IThasa 9

IHO3UTHUBEH JIEKAPCTBEH CIIMCBK

9.1. Hapen0a 3a ycJIoBHSITAa M IPABUJIATA 32 BKJIIOYBaHe, IIPO-
MEHH W/WJIH H3KJIIYBaHe HA JICKAPCTBEHHUTE NPOAYKTH

B IJIC ce BrumrouBaT pa3penieHu 3a yrnorpeoda mo pena ua 3JIIIXM
JISKAPCTBEHHU MPOYKTH, KIACU(PUIIUPAHU 10 (HapMaKOJIOTHYHHU TPYIIH,
CBIVIACHO KOJa 10 aHaToMmo-TeparneBTHYHata kiacudukanus (ATC)
[42]. IIIC ce cbCcTOM OT YETUPH MPUIIOKEHUS U BKIIIOYBA JICKAPCTBEHU
MPOJYKTH, TIPEAHA3HAUCHH 3a:

— JedeHue Ha 3a00JIsIBaHHS, KOSTO CE 3aIljalla HAI'bJIHO MJIN Jac-
tnaHo ot H30K;

— JIEKapCTBEHH MPOJIYKTH, 3aIlIalllaHu OT OI0JKeTa Ha JiedeOHUTe
3aBeJIeHUs C IbPKABHO W/WIIM OOMIMHCKO y4acThe;

— JIEKapCTBEHU MPOAYKTH 3a JIeueHUE Ha 3a00IBaHNUS U3BBH 00-
XBaTa Ha 3aKOHA 3a 3[[PaBHOTO OCUTYPSBAaHE M 3aIlIalllaHu OT Or0IKe-
Ta Ha M3;

— JIGKapPCTBEHH TMPOJIYKTH, TIPEJHA3HAYCHH 34 JICUYCHNUE Ha PEIKU
3abomsianus u CIIMH, kakTo u 3a npouiiakTHKa U JIedeHue Ha HH(peK-
[MO3HU 3a00sBaHMS, 3aIIalllaHu OT Or0KeTa Ha M3.

3a Bceku NekapcTBeH mpoaykt, BkiaroueH B IIJIC, ce mocousar
CJIGTHUTE OCHOBHU JIaHHHU:

— KOJI TT0 MEXJIyHapOoJHATa aHATOMO-TepaNeBTHYHA KIIAaCU(pUKa-
nus (ATC kon);

— MEXyHapOoHO HermaTeHTHO HanMmeHoBaHue (INN);

— TBPTOBCKO HANMEHOBAHHE Ha JIEKAPCTBEHUS TIPOAYKT;

— JlekapcTBeHa (opMa M KOJIMYECTBO Ha aKTUBHOTO JIEKAPCTBEHO
BEIIECTBO;

— OKOHYATEJIHA OTIAaKOBKa;
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— TIPUTEKATET Ha pa3perieHrueTo 3a ynorpeoa;

— nedunupana nueBHa go3a (/1) unu TepaneBTHYeH Kypc;

— perucTpupana 1eHa;

— pedepenrtna croiinoct 3a JI/1J] nnu TepaneBTHYEH KypC;

— IIeHa, U34KCIIcHa Ha 0a3a pedepeHTHa CTOWHOCT;

— HUBO Ha 3aIUIalllaHe Ha JICKApCTBEHUSI IPOAYKT;

— uH(popMaIys 3a OTPaHUYCHUSATA B HAYMHA HA TIPE/IICBAHE MTPH
pa3IuyHU UHAUKALUU;

— DOIBJIHUTENHA HH(pOpMALIHS.

JlexapcTBenuTe npoayKTH, KOUTO ce Bkirouar B [1JIC, TpsOBa ma
OTTOBAPST HA CJACAHUTE YCIOBHUSL:

— J1a ca paspelieHu 3a yrnorpeba Ha TeputopusaTa Ha bearapus cb-
riaacHo u3nckBaHusTa Ha 3JITTXM,;

— na uMmaT obpaszyBaHa M PETUCTPHUpPaHA IIeHA, ChIIIACHO U3UCKBa-
Husta Ha 3JITXM;

— IIeHaTa 3a TeHepUYeH MPOAYKT Ja He HaaBuiaBa 80 HA CTO OT
1ieHaTa Ha pe)ePeHTHUS JISKAPCTBEH MIPOAYKT;

— B KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTa Ja ca MOCOYCHU TOKa-
3aHHA 32 JIeYeHHe, TPOPUIAKTHKA WM TUATHOCTUKA Ha 3a00JISIBaHUSA,
KOHUTO ca 3amutamanu ot 0romkera Ha H30K, M3 unu n1eueOHuTE 3aBe-
JISHUSI C AbP>KaBHO H/HITU OOIIMHCKO YYaCTHE;

— MEXyHapOAHOTO HEMATEHTHO HAMMEHOBAHUE, KbM KOETO IMPH-
HaJJIeXKH JIEKAPCTBEHUAT MPOAYKT B ChOTBETHATA JIEKapcTBeHA (popma,
Jla ce 3aruiamia ¢ myOIMYHY CPEICTBA IPH CHINUTE 3a00JTBAHUS WA HH-
JIMKAIlMHY B TIOHE TPU OT clieIHUTE AbpKaBu: Pymbuus, Yexus, Ectonus,
I'spuus, Yurapus, JIutsa, [lopryranus n Ucnanns;

— JICKapCTBEHUTE MPOAYKTH Jia Ca B JI030BH (POPMH C PEIKUM U Ha-
YUH Ha MPUJIaraHe, MOJAXOJAIIM 32 JICUCHHE Ha 3a00JIIBaHUSITA, KOUTO
ce 3amnamar ot 6romkerute Ha H30K, M3 unu neueOHNUTE 3aBENCHUS,

— HaIIpaBeHA € OLICHKA Ha TepareBTUYHATa CTOMHOCT U COLMaIHa-
Ta 3HAYUMOCT.

OlueHKaTa Ha JEKAPCTBEHUTE MPOIYKTH, KOUTO CE BKIIOYBAT B
IUIC, ce u3pbpuiBa CbriiacHO CIACAHUTE KPUTEPUU:

a) KpUTEepHH 3a ePUKACHOCT U TEPAIeBTUIHA e(DEKTUBHOCT:
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— OIEHKa Ha TepaneBTUYHATA [10J132 OT JICKAPCTBEHUS MPOYKT;

— HaJM4Ke Ha JIeKapCTBEHA alTepHATHBA 32 JieueHHe Ha 3a00IisBa-
HUSTA, 32 KOUTO € NIPEAHa3HAUYCH JICKAPCTBEHHUST MPOIYKT;

— CTENEH Ha yIbJKaBaHe MPOABIKUTEITHOCTTA Ha )KUBOTA;

— BB3MOXKHOCT 3a [10JI00psIBaHe HA KaueCTBOTO Ha )KUBOT;

— HaJM4YKe Ha JOIbJIHUTEIHU TEPAIICBTHYHH O3,

— IPOLIEHT HAa HAMAJISIBaHE HA YCIOKHEHHUATA OT OCHOBHOTO 3200-
TISIBaHE;

— e(peKTUBHOCT Ha JICKAPCTBEHHSI MPOAYKT, CBhP3aHA ChC CIICIIHU-
(hnuHa JtekapcTBeHa hopma.

0) kpuTepuH 3a OE30MaCHOCT Ha JICKAPCTBECHUTE IMPOTYKTH:

— YeCTOTa Ha HEXEJIAHUTE PEaKIlii;

— TE@XKECT Ha HEXKEIIAHUTE PEaKIii;

— 4ecToTa Ha MPEyCTaHOBSBaHE Ha JICYCHUETO MOpajN HEXKEITaH!
peaximu;

— HEOOXOAUMOCT OT pWJIaraHe Ha JOBIHUTEITHN POPHIaKTHIHI
WM TepaneBTUYHU MEPKH 3a MIPEAOTBpaTABaHE HA HEXKEJIAaHU PEaKIHH.

B) (papMaKOMKOHOMUYECKHU TTOKA3aTEIIH:

— IUPEKTHHU U KOCBEHH I10JI3H;

— IUPEKTHHU U UHAUPEKTHH Pa3XOJIH;

— COLMATHO-UKOHOMHYECKA TeKECT Ha 3a00JISIBAHETO;

— IKOHOMHYECKa OIIeHKAa Ha JOITBIHUTEHN TePANIeBTHYHH TTOJI3H;

— CpaBHEHHE Ha KaHIUAATCTBAIINSA MPOIYKT C (hapMaKOMKOHO-
MUYECKHUTE MOKa3aTelll Ha ChIIECTBYBAIA JIEKAPCTBEHA aITePHATHBA,
JIOKa3aHU 4pe3 paHJIOMU3UPAaHU KIMHUYHU MPOYYBAHHS W/HIM MeTa-
aHaJM3H.

KomOunupanu nekapcTBeHu npoaykTu ce Bkiousar B [1JIC, kora-
TO KOMOMHALUATA OCUTYPsIBA TEPANeBTUUHHU NPEAUMCTBA W/UIH YH00-
CTBO B HAYMHA Ha TMpHUJIaraHe MPHU paBHA WK MO-HUCKA [IeHa B CpaBHe-
HHUE C Pa3/eNHOTO NpUiIaraHe Ha chbCTaBKUTe Ha komOuHaumsTa. [1JIC
Ce U3rOTBSl B CHOTBETCTBUE C YTBBPACHUTE MEIUIMHCKU CTAHIAPTH B
boearapusi, a kKorato TakuBa JIMIICBAT — ChC CTAHAAPTHUTE 32 JICYCHUE B
cTpaHuTe oT EBporneiickust Chio3 U IipaBmiiaTa Ha JloOpara MeTuIHCKa
MPaKTHKA.
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3asBNeHMsATA 32 BKIIOYBAHE, NMPOMSHA WM U3KIIOUBaHE ce T10-
naBat 1o Komucusara mo IJIC ot mputexaTens Ha pa3pemieHueTo 3a
ynorpeba Ha ChOTBeTHHMSI JiekapcTBeH npoaykT. Ot [IJIC ce uskirousar
JIEKapCTBEHU MPOAYKTH, 38 KOUTO € YCTaHOBEHO:

— MpOMsiHA Ha KPUTEPUHTE 1O OTHOIICHHE Ha e(QUKacHOCTTa M
TepaneBTUYHATa €PEKTUBHOCT B YTBBPACHHUTE MIPaBUiIa 3a JICUCHUE Ha
3a00JIsIBAHUSATA, CHITIACHO HAIIMOHAJHUTE U €BPOIICHCKH TeparieBTUYHU
CTaHIIAPTH;

— HaJIMYKE Ha TOJ03MPaHM HEOYAKBaHU CEPUO3HH HEXEIaHU Jie-
KapCTBEHH PEaKIMH ¥ HeONAronpusTHU MPOMEHHU B OE3011acHOCTTA Ha
JIeKapCTBEHUS TIPOTYKT;

— HaJIMIE Ca HOBH JIaHHW OTHOCHO CpaBHHTEIHATa (hapMaKOUKO-
HOMHYECKa 00OCHOBAHOCT Ha yroTpedara Ha JIEKapCTBEHHUS IPOAYKT;

— moJiaJieHa € u3pudHa Moj0a OT MPUTEKATENS HA Pa3pelICHUETO
3a ynorpeoa.

Komucusra no ITJIC ce npousHacst B cpok ot 90 1HM Ha 3asBie-
HHUETO 3a BKIIOYBAaHE U B CPOK OT 60 THH Ha 3asBICHUSTA 33 TIPOMSHA
WIK M3KII0YBaHe Ha sekapcrBeHu npoayktu ot [1IJIC. Koraro Obnat
YCTaHOBEHH IMPOIYCKU B TOKYMEHTALMSTA, KOMUCHATA YBEAOMsIBA 3a5-
BUTEJS ¥ CPOKBT CIIHPA Jia TeUe JI0 OTCTPAHIBAHETO UM. 3a OTIpeIeIIsTHe
Ha CTOMHOCTTA Ha 3aIljiallaHe Ha JIEKAPCTBEHUTE TPOITYKTH, BKIFOUEHU
B IIJIC, ce m3uncisaBa pedepentna croiroct 3a /11 mo INN u nexap-
cTBeHa ¢opma. PedepeHTHAaTa CTOWHOCT Cce Ompesens M0 alrOpPHTHM,
n3o0pa3eH Ha gue. 17.

WMauucnasare Ha Onpegenenata Hai-H1cka CTOMHOCT

Ipynupane Ha cToiHocTTa Ha 44 Ha Ha [ cTaBsa pechepenTHa 3a

neKapcTBeHUTe ¥ pasnuuHUTe NEKAPCTBEHM L 3 popukw nekapcTBeHn NPOayKTH C

npogyktu no INN NPOAYKTM 1 onpegensHe eaHo 1 cbwo INN v nexapcTeeHa
Ha HakHWUCKaTa CTONHOCT dopma

®@ur. 17. H3uucnasane na peghpepenmuama cmouHocm 3a onpeoeseH
JleKkapcmeen npooyKm
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Pedepenrnara croitnoct 3a JI/1J] Ha ekapCTBEHH NPOAYKTH, Ch-
JbPIKaIlM TOBeYe OT €JIHO JIEKapCTBEHO BEHIECTBO, ce 00pa3yBa BbH3
OCHOBa Ha Hall-HuckuTe croiHoctd Ha JJ[J] moornenHo 3a CbOTBET-
HUTE ChCTaBHM aKTUBHU BellecTBa. [lo u3kimoueHue pedepeHTHATA
CTOMHOCT MOJE Jla c€ ONpeAenu 1 3a XuMu4Ha noarpyna Ha ATC kia-
cuduKanusaTa, KOraTo BKJIFOYCHUTE B HEsl JICKAPCTBEHHU MPOAYKTH I10
INN u nexkapctBena popma ¢ HuBO Ha 3amnamade 100% umaT gokazaHa
cXoaHa e(peKTHBHOCT U OE30ITaCHOCT 3a JICYCHHETO Ha JaJIeHO 3a007s-
BaHE C MOJI0OOHO KIMHWYHO MPOTHYaHE U TEXKECT, ChIVIACHO KpaTKara
XapaKTepHCTHUKA Ha MPOTYKTa.

3a ompenensiHe CTOMHOCTTa Ha 3alulamiaHe Ha JIGKAPCTBEHHTE
npoxykty, Bkimouenn B [1JIC, 3a kourto msama onpenenena /1, ce n3-
yucisiBa peepeHTHa CTOMHOCT 3a TeparneBTudeH Kypc mo INN u Je-
KapcTBeHa GopMa, KaTo ce U3MOJ3Ba NPENophUnTeNIHATA THEBHA 1034,
YTBBpIICHA B KpaTKaTa XapaKTepUCTHKA Ha MpoayKTa. Llenara Ha nexap-
CTBEHUSI MPOJYKT, KOSATO ce (GOopMHUpa, CE€ OMPEessi, KaTO Ce YMHOKHU
pedepentHata croitHoct 3a JIJ1/] mo Opost ma /1M1, chabpxkaniu ce B
CBHOTBETHHSI JICKAPCTBEH MPOIYKT.

Pedepentnara cToifHOCT 3a JIeKapCTBEHH MPOAYKTH, YNETO HUBO
Ha 3amtamane € 100%, ce u3uucisBa Bb3 OCHOBA Ha IIeHa Ha ThPIroOBEll
Ha e/Ipo, JOKaTo pedepeHTHATa CTOWHOCT Ha JIEKAPCTBEHH MPOIYKTH,
4reTO HUBO Ha 3amutamiane ¢ noxa 100%, ce m3umciasBa Bb3 OCHOBa Ha
IIeHa Ha ThPToBeIl Ha ApeOHO. Clej0BaTeTHO 33 HAIIBJIHO OC3IIIATHUTE
MPOJYKTH Ha alTEeKUTE € OTHETa BB3MOYKHOCTTA Jia KaNKYJIHpaT Haj-
LEHKH U ChOTBETHO Jia (popMupaT nedanda oT OTITyCKAHETO Ha JieKap-
CTBEHUTE TIPOIYKTH.

HuBara nHa 3ammamiane Ha nekapctBenute npoayktu B IIJIC ca
CIIETHUTE:

— 3a JIGKapCTBEHH TPOJIYKTH, 3aIUIalllaHu OT Orojpkera Ha M3 u
neuednute 3aBegenns — 100%:;

— 3a JICKQpCTBEHU MPOJYKTH 3a 3a00JIIBaHUS C XPOHUYHO MMPOTHU-
YaHe, BOJICIIN JIO TeKKH HAPYIICHUS B KAYECTBOTO HA JKUBOT WIJIM HHBA-
JIAU3alys U U3UCKBAILY IPOABIDKUTENHO JiedeHue — oT 76% 1o 100%;
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— 3@ JIGKapPCTBEHH MPOJYKTH 32 XPOHHUYHO MPOTHYAIIU 3a00JIsIBa-
HUsSI C BUCOKA CTETICH Ha Pa3NpocTpaHeHue Ha 3abomnsieMoctra — oT 51%
110 75%;

— 32 BCUUKH OCTaHAIH MPOAYKTH — 10 50%.

HuBoTo Ha 3amamniane Ha JIEKapCTBEHUTE HPOIYKTH C €AHO H
cbo INN u ¢ enHa u cbla ekapcTBeHa GpopMa ce onpeniens B 3aBu-
CHUMOCT OT:

a) OIIEHKaTa Ha KPUTEPUUTE 3a ePUKACHOCT, e(DeKTHUBHOCT, 06€30-
MacHOCT 1 (hapMaKOUKOHOMHUYECKUTE MTOKA3aTeIN;

0) mokazaHUsTa 3a TMPUIOKEHHE Ha JIEKAPCTBEHUS TPOAYKT Chb-
TJIACHO KpaTKaTa My XapaKTepUCTHKA!

— OCHOBHO €THOJOTHYHO JIeUeHHE;

— CUMIITOMATHYHO JICUCHHE;

— IpO(MITAKTUYHO JICYCHHE;

— MaJMaTUBHO JICYCHUE;

— MOABPIKAIIO JICUCHHE;

— JIOIIBJIHUTEIHO JICUCHHE.

B) COIIMAIHATa 3HAUMMOCT Ha 3a00JIIBaHETO;

I') IPOIBIDKUTETHOCTTA Ha JICYCHUETO;

Il) TeparieBTUYHUS allTOPUTHM CHIIIACHO YTBBPACHUTE MEIUIINH-
CKHU CTaHIIAPTH;

¢) Opost Ha MMaIMEeHTUTE, ONIPEACIISANIN OTHOCUTEITHAS ST Ha 3200~
JISIBAHETO TI0 JaHHU OT TPEXO/IHATA TOINHA;

K) M3pa3xoIBaHUTe (PMHAHCOBH CPEACTBA 3a JICKAPCTBEHUS IPO-
IYKT TIpe3 MPeIX0AHATA TOMHA;

3) MpeaBUeHUTE OI0KETHU CPEJICTBA 32 OCUTYpABAaHE Ha JIeKap-
CTBEHUSI MMPOJYKT M JICUCHNE HAa CHOTBETHOTO 3a00JIsIBaHe.

CrolfHOCTTa, KOATO Ce 3amama ¢ MyOJu4HU CPEelCTBa, CE OIpe-
Jenisi, KaTo ce YMHOXKM HMBOTO Ha 3aIulalllaHe Mo IIeHaTa, omnpeieneHa
Ha 0a3a pedepentHa croiiHocT. Komucusara no IIJIC moxe na npomeHs
HUBOTO Ha 3aIUlalllaHe Ha JIEKapCTBEHUTE MPOAYKTH JBa IbTH FOMIIHO
B PAMKHTE Ha ChOTBETHUTE OOKETH.

Kommucusara no I1JIC ce cweTon oT 12 wieHOBE, KaTO CHCTABBT I CE
npenyara OT MUHHUCTEPCTBO Ha 3/IpaBEOIa3BAHETO U CE€ YTBBPK/IaBa OT
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MuHuCTEepCKH ChBET. B chcTaBa ce BKIIIOUBAT paBeH OpOil WICHOBE OT
MuHuCTEepCTBO Ha 37IpaBeoOIa3BaHeT0, MUHHCTEPCTBO HA TPYa U COIIH-
anHara noiautuka, H30K, MAJI, BJIC u CCB. Paborara Ha koMucusTa
ce MoAroMara OT eKCIEPTHU KOMUCHHU, ChbCTABEHU OT CHEIUAINCTU OT
Pa3IMYHU MEJUIIMHCKH 00JIaCTH, UKOHOMUCTH U FopuCcTH. EkcriepTHHTE
KOMHCHH U3BBPUIBAT MPEABAPUTEIICH MpPETyie] Ha 3asBICHUSATA U MIPU-
JIpyXaBalaTa ' JOKyMEHTAIMsl, KaTO U3TOTBAT CTAHOBHILE 10 KOMHU-
CHsiTa 10 BCSKO IMO/IaIeHO 3asiBiieHue. Ha 6a3a Ha craHOBHINATA CE U3-
TOTBS €KCIIEPTEH JOKJIAJ 32 BKIIOUYBAHE, IPOMSIHA WM U3KJIIOYBAHE Ha
nekapctBenute npoayktu B [1JIC u HuBoTO Ha 3amamniane. Benuku exc-
MIEpPTHU JTOKJIATU ce IMyOIMKyBaT Ha MHTEpHeT cTpaHuiia Ha Komucusra.
[Ipencenarensat u wienoBeTe Ha komucusTa 1Mo [1JIC, kakTo 1 4jIeHOBe-
T€ Ha EKCIIEPTHUTE KOMUCUHU HE MOTAT JIa y4acTBaT B JICHHOCTH, CBB-
3aHU C pa3pabdOTBAHETO, MPOU3BOJACTBOTO, MAPKETHHTA U THPTOBUATA
Ha e/IpO C JIEKAPCTBEHU MPOAYKTH. PereHnsTa Ha KOMUCHITA CE B3eMat
C MHO3WHCTBO Hai-Majko 2/3 OT MPUCHCTBAIIUTE, HO HE MO-MaJIKO OT
7 rnaca.

Hapenbara 3a mo3uTHBHHUS JIEKAPCTBEH CIIUCHK MMa 3 11eJT OTCTpa-
HABAaHE HA HSIKOW OCHOBHHU HEJOCTATBIM, KOUTO Ca JOMYCHATH OT Ha-
pendara 3a peumOypcanus or H30K:

— Jlumncara Ha TOPHU LIEHOBH JIMMHTH 33 YYaCTHULUTE B OTIEII-
HUTE MEKIYHApOAHU HENIATEHTHU HAUMEHOBaHUS
B IIJIC 3ansra n3nckBaHeTo, Y€ II€HATa Ha TEHEePHYEH MPOAYKT
He Moxe Jia HajBuiiaBa 80% ot 1eHaTa Ha pedepeHTHHs JIeKapCTBEH
MIPOAYKT.
— Jluncara Ha xkpuTepuM 3a OTMAJaHE HA MPOAYKTU OT PEMM-
OypCHHUS CITUCHK
B IUIC ca mpuetu KpUTEpUU 3a U3KIIOUBAHE, KOUTO KACAsT HE
caMo NPOMEHH B €(h)UKACHOCTTA, ePEeKTUBHOCTTA 1 O€30IIACHOCTTA, HO U
JaHHU OTHOCHO CpaBHUTEIHATa (hapMaKOUKOHOMHYECKa 0OOCHOBAHOCT
Ha ynorpebara Ha JIEKapCTBEHUS IIPOIYKT.

— Jluncara Ha pedepeHTHA CTOHHOCT 3a TeparneBTHYCH KypC
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B IIJIC xpM Bcek JIeKapCTBEH MPOAYKT MMa MIPUIIOKEHUE, ChABP-
xamo uHpopmanus 3a aAepuHUpPaHa THEBHA [103a WM TEpPalleBTUUEH
KypC, KakTO U peepeHTHa CTOMHOCT 3a TepaleBTUYEH KypC, M3YHC-
neHa Ha 0a3a pedepeHTHa croiiHOoCT Ha INN, HHBO Ha 3aruiamiaHe Ha
JIEKapCTBEHUs! MIPOAYKT, HH(POpMALMs 32 OrpaHUYCHUATAa B HAUWHA Ha
MPEINUCBaHE U T.H.

— Jluricara Ha TepaneBTUYHO pedepupane

3a npbB OBT B KpuTepuute 3a Bkirousane B [1JIC ce npasu onur
3a pedepupaHe He caMO Ha JIEKApCTBEHUTE MPOIYKTH, HO M Ha Tepares-
TUYHHUTE MEJUIIMHCKY PAKTUKH B OCEM EBPOIEHCKH AbpKaBH. 3a Ja ce
BKJIIOUH JIeKapcTBEHUAT NMpoAyKT B [1JIC, Mexx1yHapOaHOTO HEMaTeHT-
HO HaMMEHOBaHHE, KbM KOETO MPHHAMJIEKH, TPIOBa Jla ce 3aruiaia C
nyOJIMYHU CPENICTBA MTPU CHIIUTE 3a00JIIBAaHUS WM UHIUKAIIMY B TIOHE
TPH OT ITOCOYEHUTE OCEM €BPOMEHCKH JbPIKABH.

Brbrpekn peauiiata mpeauMcTBa Ha TroperiocodeHara Hapenda 3a
TUIC, mpueta mipe3 aexemspu 2007 1. ¢ IIMC Ne 311, 14 He € ipuiIoxKeHa
Ha MpakTHuKa npe3 msuiara ciaensaia 2008 . OcHoBHATa TPUYMHA 32 TOBA
€ HEeBB3MOXKHOCTTA Ha TpaBUTEIICTBOTO 1a Gopmupa Komucwus mo ITJIC
10 peauia NPUYMHY, €AHA OT KOUTO € CBBbP3aHa ¢ MOJIUTHYECKH IPOTHU-
BOpEUHMS B yNpaBisBalliaTa KOAJHLHs, OTHOCHO ChCTaBa Ha KOMHCHSTA.
Benuku Te3u Hepeanu3upaHu B IPAKTUKATA IPOEKTH BOJAT IO HOBO yBe-
JMYEHUE Ha pa3XxoAuTe 3a JiekapcTsa npe3 2008 T., ABIKALI0 ce OCHOBHO
Ha peuMmOypcauusi U nmoTpediIeHre Ha BHOCHH JIGKAPCTBEHU MPOIYKTH C
M3TeKJIa MaTeHTHA 3allliTa, HO C MO-BUCOKU OT T€HEPUYHUTE CH KOHKY-
PEHTHH LIEHN U CbMHHTEJIEH OT IJIeJHA TOYKa Ha €THKAaTa MApKETHHT .

B kpaiiHa cMeTKa OCHOBHMTE NPUYMHU 332 OPraHU3ALMOHHUS [IPO-
BaJI ca JITIcaTa Ha a/IMUHUCTPATHBEH KalalluTeT B CTPYKTypUTe Ha M3
u H30K, kakTo ¥ KOpYNUUOHHUAT HATUCK, YIPAXKHIBAH OT MYJTHHA-
LUOHAJIHUTE KOHLIEPHHU.

C men ceKpalaBaHe Ha BPEMETO 3a HaBJIM3aHE HA HOBH JIEKap-
CTBEHU NPOAYKTH Ha mnaszapa mnpe3 2012 r. HopMaTUBHATa peryJauus
3a leHooOpa3yBaHe U peMMOypcupaHe Ha MEIMKaMEeHTH Oele mpome-
HEeHa, KaTo JBeTe AeiHocTH Osxa o0ennHeHn B exqHa Komucus no nenu
u peumOypcupase.
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