PEIJIAMEHT HA KOMUCHUSTA (EO) 847/2000
ot 27 anpui 2000 ronuHa

3a yCTAHOBSIBAaHE HA pasnopeaAduTe 32 NPUJIaraHe HA KpUTepUHUTe 3a 0003HAYABaHe HA
JIEKAPCTBEH NMPOAYKT KATO JIEKAPCTBEH NPOAYKT-CHPAK U 32 OIpe/ieisiHe HA MOHATHATA
»110100€H JIeKapCTBeH NPOAYKT” U ,,KIHHUYHO NPEBb3X0ACTBO”

KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
Karo B3e mpensun JloroBopa 3a ch3naBaHeTo Ha EBpomneiickaTa 00mHOCT,

karo B3e npensuy Pernmament (EO) Ne 141/2000 na EBpornefickus napiameHT u Ha CbBeTa OT
16 nexkemBpu 1999 3a nexkapcTBeHUTE HpO,Z[YKTI/I-CI/IpaLII/Il, Y B YaCTHOCT 4JieHOBE 3 U 8§,

KaTo uMa npeaBu, 4c:

1) Pernament (EO) Ne 141/2000 mocranoBsBa Komucusara na mpuema M3UCKBAHUTE 3a
npujaraHe Ha 4ieH 3 pa3nopendH, KakTO W 3a OIpeleNssHe Ha HW3pasuTe ,,II0J00CH
JIEKapCTBEH NMPOAYKT U ,,KITMHUYHO MIPEBB3XOACTBO .

2 3a wnenute Ha npwiaraneto Ha uieH 3 oT Permament (EO) Ne 141/2000
BB3IIOKUATEINTE 1 KOMHTETHT 32 JIEKAPCTBEHUTE MPOJTYKTU-CUPALIA MOTAT JIa C€ HYXKIAsAT OT
JOMBIHUTETHN YTOYHEHHS 32 (PakTOpUTe, KOUTO TpsAOBa Ja C€ OTUMUTAT MPHU ONpeAeIsiHE Ha
peo0IIajaBaHeTo, IEPCIIEKTHBUTE 3a BH3BPAIAeMOCT HA HHBECTHIIMUATE U Ha CTOHHOCTTA Ha
JIPYTU HATMYHU AUATHOCTUYHH, IPEBAaHTHUBHU U TEPANIEBTUYHN METOMIM.

(3) Te3u cBexeHus TpsOBa Ja ce MPEACTaBAT B ChOTBETCTBHE C OCHOBHUTE HACOKH,
onpeznenenu ot Komucusita B npunarase Ha wied 5, nmaparpad 3 ot Permament (EO) Ne
141/2000.

(4) Karo ce orunra ecrecTBOTO Ha BBIIPOCHUTC JICKAPCTBCHU MPOAYKTU U BEPOATHOCTTA
JICKYBAHUTEC OT TAX 3a001sIBaHUS Aa ca p€AKH, HE € YMCCTHO Ja CC ONpCACIAT MPCKAJICHO
OrpaHUYUTCIIHU U3UCKBAHUSA 34 TOKA3BAHC CIIa3BAHCTO HA TE3U KPUTCPHUU.

5) OrneHkaTta Ha MOCOYCHHUTE B YJIEH 3 KPUTEPUU TPsIOBA Jla c€ OCHOBaBa Ha BBH3MOXKHO
Hail-0OEKTUBHHU JIaHHMU.

(6) Hpyrute mepku Ha OOHMIHOCTTa B 00JacTTa Ha PEAKUTE 3a00JIsIBaHUS TPSOBA 1A ce
B3eMar 10/ BHUMaHHUE.

@) 3a ;ma ce rapaHTUpa CIIa3BaHETO Ha pa3nopedUTe OTHOCHO W3KIIOUUTEITHUTE
TBPrOBCKM TIpaBa, u3noxeHu B wieH 8 oT Permament (EO) Ne 141/2000, cnenBa ma ce
OTIPEICTISAT MOHATHUATA ,,T0J00CH JIEKapCTBEH MPOAYKT” | ,,KITUHUYHO MPEBB3XOACTBO ; TE3H
omnpezeneHuss TpsOBa Ja OTYMTAT U3BbpIIeHaTa pabora u omnura Ha Komwura 10
MAaTEHTOBAHUTE JICKAPCTBEHU MPOJIYKTH 32 OIIEHKA Ha JIEKAPCTBEHHUTE MPOJIYKTH, KaKTO H
ChOTBETHUTE CTaHOBHMINA Ha HaydHus KOMHTET 3a JIEKAPCTBEHUTE NPOAYKTH U
MCOUIIUHCKUTEC NU3ACIINUS.

OB L 18,22.1.2000 1., ctp. 1.
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(8) Te3u onpeneneHus TpssOBa a ce 6a3upar Ha OCHOBHUTE HACOKH, MPEIBHICHU B YJICH
8, maparpad 5 ot Pernmament (EO) Ne 141/2000.

9) Hacrosmute pasmopendou TpsiOBa 1a ce€ OChbBPEMEHSIBAT PEIOBHO B CBETIMHATA HA
HAYYHO-TEXHUYCCKUTE [O3HAHHs, KAKTO M Ha MOPUAOOUTHS ONUT B obOJacTta Ha
0003HaYCHHETO U HOPMATUBHATA ype10a Ha JIEKAPCTBEHUTE MPOTYKTH-CUPAIIH.

(10) Mepkurte, NPeABUACHH OT HACTOSIIMS PErJIaMEHT, Ca B CBOTBETCTBUE ChC
CTaHOBUIIETO Ha [l0CTOSIHHYS KOMUTET 3a JIEKApCTBEHUTE MPOJIYKTH 3a XyMaHHa ynorpeoa,

IIPUE HACTOAIIWA PEI'JTTAMEHT:
Ynen 1
IIpeamer

HacrosmusaT permamMeHT ycTaHOBsiBa (DaKTOpUTE, KOMTO TpsiOBa Ja ce OT4YHMTaT 3a
npwiaranero Ha wieH 3 ot Permament (EO) Ne 141/2000 3a nekapCTBEHUTE MPOTYKTH-
CHpaIli U JlaBa ONpE/ICIICHUE Ha M3Pa3UTE ,,I0I00HU JICKAPCTBEHH MPOAYKTH U ,,KIMHHYHO
MPEBB3XOACTBO” 3a IEJIUTE Ha MPUJIAraHeTO Ha 4YieH § OT MOCOYEHHUS MO-TOPE PErIaMeHT.
Hacrosmusar permameHT € mpenHa3HayeH Ja ylecHH ThikyBaHero Ha Permament (EO)
Nel41/2000 ot Bw3nmoxkutenure, Komwurera 3a JEKapCTBEHUTE MPOAYKTU-CHpAIM U
KOMITETEHTHUTE OPTaHH.

Ynen 2
Kpurepun 3a o003HaueHne
1. Ilpeobnaoasane na eono sabonasane 8 ObuwHocmma

C men ga ce JoKaxe, B ChOTBETCTBHE C wieH 3, maparpad 1, OykBa a), mbpBa aauHes! OT
Pernament (EO) No 141/2000, ye pmameH nekapcTBEH MNPOAYKT € TMpeIHa3HA4YeH 3a
JMAarHOCTHKA, TpeJna3BaHe WM JIedeHHe Ha 3a0o0JisiBaHe, 3acTpallaBallo >KUBOTA WU
JOBEXK/IAIIO /10 XPOHWYHA WHBAIMIHOCT M KOETO HE 3acsira MoBedue OT IMeT JYIIH Ha JeceT
xunsaun B OOIIHOCTTa, ce MpHJIaraT CIEAHWTE CIELUUATHM MpaBUiIa U Ce IPeloCTaBs
MocovYeHaTa Mmo-A0JIy TOKyMEHTANHs, B ChOTBETCTBHE C OCHOBHUTE HACOKH B MpHJIaraHe Ha
yneH 5, naparpa¢ 3 Ha Pernament (EO) Ne 141/2000:

a) JOKyMEHTaluATa Ce TpHIpYyXkaBa, B CIydail dYe WMa TakuWBa, OT JOCTOBEPHU
pedepeHTHH NTOKYMEHTH, KOWTO JOKa3BaT, uye OoJiecTTa WiIH 3a00JsIBAHETO, KOETO O
OTIpaBJAJIO MPEANICBAHETO HA CHOTBETHHSI JIEKAPCTBEH MPOIYKT HE 3acsAra MoBeue OT MeT
Ha geceT xuasau aymu B OOIMIHOCTTa KbM MOMEHTa Ha TMOJaBaHE Ha 3asBJICHUETO 3a
0003HaYEHHE;

6) AOKYMCHTaluATa CbAbprKa BCUYKU ITOJIC3HU HO,Z[p06HOCTI/I 3a 3a60J’IﬂBaHeT0,
KOC€TO CC€ JICKyBa M O0Ka3Ba, Ha 0aszata Ha HayYHH WA MCOAWUIUHCKHW HU3TOYHHLH, YC
3a00JIIBAHETO MOJKE Ja OpCAcTaBjisiBa OIMACHOCT 3a XUBOTA HWJIM Aa BOAU JO XPOHUYHO
HWHBaAJIUJTU3HUPAHE;
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B) IIpeAOCTaBeHaTa OT BB3JIOKUTENA JOKYMEHTAlMs ChbAbpPKAa WIHM C€ 11030BaBa Ha
Ooubnuorpadcku aHamUM3 Ha CHOTBETHAaTa HAy4yHa JIMTEpaTypa MW JlaBa CBEJCHMS,
M3BJICUYEHU OT CHOTBETHUTE 0azu naHHM B OOIIHOCTTa, B 3aBHCUMOCT OT ciydas. [Ipu
nurca Ha 0a3u gaHHU Ha OOIIHOCTTa € Bb3MOXKHO Jla c€ MpaBH Npenpaliiade KbM 0a3zu
JaHHU Ha TPETH CTPAHU, IPH YCIOBHE Y€ C€ U3BBPIIAT HEOOXOIUMHUTE EKCTPAIOIALINH;

r) ako OosecTTa WK 3a00JIIBaHETO € OWJIO M3CIIEABAHO B PaMKUTE Ha JCHHOCTH Ha
OOImHOCTTa, CBBP3aHU C peAKU 3a00JIIBaHMS, Ta3W HHQOpPMAIMS Ce YTOYHsABA. AKO
Oornectra Wi 3a00JIIBAHETO € YacT OT MPOEKTH, KOMTO CE IMOJ3BaT ¢ (hpuHaHCOBaTa
nojakperna Ha OOmHOCTTA, ¢ eI MO-A00pO TMO3HABaHE HA PEIKHTE OOJCSCTH, Ce
MPEIOCTaBs MOIXOMSNIO0 pe3toMe Ha uHpopManmara, KOSTO Ce OTHacsd 3a TOBa,
BKJIFOUMTEIHO IOAPOOHOCTH 3a TNpeoOJiaaBaHeTO Ha BBIPOCHATa OO0JIECT HIIU
3a00JIIBaHE.

2. Hepcnekmueu 3a ev3spawiaemocm Ha uHeecmuyuume

C men jma ce JOKaxe, B ChOTBETCTBUE ¢ wieH 3, maparpad 1, OykBa a), Bropa aJuHes OT
Pernament (EO) Ne 141/2000, 4ye najgeH jekapCcTBEH MPOIYKT € TMpeAHa3HAUYEeH 3a
JMAarHOCTHKA, TPEANa3BaHe WIH JIeYeHHe Ha 3a00isiBaHe, 3aCTpPaIlaBaiio >KUBOTA, C BUCOK
MPOLIEHT Ha MHBATUAU3UPAHE WIH TEXKKO U XPOHUYHO, U Y€ € MAJIKO BEPOATHO, MPH JIUIICA HA
HAChPUYUTEIIHU MEPKH, IIyCKAaHETO Ha Ma3apa Ha TO3W JIEKapCTBEH NMpoaAyKT B OOmHOCTTA /12
MOpoAM JOCTaThbyHa Medanba, 3a Ja OompaBaae HEOOXOJWMHUTE WHBECTUIUMHU, C€ IMpHIarar
CIIEIHUTE CIIELUAIHU [IPaBWJIa U CE MPEAOCTaBs JOKYMEHTAIMs M0-J0Jy, B CbOTBETCTBUE C
OCHOBHMTE HAaCOKH, YCTAHOBEHU B NpHJIaraHe Ha ujieH 5, naparpad 3 ot Permament (EO) Ne
141/2000:

a) JOKYMEHTAIMsATa ChAbpKa BCUYKH TOJIE3HU TOJIPOOHOCTH 3a 3a00JSIBAHETO, KOETO
me ce JeKyBa, M JI0Ka3Ba, MOJKPENEeHO C HayYHH WM MEIUIIMHCKH CIpPaBKH, Ye
3a00JISIBAHETO MOXKE J]a TPEJCTaBIIsBA OMACHOCT 3a HBOTA, Y€ TO € CEPHO3HO
WHBAJINAU3UPAIIO, U € TEKKO U XPOHUYHO;

0) JOKyMEHTalMsTa, NPeAOCTaBeHAa OT BB3JIOXKHUTENS, BKIIOYBA BCHUKHU CBEACHHUS 32
HaIpaBEHUTE OT MMPOU3BOIUTEINS Pa3X0au MPHU pa3padoTKaTa Ha JIEKApCTBEHUS IPOAYKT;

B) NIpeJocTaBeHaTa JOKYMEHTAllUs YTOYHSIBA BCUYKU CYOCHJIMHU, JaHBYHU OOJEKUCHUS
WIN JPYTH pasnopeadu 3a MOKpUBAHE HA Pa3XoJUTe, OT KOUTO OM MOTBJ Jia ce MoJ3Ba
BB3JIOKUTENAT B paMKuTe Ha OOIIHOCTTa UK B TPETH CTPaHHU;

I) aKo JIKApCTBEHUST MPOJYKT BEUE € pa3pellieH 3a MOKa3aHue WM aKo JIEKAPCTBEHUST
MPOAYKT € MpPEeaMET Ha MPOYYBAHMS C LE] pa3pellaBaHe HA €IHO WU IMOBEYE APYTH
MMOKa3aHus, U3MOI3BaHUAT METO/I 3a pa3Npe/ielieHue Ha Pa3XxoJuTe 3a pa3padoTka MExXI1y
OTJICTHUTE BUIOBE MMOKA3aHUs € SICHO pa3siCHEeHa U 000CHOBAHA;

J1) BCUYKHU Pa3BOWHU II€HH, KOUTO BBH3JIOKUTENAT OUaKBa J]a HAMPaBU Clie]] MOAaBaHETO
Ha 3asBJICHUETO 3a 0003HaYeHNe, C€ YTOYHSIBAT U 00OCHOBAT;

€) BCHYKH pa3xoJy 3a MPOU3BOJCTBO M MpoAak0a, KOUTO BB3JIOKHUTENAT MPEAU TOBA €

HaIpaBWI, KAKTO U TE3HM, KOUTO CE OYAKBa Jla HAMpPaBH MPE3 IbPBUTE JCCET TOJAUHU CIIC]
pas3peliaBaHeTo Ha JICKapCTBEHHS MMPOJYKT, Ce YTOUHSIBAT U 00OCHOBAT;
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k) TPEJCTaBs Cce OIEHKa MU OOOCHOBKAa HAa OYAKBAHWTE NPUXOIU OT MPOJKOHWTE HA
JIEKapCTBEHUSI MPOJIYKT Mpe3 MIbPBUTE JECET FOJUHU CJIe U3/aBaHe Ha Pa3pEeIIUTETHOTO;

3) BCUYKH pasxoad MW IpUXOAH C€ OmnpeaAcisiT B CHOTBECTCTBUE C o6m0aneTaTa
CUCTOBOAHA IIPAKTHKA U CC 3aBCPABAT OT CKCIICPT-CHCTOBOJUTCII HA OGH_IHOCTTa;

M) TpeaocTaBeHaTa JAOKYMEHTAIMs ChIbpka uH(pOpMalus 3a mpeobiajaBaHeTO |
orpakeHuero B OOmIHOCTTa, KOETO OM 00OCHOBaJIO ymoTpedaTa Ha JIEKapCTBEHHS
MPOJYKT, KbM MOMEHTA Ha TI0JIJaBaHE Ha 3asBJICHHUETO 32 0003HAUCHUE.

3. Hanuuue na opyeu memoou 3a ouasHoCmuKa, npeonaséane uiu ie4eHue

3asiBiieHHE 32 0003HAUEHUE HA JIEKAPCTBEH MPOIYKT KaTo JIEKAPCTBEH MPOAYKT-CUPAK MOXKE
Ja ce mojajae B IpuiaraHe Ha maparpadg | wim Ha maparpad 2 Ha HACTOSIIMS YJICH.
HezaBucumo nanu 3asBiI€HHETO € MOJAJACHO B MpujaraHe Ha maparpad 1 wiu B mpuiarane
Ha maparpad 2, BB3IOKUTENAT TPsAOBAa, OCBEH TOBA, Ja JOKaXe, Y€ HE ChIIECTBYBa
3aJI0BOJIUTENIEH METOJl 3a JAMArHOCTHKA, IpElNa3BaHe WM JIEYEHHWE Ha pasriIekKIaHOTO
3a00IIBaHE WJIM, Y€ aKO CHIIECTBYBA TaKbB, TO BBIIPOCHUST JICKAPCTBEH MPOAYKT Iie Obae
OT CBhILECTBEHA 110J13a 32 JIMIIaTa, CTpaJallly OT TOBa 3a00JIsIBaHe.

3a joka3BaHe, B ChOTBETCTBHE ¢ wieH 3, maparpad 1, OykBa 6) ot Permament (EO) Ne
141/2000, ye HE chIIECTBYBa 3aJOBOJMTENECH METOJ 3a JUArHOCTHKA, MpeAra3BaHe MU
JIeYCHUE Ha Pa3MIeKIaHOTO 3a00JIIBaHE WM, Y€ aKO ChIIECTBYBAa TaKbB, TO BBIPOCHUST
JIEKapCTBeH TMPOAYKT Ie ObJe OT ChIIECTBEHA MOj3a 3a JuIaTa, CTpajaliyd OT TOBa
3a00J1s1BaHe, ce mpuJiaraT CIIeTHUTE TTpaBuJa;

a) TMpPeAoCTaBAT ce MOAPOOHU CBEIEHUS 3a BCEKU CHILIECTBYBAIl METOJ 3@ JUArHOCTHKA,
IIPEBEHIUS WIN JIeYeHHEe Ha 3a00JI1BaHETO, KOUTO ca pa3pemieHn B OOIIHOCTTa, KaTo ce
MpUAPYX,aBaT OT OTHPATKH KbM ChOTBETHATa Hay4yHa WJIM MEAMIIMHCKA JUTEepaTypa Uiu
JPYTH JIOCTOBEPHM H3TOYHMLM. T€3M METOAM MOoraT Ja C€ CbCTOSAT B JIEKAPCTBEHU
MPOJAYKTH, CPEACTBA WM JPYTM METOJIU 3a JAMArHOCTHKA, MpEANa3BaHe WIN JICYEHUE,
KOHUTO Ca pa3pelieHu 1 n3noi3Banu B OOIIHOCTTA;

6) B JOKYMCHTA C€ U3JiIaraT OCHOBAHUATA, [TOpaAd KOUTO BUSUPAHUTE MECTOAU B 6YKB8. a)
HE CC cUHMTaT 3a 3aJ0BOJIMTCIIHU,

HIIN

B) OCHOBaHUATA, IMOpaaAud KOUTO CC€ CUHTa, Y€ JICKAPCTBCHUAT NPOAYKT, MPEAMCT Ha
3ajABJICHHUCTO 1IIC 6’5,[16 OT ChIICCTBCHA I10JI3a 3a JInlarTa, CTpagain OT 3a00JIIBaHETO.

4. Obwu pasnopeoou

a) Bwanmoxuten, KoWTO HMcKa Ja MOAy4Yd OOO3HAUEHHME Ha OMpeJeNieH JIEKapCTBEH
MPOAYKT KAaTo JIEKapCTBEH MPOAYKT-CHpaK, IMoJaBa 3asBICHHE 3a O0O3HAYCHHE,
HE3aBUCHMO OT eTala Ha pa3paboTKa Ha JIEKapCTBEHUS MPOIYKT MpPEIH 3asiBICHUETO 32
paspelieHue 3a npojaxoOa. 3asBieHHe 3a 0003HAUCHHE MOJXKE, BBIPEKH TOBA, Ja Ce
M0J1a/1€ U TI0 TOBOJI HOBO MOKa3aHUE Ha pa3pelleH JIEKapCcTBEH MPOAYKT. B To3u cimyyaii
IIPUTEXKATENIAT HA PA3pEIINTEIHOTO 3a IIyCKaHe Ha Ma3apa [0/1aBa 3asBICHHE 3a OTAEIHO
pa3pelInTeNHo 3a IyCKaHe Ha Ma3apa, KOeTO € caMo 3a MOKa3aHHETO WJIM MOKa3aHHITa,
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CBBP3aHHU C JIEUEHUE Ha PEIKU 3200 IsIBaHUSI.

0) HsKOJKO BB3JIOKUTENS MOraT Aa IojiydaT 0OO3HAYCHHE 3a JICKAPCTBEH IMPOIYKT-
CHpaK 3a ONpeJIe/iCH JIEKAPCTBEH MPOAYKT, MPEeIHA3HAYCH 3a Mpe/Ia3BaHe, JICUCHHE HITH
JMarHOCTUKA Ha Ta3M OOJIECT WK 3a00JIsIBaHe, P YCIOBUE Y€ 332 BCEKH OT/ICIICH CITydaii
¢ TMOMaJCHO 3asBJCHUEC 3a MBJIHOTO O003HAYECHHE, CHIVIACHO OCHOBHHUTE HACOKH,
MMOCOYCHHM B WieH 5, maparpad 3.

B) Korato nekapctBeH mnpoaykt e oOo3HaueH oT Komurera 3a nexapcTBeHHTE
IPOAYKTH-CUPALY, € HAIIPABEHO [1030BABaHE HAa KPUTEPUUTE 32 0003HAYEHUE, BUSHPAHU
B wieH 2, naparpa¢ 1 wium B wieH 2, naparpad 2 OT HACTOSALIMS PETIaMEHT;

Ynen 3
Omnpenesienust

1. 3a menuTe Ha HACTOSIIMS PETJIAMEHT CE MpWiIaraT ONpeAeTICHUATA, JAaJCHA B WICH 2 OT
Pernament (EO) Ne 141/2000:

,»CYOCTaHIIMSI” € BCSKO BEIIECTBO, M3IOJ3BAaHO 3a IMPOM3BOACTBOTO HA JIEKAPCTBEH
MPOJAYKT 3a XyMaHHa YHoTpeda CbhbIJIacHO ompeneneHuero B wieH 1 ot JlupexTtuBa
65/65/ENO.

2. 3a nenute Ha nmpuiaraneto Ha wieH 3 oT Permament (EO) Ne 141/2000 3a nekapcTBeHHUTE
MPOIYKTU-CUPAIH:

,,CBIIICCTBCHA 1moji3a” € Ba)XHO npeaAuMCTBO OT KJIMHHMYHA TJICAHA TOYKa HJINU TOJSAM
MPUHOC 3a TPUIKUTE 3a IMAllUCHTA.

3. 3a nenute Ha mpunaraneto Ha wieH § oT Permament (EO) Ne 141/2000 3a nexkapcTBEeHHUTE
MPOIYKTU-CUPAIH:

a) ,,aKTMBHa CyOCTaHIMs € BEHIECTBO, KOETO UuMa (DU3UOJIOTHYHO WU
(hapMaKoIOTUYHO JCHCTBHE;

0) ,,[10J100€H JIEKapCTBEH MPOAYKT € JeKapCTBEH MPOAYKT, ChAbPIKaIll €Ha WK TIOBEYe
aKTUBHU CYOCTaHLMHU MOJOOHU Ha TE3H, ChIABPIKAIIM CE BbB BE€U€ pa3pelleH JIEKApCTBEH
MIPOAYKT-CUPAK ¥ KOMTO € ChC CHLIOTO TEPANIEBTUYHO NIOKA3aHUE;

B) ,,J10100HAa AaKTHBHAa CYOCTaHIMs® € €IHAKBO AaKTHBHO BEILIECTBO MJIM AaKTHBHO
BELIECTBO ChC CHUIUTE OCHOBHU XapaKTEPUCTUKU HAa HUBO MOJIEKYJIHA CTPYKTypa (HO HE
HEMPEMEHHO Ha BCHUUYKM XapaKTEPUCTHKH HA MOJIEKYJIHATa CTPYKTypa) U KOETO AeWcTBa
10 CHIIHSI MEXAHU3BM,

B 4aCTHOCT:
1. HU30MEpH, N30MEPHA CMCC, CbCAUHCHUA, €CTCPHU, COJIM W HEKOBAJICHTHHU IPOU3BOJHU Ha
OPUI'MHAJIHOTO AKTUBHO BCIICCTBO WJIM AKTHUBHO BCHICCTBO, KOCTO MMa CaMO MHWHUMAJIHU

pa3nuuus OT HayallHaTa aKTHUBHA CYOCTaHLMS Ha HHUBO MOJIEKYJIHAa CTPYKTypa, Karo
CTPYKTYPEH aHaJIOT
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nim

2. chljaTa MaKpOMOJIEKYJia WJIM MaKpOMOJIEKYyJa, KOSTO CE pa3jinyaBa OT HadvajHaTa
caMo MO Pa3HOBHHOCTH Ha MOJICKYJIHATA CTPYKTYpa, KaTO B CIy4auTe C:

2.1. OENTHhUYUHU:

- KOraro pasjvkKara ¢€ JObJDKM Ha HCTOYHOCTU B IIpE€BOAa UM B
TPaHCKpPHUIIIHUATA,

- KOTraTo pa3juKaTa B CTPYKTypaTa MEXIy JBETE C€ IBbJDKU Ha SBJICHHS Clel
npeBojia (HampuMep, pa3ifdHd TIIFOKO3WIHU BUI0BE/(OPMU/CTPYKTYpH) WIH Ha
Pa3IUYHU TPETUYHH CTPYKTYPH,

- KOraTo HsMa rojisiMa pa3jifka BbB Bepurara Ha aMHUHOKHcenuHuTe. Taka JBe
(bapmMakoiIoruyHo OJU3KK OENThYHM BEIIECTBA OT €IHA rpyna [Hampumep, IBeE
OMOJIOTUYHU cMecH ChC CHINUA CJII0BOOOpa3oBaTeseH KOpEeH Ha
MeXIyHapoaHoIprueTo HanMeHoBanue (MITH)] oOuKHOBEHO ce cuMTaT MOA00HH,

- KOraTO MOHOKJIOHAJTHHWTE aHTHUTENA C€ CBBP3BAT ChC CHIIUS CIHUTOI; TE3U
cyOCTaHIIK OOMKHOBEHO CE€ CUHMTAT MOJI00HH;

2.2. HOJIM3aXapyuIu ChC ChIIUTE MOBTAPSAIIM C€ 3aXapHU TPYIH, JOPU KOrato OposT Ha
TPYNUTE € Pa3iu4eH W JOPH MPU TOCTIOIMMEPHA M3MEHEHHUs (BKIIOYUTETHO KOHIOTATHU
BPB3KH);

2.3. TNONMHYKJICOTUYHM BELIECTBA (BKJIIOUMTEIHO BEILIECTBA, MOJYYEHM NPU T'€HETHYEH
TpaHc(ep WIM aHTUCEHC BElleCTBa (F€HETMYHU MHXUOUTOPH), CHABPXKALIM €IUH WINA JBa
Pa3IMYHU HYKJICOTHA:

- KOTraTO HAMa TOJidIMa pasjidka B HYKICOTHAHATA IIOCICAOBATCIHOCT Ha
IMYPUHOBUTEC HWJIIM NMHUPAMHUIWHOBHUTEC OCHOBHM MW TCXHUTC MNPOU3BOIHHU. TaKa, npu
AHTHUCCHC BCIICCTBATAa (FeHeTI/I‘IHI/I I/IHXI/I6I/ITOpI/I), npu HpI/I6aB$IHe HJIM OTHEMAHC Ha
HyKJ'IGOTI/I)I(-I/I), KOHUTO HE BJIHAAT CBIICCTBCHO Ha XI/I6pI/I}10MHaTa KHMHETHKA C IICJITa,
BCIICCTBATa OOMKHOBEHO C€ CYHUTAT HO)I06HI/I. HpI/I BCIIECTBATA, IIOJIYYCHU UYPE3
TCHCTUYCH Tpchq)ep, OCBCH aKO HsAMA 3HAYUTCIIHU Pa3JIMKH B IOCICAOBATCIHOCTTA,
BCIICCTBATa OOMKHOBEHO C€ CUUTAT HOI[O6HI/I,

- KOTaTo pa3ihKaTa B CTPYKTypaTa MEXIy ABETe Ce ChbCTOM B M3MEHEHHUS B
CKeJleTa Ha 3axapuauTe Ha 0azara Ha pu0o3a U Ha JAe30KCUpH003a WU B 3aMsHATa Ha
CKeJIeTa ChbC CHHTETHUYHHU aHAJIO3H,

- KOT'aTO pas3jiukara c€ CbCTOU BbB BCKTOPHATA UJIU TpaHC(I)CpHaTa CUCTEMA,

24. CIIO)KHH BEIECTBA, YACTMYHO OMpeJeNiseMd W MHOTO ONu3KH (Hampumep, IBE
MIPOTUBOBUPYCHHU BaKCHHU WK ABa OJM3KH MPOJIYKTA 3a Tepanus Ha KJIEThYHO HUBO)

nim
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3. cplaTa aKTUBHA PAJUOU30TONHA CYOCTAHIMS WM CyOCTaHIMsA, KOSATO C€ pa3jinyaBa OT
HayaJlHaTa/OpUTHHATIHATA CYOCTaHIUS 110 PaJUOHYKIINAA, JJUTaHTa, MSICTOTO Ha OTOENsA3BaHe
WIM MEXaHM3Ma Ha CBBbP3BaHE HA MOJIEKYJlaTa C paJUOHYKIEWJa, IpPHU YCIOBUE de
MEXaHU3MbT Ha JACHCTBUE € ChUIUAT.

r) ,,JlekapcTBeH MPOAYKT ¢ KIMHUYHO MPEBB3XOJACTBO” € JIEKAPCTBEH MPOAYKT, KOUTO
MMa 3HAYUTEITHO TEPANEeBTUYHO WM JUATHOCTHYHO IMPEIUMCTBO CIPSMO e(DEeKTHTE Ha
paspellieH JIeKapCTBEH NPOAYKT-CUPAK, OT €IMH WIH [TOBEYE OT CIEIHUTE acleKTH:

1. no-rojsiMa e(QUKAacCHOCT OT Ta3W Ha pa3pelIieHHs JIEKapCTBEH MPOIYKT-CHPaK
(orieHeHa criopen ycTaHOBeHHUS €(DeKT BbpPXY BaKEH KIMHHYEH NapaMeThp MPU ChOTBETHUTE
U 100pe KOHTPOJIMPAHU KIMHWYHM M3NMUTBaHus). [lo mpaBmiio ctaBa ayma 3a CHIIUS BH]
J0Ka3aTeJICTBA KaTO M3UCKBAHUTE 32 0OOCHOBAaBaHE Ha TBBPACHHUE 3a e(hUKAaCHOCTTA Ha JBa
pa3MYHU JIEKapCTBEHU TNpoaykra. [lo mpuHImm ca HEOOXOAWMH IPEKH CPaBHUTEIHU
KJIMHWUYHU U3MUTBAHUS, HO CPaBHEHUATA MOTaT CHILO 1a C€ OCHOBABAT Ha JPYIrU IIapaMeETpH,
BKJIIOUMTEITHO HAa MEXKAMHHA OIIEHKAa. BBB BCEKHM ciydail, BB3NPUETHAT METOJO0JIOTUYEH
oxoJ1 TpsAOBa Ja ce 000CHOBE

HIJIN

2. IIo-rojsiMa 6€3BpCI[HOCT 3a 3HA4YUTCJIIHA 4YacCcT OT 3aCC€rHaToTO HACCICHUE HIINU
HacejeHus. B Hiakou CJIy4dau 1ie ca HeO6XOI[I/IMI/I IIPCKH CPABHUTCIHU KIIMHUYHU U3IIUTBAHUA

1501051
3. B U3KJIKOYUTENIHH CIy4Yau, KOraTo He € J0Ka3aHo, Y€ JIEKAPCTBEHUSAT MPOAYKT € C MOo-
BHCOKa €(QUKACHOCT WM TapaHTHpa I[O-TOJsMa OE3BPEIHOCT, HO C€ JOKaXe, 4de
JIEKAPCTBEHUAT MPOAYKT IO JAPYT HAYUH JONPUHACA 3HAYUTEIHO 3a JIMAarHOCTHKATa WM
TPIKUTE, TIOJIATaHU 3a MalUeHTA.

Ynen 4

Bauzane B cuiia

HaCTOSIHH/ISIT PEriIaMCeHT BJIM3a B CUJIa OT ACHA CJICO NMPUCMAHETO MY OT Komucusara u ce
Ipujiara OT Ta3u JaTta.

Hacrosmusar PEriIaMCHT € 3aAbJDKUTCIICH B CBOATA LIAJIOCT U CC MpUJIara npsaKoO BbB BCUYKU
ABPIKABU-UJICHKH.

CscraBeno B bprokcen Ha 27 anpun 2000 roauHa.
3a Komucuama:

Erkki LIIKANEN
Ynen na Komucuama
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