBA 3a BHHIIHA M BHTPEIIHA YIOTpeda ce MOAPESIKIAT OTAEIHO;

I) JEKapCTBCHM BEIECTBA, KOMUTO BJIM3aT B ChCTaBa Ha JCKApCTBEHH MPOIYKTH OT mpuiiokenue Ne 8, ce
ChXpaHsIBaT OTJEIHO OT APYTUTE, Ha caMara Maca WM B OTJAeNeH MKad; BbPXY €TUKETHTE c€ 03HAYaBaT
STHOKPATHUTE M JCHOHOIIHUTE MAaKCHMAJHU JI031; HANMECHOBAHHETO HA JICKAPCTBEHOTO BEMIECTBO CE
u3MMcBa Ha Osu1 OH ¢ yepBeHU OYKBH; 33bJDKUTEIHO Ha mikada (Iucka, para) ce MOCTaBs HAIIKC
"JlekapcTBEHO BEIIECTBO, HAa OTJIEITHO ChXpPaHEHHE';, HE C€ pa3pelniaBa ChbXPaHCHHETO Ha HAPKOTHYHH
JIEKapCTBEHH BEIECTBA Ha paOOTHOTO MSCTO.

2. Jlumero, KOETO TPUTOTBS JICKAPCTBEHH TPOMYKTH TI0 MarmcrpaiHa U (apMmakomneiHa
perenTypa,3aIbKATEHO CTia3Ba CICTHUTE MpaBuiIa;

a) Mpey U3rOTBSHE HA JICKAPCTBEHUS MPOIYKT MPOYUTA PEIeNTaTa, KaTo MPUCThIIBA KbM paboTa camMo
B CIIy4aif, KOTaTo pelrentara € MpaBWJIHO HAMKHCaHa M HIMa ChbMHEHHE OTHOCHO JO3MPOBKATa WU
HAaUMEHOBAHHETO Ha JICKAPCTBEHOTO BEIIECTRO;

0) mpu OTMEpBaHE Ha JICKAPCTBCHOTO BEIIECTBO MPOBEPsBA MPABUIIHOCTTA HA B3ETOTO JIEKAPCTBEHO



BEIIECTBO, KaTO CBEpsABa HAUMEHOBAHUETO B pellenTaTa C TOBAa Ha OaHKaTa Mpenud OTMEpPBaHE M CIel
OTMEpBaHe; IIPU OTMEPBAHETO € HEOOXOANMO J1a ce IbpkKH OaHKaTa B JIICHATa PbKa [0 TaKbB HA4YMH, Y€
HA/MUCHT Ja ObJIC OTIPE U J1a MOXKeE Ja Ce YeTe;

B) OTMEpBa B IPUCHCTBUETO HA PHKOBOMUTENS HA aNTeKaTa WM ONPEICieH ChC 3aloBel OT HEro
(apMarieBT HapKOTHYHHU JICKApPCTBEHM BEILECTBA; HAa oOpaTHaTa CTpaHa Ha pelenTara Ce HalHucBaT
HaMEHOBAHMETO U KOJUYECTBOTO HA JIEKAPCTBEHOTO BEILIECTBO, CIIE] KOETO JBamara ce IOAIUCBaT;

r) clel W3rOTBSHE Ha JIeKapcTBeHaTa (opma olle BEIHBXK MPOYMTa peLenTaTta U IpOoBepsiBa
IIPABUIIHOCTTA Ha B3€TUTE ChCTABKU U JI03H;

1) HE ChXpaHsiBa Ha PaOOTHOTO CH MSICTO M3TOTBEHH JICKAPCTBEHU MPOAYKTH O3 €THKETH, HAJIIHCH,
NapTUAHN HOMEPA, JlaTa Ha IIPUTOTBSIHE, HAUMH Ha CbXPaHEHHE, CPOK HA TOAHOCT;

€) pY U3M0JI3BaHE HA BE3HUTE CE€ CIIa3BaT yKAa3aHUATA HA MPOU3BOIUTEIS; IPH OTMEPBAHETO HE CJIC/IBA
Jla ce MpEeBUILAaBa MpeIeIHaTa HAaTOBApEHOCT, KOSATO € 0003HaYeHa Ha BE3HUTE,;

k) pasmosiara ¢ TabnMia 3a MaKCHMAJIIHUTE M CJHOKPAaTHHTE J03U Ha JICKAPCTBEHUTE IMPOMYKTH,
ChbPKALIM HAPKOTUYHU BEILIECTBA;

3) B Kpast Ha paboTara jia 0OCTaBs pabOTHOTO CH MSCTO B ITBJICH MOPSIBK;

M) HE U3rOTBS CIHOBPEMCHHO HSKOJKO JICKAPCTBEHU MPOAYKTH [0 MarucTpaiHa U QapmakornenHa
peLenTypa;

if) ocTaBs Bcsika OaHKa Ha MSICTOTO §f Clie/l CBhpIIBaHe Ha paboTara ¢ Hesl.

3. B cki1azoBOTO MOMeIeHNe ChbXPAaHEHUETO CE M3BBPIBA IPH CIIa3BaHE Ha CICTHUTE MPaBUIIa:

a) JICKaPCTBCHU MPOAYKTH, C H3KIKOYCHHUE HA NPUTOTBSIHUTE [0 MarucrpaiHa U (apmakoreiHa
peLenTypa, ce CbXpaHsBar BbpXy padToBe WK B J0Ope 3aTBOPEHU 1IKa(OBE;

0) NeKapcTBEHUTE NPOAYKTH B TPAHCIOPTHA OIAKOBKA U CAHUTAPHO-XUTHCHHHTE MaTEepHUAld ce
CBbXpaHsBaT BbPXY CKapH;

B) JICKQPCTBEHHUTE MPOJYKTH ChC CHJIHA MUPU3Ma CE ChbXPAHSBAT OTACIHO OT APYTUTE BHIOBE B 100pe
3aTBOpPEHH MIKa(OBE;

I) CaHUTAPHO-XUTUCHHHTE  Marepuaid, [Ie3MH(PCKIUOHHUTE, JCepaTH3aLUOHHUTE  CPEICTBA,
KO3METUYHHUTE CpEACTBa, paspelleHd 3a npojakda B anrekara, Ce€ CbXpaHABAaT OTAEIHO OT
JIEKapCTBEHUTE MPOJIYKTH;

1) Ha BBTpEIIHATa CTpaHa Ha BparaTa Ha METalHMs IIKad WM Kacara, KbJIETO Ce ChXpaHsIBaT
JIEKapCTBEHU MPOAYKTH, CBhABP)KAIIM HApPKOTMYHHM BELIECTBA, C€ MOCTaBAT Haamuc 'JlekapcTBeHH
MPOJAYKTH, ChABPKALIM HApPKOTUYHHM BEIIECTBA' MU CIUCHK Ha JIEKAPCTBEHUTE MPOAYKTH, KOUTO CE€
CbXpaHABaT B HETO, C O3HAYCHHE HAa MAKCUMAJIHUTE JI03H;

€) KIIYOBEeTEe OT METalHUs IKad) WIM Kaca ce ChXpaHsIBaT OT PHKOBOJMTENS Ha anTeKara WId
OIpeJIeNIEH OT HETO ChC 3aMoBe]l APYT (papMaleBT;

k) B mkadoBere mo OykBa "A" ce ChXpaHSBAT BE3HWYKHTE M BCHYKH JPYTH YpeAH U TpUOOpH,
HEo0X0aMMHU 3a paboTa C JIEKapCTBEHU MNPOAYKTH, ChIbpIKALIM HAPKOTHMYHHM BEIECTBA, KOUTO cCe
ynoTpeOsBaT caMo 3a Ta3H e,

3) HaanmucuTe Ha OaHKHTE C HAPKOTUYHHU JIGKAPCTBEHM BEUIECTBA ca ¢ Osul IBAT Ha 4epeH (oH, ¢
O3HaUY€HHE HAa MAKCUMAJIHUTE €THOKPATHU U JCHOHOIIHHU J03H;

M) U3TOTBEHUTE B allTEKaTa JIGKAPCTBEHN NPOYKTH, ChABPKAIIM HAPKOTUYHYU BEUIECTBA, CE ChXPaHSIBAT
B KacaTa WIH XeJle3HUs mKad;

i) OWJIKUTE B CKJIAQJIOBOTO TIOMEIICHUE CE ChXPAHSIBAT OTIEIHO OT JPYrHTE JEKAPCTBEHH MPOAYKTH B
noOpe 3aTBopeHU MKadoBe;

K) JISKQpCTBEHU MPOAYKTH, TIOKA3aJId HECHOTBETCTBHS C M3UCKBAHHUATA KbM KaueCTBO, C M3TEKBJ CPOK
Ha TOJHOCT, C HAapyUIEHW MbpPBHYHA WJIM BTOPUYHA OMAKOBKA CE€ CHhXpaHSIBAT OTAEIHO OT JPYTrUTe
JICKapCTBEHM MPOJYKTH Ha ONPEIENCHO 3a IeNTa MsICTO ¢ TpalHO CUTHAJIHO OOO3HAYeHHE, Ye ca
OJIOKMPAHU.



[Tpunoxenne Ne 14 xbpm ui. 29

3/IpaBHU U MIPOTUBOCTIUIACMUYHHA U3UCKBAHUS TIPU pad0Ta B alITEKH

|. TTouricTBaHe HA TOMEIICHUATA U MEOCIIUTE B AlITEKUTE

1. IMomenieHusiTa 1a ce MOIABPIKAT YUCTH. EXXEIHEBHO M MpH 3aMBPCSIBaHE Jla CE M3BBPIIBA BIIAKHO
MOYMCTBAaHE W Je3WH(EKIUs Ha 1MoJa, MOBLPXHOCTHTE Ha MeOenuTe, amaparypara U Ap. ChIVIACHO
ykazanue Ne 3 ot 1998 r. 3a mpoBexmane Ha jabopaTopeH KOHTPOJI BBPXY KauyeCcTBOTO Ha
Ne3MH(EKIMUTE ¥ CTEPWIM3ALMUTE B 3JpaBHHUTE 3aBeacHUs, myonukyBaHo B Ciy)xeOeH OroJIeTHH,
W31aJiIeH OT MUHUCTEPCTBOTO Ha 3/IpaBeona3BaHeTo, 6p. 1 ot 1999 r.

2. ExxeroniHo 11a ce U3BBpIIBA OOSIMCBAHE HA CTCHUTE HA MTOMEIICHUSATA.

3. MuBKHUTE 1@ ce MOIIbPKAT MOCTOSHHO YHCTH. 3a0paHsBaT Ce 3aCTOSIBAHETO M HATPYIBAHETO Ha
CHJIOBE, XaBaHW, MOcoOWS W 1p. 3a BCSIKAa MHBKA Ja C€ OCHTYpSBAT MUCIIH M JAC3UH(PEKIIMOHHH
IperapaTy ¥ CPeJCTBa 3a MOJICYIIIaBaHe Ha PBIIETE 3a eJHOKpaTHa yrnoTpeoda.

I1. O6paboTBane HAa CHOPBKEHUATA, IPHOOPUTE U CIIOMATATEITHUTE MaTEPHAIIH

4. Cnen ynotpeba chA0BETE U ypeAUTE 3a NPUTOTBSIHE Ha JIEKAPCTBEHU MPOJYKTHU 10 (hapMakoneiHa u
MarucTpajiHa pelenTypa ce IMOYHMCTBAT MEXAaHUYHO, Je3uH(peKuupaT, u3MuBarT U uscymanar. [Ipu
IIPUTOTBSHE HAa Pa3TBOPHU 332 OUYM U Pa3TBOPH 3a MAPEHTEPAIHO IPUIIOKEHUE ChJIOBETE C€ CTEPUIIN3UpAT
B cywmmiHs npu 160 °C.

5. Bcuuku cb1oBe, KOUTO CE U3IOJ3BAT 3a CbXPAHEHUE HA JICKApCTBaTa U NIPUTOTOBJIECHUETO UM, JIa ca
0e3 MeXaHW4YHHU Je(PEKTH U ChC 3ara3eHa IsuIocCT.

6. V3MuTHTE M M3CYIIEHN CTHKIA M CHIOBE CE€ 3alylIBaT ChC 3alyIIAIKH U CE€ ChXPAHSABAT B IUTHTHO
3aTBapsll ce mKad, yusaTo n3paboTKa MO3BOJIsABA JIECHO U e(peKTUBHO nmouyncTBaHe. Ha acucreHTckara
Maca Jia ce IOCTaBsT caMO MallbK Opoi ChJI0BE, HEOOXOIUMH 3a IpsiKaTa padoTa.

7. IlopuenaHoBHUTe, CTHKIEHUTE U IIACTMACOBUTE OypKaHM M KyTHU CE€ ChbXpaHABaT B IIKadoBEe WM
YeKMeKEeTa.

8. OnaxkoBKHUTE U 3aIyHIAIKUTE, KOUTO 1€ c€ U3IO0I3BaT 3a ChbXPaHEHHE Ha JIEKAPCTBEHU (OPMHU 3a OUH,
TpsIOBa J1a ce chXpaHABaT U 00pabOTBAT 1O HAUYMH, KOMTO Aa OCUTYpH TSAXHATA CTEPUITHOCT.

9. Be3nute ce moabpxKat U MOYUCTBAT ChOOPA3HO YKA3aHUATA, AAJCHU OT IPOU3BOAUTEIS.

10. XurpocKOnuYHUSAT MaMyK, (pUATHPHATA XapTHI U MapJiIsaTa, ynoTpeOsBanu 3a GUITpupaHe Ha TEUHU
JIeKapCTBa, Ce Ma3sT B 3aKpUTH OaHKH € IITM(POBAHU 3aITyILIAIKH.

11. Kamncynute 3a npaxoBe, napad@UHUpaHUTE U MEPraMEHTOBHUTE XAPTHHM CE€ ChXPAHSABAT B ILUTBTHO
3aTBapsIIM Cce€ YeKMeKeTa Ha AaCUCTEHTCKaTa Maca B KOJIMYECTBA 3a HE MoBedye OT 2 - 3-JHEBHA
ynortpeba. 3anmacute OT ClioMaraTeJIHd MaTepHalld, 3alyllajaky, (UITbpHA XapTus, Karcylu U ApYyTu ce
ChXpaHsABaT NPU XUTUEHHU YCIOBUS B 3aKPUTH LIKa(oOBe.

12. 3a ne3uH(pEKUS Ha MOMEIIEHUATA W ChIOBETE B alITEKUTE Ja CE M3IMOJI3BAT CaMO JIC3MH(CKTaHTH,
3a KOMTO MMa U3JIaJIeHO pa3pelleHue 3a MyCKaHe Ha ma3zapa OT MUHHMCTbhpa Ha 37paBeorna3BaHero. [lpu
M3TOJI3BAHETO HA JE3WH(EKTAHTUTE 3aIIDKUTEIHO CE CIa3BaT yCIOBUATA HA M3AJCHOTO Pa3peIICHHE
Y YKa3aHUATA, JaJICHU OT MPUTEKATENS HA PA3PEIICHHUETO.

13. Ha crepuim3anus B antekara Mmojjiexar CThKICHN U METATHU ChoBe. ChIOBETE Ce YBHBAT B YHCTA
ambana)kHa XapTUs W Clell CTepWIM3allis Cce ChXpaHsBaT Taka yBUTHU JO ymoTrpedara UM B YHUCTH
3aTBOpeHHu mkadore. [Ipu crepunmzanusTa B anTeKaTa ce Cra3Ba CICTHUAT PEKUM:

ABTOKJIaBHUpaHe
Temnepatypa Bpeme Ha Hansrane Ha
Ha napaTa B °C Bb3aencreme napata B paboTHU
B MVHYTU aTmocdepm
112 45 0,5
121 25-30 1,0
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Crepuiinzanys cbC CyX ropeni Bb3AyX B CyXH CTEPUIIN3AaTOpU

Temnepatypa B °C Bpeme Ha Bb3gencTeune
B Yacose
160 2
170 1
180 0,5

14. Jlesundexmus Ha pblIeTe Ha paOOTENTUTE B ACENITUYHUS OOKC C€ U3BBPIIBA ITPHU CIICTHUTE YCIOBHS:

ObekT Mpenapat HauuH Konu- Ekcno-
n % Ha Ha npu- 4ecTBO 3uums
pasTtBopa noxeHwve B cm3 B MU-
HYTU
XurneHHa a) 70 % eTunos 06Tpu- 3-5 2
nesnHgex- ankoxon +5 % BaHe
LUMs Ha pb- rMALEPUH
uete
0) MaHycTepon 3-5 1/2
B/koHUeHTpupaH
B) 4 % BoOAeH 10 1
pa3TBOp Ha
[eanHdekT B
r) 0,1 % BoaeH 10 2
pa3TBOp Ha X1bu-
TaH rmKoHaT
1:1000

I1l. TlonyuaBaHe, cbxpaHsBaHe U MTPOBEPKA Ha MPEYHCTEeHATa BOJIA, MPEBHP30UHUTE MATEpUAIH U APYTH
15. [Ipeuncrenara Boja, KOSITO CE U3MOJ3BA B allTeKaTa 3a MPUTOTBSIHETO HA JIEKAPCTBEHH MPOIYKTH T10
MarucTpaiiHa u (apmakomeiiHa perentypa, ce MNpUroTBs cChIIacHO EBpomneiickata ¢apmakores.
Jlomycka ce M3MOJ3BaHETO Ha TOJyY€HAa M3BBH alTeKaTa MPEYHCTeHa BOJA, KaTO CHOTBETCTBHETO C
EBporneiickara ¢apmakornes ce y10cTOBEpsiBa CbC ChOTBETHUTE JOKYMEHTH.

16. Tlpeuncrenara Boja ce ChXpaHsIBa Ha MPOXJIATHO MSCTO, B YHCTH 3aKPHUTH CTHKIICHU CHJIOBE, 100pe
MIPOMUTH MPEIBAPUTETHO C MPEYUCTEHA BOJIA.

17. Crpkiara 3a chXpaHsBaHE Ha BOJlaTa Ha aCUCTEHTCKATa Maca ce MPOMHUBAT C IPEUNCTEHA BOJIa €/IUH
BT THEBHO.

18. TIpeBbp30UHUTE MaTEepHUaId CE€ ChXPAHSIBAT CHITIACHO YCIOBHATA, NMOCOYEHH OT IMPOU3BOAUTEIIS.
3alpansiBa ce MOCTaBsSHETO HA MPEBBbP30YHHN MaTepHalld Ha T0/1a, HaJl MEOENTUTE U Ha OTKPUTO. MecTtaTta
3a ChbXpaHEHHUE Ha MPEBHP30YHUTE MATEPHAIIUA CE MOYUCTBAT €KEMECEUHO C YMCTa KbpPIa, HABIAXKHEHA C
ne3uH(peKnnoHeH pa3TBop. HeoOXxoammo € Aa ce B3eMaT BCHYKM MEpPKH 3a OMa3BaHETO MM OT BJjara,
3anapBaHe, rpnzatm 1 UHCCKTH, Han " OI'bH.

19. JlekapcTBeHH MPOMYKTH, C HW3KIIOYEHHWE HA TPUTOTBSHUTE IO MarucTpaiHa M (apmakoreiiHa
perenTypa, ce ChbXpaHsSBaT CBIVIACHO HW3UCKBAHHATA, OMPEICICHH OT MPOU3BOIUTENS. AKTHUBHUTE
BEIECTBA, MIPEIHA3HAUCHH 32 IPUTOTBSIHE 110 MarucTpaiHa u GpapMakorieifHa perenTypa, ce ChbXpaHsBaT
ChITIACHO U3MCKBAHMTA Ha AelcTBalaTa papMakomnes: Wik Mpou3BOIUTEIS.

IV. 3n1paBHM M3KMCKBAHUS MPU OTACTHUTE TEXHOJIOTUYHM MIPOIIECH

20. TexHONOTUYHHUTE TPOIIECH TPU W3TOTBSHE HA MAaruCTPaIHH JICKapCTBEHH (OPMH B anrTeKaTta ce
CBbCTOAT OT OTACIIHU €Tall U OIlepalii, KOUTO CE€ OCBILECTBABAT IIPU CIIa3BAHETO HA TEXHOJIOTUATA Ha
MIPUTOTBSHETO UM M CHOJIIO/IaBaHe MTpaBUIIaTa 3a JIMYHATa XUTHEHA.

21. OcHoBUTE 3a OYHHM Ma3HM NIpPEIABAPUTEITHO CE pa3TOIsBaT, yTasBar, (pUATPYBAT M CHXpPaHSABAT B



NPEIBAPUTEIIHO CTEPHWIIM3UPAHU J00pe 3aTBOpEeHU OaHKM [0 HAYMH, KOWTO OCUTYpsBa TSIXHATa
CTEPUITHOCT.

[Ipu mpuroTBsiHEe Ha JIEKAapCTBEHU (HOPMH, BKIIOUUTEIHO M ¢ aHTHOMOTHUIM, CE Cla3BaT IpaBuiaTa 3a
n00pa MpOU3BOACTBEHA IPAKTHKA.

Koraro texHomorusita Ha JI€KapCTBEHUTE (POPMH HM3MCKBA M3IIOJI3BAHETO HA ACENITUYHU METOMAHM, TE CE€
OCHUTypsIBaT OT PHKOBOJUTENS HA alTeKaTa.

22. 3a orpeOBaHETO HA XaBaHUTE OT Ma3H M MPAXOBE C€ M3MOJI3BAT INIACTMACOBH IJIaKU. YoTpedaTa Ha
KapTOH 3a Ta3M I1eJ He Ce JIOMyCKa.

23. I'ppnoTo ¥ 3amylIAIKUTE HA BA3EPUIHUTE CTHKIIA, U3MOI3BaHU 3a PadoTa, Ce MO AbPKAT YHCTH.

24. KOHLIEHTpUPAaHUTE PA3TBOPH CE€ U3TOTBSAT C MIPEYHCTEHA BOIA.

25. Tlpu M3rOTBSIHETO Ha JeKapcTBeHHUTE (OPMH ce CHOMIOAAaBAaT MpaBUiIaTa HAa XWUTHEHATa, KAaTo ce
n30srBa BCsKa Bb3MOXKHOCT 32 3aMbPCSBAaHETO UM. 3a IeNTa:

a) TpU M3TOTBSHETO HA JIEKapCcTBeHaTa (hopma, M3MCKBAIA ChIPUKOCHOBEHHE C phbKara, ce M3IOJI3BaT
CTEPWIM3UPAHU PHKABUIM 3a €IHOKpAaTHA yroTpeoa,

0) BE3HUTE Ce M3TPUBAT CJIE]] BCSKO OTMEPBAHE Ha JICKAPCTBEHHUTE BELICCTBA;

B) Clie]l OTMEPBaHE Ha JICKAPCTBCHHU BEIIECTBA ChC CHIIHA MUPU3Ma BE3HUTE CE H3TPUBAT ChC CIHPT.

V. Mepku 3a mudHa npoduiiakTuka

26. Ilpum omacHOCT WM II0sABa HA CHOUACMHHM OT KamkoBU HHGMEKIHH (papManeBTUTe |
MTOMOITHUK-(apMAaIEeBTUTE 3aTBbJDKUTCIIHO HOCSAT MAacKH 3a enHOKparHa ymotpeba. [lpu pabora ¢
JICKApCTBEHH MPOJYKTH, YHATO 00pabOTKa € CBhp3aHa C OT/ACISHE Ha Mpax, KaKTO U JAPA3HEIIN U JICCHO
M3MapsBaIId Ce TSYHOCTH Ja CE W3IOI3BAT MPOTHBOIMPAIIHA MACKH, CBIIO U XUPYPTUUECKU PHKABUIU
TaM, KbJICTO MAHUITYJIAIIMUATE TIO3BOJISIBAT TOBA.

27. Beceku ¢apmaieBT U TOMOIIHHUK-(apMaIeBT Mpeu MPUTOTBSIHE IO MarucTpaiHa U GapMakoreiHa
pelenTypa U3MHUBa PBIETE CH C TOILIA BOJIA, CAllyH U YeTKa.

28. ®apMmarieBTUTE W MOMOIIHUK-(apMaIeBTHTE PadOTAT B aliTeKaTa ¢ YUCTO pabOTHO OOJIEKIIO.

29. 3a0pansiBa ce BIM3aHETO B paOOTHHUTE MOMEIICHUS Ha anTekaTa 6e3 4icTo paboTHO 00JIEKIT0, KAKTO
1 M3JIM3aHETO C TAKOBA M3BHH aIlTEKaTa.



