IThasa 8

HOPMATHUBHA PEI'YJIALIUA
HA JTEKAPCTBEHUMTE INPOAYKTHU B BbJITAPUSA

8.1. HanmoHajiHa 31paBHA NOJUTHKA — OPTaHHU
HA yNpaBJieHHe

OcHoBoroJarai] HOpMAaTUBEH akT € 3aKOHBT 3a JIeKapCTBEHHU-
Te TpOoAYKTH B XxyMmanHata MemuimHa (3JIIIXM), obHapoaBaH mpes
04.2007 1. m m3menen npe3 12.2009 r. [36]. To3m 3akoH ypexna yc-
JIOBUSITA M pe/ia 3a MPOU3BOJICTBO U BHOC HA JIGKAPCTBEHH MPOJYKTH
M aKTHMBHH BCIICCTBA, pa3pfuliaBaHC U MNPOBCKAAHC HA KIMHUYHU H3-
MUTBAHUS, ApaAJICICH BHOC HA JICKAPCTBEHHU MPOAYKTH, peKiaMa Ha Jie-
KapCTBEHUTE MPOAYKTH, MPOCIICIsIBaHe Ha 0€30MacHOCTTa, Kilacu(puka-
[UsATa 32 TIPEANUCBaHe, KOHTPOJIA Ha TIPOU3BOJICTBOTO, THPTOBHUsTA HA
e1po U JpedHO, IeH000pa3yBaHETO Ha JIEKAPCTBEHUTE POIYKTH, KAKTO
Y U3TOTBSHETO Ha IMO3UTUBEH JICKAPCTBEH CITUCHK.

OcHOBHaTa 1] Ha TO3W 3aKOH € Jla OCHTYPH Ha Ia3zapa JeKap-
CTBEHH TPOIYKTH, KOUTO OTTOBApAT HA M3MCKBAHHATA 32 KadecTBO,
Oe3omacHocT U edukacHOCT. CBITIACHO OMPEICICHUETO, JEKapCTBEH
MPOAYKT € BCAKO BEIIECTBO MM KOMOWHAIMS OT BEIIECTBa, KOWUTO ca
MpeTHa3HAYCHH 32 JISYeHHE 1 PO IIIaKTHKA Ha 3200 IsIBaHIS IPU X0pa
WM ce TIPUJIaraT C 11eJl Bb3CTaHOBsBaHE, KOPUTHPAHE WK MPOMSIHA Ha
¢usnonornyan (QyHKIHMK Ha YOBeKa upe3 (apMakoJIOrHIHO, MEeTabo-
JIMTHO WJIK UMYHOJIOTUYHO HCﬁCTBHC, WJIN CE€ U3II0JI3BAT 3a AUMArHOCTH-
uupane. B riasa Bropa Ha 3JIIIXM ca npencraBeHn opraHuTe Ha Y-
paBJICHHE Ha JICKAPCTBEHATAa IMOJIMTHKA, KOSITO € YacT OT JIbpXKaBHATa
3lIpaBHA MOJIMTUKA B Bbirapus u ce ochIIecTBsABa OT MHHUCTHpPA HA
3JIpaBeoIa3BaHETO, KOMTO € HAI[MOHAICH KOOPIANHATOP IO MPOOIeMUTE
Ha JICKapPCTBEHUTE MIPOAYKTH, yUacTBa B MEKIYHAPOIHH OPTaHU U Op-
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TaHW3aIlH, OCHIIECTBABAIIN JEHHOCTH B 00JACTTa Ha JIEKAPCTBEHUTE
MPOJYKTH, U3/1aBa pa3pelieHus 3a ThProBus Ha peOHO C JIeKapcTBa B
anTekure u Apyru. KeM MuHHCTBpa Ha 3/IpaBeona3BaHETO Ce Ch3aBaT
KOMHTET, ChbBET U areHLus, KOUTO UMaT cleHUTe (QYyHKIUU OTHOCHO
KOHTpOJIa ¥ pa3pelInTeIHUTe PEKUMHU IPHU JIEKAPCTBEHOTO MPOU3BOJIC-
TBO U pa3NpOCTpaHEHHE:

— @dapMakoleeH KOMUTET — KOHCYJITaTUBEH OPraH IO BBIIPO-
CUTE Ha AcicTBamara gpapmakones. CbCTaBbT HA KOMHUTETA CE
onpeaenst 0T MUHUCTBpa MO NPEUIOKEHUE HA JUPEKTOpa Ha
M3nbiiHATENHATA areHUys 110 JIEKapCTBaTa, KaTo Ce Ch3JaBaT
CKCIICPTHU I'PYIIHM KbM HETO U CC€ YTBbPIK/IaBa IIPaBUJIIHUKBT 3a
JIEWHOCTTa UM.

— Bucm cbBer mo (apmanus — BKIIOYBA METHMa MpEACTa-
BUTENM Ha MUHHCTEPCTBOTO HA 3ApaBEOINa3BaHETO, METHMA
npeacTaBuTend Ha bbarapckus ¢apManeBTHUEH ChbiO3, ABa-
Ma npezacTaBUTeNM Ha HanuonanHara 31paBHOOCHTYpUTENTHA
Kaca M 10 €AMH NPECTaBUTeN Ha (apMaleBTUYHUTE (PaKyil-
TETH Ha BUCLINTE MEIULMHCKU y4YWInIa. To3u CbBET € KOH-
CYJITaTUBEH OpIaH, KOWTO JaBa CTAHOBUIIA OTHOCHO OCHOBHU
HACOKH ¥ IPUOPHUTETH B 001acTTa Ha apMarusITa, €THIHNTE
po0OsIeMu, TPOEKTH 32 HOPMATUBHU aKTOBE, HAYYHH MTPHOPH-
TeTH B obyacTra Ha (apMmanusTa, MpaBud MOTHBHPAHU TIpeJ-
JOXKeHus1 mperl MUHHUCTBpa Ha 37paBeola3BaHETO OTHOCHO
W37aBaHe Ha pa3pelleHre 3a THProBUs Ha ApeOHO c JieKap-
CTBEHM MPOAYKTH.

— M3nbiaHuTenHara areHuus no Jexkapcrsara (MAJI) — coe-
IUaIu3upaH opraH KbM MUHHCTBpPa Ha 3/1paBEOIla3BaHETO,
KOWTO OCBINECTBABAa HaA30pa BHPXY KadecTBOTO, Oe3ormac-
HOCTTa 1 e()UKaCHOCTTA Ha JiekapcTBaTa. CTpyKTypara, QyHK-
[IUATE U OpraHu3anusTa Ha padora Ha MAJI ce onpenensrt ot
YCTPOMCTBEH MPABUIHUK, KOWTO c€ NpuemMa oT MUHUCTEPCKU
cbBeT. @ynkuunte Ha UAJI ca ceguure:

a) M3/1aBa pa3pelleHre 3a MPOU3BOICTBO Ha JIEKapCTBEHH MPOTYKTH;
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0) m37aBa pa3pelmieHrue 3a yrnoTpeda U yIOCTOBEPEHHSI 32 PETHC-
Tpalus Ha JIEKapCTBa,

B) M3JlaBa pa3pelleHIe 3a ThProBUs Ha €/IPO C JICKapCTBa;

I') U3aBa pa3pelleHre 3a napaieieH BHOC;

) M371aBa yJJOCTOBEPEHUS 3a PETHUCTPALIUs Ha IPOTePHH;

€) W3/1aBa pa3pelIcHre 3a KIMHUYHN W3IUTBAHUS Ha JICKAPCTBEHU
MPOIYKTH;

’K) M3BBPIIBA OICHKA HAa Ka4eCcTBOTO, e(hMKACHOCTTA U Oe3omac-
HOCTTa Ha JICKAPCTBCHUTE MPOJYKTH BBB BPB3Ka C Pa3pEIICHUETO UM
3a ynorpeoa;

3) U3/1aBa pa3pelicHue 3a peKiiama;

M) OCBIIECTBSABA KOHTPOJ BBPXY MPOU3BOJICTBOTO, BHOCA, CHX-
PaHCHHUETO, THProBusaTa Ha €APO U apeGHo, KIIMHUYHUTE IIPOYYBaHUA,
0e301acHOCTTa U peKiiaMaTa Ha JeKapcTBaTa,

K) M3BBPIIBA 1TA00PATOPEH KOHTPOJI IIPH CbMHEHUE 33 OTKJIIOHEHHUE
B Ka4eCTBOTO, €PUKACHOCTTA U O€30MaCHOCTTA;

J) OpraHu3mpa CUcTeMa 3a JieKapcTBeHa 0e30MacHOCT;

M) U3JaBa CepTU(UKATH 3a J0Opa MPOM3BOICTBEHA NPAKTHKA;

H) ChIJIaCYyBa HHBECTULIMOHHHUTE MPOEKTH OTHOCHO CTPOUTEIICTBO-
TO WJIK PEMOHTA Ha MPOU3BOJCTBEHU MOIIHOCTHU 3a JICKAPCTBEHH TPO-
JYKTH.

B kpaiina cMeTka BrkIame, e abCOTFTHO BCHYKH OCHOBHH (DYHK-
UM, KaCaCI! JICKAPCTBECHHUTE TIPOJYKTH, C M3KIIFOUCHUE Ha [IEHO0Opa-
3yBaHE U pEUMOYpCHUpaHe, ce HaMupat B oocera Ha aeiHocT Ha MAJL.

8.2. Pa3pemienus 3a ynorpeda Ha JJeKapCTBeHH NPOAYKTH

[IponaxxOute Ha JEeKapCTBEH MPOIYKT HAa OBJITApCKUs Masap ca
HOPMAaTHBHO BH3MOYKHH CaMO CIIe]] TOJTydaBaHe Ha pa3pelieHue 3a yo-
Tpeba W yIOCTOBEpEHHE 3a perucTpamus — riaBa Tpeta oT 3JIIIXM.
Bunosere mponeaypu, KOUTO ca MPEABUACHN 32 N3aBaHe Ha pa3perie-
Hue 3a ynorpeba, coriacHo 3JIIIXM u mupextuBa Ne 726/2004 r. Ha
EBponeiickus napjlaMeHT, ca CICJHUTE:
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— LIEHTpAIIM3UPaHa;

— JELEHTpaJIu3upaHa — IpoLeypa M0 B3aUMHO IIPU3HABAHE;

— HallMOHAJIHA.

3a u3maBaHe Ha pa3pelieHHe 3a yrnorpeda BCEKH MPOM3BOJUTENT
TpsiOBa J]a ¥Ma CBOW MPEJCTABUTENI HA TEpUTOpHsTa Ha PemyOimka
Boearapust u TpssOBa ja peACTaBy CIACIHUTE JAHHU U JOKYMCHTH:

— AME€ U aJIpeC Ha POU3BOUTEIIS;

— HAaMMEHOBAHUE Ha JIEKApPCTBEHUSI POAYKT;

— JIaHHU 32 KaYECTBEHUS U KOJIMYECTBEH ChCTaB HA JIEKAPCTBOTO,
KaTo Ce [T0COYBA MEXIYHAPOJHOTO HEMATEHTHO HAUMEHOBAHUE U ChOT-
BETHOTO XMMHUYECKO HAMMEHOBAHKE HA ChEAUHEHUETO;

— TEpalleBTUYHU IOKa3aHUsl, IPOTUBOIIOKA3aHUs U HEKEIaHU Jie-
KapCTBEHU B3aUMOJI€UCTBUS;

— JI03UPOBKH, JICKapCTBEHA JOpMa U HAUMH Ha MPHIIOKEHUE;

— Tpe/a3Hi MEPKU U MEPKH 3a 0E30MacHOCT MpHU yrorpedara u
CBXPAHEHUETO MY;

— OINMCAaHUE HAa HAYMHA Ha [TPOU3BOJICTBO;

— ONKMCAHWE HAa KOHTPOJHUTE METOJIH, U3IOJA3BAHU OT IPOU3BO-
JIATEIS;

— OIICHKA Ha MOTEHLUAIHUS PUCK 32 OKOJIHATA CPEa;

— pe3ynTartu oT (apMaleBTUYHH, TOKCHKOJOTHYHH, (hapMaKoiIo-
TUYHU U KIIMHUYHU U3MUTBAHNUS;

— OTMCaHMe Ha crcTeMaTa 3a 0€30TacHOCT, KOSTO 1€ Ce MPUIIara;

— KpaTKa XapakTEepUCTHUKA HA MPOIYKTA;

— MakeT Ha MbpBUYHA U BTOPUYHA OMAKOBKA U JIMCTOBKATA 3a Ma-
LIMEHTAa;

— KOTIME OT pa3peleHreTo 3a yrnorpeda oT AbprkaBara, B KOSITO ce
M3BBPIIBA MTPOU3BOJICTBOTO U cepTu(ukar 3a JloOpa mpou3BocTBEHA
MpaKTUKa;

— KOMHsSI OT BCHYKH JIPYTH pa3pelleHus 3a yrnorpeoa;

— JOKYMEHTH 3a IIJIaTEHU TaKCH.

B wum3uckBaHusiTa 3a paspemieHus 3a ynorpeda Ha JIEKapCTBEHU
MPOIYKTU OCHOBHA POJISL UTPASAT U IIpaBaTa 3a MHTEIEKTYallHa, UHIYC-
TpHagHa M THPTOBCKa coOCTBEHOCT. ToBa ca MeXIyHapOJHU MaTeHT-
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HU TpaBa, konto MAJI konTponmpa. Hamprumep nekapcTBeH MPOAYKT,
MOCOYECH KaTO I'eHEpPUYCH Ha pepepeHTEH JIEKAPCTBEH MPOYKT, KOMTO
€ paspellieH 3a ynorpeda B JbpkaBa oT EBpoIeiickoTo MKOHOMHYE-
CKO MPOCTPAHCTBO, HE MOXKEe J1a ObJe MycHAT Ha ma3apa B PemyOmuka
boarapus, nokato He u3TeKar MUHUMYM 10 TOOUHU OT MBPBOTO pas-
peuienne 3a ynorpeba Ha pedepeHTHHUS JIEKapCTBEH MPOAYKT. To3u
JECEeTrOIUIEH MEepHoa MOXKe Jla ObIe YABDKEH Hal-MHOTO C elIHa
TOJIMHA TI0 MCKaHe Ha MPUTEKATENS Ha pa3pelIeHneTo 3a yrnoTpeda Ha
pedepeHTHHUS JIeKapCTBeH MPOAYKT, aKo IMpe3 IMbPBUTE 8 TOAWHU OT
M3/laBaHe Ha pa3pelIeHneTo 3a yrnoTpeda Ha pedepeHTHUS JIeKapCTBEH
MPOIYKT MPUTEKATENIAT My IOJYYH PA3pELICHUE 32 HOBO TEPANeBTUY-
HO IIOKa3aHME, YUUTO 3HAYUTEIHHU KIMHUYHH NPEIUMCTBA Ca HAYYHO
000CHOBaHM TpeJI ChIIECTBYBAIINTE JIeYeOHN B3MOXKHOCTH. Te3u ThH-
KOCTH Ha 3aKOHOJATEJICTBOTO YECTO Ca U3IOJI3BAHU OT MPOU3BOUTENN
Jla yIbJKAT IMATEHTHATA 3alMTa HA [IPOJyKTUTE, KATO YECTO HAy4yHAaTa
000CHOBAHOCT € I0CTa IUPOKO U CyOEKTHBHO MOHSATHE.

IIpousBogutenar npenctaBs B MAJl pesyntaTute OT MPEAKIH-
HUYHUTE U KJIMHUYHU W3NUTBAHUS HA JIEKAPCTBEHUTE MPOAYKTH CaMoO
B Clly4auTe, KOraTo:

— IPOAYKTHT HE € TCHEPUYCH;

— WBIUTBAHUATA 32 OMOHATMYHOCT HE JOKa3BaT OMOEKBUBAJICHT-
HOCT ¢ pe(hepeHTHUS JIEKapCTBEH MPOYKT;

— MMa NPOMSIHA B AKTUBHOTO BEILIECTBO, TEPANEBTUYHUTE MTOKA3a-
HUS, IeKapcTBeHaTa popMa Wil HaulHA Ha TPUIIOKEHNUE;

— TpejyIara ce B JI030BU €IWHUIH, PA3JIMYHU OT pedepeHTHHS Jie-
KapCTBEH MPOJYKT.

EnuH oT Hail-BaKHUTE JOKYMEHTH, HEOOXOAMMH 33 W3/laBaHE Ha
paspenieHreTo 3a ynorpeda Ha BCEKH JIEKapCTBEH NPOIYKT, € HEroBara
KpaTKa XapaKTepUCTHUKa. Tsl 33 IbJKUTEIHO TPSIOBA J]a ChABPKA CIE/-
HUTE JIAHHU:

— HaMEHOBAHUE Ha JIEKAPCTBEHUS NPOLYKT, KOJTUUECTBO AKTUBHO
BEIIeCTBO, JIEKapCTBEHA (opma;

— KOJIMYECTBEH U KaYECTBEH ChCTAaB [10 OTHOUICHUE HA AKTUBHUTE
Y IOMOIIHUTE BEUIECTBA;
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— TepaneBTHUYHHU TIOKA3aHNS;

— JI03MpOBKa U HA4YMH Ha MPHIOKEHHE;

— IPOTHBOIIOKA3aHUS;

— CHELMAIHU MPEAYNPEKACHHS U IPEIIa3Hi MEPKH NIPH yIioTpeda;

— B3aMOJIEHCTBUS C JPYTH JIEKapCTBEHH MPOIYKTH;

— ynotpeba npu OpeMEHHOCT U KbPMEHE;

— Bb3JIeiicTBUE BBPXY CIIOCOOHOCTTA 32 modupane u padoTa ¢ Ma-
IIVHH;

— HEeXKEJIaH! JICKapCTBEHH PEaKIny;

— (apMaKOIMHAMAYHH CBOICTBA;

— (hapMaKOKMHETUYHN CBOWCTBA;

— JJaHHU 3a 0€30IaCHOCT;

— CPOK Ha T'OJTHOCT;

— yKa3aHHe 3a ChbXpaHEeHHE;

— TIPOU3BOJIUTEIT;

— paspeuieHue 3a ynorpebda u APyrH.

[To oTHOIIEHHE HA M3JTaBAHETO Ha pa3pelIeHus 3a ynoTpeda Ha Xo-
MEOIATHYHH U PACTUTEIHH JICKAPCTBEHU MPOAYKTH CHIIECTBYBAT CIIe-
nnpuyan n3uckBanus B 3JITTXM.

[Iporieypara u cpokoBeTe 3a M3AaBaHE HA pa3pelieHHe 3a YIo-
Tpeba Ha JeKapCTBEHU NPOAYKTH ca omucaHu B pasaen V Ha 3JIIXM.
[TocnemoBaTeTHOCTTA M BpEeMETpacHETO ca N300pa3eHu Ha ¢ue. 16.

Baxno e ma ce orOemexu, 4e ciel MbPBOHAYAIHOTO IMpHEMa-
HE Ha JIOKyMEHTHUTE, IPH BCsIKa TMocienBamia 3a0eieka, BIpoC HITH
M3WUCKBaHE Ha JONMBIHUTEIHU JOKYMEHTH, HOPMAaTUBHO OIPE/IEIICHNTE
CPOKOBE 3a M3J[aBaHE Ha pa3pelleHre 3a yrnoTpeda crupaT jaa Tekar.
CrenoBaTesTHO B MJICaTHHS BApUAHT OIOPOKpaTHYHATA IPOLEAypa IpH-
KJIFOYBA 32 OKOJIO 8 Mecella, HO MpaKTHKaTa IoKa3Ba, 4e cpeiHaTa Mpo-
JBIDKUTETHOCT Ha Iporieca e Mexay 1-1,5 rogunn. BaxHo e 1a ce pas-
riieiaT 1 HOPMaTHBHUTE Bb3MOKHOCTH 3 IPOMEHHU BbB Beue U3/1aJCHU
paspelieHus 3a ynorpeda Ha JIEKapCTBEHU MPOAYKTH — TOBA €4 MHOT'O
YeCTO CpEIIaH! CITydau.
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Y

Mpoussoguten

A

y

MopaBaHe Ha AoKyMeHTaLuA 3a
paspeluasare 3a ynorpeba Ha
NEeKapcTBEHUSA NPOAYKT,
CbrMacHo 4n. 27-32, un. 35, an. 3

BpbluaHe Ha ot 3MMXM 5 aHu —
nopaneHara yBeaomsiea ce
[IOKYMEHTaLNs n NpOW3BOAUTENSAT W
75% ot nnateHata paspelueHreTo 3a
Takca oT 30 anm ynotpeba ce
npovssoanTens BMUCBa B

4 pervcTsp.

WAIN nposepsiBa nbnHoTaTta Ha
AOKYMEHTaLMATa U yBEAOMSBa
npoussoauTens

14 aHn
npu HenbnHa
DOKyMeHTaLuus

210 gHun
npyv NbnHoTa Ha
DOKYMEHTauuATa

MpekpaTsBaHe Ha Npoueaypata MpukniouBaHe Ha NpoueaypaTta
L_| 3a paspelleHve 3a ynotpeba 3a paspellenve 3a ynotpeta -

®@ur. 16. Ilpouedypa u cpokose 3a uzoasane na papeuieHue
3a ynompebda na nexapcmeenu npooykmu

IIpomenuTe morat na ObIaT:

— Manku — oT T IA wmn Tt 1b;

—rojemu — ot tun IL.

Kputepuute, criopes KOUTO €€ ONPEICIIAT OT KaKbB THII Ca MPO-
MEHHUTE, ca ONpeJiesieH! B CIelraiHa Hapea0a 3a M3UCKBAHUATA KbM
JAaHHWTE W JOKyMEHTaluATa 3a pas3pellaBaHe 3a ymorpeda M peruc-
Tpauusi Ha JIeKapCTBEHUTE MPOAYKTH, myOnukyBana Ha 15.06.2007 T.
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CpokoBere 3a 0100psiBaHe Ha MajkuTe mpomeHu ot Tum IA u Ib ca
croTBeTHO 14 muu u 30 gam. CpoksT 3a mpomsiHa oT Tum Il Moxke na
ona€e oT 60 gau 10 120 1HYM B 3aBHCUMOCT OT TOBA JaJIA CE€ U3MEHS, UITH
ce JIOIbJIBa TEPANeBTHUHO Moka3zaHue. 3a nmpomeHute ot tum I MAJI
U3TOTBS U3PUYCH OLICHBYCH TOKIAI.

Bceuuku pasriaeganu 10TyK NPOIEAYPH U CPOKOBE CE OTHACST OC-
HOBHO JI0 HAallMOHAJHUTE MPOLIEIYyPH 32 pa3pellaBaHe Ha JEKapCTBEHU
MPOYKTH 3a ynorpeda. Cren nprueMaHneTo HA B EBponelickus cbio3 u
MIPUCHEIUHSIBAHETO HAa bbirapus KpM 00IIOEBpOIICHCKHS (papMarieB-
THUYEH Ta3ap OT 0COOEHO 3HAYEHHE Ca MPOIETypUTE TT0 B3aUMHO TIPH-
3HaBaHe. Te3n MpoTeaypH Ce U3IM0I3BAT, KOTATO MPOU3BOIUTEIISAT NMa
paspenieHre 3a yrnorpedba B Apyra IbpikaBa WIeHKa Ha EBpomeiickus
CBIO3 32 CBHINUA JICKAPCTBEH MPOIYKT, TOTaBa TOHM IOJaBa UCKAHE JIO
peryJIaTOpHHS OpTaH Ha MOCOYCHA OT HEro B 3asBICHUETO IbpKaBa
YJIeHKa, HapuyaHa pe)epeHTHA JbP)KaBa, Jia U3rOTBH OLICHBYCH J0-
KJIaJl WK Ja aKTyalu3upa ChIIECTBYBAIIUS TaKkbB. ChC 3asIBICHUETO
npou3BoauTenAT nogaBa B MAJl mocue Ha JeKapCTBEHHUS MPOAYKT,
KOETO € WJICHTUYHO ¢ TOBa B pedepeHTHaTa abpxaa. MAJl nonyyasa
o CITy’)keOeH BT OT PeryJaTOPHUS OpraH Ha peepeHTHATa JAbpiKa-
Ba OLIEHBYHHS JIOKIIAJ, 3a€AHO C OJJ00peHaTa KpaTKa XapaKTepPHCTH-
Ka, MaKeT Ha ONaKOBKAaTa M JINCTOBKaTa 3a maruenta. MAJl B cpok ot
90 mam wHpOpMHpa pedepeHTHATA IbpKaBa 3a B3ETOTO PEIICHHE U
cien omie 30 mHU W3MaBa pa3pelIeHne 3a yIoTpeda Ha TEPUTOPUATA Ha
Penry6mka bearapus. Bmwkmame, 4e B TO3U CITydail perucTpanoHHaTa
MpolLeaypa € ChbKpaTeHa HalloJOBUHA, KOETO OTKPHBA ObJrapcKus dap-
MaIleBTUYCH T1a3ap 3a BCHUKHU €BPOIEHCKHU MPOU3BOIUTEIU U TOBEYETO
Ce BB3MOJ3BAT OT TE3W HOPMATUBHU BH3MOXKHOCTU. B chIIOTO Bpeme
OT Ta3| MpoIleaypa 3a CbKpaTeHaTa PEruCTPAIHs Ha eBPONICHCKHUTE Ta-
3apu kbM 2008 T. HE ce € BB3MOJI3BAT HUTO €JIUH OBJATApCKU MPOU3-
BOJUTEJ, OCHOBHO MOPAJH JIUICA HA OPTaHU3ALMOHECH U YIPaBICHCKU
kananuteT Ha UAJI na u3rorBa oueHbYHU JoKiIaau. ToBa € IUPEKT-
HaTa IpUYUHA 32 YBEIWYaBaIlUs C€ BHOC HA JIEKAPCTBEHH MPOIYKTH U
HaMaJsBaIlus U3HOC.
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8.3. IIpou3BoacTBo Ha jJekapcTBeHU npoaykTu. [lpaBuia 3a
A00pa Npou3BOICTBEHA IPAKTHKA

Pa3pemienusra 3a mpon3BOCTBO M BHOC Ha JIEKAPCTBEHH MIPOITYKTH
ca HOpMaTUBHO ypeleHH B rnasa nera Ha 3JIIIXM. Ha tepuropusra Ha
PenyGimka beirapus AeiHOCT IO TPOU3BOJICTBOTO HA JIEKAPCTBEHH TPO-
JIYKTH MOTAT JIa U3BBPIIBAT caMO (PU3WHYeCKH HITH FOPUANMYECKH JIUIIA, Pe-
THCTPUPAHU 10 THPTOBCKUS 3aKOH Ha TEPUTOPUSITA Ha JIbpIKaBa YICHKA
Ha EBporneiickus cbhlo3, KOUTO ca MOIYYMIM pa3pelieHue 3a IpOor3BO/I-
CTBO, U3aJeHO OT qupekTopa Ha MIAJL. Pasperienue 3a mpon3BoCTBO ce
W3UCKBA U B CIly4anuTe, KOraTo JIEKapCTBEHNUTE MPOJYKTH ca MpeIHa3Ha-
YEeHU CaMo 3a U3HOC, BKIIIOUYUTEIHO, KOTaTo C€ U3BBPIIBA caMO OT/IENIeH
eTan OT IPOM3BOICTBEHHS LIMKBJI — pa3(hacoBaHe, ONaKOBaHe, IPEONaKo-
BaHe, TabneTupane, eTukeTupane u T.H. OCHOBHUTE W3UCKBAaHUs 3a MO-
Jy4aBaHE Ha pa3pelieHHe 3a MPOU3BOJICTBO Ca CIICHUTE:

— MPOM3BOJUTEIAT TPSAOBA Ja pasmoara ¢ IepcoHal ¢ MOAXO0 A
KBaTM(hUKAIKS B 3aBHCHMOCT OT CIIeIU(UKaTa Ha MPOU3BEIKIAHUTE BH-
JIOBE JIEKapCTBEHU MPOIYKTH U (hOPMHU;

— TpsOBa Ja MMa Hall-MaJIKo €THO KBATU(UIIUPAHO JIUIIE ChC CIIe-
MaNTU3UpaHo oOpazoBaHue (MeTUIMHA, (papMmarys, XuMusi, OHOTEXHO-
JIOTHs W OUOJIOTHs), C Hal-MaJIKO JIBE TOJIUIIICH OITUT BHB (hapMarieB-
TUYHOTO MPOM3BOJICTBO, KOETO J1a M3BBPILBA KAUSCTBEH U KOJMUYECTBEH
aHaJIM3 Ha JICKAPCTBCHUTE MPOIYKTH M aKTUBHHUTE BEIIECTBA U J1a U3/1a-
Ba cepTH(UKAT 3a 0CBOOOKJaBaHE Ha BCSKA MAPTUAA;

— MPOM3BOJUTENAT TpsiOBa Ja pasmojara ¢ HEOOXOJUMHUTE IO-
MEILEHHS 3a TMPOMU3BOACTBO, KOHTPOJI M ChXpaHEHHE Ha JICKapCTBara,
cHa0JieHn ¢ HEOOXOIMMOTO TEXHUYECKO 000pyiBaHe, KakTo U jJabopa-
TOpPHWH 32 KOHTPOJ;

— MMPOM3BOUTENAT TPAOBA Ja pasmonara ¢ 00y4eH! PHKOBOAUTEIH
Ha TIPOM3BOJICTBOTO M KOHTPOJIA BBPXY KadyeCTBOTO, KOUTO Ja MPHUTE-
»kaBaT HeoOxomuMara rmpodecroHarHa KBaTuGUKaus 1 00pa3oBaHHE.

OCHOBHHSAT TMYHKT, KOWTO € 3aJIETHAJl B M3/IJaBAHETO HA pa3pere-
HHUE 3a MPOM3BOJCTBO, ca M3MCKBaHMsATA 3a JloOpa mpow3BOjCTBEHA
npaktuka. Te ca yTBbpACHU B M3pUuYHA Hapenaba Ha MuHHCTBpa Ha
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snpaBeonasBaneto — No. 12/26.03.2001 r. JloOpaTa mpou3BoaACTBEHA
MpaKTUKa OCUTYpsBAa CIA3BAHETO HA MPUHITUIIUTE W M3UCKBAHHSITA 32
MIPOU3BOACTBOTO HA JICKAPCTBA, KAKTO KbM MOMEHTA Ha pa3periaBaHeTo
UM, TaKa U MEePUOJUYHO U HEMPEKBCHATO CIIeJ] MOMEHTA Ha Ma3apHOTO
UM rnpejiiarane. 3a o0e3revyaBaHe yNpaBJICHUETO Ha Ka4eCTBOTO, MPO-
W3BOJUTEIAT pa3padoTBa M M3MBJIHSIBA S()EKTHBHA OpPraHU3aIlMOHHA
CUCTEMa, KOSTO aHTaXHpa aKTUBHOTO y4acTHE HAa PHKOBOJHUSA M W3-
ITBJTHATEIICKHS TIEPCOHAT Ha BCEKH €TaIl OT IPOM3BOJICTBOTO. 3a IMOCTH-
raHe [eJUTEe 32 OCUTYpsIBaHE Ha Ka4eCTBOTO BBB BCAKO MTPOU3BOICTBE-
HO 3BEHO TIPOU3BOIUTENST OCUTYPSIBA!

— JIOCTaTHYHO KOMITETEHTHHU KaJIpH C MTOIXO/SIIA KBATH(DIKAITHS;

— ompenens 3aAb/DKCHISITA 1 OTTOBOPHOCTUTE UpE3 TIEPCOHATHH
MMACMEHHU JUTHKHOCTHH XapPaKTEPUCTHKH;

— YTBBPIKJaBa OPTaHU3AIMOHHATA CXEMA;

— OpraHu3upa IMbPBOHAYAIHOTO U TEKYIIOTO 00YUYCHHUE;

— pa3paboTBa XUT'MEHHU TIPOTPaAMU U U3BBPINBA EPUOJIUYCH KOH-
TPOJI BHPXY U3IIBIHCHUETO UM;

— KOHCTPYKIUSITA ¥ €KCIUIOATAIMATA Ha MIOMEIICHUSITa TPsiOBa J1a
ObJe TakaBa, ue Ja CBelle 1O MUHUMYM OMACHOCTHTE OT T'PEIIKH, 3a-
MBbpCSBaHEe, KPCTOCAHO 3aMbPCSABAHE U JIa OCUTYpsiBa €()EKTUBHO TO-
YHCTBAHE;

— OpraHu3mpa cHcTeMa Ha JOKYMEHTHpaHe, OCHOBaHa Ha CTaH-
TAPTHHU OTICPATUBHM IPOTICTYPH.

TIpon3BOAUTENAT CHCTEMHO TPSIOBA J1a MTPOBEIK 1A TIEPUOIUIHO Ca-
MOHWHCIIEKTHPAHE KaTO YacT OT CHCTEMaTa 3a OCUTYpsIBaHE Ha KadecT-
BOTO, 32 JIa KOHTPOJIHMpA MPUJIATaHETO U CIIa3BaHETO HA MpaBWiIaTa Ha
JloOpara mpou3BOJICTBEHA MPAKTHKA HA JICKAPCTBCHH IPOJYKTH U Jia
npeasiara HeooXoAUMHUTE Kopurupaiu Mepku. CpoKbT 3a TOTydaBaHe
Ha pa3pelleHue 3a MPOU3BOACTBO ChITIACHO U3UCKBAHUsTA 3a Jo0Opara
MpOU3BOACTBEHA MpakTuka ¢ 90 IHU OT AaTara Ha MOJaBaHE Ha JOKY-
menTtauuara B UAJL. B to3u cpok MAJI ouensiBa nogaaeHara JOKyMeH-
TaIus, U3BBPIIBA MPOBEPKA HA MSICTO Ha OOCKTHUTE 3a MPOU3BOJICTBO,
KOHTPOJI ¥ ChbXpaHEHHE U yCTaHOBSBA CHOTBETCTBUSTA C MOJAJCHATA
MOoKyMeHTanus. Beuuky pa3xoaw 3a M3BBPIIBAHE Ha MHCIEKIHATA Ca
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3a cMeTka Ha mpom3Boautend. Cien toBa MAJI B ycTaHOBEHHS CPOK
M3/1aBa Pa3pellIeHUe 3a MPOU3BOACTBOTO WM IIPABU MOTUBUPAH OTKA3.
Pasperennero 3a mponu3BOACTBO CE U3/1aBa CaMO 3a KOHKPETHHUS JIeKap-
CTBEH IPOAYKT, [IOCOUYEH B 3asBIEHUETO. Pa3penmenneTo 3a mpousBoc-
TBO € 0€3CPOYHO.

[IpaBunara 3a 100pa NpOU3BOACTBEHA MPAKTUKA ca (HOKYCHUpPaHH
BBPXY HAKOJIKO OCHOBHU aCIIEKTa:

YupasieHne Ha Ka4eCTBOTO

[IputexxaTensaT Ha pa3pelIeHUETO 3a MPOU3BOJACTBO TpsiOBa na
MIPOU3BEX A JeKapcTBaTa 10 HA4MH, KOWTO Ja rapaHTupa ChOTBET-
CTBHE Ha ymoTrpebaTa, 3a KOSTO ca nmpeaHazHauyeHu. ChIIeBpeMeHHO
JIEKapCTBEHUTE MPOJYKTH TpsiOBa Ja OTroBapsT Ha HM3UCKBAHMUS-
Ta OT CcHenH(pHUKAUUTE, YTBBPJIEHU MNPH TIXHATA PETHUCTPALUS.
JlexapcTBaTa He TpsOBa J1a MpeACTaBIsABAT PHCK 3a MAlMEHTa, MPO-
M3THYAI OT HEJIOCTAThYHU 0€30MaCHOCT, Ka4eCTBO U €(DEKTUBHOCT.
Cucremara 3a ocurypsiBaHe Ha KauecTBOTO, M3UCKBaHMsTA 3a [JoOpa
MPOU3BOJCTBEHA NPAKTHKAa M KaueCTBEHHUAT KOHTPOJI Ca B3aMMHO
CBBP3aHH U UMAT NPSIKO BIUSHUE BBPXY JIEKapCTBOTO. OCUTYPSIBAHETO
Ha kadecTBO (QA) e mupoKooOXBaTHA KOHLEMIUS, KOATO C€ OTHACS
710 BCUYKH BBIPOCH, UMAIX [TOOTAEIHO WIN 3a€AHO BIUSHUE BHPXY
KauyecTBOTO Ha JIEKapCTBEHMs NpoAyKT. CucreMara 3a OCUTypsiBa-
HE Ha KauecTBOTO IIPH IPOU3BOACTBOTO Ha JIEKAPCTBEHU NPOIYKTH
TpsiOBa Ja TapaHTHpa, Ye:

— JIEKapcTBOTO € pPa3paboTeHO W BHEAPECHO, KATO ca CIIa3eHU
BCUYKH M3ucKBaHus 3a JloOpara npousBozacTBeHa npakruka (1) u
Hob6para naboparopna npakruka (JIJIIT);

— MPOU3BOJICTBEHUTE U KOHTPOJIHHUTE OTEpaly ca TOYHO Olpe/ie-
JICH! B MUCMeHa Gopma;

— OTFOBOPHOCTHUTE Ha PHKOBOJIHMS IEPCOHAI Ca ONPE/ICIICHH 1 SICHU;

— IPEANPUETH ca MEPKH, KOUTO JIa TapaHTHPAT, Y€ U3XOIHUTE Cy-
POBHHH U ONAKOBBYHHM MATEPUAIIN Ca TOYHO ONPENEJIEHH U OTIOBapsT
Ha U3MCKBAHUSTA,;
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— BCHYKH HEOOXOJMMH KOHTPOJHH H3MUTBAHHUS HA MEKIUHHHUTE
JICKAPCTBEHU MPOJIYKTH ca OMIIM U3BBPIICHH;

— IPOU3BOJICTBEHUTE MTPOIIECH Ca BAIUIUPAHU U OJ00pCHH;

— KpalHUSAT NPOAYKT € KOHTPOJIUPAH U IPOBEPEH ChITIACHO YTBBP-
JICHUTE TIPOIISIyPHU U CIICIUUKAIUY;

— JIEKapCTBOTO HE Ce Tpejyiara 3a mpojaaxoa, rnpeau Kanuduiu-
PaHOTO JIAIIE J]a € YJIOCTOBEPHIIO, Y€ BCAKA MapTHIa OTroBaps Ha 0J10-
OpeHaTa crieruuKaIms;

— CBIIIECTBYBAT YTBBP/ICHHU MMCMEHH TPOIIEyPH OTHOCHO YCIIOBH-
siTa 3a 3ala3BaHe Ha Kau4eCTBOTO Ha JIEKAPCTBEHHUTE MPOIYKTH B TIEIUS
UM CPOK Ha TOJTHOCT;

— CBINIECTBYBAT YTBBPACHH MPOIICIYPH U TIPAKTHKA 32 OCHIICCTBSI-
BaHE Ha BTPEIIHU MHCIICKIIMH, KOUTO MIEPHOANYHO Jia OlICHsIBAT e(heK-
THBHOCTTA Ha CHCTEMAaTa 3a OCUTYPSIBaHE HA KaYECTBOTO.

JIIII 3a nexapCTBEHU NPOAYKTH € Ta3W 4acT OT CUCTEMATa 3a OCH-
TypsIBaHE Ha Ka4€CTBO, KOSITO TAPAHTUPA, Y€ JIEKAPCTBOTO € IIPOU3BEIC-
HO M KOHTPOJIUPAHO B CHOTBETCTBHE C YTBBPJICHUTE MPU PETHCTPALIHS-
Ta CTaHJApTH 3a Ka4eCTBO WM CHenu(UKaINU, MOAXOISIIH 32 HEroBara
ynotpeba. [AI1I1 nmMa oTHOIIEHHE KAaKTO KbM IPOHU3BOJICTBOTO, TaKa U
KbM KauecTBeHUsI KOHTposl. OcHoBHUTE u3uckBanus Ha [I1I1 3a nexap-
CTBEHHM IIPOJYKTH Ca CIICTHUTE:

— BCHYKH TIPOU3BOJICTBEHH IMPOIIECH JIa ca TOYHO AehHUHUPAHHU H
TIEpUOTUIHO Ja Ce OIICHSIBAT, KaTo Ce IpHJIara HaTPYIaHusT 10 MOMCH-
Ta OIIUT;

— BCUYKM KPUTHYHH €TaIlK Ha MPOU3BOICTBEHHUS MIPOIIEC UM ITPO-
MEHHU TpsiOBa Jla ObJaT BaJIMIUPAHU;

— TpsiOBa J1a ce ocurypsT HeoOxonumure ycinosus 3a JII1 — nep-
COHAJI C MOJXO/AIIa KBATU(DUKAIINUS U OIUT, HEOOXOAUMHU ITOMEIIECHUS
1 000pyJBaHe, TOYHO ONPE/ICIICHU M3XOJHU BEUICCTBA U MaTCPUAIIH,
MOJIXOJISIIINA CKJIAJI0OBU TUIONIU M TPAHCIIOPT, KAKTO U YTBBPJCHU IIHC-
MEHHU MPOLEYPH U HHCTPYKITUH;

— UHCTPYKIMHTE U TPOIIEyPUTE JIa Ca HAITUCAHU HEJIBYCMHUCIICHO
1 a ca crienn(hUIHO MPUIIOKIMH 32 KOHKPETHUTE YCIIOBUS;
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— oIepaTopuTe Ja ca 00yUYCHH Jia U3BbPIIBAT MPABUIIHO OIEpalli-
WTE 110 TIPOU3BOJICTBO U KOHTPOI;

— JIOKYMEHTHPAHETO Ha IMPOU3BOJCTBEHHUTE IPOLECH Ja CE M3-
BBPILBA 110 BPEME Ha CaMUs IIPOIIEC;

— JIOKYMEHTAI[MsTa OT MPOU3BOJCTBOTO TPsOBa Ja MPeaoCTaBs
BB3MOXKHOCT 3a MTPOCIIeIsBaHe Ha MIbJIHATA HCTOPHUS HA MAPTUIATA;

— IIpU JUCTPUOYIHSITA TPSOBA J]a Ce CBEJAT 10 MUHUMYM PUCKOBE-
T€ 32 KaUeCTBOTO Ha JIEKAPCTBEHUTE MPOAYKTH. J{ucTprOyTopsT TpsiOBa
Jla ChXpaHsaBa HH(GOPMAIUS 32 BCUHUKH MPOJIAJCHA KOJIMYECTBA, TaPTH-
IV 1 KITUSHTH;

— Jla IMa CHCTeMa 3a U3TErJITHE Ha JISKAPCTBEHU MapTHIU OT Ia-
3apa, KOUTO ca NI0Ka3aJii HEChOTBETCTBUE C M3UCKBAHUSTA 32 KAYECTBO;

— BCUYKH ITOCTBITWIIN OIJIAKBAHUS J1a ObJaT U3CJICIBAHU.

KauectBerusaT kortpoi (KK) e Tasu wact ot JIIII, xosTO ce oT-
Hacsl 0 B3EMaHETO Ha NpoOw, crenupUKaluUTe U W3MUTBAHUSATA HA
M3XOJHUTE, MEKJAUHHUTE U TOTOBUTE JICKApPCTBEHU NPOAyKTH. OCBEH
TOBa KAUYECTBEHUSIT KOHTPOJI UMa MPSAKO OTHOIICHUE KbM OpraHU3aIIHsI-
Ta, TOKyMEHTAIUATa U TPOIeypUTE TT0 OCBOOOKIABAHETO HA MMAPTH-
JUTE OT JieKapcTBeHUTe npoaykTr. OcHoBHUTE M3uckBaHus kKbM KK ca
CIICIHUTE:

— HaJIMYKe Ha MMOAXO/AIIH YCIOBHsI, 00yUeH MepCOHa U YTBbPIe-
HU TIPOLIEyPH 32 B3eMaHe Ha IPOOH, KOHTPOJI U H3MUTBAHUS 110 YTBBP-
JICHH CTielM()UKAIMN Ha U3XOJIHUTE CYPOBUHU U MaTEPHUaIIH, MEKIHH-
HUTE U KpAalHHUTE JICKAPCTBEHU MPOIYKTH;

— METOJMKHUTE, [0 KOUTO C€ ITPOBEXKIAT U3IUTBAHUITA, TPIOBa 1a
ca BaJMANPaHH;

— BCUYKH M3MUTBaHUS TPSAOBA J1a ObJAT TOKYMEHTUPAHU C TIPOTO-
KOJIH;

— KK tpsi6Ba 1a mokassa, ue TOTOBOTO JICKAPCTBO ChABPYKA aKTHB-
HUTE CHCTABKU M MOMOIIIHUTE BEIIECTBA B OMPEACICHUTE TPOTOPIIHH,
KOUTO OTTOBAPST TOYHO HA KAYECTBEHHS U KOJIMYECTBEH ChCTAB, KOWTO
€ PEeruCTpHpaH;

— 0CBOOOX/1aBaHETO HA MAapTHAATa OT JICKAPCTBEHHSI MPOIYKT 3a
mpojak0a cTaBa caMo aKo KBATH(DHUIIMPAHOTO JIUIIE YAOCTOBEPH, Ue TS
ChOTBETCTBA HA M3UCKBAHUSTA 32 KAUYECTBO;
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— CbXpaHABaHC Ha AOCTATHbYHO KOJIMYCCTBO My3€I71HPI HpO6I/I n
MOCTpPHU 3a CPAaBHCHHUC U JOIIBJIHUTCIIHU U3CJICABAHUA, aKO CC HAJIOXKaT
TaKHBa.

Ilepconan

Ch31aBaHEeTO W MOJPHKKATa HA JIOCTAThUHO J10Opa crcTeMa 3a
OCHUTYpSIBAaHE Ha KayeCTBOTO M MPABHIHOTO IPOM3BOJICTBO Ha JIeKap-
CTBEHH MPOAYKTH 3aBUCST OT IIEIUS MepCOHAI. JIMIHNUTE OTTOBOPHOCTH
TpsiOBa TOYHO J1a OBJIAT OTIpeieNIeH: B mucMeHa (hopMa 1 1a ObaaT sICHO
pazOpaHu OT BCEKH U3ITBIHUTEN. PHKOBOTHHST IEPCOHA BKIIIOYBA TIET
OCHOBHH JITHKHOCTH:

— PBKOBOJIUTEN MPOU3BOJICTRO;

— PBKOBOJIUTEN KAYECTBEH KOHTPOJT,

— PBKOBOJIUTEN OCUTYPSIBAHE HA KAUYECTBOTO;

— PBKOBOJIUTEN IIACMEHT;

— KBaJTU(UIMPAHO JIMIIC 32 OCBOOOXK/IaBaHE HA MAPTUUTE.

Besika phrOBOJIHA JITBKHOCT UMa HOPMATHUBHO ONPECIICHHU 3a-
neibkenus B crangaptute 3a [T, [IpowsBomurensar TpsOBa na ocH-
rypu oOy4YeHHETO Ha UENUs MEePCOHAN, KOWTO € aHTaXHpaH B MPOU3-
BOJICTBEHUTE 30HU W KOHTPOJHHTE JabopaTtopuu. HoBomocThnBammusT
MepCcoHall 3aBJDKUTEITHO TPsSOBa Ja TOJMY4YH HAYadHO OOy4YeHHE I10
teopus u npaktuka 3a JIIII1. OcBeH ToBa, OTHOCHO TepcoHana, TPso-
Ba Ja C€ Ch3MajaT MOAPOOHM XWUTHEHHH TPOTPaMH, alalnTHPaHH KbM
KOHKPETHHUTE HYKIH Ha Npou3BoauTelNs. [Iporeaypure B XUTMEHHUTE
nporpaMu TpsiOBa Ja ObJaT No0pe pa3siCHEHHW W CIIEJBAHU CTPOTO OT
BCEKH WIEH Ha MepCOoHANIA U MOJKPETISTHA OT PHKOBOJCTBOTO.

IMomemneHus u 000pyABaHe

[lomemenusiTa 1 00OpyABaHETO TPsIOBa J1a ObAAT Pa3IONOKEHHU,
MPOEKTHPAaHU, KOHCTPYHMPAaHHU, MPHUCIOCOOEHH M TMOAIbP)KAHH TaKa,
4e a ObJaT MOIXOAALIM 3a ONEPALMUTE, 32 KOUTO ca MpeJHa3HAYCHH.
TsXHOTO pasnonoxeHue U noapexaaHe TpsioBa 1a cBexk1a 10 MUHUMYM
pHCKa OT TPELIKH U A2 MO03BOJISIBA €(EKTUBHO IMOYMCTBAHE U MOIIBP-
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xane. C Te3u MepKu TpsOBa J1a ce n30erHe KPbCTOCAHOTO 3aMbPCSBaHE
Ha npoaykrure. [lomenieHusTa 1 000pyABaHETO TPSIOBA J1a Ch3/aBaT
YCIIOBHS 32 ITBJIHO ¥ €(PUKACHO MTOYMCTBAHE KAKTO HA OCTAThIH OT IPO-
W3BOJICTBOTO, TaKa U OT €BEHTYaJIHM 3aMBPCHUTENIM OT OKOJHATa Cpe-
7a, KaTo CHIIECBPEMEHHO OBJAT MPEeJOTBPATEHH BCUYKH OTPUIATEIHU
edeKTH BbpXy Ka4eCTBOTO Ha JIEKapCTBaTa, KOUTO MOTaT Aa ce IMoJIydaT
BCJIEJICTBHE M3MOJI3BaHE HA HEMOAXOISIIN 3a LIeNTa IOMELIEHUs 1 000-
pyaBaHe. Bcnuky M3MCKBaHMA KbM MOMEIEHUATA U 000PYABAaHETO ca
nmopoOHo onrcanu B HapenOa 3a npaBwinarta u n3nckBanusta 3a J{I111.

JdoxymeHTanus

JloOpara moxyMeHTaIus peIcTaBisiBa HEOTMEHHA YacT OT CHUCTe-
Mara 3a OCHTypsBaHE Ha KauecTBOTO. HemBycMmucieHO U pazdupaemo
HalrycaHaTa JTOKyMEHTAITUS MPEAOTBPaTABA JOMyCKAHETO Ha TPEIIKH,
KOUTO MOTaT Jia Bb3HMKBAT IPH YCTHOTO NpejaBaHe Ha MH(OpMaIs.
Tounara u mperu3Ha TOKyMEHTAIIUS JaBa BB3MOXKHOCT N1a OBJIe mpo-
cJIe/ieHa UCTOPUSATA Ha BCSKA MAPTHUJIa OT TOTOBUS JICKAPCTBEH MPOIYKT
U CBHIIEBPEMEHHO OUYepTaBa OTTOBOPHOCTUTE HA BCHUKH THKXKHOCTHU
JIUIa — OT PHKOBOAUTEIUTE MPOU3BOACTBO U KAYECTBEH KOHTPOI [0
M3MBJIHATENCKHST  TiepcoHan. Crnenudukanuute, MPOU3BOACTBEHUTE
periIamMeHTH, UHCTPYKIMHTE 32 padoTa, YTBBPIACHHUTE MPOLEAYPH, Tap-
TUJHATa JOKYMEHTAIMS U TIPOTOKOJINTE He TPsIOBa J1a ChIABPIKAT TPell-
ku. Te TpsOBa 1a ObAAT ChCTABEHU 110 HAYHMH, KOWTO J1a TO3BOJISABA TSIX-
HOTO SICHO W IIPaBHJIHO pa30MpaHe OT CTpaHa Ha MPEKUS HU3ITBIHUTEI.
UeTnmmBoCcTTa Ha JOKYMEHTHTE € OT IIBPBOCTEIICHHA BaKHOCT. Bcekm
JIOKYMEHT CJIe/[Ba Jla ObJIe YTBHPKIABaH OT CHOTBETHHS PHKOBOIUTEN.
Toit TpsOBa 3aABHKUTEITHO /1A HOCH J1aTaTa Ha yTBBpPIKIaBaHE U JaTaTa,
JI0 KOSITO € BATHJICH, KaKTO U TIOJMKUCUTE HA OTTOBOPHUTE JIUIIA.

IIpousBoacTBO

Bceuuku mpon3BOCTBEHU Omepaluy TpsiOBa Jia ObJIaT TOYHO Jie-
(UHUpaHU U J1a CE MPOBEKAAT B ChOTBETCTBUE C ONPEACICHH U SCHU
npoueaypu. Te TpsOBa na chorBercTBaT Ha npuHimnure Ha J(IIL
Bcenuku neifiHocTH, CBBp3aHU ¢ MPOU3BOJCTBOTO HA JIEKAPCTBEHU IMPO-
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IyKTH, TPSOBA J1a OBAAT MPOBEICHU 0 HAYMH, KOWTO N1a BOAH O TIO-
JIy4aBaHETO Ha JIEKapCTBa C KaYeCTBO, OTTOBAPSAILIO Ha YTBBPAEHOTO B
paspeleHusTa 3a MPOU3BOACTBO U yroTpeoda.

Ka4vecTBeH KOHTPOJI

KadecTBeHHST KOHTPOII Ce 3aHMMaBa ¢ B3eMaHEeTO Ha MpoOwu, crie-
UU(UKANUUTE U U3MUTBAHUATA, KAKTO U C OpPraHU3aIusITa, JOKyMEHTa-
LUsATA U TIPOIIeTypUTE 32 0CBOOOXK1aBaHe Ha PO ayKTuTe. KauecTBeHUsT
KOHTPOJI TPsIOBA J1a OCUTYpH U3BBPIIIBAHETO HA ChOTBETHUTE HEOOXO/H-
MU M3NUTBaHUS U OCBOOOKIABAHETO HA MaTEpPHATIUTE 3a yIoTpeda u Ha
MIPOJYKTHTE 32 MPOAaK0a M TOCTaBKa caMo clie/l KaTo ObJie MpereHeHo,
Ye OTroBapsT Ha M3MCKBAaHUATA 332 Ka4eCcTBO. KadecTBEHUAT KOHTPOI
HE ce OTpaHnyaBa caMo ¢ JlabopatopHu n3cieaBanus. CrennaIncTuTe
TpsiOBa Ja ce BKIIIOYAT NP B3€MAaHETO HA BCUYKH PEICHHUS, CBbP3aHU
C KauecTBOTO Ha MpoJiyKTa. HezaBucuMocTTa Ha OT/Ie) Ka4yecTBEH KOH-
TPOJI OT MPOU3BOJICTBOTO € HEOOXOIUMO YCIOBHE 32 HEroBaTa 00eKTHB-
HOCT M IIPaBWIIHO ()YHKIIMOHUPAHE.

Bb3aarareino IMPOU3BOJACTBO U aHAJIN3

Bb3naranero Ha A€HHOCTH MO MPOU3BOJCTBO M aHAJIM3 HA JIeKap-
CTBEHM MPOAYKTU OT elHa (pupma Ha Jpyra MOXKe Jia Ce OCBHIICCTBIBA
caMO aKo Te pasMoJiaraT C Pa3pelIUTEIHN 32 ChbOTBETHUTE ACHHOCTH.
Besika neifHOCT O BB3JIaraTeiHo MPOU3BOJACTBO U aHaiIM3 TpsiOBa nia
ObJIe TOYHO OTpe/eieHa upe3 JIOTOBOpP, OJ00peHa U KOHTPOIUpaHa U
OT JIBETE CTPaHH, 3a Jia ce n30erHe MorpenrHoTo pa3doupaHe U U3ITbJIHE-
HHUE Ha 3aIbJDKCHUSITA, KOETO MOKE /14 J0OBEJIE /10 HE3aJ0BOJIMTEIHO Ka-
YeCcTBO Ha MPoAyKTa. JloroBopbT TpsiOBa HEABYCMHCIEHO /1 OTIPEIET
Ha4YWHA, TI0 KOWTO KBATU(UIIMPAHOTO JIUIIC, KOETO OCBOOOJKIaBa BCSIKa
napTrja, e U3IbJIHABa B II'bJIHA CTCIICH CBOUTEC 3a/IbJIDKCHUA.

OnnakBaHusl M M3TeIVIsIHe HA MPOAYKTH OT Na3apa

Benuku orutakBanus U Apyra uH(GOpMaIius, OTHACSIIA CE 10 MPEJI-
M0JIaraéMo HEeCHOTBETCTBUE C M3UCKBAHMATA 32 KAYECTBO HA MAPTUIU-
T€ JICKapCTBEHU MPOJYKTH, TPsOBa Jla ObJAT MPEICHEHU BHUMATEIHO
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B CHOTBETCTBHE C JAEWCTBAIlaTa HOPMaTUBHA ypeada U ¢ yTBbPACHNUTE
nucMeHu nporenypu. [IponsBoaurensaT TpsOBa 1a pasmoara ¢ U3rpa-
JIeHa crcTeMa 3a 0bp30 M eUKacHO BpBIIaHE OT Na3apa Ha MapTHIU
JIEKapCTBEHU MPOIYKTH, 332 KOUTO Ce Mperoiara Uik € yCTaHOBEHO He-
CBHOTBETCTBHE C M3UCKBAHUATA 32 Ka4ECTBO.

CaMouHCNIEKIINHT

®dupmaTa MPOU3BOIUTEIN TPAOBA IEPUOIUIHO J1a TPOBEXK/IA CaAMO-
WHCTIEKTUpPaHe ¥ KOHTPOJ 32 MPUJIaraHeTO U ChOTBETCTBHETO C M3HC-
kBaHMATa 32 [loOpa MpOM3BOACTBEHA MTPAKTHKA W MpejiaraHe Ha Heo0-
XOJMMHTE KOPUTHPAIIHA MEPKH.

8.4. TobproBusi Ha eApo € JeKapcTBeHU NPoAyKTH. M3uckBa-
Hus 3a [[o0pa nucTpudyTopcKka npakTuKa

TbproBusi Ha €IPo ¢ JIEKAPCTBEHU MPOAYKTH MOTAT Jia M3BBPIIBAT
(pU3UYUESCKH W FOPHIUUECKH JIUIIA, KOUTO UMAT CKJIaJI0BHU TIOMEIICHHUS Ha
TEpUTOpPUATA HAa Bbiarapus u nmpuTekapar paspelieHue OT JUPEKTOpa Ha
NAJL IlponsBoanTenuTe Ha JIEKapCTBa MOTaT J1a U3BBPIIBAT THPrOBUS Ha
eIIpo CaMo C JIGKAPCTBEHU MPOIYKTH, KOUTO MPOU3BEkKAAT. THProBIUTE
Ha €/IpO Ha JISKApCTBEHH MPOJIYKTH TPSIOBA Ja pa3noiarar chc:

— TIOJIXO/ISIIIY TIOMEIIEHUS, 000PYIBaHE U ChOPBKCHHUS,

— TPaHCHOPTHH CPEJIICTBA, OCUTYPSBAIIM MPABUIHO ChXpaHEHHE
MIPH TPAHCIIOPTUPAHETO;

— KBaTH(HUIIMPaH TIEPCOHAT U OTTOBOPEH MarucThp-(hapMareBT C
Hal-MaJIKo JIBETOJIUIIIEH TPYJIOB CTaX I10 CTIEIUAITHOCTTA.

Cren moraBaHe Ha 3asBJICHHETO 3a peructpanus MAJL B pamkure
Ha 90 THU € IUTHKHA 12 OTICHH MOKYMEHTAIIMATA U Ja U3BBPIITH MPOBEP-
Ka Ha MACTO Ha OOEKTHTE, IOCOUYEHHU B 3asBICHHETO, KAaTO CJel TO3U
CPOK U3/1aBa pa3peleHue 3a ThProBUs Ha eJIpO C JIEKapCTBEHHU MPOTyK-
TH WU MPaBU MOTHBHpPAH OTKa3. Pa3perieHnero 3a ThproBusi Ha €IIpo
e Oe3cpouno. [Ipu mpekparsBaHe Ha JeHHOCTTA QuUpMara € JIbKHA B
7-nHeBeH cpok na yeegaomu MAJI 3a npoMeHEHUTE 00CTOSTEIICTRA.
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IIpuTexaTenar Ha pa3pelieHne 3a ThPTOBUS HA €IpO, KOUTO W3-
BBpIIIBA ICWHOCTTA CH HA TepUTOpHsTa Ha bbarapus, TpsOBa Aa U3MIbI-
HABA CJICIHUTC N3UCKBAHUS:

— Jla TIpojiaBa camMo pa3pelieHH 3a yrnoTpeda JeKapCTBEHU Mpo-
AYKTH,

— Jla OCUTYPsIBa JOCTBII IO BCSIKO BPpEME Ha KOHTPOJIHUTE OpraHHu;

— J1a IpojaBa CaMoO JIEKAPCTBEHU MPOAYKTH, YMUTO OMAKOBKU U
JIUCTOBKH Ca B ChOTBETCTBHE C M3/IaJICHOTO pa3pelieHne 3a yroTpeoa;

— 11a ce cHaO/11Ba caMo OT MPOU3BOUTENN, BHOCUTEIH WIH ThPIo-
BIIA HA €/Ip0, KOUTO Ca TOJYYHIIN pa3pelleHne 3a N3BbPIIBAHE HA Ta3u
JIEHHOCT;

— a cHaO/IsIBa ¢ JICKAPCTBEHU NMPOAYKTH APYTH THPTOBITH HA PO,
anTeK! W APOTEPUU CaMO aKO CHIUTE UMAT HAJICKHU pa3peIIeHHs 3a
WU3BBPIIBAHE HA CHOTBETHATA JCHHOCT;

— Ja cHaOJsBa JIeKapu C JICKApCTBEHU MPOAYKTH CaMO KOraTo B
HACeJICHOTO MSCTO HsMa anTeKa;

— Ja moajabpxa coTyepHa cCUCTeMa, KOSATO Jla OTpa3siBa JBIKE-
HUETO Ha MOJYYCHUTE U CKCIICTUPAHU JIEKAPCTBA ChC CIEIHUTE OCHOB-
HU MapaMeTpH — JaTa Ha MoJlyyaBaHEe U NpoJaBaHE, HAMMEHOBAHUE Ha
JIEKapCTBEHUS MPOYKT, ITAPTHICH HOMEP U cepTu(HKAaT 3a 0CBOOOKTa-
BaHE Ha MapTUJATa, MMOJyYEeHO ¥ MPOJAZICHO KOJIMYECTBO, UME U aJpec
Ha JIOCTaBYMKa U CHOTBETHO KYITyBaya;

— JIa ChXpaHsABa TOKYMEHTAITHATA 32 BCHIKH JOCTABKU U MIPOIaXK-
OM Ha JIEKAPCTBEHUTE MPOAYKTH MUHIUMYM 5 TOIMHH;

— J1a cTra3Ba M3UCKBAHMATA HA JoOpaTa JUCTPUOYTOPCKA MPAKTHKA.

3a THProBHsITa HA €IPO C JICKAPCTBEHU MPOIYKTH, CHIBPIKAIIN
HApKOTHYHH BEILECTBA, KPBBHU MPOIYKTH, UMYHOJIOTHYHH IPOIYKTH U
HpOILyKTI/I, U3JIbYBaIIu 1710H1/131/1pa1u1/1 JIBbYCHUS, CC npmnaraT 1 N3UCKBa-
HUATA HA CHCHHUATM3UPAHA HOPMATUBHU aKTOBE. ThProBLUTE HA €IPO
TpsiOBa J1a MpHUTEX,aBaT M CHCTEMa 3a OJIOKMPAaHE U MU3TETIISIHE Ha Jie-
KapCTBEHUTE MPOAYKTH, OKA3adl HECHOTBETCTBUE C U3UCKBAHMSITA 32
Ka4ecTBO, 0€30TMaCHOCT ¥ e(DeKTHBHOCT.

Crnen npuemanetro HE B EBporelickus ¢hi03 CBHIIECTBEHO 3HAYE-
HUE B THPTrOBUSATA HA €/IPO C JIEKAPCTBEHH MTPOTYKTH NMa TapaieTHUusAT
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BHOC. JlekapcTBeH MPOIYKT, pa3pelieH 3a yrnorpeda B apyra Abpika-
Ba UJIeHKa, MOKE Jla ce€ BHACs MapajienHo, (T.e. M0 KaHaj, pa3inyeH
OT YCTaHOBEHHUTE JIOTOBOPH MEXIy AUCTPUOYTOPH M MPOU3BOJUTE-
JM) Ha TepuTopusTa Ha bbarapus, Korato e eIHaKbB WM MOJ00EH
Ha JIGKapCTBEH MPOJAYKT, paspelieH 3a ynorpeba Beue B bwirapus.
[TapaneaHusT BHOC NKOHOMMUYECKH CE OCHOBABA Ha LIEHOBU Pa3INKU 32
€HAKBU MPOAYKTU B CTpaHUTE OT EBpomnelickust cbl03 1 TOraBa Jiekap-
CTBEHUTE MPOAYKTHU C€ BHACAT OT MO-HUCKH KBM MTO-BHCOKH LIEHOBUTE
nazapu. EQHAaKbB J€KapcTBEH MPOAYKT O3HA4aBa C €JHAKBB KadyecT-
BEH U KOJIMYECTBEH ChCTaB, €HA U ChIlA JeKapcTBeHa Gopma, enHa u
ChlIa IbPBUYHA OIIAKOBKA M €IHO U CHILO HAMMEHOBaHUE. AKO € HEOO-
XOJUMO MapaJie]THO BHECEHUAT MPOIYKT J1a CE NMPEONAaKOBa, BHOCUTE-
JAT TpsAOBa Jja MpHUTEXKaBa paspelieHne 3a npous3BoacTso. [lapanerno
BHECEHUSAT MPOAYKT CE M3IMOJI3BA MPHU YCIOBHITA HA U3/1aJIEHOTO pa3-
pelieHue 3a yrnorpeba Ha JIEKapCTBEHUs MTPOAYKT HAa TEPUTOPHUsTA HA
boirapus. Paspemenuero 3a U3BbPIIBAHE HA NApaJIeJIEeH BHOC CE U3-
JlaBa B CPOK OT 45 JHM OT jAarara Ha MOoJaBaHe Ha JIOKyMEHTalUATa B
WAJI. Pa3penieHuero € cbe Cpok 5 roAuHu. Pazperiennero 3a u3BbpIil-
BaHE Ha MapajesieH BHOC Ce€ MPEeKpaTsBa aBTOMATHUYHO, KOTaTO MpH-
TEXATEeJAT Ha Pa3peLICHUETO 3a yInoTpeda Ha JeKapCTBECHUS MPOIYKT,
IIyCHAT Ha Ia3apa B bbirapus, ro OTTETIM 110 NPUYHHH, KOUTO HE ca
CBBP3aHM C OMACHOCT 32 3[PaBETO HA HACEIECHUETO.

[Ipunnunure n n3uckBaHusATa 3a Jlobpara aucTpudyTOpCKa Ipax-
THKa ca HOpMaTWBHO ypemenn upe3 Hapemda Ne 39/13.09.2007 r. Ha
MuHHCTBpa Ha 3/IpaBeorna3BaneTo. JloOpara AuCcTpuOyTOpCKa MpaKTu-
Ka ce OCBINECTBSABA MIPU CIa3BaHe Ha MPUHIIUIIUTE 32 CIIOAEIISTHE Ha OT-
TOBOPHOCTTA 32 KAUeCTBO M OE30IaCHOCT Ha JIGKAPCTBEHUTE TIPOYKTH.
OCHOBHHTE W3UCKBAHHS KbM AUCTPUOYTOPUTE (THPrOBIMTE HA EAPO C
JIEKapCTBEHU MPOAYKTH), ChIVIACHO TO3W CTaHJapT, MOTaT /1a ce paszie-
JIAT Ha JBE TOJIEMU TPYIH:

a) M3MCKBAaHMs KbM OpraHM3alusITa Ha padoTa M CpPOKOBETE Ha
nocraBka. ToBa BKIItOYBa:

— OCUT'YpsIBaHE Ha ITOMEIICHHUs 1 003aBeXkK1aHe, KOUTO Aa OTTrOBa-
PAT Ha U3MCKBAHMATA 32 YCTPOMCTBO Ha CKIIAZOBETE;

133



a JIEKAPCTBEHA I1OJIMTHKA

— OCHTypsIBaHE Ha M3WCKYEMHUTE YCJIOBHS 3a ChbXpaHEHHE Ha Jie-
KapCTBEHUTE MPOAYKTH, BKIIOUUTEIHO TE3U ChC CIIELUATIECH PEXUM —
TEepMOJaOMIIHU MPOLYKTH, JEKapCTBa C HAPKOTUYHO JACHCTBUE, JTECHO-
3aMajuMHy U T.H.;

— OCHTYpsIBaHE Ha OTJIETHU MTOMEIIEHHS 32 ChXpaHEHHE Ha JIeKap-
CTBa, MOKa3aJI1 HEChOTBETCTBHE B KAYECTBOTO — OJIOKUPAHU TTapTHIIH,
JIEKapCTBa C M3TEKBJ CPOK HA TOAHOCT, C MOBPEJCHHU OMAKOBKH HIIH C
HEYTOYHEH MPOU3XOJ;

— KBUTH(UIUPAH TIEPCOHAIT;

— BCEKHU JUCTPUOYTOp TpsiOBa J1a M3UCKBA OT KIMEHTHUTE CH, JIPY-
I'M THPrOBLY Ha eIpo U ApeOHO, pa3pelIeHUeTO UM 3a U3BBPIIBAHE Ha
ChOTBETHATA JACHHOCT;

— Jla peTUCTprpa 3abJDKUTEITHO TBMKEHNATA Ha BCSIKA JIeKapCTBe-
Ha ONAaKOBKA U NMapTUA;

— Jla TOCTaBsl JIEKAPCTBATa 10 alTEKUTE MAKCUMYyM 10 24 yaca oT
MOMEHTa Ha ITOCTHIIBaHE Ha 3asBKaTa;

— J1a U3BBPIIBA [TPEONaKOBaHe MM MTPEETUKETUPAHE CaMO CIIe TT0-
JlydaBaHe Ha Pa3pellCHUE 3a IPOU3BOJICTBO HA JIEKAPCTBEHU NPOAYKTH;

— Jla OCUTYpsiBa HEOOXOIUMHTE yCIJIOBHUS 32 TPAHCHOPT Ha JIeKap-
CTBEHM MPOAYKTH, M3UCKBAIIM CHEIMATHU YCIOBUS Ha CHhXPaHEHHUE
(Temmeparypa, BIa)XHOCT, CBETIMHA U IPYTH);

— J1a Ch311aJI€ CUCTEMA 32 HEMIPEKBCHATO MOHUTOPUPAHE HA CIIELH-
AJIHUTE YCJIOBUS 32 CbXpaHEHHUE;

— Jia TOBWINABa KBaTU(HUKALUATA Ha MEPCOHANA CH Ype3 Hempe-
KBCHATO OOyUYCHHE;

— JIa OCUTYPSIBa U MOAIbpPrKa WH(GOPMAITHsl OTHOCHO Ka4eCTBOTO Ha
JIEKAPCTBEHUTE MPOIYKTH, KOUTO ChXPAHSIBA;

— Ja mpejocTaBsi Beska roguHa B UAJI uHdopmanus 3a BCUUKH
po1ax0u Ha JIEKAPCTBEHU MPOIYKTH U KJIMEHTH B OTpejieieH GpopMmar;

— J1a ocuTypsiBa OE3MPensITCTBEH JOCTHIT Ha KOHTPOIHUTE OpTaHH;

— Jla pasmnosara ¢ yIBbpACHHU CTaHJAPTHU ONEPATUBHU MPOLIETYPU
3a IeHHOCTUTE, KOUTO Ce U3BBPIIBAT B CKIIaAa — IpUEeMaHe, pa3npese-
JIeHHUe, OAPEXKAaHe, ChbXpaHEHHE U eKCIIEINPAHE;

— J1a IOCTaBsl OTJIMYUTENIHA MAPKUPOBKA Ha JIEKAPCTBEHUTE MPOY-
KTH B Clly4anTe, korato uMma gorosop ¢ H30K.
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0) M3UCKBaHUS KbM CKJIIQJOBHUTE TTOMeEIIeHUs. Te TpsOBa a pas3mo-
narat ¢ 000COOCHH IMMOMEIICHNUS 3a:

— IpUeMaHe Ha JICKAPCTBEHH MTPOJYKTH;

— EKCIEaUIINA;

— ChXpaHCHUE Ha JOKYMCHTAIIUSATA;

— ChXPaHEHUE Ha JICKAPCTBEHUTE MIPOIYKTH;

— ChXpaHECHHE Ha CAHUTAPHO-XUTUEHHH CPEACTBA M MPEBBP30YHH
MaTepuam;

— CbXpaHEHHUE Ha Je3MH(EKIIMOHHH, IE3NHCEKIIMOHHN U JIepaTH-
3aIMOHHM CPEJICTBA;

— ChXpaHEHHE Ha OMACHU W JIECHO3AMAINMHU JICKapCTBEHH TPO-
JyKTH;

— CbXpPaHCHUEC Ha JICKAPCTBCHU IMPOAYKTH C U3TCKDBJ CPOK HA Ioa-
HOCT, IOBPEJICHU ONIAKOBKHU U IPYTH;

— ChbXPaHCHHUE Ha JICKAPCTBEHU MTPOYKTH, ChIbPXKAIIHA HAPKOTHY-
HU BEIIECTBA;

— ChXpaHCHUE Ha PACTUTEIIHU JIEKAPCTBEHU MTPOAYKTH;

— ChXpaHEHUE Ha TCPMOJIAOKITHY JICKAPCTBA.

JuctpubyTopute ocUrypsiBaT HEOOXOIUMHTE YCIOBHUS U 000py/IBa-
HE Ha MMOMEIICHUATA, TIOAIbPIKAT TH B JIOOPO XUTHEHHO CHhCTOSHUE, Pa3-
paboTBat mporpama 3a 6opda ¢ HACEKOMH U TPU3add U OCUTYPSBAT ypeau
3a M3MEpBaHEe Ha MapaMeTpHUTe Ha cpefaTta — TeMIlepaTypa, BIaKHOCT U
1.H. CnienoBatento Jlo6para mucTpuOyTOpCKa MpakTHUKA € Ta3d JacT OT
crcTeMara Mo KauecTBO, KOATO OCHTYPsIBa aJIEKBATEH KOHTPOJ Ha BCHUKH
€TaIy OT IPOoIieca Ha ThProBUS Ha €IPO C JIGKAPCTBEHH MPOIYKTH.

8.5. HopmaruBHa pery/janusi Ha TbProBHATA Ha JApedHO ¢
JICKAPCTBEHH NMPOAYKTH

ToproBusita Ha ApeOHO C JIEKAPCTBEHU MPOAYKTH CE€ M3BBHPIIBA
caMmo B anTeKH U APOTepHH, 10 pef, ycTanoBeH oT 3JITIXM.

AnTekara € 37paBHO 3aBE/I€HNE, B KOETO CE€ U3BBPLIBAT CICAHUTE
JEHHOCTH: ChbXPAaHsBAHE, IPUTOTBSIHE, ONTAKOBAHE, KOHTPOIMPAHE, KOH-
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CyJITHpaHe, OTIIyCKaHe MO JIEKapCKO M 0e3 JIeKapCKO Mpeanucanne Ha
pasperienu 3a yrnorpeda B brarapust gekapcTBEHU MPOTyKTH, METUITAH-
CKU WM3JICJIHsI, XPAaHUTEIHHU J00aBKH U CAHUTAPHO-XUTUEHHU CPEJICTRA.
HeliHocTHUTE, KOUTO Ca ONPENIENIEHHU 1a CE€ U3BbPIIBAT B alITEKUTE, CE U3-
ITBJIHSBAT OT MarucTbp-hapmarieBt. [loMoIHUK-(hapManeBTUTE MOTAT
Jla U3BBHPILBAT BCUYKU OMUCAHU JCHHOCTU C U3KIIIOYCHUE HA OTILYCKAHE
0 JIEKAPCKO MpPENNUCaHue, KOHTPOJ U JaBaHEe Ha KOHCYJITalUs, CaMo
Y €IMHCTBEHO B MPHUCHCTBUETO W IOJI KOHTPOJIA HA MarucThp-hapma-
ueBT. Tazu HOpMa € U3KITKOYUTENIHO OCTapsiia, Thi KaTO CbBPEMEHHOTO
oOpa3oBaHHe Ha ITOMOIIHUK-(PapMaIreBTHTE, KOUTO UMAT OaKkalaBbpCcKa
CTETIeH Ha BHCIIEe 0Opa30BaHWE, UM J1aBa BCHUKH HEOOXOJMMH ITO3HA-
HHUS U BB3MOXXHOCTH J1a M3MBJIHSIBAT BCUYKH JACHHOCTH, BMCHCHHM Ha
MarucTbp-hapmareBture. [llnpokaTta mpakTHKa B OBITapCKUTE allTEKH
CBINO JaBa OCHOBAHHE 3a TO3W U3BOJ. lIpaBo 1ma M3BBPIIBA THPTOBUS
Ha JpeOHO C JIGKAPCTBCHH MPOJYKTH, KATO OTKPHE alTeKa, uMa caMo
MarucTbp-(hapMaieBT, pErUCTPUPaH MO0 CMUCHIIA Ha ThProBCKUs 3aKOH
KaTO €THOJWYECH THPIroOBell WK €THOJUYHO JPYIKECTBO C OTpaHUUYCHA
oTroBopHOCT. ToBa uznckBane Ha 3JIIIXM HU3KIIOYUTETHO YECTO € Ipe-
JIU3BUKBAJIO MapiIaMeHTapHH Je0aTH U MPOMEHHU, KOUTO Ca MPOJUKTY-
BaHU €IUHCTBEHO OT KOPIOPATHBHUTE HHTEPECH Ha JIBE OCHOBHU OU3-
HEC IpyNH — OT €J{Ha CTpaHa, CaMOCTOSTEITHUTE MarucThp-hapmareBTu,
1 OT IpyTa cTpaHa, TosieMus papmarieBTHIeH OM3HeC, KOMTO yrpaBisBa
U MPUTEKABA MPSAKO WIM KOCBEHO TOJIEMUTE alTeUHU Bepuru. B Tasu
JacT HOpMaTHBHATA ypenda ¢ MpeThpIiaBaia AMaMETPaTHO TPOTHBOIIO-
JIO)KHH TIPOMEHH — OT Pa3pEIICHUETO BCAKO IPYKECTBO, PETUCTPUPAHO
1o TBProBCKUs 3aKO0H, /1a MOKE J1a PETHUCTPUpPA allTeKa, CTUTa B HEs J1a
paboTH MarucTbp-PpapMareBT, Mpe3 MPOMEHUTE CaMO SAHOIMYHH JIPY-
JKECTBa, COOCTBEHOCT Ha MarucTbp-papMarieBT, Ja MOraT Jia pa3KpUBaT
caMo eJlHa arTeKa, A0 nmociaeanuTe npoMmenu npe3 2008 . — eAHOTUIHO
JIPY’KECTBO, COOCTBEHOCT HAa MarucThp-(hapMaiieBT, Jla MOXE Jia pa3-
KpHWBa JI0 YeTHpH anTeku. Pa30upa ce, HOpMATUBHUTE MPOMEHHU HE ca
CBBP3aHU C AUPEKTHHU MA3apHU MPOMEHU U MPAKTUUYECKU BCHUUKHU TO-
JIEMH BEPUTH allTeK! MPOIABIDKABAT Jla ChIIECTBYBAT, BBIIPEKH 4e (op-
MaJIHO TOBA He € Taka. B kpaliHa cMeTKa KOHKYPEHTHOCTTA Ha allTeUHHUS
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rasap ycIisiBa Jia ce 3aras3u Ha JOCTaThbYHO BUCOKO HHBO, BBIIPEKH BCUY-
KW yCHJIHSI HA HOPMOTBOPIIUTE, KOETO € OT M3KIIOUHTETHA (PUHAHCOBA
W3roJia 3a MalueHTHTE.

Bceekn maructbp-(apmaneBT, KOUTO € MONyddsl pa3pelieHue 3a
THProBus Ha ape6Ho C JICKApPCTBCHU MPOAYKTHU, € PBKOBOJUTCIT HA aIl-
TeKara M 3aIbJDKUTEITHO paboTH B Hesl.

[IpaBo a oTKpHBAT anTeku 3a COOCTBEHH HYX /I UMAaT OIIle Jieueo-
HUTE 3aBEICHNSI 32 O0JTHUYHA [TOMOILI, AUCTIAHCEPUTE, XOCTTHCUTE ChC CTa-
[MOHAP M OOIIMHCKUTE alTeYHH ApPYy’KecTBa. MaructepdapManeBTsT,
KOHTO € PHKOBOJWTEN Ha afnTeka, He MOXe J1a padoTH WIIM ydacTBa B
JpY’KeCTBa, KOUTO M3BBHPIIBAT MPOU3BOJICTBO, BHOC WM THPrOBUS Ha
epo C JIEKapCTBEHM MPOAYKTH. ANTEKH 3a Mpojaxda Ha JeKapcTBe-
HU TPOAYKTH Ha TPaKTaHW MOTAT na ObAaT OTKpPUBAHHU B JICUCOHHTE
3aBe/leHus 3a JI0OOHWYHA TIOMOIIl, HO HE W B OOJIHUYHHTE 3aBE/ICHUS.
PaspernienneTo 3a THproBus Ha IpeOHO C JIEKAPCTBEHU MPOJYKTH B all-
TeKa ce u3aaBa oT MUHHCTBpA Ha 3/ipaBeona3BaneTo. [Ipeanoxkenue 10
MuHHCTBpa Ha 3[paBeONa3BaHETO 32 N3/IaBaHE Ha JIUIICH3 WIIM OTKAa3 Ha
TaKbB NMpaBu Bucmmsar chBeT 1o Gapmariusi, KOWTO pasTriiexaa 3asBiie-
HUSITA U CHITBTCTBAIIATA JIOKYMEHTAITHS.

3abpaneHa e npojaax0ara Ha JIeKapCTBEHH NPOYKTH Ype3 aBTOMa-
TH, IO UHTCPHET WU BbpHATU Hey1]0Tpe6$[BaHI/I OITAKOBKM OT ITaIlMCHTHU.

JlexapcTBeHN TPOMYKTH O€3 JIEKapCKO MpEANrCaHhe MOoTaT Ja
ce mpojaBaTr u B Aporepud. Jlporepus ce OTKpuBa CJeIl PETUCTpaIUs]
B UAJL. PpkoBomuTenaT 7 TpsOBa Ja € MEAUIUHCKU CICIUAIKCT.
O4akBaHOTO pa3BUTHE HA CHJIHM BEPUTU OT APOTEPUHHU Mara3vH{ B
brarapust He ce chCTOS, OCHOBHO TIOPA/IN CHITHATAa KOHKYPEHIIAS OT HaJ
4000 anrtexwu.

YCTpoiicTBOTO M OpraHu3alusaTa Ha padoTa B allTeKUTE U HOMEH-
KJIaTypaTa Ha JICKapCTBCHUTE MPOAYKTH ca ypemenu B Hapemba No 8
o1 23.06.2000 r. Ha MUHHUCTEPCTBO Ha 3/IpaBeora3BaHeTo. Pa3nnuynure
Pa3HOBUJIHOCTU B YCTPOWCTBOTO HA alTeKaTa Ce OMPEIENAT OT MOMe-
LICHUATA, HEOOXOIUMH 3a KellaHata (YyHKIMOHANHOCT. PaznmyHuTe
(hyHKITOHAIHOCTH Ca CIIETHUTE:

— anTeKa 3a JIEKAPCTBEHH MPOYKTH, C U3KITIOYCHHE Ha eKCTeMITO-
paJIHU JIeKapCTBEHH (HOPMU;
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— anTeka 3a JIGKAPCTBEHH MPOAYKTH, BKIFOUUTEIHO C EKCTEMIIO-
payTHU JieKapcTBeHN (HOPMH, C MU3KITFOUCHHE Ha Pa3TBOPH 32 OYM U 32
MapeHTepaiHo NPUIIOKCHNUE;

— amnTeKa 3a JISKapCTBEHU MPOAYKTH C BCHYKH BHJIOBE €KCTEMIIO-
pasTHU JIeKapCTBEHU (HOPMH, BKIFOUUTEITHO O()TAIMOJIOTHYHH U TTAPECH-
TEpajHu;

— anTeKa 3a OMJIKHM 1 OUJIKOBU CMECH, BKIIIOUUTEITHO EKCTEMITOpal-
HU JIGKAPCTBEHH MPOAYKTU (OMIKOBA anTeKa).

B 3aBHCHMOCT OT TOpeONHCaHUTE JCHHOCTH alTeKUTe TPAOBa J1a
pasmonarar cbC CHeIU(PUIHN TOMEICHHUS.

OCHOBHHTE TPYZOBH OTTOBOPHOCTH, KOUTO NMa BCEKH MarucCThbp-
(bapmarieBT, ppKOBOANTEN Ha alTeKa, Ca CICTHHUTE:

— OpraHM3alys 1 KOHTPOJI Ha padoTara B anrTeKara;

— 3aKylyBaHE U MPHUTOTBSHE HA KAYECTBEHH U OE30MAaCHU JieKap-
CTBEHH MPOAYKTH;

— ChXpaHEHHE Ha JIEKapCTBEHU MPOAYKTH, ChIbPKAIIN HAPKOTHY-
HU, OTPOBHU U CHJIHOACHCTBAIIM BEIIECTBA B 3aKJIIOUEHH MIKa(OBe;

— OCUT'ypsiBaHE Ha XMT'MEeHA M pPadOTHO OOJICKIIO Ha TIepCoHaa;

— NOBHUIIaBaHe Ha MpodecnoHanHaTa KBaaudukauus Ha padorte-
IIUTE B aNTeKaTa;

— ocurypsiBane Ha npodecronanHa HH(GOpPMALKS ¥ CIIPaBOYHA JIU-
Teparypa.

BaxxHo ¢ ma ce orOenexu, 4e BCEKH MarucThp-papMareBT, He-
3aBHCHMO JIaJIM € PBKOBOJUTEIN HA aNTeKa, WM HE, € HEe3aBHCUM IIPU
B3eMaHe Ha pelIeHHe, 3a KOeTO HOCH ChOTBETHATa MpOoQecHOHANHa,
JTUCIUTUTUHAPHA, aIMUHUCTPATHBHA, HAKa3aTeIHA U IPaXKJaHCKa OTrO-
BOPHOCT.

[MoapexnaneTo Ha TEKApCTBEHUTE MTPOAYKTH B aniTeKaTa cTaBa I1o
(dapmakonoruyHu rpynu. Beuuku dapmaneBTy ca JUThKHHU /1a TIOBHUILA-
BaT npo)eCHOHAIHATa CH KBATM(pHUKALNS TOHE BEAHBK TOAUIIHO, KaTO
nHGOPMALUATA 332 IPOBEACHUTE KYPCOBE CE MPEJOCTaBs Ha perHOHaI-
HOTO PHKOBOJICTBO Ha CHCIIOBHATA OpraHU3als Ha (hapMaleBTUTE.

OueBHIHO €, Ye HOpMaTHBHATa ypeada 3a U3MCKBAaHHUATA OTHOCHO
JMLEH3UpaHe, OpraHu3anys, npodecruonanHa KBaTHOUKAIUSI U APYTH
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3a THProBHsATA Ha APEOHO € M3KIFOUYHMTEIHO TEXKKAa M HEChPa3MEPHO
B3UCKATCJIHA 3a CbBPEMCHHUTEC AlITCKU, KOUTO NPAKTUYCCKU MIpoaaBaT
caMo rOTOBH JieKapcTBeHU (hopmu. BakHo e 1a ce oTOenexu u mbiHaTa
JUIca Ha HOpMaTHBHA 0a3a, MpoECHOHAIHN NPENOPBKU U 00yUYeHHE
OTHOCHO Haii-Ba)kKHaTa 4acT OT paboTaTa Ha BCEKH (hapMaIreBT — npode-
CHOHAJIHATA KOHCYJITAIMs OTHOCHO MpPUEMa Ha JICKAPCTBEHHUTE TPOIY-
KTH, JO3HUPOBKATa, CBEHTYaJIHUTE BPEIHU JICKAPCTBEHU B3aMMOICHCT-
BUSI WJIM CHHEPTWYHHU TEPaNeBTHYHH epekTh u Apyru. CriegoBaTetHo
IPH OTITYCKAaHETO Ha JIEKapCTBEHHU POIYKTH OTHOBO JIUIICBA U3TPaeHa
CHCTEMa, KOSITO J1a KOHTPOJINPA U OCUTYpPsIBa KaueCTBOTO Ha (hapMares-
THYHATa AEHHOCT.

8.6. PexsiamMa Ha jleKapCTBeHHM NPOAYKTH

Peknama Ha nexkapcTBEHH MPOAYKTH € Besika Gpopma Ha UHOp-
MaIusi, TPEeJICTaBsiHe, MPOMOIIMS MW MPEJJIOKCHUS, KOUTO MMAT 3a
e Jla CTUMYJTUPAT MPEANMCBAHETO, TPoIaXK0aTa WK yrnorpedara Ha
JICKApCTBEHU MPOAYKTH. Pekiiamara Moxe Jia Obje pas3jiciicHa Ha Hs-
KOJIKO BHUJIA:

— pekyiaMa, npejHa3HaueHa 3a norpedurenure. To3u BUJ AUPEKT-
Ha peKjiaMa € pa3pelieHa camo 3a JEKapCTBEHU MPOJYKTH 0e3 JIeKapCKo
npeanucanue. EHI/IHCTBCHO H3KIIIOUYCHUE CC€ AOITyCKa IpU PCKIaMHU
KaMITaHUU Ha BaKCHUHU;

— pekiama, MpeJHa3Ha4YeHa 3a MEIWIIMHCKH CIeIUATUCTU. To3u
BHUJI pEKJaMa € pa3pelieHa 3a BCUYKH BUJIOBE JICKAPCTBEHH MPOIYKTH.
ChabpKaHUETO HA pekiiamara TpsiOBa Ja ChbOTBETCTBA HA JAHHUTE OT
oJ00peHara KpaTka XapaKTepUCTHKA Ha JIGKAPCTBEHHSI MPOJYKT U Ja
MpeJICTaBsi caMO PETHCTPUpAaHUTE MoKasaHus. Pexiamara TpsiOBa na
Haco4Ba caMO KbM IPaBHJIHA YIOTpeda Ha JEKapCTBEHUS MPOJYKT, a
npeacraBs 00EKTHBHO TEPANICBTUYHUTE MY IIOKa3aHU:A, J1a HE MPCYBC-
JIndaBa BB3MOKHOCTHUTEC 3a JICHCHUC, HpO(l)I/IJ'IaKTI/IKa N AUArHOCTHKaA.
CrnenoBatenHo pekjgamaTa He TpsOBa J1a ChIbpKa HUKAKBA MOABEXK 1A~
11a uHpopMaIusl.
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W nBata Buaa pekiama — 3a MOTPEOUTENUTE U 32 MEIUIIUHCKUTE
CHEIMAINCTH, UMa pazpemuTeneH pexxuM oT MAJL, upe3 HOpMaTHBHO
yctaHoBeH EkcriepTeH chBeT 1o pexiaMara.

Bceku nmpou3BoauTEN, KOWTO € NPUTEXKATeNl Ha pa3pelieHue 3a
ynoTrpeba Ha JIEKapCTBEHH MPOJYKTH, € JUTHXKEH Jla Ch3aJe HAyIHO
3BEHO 3a Pa3NpOCTpaHeHUe Ha MH(GOpPMALKs 32 JIEKApCTBEHUTE MPOY-
KTH, KOETO Tpsi0Ba /1a U3BBPILBA CICIHUTE ACHHOCTH:

a) J1a TapaHTHpa, 4e peKaMara Ha JeKapCTBEHUS MPOIYKT € MPe/i-
CTaBCHA HAa HACEJICHUETO WIM MEIULUHCKUTE CIEUUATUCTH BbB BH/I,
CBHOTBETCTBAILl HA U3aJICHOTO pa3pelICHUE 3a PEKIaMa;

0) ma cpxXpaHsBa JaHHW W PEKIAMHH MaTepHaid OT BCUYKH TIPO-
BEXJTaHW KaMITaHWH, BKIIOYUTEITHO WH(OPMAIHS 332 OCHIIECTBSIBAHETO
Ha peKjaMara, jarata Ha CTapTHpaHe Ha peKjiaMaTa, TApreTHUTE TPYTIH,
KbM KOUTO € HacOueHa, U T.H.;

B) Jla TapaHTUpa 00YYCHUETO Ha MEAMIIMHCKUTE THPTOBCKH MPE/I-
CTaBUTEH;

T) /1a U3MBJIHSIBA TOYHO U B ONPEENIEH CPOK BCUUKH YKa3aHUS Ha
JUTBKHOCTHMTE JIMLIA TI0 KOHTPOJIa Ha peKyiaMaTa.

— IpOMOLUS Ha JIEKAPCTBEHU MPOAYKTH Upe3 MOCEIIEHNE Ha Me-
JULUHCKH ThPTrOBCKU MPEICTABUTEIN MPU MEIULIUHCKHU CHEHUATUCTH.
ToBa € Hall-IPEANOYUTAHUIT HAYUH 3a IPOMOLMS, PEKIaMa U MapKe-
THHT Ha JIEKapCcTBa OT (hapMalleBTUIHNTE MTPOU3BOANTENH. T0¥ ce 0cHO-
BaBa Ha JIMYHOTO BB3ICUCTBHE HA MEIULUHCKUS IPEICTABUTEN, KOUTO
M3M0J13Ba PEIMLA Bb3MOKHOCTH 3a MOBJIMSIBAHE HA NPECKPUIILIMUTE Ha
JieKapsi, KOUTO Hal-9eCcTo ca CBHP3aHM C HAKAKBB BUJ OOHYCHH CXEMH.
Haii-yecTo n3non3BaHuTe ca NpeOCTaBsIHE HA MOCTPH Ha JIEKAPCTBEHU
MIPOJYKTH HJIN CTIOHCOPCTBO HA TIPOMOLIMOHATIHY CPELIH U HAYyYHU KOH-
rpecH, MocelaBaHy OT MEIUIIMHCKUTE CHEIUATUCTH, BKIIOYUTETHO U
[MOEMAHETO HA TEXHUTE PA3HOCKH MO IBTYBAHETO U MPECTOS B ChOTBET-
HaTa JIbpKaBa, B KOSATO C€ MPOBEXKa MEPOTIPUATHETO.

B mabn. 11 ca npeacraBeHu Hail-ueCcTO U3IMON3BAHUTE METOAU OT
(hapMarieBTHYHHUTE MPOU3BOTUTEIHN 32 HAChPYaBaHE HA TIPECKPUITIIUNATE
Ha MPOU3BEKAAHUTE OT TSX JIEKAPCTBEHU NPOAYKTH.
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Tadn. 11. ®opmu HA CTUMYJIMPAaHe HA JIeKApPUTe 0T (hpapMalleBTUYHHUTE

KOMIIAaHUH
% oT Jekapure,
®opma HA CTUMYJIMPaHe
KOHMTO €a ce Bb3I0JI3BAJIH

MocTpu Ha JieKkapcTBa 78%
[Tonapbuu 83%
IToxpuBaHe Ha pa3xou 3a CUMIIO3UYMH, KOHI'pe- 519

0
CH, IbTYBAaHUSI U APYTHU
IInamanus 3a KOHCYATAHTCKU AEHHOCTH 18%
[Inamanus 3a JIEKTOPCKU 4acoBe 16%
Inamanus 3a KOHCYJITATUBHU ChBETH 9%
[Inamanms 3a BKIIFOYBAHE HA MAIIMEHTH B KIIMHHY- 39

0
HU MIPOYYBAHUS
Hsikoe oT ropenoco4eHuTe B3auMOOTHOLLICHHUS 94%

OcBeH MPOMONIUATA U MapKETUHTA Ha JICKAPCTBEHH MPOTYKTH Me-
JTUITUHCKUTE TPEACTABUTEIN UMAT U OTTOBOPHOCTTA J1a JOKJIAaIBaT Ha
HAy4YHOTO 3BCHO Ha ChOTBETHHUS MPOM3BOJIUTEI BCsiKa MH(OpMaIus 3a
HEeXeJIaHW JICKAPCTBEHU PEAKIIMU U B3aUMOJICHCTBUS, ChOOIICHH UM OT
MEJUIUHCKUTE CIEHUATUCTH. MOCTpUTE Ha JEKAPCTBEHUTE MPOAYKTH
Ce MPEAIOCTaBAT HA MEAUIIMHCKUTE CIICIUANUCTH MPU YCIOBUITA U Pelia,
OIpeJIeJICHH B U3pUYHA Hapea0a. 3a0paHeHo € Pa3NpOoCTPaHEHUETO Ha
MOCTpPH Ha JICKAPCTBEHU NPOAYKTH, ChIBPKALIM HAPKOTUYHH BEIICC-
TBa, KAKTO U MPEAOCTABIHETO HA MOCTPU JTUPEKTHO OT MEIULUHCKUTE
THPrOBCKU MPEICTABUTENN HAa HACEICHHUETO.

MeaunuHCKATE THPTOBCKU TPEACTaBUTENH TPIOBa Ja ca MpeMu-
Hany oOydYeHUs], OPTaHU3UpPaH OT TIPOU3BOIUTEINS, 32 /1a PUTEKABAT
HAyYHH [TO3HAHUS U J]Ja MOTaT JIa MMPEAOCTaBIT TOYHA U Bh3MOXKHO Haii-
II'bJIHA UH(POPMAIHS 3a JICKAPCTBEHHSI MPOYKT, KOWUTO mpeacTassat. [1o
BpEMe Ha BCSAKO MOCEIICHUE MEIUITMHCKUTE THPTOBCKH MPEACTABUTEIN
TpsiOBa J1a pasmojaraT ¢ KpaTka XapakTepHCTHKa Ha MPOIYKTa U C JJaH-
HU 3a IICHUTE Ha JICKAPCTBEHUs MPOJYKT, HUBOTO HAa penMOypcaius,
YCJIOBUATA 32 MPEANUCBAHETO U 3aIUIAIIAHETO MYy U IPYTH.
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Peknamara Ha JieKapCTBEHUTE MPOAYKTH CE MOUNHSIBA HA peInla
HOPMAaTHUBHH W3MCKBAHMUSL.

Pekiama Ha lekapcTBeHH NPOAYKTH, MPeIHA3ZHAYEHA 32 Hace-
JIEHHETO, BKJIIOYUTEIHO B IOMEIIEHUsITA HA aNlTeKNUTe U APOrepuu-
Te. Ts TpsiOBa 1a chaBpKA:

a) TBPrOBCKO UM€ Ha JICKAPCTBEHUS MIPOAYKT;

0) MEeKIyHapOJHO HEMATEHTHO HAMMEHOBAHUE;

B) mHQOpManus, Heo0X01MMa 3a paBUITHATA YITOTPeOa;

T') BB3pacT, IPH KOSATO Ce JOIyCKa yroTpedaTa Ha IPOAYKTa;

1) U3pUYHO YIIOMEHaBaHe, KOraTo Ce Kacae 3a JIEKapCTBEH IpPO-
IyKT, XOMEOIIaTHYeH MPOIYKT WIN BaKCHUHA;

€) HoMep | J1aTa Ha oJ100psBaHeTo Ha pekiamara ot MAJL

He ce nomycka u3mnon3BaHeTo Ha peKiiaMa, B KOSITO:

— ce ch3/aBa yOeKICHUE, Y€ M3IIOJI3BAHETO Ha JIEKAPCTBEHUS TPO-
IOYKT W3KITIOYBa HEOOXOIUMOCTTa OT MEAMIIMHCKA KOHCYJITAIM 3a O~
CTaBsIHE Ha JIMArHO3a;

— ce BHyIIaBa, 4e¢ e()eKTHT OT JICYCHUETO € rapaHTHpaH U HE ce
CBIIPOBOYK/Ia OT HEXEJIAHHU JIEKAPCTBCHH PEAKLIUH;

— ce MPaBU CPaBHUTEJICH aHATIN3 C TEPANIEBTHYHHUTE e(EKTH Ha MO-
JOOHM JIEKapCTBEHH MPOIYKTH;

— nHpOpManuATa € HaCOYCHA N3KIFOYUTEIIHO U TIIABHO KBbM JIeIIa;

— uH(pOopMaIHTa ce M030BaBa HA NPETIOPHKH HA U3BECTHH ME/IHU-
IIMHCKY CTIEIHAINCTH, KOUTO TTOOIIPSABAT yIoTpedaTa Ha JIEKapCTBEHUS
IPOIYKT;

— Cce BHYIIIaBa, Ye JIEKapCTBEHUST MPOAYKT € XpaHa WU JIpyra no-
TpeOuTeNCKa CTOKa;

— ce CIIOMEHaBa IIeHaTa Ha JICKapCTBEHUSI IPOAYKT U APYTH.

3a0paHeHa e 1 peKiiaMara Ha JIEKapCTBEHH MPOAYKTH, ChAbPKAIIH
HapKOTHYHH BEIIECTBA.

Pexiama Ha JiekapcTBeHH MPOAYKTH, MPeIHA3HAYEHU 32 Me-
AUOMHCKHU crenuaaucTu. Ta3u pekiama Moxke Aa Obae myOsnKyBa-
Ha caMO B MH(OPMAIMOHHH M3/aHUs, IPEAHA3HAYCHH 32 MEIHIINHCKU
npodecuonanuctu. Ts TpsOBa 1a chIbprKa cieaHaTa HHPOPMALHS:
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a) nadopMarIys, ChOTBETCTBAINA HA JJAHHUTE OT KpaTrKara Xapak-
TEepPHUCTHKA Ha JIEKAPCTBEHUS IPOAYKT;

0) HauMHA Ha OTIyCKaHe Ha JIEKapCTBEHUS MPOIYKT;

B) KQUeCTBEH M KOJMYECTBEH ChCTAB,;

') MEXIyHapOJAHUTE HEMATCHTHH HAUMECHOBAHUS HA aKTHBHUTE U
MTOMOIIIHUTE BEIIECTBA;

1) aapec Ha NPOM3BOAMTEIISI U HETOBUSI IPEACTaBUTEN B CHOTBET-
HaTa CTpaHa.

Pexnamara 3a MEIUIIMHCKN NPO(ECHOHAINCTH MOXKE Ja BKIIIOYBA
U [IeHaTa Ha JIEKapCTBEHUs IIPOAYKT W HMBATa HA HEroBaTa penmoyp-
cauus.

3a omoOpsiBaHe Ha Bcsika pekiama B MAJI e HeoOxomumo ma ce
Mosiafat CIeTHUTE JOKYMEHTH:

— 3asBJICHUE;

— IPOEKT Ha peKiiamaTa;

— KOTIHE OT pa3pelleHara KpaTka XapakTepHCTHKa;

— KOITE OT pa3peleHueTo 3a ynorpeoa;

— IUTEpaTypHHU M3TOUYHUIM Ha M3MOJI3BAHUTE LUTATH, TAOIUIHN U
JpYyTH JaHHU;

— JIOKYMEHT 3a TIJIaTeHa TakKca.

B cpok ot 2 mecena Msneaaurenauar gupextop vHa MAJL omobps-
Ba peKJiamMara WM paBu MOTHBUPAH oTKa3. BaxHo e na ce orbenexu,
Ye HOPMaTHUBHO € OIIPECIICHO Ype3 KaKBU MaTepHaTHU CTUMYJIN MEIU-
LIUHCKUTE THPIOBCKHU IPEICTABUTENIN MOTaT Ja IPOMOLMpPAT U peKIa-
MHUpAT JEKapCTBEHUTE CH MPOTyKTH:

® Hay4YHM KOHTPECH M MEpOINPHUATHS, B KOUTO ydyacTBaT MEAU-
LIMHCKU CHEIMAIUCTH, HA KOUTO MOTaT Jla Ce 3arulaiiar Takca
IpaBoy4yacTue, IbTHU U JHEBHHU PA3HOCKH, KOUTO ca OIpese-
JIHW C HOpMaTHBHA ypenoa;

® MOCTPH — 0 [Ba Oposi TOAUIIHO OT JIEKAPCTBEH NPOAYKT, U TO

B Haii-MaJIkaTa ChLIECTBYBAIlla OKOHYATEIHA ONAaKOBKA.
OueBHaHO €, Y& MapKEeTHHroBaTa MpakThKa (Bk Tabmuma 11) ce
pa3nuyaBa KaTerOPUYHO OT HOPMATHUBHO OTPENIEIIEHUTE BH3MOXKHOCTH,
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KaTO IOBCYCTO IMPOMU3BOJUTEIIN HpI/I6$II‘BaT OO0 OTKPOBCHHU IIOJAKYIIU C
1eJT yBeJIM4aBaHe Ha npojiakonTe cu. Ha mpakrtika obaue ToBa He BOJIU
JI0 OUaKBaHUTE e(heKTH HA yBEIMYaBaHE Ha MPOJIKOUTE U revanbdara, a
CANHCTBCHO 10 BJIOLIABAHE HA TCPAITMUTC HA MMAIUCHTUTE, OTTaM 10 BJIO-
IIaBaHE HA KAYECTBOTO HA MEJIUIIMHCKUTE YCITYTH U HE Ha TOCIIETHO MSIC-
TO, CIIPaHe Ha MPOPECHOHATHOTO U €TUYHO PA3BUTUE HA MEIUIIMHCKUS
cnenuanucT. OCBEH TOBa B MHOTO OT CITyYawTe JIEKaPCTBEHUTE MPOAYKTH
ce KOMIPOMETHUPAT YPe3 TEPANCBTHYHO HETOIXO TSN MPECKPUTIIIUH, OT
KOETO CTPaJaT UMUIKBT U MPOIAKOUTE HA TPOU3BOIUTEIS.

8.7. KIMHHYHHM W3NUTBAHUSI HA JIeKAPCTBEHH MPOAYKTH.
IIpaBuia 3a 100pa KIMHUYHA IPAKTHKA

LlenuTe Ha MPOBEXJAHETO HA KIMHUYHM M3MUTBAHMS HA JIEKap-
CTBEHHU NPOJYKTH BbPXY X0Opa ca CICAHUTE:

— J1a C€ OTKPHSIT WM HOTBBPAAT KIMHUYHUTE, (PapMaKOJIOTMUHUTE
i papMakoIMHAMUYHATE €EKTH HA W3MUTBAHUS JICKAPCTBEH IPO-
IYKT BbPXY YOBECIIKHS OPTaHU3bM;

— J1a ce OIPeIeIISIT HeXKEIaHUTE JICKAPCTBEHH PEaKIni;

— Ja ce uaciaenBar abcopOusiTa, METadONM3MbT M CKCKPEIHSTa
Ha M3MUTBAHUS MPOAYKT, KATO CE YCTAHOBST HEroBara 0€30MacHOCT U
e(hUKacHOCT.

KnuHuYHNTE M3NUTBaHMS BBPXY XOpa ce MPOBEXIAT IPH Cla3Ba-
HE Ha OCHOBHH NPHHLUIIM 3a 3allUTa [IpaBaTa Ha YOBeKa, GopMyJinpa-
Hu B Jleknapanmsara or Xen3uHKU. BcHYKM KIMHUYHU NpOyYBaHUS B
bobarapus ce npoBexaar cbrinacHo uzuckBanuara Ha 3JIIIXM u mpa-
BHJIaTa 3a Mo0pa KIMHWYHA MpakThKa. BakHO e ma ce oTOenexw, e
mpaBaTa, 0€30MacHOCTTA U 3IPABETO HAa YYACTHULIUTE B IPOYUBAHETO CE€
MOCTABST HAJI MHTEPECUTE HA HayKaTa M 0OIIECTBOTO — TOBA € OCHOBEH
npuHiun. KIMHUYHOTO M3nuTBaHe TpsiOBa na Objie HAyYHO 000CHOBA-
HO M SICHO OIMCAHO B IMPOTOKOJA Ha M3nuTBaHeTo. [Ipu pa3paborBane
Ha JOKyMEHTAIUATa, BB3JIOKHUTEIAT U U3CIEOBATENST B3EMaT Mpej-
BUJ BCHUYKU PBKOBOJCTBA, MyONuKyBaHu oT EBporeiickara Komucus,
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EBponeiickaTa areHuus o JIEKapcTBaTa M HAYYHUTE KOMHUTETH KbM
Hesd. KINIMHUYHOTO M3MUTBaHE HA JIEKAPCTBEHU IPOILYKTH BBPXY Xopa
Ce MPOBEX/a MPHU Cla3BaHe HA HEOOXOIUMHTE MPOIETYypPU 32 OCHUTY-
psABaHC Ha Ka4€CTBOTO Ha BCCKHU ACIICKT OT KJIMHWYHOTO HM3NHTBAHEC.
[smata wHbGOpMAINKS OT M3MUTBAHETO CE€ 3alKCcBa, 00paboTBa M ChX-
paHsiBa 1O HA4YMH, KOWUTO OCHUTypsiBa TOYHOTO JOKJIAJBaHE, UHTEpIIpe-
THpaHE U NOTBBPKAABAHE MPHU 3aIUTA HA JUYHUTE JAaHHU HA YYACTHU-
ouTe. KnuunanoTro m3nuTBaHe Ha JICKApCTBCH MPOAYKT C€ MU3BBHPIIBA
M0J1 PHKOBOJICTBOTO Ha JIEKap ¢ MpU3HATa MEIUIIMHCKA CIIEIIHATHOCT B
CHOTBETHATa 00JIACT, KOWTO € MOAPOOHO 3aMo3HAT C MPEAKINHUIHNTE
Y KIMHUYHUTE JAHHU 32 JEKAPCTBEHUS MPOIYKT U CBBP3aHUTE C IIpHe-
MaHEeTO My PHUCKOBE 3a 3/jpaBeTo. KIIMHUYHOTO H3NMHUTBaHE MOXKE Ja ce
MPOBEXK/IA B JIe4eOHH 3aBe/ICHUS, KOUTO Ca IOJYUYHITU MOJI0KHUTEIIHA aK-
pEeaUTAIIMOHHA OLICHKA 34 LSUIOCTHATa JEHHOCT U 3 IEUHOCTUTE, KOUTO
ca (DyHKIITMOHATHO 000COOEHH U ca CBBbP3aHU C KOHKPETHOTO KIMHHY-
HO npoyuBaHe. Hanpumep eqna OonHuUIa, 32 1a y4acTBa B KIIMHUYHOTO
npoyuBane PLATO, ciorcopupano oT AstraZeneca, KbACTO C€ U3MHT-
Ba aHTHarperant npu nanueHTd ¢ NSTEMI, Tps6Ba ga mma akpeauTH-
pPaHO KapIuOJOTUYHO OTAEIEHUE ChC CEKTOP 32 MHTCH3UBHU U PCaHU-
MalMOHHU TPHIKU. CrpriacHo AKPCAUTAIUOHHUTE CTAaHAAPTU TaKOBa
OTJEJIEHUE € 3aIBDKUTENTHO 32 JIeUeOHHUTEe 3aBEACHNS, KOUTO TIpuemMaT
manedTd ¢ OMMUM cbc u 0e3 ST-emeBaumst, HAIT u 1.H. OcBeH TOBa
M3UCKBAHE 33 aKpeAUTAIIMs, KIMHUYHO U3MUTBAHE MOXKE J1a CE MPOBEXK-
Jla caMo B JiedueOHUTE 3aBe/ICHNUs], B KOUTO UMa Ch3/1a/IeHa U BIIMCaHa B
peructbpa Ha MAJI xomucus mo eTuka. PhKOBOIUTENAT Ha JIe4eOHOTO
3aBelleHue, B KOETO IIe Ce MPOBEX/a KINHUIHOTO M3MUTBaHE, TPIOBa
Ja Jaie U3pUYHO ChITIACKE 32 YUYACTUETO HA TTOCOUYCHHUS TTIABEH U3CIIe-
JIOBATEIl U 32 MPOBEXKIAHETO HAa KIMHUYHOTO U3IHUTBAHE.

KnuHnyHO M3NMTBaHEe Ha JIEKAPCTBEHU MPOJYKTH BBPXY XOpa
MO3KE J1a C€ IPOBEXkKa B IBA OCHOBHU CIIy4asi:

— KOTaTo Ce M3IUTBAT Hepa3pelleHu 3a yrnoTpeda B brirapus ne-
KapCTBEHU MPOIYKTH;

— KOTaTO Ce M3MHUTBAT pa3pelIeHy 3a yrnorpeda B brirapus nexap-
CTBEHU MPOIYKTH, HO U3MUTBAHETO € 110 MTOBOJI HOBA HEpa3pelleHa UH-
JIIKAIUS WITU JIEKapcTBEeHa (hopMa.
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3a KIIMHUYHO U3IUTBAHE MOTAT J1a Ce Ipe/yiaraT caMo JICKApCTBEHU
MPOJIYKTH, 32 KOUTO Ca MPOBEICHU (hapMaKOIOrMIHO-TOKCUKOJIOTHUHU
MPOyYBaHHUs B CbOTBETCTBHE C M3UCKBaHUATA 3a JloOpaTa taboparopHa
MpaKTHKa. BB3II0KUTEINAT U TJIABHUAT U3CJICIOBATEN CKIIFOYBAT 3aCTPa-
XOBKa, IMOKPHBAIlla OTTOBOPHOCTTA UM 3a MPUYUHEHHUTE BHB BPB3Ka C
IIPOBEXIAHOTO KIIMHUYHO U3IINTBAHE HEUMYIIICCTBEHU U HMYIIIECTBEHU
BpE/IM Ha yYaCTHUIHUTE. BB3IIOKUTENAT HOCH OTTOBOPHOCT B CIy4ail Ha
yBpEXKJIaHE HA 3/]PaBETO WK CMBPT, IPUIUMHEHH TPU KIMHUIHOTO W3-
MUTBaHE, KOraTo ca CIa3eH! U3UCKBAHUATA U MPOLEAypUTE Ha 0j100pe-
Hus oT KomucHsTa 1o eTHKa IPOTOKOJI, JOKATO INIABHUAT U3CJIeI0BaTEN
HOCH Ta3d OTTOBOPHOCT, KOraTo TE3H NPOICAyPU M U3UCKBAHUS HE ca
craseHu. Bb3I0KHUTEIAT € JUIbKEH J1a OCUTypu Oe3IJIaTHO JIeKapCTBe-
HUS MPOJIYKT U BCUYKH JOI'BIIHUTEIIHU U3JEIHsI, CBbP3aHU C MpHJiara-
HETO MYy B PAMKHUTE Ha KIIMHUYHOTO M3MUTBAHE.

3a ma ObIaT BKIIOUYEHU B CHOTBETHOTO KIIMHUYHO TPOYYBAHE, TMa-
LIUEHTHUTE TPOBA JIa OTTOBAPST HA CJICHUTE U3UCKBAHUS:

— Jla ca MpeaBapUTeIHO MH()OPMHUPAHH 3a LEJIUTe, PUCKOBETE H
HeynoOCTBaTa OT U3IMUTBAHETO;

— J1a ca THQOPMHPaAHH 3a TIPABOTO CH JIa CE OTKAXKAT 110 BCAKO Bpe-
Me 0e3 HEraTUBHU IOCIIEACTBHS;

— J1a ca Jaju JJUYHO HH()OPMHUPAHO MUCMEHO ChIJIACHE 32 y4acThe
B KJIMHMYHOTO M3IMTBAHE.

HubopMupaHo chriacue 3a KIMHAYHO W3MUTBAHE HE CC U3UCKBA,
aKo ce Hajiara He3a0aBHO YKMBOTOCIIACSBAIIO PEIICHUE U MAUEHTHT B
TO3W MOMEHT HE € B ChbCTOSIHUE J1a Jlajie chruiiacue. B Te3u ciyuau perire-
HHUETO C€ B3eMa Hai-MaJiko OT JBama JICKapH, KOUTO HE ca YJICHOBE Ha
M3CJICIOBATEIICKUS €KUIT OT KJIMHUYHOTO MPOYyYBaHE.

— Komucus nmo ernka

KbM MunucTbpa Ha 37paBeona3BaHETO € Ch3JlaJieHa KOMUCHS 110
€THKa 3a MHOI'OOCHTPOBUTEC MU3NHUTBAHUWA, KOATO PA3IJICK/JIa U OLICHA-
Ba HAYYHHUTC, MCAULIWHCKUTC U CTUYHUTC ACIICKTH Ha IMPCAJIOKCHUTC
KJIMHUYHU n3nuTBanusa. OCBEeH TOBAa BBB BCIKO JIEYEOHO 3aBCIICHUEC, B
KOC€TO C€ M3BBHPIIBAT KIMHUYHU U3NUTBAHUA, CE€ Ch3JlaBa KOMUCHA T10
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€TUKa, KOSITO CE OMpeneysl OT PHKOBOAUTENS Ha JIEUeOHOTO 3aBE/ICHNE
u ce peructpupa B MAJL. 3a cnenudbuyanTe HYKIU HA JCHHOCTTA CH,
KOMHCHUHTE IO €THKAa MOTAT Ja MPUBINYAT U BHHIIHU CHCIUATHCTH.
Komucunte mo eTwka cb3aaBaT MUCMEHU CTAHIAPTHH OIEPATUBHU
MpOIEAYPH B CHOTBETCTBUE C IMpaBWiaTa 3a J00pa KIMHHYHA TPaK-
THKa, C KOUTO C€ YCTaHOBSBAT IpaBWiIaTa M YyCJIOBHsTa 3a paboTa.
CraHgapTHUTE ONEPATUBHU MPOLEAYPH CE YTBBPKIABAT OT U3IIBJIHU-
tennust qupektop Ha MAJL. UneHnoBeTe Ha KOMUCHUTE 10 €TUKA, KOUTO
HE y4JacTBaT B KOHKPETHO KJIMHHYHO MPOYYBAHE U Ca a]MHHHUCTPATHB-
HO W (DMHAHCOBO HE3aBHCHMH OT BB3JIOKHUTEIS W TIAaBHUS HU3CIEI0Ba-
TEJ, MOTAaT JIa TJIacyBaT M y4acTBaT B OOCHKIAHETO HAa KOHKPETHOTO
KJIMHAYHO MPOYyYBaHe. 3a yA0CTOBEPsIBAHE HA HE3aBUCUMOCTTA CH UJIe-
HOBETE HAa KOMHCHSTA 10 €THKa TOJIMCBAT IEKJIapaliy 3a JIUIca Ha
KOH(JIUKT Ha HHTEPECH.

OcCBEeH KOMHCHUHUTE TI0 €THKA B JieYeOHHWTE 3aBejieHus U MHUHHC-
TEPCTBO HA 3PaBEONa3BaHETO, KbM MUHHUCTEPCKH CHBET € Ch3lafcHa
LenTpanna KOMHUCHS IO €TUKA, YUHTO CHhCTaB € C MAHJAT OT 4 TOIUHU U
KOSITO JIaBa CTAHOBUIIA OTHOCHO IOPUAMYECKHA U MOPAJIHU IIpaBa Ha ma-
LUEHTUTE U €TUYHUTE HOpMU. L{eHTpamHaTa KOMUCHS 110 €TUKA MOKE J1a
ObJIe ce3upaHa OT KOMHCHUUTE TI0 eTHKa B JeueOHnTe 3aBeneHus, MAJl
WJIA BB3JIOKHUTENS Ha ChOTBETHOTO KJIMHUYHO MPOYYBaHE.

— Ipouenypa no nmoryyaBaHe Ha pa3peleHue 3a KIMHUYHA
W3NUTBAHUS
Besiko KIMHUYHO MPOYYBaHE MOXKE Jla CTapTUpa, aKO ca M3IbJIHE-
HU CJICJHUTE YCIIOBHUS:
— CHOTBETHATa KOMHUCHSI 10 €THKA € J1aJla TIOJIOKHUTEITHO CTAHOBHIIIE;
— MBOBIHATETHUAT nupektop Ha MAJI e u3nan nmucMeHo paspe-
IICHHUE 33 MPOBEKIAHETO, CAMO B CIlydauTe, KOraTo Ce OTHACs 3a Jie-
KapCTBEHH MPOAYKTH 3a I'€HHA M KIEThYHA TEPaIlus WU TaKUBa, KOH-
TO ChABPKAT OUOJOTMYHN KOMIIOHEHTH OT )KUBOTUHCKH HITH YOBEIIKH
MPOU3XO/I;
— B OIIpEJICNICH OT 3aKOHA CPOK BB3JIOKHTENAT HE € YBEJAOMEH OT
WAJI, de n3nuTBaHeTO HE MOXKE Ja OBJIe TIPOBEICHO.
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3a mosy4yaBaHe Ha CTAHOBUINE OT ChOTBETHATA KOMHCHS IO €THKA
TJIABHUSAT U3CJIEJI0BATEN TPsIOBA Ja MpeICTaBu:

— aIMUHUCTPATUBHA TOKyMECHTAIIHS;

— ChIbPXKAHUETO HAa WHPOPMAIHSITA, KOSITO Il Ce MPEJICTaBU Ha
BCEKU BKJIFOUCH MAIUCHT;

— JOKYMEHTAIIMsI 32 IPOTOKOJIA HA U3MUTBAHETO;

— JTIOKyMEHTAIIUs 32 U3MUTBAHUS JICKAPCTBEH MPOIYKT;

— TeXHUYECKH U TIPOPECHOHAITHN H3UCKBAHUS 3a TIEPCOHAIA,

KOHTO IIIe yJacTBa B MPOYYBAHETO;

— HaYMHY Ha (UHAHCHPAHE W OPTaHU3aIUs Ha OTIEPATHBHATE JICH-
HOCTH, CBBP3aHHU C H3UTBAHETO.

Komucusta mo etuka B3ema pelIeHHEe B JBYMECEUYEH CPOK, KaTo
(hopmmEpa CTAaHOBHIIETO CH, OLEHABANKHN CIIETHATE OCHOBHU TTOKA3aTEIIH:

— 3HaYEHWE HA KIIMHUYHOTO M3MUTBAHE;

— OIIEHKa Ha ChOTHOIICHUETO PHUCK/TION3a;

— IIPOTOKOJIA Ha MPOYYBAHETO;

— OIIEHKA Ha MPpOoQeCcHOHAIHATA IPUTOHOCT HA TJIABHUS U3CIIE0-
BaTeN U CKUIIa;

— OIICHKA Ha KaYeCTBOTO W KOJIMYECTBOTO HA HEOOXOUMOTO TEX-
HUYECKO 000py/IBaHE 3a MPOBEXKIaHEe HAa KIMHUYHOTO H3ITHTBAHE;

— CHOTBETCTBHE W ITBJIIHOTA Ha MH(pOpPMAIUATA, KOSTO IIE ce Tpe-
JIOCTAaBsI TIO TTOBOJI OJTy4YaBaHe Ha MHPOPMUPAHO ChITIACHE OT MAllNeHTa;

— o0e3mIeTeHus 1Mo MOBOJ Ha BPEAH WIIM CMBPT, KOUTO Ca pe3ynTaT
OT KIIMHUYHOTO TPOYYBAHE;

— 3aCTpaxoBKa, MOKPUBAIla OTTOBOPHOCTTA HA TJIABHUS M3CIIEA0-
BaTeN U BB3ITOKHUTES;.

— YCJIOBHSA M TPOIIETypa 3a BKIIOUBAHE HA MALMEHTH.

Crnen B3emMaHe HAa MOTHBHPAHO CTAaHOBHINE KOMHCHSITA IO €TU-
ka ro u3mpama g0 3assutens u 1o MAJL. Korato usnurBaneTo e ce
MPOBEXK/a B MOBEYE OT €IUH KIMHUYEH LICHTBHP, TOraBa TJIaBHUAT W3-
CJIeIoBaTEel BHACS 3asBICHHETO B KOMHUCHUATA MO €THKA 33 MHOTOLICH-
TPOBM TpOydYBaHUS B MUHHCTEPCTBO Ha 3/paBeona3BaHeTo. Bcesko
CTaHOBUIIIE Ha KOMHCHATA MO0 €THKA MOXE Jla ce 00XkalBa OT BB3JIO-
xutens B LleHTpamHaTa kKomMucHs 10 eTuka KbM MUHHUCTEPCKU CHBET.

148

Ihasa 8. Hopmamusna pecynayus na niexapcmeenume npooykmu 6 bvaeapus Q

CranoBumieTo Ha lleHTpanmHaTa KOMHCHS € OKOHYATEITHO. BCeKH BB3-
JIOXKUTE MOXKE J1a TIpaBU MPOMEHU B MPOTOKOJA U XOJa HA KIMHUY-
HOTO TpoyuBaHe. ChIECTBECHA MPOMSIHA B IPOYUBAHETO € Ta3H, KOSITO
MOBJIMSIBA Ha:

— 0€30IacHOCTTa Ha YYaCTHHIIUTE;

— Hay4HaTa CTOMHOCT Ha MPOYYBAHETO;

— OpraHu3alyATa Ha IPOYUYBAHETO;

— Ka4eCTBOTO, 0€30MMacHOCTTa WK e()eKTHBHOCTTA HA M3ITUTBAHUS
JIEKAPCTBEH MPOIYKT.

3a peanm3upaHe Ha CHIIECTBEHA MPOMSHA BB3JIOKHUTEIAT € He00-
XOJIUMO 12 TOIYYH MOJOXKUTEIHO CTAHOBHUIIE OT ChOTBETHATA KOMUCHS
110 €THKAa W MMHCMEHO pa3pemnieHne ot aupekrtopa Ha MAJL. BeaMoxHO
€ B X0/1a Ha KJIMHUYHOTO NPOyYBaHE /1a Bb3HUKHAT HENPEIBUICHU PU-
CKOBE OTHOCHO 37IpaBETO W 0OE30MacHOCTTa Ha ydacTHuUIUTE. Torasa
BB3JIOKUTEIIAT yBenoMsiBa He3abaBHO MAJI, KoWTO crimpa BpEeMEHHO
KJIMHUYHOTO u3nuTBaHe. B To3u ciyyait MAJI e 3aabkeHa He3a0aBHO
Jla YBEZIOMH ChOTBETHATA KOMUCHS 110 €TUKA, PETYJIaTOPHUTE OPraHy Ha
BCUYKHU JbpKaBU WIEHKU Ha EBponeiickus cpro3, EBponeiickara areH-
uusa u EBponeiickata KOMUCHS 3a MPUYMHUTE U BCUUKU MHPEIIPUETU
CIICIIHU MEPKH.

— IlpaBuJa 3a /lo0pa KINMHMYHA MPAKTHKA

C mnapend6a Ne 31/12.08.2007 r. ce ompenensiT NpaBuiaTa 3a
Jlo6pa knuHnuHa npaktuka (JIKIT), KoHTpoa 1Mo M3MbIHEHHETO UM U
ChABPKAHUETO U (opMaTa Ha JOKYMEHTALUSITA, KOSTO CE MPEICTaBs
3a paspelaBaHe Ha KIMHUYHO M3MMTBAaHE HA JICKAPCTBEHU NPOIYKTH.
JloOpaTa KIMHUYHA MPAKTHKA € CHBKYITHOCT OT MEXIYHApOIHO IpH-
3HATW €TWYHU M HAYYHU M3MCKBAHMS 33 Ka4eCTBO, KOMTO CE€ CIIa3BaT
IpH TUTAHWPAHETO, MPOBEXIAHETO, OTYUTAHETO W JIOKJIAIBAHETO Ha
KIMHUYHUTE u3nutBaHus. [lenra na npasunara 3a JIKII e na ce ocurypu
eanHeH ctanaapT 3a EBponeiickus cbio3, Snonns n CAILL ¢ nen obnex-
YaBaHC Ha B3AUMHOTO IIPU3HABAHE HAa JaHHU OT KIIMHUYHU U3TTUTBAHUA.
CnaszBanero Ha npasuiara 3a JIKIT ocurypsiBa myoamaHo obesniedyaBaHe
U 3alllUTa Ha IpaBaTa, 0€30MacHOCTTA U 3/]PaBETO HA YYACTHUIIUTE B U3-
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MUTBAHETO B ChOTBETCTBUE C MPUHIIMITUTE, 3aJIeTHaNN B Jleknapanusta
oT XeI31HKH, KAKTO U Hay4HaTa CTOWHOCT U BB3IIPOU3BOJMMOCT Ha J1a-
HHHUTE OT KIIMHUYHOTO U3IUTBaHE.

Ipunnunu Ha JAKII. OcHOBHHTE MPUHLINITH, KOUTO Ca 3aJIerHaJIH B
mwrpaxkaanero Ha JIKII, ca cnennure:

a) KIIMHUYHUTE U3MIMTBAHMUS C€ IPOBEKAAT B COTBETCTBUE C ETHY-
HUTE HOpMU OT Jleknapanusra B XeJI3UHKN U IPUIOKEHUTE HOpMaTHB-
HU M3UCKBaHUS;

0) npeau aa e cTapTUpaHoO €AHO M3MUTBAHE, CE CPABHABAT BCUUKH
MPEIBUIUMH PUCKOBE C OYAKBAHUTE I10JI3M, KAKTO MHAMBUIYAJIHO 3a
BCEKHU YYaCTHHMK, TaKa U 3a 0OLIECTBOTO;

B) MpaBara, 0€30IacCHOCTTa U OJArOMOIyIHeTO Ha YIACTHUITUTE B
M3IUTBAHETO Ca OT ITbPBOCTEIICHHO 3HAUEHHE U CTOST HaJl HHTEPECHTE
Ha HayKara ¥ 00IIeCTBOTO;

) HaJu4yHata (papMakoJIOTUYHA U KIMHUYHA WHPOPMAIH 32 13-
MUTBAHUS JIEKaPCTBEH MPOIYKT TPsIOBa Jla € 10CTaThyHa U B TIOAKpena
Ha MPEI0KEHOTO KJIMHUYHO U3ITUTBAHE;

1) KIMHUYHUTE U3MUTBAHUS TPsOBaA 1a ca HAy4YHO 3HAUMMH U OIIH-
CaHU B IeTalIM3UPaH U SCEH MIPOTOKOI;

€) BCSIKO M3MUTBAHE C€ MPOBEXKJA B CHOTBETCTBHE C MPOTOKOI,
KOITO € peABapuTeIHO 0100PEH OT KOMHCHS 10 €THKA,;

’K) MEIMLMHCKUTE HAONIONEHMS W PELICHUS IO OTHOLICHHE Ha
YYaCTHULUTE 3aABJKUTEIHO C€ B3eMaT OT JieKap ChC ChOTBETHATA CIIe-
LUAJIHOCT;

3) BCSIKO JIMIIE, KOETO y4acTBa B KIIMHUYHO M3MHUTBaHE, TPsiOBa aa
MPUTEKABA HEOOXOIMMOTO 00pa30BaHNe, KBaTH(DPUKAIIUS U OITUT;

W) MpeIy BKJIIOYBAHE B U3IMUTBAHETO BCEKH MAIMCHT J1aBa MHCMe-
HO CBOETO UH(POPMHUPAHO CHIIIACHE;

K) Isu1aTa uHpOpManus 3a KIMHAYHOTO NpOydYBaHe TpsiOBa 1a e
3alMcaHa, MOJAbPKaHa M ChXpaHsABaHA 10 HAYMH, KOHTO IMO3BOJISBA
TOYHO JIOKJIaIBaHE, MHTEPIPETALHSI U IPOBEPKaA;

1) nHbopMaLMATa 3a JUYHUTE JAaHHU HA MALUEHTHTE € MOBEpHU-
TeJIHA, KaTO CE CMa3BaT U ChOTBETHUTE NPWIOKUMH HOPMAaTHUBHU U3H-
CKBaHMUS,
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M) 3a BCCKHU €Tall OT KIMHUYHOTO MMPOYUYBAHE C€ BBBCXKAT IIPOLC-
JIlypH, OCUTYpSIBAIlA KAY€CTBOTO.

Komucust o etuka. OCHOBHUTE (DYHKIIMH HA KOMHCHUUTE 110 €THKA
ca CleJHHTE:

a) 3alUTaBa npapara, 0€30MacHOCTTa U 0JIArOMOJIyYUETO Ha BCUY-
KM YYaCTHHIIM B KIIMHHYHOTO M3IHTBAHE;

0) u37aBa CTAaHOBUIIE 32 CHOTBETHOTO KIMHUYHO M3MUTBAHE WU
MPOMEHS Beue M3/1a/ICHO TAKOBA;

B) MIPOBEXK/IA TEKYIIl HAI30P HAJ| BCAKO MPOBEKAINIO CE KITMHUYHO
MpOyYBaHE HA ONPE/eNICHH HHTEPBAJIH, HO HE MO-IBJITH OT | TO/IMHAa;

T') TIpeIcHsABa KBATM(UKAIMATA HA U3CIIEIOBATEIsl Ha MPeToXKe-
HOTO KJIMHUYHO MTPOYYBAHE U HA CKHIIA MY;

1) TIpETIeHsIBa pa3Mepa U METOJIUTE 32 3aIllalllaHe Ha 3JIPaBUTE JI0-
OPOBOJIIH 1 JIOKOJIKO TOBA BIIMSIE HA CBOOOJIHO B3ETOTO UM PEIICHHUE 32
BKJIIOUBAHE;

€) pa3paboTBa U MUCMEHO JIOKYMEHTHUPA MPOIECIyPUTE, IO KOUTO
I1Ie B3eMa PEIICHUs, IIIe KOHTPOJIUPA X0J1a U PE3YJITATUTE OT KIIMHUYHH-
T€ IPOYYBAHUS U T.H.

WzcnenoBaten. OCHOBHUTE M3MCKBAHUSA U (DYHKIIUU 32 SIWH H3-
clieioBaTes B KIIMHUYHO MPOYYBAHE Ca CIICAHUTE:

a) Jla MPHUTEKaBa ChOTBETHOTO OOpa30BaHUE, KBANH(DUKAIMS U
OITUT;

0) ma mo3HaBa U cna3Ba m3uckBanmsTa Ha JIKII;

B) JIa JIOKa)XE BH3MOXKHOCTUTE CH 32 M3ITBIHEHHE HA M3ITUTBAHETO
— OTHOCHO KBaJIM(DUIIMPAH NIEPCOHAJ, HAOMPAHE Ha YUYACTHHIIN U T.H;

T) 1a TapaHTHpa MEJUIIMHCKUTE TPUKH 33 YIaCTHUIUTE B TIPOYY-
BaHETO;

1) 1a TOJITbprKa U3MCKyeMaTa KOMYHHUKAIUS U KOPECIIOHACHIIHS C
KOMUCHSITA 10 €THKA;

€) Jia IPOBEkK/Ia KIIMHUYHOTO MIPOYYBAHE B ChOTBETCTBUE C MPEJI-
BapUTEITHO OJI0OPEHHS MTPOTOKOJ OT BH3JIOKHUTENSI, PEryIaTOPHUS Op-
raH ¥ eTHYHATA KOMUCHSI;

K) OTTOBApPSI 32 OTYCTHOCTTA U ChXPAHCHUETO HA U3MUTBAHUS Jie-
KapCTBEH MPOAYKT;
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3) OTroBaps 3a MPOLEIYPHUTE 32 PAHIOMHU3UPAHE U Pa3KPHBAHE;

1) cna3Ba npuHuunute Ha JIKII u eTukara mo oTHomIeHue Ha TMo-
Jy4aBaHETO M JJOKYMEHTHPAHETO Ha HHPOPMHUPAHOTO ChITIACHE;

K) nHpOpMHUpa BCHUKM YYaCTHHUIM U MEpPCcOoHaja Ha KIMHUYHOTO
Mpoyd4BaHe, KOrato uMa akTyalu3upana HH(opManus;

JI) OCUTYpsiBa TOYHOCTTA, IIBJIHOTATa, YETJINBOCTTa U HABPEMEH-
HOTO JOKJIaJIBaHE HA JJAHHUTE HA BB3JIOKUTEN B KIMHUYHHUTE KapTH
Ha MalUEeHTHTE, KAKTO U BbB BCUUYKHM M3MCKBaHHU JOKIAAM OT €THYHA
KOMUCHSI MJTU PETYJIaTOPHU OPraHuy;

M) OTroBaps U JOKYMEHTHPA (MHAHCOBUTE BBIIPOCH C BH3IJIOKHU-
Tens;

H) W3rOTBSI IOKJIA/IM 32 NIPOrpeca Ha KIIMHUYHOTO U3IUTBAHE IIPex
KOMHCHSTA IO €TUKA, BB3JIIOKUTENSI U PETYJIATOPHUTE OPTaHHU;

0) MBrOTBS JOKJIAIH 32 0E30MaCHOCT OTHOCHO BCHYKH CEPHO3HH
HEXKEJIaHU ChOUTHSI CHIIIACHO TPOTOKOJIA Ha U3CIIEBAHETO;

) MPEeKAEBPEMEHHO 3aBbPIIBA WK MPEeKpaTsIBa U3MUTBAHETO, KO-
raTo TOBa Ce HaJOXH 110 YCTAaHOBEHUS pef;

P) U3TOTBS OKOHYATEITHUTE AOKIaI1 A0 JeueOHOTO 3aBeIeHHE, KO-
MUCHSTA 110 €THUKA, BB3JI0KUTENS U PETYJIaTOPHUTE OPTaHHU.

Bb3noxuren. Bp3noxkurensiT 0OMKHOBEHO € MPOM3BOAUTEISAT HA
MPEJIOKEHHS 32 U3IIUTBAHE JIEKAPCTBEH NMPOAYKT UM HETOB IPEJCTA-
BHTeN. HeroBute 0CHOBHM OTTOBOPHOCTH C€a CIEAHHTE!

a) OCUTYpsIBa KaUE€CTBOTO ¥ KOHTPOJIA;

0) ocurypsiBa KBaIH(PUITIPaHa METUITHTHCKA SKCIIEPTH3A;

B) m3pabo0TBa U Ipejyiara an3aifHa Ha KIMHAYHOTO M3IHTBAHE;

T') OCBIIIECTBABA HAA30p BBPXY X0Jla Ha KIMHUYHOTO MPOYYBAHE,
KOHTpOJIMpa 00pabOTBAHETO HA JIaHHHUTE M ChXPaHSIBAHETO Ha JIOKY-
MEHTalMATA;

1) OTTOBOPEH € 3a N300p Ha U3CIIeI0BaTel U MSCTO 3a TIPOBEXKIaHE
Ha KJIMHUYHOTO U3MHUTBAHE;

€) ompezensi, yCTaHOBSIBA U pa3Npeaeis BCHUKU CBbP3aHU C KIU-
HUYHOTO M3MUTBAHE 3aIbJUKCHUS U GYHKLUH;

’K) OCUTYpsIBa KOMIICHCALIUU U 3aCTPAXOBKH HA YYaCTHULIUTE U U3-
CJIEJOBATEIINTE;
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3) OCUTYpsiBa ISTIOCTHOTO (PHHAHCHPAHE, KAaTO JIOKYMEHTHpa (DHHAH-
COBHTE CH B3aMMOOTHOIICHUSI C TJIABHUS M3CIIEIOBATEN UPe3 JIOTOBOP;

W) YBEIOMSIBA PEryJaTOPHUTE OPraHd MPEaN 3aro4YBaHe Ha KITU-
HUYHOTO MPOYYBAHE;

K) rapaHTHpa 4pe3 MOCTaThYHU JaHHU, Y€ W3MUTBAHUAT JeKap-
CTBEH MPOIYKT € Oe30maceH u euKaceH;

J) OTroBapsi 3a MPOU3BOJICTBOTO, OMAKOBAHETO, CTUKETUPAHETO U
KOJMPAHETO HA U3MMTBAHUS JTEKAPCTBEH MPOIYKT;

M) OTTOBapsi 3a JI0CTaBKaTa U MpaBujarta 3a ChXpaHeHHe Ha U3ITHT-
BaHUsI JICKAPCTBEH MPOJIYKT;

H) TapaHTUPa TOCTHIT A0 TOKYMEHTAIMATA HA TIPOYYBAHETO OT KO-
MUCHSTA 110 €TUKA U HHCIIEKTOPUTE HA PETYIATOPHUTE OPTaHH;

0) OTTOBOPEH € 3a HelpeKbhcHaTaTa OlleHKa Ha 0e30TacHOCTTa Ha
W3MUTBAHUS JICKAPCTBEH MPOJYKT;

1) TOKJIAJNUTE 3a MOJ03UPAHUTE U HEOUAKBAHUTE HEIKEIAHH peaK-
IIUH CE MOIABAT OT BB3JIOKUTENS Ha KIMHUYHOTO U3MTUTBAHE;

P) MOHHTOpHpA CIIa3BaHETO Ha TpaBaTa W OJIATOTIONYYUETO Ha
BKITIOUCHUTE MAIUCHTH;

C) JUTHKEH € JIa OCBIIECTBSIBA MEPUOUYHA TPOBEPKA HA JTOKYMEH-
TalUATa ¥ OPOLIEIYPHTE, C LISJ OCUT'YPsIBAaHE Ha KA4eCTBOTO;

T) IPU YCTAHOBEHH HAPYIICHHS OT CTPaHA Ha U3CIICIOBATENIS WK
HETOBHS CKHIT € JUTHXKEH Jla TIpeipueMe He3abaBHU MEPKH 3a OTCTpa-
HSIBAHETO UM,

BB3I0XKHATENAT MOXKE JIa TPEXBBPIIA BCUYKH MIIM YacT OT OIKCa-
HUTE 331bDKeHNs Ha JlOrOBOpHA M3CIieIoBaTeNICKa OpraHu3alusl.

OCHOBHHTE JIOKYMEHTH Ha BCSIKO KIIMHUYHO U3MUTBAHE HA JeKap-
CTBEHH MPOJYKTH Ca CICTHUTE:

— MPOTOKOJ Ha KIMHUYHOTO M3MUTBAaHE — ChAbPXKA IsIaTa Crie-
udrIHa HHPOPMAIIUS OTHOCHO M3MUTBAHKS JIEKAPCTBEH MPOIYKT, 3a-
JIAYUTE U [EUTE HA KIMHUYHOTO U3MUTBAHE, TU3aifiHA MY, KPUTCPHHTE
3a U300p ¥ OTCTPAHSIBAHE HA YYACTHUIINTE, IPOLICYPUTE 32 JICUCHUETO
UM, OIICHKa Ha e(DUKaCHOCTTa M 0E30MaCHOCTTA, CTATUCTUYCCKUTE ME-
TOJIM, KOHTPOJIA ¥ OCHT'YPSIBAaHETO HA KA4eCTBOTO, HAUYMHA HA TIOAIbP-
JKaHe U ChXpaHCHUE Ha JIAHHWUTE, HAYMHA HA (PUHAHCUPAHE U 3aCTPAXOB-
Ka, TJIaHa 3a MyOJMKyBaHe HA JTAHHUTE U T.H;
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— Opolrypa Ha W3clieioBaTeisi — MPEACTaBIsBa CHbBKYITHOCT OT
KIMHUYHU W HCKIIMHWUYHU OaHHU 3a U3NUTBAHHUA IMPOAYKT, KOUTO Ca
MPWIOKHUMU B IIpOLIECA HA U3IIUTBAHE Ha JIEKAPCTBEHU IIPOAYKTH BBPXY
xopa. Llenra e na ce npeacTaBu HHPOPMAIHS HA U3CIIEOBATEIINTE U HA
JIPYTH JIUIA, BKIFOYCHH B KIMHUYHOTO MTPOYYBAHE, 32 JIa CE YICCHU pa3-
OMpaHEeTO Ha MOTHBUTE 32 MPOYYBAHETO, Jla CE OCUTYpPH CIIa3BAaHETO Ha
OCHOBHHTE XapaKTEPUCTHKH Ha ITPOTOKOJIA, KAKBUTO Ca J03aTa, J030Ba-
Ta YECTOTA, IBTAT HA MPUIIOKEHHUE HA MPOAYKTA U MPOIIEYPHUTE 3a Ha-
OmroieHue Ha Oe3omacHOCTTa. bpoiypara Ha u3ciienoBarens mpeaoc-
TaBsi ¥ uH(bOpPMAIUS B MOJKPENa Ha KIMHHYHOTO MOBEJACHUE CIIPSIMO
MaIMEeHTHTE B X0/1a Ha KIMHUYHOTO U3nuTBaHe. MupopmanusTa Tpsio-
Ba Jla ce MPEeJICTaBU B KpaTkKa, ONPOCTeHa, OalaHCHpaHa U HepeKiIaMHa
(dhopma. 3amo3HaBaiiku ce ¢ OpormypaTa, JEKapsIT U IMOTEHITHAICH W3-
ciiesoBares TpsaOBa Jja Moxe Jia pa3depe v HalpaBH JIMYHA MPEIeHKa 3a
MpeIHA3HAYCHUETO Ha MPEI0KESHOTO U3IUTBAHE, KAKTO U Jla HallpaBu
TOYHA OIIEHKA HAa CHOTHOILLICHUETO TI0JI3a/PHCK.

8.8. IlenooOpa3syBane

JlbpkaBata peryiupa IEHUTE Ha JIGKAPCTBECHUTE IPOIYKTH,
BrodeHu B [losutuBen nekapctBeH cnuchk (IIJIC) u 3ammamanu ¢
myOJIMYHU CPEJICTBA, B ChOTBETCTBUE C HAM-HUCKUTE pe)ePEHTHH LICHU
oT abpkaBuTe wieHku Ha EBponeiickus cbio3 (EC). OcBen perynanu-
siTa Ha IICHUTE Ha JiekapcTBeHuTe npoaykt ot I1JIC, nppikaBara pery-
JUpa U TIpeAeTHUTE [IEH! Ha JIeKapCTBaTa, KOUTO C€ OTIYCKAaT IO Jie-
KapCKO TpEeANHCaHue M PEerucTprpa MaKCUMAITHU TPOJaXKHH IIEHHU Ha
IpeOHO Ha JIEKaPCTBEHUTE MPOYKTH, KOUTO CE OTITyCKAaT 0e3 JIeKapCcKo
npeanucanue [41].

MUHHUCTEPCKUAT CHBET MO MpeIoKeHne Ha MUHHCTEPCTBOTO
Ha 3/IpaBeolla3BaHeTo Ch3/1aBa KoMucus mo 1eHuTe Ha JIEKapCTBEHUTE
MPOJYKTH, B KOSTO C€ BKJIIOYBAT IPEICTABUTEIH Ha MUHHCTEpCTBAaTa
Ha 3][paBeoNa3BaHeTO, PUHAHCUTE, MKOHOMHKATA, TPY/1a U COLMAIHATA
nonutruka, H30K u MAJL.
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KbMm Komucusara no neHute Ha JI€KapCTBEHUTE MPOAYKTH € Ch3-
nasieHo MH(pOpMaIMOHHO-aHATUTHYHO 3BeHO. To chOupa, aHanmu3upa u
MPEIOCTaBs Ha KOMHUCHSITa MH(POPMALIUS 32 ICHUTE Ha JICKAPCTBCHUTE
MPOIYyKTHU B AbprkaBuTe wieHku Ha EC.

MUHUCTEPCKUAT CHBET MO NpeAIokKeHne HAa MuHHUCTBpa Ha 31pa-
BEONAa3BaHETO ONpe/elisi B HapeaOda yCIIOBUSATA M TpaBUiaTa 3a pery-
JIUpaHe Ha IICHUTE Ha JIEKAPCTBEHUTE MPOAYKTH NpU Mpojakdara um
Ha Ipe0HO, KAaKTO M YCJIOBHUATA U pPe/ia 3a PETUCTPUPAHE HA IIEHUTE Ha
JIEKAPCTBEHUTE MPOYKTH, KOUTO C€ OTITyCKaT 0e3 JIEKapCcKo MpeIIrca-
Hue [41].

OOpa3syBaHe Ha IleHA Ha JIEKAPCTBEeHNs MPOAYKT, BKI04YeH B IIJIC
U 32I1aIIAH ¢ MYOJMYHHU cpeAcTBa

IlenaTa Ha Ta3u Tpyma JIGKAPCTBEHH MPOJIYKTH ce (opMHUpa OT
CJICTHUTE €JICMCHTH:

a) [IeHa Ha IMPOW3BOJUTEN, KOATO HE MOXE Jia ObJe MO-BHCOKA
OT JIeBOBaTa PAaBHOCTOMHOCT HAa HaW-HUCKATa II€HA 3a CHLIUS JIeKap-
CTBEH MPOAYKT, 3aIUIalllaH OT OONIECTBEHHUTE 3PAaBHOOCUTYPUTEITHU-
Te QounoBe Ha PymbHus, Yexus, Ecronus, 'bpuns, Yurapus, Jlutsa,
[Hopryranusa u Ucnanus;

0) HaJIeHKa Ha THPrOBeIl Ha eapo B pa3mep Ha 9,8 u 6 Ha cTO,
CHOTBETHO IpH 1IeHa Ha npousBoauTten — j1o 10 siB., ot 10 nB. 10 30 5B
wim Hap 30 JB.;

B) HAJICHKA 33 THPTOBEIl Ha ApeOHO B pazMep Ha 22,20 wim 18 Ha
CTO OT IIeHAaTa Ha MPOU3BOJUTEI, CHOTBETHO IPH II€HA HA TTPOU3BOIN-
ten 1o 10 nB., ot 10 nB. g0 30 1B. wim Hax 30 nB.

Ilenara Ha nekapcTBeHHs MPOAYKT, BKiItoueH B I1JIC, ce u3umc-
JIsIBa KaTo cOOp OT IMOCOYCHHUTE €JIEMEHTH U JJaHbK BHPXY J00aBeHaTa
cToiHOCT. Pa3penieHuTe HallleHKH 32 THPrOBUS Ha €IpO M JPEOHO C
JIEKapCTBEHU MPOIYKTH ca akTyanusupanu mpe3 2012 r., kato ca peay-
nupanu ¢ 2%.
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O0pa3yBaHe Ha IleHA HA JIEKAPCTBEH MPOAYKT, OTIIYCKAH IO JeKap-
CKO Mpeannucanue

HaunubT Ha 11IeHO00pa3yBaHe Ha TE€3H MPOAYKTH € aOCOIIOTHO Ch-
LIUST KaTO MPEAXOAHATA TPyIa, KaTO CE U3UCKBA PErUcTpUpaHara leHa
na ObJle Hali-HUCKA OT PETUCTPUPAHUTE IIEHU B TIOCOYCHUTE 8 JIbPIKABU.
KoraTo Hama 1ieHa Ha MpOU3BOAUTEN B TOCOYEHUTE CTPAHU, TOraBa pe-
rucTpupanata B brirapus neHa He TpsOBa ga Obje MO-BUCOKA OT Haii-
Huckara 1eHa B benrusi, ®panuus, [lonma, JlatBusa u CnoBakus.

Perncrpupasne Ha uHeHa Ha JieKAPCTBEHUTEe MPOAYKTH, OTIYCKAHH
0e3 JieKkapCcKo npeanucaHue

3a perucTpupane Ha IIeHa Ha JEKAPCTBEH MPOIYKT, OTIMyCKaH 0e3
JIEKApCKO TMpEIIIcaHie, IPUTESKATEISIT HAa Pa3pelIeHUETO 3a yIoTpe-
0a WK yITbJIHOMOILEH HETrOB IMpEJCTaBUTEN mpeacTaBs B Komucusita
0 I[EHUTE Ha JICKAPCTBEHUTE TPOJIYKTH 3asBIICHUE 332 PErUCTpAIHs, B
KOETO Ce II0COYBA I[eHaTa Ha MPOU3BOIUTEI U MAKCUMATHATA MTPOaKHA
IIeHa Ha JpeOHO Ha JIEeKapCTBEHUS MPOJIYKT.

llenuTe Ha MEKapCTBEHUTE MIPOAYKTH 0€3 JeKapCKO MpeIITUCcCaHne
HE ce 3ariamar oT myonnyHu (OHJIOBE U HE ce pedepupar CrpsiMo Jpy-
T'Y IbPKaBU WICHKH Ha EBporelickus chro3.

Perynanmsra Ha 1ieHUTE Ha JIEKAPCTBEHUTE MPOIYKTH B TIOCOKA Ha
Hal-HUCKHUTE HUBA B peepeHTHUTE IbPIKABH IIe JTOBENE J0 HIKOIKO
TTO3UTHUBHHU e(eKTa:

a) e ce KOHTPOIUPAT U PEryaupaT KakTo Pa3xoabT OT 00IIecTBe-
HUTe (OHJOBE, TaKa M JAOTUIAIIAHETO OT CTPaHa Ha MaIMeHTa;

0) 11e ce o 00pH JOCTHITHOCTTA JI0 JICKAPCTBEHH MPOIAYKTHU, KOC-
TO IIE JOBENE 0 MoaoOpsiBaHe Ha JICUCHHETO W TepareBTUYHUTE pe-
3yJITaTH.

HenocraTpk Ha Hapeabata 3a 1ieHOOOpa3yBaHe €, 4e BCsSKa Thp-
rOBCKa MapKa Ha JIEKapCTBEH MPOIYKT ce pedeprpa cama KbM cede CH.
MHoro mo-roJisiM conuaneH ehekr 0u uMmano pedeprupaHeTo Ha HHUBO
MEXITyHapOIHO HEMATeHTHO HanMeHOBaHue. ToraBa cbc CHTYpHOCT IIie
ce HaChPUM JIEKAPCKOTO M3IMMCBAHE Ha TEHEPUYHN MPOAYKTH, KOUTO Ca
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MHOTO TIO-JAOCTBIIHU — maobn. 12. O4eBugHO €, 4e cpeaHaTa IieHa Ha
TCHCPUYIHUTE MTPOAYKTH € 4 IBTH TO-HHUCKA OT Ta3W Ha OpPUTMHAJIHUTCE,
a MoTpeOJICHUETO OT TJie[HA TOYKa Ha JOCTHIIHOCTTA, € HaJl 5 MbTH B
I10J132 HA TEHEPUYHHTE JICKAPCTBEHH MPOYKTH.

Ta6u. 12.1Ipoaa:k0u Ha OPUTMHAJIHH U TeHEPHYHHU JIeKAPCTBEHH Mpo-
aykTu npe3 2008 r.

IMoTpednenue, IloTpednenue, Cpenua
IIpoayxTu . LleHa Ha
OITIAKOBKH CTOMHOCT

OIIaKOBKA

Opurunanau tekapctee- | 39 600 000 6p. | 680 000 000 6p. 1717 18
HU IPOIYKTU (16,16%) (44,14%) ’ ’

I'enepuunn nexapcteern | 205 500 000 6p. | 860 500 000 6p. 419 15
MPOLYKTH (83,84%) (55,86%) ’ ’

H3mounux: Hznvanumenna azenyus no arexapemeama [37]

B kpaiina cmetka camo 3a 16,16% oT morpe0ieHHeTo KaTo KO-
JTUYECTBO OMAKOBKH ce ycBosiBaT 44,14% oT pa3xoawTe 3a JeKapcTBa.
CrenoBaTennHO peuMOypCcHaTa JIEKapCTBEHA MMOJUTHKA TPsOBa 1a ObIe
Haco4yeHa B TOCOKAa Ha CTUMYJIMpAHe Ha JIEKapUTE Ja MPEUCBaT reHe-
PUYHU MEAUKAMCHTHU.
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