HAPE/JIBA Ne 27 OT 15 FOHM 2007 I'. 3A UBUCKBAHUATA KbM JAHHUTE U
JOKYMEHTALMSATA 3A PASBPEIIABAHE 3A YIIOTPEBA U
PETUCTPALMSA HA JIEKAPCTBEHU ITPOAYKTHU

H30a0ena om munucmuvpa Ha 30paseonazsanemo

O6wn. /IB. 6p.54 om 3 FOnu 2007e., uzm. /[B. 6p.33 om 30 Anpun 2010e., uzm. /[B.
op.47 om 21 FOnu 201 12., uzm. /IB. op.25 om 20 Mapm 201 8.

Paznea 1.
OO0 MoJI0KeHus

Un. 1. (1) C ta3u Hapenba ce ompenensaT M3UCKBAHUATA KbM JaHHUTE U JOKYMEHTAIUsATa,
KOUTO C€ TPEACTaBAT 3a pa3pelIaBaHe 3a ynorpeba WM perucTpanys, 3a paslivpsBaHe Ha oOxBara,
MIPOMSIHA U TIOJJHOBSIBAHE HA Pa3pelIeHUueTo 3a yrnoTpeda Wik PerucTpalus 1Mo HallMoOHaHA MPOLEaAypa,
[0 MpolLeaypa MO0 B3aMMHO IPU3HABAaHE M M0 JIELUEHTpajIu3upaHa NpoLeaAypa 3a BCHUUKH BHJIOBE
JIEKapCTBEHU MPOTYKTH.

(2) He ca oOekt Ha Ta3m Hapenda JEKapCTBEHH MPOIYKTH, KOMTO BIM3aT B OOXBaTa Ha
Pernament (EO) Ne 726/2004 na Espomneiickus mapiament u Ha CwBera or 31 mapt 2004 r.,
YTBBpIKIaBall nporenypu Ha OOIHOCTTa 32 pa3pelaBaHe Ha U KOHTPOJI BbPXY JIEKAPCTBEHU MPOITYKTH
3a XyMaHHa W BeTepHHapHa ymoTrpeba M IMOCTAaHOBSABAI Ch3ZaBaHeTO Ha EBpomeiicka areHuus o
JIeKapcTBara.

Un. 2. (U3m. - 1B, 6p. 47 ot 2011 r.) (1) Jocuero 3a pa3pemaBaHe 3a ymnorpeda WM 3a
perucrpanms Ha JIEKapCTBEH MPOJYKT U 3a pasllupsiBaHe Ha 00XBaTa Ha pa3pellieHHe 3a yrnoTrpeda ce
NpeJCcTaBsd Ha OBIArapcKM MM AHTVIMHCKU €3UK B akTyajeH (opmar "enekTpoHeH OOI TEXHHUUYECKH
JIOKYMEHT", ChOTBETCTBAIIl Ha yKa3aHusiTa B "benexku xkbMm 3asButenute” (Notice to Applicants), Tom
2B na "IlpaBunara Ha EBponelickus cbro3 3a nekapctBeHu npoayktu" (The Rules Governing Medicinal
Products in the European Union), my0iaukyBaHu Ha cTpaHUIlaTa B MHTEpHET Ha EBpornelickaTa KOMUCHSI.

(2) Hocuero 3a mpoMsHa W NOJHOBSBAaHE Ha paspelleHHe 3a ynorpeda, ChOTBETHO Ha
perucTpanysi Ha JeKapCTBeH MPOJYKT, Ce MPEICTaBs Ha OBJITAPCKU WM aHTIHMICKH €3WK BBB (opmar
"OO1y TEeXHUYECKH AOKYMEHT' WM akTyalieH ¢opmar "enekTpoHeH OOII TEXHWYECKH JOKYMEHT",
ChOTBETCTBAIIl Ha yka3zaHusATa B ToM 2C "benexku KbM 3asBUTEIUTE".

(3) docuero ce mpeacrass B IET MOlyJia ChrylacHo wi. 7, an. 1, 1. 1.

(4) Undopmanusta, KOSITO C€ ChIbpKa B JOCHETO, TPsOBA J1a ChOTBETCTBA HA YKa3aHUSTA 3a
dopmara, ChIbpKAHMETO M CHCTEMara 3a HOMepupaHe, mocoueHu B ToMoBe 2B m 2C, kakTo M Ha
Hay4YHHUTE PBKOBOJICTBA 3a KAU€CTBOTO, OE30MAaCHOCTTA U €(PUKACHOCTTA HA JIEKAPCTBEHUTE MPOJYKTHU 32
XyMaHHaTa MEIUIINHA, BKIIFOYEHH B ToMOBe 2A, 3, 4, 9 u 10 na "IIpaBunarta va EBponeiickus cpio3 3a
JIEKapCTBEHU NPOJTYKTH .

(5) Yacrra Ha AocueTo, CBbp3aHAa C KauyeCTBOTO (XUMHUKO-(papMmalleBTUYHA W OHMOJIOrMYHA),
TpsiOBa /1a COTBETCTBA M HAa MOHOTrpaduuTe U Ha oO1MTe TaaBu Ha EBporneiickaTa apmakomnes.

(6) Undopmanusara no un. 27, am. 1, 1. 18, 19, 20, 21 u 22 or 3akoHa 3a JIEKaPCTBEHUTE
npoAyKTH B XymaHHaTa menuiuHa (3JIIIXM) ce akTyanusupa OT 3asBHUTENsS A0 3aBbpIIBAaHE Ha
IpoLeaypara o nojaieHoTO 3asBlIEHUE.

(7) C men MOHMTOPMHI Ha OIIEHKATa MOJ3a/pUCK BCsKa HOBAa MH(pOpMalMs, HEBKIIOYEHA B
I'bPBOHAYAIIHOTO 3asBJIEHUME 3a pas3peliaBaHe 3a ymnorpeda WIM perucrpanus, KakTo M LsIaTa
uHpopMalMsg MO OTHOIIEHHWE Ha JeKapCTBEHaTa Oe30MacHOCT ce NpeACTaBAT B M3mbiIHUTENHATa



areHIIus Mo JIEKapcTBara.

(8) Cnen monmydaBaHe Ha pa3pelieHue 3a yrmoTpeOa/yaoCTOBEpEeHHE 3a PErUCTpalys 3a BCAKA
MpPOMsIHA B JAaHHHUTE B JIOCHETO TpsiOBa Ja Ce MoJaBa 3asBICHHE 3a MPOMSHA B CHOTBETCTBHE C
m3uckBanusaTa Ha Pernmament (EO) Ne 1234/2008 na KoMucusaTa 0THOCHO pasriiek/1aHeTO Ha IPOMEHHTE
B YCIOBHSTA Ha pa3pelICHHSITa 32 THPrOBHs C JICKAPCTBEHU TPOAYKTH 3a XyMaHHA ymoTpeda u
BETEpPUHAPHU JIEKApPCTBEHU MPOJIYKTH, HA ChOTBETHHUTE pbKOBoJcTBa OT "[IpaBuinara nHa EBpomneiickus
CHIO3 32 JICKAPCTBEHU MPOJAYKTH" M HA Ta3W Hapeaoa.

Un. 3. JlaHHUTE B IOCHETO OTHOCHO NMPOU3BOJICTBOTO HA JIEKAPCTBEHUS MPOIYKT, MOAA/EH 3a
paspelraBane 3a yrnorpeda WM perucrpauusi, TpaOBa Ja JOKa3BaT ChOTBETCTBUETO Ha YCJOBHUATA HA
MIPOM3BOJICTBO C M3MCKBAaHMATA Ha JoOpaTa MPOU3BOACTBEHA MpakTUKa Ha EBponetickus cwro3, 3JIITXM
Y HOPMATHUBHUTE aKTOBE 110 MPUJIATaHETO MY.

Ynm 4. B AOCHUCTO Ha JICKAPCTBCHUA NPOAYKT CC IPECACTABA LisjlaTa I/IH(l)OpMaI_[I/IH 3a OLCHKaTa
Ha JICKAPpCTBCHUA MNPOAYKT, HC3aBUCHUMO JaJIK € 6HaFOHpI/I$ITHa 20048 H€6HaFOHpI/I$ITHa, BKJIIFOUHUTCIIHO
JaHHU 3a BCHYKH HC3ABBPUICHHU HWJIM I[IPCKPATCHU (bapMaKO-TOKCI/IKOJ'IOFI/I‘IHI/I Wik KINHUYHHU
HU3NUTBAHUA C TIIPOAYKTA /M 3aBbPUICHN M3IMUTBAHUA, CBBP3aHW C HE3AABCHHU TCPAIICBTUYHU
IIOKa3aHU:.

HUin. 5. [IlpencraBeHnTte B JOCHMETO HAa  JIGKAPCTBEHUA  NPOAYKT  HEKJIMHWYHH
(papmMaKkoIOrMuHO-TOKCUKOIOIMYHH) U3MUTBAHUS TPsAOBa Jja ca MPOBEIEHH ChIVIACHO MU3UCKBaHMATA Ha
Hapezabara mo ui. 5, an. 6 ot 3akoHa 3a 3aluTa OT BPEAHOTO BB3JEHCTBUE HA XMMUYHHUTE BEIIECTBA U
IpenapaTtd WM ChIVIACHO M3UCKBAHMTA HAa HALMOHAJIHOTO 3aKOHOJATEJICTBO Ha APYTUTE ABPKaBU
YJIEHKHM, BBbBEXJamo pasnopenoure Ha JupextuBa 2004/10/EC 3a npuHuunure Ha jpobpata
nabopaTopHa NPaKkTUKA U TAXHOTO MpUIaraHe Npy U3MUTBAHETO HAa XMMUYHH BEIECTBA.

Y. 6. [IpeacraBeHuTe B JOCUETO Ha JIEKAPCTBEHMS MPOAYKT KIMHUYHU U3NUTBAaHUS TPsOBa /1a
ca MPOBEJEHMU CBITACHO M3UCKBaHMATA Ha jJoOpara KiuHM4YHa npakTthka, 3JIIIXM u HOpMaTHBHMTE
aKTOBE 110 IPUJIAraHETO MY.

Pazpen 11.
HN3uckBaHusl KbM JJaHHUTE, KOUTO ChbPiKAa JOKYMEHTANMATA 32 pa3peliaBaHe 3a ynorpeba u
perucTpanus Ha JeKapCTBEeHH MPOAYKTH

Yn. 7. (1) (M3m. - AB, 6p. 47 ot 2011 r.) 3a paspemaBane 3a ynorpeOa Ha JIEKapCTBEHU
npoayktu no wi. 27 3JIIIXM 3asBurenar npexncraBs B M3ImbaHUTENHATa areHOuUs IO JEKapCTBaTa
clieHaTa JOKyMEHTalUs:

1. nocue, KOETO ChABpIKA:

a) Moayn 1: 3asBJeHUE 3a pa3pelieHHe 3a ynorpeda WM perucTpaius 1no oopasen, yrBbpIAeH
OT U3IIBJIHUTETHUS qupekTop Ha MAJL; anmuHucTpatuBHa nH(pOpMalus ChbrilacHo npuoxenue Ne 2 u
npunoxenne Ne 2.1, a korato € He00X0AUMO - U ChIiIacHo npuiioxkeHne Ne 2.2 u npusnoxenue 2.3;

0) Moy 2: pe3roMeTa Ha JaHHUTE B MOIYJH 3, 4 1 5 cbritacHo npuioxenne Ne 3;

B) MOJyJ 3: XUMHUKO-(papMaleBTUUHA U OMOJIOTMYHA TOKyMEHTAlUs ChITIaCHO NpuiiokeHne Ne
4 u cpOTBETHO: ChIIacHO npuiokeHne Ne 4.1 3a ylekapCTBEHU NPOAYKTH, IMOJYyYEHN OT YOBEIIKA KPbB



WM T1J1a3Ma; ChIJIacHO npuiokeHue Ne 4.2 3a BakCHHU; CbhIIacHO npuiiokeHue Ne 4.3 3a XoMeonaTuyHu
JIEKapCTBEHM MPOAYKTHU 10 wi. 36, an. 1 wim mo wi. 35, an. 3 3JIIIXM u cwriacHo npunoxenue Ne 4.4
3a paCTUTEIHU JIEKAPCTBEHU NPOIYKTH;

r) Moyl 4: TOKJIaau OT HEKJIIMHUYHU W3MUTBAHUA ChIJIACHO mpuiioskeHue Ne 5;

J1) MOAYJ 5: NOKJIaJAM OT KIMHUYHYU U3IUTBAHUS ChIVIACHO NpuiioxeHue Ne 6;

2. mpoOM OT KpaWHHUS JIEKapCTBEH MPOJAYKT W CTAaHJApTHU BEIIECTBA, MNPUAPYKEHU OT
AQHATUTUYHH CEPTUPUKATH, TPOOU OT MEKIUHHU MPOAYKTH WIIM U3XOJHU BEIIECTBA, IIPH TOUCKBAHE OT
NAIJL

(2) (Ot™m. - 1B, 6p. 47 ot 2011 1)

(3) 3a pa3pemaBane 3a ynorpeba Ha JIEKapCTBEHU MPOAYKTH 110 wi. 56, an. 1 3JIIIXM, koraro
3asBUTEIISIT HE MOKE J1a MPEJICTaBU U3UEpHaTeIH HEKJIMHUYHYU U KIMHUYHU JaHHU B Moaynu 4 u 5, ce
npeAcTaBsi 000CHOBKA ChITIACHO MpuiiokeHue Ne 6.1.

(4) 3a paspemaBane 3a ymoTpeba Ha paguodapMaleBTUIM W MPEKYPCOPU 3asIBUTEIIAT
npeacTaBs gocue mo ai. 1, T. 1, kato moxymu 3, 4 1 5 ca cboOpa3eHu Che CeUUIHUTE 0OCOOCHOCTH,
IIOCOYEHH B IpuiioxeHue Ne 7.

(5) (U3m. - 1B, 6p. 33 ot 2010 r., B cuia ot 05.04.2010 r.) 3a pa3pemaBane 3a ynorpeda Ha
JIEKapCTBEHU IPOAYKTH 32 MOJIEpHA Tepamus 3asiBUTENAT NPEACTaBs Jocue 1o ai. 1, T. 1, kato Moaynu
1,3,4u5 cacbo0pa3eHu cbe ceUPpUIHUTE 0COOCHOCTH, TOCOYCHHU B MpHIiokeHue Ne 8.

(6) B cimyyaute mo an. 4 u 5 npu nouckBane oT M3mbiHHUTENHATa areHIMs MO JIEKapcTBaTa
3asIBUTEIIAT MPEACTaBs M MpoOUTEe M TOKyMEHTUTE 1o ai. 1, T. 2 u o ain. 2.

(7) 3a paspemaBane 3a ynorpeda Ha JIEKQpCTBEHU MPOAYKTH 1o wi. 67, an. 1, T. 3 3JIIIXM
Moy 3 Ha JJOCUETO He CE MPEACTaBs.

(8) 3a paspemraBane 3a ynorpeba Ha JEKapCTBEHU MPOIYKTH 1o wi. 67, an. 1, 1. 1 u 2 3JIIIXM
B Moaynu 3,4 u 5 Ha TOCUETO 3asBUTEIIST MIPEICTaBs JaHHH, OTHACAIIM CE IO ChOTBETHATA IIPOMSHA.

(9) (M3m. - IIB, Op. 47 ot 2011 1.) 3a pa3pemaBane 3a ynorpeda Ha JICKQpPCTBEH MPOAYKT IO
MpoLeaypa 1Mo B3aMMHO MPU3HABAHE KbM JOCHUETO 3asIBUTEIIAT PEICTaBs:

a) JAeKyapalys, 4ye JOCUeTO € UICHTUYHO Ha HAJMYHOTO B pedepeHTHaTa IbprKaBa WieHKa U B
3acerHaTUTE JbPKABU UJICHKU;

0) Konue OT pa3pelIeHUEeTo 3a ynorpeda, u31aZieHo OT peepeHTHaTa IbpKaBa YIeHKa.

(10) (Hosa - JIB, Op. 47 ot 2011 r.) 3a pa3pemiaBaHe 3a ynotpeda Ha JIEKApCTBEH MPOAYKT MO
JelleHTpalIu3upaHa mpoueaypa KbM JOCUETO 3asiBUTEIIAT MPEACTaBs JeKIapalus, 4ye TO € UACHTUYHO Ha
HAJIMYHOTO B pepepeHTHaTa JIbpKaBa YICHKA U B 3aCETHATUTE IbP>KABU UICHKH.

Un. 8. (1) 3a pa3pemaBane 3a ynorpeda Ha JIEKaPCTBEHU MPOIYKTH - aJlEPTCHH, 3asIBUTEIISAT
npencraBsd B M3mbiHuTEeNHaTa areHIMs Mo JjekapcTBaTa JOKYMEHTAIUsATa Mo 4. 7, choOpazeHa ChC
cHelu(pUIHUTE 0OCOOCHOCTH Ha JIEKapCTBEHUS MTPOAYKT, U3XOIHUTE MaTepUalll U BUja Ha alepreHuTe.

(2) M3m. - 1B, 6p. 47 ot 2011 r.) 3a rpymna jekapCTBEHH MNPOAYKTH - alepreHH, IMpH
€HOBPEMEHHO IMpEe/ICTaBIHE Ha I'bJIHATa JOKYMEHTAIlMs 3a pas3pellaBaHe 3a yrnorpeba Ha BCHYKHU
IIPOAYKTH B IpylaTa 3asBUTENAT M0/laBa €QHO 3asBJIEHHUE. 3a€IHO ChC 3asBJICHUETO CE€ NMPEACTaBs U
CIHUCHK C TOUYHO OINMCaHNe Ha BKIIIOUEHUTE B rpylnaTa JIEKapCTBEHH MPOAYKTH.

(3) I'pynupanero Ha JeKapCTBEHUTE MPOAYKTH - aJIEpIeHH, MO 3asiBIICHUS CE€ U3BBPILBA CIIOPEN
U3XOJIHUTE aJepreHHH MaTepualy ChIIIaCHO AHATOMO-TepaneBTUYHO-XxUMHUHaTa kiacudukanus (ATC
kox) Ha CBeroBHaTa 37paBHA OpraHM3alus, JIeKapcTBeHaTa ¢opma, KauyeCTBEHUs CBhCTaB U
Mpe/Ha3HauYeHUeTo (3a AMarHOoCTUKA WM JiedeHue). B enHa rpyma morar na ObaaT BKIIOYEHH CaMo
JIEKapCTBEHH NPOAYKTH, NpuHaanexamu kbM eauH ATC ko criopell akTUBHOTO BELIECTBO (II€TO HUBO
Ha KOJa), U TIpU YCJIOBHE, Y€ HE C€ pa3nyaBaT IO JIeKapcTBeHa (opma, KadyeCTBEH CbhCTaB (C
M3KIIIOYEHNE Ha aKTUBHUTE BEIECTBA) U MpeAHa3HaYeHUE (3a JeUSHHEe WK 3a IMarHOCTHKA).

(4) Koraro nexapcTBeHUST NPOAYKT HE MOXke Ja Obae kinacudunupan no konkpereH ATC kon



CIOpe]] aKTHBHOTO BEIIECTBO, OCBEH Koz "Pa3sHu", Uiu IeKapCTBEHUAT NMPOIAYKT ChABPKAa KOMOUHALINS
OT aKTHBHM BELIECTBA, TOM He MOXe Ja ObJie BKIIOUEH B Ipyla U 3a BCEKU TaKbB IPOAYKT c€ IOJaBa
OTJIEJIHO 3asBJICHUE, C U3KJIIOUEHUE Ha CIydauTe 110 ajl. 5 u 6.

(5) JlexkapcTBeHHTE NPOAYKTH O ajl. 4, ChABPIKAIIM CaMO €IHO aKTUBHO BELIECTBO M MMAIlU
€IHaKbB Ka4eCTBEH ChCTaB (BKJIIOYBAIL M aKTUBHOTO BEIIECTBO), MOTaT Ja ObJaT BKIIOYEHHU KaTo Tpymna
B €/IHO 3asIBJICHUE, aKO OTTOBAPSAT Ha APYIMTE U3MCKBAHU 3a BKJIIOUBAHE B Ipyma 10 all. 3.

(6) JlekapcTBeHUTE TPOAYKTH MO al. 4, ChIbPKAIIM KOMOWHAIMS OT aKTUBHU BEIIECTBA U
UMallld €JHaKbB KAYECTBEH ChCTAaB (BKJIKOYBAL] M aKTMBHMUTE BELIECTBA), MOraT Ja ObJaT BKIIOYEHU
KaTo TpyIia B €HO 3asBJIECHHUE, aKO OTIOBAPSAT Ha APYTUTE U3UCKBAHMSI 3@ BKIIOYBAHE B Ipyma 10 all. 3 u
KOJINYECTBEHOTO ChOTHOIIEHUE MEX/y AKTUBHUTE BEIIECTBA B KOMOMHAIMATA € €JHAKBO BB BCEKH OT
MPOAYKTHTE B TpymaTa.

(7) I'pynupane He ce W3BBpPILIBA 3a JICKAPCTBEHU INMPOJAYKTU - aJEpPreHHu, MpeACTaBIIsABALIH
XUMHKaJIHM, KOUTO ca MpeJHa3HAYEeHU CaMO 3a JUAarHOCTHMKAa HAa KOHTAKTEH JAEPMAaTUT, WIK XUMUYECKU
CUHTE3UPAHU MPOJYKTH.

Ui 9. 3a pa3pemiaBane 3a ynorpeda Ha JISKapCTBEH MPOIYKT o 4wi. 28, ui. 29, an. 1 wium . 32
3JIIIXM 3agBUTENSAT NOpPEACTaBs AOKYMEHTAlUsATa MO Wi. 7, Karo JOCHETO € ChOOpa3eHo CbC
cnienn(pUIHNUTE U3UCKBAHUSA Ha MpHi1okeHne Ne 9.

Y. 10. 3a paspemiaBane 3a ynorpeda Ha moJ00eH OHOJIOTHYEH JIEKapCTBEH MPOAYKT 110 4il. 29,
an. 2 3JIIIXM 3asgBuTenar mnpeacrassl AOKyMEHTAalUsATa IO 4i. 7, KaTo JOCHETO € ChOOPa3eHO ChC
crenupUIHUTE U3MCKBaHUs Ha mipuiioskeHue Ne 10.

Un. 11. 3a pa3pemaBane 3a ynorpeda Ha JIEKapCTBEH MPOIYKT C BIM3AI0 B ChCTaBa aKTHUBHO
BEIIECTBO € Jo0Ope ycTaHoBeHa ymnorpeba mo wi. 30, an. 1 3JIIIXM 3asgButensat mnpeacrass
JOKYMEHTAIUsATA 110 4JI. 7, KaTO JJOCUETO € ChOOPa3eHo ChC crieln(PpUUHNTE U3UCKBAHUS HA MPUIIOKEHHE
Ne 11.

Un. 12. (1) 3a paspemaBaHe 3a ynorpeba Ha JIEKapCTBEHHM IMPOIYKTH CbC CMECEHO J0CHE
3asIBUTENAT MPEACTaBs JOKYMEHTAIUsATa Mo 4Wi. 7, KaTo MOIyn 4 w/uiu MOAyn 5 ca KOMOMHAIUs OT
JOKJIaIM OT TIPOBEICHU COOCTBEHN HEKJIIMHUYHU W/WJTU KIMHUYHU U3MUTBAHUS U 0T Oubiuorpadusi.

(2) 3a Bceku otaeneH cinydail M3mbiaHWTENHATa areHIMs MO JeKapcTBaTa peliaBa Aalu
MPEIOKEHUSAT OT 3asBUTEINA (OpMaT Ha MPEACTABEHOTO JOCHE O ajl. | oTroBapsi Ha U3UCKBAHUATA Ha
HapezOaTa.

Un. 13. 3a paspemaBane 3a ynoTpeOa Ha JeKapcTBEeH mpoAykT mo wi. 30, am. 2 u un. 31
3JIIIXM (¢uxcupana koMOUHALKS) 3aIBUTENSAT MPEICTaBsl TOKYMEHTAUATA TI0 4. 7, KaTO JaHHUTE B
Moayu 4 1 5 ca 3a KOMOMHAIUATA.

UYn. 14. (1) 3a peructparysi Ha XOMEONaTHYEH JICKApCTBEH MPOAYKT 1o wi. 35, an. 3 3JIIIXM
3asBUTEJNIAT NPEACTaBs JOKYMEHTALMATA 110 Y. 7, C U3KIFOUYEHUE HAa MOAYI 5.

(2) 3a Bcska numncBaiia nHGopManus B MOyl 4 ce mpeacTaBs 000CHOBKA.

(3) [Ipu enqHOBpEeMEHHO MOJaBaHE Ha JIOKYMEHTAllUs 3a perucTpalys Ha rpyna XoMeonaTHuHu



JIEKapCTBEHU IPOJYKTH 3a€JHO ChC 3asBIECHUETO CE€ INMPEACTaBsS U CIMCHK Ha BKIIOYEHWUTE B rpylara
JIEKapCTBEHU MPOAYKTH.

(4) I'pynupaHeTo Ha XOMEONATUYHUTE JIEKAPCTBEHU IPOJYKTH IO 3asBJIEHUS CE€ HM3BBPIIBA
CIOpe]] IPOM3X0/1a Ha U3XOJHUTE MaTepHali (pacTUTENIEH, XUMUYEH, OMOJIOTUYEH, MUHEPAJICH, HO3011
WIN JIpYT), JIEKapCcTBeHaTa (hopMa U NpeJHA3HAYEHHETO.

Ui 15. (1) 3a perucrpanus Ha TPATUIIMOHEH PACTHUTEJICH JEKApCTBEH MPOIYKT MO Wi. 37
3JIIIXM 3agBUTENAT NPEACTABS TOKYMEHTALMATA IO WI. 7, C U3KJIFOUEHUE Ha MOAYJI 5.

(2) Kparkara xapakTepucTHKa Ha MPOAYKTUTE MO al. | MOKe Jja He ChAbpKa JAHHUTE IO YIL.
34, an. 1, 1. 5 3JIIIXM, ocBeH ako ca He0OX0JuMH 3a Oe30macHara ynorpeda Ha IpOIyKTa.

(3) 3a mpoaykrure no an. 1 B Moaysn 1 Ha JOCHETO 3a perucTpanus ce NpeAcTaBsIT U KOMUS OT
HAJIMYHUTE Pa3pelIeHUs 3a yHOoTpeda WK yAOCTOBEPEHUS 3a PErUCTpaLUs Ha paCTUTEIHUS JIEKapCTBEH
MPOJYKT, U3/1aJICcHN OT Abp)KaBa - WieHKa Ha EBpomneickus chio3, WM OT TpeTa Abp)kKaBa, U KOMHS OT
OTKa3u, NPUAPYKEHU C MOTUBUTE 32 PELLIEHUETO.

(4) 3a mpoaykTHUTe MO ai. 1 MOXKe Ja He ce MPEAICTAaBAT HEeKIIMHUYHU JIaHHU, aKO Bb3 OCHOBA Ha
uHpopManuATa OT TPAJAUIIMOHHATA YOTpeOa Ha JIEKapCTBEHHUs MPOIYKT OE3BpEIHOCTTA My € JI0Ka3aHa
IIPH MIOCOYEHUTE YCIIOBUS Ha ynorpeoa.

(5) 3a mpoxykTuTe MO a. 1 1OCHETO ChIbpka OMOTUOTrpadCKU MITH SKCIIEPTHU JOKA3aTEIICTBA,
4ye 70 JlaTaTa Ha IOJaBaHe Ha 3asBIIEHUETO JIGKAPCTBEHUST MPOJIYKT WM CHOTBETCTBAIl MY HPOAYKT
uMa Haif-manko 30-roaumniHa ynotpeba B CBETOBHATA MEIUIIMHCKA MPAKTHUKA, BKIIFOUYUTEIHO Hal-MaIKo
15 rogunu ynotpeba Ha TepuTopusita Ha EBponeiickata oOmHoCT, 1 6ubnuorpadcku 1aHHU OTHOCHO
0e30macHOCTTa Ha MPOAYKTA, 3a€JHO C EKCIIEPTEH JTOKIIA].

(6) 3a mpoayktu mo ain. 1 wuaM 3a KOMOMHUpPAH pACTUTENEH JEKapCTBEH MPOIYKT
JOKYMEHTAIMsATa 3a perucTpanus CbIbpKa 1 JaHHUTE 110 4. 38, an. 1 3JIIIXM.

(7) Tlo wuckane Ha M3mbiIHUTENHATAa areHUUs IO JIEKApCTBaTa 3asBUTENAT MPEICTaBs
JOITBITHUTETTHH JIaHHU, HEOOXO/IMMH 32 OlIeHKa Ha O€30MacHOCTTAa Ha JIEKapCTBEHUS IPOAYKT 1o aj. 1.

UYn. 15a. (Hos - 1B, 6p. 33 ot 2010 r., B cuna ot 30.04.2010 r.) 3a pa3pemiaBane 3a ynorpeda
Ha JIEKapCTBEHM NPOAYKTHU IO YTBBpPJEHA PELENnTypa, MocouyeHu B mpuioxkeHue Ne 21, 3asgBurensr
npeacTass jgocue mo uia. 7, an. 1, T. 1, chabpxaimo moaynu 1, 2 u 3, KaTo 10CHETO € ChoOpa3eHo ¢
M3UCKBAHUATA, TOCOYCHH B TpHIIokeHHEe Ne 22,

Pazpen II "a".
Kaacudukannsa na npomennre (Hos - /IB, 0p. 47 or 2011 1.)

Uin. 156. (Hos - [IB, 6p. 47 ot 2011 r.) Ilpomenute morar ga 6paat ot tun IA/IAIN, tun 1b,
tun I, pasmupsBane Ha 00XBaTa Ha Pa3peUICHUETO 3a yIMOTpeda W CIEIIHU OTPAHUYUTEIIHA MEPKH 3a
0€301acHOCT.

Un. 158. (Hos - JIB, Op. 47 ot 2011 r.) (1) Karo mpomenu ot tunm IA ce kiacudunupar
CIICJTHUTE TIPOMEHHU:

1. mpoMeHH OT aAMHHHCTPATHBEH XapakTep, CBBP3aHH ChC CAMOJMYHOCTTa W JAHHUTE 32
KOHTaKT ChC:

a) MPUTEKATENSI Ha Pa3pelICHUETO 3a yIoTpeOa/yI0CTOBEPEHUETO 33 PETUCTPAIIHUS;

0) TPOM3BOAMTENS WU JOCTaBUYMKAa HAa BCEKH W3XOJICH MaTepHall, PEaKTUB, MEKIMHHO



BCIICCTBO, aKTUBHO BCUICCTBO, U3IOJI3BAHU B IIPOLCCAa HA IMTPOU3BOACTBO WM B TOTOBUA IIPOAYKT,

2. IPOMEHH, CBbP3aHU ChC 3AIMYABAHETO HA BCEKH MPOU3BOJICTBEH OOEKT, B T. Y. 32 aKTHUBHO
BEIIECTBO, MEXKJIUHEH WM KpaeH TPOAYKT, ONAKOBBYECH OOEKT, MPOM3BOAMUTEN, OTTOBOPEH 3a
0CBOOOKIaBaHETO Ha MAPTUAU, 00EKT, B KOUTO C€ OCHIIECTBABA KOHTPOIBT HA MAPTUIUTE;

3. IMpoOMCHH, CBBP3aHU C HC3HAYUTCIIHU HU3MCHCHHA B 01[06peHa METOAOJIOTHUA Ha
(GU3MKO-XMMUYHO M3MHUTBAHE, NpPHU KOUTO 3a aKTyaJld3HpaHaTa METOAOJOTHS € [0Ka3aHo, Ye €
CKBUBAJICHTHA Ha MpCAUIIHAaTa MCTOJO0JIOTIMA HAa U3TIMTBAHEC, IPOBCACHU Ca CbOTBCTHUTC YTBBPAUTCIHU
MPOYYBAaHUA M pe3ylTaTUTE I[IOKa3BaT, Y€ aKTyaJlM3UpaHaTa METOJOJIOTUS Ha H3MUTBaHE €
CKBUBAJICHTHA HA MPCAXUIIHATA,

4. mpoMeHH, CBBbpP3aHU C BBHBEXKIAHETO HA M3MEHEHUS B CHelH(PHUKAIUUTE Ha AKTUBHOTO
BEIIECTBO WM Ha TOMOIIHOTO BELIECTBO C IIeJl CHOTBETCTBHUE C aKTyalM3alMs Ha MPHIOKUMATa
MoHorpadust ot EBpomnelickara gapmakomnes Wil oT HallMOHalHATa (hapMakores Ha JAbp)KaBa YICHKA,
KaTo U3MEHEHHETO CE€ MPaBU M3KIIOYUTEIHO C [e] ChOTBETCTBUE ¢ (hapMaKOIeaTa, U CICIHPUKAITTUTE
3a criequ(UYHUTE CBOICTBA HA MPOYKTA OCTaBaT HEIIPOMEHEHU;

5. IMPOMCHH, CBbP3aHU C USMCHCHUSA B OIIAKOBBUCH MaTCpUal, KOHTO HE € B KOHTAKT C TOTOBUS
MPOJAYKT, U KOUTO IMPOMEHHM HE C€ OTpa3siBaT Ha JOCTaBKaTa, yrnoTrpedara, Oe30macHOCTTa WIH
CTaOMITHOCTTA HA JICKAPCTBCHHMSI IPOIYKT;

6. IPOMEHH, CBBP3aHU C BBBEKIAHETO HA MO-CTPOTH TPAaHUIM Ha crenuUKaluuTe, KaTo
HU3MCHCHHUCTO HE € CICACTBUC OT aHTAXXUMCHT OT INpPCAUIIHA OLCHKA [Ia CC MPEpas3ricaaT rpaHuliuTe Ha
cnenuuKauuTe U HE € pe3ylTarT OT HACTHIIBAHETO HAa HENpPEIBUICHH CHOUTHUS MO BpeMe Ha
MIPOU3BOJICTBOTO.

(2) Kato mpomenu ot tun Il ce kiacudunupar cieiHuTe IpoMeHH:

1. IMPOMECHH, CBBpP3aHU C I[O6aB$IH€ Ha HOBO TCPAlICBTUYHO ITOKa3aHHUC WJIN MOI[I/I(l)I/IKaIII/ISI Ha
CBHILECTBYBAILIO;

2. TPOMEHH, CBBP3aHU CHC 3HAUUTEIHH MOJU(HKAIMKA B KpaTKara XapaKTEpUCTHKA Ha
MPOJYKTA, MO-CHEIHATHO MOpaAX HOBH JAHHU 32 KaueCTBOTO, MPEAKIMHUYHY, KIMHUYHU JAHHU WIH
JAHHU OT (papMaKoJIOTMYHaTa OUTETHOCT (JIeKapcTBeHaTa 0€30MacHOCT);

3. mpoMeHH, CBbpP3aHU C U3MEHEHHs U3BBH 00XBaTa Ha OA00peHUTE crelu(UKAIIK, TPAHUIU
HJIM KPUTEPUU 3a IPUEMAHE;

4. IpoMeHH, CBBP3aHH ChC 3HAYUTEITHU U3MEHEHHUS B MMPOU3BOJICTBEHUS MPOIIEC, pEIenTypara,
CHGIII/I(l)I/IKaHI/II/ITC HWJIM BUAa NMPHUMECHU HAa AKTHMBHOTO BCIICCTBO WJIM HA TOTOBUS JICKAPCTBCH IPOAYKT,
KOUTO MOTaT Jla UMaT 3HAYUTEIHO BH3/IEHCTBUE BbPXY Ka4eCTBOTO, O€30MAaCHOCTTA MIH €(UKACHOCTTA
Ha JIEKapCTBEHUS IIPOAYKT;

5. MpoOMeHH, CBBbP3aHU C MOAU(DHUKAIMN B TMPOU3BOACTBEHHSI MPOLIEC MM MPOU3BOACTBEHHUTE
00EKTH Ha aKTUBHOTO BEIIECTBO 32 OMOJIOTMYHU JICKAPCTBEHU TIPOAYKTH;

6. MPOMEHHU, CBbP3aHU C BbBEXKJAHETO Ha MPOEKTEH JAMAINa30H UM Pa3MIUPEHUETO Ha 0A00peH
IMPOCKTCH AUara3oH, IpHu KOCTO NPOCKTHUAT AHUAIIA30H € pa3pa60TeH B CHOTBETCTBUC C IIPUIIOKUMUTE
€BPOIEHCKU U MEXTyHAPOJIHU HAyYHH HACOKU;

7. IMPOMEHH, OTHACAIIHN CE€ 10 NUBMCHCHHA B aKTUBHOTO BCIICCTBO HA CE30HHA, NPCANIAHACMHUYHA
WJIM TTaHJEMUYHA TPOTUBOTPUITHA BAKCUHA;

8. B cirywaute o wi. 60, an. 5 3JIITXM.

(3) IlpomsHa, KOATO HE ce SBsBA pa3lIMpsBaHE HAa O00XBaTa W YHMATO KIacH(PHUKAIUs OCTaBa
HEOIlpe/eNieHa cilel Ipuiiarane Ha Kpurepuute (kiacudukanusaTa) mo an. 1 u 2, ce cynra 3a MpOMsHA OT
tun Ib mo noapazbupane.

Y. 15r. (Hos - IB, Op. 47 ot 2011 r.) Knacudukauusra na npomenute ot tun [A/IAIN, ot
tun Ib u ot tun II, kakTo U ycrnoBusTa, Ha KOUTO TPsAOBA Ja OTroBapAT, ca onpezencHu B ChoOueHne
Ha EBponeiickata koMmucus - Hacoku 3a 1aHHUTE Ha pa3IMYHUTE KAaTErOpUU MPOMEHH B YCIOBHUSATA HA



paspeleHusTa 3a THPrOBHS C JICKAPCTBEHH TPOAYKTH 3a XyMaHHa ymnorpeba u BeTEpUHAPHH
nekapctBeru npoayktu (OB, 2010/C 17/01).

Pazpea I11.
HN3uckBaHUA KbM JaHHUTE, KOUTO ChAbP:KA JOKYMEHTAMATA 32 pa3lIMpsiBaHe HA 00XBaTa,
NMPOMsIHA UJIH TIOTHOBSIBaHEe HA pa3pellieHNeTo 3a ynorpeda UM ya0CTOBEPEeHHEeTo 32
perucTpanus Ha JeKaApCTBEeHN MPOAYKTH

Un. 15a. (Hos - [IB, 6p. 47 ot 2011 r.) (1) 3a u3BbpIIBaHE Ha MPOMSHA MPUTEKATEIAT Ha
paspemenueTo 3a ymorpeba momaBa B MAJL 3asBienue mo oOpasel, YTBBPIAEH OT HW3IIBIHUTCITHHS
nupekTop Ha MAJL

(2) KbM 3asiBnenueTo no aji. 1 ce mpuiiaraT ClIeIHUTE JOKYMEHTH:

1. ciuChK Ha BCUUKH pa3pellieHus 3a ynoTpeda, KOUTO 3asBICHUETO 3acsra;

2. OIMCaHKE Ha BCUYKH MOJAICHN IPOMEHH, BKITFOUNUTEITHO:

a) B coy4yail Ha HE3HAUMTEJHM MPOMEHU oT Tul [A - garara Ha mpujara€e Ha BCSIKa OMKMCaHa
MIPOMSIHA;

0) B ciy4yail Ha HE3HAYUTEIHU MPOMEHH OT Tun [A, KOUTO HE HU3HUCKBAT He3a0aBHO
YBEJIOMJICHHE - OTIMCAHUE Ha BCHYKW HE3HAYUTEITHH MIPOMEHU OT TUT [A, HampaBeHH Mpe3 MOCICTHUTE
JIBaHA/IECET Mecella B yCIOBHATa Ha ChOTBETHOTO(UTE) pa3pelieHue(s) 3a ynorpeda, 3a KOeTo (KOHUTO)
OlIe HE € MOJIA/ICHO 3asBJICHHE;

3. JOKyMeHTaIisTa 3a ChOTBETHATA MIPOMsIHA, MocoueHa B Hacokure mo wi. 15r;

4. B cimy4amnTe, KOrato poMsiHaTa BOJIH JI0 WIIM € CIISJICTBUE OT JAPYTd IPOMEHH B YCIIOBUATA HA
CBHILIOTO pa3pelIeHue 3a yrnoTpeba - orrMcaHue Ha Bpbh3KaTa MeX 1y Te3U MPOMEHH;

5. B clly4ail Ha TPOMEHH B pa3pelIeHus 3a ynorpeda, u3aJeHu OT KOMIETEHTHUTE OPTaHH Ha
IbpKABU WICHKH - CIHCHK Ha TE3W IbPXKABU UICHKH, KAaTo, ako € MPHIOXKHUMO, C€ IO0COYBa
pedepeHTHaTa TbpKaBa YWICHKA;

6. mpobu OT KpailHHS JeKapCTBEH NPOAYKT U CTaHIApTHU BEIECTBA, MNPUAPYKEHHU OT
AHATUTUIHHA CEPTUPUKATH, TPOOU OT MEKIUHHU MPOIYKTH WIIM U3XOJHH BEIIECTBA, ITPH TTOUCKBAHE OT
HNAJI;

7. TOKYMEHT 3a IUIaTeHa JbpKaBHA Takca chbIylacHO Tapudara no wi. 21, an. 2 3JIIIXM.

(3) B cnyuait ye mpomsiHaTa € CBbp3aHa C OCHOBHO JIOCHE HAa aKTHUBHO BEILIECTBO, CE MPECTaBs
Y JJOKyMEHTAIUs ChITIacHO npuioxkeHue Ne 14,

Un. 16. 3a pasmupsBaHe Ha 00XBaTa Ha M3A3JCHO paspelleHue 3a yrnorpeda mo wi. 66, ar. 1
3JIIIXM 3agBuUTENAT NpeAcTaBs B MI3nbJIHUTENHATA areHLUs 10 JIEKapcTBaTa:

1. (m3m. - 1B, 6p. 47 or 2011 r.) momyn 1 cbrimacuo un. 7, an. 1, 1. 1, 6yksa "a";

2. MOIyJI 2 ChIIIacHO MpHIokeHne Ne 3;

3. HOBUTE JJaHHU B XMMHUKO-(papMalleBTUUHATa 1 OMOJIOTHYHATA TOKYMEHTALUsl, HeKIIMHUYHATA
WM KJIMHUYHATA JOKyMeHTauus (Moayn 3, 4 wiu 5);

4. (m3m. - /1B, Op. 47 ot 2011 r.) mpobu OT KpalHUS JIEKAPCTBEH MPOAYKT M CTAHAAPTHU
BELIECTBA, MPUIPYKEHH OT aHATUTHUYHU CEPTU(PHUKATH, TPOOH OT MEKIUHHU MPOAYKTU WM U3XOAHU
BEILIECTBA, Mpu norckBane oT MAJIL;

5. onucaHue Ha cucTeMaTa 3a JiekapcTBeHa 0€30IacHOCT, KOraTo € He0OXO1MO.

Un. 17. (Otm. - IB, 6p. 47 ot 2011 1.)



Ui 18. 3a u3mMeHeHre BBHB BBHHIIHUS BHJ Ha ONAKOBKATa W/WIM JMCTOBKATa, MH(PpOpMAIHITA
BBPXY TSAX W/MIU HAaYyMHA HAa HEWHOTO MPEJCTaBSHE, KOETO HE € CBBHP3aHO C MPOMsSHA B KparKara
XapaKTepUCTHKA Ha MPOIYKTa, IPUTEKATEIAT Ha pa3pelieHueTo 3a yrnorpeda Ha JIeKapCTBEHUS TPOIYKT
npeactasst B 3nbiiHUTEIHATA areHIuMs 110 JieKapcTBaTta:

1. (m3m. - [IB, 6p. 47 or 2011 r.) 3asBieHne 1Mo oOpasern, YTBBPACH OT H3ITBJIHUTEITHUS
nupextop Ha UAJI;

2. 0100peHUTE MaKeTH W/ WU JIUCTOBKU;

3. omucanue 1 0O00CHOBKA Ha N3MEHEHHETO;

4. MakeTH Ha mpejiaraHuTe HOBU OMAKOBKU W/WJIM JTUCTOBKU ChIVIACHO T. 1.3.3 OT mpuiioxeHue
Ne 2.

Wi 19. 3a mpexBbpisHE Ha IpaBaTa BBPXY paspelieHHueTo 3a ymorpeda mo uwi. 73, am. 1
3JIIIXM npurexaTensT Ha pa3pelieHHeTo 3a ynoTrpeda Ha JIEKapCTBEHUs MPOIYKT IPEACTaBsl B
W3mbiHUTENHATA areHIus 110 JIeKapcTBaTa:

1. (mm. - 1B, 6p. 47 ot 2011 r.) 3asBineHue mo oOpasel, YTBBPACH OT H3MBIHUTCITHHS
nupekTop Ha MAJL;

2. TOKyMeHTalus cbriiacHo npuioxenue Ne 17.

Y. 20. (1) 3a mogHOBsABaHE Ha pa3pelIeHueTo 3a ynorpeda mo wi. 55, an. 2 wnu an. 5 3JIIIXM
MIPUTEKATEIIAT HAa pa3pelIeHUETO 3a yrnoTpeda npeactass B M3mbIHUTEIHATA areHIUA 110 JIeKapCcTBaTa:

1. (m3m. - B, Op. 47 ot 2011 r.) 3asBieHue mo obpaszel, YTBBPIAEH OT HW3MbIHUTEITHHUS
nupekrop Ha MAJIL;

2. 060011eH0 T0CcKe ChIiacHO nmpuitokeHue Ne 19,

(2) U3m. - OB, 6p. 47 ot 2011 r.) B caywyaute, koraro mojaBaHE€TO Ha 3asBIEHUETO U
JOKYMEHTAIMsATa 1Mo al. 1 chbBMaja 1Mo BpeMe C MPOMEHH B Pa3pelIeHHETO 3a ynoTpeba, 3a MpoOMEHHUTE
Ce To/aBaT OTJIEJTHO 3asBJICHHE M JOKYMEHTalus chriaacHo wi. 151, 18 unu 19. Te3u nmpomenu He ce
0Tpa3sBaT B JOKYMEHTAIUATA 1O ai. 1.

JlombJIHHTEIHE pa3nopeadu

§ 1. Imero Ha nekapcTBEHUs MPOAYKT (OTIEeYaTaHO, HAMCAHO PBHKOIMCHO M U3PEUYEHO) TpsiOBa
Jla € TakoBa, Ye Ja HsAMa PHUCK OT OOBPKBAaHE C MMETO Ha JAPYT JIeKapcTBeH NpoAyKT. CBOOOIHO
n30paHOTO (THPrOBCKOTO) MME Ha JIEKApCTBEHUS INPOAYKT HE TpsiOBa Ja BOAM 10 OOBpPKBaHE ¢
oOmonpueroTo ume. VMMero Ha JeKapcTBEHHs MNPOAYKT TpsiOBa Ja HE NPEIU3BHKBA IOABEXIAILN
acoIMalliy 10 OTHOILIIEHHE Ha ChCTaBa, KAYECTBOTO, TEPANIEBTUUHU WM (papMalleBTUYHU CBOMCTBA MU
0COOCHOCTH Ha JIEKapPCTBEHUS MTPOIYKT.

§ 2. ITo cMuchiIa Ha Ta3u Hapeaoa:

1. "ATC konx" e KOOBT Ha JICKApCTBECHUSA MPOJTYKT CBIIIACHO
aHaTOMO-TEpaNeBTUYHO-XUMHYHATa KiIacuuKkaus, u3nonsBana or CBeTOBHATA 3/paBHA OpraHU3aLUS.

2. (u3m. - JIB, 6p. 33 ot 2010 r., B cuia ot 05.04.2010 r.) "buonoruyen nekapcTBeH IpoayKT"
€ MPOJYKT, YNETO aKTUBHO BEIIECTBO € OMOJOTMYHO BellecTBO. bHOIIOrnYHM 1eKapcTBEHU MPOIYKTH ca:
MMYHOJIOTHYHUTE JIEKAPCTBEHU MPOJAYKTU U JIEKaPCTBEHUTE MPOAYKTH, OJYyYEHH OT YOBEUIKA KPbB WIH



OT 4YOBEINIKA IJIa3Ma; JICKAPCTBEHHUTE MPOAYKTH, OOXBaHATH OT TOYKA | HA NPUIOKEHUETO KbM
Pernament (EO) No 726/2004 na EBpomeiickus mapmamedHT u Ha CwBera ot 31 maptr 2004 r.,
YTBBpIKAABAII Mpoieaypu Ha OOmHOCTTa 32 pa3peiiaBaHe Ha U KOHTPOJI BbPXY JICKAPCTBEHU MPOTYKTH
3a XyMaHHa W BeTepUHapHa ynoTrpeba M IMOCTAHOBSABAI Ch3JaBaHETO Ha EBpomeiicka areHuus 1o
JIEKapCTBATA; JIEKAPCTBEHUTE MPOIYKTH 32 MOJICpHA TE€pamusi, BKIIIOUEHH B npuiioskeHune No 8.

3. "buosornuHo BemecTBO" € BEeIeCTBO, KOETO € MIPOU3BEICHO WIIM U3BJICUEHO OT OMOJIOTHYCH
M3TOYHHK W 32 YHMETO OXapaKTepPU3UPAHE U OMpeAelisiHe Ha KAa4eCTBOTO CE€ M3MCKBA KOMOWHALHS OT
¢bu3NYHU, XUMHUYHU, OMOJIOTUYHHM W3MHUTBAHUA M OIEHKAa HAa IPOU3BOJICTBEHMs IMPOLEC U KOHTpOJIA
BBPXY HETO.

4. "T'ocTonmpueMHHK" € KJIETKa WJIM OPraHUu3bM, BB3IMPUEMUYUB KbM OMNpeeicH WH(PEKINO3eH
areHT WM TMOJIOMArail perinKanusaTa Ha MIa3Mul, BUPYC WK apyra GopMma Ha 9yxaa HYKIEHHOBA
KHCEINHA.

5. "3agBuTen" ¢ nuueTo mo wi. 26, an. 1 3JITIXM.

6. "N3xonen mMarepuan" € BCSIKO BEIIECTBO, OT KOETO CE€ MPOU3BEXK/IA WIM U3BJIMYA AKTUBHOTO
BEUIECTBO. 3a OMOJIOTMYHUTE JIEKAPCTBEHW MNPOAYKTH MOJ "M3XOJeH Marepuan" ce pa3bupa BCIKO
BEIIECTBO C OMOJIOTHYEH MPOU3XOJI, KATO HAIPUMEP MUKPOOPTaHU3MHU, OpPraHH U ThKaHU C PACTUTENICH
WM JKAUBOTHHCKHU TIPOM3XOJl, KJICTKH HJIU TEYHOCTH (BKIIOYUTEIHO KPBB W IUIa3Ma) C YOBCHIKU HWIIH
KUBOTHUHCKH MPOU3XOJl, KAKTO M OHMOTEXHOJOTHYHU KJIETHhYHH KOHCTPYKTH (KIETHhUHU CyOCTpaTH,
PEKOMOMHAHTHY WX HE, BKIIOYHTEITHO IbPBUYHHU KICTKH).

7. (m3m. - [IB, 6p. 33 ot 2010 r., B cuna ot 05.04.2010 r.) "IIpoaykT, mosydeH upe3 TbKaHHO
WHXXEHEPCTBO" € MPOIYKT, KOWUTO:

a) ChABPKA WIN Ce ChCTOM OT KJIETKH WM ThKaHH, MOJIyY€HU Upe3 KJIETHYHO WM THKAHHO
WHXXEHEPCTBO, U

0) ce mpeacTaBs KaTo NPOAYKT, MPHUTEKaBall] CBOICTBA Ja BBH3CTAaHOBSIBA, KOPUTHpPA HIIU
3aMEHs YOBEIlIKa ThKaH, MJIM KOUTO Ce MU3IMO0JI3Ba WU MIpUJIara ¢ Takapa Ledl.

[IpoayKThT, mOMy4YeH Ype3 ThKAaHHO MHKEHEPCTBO, MOXKE J1a ChIbpPKA KIETKH WM ThKaHU OT
YOBEIIKA WM OT >KMBOTHHCKH TPOW3XOJI, WJIM U OT JBaTa BUaA. KJIETKUTE WM THKaHWTE MOTaT jJa
ObJaT JKU3HECTIOCOOHU WM HEeXHu3HecmocoOHU. [IpoayKThT MOXke Na ChIbpka U JIOMBIHUTEIHU
BEIIIECTBA, KAaTO HANPUMEP KJIETHhUYHU MPOIYKTH, OMOMOJEKYIH, OnoMaTepraii, XUMUIECKH BEIECTBA,
CTPYKTYpH WJIA MaTPHUIIH.

[IponykTuTe, CHCTOAIIM CE€ M3KIIOYUTEIHO OT HEKU3HECITOCOOHU YOBEIIKU WIJIM KUBOTHHCKU
KJIETKU W/WIH ThKaHU, KOUTO HE ChIBPIKAT HUKAKBU KUZHECIIOCOOHH KIIETKH WM ThKaHU U KOUTO IO
MpaBUJIO HE JIeWCTBAT MO (HhapMaKOJOTUYEH, UMYHOJIOTHYEH WM META0OJIUTEH MbT, C€ M3KIIOYBAT OT
TOBa ONpeIeNICHNUE.

3a "mosydeHH 4pe3 KJIETHhYHO WM ThKaHHO MHXKEHEPCTBO'" C€ CUMTAT KJIETKH U ThKaHU, KOUTO
OTroBapsT Hail-MaKo Ha €THO OT CIEJAHUTE YCIOBUS:

KJICTKUTE WU ThKaHUTE ca OWJIM MOJIJIOKEHH Ha CHIIECTBEHA MaHUITyJIallusl, Taka 4e Ja Obaar
MOCTUTHATH OMOJIOTUYHUTE XAPAKTEPUCTUKU, PUINOIOTUYHUTE (HYHKIIUU UITU CTPYKTYPHHUTE KAauecTBa,
OTHOCHMHM KBbM TIJIAHUPAHOTO PEreHEepUpaHe, KOPEKIIUATA WM 3aMsSHATA; IMO-CIIeIUATHO HE CE CUHMTAT 3a
CHILIECTBEHU MaHUITYIAUNUTE, 130poeHu B npuiokenue I ot Pernament (EO) Ne 1394/2007;

KJICTKUTE WM ThKAaHWUTE HE ca MpeJHa3HAYEHHU 3a M3IBJIHCHUETO Ha ChIllaTa OCHOBHA (DYHKITHS
Wi QYHKIHUY TP PEIUITUEHTa KaKTO MpU JOHOPA.

8. (u3m. - IB, 6p. 33 or 2010 r., B cuna ot 05.04.2010 r.) "JlekapcTBeH MPOIYKT 3a T'€HHA
Tepanus" € OMOJIIOTUYEH JIEKAPCTBEH MPOAYKT, KOMTO UMa CIEAHUTE XapaKTePUCTUKH:

a) ChIBbpKAa AKTHBHO BEIIECTBO, KOETO CHABpPKA WJIM C€ CHhCTOM OT PEKOMOWHAHTHA
HYKJICMHOBA KHCEIHA, U3IM0JI3BaHa WM MPHUJIaraHa Ha Xopa ¢ Iell peryiupaHe, KOPEeKIus, 3aMeCTBaHe,
no0aBsiHE WM U3TPUBAHE HA TEHHA CEKBEHIINS;

0) HErOBUAT TEpaNeBTUYCH, MPODUIAKTUYCH WM TUATHOCTHYEH €PEKT Ce CBBP3Ba MPSIKO ChC
CEKBEHITUSI HA PEKOMOMHAHTHA HYKJIEMHOBA KUCEJTMHA, KOSITO TOM ChIbPKa, HJIM C IPOAYKT HA TeHHATA



eKCIIpecus Ha Ta3u CEKBEHIIUS.

JlexapcTBeHUTE NMPOAYKTHU 3a T€HHA Tepanusi He BKIIOYBAT BAKCHMHHUTE CPelly MH(EKIHO3HU
3a00JIsIBaHMS.

9. "MakeTt" Ha OIAaKOBKa € IUIOCKO M300paKeHUE Ha OMMAKOBKAaTa B JICHCTBUTEITHUTE M IBETOBE
U pa3MepH, IPeJCTaBISIBAILO TOYHO KOIHME HA OMAKOBKAaTa, KOETO (CJE/ MPErbBaHE U CPsI3BAHE, aKo €
Heo0X0/IMMO), 1aBa sICHA IPE/ICTaBa 3a HEIHUS TPUU3MEPEH BHI.

10. "HexknuHWYHM W3NUTBAaHUA" ca BCHYKH (APMAKOJIOTUYHU, (PAPMAKOKHMHETHYHU H
TOKCUKOJIOTHYHU U3MUTBAHUS, POBEACHU BbPXY KUBOTHH UJIH in Vitro.

11. "OcnoBHo nocue Ha akTHBHO BemecTBo" (ASMF, Active substance master file) e usrorseno
OT TPOU3BOAMUTENS HAa HEOWOJOrMYHO AKTUBHO BEIIECTBO JOCHE 3a TOBAa AKTHBHO BEIIECTBO,
ChIBPIKAILIO MOAPOOHAa MH(POPMALKs MO BCHUKH pa3aend Ha vacT 3.2.S oT mMoayn 3 Ha JOCHETO 3a
paspemiaBaHe 3a ymnorpeba Ha JIEKapCTBEH MPOIYKT, BKIIOYUTEIHO IOBEPUTEIIHA HHTEIEKTyallHa
COOCTBEHOCT Ha MPOU3BOJUTENS HA BEIIECTBOTO. M3MCKBAaHUATA KbM ChIBPKAHUETO, OPOPMICHHETO U
HAa4YMHA Ha NpeacTaBsHe W u3noi3BaHe Ha ASMF ca ommcanu B pbKOBOJCTBOTO 3a MpoIeaypara 3a
ASMF, ny0nukyBaHo Ha cTrpaHunaTa B IHTepHeT Ha EBponeiickaTa areHIus 1o jekapcraara.

12. "OcHoBHo nocue Ha BakcuHeH aHTHreH" (Vaccine Antigen Master File) e camocTtositenna
9acT Ha JIOCHETO 3a pa3pelraBaHe 3a yrnorpeda Ha /JafieHa BakKCHHA, KOETO ChIIbpiKa Isj1aTa Heo0XoauMa
uHpopmalug 3a OMOIOTHYHOTO, (HapMALEBTUYHOTO M XMMHYHOTO €CTECTBO HA BCSIKO OT aKTHBHUTE
BEIIECTBA, KOMTO Ca YacT OT JIGKAPCTBEHUS MPOAYKT. Ta3m camocTosiTeHa 4acT MOXKe Ja € oOmia 3a
€/IHa WJIH TIOBeYe MOHOBAJIIEHTHU U/MIU KOMOWHUPAHU BAKCHUHU, MIPEACTABEHU OT CHUIMS 3asBUTEIN WU
IIPUTEKATEI HA Pa3peLIEHUETO 3a yroTpeda.

13. "OcnoBHo nocue Ha miasma" (Plasma Master File) e camocrositenna nokymeHTalus,
OTJIEJIHA OT JOCHUETO 3a pa3pelIaBaHe 3a ynorpeda, KOsToO ChIbpiKa LisulaTa noJpodHa nHpopManus 1o
OTHOIIICHHE XapaKTEepPUCTUKHUTE Ha YOBEIIKaTa IJla3Ma, HM3MO0JI3BaHa KaTro HM3XOJEH Marephal WId
CYypOBHHA 3a TPOU3BOACTBOTO HAa MEXAWHHHU (PAKIMU, CHIBPXKAIIM CE B TOMOIIHH BEIIECTBA WU
aKTUBHU BEIIECTBA, KOMTO Ca 4YacT OT JIEKapCTBEH MPOAYKT WM MEIULMHCKO HU3JeNHe, CHIIacHO
HupextuBa 2000/70/EO na EBpomnelickust mapmameHT U Ha CwBeta orT 16 HoemBpu 2000 r. 3a
nonbiHeHne W u3MeHeHue Ha JlupektuBa 93/42/EMIO mo oOTHOIIEHHE HAa MEAMIIMHCKUTE W3JETHs,
ChJIbPIKaIIM B ce0e ¢ CTaOMIIHU MPOAYKTH, OJTYUEHH OT YOBEIIKa KPbB WM IJIa3Ma.

14. "l[Iputexkaren Ha OCHOBHOTO JJOCHE Ha aKTUBHOTO BEUIECTBO" € FOPUAMUYECKOTO JIUIIE, KOETO
HOCHM IIsIaTa OTTOBOPHOCT 3a OCHOBHOTO JOCHE€ HAa AaKTUBHOTO BEIIECTBO (OOMKHOBEHO TOBa €
MIPOU3BOIUTENAT HA AKTUBHOTO BEIIECTBO).

15. "TIpon3BoACTBO HA aKTUBHO BEIIECTBO' BKJIOUBA ISIIOCTHO WMIIM YaCTHUYHO MPOU3BOJICTBO,
pazdacoBaHe M omakoBaHE Ha AaKTUBHOTO BEIIECTBO IMpeId HErOBOTO CMECBAaHE B ChCTaBa Ha
JIEKapCTBEH MPOJIYKT, BKIIOUUTEITHO IPEONAaKOBAaHE U/WIIN IPEETUKETHPAHE.

16. "Ceprudukar 3a cbOTBETCTBME Ha MoOHorpaguu Ha EBpormeiickara ¢apmakones
(Ceptuduxar 3a crorBeTcTBHE Ha EBpomneiicka dapmakomnes)" e ceprudukat, nzgaaeH ot EBponeiickus
JUPEKTOpPAT MO KAa4eCTBO Ha JIEKapCTBaTa, YAOCTOBEPSBAII], Y€ TOCOYCHUTE B cepTUUKaTa MOHOTpaduu
Ha EBpomnelickara ¢apmakornest ca MoAXoAsIIy 32 KOHTPOJ Ha KA4eCTBOTO HA BEILIECTBOTO U Y€ aKO TE3H
MoHorpaduu ce mpuiaraT (ako € He0OXOAUMO - TOMBIHEHHN C U3UCKBaHUS, ONIPE/ICTICHH B cepTU(HKaTa
U IPUJIO’KEHU KbM HEro0), € Bb3MOXHO J1a Ce MPOBEPHU JaJId KaueCTBOTO Ha BEIIECTBOTO € MOJIXOJIAIIO 3a
U3MOI3BaHe B JIGKAPCTBEHU MPOAYKTU. CepTHUPHKATHT rapaHTUpa, Y€ BCHUUYKH BB3MOXKHHU MPUMECH U
KOHTAaMHUHAHTH OT MpWJIAaraHusl HaAu4WH 3a MPOU3BOJCTBO (BKJIIOUMUTEIHO OT U3XOJHUTE MaTepuaiu) Ha
BEIIECTBOTO MOTaT Ja C€ KOHTPOJHpAT Ype3 HU3UCKBaHUATA B MoOHorpaduure (JAOMBIHEHH C
M3HMCKBaHUATA B cepTU(HUKaTa, aKO UMa TaKUBa).

17. (u3m. - IB, Op. 33 ot 2010 r., B cuna ot 05.04.2010 r.) "JIekapcTBeH MPOAYKT 3a Tepanus
CbC COMATUYHU KIJIETKH (COMaTHYHO-KJIEThYHA Tepanus)' € OUOJIOrHMueH JIEKapCTBEH MPOJIYKT, KOHWTO
MMa CJICAHUTE XapaKTePUCTUKH:

a) ChbpKa WIN C€ ChCTOU OT KJIETKU WJIM ThKaHH, KOUTO ca OUIIM MOJJIOKEHHU Ha ChIECTBEHU



MaHUTyJIAI[iH, TaKka Y€ B TSIX ca MPOMEHEHH OMOJOTHYHU XapaKTEPUCTUKH, (PU3HOJOTUYIHU (PYHKIIHH
WM CTPYKTYPHH CBOMCTBA, PEJIEBAHTHU 3a MPEABUACHOTO KIMHUYHO MPUIIOKEHHE, UM CE ChbCTOM OT
KJIETKH WM ThKaHHW, KOMTO B PEIMIIMEHTA U B JIOHOpPA HE ca MpeJAHa3HA4YeHU Ja ObJaT U3MOJI3BaHU 32
chimara(ure) ocHoBHa(u) GyHkiusa(u). Manunynanuure, n3opoenu B npmwioxkenue I Ha Permament (EO)
Ne 1394/2007, He ce cunTar 3a CHIIECTBEHH MAaHUITYJIALINY;

0) mnpeacTaBs ce KaTo NpUTEXaBalll CBOICTBa 3a JieueHHe, NpoPUIaKTHKA WU
JIMAarHOCTHIIMpaHe Ha 3a00JsBaHEe WM Ce M3MOJ3BAaT M IpWiIaraT Ha Xopa C TakaBa IIel 4pe3
($hapMaKoIOTHYHOTO, UMYHOJIOTHYHOTO WM META0OJIUTHOTO JIEHCTBUE HA HETOBUTE KJIETKU WM ThKaHHU.

18. "Crnenudukanus" € COUCHhK OT U3MUTBAHUS C MOCOYBAHE HA AHAIMTHUYHU METOJUKH U
CHOTBETHU KPUTEPUU 3a IIPUEMaHe Ha Pe3yJNTaTUTE OT U3MUTBAHUSITA (YUCIEHU IPAaHUIU, UHTEPBAIN OT
CTOMHOCTH MJIM IPYTH KPUTEPUH), HA KOUTO TPsiOBa 1a OTTOBAPAT AKTUBHOTO BEIIECTBO, JICKAPCTBEHUSAT
MPOJYKT WM ONpPENEICHU MaTepualid Ha JAJCHH eTalyd OT MPOU3BOJCTBOTO, 32 Ja ObJAT CUETEHU 3a
MPUEMIIMBH 32 TIPEAHA3HAYECHUETO UM.

19. "CypoBuHM" ca BCHYKM JpPYI'M BEILIECTBA, W3MOJ3BaHU 3a IPOU3BOJACTBOTO WU
M3BIIMYAHETO Ha AaKTHBHOTO BEUIECTBO, OT KOWUTO AKTHBHOTO BEIIECTBO HE MPOM3IIN3a IMPSIKO, KaTO
peareHTH, XpaHUTEIHH cpeau, (erareH Tenemku cepyMm, A00aBku, Oydepu, H3MON3BAHU 3a
xpomatorpadusi, u ap.

20. "TSE-ceptudukatr" e ceprudukar 3a cbOTBETCTBUE Ha MoHorpadusta Ha EBpomeiickara
¢dapmakomnes 3a MPOAYKTH C PUCK OT INpeAaBaHE HAa MPUYMHHUTENN HA JKUBOTUHCKU CHOHTH(OPMHHU
eHredanonaTiuy, u3AaAeH OT EBpomeiickus aupekTopaT MO KadecTBO Ha JieKapcTBaTta H
3/lpaBeoIia3BaHe.

21. "YoBeuku 6uoMatepuann” ca BCIKAKBU MPOTEUHH, KIETKU, ThKaHU U APYTd OMOJIOTHYHU
MaTepHaliy, TOJY4YeHH OT YOBEK, KOUTO C€ H3MOJ3BaT in Vitro WM eX Vivo 3a OIIeHKa Ha
(bapMaKOKMHETHYHUTE CBOWCTBA Ha JIEKAPCTBEHUTE BEILIECTBA.

22. "EX Viv0" - BBB BBHIIHA cpela CIe] M3BAXKJIAHE OT JKUB OPraHU3bM (32 MOCICABAIIO
BpBIIIAHE B HETO).

23."In Vitro" - U3BBH KUB OPTraHU3bM.

24."In vivo" - B sxuB opranu3zbsM (Occurring in a living organism).

25. (noBa - JIB, 6p. 33 ot 2010 1., B cuna ot 05.04.2010 r.) "JlekapcTBEH MPOIYKT 32 MOJIEpHA
Tepanus" € BCEKU OT CIEIHUTE JIEKAPCTBEHU MPOAYKTH:

a) JIEKapCTBEH MPOAYKT 3a TeHHA Teparvs;

0) nexapcTBEH MPOAYKT 3a Tepanusi ChC COMAaTUYHH KIIETKH;

B) MPOJYKT, TIOJTYYEH Ype3 ThKaHHO WHKEHEPCTBO.

26. (noBa - /IB, 6p. 33 ot 2010 r., B cuna ot 05.04.2010 r.) "KomOuHupaH J1ekapcTBEH MPOYKT
3a MojJepHa Tepamus" € JIEKapCTBEH MPOIYKT 3a MOJEpHA Tepamusi, KOHTO OTroBaps Ha CIIETHHUTE
yCIOBUSI:

a) Toi TpsOBa Ja BKIIFOUBA KAaTO HepasZeliHa YacT OT MPOAYKTA €IHO WM TOBEYE MEIUIIMHCKU
u3nenus mo wi. 2, ai. 1, . 3 ot 3akoHa 3a MEIUIIMHCKUTE W3JAETUS WM €QHO WM MOBeYe aKTUBHU
WMIUTAaHTUPYEMHU MEUIIMHCKHU U3IEJHs 10 4il. 2, all. 1, T. 2 oT 3aK0oHa 3a MEAUIIMHCKUATE U3JETUs, U

0) KJIeThbYHATa U ThKaHHATA MY YacT TpsiOBa J1a ChIbprKa )KU3HECTIOCOOHU KIIETKH WU ThKaHWU;
WITH

B) KJIEThYHATA WJIM ThKaHHATAa MY YacT, ChAbpIKAllla HeXKU3HECIIOCOOHH KJIETKU WIH THKaHWU,
TpsiOBa J]a MOXKEe J]a YIpaXKHSIBA BHPXY YOBEIIKOTO TSUIO ACWCTBUE, KOETO MOJKE JIa C€ CUMTA 32 OCHOBHO
CIIPSIMO JICWCTBUETO HA MOCOUEHUTE U3/IETUSI.

§ 3. JlokymeHTanusATa 3a€IHO C HEOOXOAUMHUTE MPOOH CE€ MPECTaBsl HA XapTUEH U €JIEKTPOHEH
HOCHUTEJ B CbOTBETHUS OpOH eK3eMIUIApH ChIacHo npuioxerue Ne 20.



§ 4. (1) B nexkapcTBeHHTE NPOAYKTH MOTAaT aa OBAAT BIAaraHd CaMO OI[BETUTEIH, KOUTO
OTrOBapsAT Ha OOIUTE W ClIeUU(DUYHUTE W3UCKBAHUS W KPUTEPHH CHITACHO 3aKOHA 3a XpaHUTE H
aKTOBETE 110 HETOBOTO MpHUJjIaraHe.

(2) Ilpu wm3kIOYBaHE HA JaJ€HO BELIECTBO OT CHUCHKAa HA OILBETUTEIIUTE, pa3pelieHH 3a
U3IOJI3BaHEe B XpaHH, CE CMa3BaT CPOKOBETE U MPEXOJHUTE MEPHOIU, ONPEICICHN 32 TOBA BEUIECTBO B
HOPMAaTUBHUTE aKTOBE I10 ail. 1.

3aKJII0uNTEeTHU pa3nopenoun

§ 5. Hapenbara ce u3ngaBa Ha ocHoBanue wi. 42 3JIIIXM u ormens Hapen6a Ne 17 ot 2001 .
32 M3UCKBAHMATA KbM JAaHHHUTE, KOUTO ChIbpKa JOKYMEHTAIMATA 32 pa3peliaBaHe 3a ynorpeda Ha
nekapctBenu npoayktu (B, 6p. 55 ot 2001 r.).

§ 6. C ta3u HapendOa ce BpBexaatT pasnopenoute Ha Jupexkrtusa 2003/63/EO na Komucusra 3a
n3menenne Ha Jupextusa 2001/83/EO na EBporneiickus napiameHT 1 ChBeTa 3a BbBEX/IaHE Ha KOJIEKC
Ha OOILIHOCTTAa OTHOCHO JIGKAPCTBEHUTE MPOAYKTH 3a XyMaHHa yrnoTpebda u Ha upektusa 78/25/EMO
OTHOCHO OILIBETUTEIUTE, KOUTO MOTaT Aa ObJaT U3I0JI3BAaHU B JIEKAPCTBEHUTE MPOTYKTH.

IMpexoanu u 3aKII0OYUTETHH pa3nopeIon
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne 27 OT 2007 I'. 3A
N3UCKBAHUSATA KbM JAHHUTE U JIOKYMEHTAILMSTA 3A PASPEIIIABAHE 3A
YIIOTPEBA U PETUCTPALUSA HA JIEKAPCTBEHMU ITPOAYKTHU

(OBH. - 1B, BP. 33 OT 2010 I"., B CWJIA OT 30.04.2010T".)

§ 7. llomanenuTe KbM BIM3aHETO B CWJIa Ha Ta3uW Hapenba 3asBICHUS 3a pa3peliaBaHe 3a
yrnoTpeba, 3a MOJHOBSBAHE Ha pa3pellieHHs 3a ynorpeda M 3a MPOMEHU B M3AAJCHUTE pa3pelieHus 3a
ynotpeba Ha JIEKapCTBEHU NPOAYKTH MO YTBbpJAEHA pelenTypa ce pas3riexaar Mo peia U yCIOBUATA,
NPEBU/ICHU B Hesl.

§ 8. Ta3u Hapenba BpBexkaa pasnopenoute Ha Jupexkrusa 2009/120/EO na Komucusita ot 14
cenrremBpu 2009 r. 3a u3menenue Ha Jupekrusa 2001/83/EO na EBponeiickus napnament u Ha CbBeTa
3a yTBBbpKJaBaHe Ha Kojiekc Ha OOIIHOCTTa OTHOCHO JIEKApPCTBEHU MPOAYKTH 32 XyMaHHa yrnoTpeda 1o
OTHOIIICHHE Ha JIKapCTBEHUTE MPONYKTH 3a MojepHa Tepanus (OB, L 242/3 ot 15.09.2009 1.).

§ 9. Hapenbara Bnu3a B cuja OT JeHs Ha oOHapoaBaHeTo M B "JIbp’kaBeH BECTHHUK" C
n3kiatoueHue Ha § 1, 3 u 4, kouro Biau3ar B cwiia ot S anpuin 2010 r.

3ak/II0unTeTHU pa3nopenaoun
KBbM HAPEJBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 27 OT 2007 I'. 3A
N3NCKBAHUATA KbM JAHHUTE U JOKYMEHTALUSATA 3A PABPEIHIIABAHE 3A
YIIOTPEBA U PETUCTPALIUSA HA JIEKAPCTBEHUTE IMPOAYKTHU
(OBH. - IB, BP. 47 OT 2011 T".)

§ 19. (1) ObOpasuuTe Ha 3asBICHHME 3a pa3pellaBaHe 3a yNoTpeda Ha JIEKAPCTBEH IMPOAYKT,
3adBJICHME 3a pas3pellaBaHe 3a YINOTpeOa/perucrpanuss Ha XOMEONATHYEH JIEKapCTBEH IPOJYKT,
3afBJICHME 3a MPOMSHA Ha pa3pelIeHUeTo 3a YIoTpeda/yA0CTOBEPEHHUETO 3a pEerucTpanus Ha
JIEKapCTBEH IPOAYKT, 3asBJICHHE 3a M3MEHEHHE Ha TEKCTa W/Win O0(OPMIIEHUETO Ha ONAKOBKa W/WIH



JTUCTOBKA, KOETO HE € CBBP3aHO C MPOMSHA B KpaTKaTa XapaKTEpHUCTUKA Ha MPOIYKTa, 3asBICHUE 3a
MPEXBBPIIIHE Ha MpaBaTa BbPXY pa3pellieHHe 3a yrnoTpeda Ha JIEKapCTBEH HPOAYKT M 3asBICHHUE 3a
MTOJTHOBSIBAHE HA Pa3pelICHUETO 3a ynorpebda ce myOIMKyBaT Ha HHTEpHET cTpanuiiaTa Ha MAJI.

(2) UznbpanutenHaTa areHuus IO JieKapcTBaTa MyOJIMKyBa HAa HWHTEPHET CTpaHMIIATa CHU
yKa3aHUs, CBbP3aHHU C MPHJIATaHETO Ha HapeabaTa.

[Tpunoxxenue Ne 1 kpm 4. 7, an. 1, 1. 1, OykBa "a"

(Otm. - 1B, 6p. 47 oT 2011 1.)

nyn

[Mpunoxenne Ne 1.1 kpM uit. 7, an. 1, 1. 1, OykBa "a

(Otm. - [IB, 6p. 47 or 2011 1.)

[Tpunoxenue Ne 2 xbm 4. 7, an. 1, 1. 1, 6yksa "a"
(U3m. - JIB, 6p. 47 ot 2011 1., u3m. - IB, Op. 25 o1 2018 1.)
Monyn 1: AnMuHUCTpaTHBHA HHGOpMaLUs

1.0. IlpunpyxurenHo nucmo

1.1. W3uepmarenHo CbIbpKaHUE HaA ISUIOTO JOcue (HAa BCHYKM MoOAyau oT 1 jgo 5
BKJTFOUMTEITHO)

1.2. (Usm. - B, O6p. 47 ot 2011 r.) 3asBieHue chIrIacHO oOpaszell, YTBBPJAEH OT
n3nbaHUTENHUS nupexrop Ha MAJL. KbMm 3asBieHneTo ce npuiiarar CiaeIHATE JOKYMEHTH:

1.2.1. nokyMeHT 3a ImIaTeHa Takca chbriacHo tapudara mo wi. 21, an. 2 3JIIIXM;

1.2.2. nmucmo 3a MHGOPMHUPAHO ChIVIACHE OT MPUTEKATeNl Ha pa3pelleHHeTo 3a yrnorpeda Ha
pa3pellieH JIeKapCTBEH MPOAYKT - KOTaTo € MPHUII0KHUMO;

1.2.3. odunuaneH TOKYMEHT, H3[aJieH OT KOMIIETEHTEH OpraH, CbIVIACHO CBHOTBETHOTO
HAI[MOHAJTHO 3aKOHOJAATEJICTBO, JOKa3Ball, 4Ye 3asiBUTENSAT € YCTAaHOBEH Ha TEpUTOpUATa Ha
EBpomneiickoto nkonomuuecko npoctpanctBo (EWII) - nannu 3a Enunnus uaeHtudukanmoneH Koa Ha
IpYyXeCcTBOTO OT THProBCKHS pEerucThp, a 3a JpyXKecTBaTa, PErMCTPUPAaHU B JbpiKaBa - WICHKA Ha
EBpornelickust cbro3, Wim B AbpxkaBa - crpaHa no Cnopasymenuero 3a EUII - 3aBepen mpenuc ot
JOKYMEHT 3a aKTyaJlHa PErucTpauus MO0 HAIMOHAJIHOTO 3aKOHOJATEJICTBO, M3/aJIeH OT KOMIIETEHTEH
OpraH Ha CbOTBETHATa IbpKaBa, IPEBEEH U JIETAIN3NpPaH 110 CbOTBETHUS PEL;

1.2.4. 1OKyMEHTH, yAOCTOBEPSBAILH, Y€ JIUIETO, KOETO MO/1aBa 3asBJICHUETO, € YITHIHOMOIIEH
npencraBuTesl Ha junero no wi. 26 3JIIIXM, n mbJIHOMOIIHO 3a KOPECHOHJEHILMS OT MMETO Ha
3asBUTEIIS/TIPUTEKATENS] Ha pa3pelieHHeTo 3a ymoTpeda - CbC 3aBepka, YAOCTOBepsBalla
IIPEICTaBUTEIIHATA BJIACT HA YIIBIIHOMOILUTES, IPEBEACHO U JIETAJTU3UPAHO 110 CbOTBETHHUS PELL;

1.2.5. (ot™m. - IB, Op. 25 o1 2018 1.)

1.2.6. pa3penieHue 3a MPOU3BOACTBO, U3AJI€HO OT PEryJIaTOPHMsI OpPraH Ha JIbpKaBaTa, B KOSITO
ce M3BBPILIBAa MPOU3BOJCTBOTO (Miau ekBuBasieHT u3BbH EWII, kbrero e B cuia crnopa3yMmeHue 3a
B3aMMHO MTPHU3HABAaHE HA MHCIIEKLIMUTE WIM ChOTBETHO criopazymenue ¢ EBponeiickara o6mHocT);

1.2.7. ceprudukar(u) 3a 1goOpa NPOU3BOACTBEHA MpaKTHKa WJIM CTaHOBHILE(a),
yIIOCTOBEpSBAIIM, Y€ MPOU3BOACTBOTO HA JIEKAPCTBEHUS ITPOLYKT U HA aKTUBHUTE BEIIECTBA, BIM3AIIH B
ChCTaBa MY, € MU3BBPIIEHO B CHOTBETCTBHE ChC CTaHAAPTH, Hali-MaJKO €KBUBAJEHTHU Ha CTaHAAPTHUTE
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Ha 100paTa MPOU3BOJCTBEHA MIPAKTUKA, U3/Ia/ICH OT KOMIIETEHTEH OpraH Ha Jbp)kaBa oT EBpomelickoTo
MKOHOMMYECKO MPOCTPAHCTBO WM OT JAbp)KaBa, C KOSTO € B CHja CHOpa3yMeHHE 3a B3aUMHO
NpU3HABaHE HAa UHCIICKLIUUTE;

1.2.8. 3a BCSIKO aKTHBHO BEIIECTBO - JeKJIapainusi(u) OT KBaIU(PUIMPAHOTO JIKIE Ha
MPUTEKATENS HA pa3pelieHre 3a MPOU3BOJCTBO, OTTOBOPEH 3a OCBOOOXKAAaBaHE Ha MAPTHIUTE, U OT
KBIM(ULIUPAHOTO JIMIIE HA BCEKU OT MPUTEKATEIUTE HA pa3pellieHre 3a IPOU3BOJICTBO, Pa3MOI0KEHH
Ha tepuropusata Ha ENII, nocoueHu B 3asBIICHHETO, KBACTO aKTUBHOTO BELIECTBO C€ M3IIOJI3Ba KaToO
M3XO0JIeH MaTepual, ue akTUBHOTO BEIIECTBO C€ MPOU3BEXK/Ia B ChOTBETCTBHE C PHKOBOJICTBATA 3a J00pa
MIPOU3BOJICTBEHA MTPAKTHKA 32 U3XOJHU MaTepuaiy, npuetu ot OOMIHOCTTA;

1.2.9. cxema Ha BCHUKHM MeCTa Ha MPOU3BOJACTBO U KOHTPOJI, Y4acTBAlX B MPOU3BOJICTBEHUS
IpoIiec Ha JIEKApPCTBEHUS MPOAYKT M HAa aKTHBHOTO BEILIECTBO;

1.2.10. (ot™m. - JIB, 6p. 25 ot 2018 1.)

1.2.11. (ot™m. - IB, 6p. 25 ot 2018 1.)

1.2.12. mpuapyXuTeTHO NHUCMO OT MPOU3BOJIUTENIS Ha AKTUBHOTO BEILIECTBO CHIVIACHO
npuiioxkenne Ne 2.2;

1.2.13. m1cmMo 3a TOCTHIT JO OCHOBHOTO JIOCHE Ha aKTUBHOTO BEIECTBO CHIVIACHO MPUTIOKEHUE
Ne 2.3 wim xorme ot Ceprudukar 3a choTBeTCTBHE Ha EBponeiickara ¢papmakornes;

1.2.14. xonue OT MUCMEHO MOTBBPXKACHUE OT MPOU3BOAUTENS Ha aKTUBHOTO BEIIECTBO, Y€ IIIE
uHpOpMHpa 3asBUTENS B CIy4yail Ha MPOMSHA B MPOU3BOJACTBEHHS MPOLEC WIM CHEHU(HUKAIUUTE B
cboTBeTcTBUE ¢ Ta3u HapenOa ([Ipunoxenue I ot [upextura 2001/83/EO);

1.2.15. cepruduxar(u) 3a chOTBETCTBHE Ha MOHOrpadusaTa Ha EBpormeiickara ¢dapmakones
oTtHOCHO crioHrudopmuute enuedanonaruu (TSE-cepruduxar);

1.2.16. mucmeHo chriacue(s) Ha KOMIIETEHTHUTE OPraHU 3a OCBOOOXIaBaHE HA T'C€HETHYHO
Moauduumpanu opranuzmu (I'MO) B okonHarta cpena;

1.2.17. nayuyna xoHcynrauus oT Komurera 3a jekapCcTBEHU MPOIYKTH 32 XyMaHHaTa MEIUILIMHA
W/WIM OT IbprkaBa(u) dieHKa(un);

1.2.18. xomue OT pa3penieHneTo(sTa) 3a ynorpeda B nbpxkana - ctpana no CropazyMmeHUETo 3a
EWII, u ekBUBaNIEHTHU JOKYMEHTH 32 TPETH IbPKaBU - MPU TOUCKBAHE;

1.2.19. xomme OT OTKa3 3a M3JaBaHE Ha pa3pelleHue 3a ynorpebda B JAbpKaBa - CTpaHa IO
Cnopazymenueto 3a EUII, unu B Tpera appxaBa, IPUAPYKEHO ¢ MOTHUBH;, HHPOpPMAIIUSI 32 BPEMEHHO
CTIMpaHe WX 3a TPEeKpaTsBaHe Ha JCWCTBUETO HA Pa3peIIeHUETO 3a YIoTpeoda;

1.2.20. ciuchbK Ha MPECTAaBEHUTE ChC 3asiBIICHUETO MAKETH U TPOOH/MOCTPH;

1.2.21. Komue OT pPEHICHHWETO 3a ONpeAesIHE KaTo JIEKapCTBEH MPOAYKT, MpeaHa3HaueH 3a
nedeHne, MpouIakTHKa WM JUATHOCTUKA HA PEIKU 3a00JIIBaHNUS;

1.2.22. cnucek Ha mpeqIokKeHuTe (CBOOOMHO U30paHWM) HMEHA W TPUTESXKATEIUTE Ha
paspelieHus 3a ynorpeda B 3acernatute abpxasu o EUII - mpu npoueaypu mo B3auMHO NpU3HABaHE U
JEeTIEHTPATH3UPAHH TTPOIETYPH;

1.2.23. xonue ot ceptudukata Ha EBporeiickaTa areHuus 1O JeKapcTBaTa 3a OCHOBHO JIOCHE
Ha BakcuHeH aHtureH (O/IBA);

1.2.24. xonue ot ceprudukata Ha EBpornelickaTa areHIus Mo JeKapcTBaTa 3a OCHOBHO J0OCHE
Ha mazma (OIT).

1.3. Uudopmanus 3a npoyKTa

1.3.1. Kpatka xapakTepucTMKa Ha IpPOJAYKTa, IMPOEKT 3a JAaHHUTE BBPXY IIbPBUYHATA W
BTOpUYHATA OMAKOBKA U MPOEKT 3a JIMCTOBKA HAa OBITApCKU €3UK. B ciyuail 4e ToCHeTo € Ha aHTITHICKU
€3UK, CBIIUTE CE TMPEICTABAT OCBEH Ha OBJITAPCKU M Ha aHTJIMICKH e3WK. KpaTkara XxapakTepucTHKa Ha
npoaykTra e chriaacHo mpuinokeHue Ne 11. IlpoekT 3a maHHUTE BBpPXY NbpBUYHATA U BTOPUYHATA
OTaKOBKAa M TPOEKT 3a JINCTOBKA Ca B CHOTBETCTBHE C HM3MCKBaHWATAa Ha TiaBa VI Ha 3JIIIXM u
HapenOara mo wi. 170 3JITIXM.

1.3.2. (mom. - B, 6p. 47 or 2011 r.) MakeTu Ha I’bpBUYHATA U BTOpPUYHATA OMAKOBKA U



JUCTOBKHUTE 3a JIEKAPCTBEHMs MPOAYKT B CHOTBETCTBUE C M3MCKBaHuUATa Ha rnaBa VI Ha 3JIIIXM nu
Hapenbara mo wi. 170 3JIIIXM. MakeTbT € KOnMe Ha IUIOCKUS JU3aiiH Ha OMAaKOBKaTa ¢ MCTHHCKUTE
[IBETOBE, KaTO BKJIIOYBA TOYHO KOMHE HA II'bPBUYHA M BTOPUYHA OMAKOBKA, MPEJCTABEHA JIBYU3MEPHO.
[IpencraBs ce KaTo XapTUEHO KOIMKE WM KOMITIOTHPHO T€HEpUpaHa BEPCHUSL.

1.3.3. MocTpu OT IbpBUYHA U BTOPUYHA OIIAKOBKA U JINCTOBKA (10 Bb3MOXKHOCT).

1.3.4. Pe3yntaTu OT KOHCYATalUs C I€JIEBU TPYyNH NAIUEHTH, 3a KOUTO € II0Ka3aH
(mpenHa3HaveH) JEKApCTBEHUAT MPOJYKT; MIPU JIMIICA HA TAaKWBa ce 0OOCHOBABA 3alll0 HE € W3BBPIICHA
KOHCYJITAIHSI.

1.3.5. (m3m. - IB, 6p. 47 ot 2011 r.) Uadopmamus 3a npoaykTa, 0100peHa B AbPKaBUTE -
yiieHKu Ha EBponeiickus cbio3 (KbAETO € MPUIOKHMO).

1.3.6. (m3m. - IB, Op. 47 ot 2011 r.) Undopmanust Ha bpaitnoBa a30yka u nexiapaius 3a
M3IBJIHCHUE HAa M3UCKBaHUATA 1m0 wi. 168, an. 6 3JIIIXM, croTBeTHO Ha wi. S6a ot Jupektura 2001/83
(OB, L 311/28.11.2001 r.).

1.4. (u3Mm. - JIB, Op. 47 ot 2011 r.) Uadopmarus 3a ekcuepTuTte

[IpencraBar ce nexyapaiuu, NOAMUCAHU OT ekcrneptuTe no ui. 27, an. 4 3JIIIXM, 3aeano c
KpaTka uH(popMaIMs 3a TIXHOTO oOpa3oBaHue, o0yueHue u npodecuonaneH onut. Excnepture TpsioBa
7la UMaT MOIXOSIIA CTICUATHA U PO EeCHOHATHA KBATU(UKAIIHSL.

1.5. CneuncduyHy HW3MCKBaHUS KbM JOKYMEHTAIMSITa KbM pA3IUYHU THUIIOBE 3asBICHUS
cbraacHo npustoxkerus Ne 9, 10, 11 u 6.1

1.5.1. bubnuorpadcku 3assnenus no wi. 30, an. 1 3JIIIXM

[IpencraBs ce 0000IIeHWEe HAa OCHOBaHUATA W JAHHHUTE, JOKAa3BaIlld, Y€ AKTUBHOTO(UTE)
BellecTBO(a), BIM3amlo(1) B ChCTaBa Ha MPOAYKTa, € (ca) ¢ 1o0pe ycTaHOBeHa yroTpeda U ¢ IPUEeMITUBO
HUBO Ha 0€30MacHOCT 1 e(h)UKACHOCT.

1.5.2. 3asBnenus no wi. 28 3JIIIXM (renepuunu jeKapcTBEHU MPOAYKTH), mo wi. 29, am. 1
(XuOpHUIHU JIEKapCTBEHH MPOIYKTH) U 1O Wi. 29, ai. 2 (moxoOHM OMOIOTHYHY JIEKapPCTBEHU MPOIYKTH)

IIpencrags ce:

1.5.2.1. 0600mIeHNEe Ha OCHOBAaHUSATA U JAHHUTE, JOKA3BaIllH, Y€ JICKAPCTBEHUSAT MPOAYKT, 3a
KOWTO € TMOJaJeHO 3asiBIICHHWE, € TeHEepHYeH Ha pedepeHTEeH IEeKapCTBeH MPOIYKT, XHOpHIEH Ha
pedepeHTeH JeKapCTBEH MPOAYKT WU TT0100€H OMOJIOTHYEH JICKAPCTBEH TIPOIYKT;

1.5.2.2. nanHM 3a fgaTaTa Ha paspeliaBaHe 3a ymorpeba Ha pedepeHTHHsS MPOIYKT, aKo €
BB3MOXKHO;

1.5.2.3. mexnapanus, 4ye pedepeHTHHUAT JIEKAPCTBEH MPOAYKT HE € MOJ MaTeHTHa 3alluTa Ha
TeputopusTa Ha Penyonuka bbiarapus u ye cpoksT 1o wi. 28, an. 1 3JIIIXM e usrexsi.

1.5.3. YapmxaBaHe Ha 3a11uTaTa Ha TaHHUTE

To3u pasgen ce u3UCKBa B cClydyauTe, KOTraro MPUTEXKATENSAT HA pa3pelIeHHeTo 3a
ynoTpe0a/3asiBUTENAT UCKa (JIOMBIHUTENHA) 3alIUTa HA TaHHUTE MPU HOBO MOKa3aHHE WU MPOMSHA B
KiacuukanusTa, chriiacHo wi. 28, an. 7 u ui. 30, an. 3 3JIIIXM.

3a 3amura Ha AaHHuTe 1o 4. 28, an. 7 3JIIIXM ce npencrass Aokiaa, 000CHOBaBaIll HOBOCTTA
Ha TOKAa3aHUETO M 3HAYUTEITHUTE KIMHUYHU MPEANMCTBA B CPABHEHHE CHC CHIECTBYBAIIUTE JeUCOHH
BB3MOKHOCTH IO TOBA MOKA3aHUE.

3a 3amuTa Ha gaHHUTE 10 Wwi. 30, an. 3 3JIIIXM ce npeacrass qokaaa, 000CHOBABAIl HOBOCTTA
Ha MOKa3aHUETO U Y€ ca MPOBEICHH 3HAYUTEITHN HEKJIMHUYHU WU KIIMHUYHU U3NUTBAHUS BbB BPbH3Ka C
TOBA MOKa3aHHe.

1.5.4. U3BbHpeHU 0OcTOATENCTBA (pa3peliaBaHe Mo/ YCIOBHE)

3a u3gaBaHe Ha pasperieHue 3a ynorpeda npu u3BbHpEIHU o0cTosITeNncTBa 1Mo wi. 56 3JIIIXM
B TO3U pa3jiel ce MpecTaBs 000CHOBKA, BKITFOUBAIIA CIICTHUTE aCTIEKTH:

1.5.4.1. HEBB3MOXKHOCT OT CTpaHa Ha 3asBHUTENS /1A MPEICTABH M3YEPIATEIIHU HEKJIMHUYHU U
KIIMHUYHU JaHHY 32 ePUKAaCHOCTTa ¥ 0€30MaCHOCTTA MPU HOPMAITHU YCIIOBHS Ha ymoTpeda;

1.5.4.2. cniiuCbK HA HEKIMHAYHUTE WM KIMHAYHATE OAHHU, KOUTO HE Morar aa Obaar



IIPEICTaBEHU U3YEPIIATEIHO;
1.5.4.3. o0ocHOBKa Ha OCHOBaHHUATAa 3a paspellaBaHe 3a ymnorpeda NpH HU3BBHPEIHU
00CTOATENCTBA;

1.5.4.4. npemnoxeHus 3a MnoApoOHa uHGOpMaLus BbB Bpb3KAa CbC CHEUUPUUHUTE
MPOLIEAYPH/3aIbIIKCHHISI, KOUTO TPsiOBa Ja ObJAT M3MBJIHECHU (MPOIEypH, CBbP3aHU C 0€30MacHOCTTa,
[Iporpama 3a U3IMUTBaHUs, YCIIOBUS 3a IIPEeIIUCBaHE WIN Ipularane, MHQGopMarus 3a NpoayKTa).

1.5.5. 3aaBnenus 3a gekapcTBeHU NpoAyKTH 1o wi. 32 3JIIIXM

IIpencraBd ce nmucMo 3a MH(POPMHMPAHO ChIJIACHE OT IPUTEXATeNsl Ha Pa3peIIeHUETO 3a
ynotpe0a Ha JIEKApCTBEHUS MPOIYKT 3asBUTEIAT J1a [10JI3Ba ChIABPIKAHUETO HAa HETOBUTE MoaysHu 3, 4 u
5 ¥ J1a uMa J0CTBII JI0 ChABbpPIKAIlaTa ce B TAX MH(OpMAIMs Ipe3 LAJI0TO BpeMe, T0KaTo IPOAYKTHT, 3a
KOHTO C€ OTHAcCs 3asBICHHMETO, € Pa3pelleH 3a ynorpeda. AKO B TaKbB ClIydail c€ MOJI3Ba U OCHOBHO
JI0CU€ Ha aKTUBHO BELIECTBO, C€ MPEACTaBs U CbOTBETHO MUCMO 32 JJOCTHII BbB BPb3Ka ChC 3asBICHUETO
3a pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBEHUS MPOIYKT.

1.5.6. Ilon3Bane Ha HemyOJMKYBaHM JaHHU OT HEKJIMHWYHM U KIMHUYHU W3MUTBaHUS ChC
chIVlacH€ Ha MpUTEXKATENs Ha IpaBaTa BbPXY TAX

IIpencraBs ce mucmMo 3a HMHGOPMHUPAHO ChIVIACHE OT NPUTEXKATENss Ha IpaBaTa BBPXY
CbOTBETHUTE JIaHHU 3asBUTEJIST J1a TU NI0JI3Ba BbB BPb3Ka ChC 3asBJICHUETO.

1.6. OueHka Ha pHUCKa 3a OKOJIHATa cpeja

TaMm, KBIETO € MPUIIOKKUMO, 3asBJICHUATA 33 pa3pelIeHus 3a ynmorpeda ciiefBa Ja BKIIOYBAT
IIperJies] Ha OlIEHKaTa Ha pUcKa, B KOSATO Jia ce JjaBa OILleHKa OTHOCHO Bb3MOYKHUTE PUCKOBE 3a OKOJIHATa
cpeaa BCIEACTBHE Ha W3IOJI3BAHETO W/WIM M3XBBPISHETO Ha JIEKApPCTBEHHS MPOAYKT, KaKTO M
IPEUIOKEHUS 33 MOJIXOAAIIM YKa3aHUs U MpeaynpexkaeHus B UHpopMalusiTa 3a NpoayKTa (Kparkara
XapaKTepUCTHKA Ha MPOJIyKTa, JUCTOBKAaTa U onakoBKkuTe). CiieqBa 1a ce 00bpHE BHUMaHUE Ha PUCKA 3a
OKOJIHaTa cpella, CBbp3aH ¢ OCBOOOXKAABAHETO Ha JIEKAPCTBEHHM MPOAYKTH, ChIIbPXKAIIU UM ChCTOSILU
Ce OT TEHETUYHO MOTUPHUIIMPAHA OPTaHW3MU MO0 cMHChiIa Ha wieH 2 oT JupektuBa 2001/18/EO nHa
EBponeiickus mapnamenT u Ha CwBeta or 12 mapt 2001 r. OTHOCHO OCBOOOXXIaBaHETO Ha
Moau(UIIMpaHU OPraHU3MHU B OKOJIHATa cpefa U oTMeHsHeTo Ha JlupektuBa Ha CvBera 90/220/EUO.

WNHudopmanusara no OTHOLIEHHE Ha pHCKa 3a OKOJIHATa Cpelia ce MPEJCTaBs KaTo JOMbIHEHUE
KbM MOy 1.

WNudopmanusara ce mpeiacrtaBs B chOTBETCTBHE ¢ pasnopenodute Ha dupextusa 2001/18/EO,
KaTo ce B3eMaT NpeIBUJ pPbKOBOJCTBATa, MyOJMKyBaHM OT EBpomeiickaTa KoMHCHS BbB Bpb3Ka C
IpUJIAraHeTo Ha ChlIaTa AUPEKTHBA.

WNupopmanusdra ciensa aa ce CbCTOU OT CIETHOTO:

1.6.1. yBog;

1.6.2. Komue OT NHUCMEHO ChIVIACUE WM ChIJacHsl 3a OCBOOOXJaBaHE Ha TE€HETUYHO
MOJUGUIMPAHUTE OPTaHU3MHU B OKOJIHATA CPe/ia ¢ HAyYHOU3CIIEJOBATEIICKU U Pa3BOMHU 1I€JTH ChITIACHO
gact B ot Jupextuna 2001/18/EO;

1.6.3. undpopmanusra, kodaro ce u3nuckpa cbriaacHo llpunoxenus II go IV xem [lupextuna
2001/18/EO, BKJIIOYUTETHO METOAM 3a OTKPUBAHE U WUICHTHU(UIMpPaHE, KaKTO W YHHKAIHUS KOJ Ha
TeHETUYHO MOAM(DUIMPAHUS OPraHU3bBM, IUTIOC BCAKAKBA JIOMBIHUTENHA WHPOpPMAILUA 110 OTHOIICHHE
Ha FeHeTUYHO MOJIU(ULIMPaHUs OPTraHU3bM WM MPOAYKTA, KOSATO € OT 3HaUeHHE 3a OL[EHKaTa Ha pUcCKa
3a OKOJIHATa Cpena;

1.6.4. noksan 3a OLIEHKATa HA pUCKa 3a OKOJIHATA cpeda B choTBeTCcTBUE C [Ipunoxkenue 11 kbM
Hupextusa 2001/18/EO, uzroren Ha 0a3zata Ha nHpopmanusara, nocouera B [Ipunoxenus 111 u IV kpMm
Hupexktusa 2001/18/EO;

1.6.5. 3axytoueHue ¢ Orjie/l Ha ropernocovyeHara HH(opMaIys, KakTo U Ha OlleHKaTa Ha prcKa 3a
OKOJIHaTa Cpejia; 3aKJII0UEHHUETo TPsOBa Jla mpejyiara MoaXosIIa CTpaTerus 3a yInpaBleHne Ha pUCKa,
ChIbpiKallla IJIaH 3a HaOJII0JIEHHE ciie]l U3JaBaHeTO Ha pa3pelleHue 3a ynorpeda U CbOTBETHUTE JTaHHH,
KOUTO ClIeiBa /1a C€ BKJIIOYAT B KpaTKaTa XapaKTEepUCTUKA HA MPOJIYKTa, B OMIAKOBKATa U JIMCTOBKATA IO



OTHOIICHHE Ha TeHETUYHO MOAU(DUIIUPAHUTE OPTaHU3MHU M BBIIPOCHUS JIEKAPCTBEH MPOAYKT;

1.6.6. moaxoasmy MEPKU 3a UHPOpMHUpaHEe Ha OOIIECTBEHOCTTA.

CrnenBa cplIO Taka Ja ce BKJIIOYAT M IOJIMUC Ha aBTOpa ¢ JaTa, CBEJIEHUS 3a 00pa30BaHUETO,
00y4eHHEeTO U MPO(PECHOHATHUS MY OIUT, KAKTO M JeKJIapalys 3a Bpb3KaTa MeXy aBTOpa U 3asBUTEIIS.

1.7. Wudopmanus 1O OTHOLICHWE Ha 3allMTa Ha JaHHUTE 32 JIEKApCTBEHH MPOAYKTH,
IpeJHa3HauYeHU 3 JIeYeHHe, Npo(UIakTUKa U AUArHOCTUKA Ha peIKH 3200 IsIBaHUs

1.7.1. B ciyuaii 4e 3asBJIEHHMETO CE OTHACS 3a [I0OKA3aHUE, CBBP3aHO ChC CHCTOSHUE, 32 KOETO
uMa H3JaJICHO pas3pelleHue 3a ynorpeda Ha JIEKapCTBEH IMPOJYKT, IpeJHa3HaueH 3a JICUeHHeE,
npoMIaKTUKA U JTUArHOCTHKA HA PEIKU 3a00JsIBaHMSA, U € B CHJIA NEPUOIBT HA 3alUTa HA JAHHUTE
ceraacHo wi. 8 Ha Permament (EO) Ne 141/2000, 3asBuTensaT TpsOBa J1a IpeICTaBH KPUTHYCH JOKIIA,
pas3riexaall eBeHTyaIHaTa "moJJ0OHOCT" Ha JIEKapCTBEHHS MPOYKT, 32 KOMNTO Ce OTHACS 3asBICHUETO,
C paspelieHuss 3a ymnorpeda JEeKapCTBEH MNPOIAYKT, IMpeJHa3HaueH 3a JeYeHHe, NpOoPWIAKTUKA U
JIMAarHOCTHKA Ha pelaku 3aloinsBaHus. J(oKmagpT TpsOBa a ChABPKA 3aKIIOYCHHE AU MPOIYKTHT €
momo0eH, U HeE €.

1.7.2. B cnyuaii 4ye JieKapCTBEHUSAT MPOIYKT, 3a KOMTO ce OTHACs 3asBJICHUETO, € "Moa00eH" Ha
JIEKapCTBEH MPOJYKT, 32 KOWTO € B CHJIa IEPHOABT Ha 3all[UTa Ha JAaHHUTE ChIVIACHO 4i. § Ha PermameHT
(EO) Ne 141/2000, 3astBuTensT TpsiOBa aa mpeiacTaBu U 00OOCHOBKA, MOKa3Ballla, Y€ € B CHJIa HAKOE OT
U3KIIFIOYEHHUATA, IOCOUYEHH B Wi. 8.3 Ha ChIIUA PErJIAMEHT.

B cnywail ye npuTexarenasT Ha pa3peUIeHHETO 3a YHoTpeda Ha JIEKapCTBEHUS MPOAYKT,
IpeJHa3HauyeH 3a JiedeHue, Npo(uIakTiKa U TMarHoCTUKA Ha PeAKH 3a00JIsBaHus, € J1aJl ChIJIaCUeTO CU
Ha 3asABUTENS, TPsiOBa 1a ObJe MPEICTABEHO MOANMCAHO OT MPUTEKATENS Ha Pa3pelIeHneTo 3a ynorpeda
IIUCMO, MOTBBPIK/IABAILO ChIVIACHETO MY 3asSBUTEIAT Ja MOJaje 3asBJICHUETO HAa OCHOBAaHUE 4jieH 8.3,
Oyksa "a" Ha Permament (EO) Ne 141/2000.

B cnyuaii ye 3asBneHHeTo ce rojiaBa Ha ocHoBaHMe wieH 8.3, OykBa "0" Ha Pernament (EO) Ne
141/2000, 3asButenar TpsOBa Ja MpEACTaBU JOKJIAJA, OMHCBAI 3aII0 CHAOISIBAHETO C pa3pemieHHs 3a
yrnoTpeda JeKapCcTBEH NPOAYKT Ce CMsITa 3a HeJlocTaTbyHO. B okiana TpsOBa a ce onuiine KOHKPETHO
HEJOCTUT'BT U J1a c€ OOOCHOBE TBBPACHUETO, Y€ MOTPEOHOCTUTE Ha MAIMEHTUTE C MOKa3aHUETO 3a
JeyeHue, NpopHUIaKTUKA UM JUarHOCTHKA Ha PAJIKO 3a00JsBaHEe HE ce MOKpUBAT. Bcuuku TBBpAEHUS
TpsiOBa J1a ca 00OCHOBAHM C KAYECTBEHHU U KOJIMYECTBEHH JIAHHH.

B ciyuaii ye 3asBrneHHeTo ce rmojaBa Ha ocHoBaHUe wieH 8.3, OykBa "B" Ha Pernament (EO) Ne
141/2000 (nexapcTBEHUAT MPOAYKT, 3a KOMTO C€ OTHACA 3asBIEHUETO, € M0-0e30MmaceH, Mno-epukaceH
WIH N0 JPYT HAUYUH KJIMHUYHO MPEBH3XO0K/a pa3pelleHus 3a ynoTpeda npoayKT), 3assBUTEIIAT TpsOBa Ja
MIpe/ICTaBu KPUTHYEH JOKJIaJ, 0OOCHOBaBalll 3aIll0 MOXE Ja Ce CMATa, Y€ MpeaIaraHusiT HPOAYKT
KJIMHUYHO MPEBB3X0K/Ia pa3pelleHus 3a ynorpeda NpoayKT, B CbOTBETCTBUE ¢ WieH 8.3, OykBa "B" Ha
Pernament (EO) Ne 141/2000 u unen 3.3, Oyksa "r" na Permament (EO) Ne 847/2000.

1.8. Undopmanus no oTHOIIEHHE Ha JIEKapCTBEHATa O€30M1aCHOCT

1.8.1. Cucrema 3a JekapcTBeHa 0€301acCHOCT

IIpencras ce moapoOHO oMKCaHUE HA CHCTEMAaTa 3a JIEKapcTBeHa 0€30IacHOCT, KOSITO 11e Obje
BBBEJICHA OT 3asgBUTENA, ChbIilacHo wiI. 27, ai. 1, T. 12 3JIIIXM.

To Tps6Ba na BKIIIOYBA JIOKA3aTENICTBO, Y€ 3asBUTEIAT paslojiara ¢ KBATHU(PHUIMPAHO JIUIE,
OTroBapsIIO 3a JeKapcTBeHaTa 6e3omacHoCT chriiacHo wi. 186 3JIIIXM, u ¢ HeoOXoauMHTe CpesicTBa 3a
cboOlI[aBaHe Ha BCSKAKBa HEXKEJaHa JEKapCTBeHA peakiiys, Bb3HUKHaIa B EBponeiickara oOIHOCT Win
B TpETa CTpaHa.

To3u paznen ce U3MCKBA MPHU BCSIKO HOBO 3asiBlIeHHE (BKJIIOUUTENHO 32 paslIMpsiBaHe 00OXBaTa
Ha pa3penieHneTo 3a ynoTpeoa).

1.8.2. Cucrema 3a ynpaBlIeHHE Ha pUCKa

[IpencraBs ce moapoOHO OMHMCAHME HAa CHUCTEMarTa 3a YIpaBlIeHHE Ha pHCKa, KOATO lie Oble
BBbBEJCHA OT 3asABUTEIN, ChIyIacHO uil. 27, an. 1, T. 12 3JIIIXM.

[TonpoOHOTO onucaHue Ha cUCTeMaTa 3a yIpaBlieHUE Ha pUCKa ce MpeCTaBs moja ¢popmaTa Ha



€BPOIEHCKY TUUTaH 3a YIpaBIeHUE HA PHCKA.

EBpormelicku miaH 3a ympaBiieHHE Ha pHCKa TpsAOBa Ja ce NpeACTaBU IPU BCAKO HOBO
paspermiaBane 3a ynorpeba Ha:

1.8.2.1. OpoyKT, ChIBpAKAI] HOBO aKTUBHO BEIIECTBO;

1.8.2.2. momoben O1oMOruyUeH JIeKapCTBEH MPOIYKT;

1.8.2.3. renepuueH/xuOpueH JEKapCTBEH MPOAYKT, KOraro 3a pedepeHTHHs JIeKapCTBEH
MPOAYKT MMa ChbMHEHHE OTHOCHO 0€30MacHOCTTa, M3UCKBAIO JOIIBIHUTEIHH JICHCTBUS 3a CBEXKIAHE 10
MUHUMYM Ha pUCKa WIH PA3JIUKUTE MEXKIY XUOPUIHUSA U peepeHTHHUS MPOAYKT MperoaraT pa3iuka
B PUCKOBETE, KAKTO U B IPYI'H ClIy4yau IO UCKaHe Ha M3mbiaHUTENHATa areHIus 10 JeKapcTBaTa Uik ako
3asIBUTEIIAT CMsTa, Y€ € He0OXO0IMM TaKbB IUIaH.

[InanbT 3a ynpasiieHHE Ha pUCKa CE MPEACTaBs KaTO CAaMOCTOSATENIEH JOKYMEHT, IPUAPYKEH OT
CBITBTCTBAIIM IOKYMEHTH, KOTaTo € He0OX0IUMO.

1.9. Madopmariuisi OTHOCHO KIMHHYHU H3MTUTBAHUS

[IpencraBs ce gexnapanusi, 4e MpU KIMHAYHUTE U3MUTBAHUS, MPOBEIECHU U3BbH TEPUTOPUATA
Ha EBpomnelickus chbio3, ca CHa3eHH €THYHHUTE MPUHIMIHN Ha AoOpaTa KIMHWYHA MPAKTHKA, KaKTO U
CHHUCHK Ha BCUUKH U3MHUTBAHUs (C HOMEpa Ha MPOTOKOJINTE), MPOBEACHU B TPETH IbPKaBU, C IIOCOUBAHE
Ha ChOTBETHUTE JbPKABU.

1.10. (u3m. - IB, 6p. 47 ot 2011 r.) UHpopManus, cBbp3aHa C eauaTpusra

B cwotBerctBHe ¢ wi. 7, 8 u 30 ot Permament (EO) Ne 1901/2006 na EBponeiickus mapiaMeHT
u Ha CpBeTa OTHOCHO JIEKAQpCTBEHUTE MPOJIYKTH 3a MNEAMAaTpUYHA YMoTpebda U 3a W3MEHEHHE Ha
Permament (EMO) Ne 1768/92, Mupextusa 2001/20/EO, HQupektusa 2001/83/EO u Permament (EO) Ne
726/2004 (OB, L 378/27.12.2006 r.) undopmanusra mo Ta3u ToUKa ce U3UCKBA 3a:

a) HOBO 3asBJICHHE 3a pa3pelllaBaHe 3a ynoTpeOa Ha JIEKApCTBEH MPOAYKT (C M3KIIOYCHHE Ha
TeHEPUYHH, XUOPUIHU U OMOJIOTUYHO MOJOOHU MPOIYKTH, MPOAYKTH C J00pe yCTaHOBEHa ymoTpeda,
TpaJULIMOHHU PACTUTEIHU U XOMEOINATUYHU MTPOIYKTH), KOMTO HE € pa3pelleH 3a ynorpeda B IbpKaBa -
ctpana no Cnopazymenuero 3a EUIL, kbm 26 ronm 2008 1.5

0) 3asBJIEHUS 32 HOBU TMOKa3aHUs, HOBH JIEKAPCTBEHH (POPMHU ¥ HOBM HAUMHU HA TPHIIOKECHUE
3a paspelieHd 3a yrnoTpeda JeKapCcTBEHH MNPOAYKTH (C HM3KIIOYEHHE Ha TeHEpUYHH, XHUOPHIHU U
OMOJIOTMYHO MOAOOHU MPOJAYKTH, IPOAYKTH C J0Ope yCTaHOBEHA ynoTpeda, TpaJuLMOHHU PACTUTEIHU
U XOMEONAaTWYHM NpoAykTH) a0 26 sHyapu 2009 r., KOMTO ca 3alIUTEHH upe3 cepTU(duUKaTr 3a
JOMTBIHUTENHA 3alllUTa WM 4Ype3 IMaTeHT, KOWTO OTroBaps Ha YCIOBUATA 3a IOJIydaBaHE Ha TaKbB
cepTHdHUKar;

B) 3asBJIEHME 3a pa3pelllaBaHe 3a ynorpeba Ha JIeKapCTBEH MpPOJYKT, INpeAHa3HAuYeH
M3KJTIOUUTETHO 32 IPUIIOKEHUE B ETUATPUATA.

[IpencrassT ce cCieHUTE JOKYMEHTH:

1.10.1. xomume ot pemenue Ha EBpomelickata arennus mo sekapctBata (EMA) 3a
0CBOOOKJaBaHE Ha KOHKPETEH JIEKapCTBEH MPOAYKT OT 33Jb/DKEHHMETO 3a mpenacraBsHe Ha [lmaH 3a
neauarpudHo usciensane ([111M1); nmmn

1.10.2. xorue ot pemenue Ha EMA 3a ocBoOokmaBaHe Ha KOHKPETEH KJIAC JICKAPCTBEHU
MPOJYKTH OT 3aAbJKEHHETO 3a npeactapsiHe Ha [TI1U; wm

1.10.3. xomue oT mocieaHara Bepcus Ha pemenueto(sita) Ha EMA 3a IIIIU (BkimrountenHo 3a
OTCpPOYBaHE Ha 3aIbJKEHUETO 3a npeacTaBsae Ha 111U - ako e mpuiokumo) U ako ca HaJIUYHU:

1.10.3.1. xonue ot craHoBuule U nokiaaa Ha [lenuarpuunus komuter Ha EMA 3a chOTBETCTBHE
Ha IIIIH;

1.10.3.2. noknan 3a ceorBercTBUE Ha 111N OoT 3asBUTENS B CilyyauTe, B KOUTO ChbOTBETCTBUETO
HE € YZI0CTOBEPEHO OT KOMIIETEHTEH OPIaH;

1.10.3.3. npernen Ha pesynratute ot [II11 B Tabnuden Bua, mocodsarl 3asBJISHUAATA, C KOUTO €
MO/IaJIeH WK 11e ObJIe TI0JJa/IeH, CTaTyca Ha 3asBICHUATA, KAKTO M Bph3KaTa UM C TOBA 3asBIICHUE.

1.11. (3am. - JIB, Op. 47 ot 2011 1.)



1.12. (3an. - /IB, 6p. 47 ot 2011 1.)
1.13. (3an. - /IB, 6p. 47 ot 2011 1.)
1.14. (3an. - /IB, 6p. 47 ot 2011 1.)
1.15. (3an. - JIB, Op. 47 ot 2011 1.)
1.16. (3an. - /1B, 6p. 47 ot 2011 1.)
1.17. (3an. - JIB, Op. 47 ot 2011 1.)
1.18. (3an. - /IB, 6p. 47 ot 2011 1.)

nyn

[Tpunoxxenne Ne 2.1 xpM uit. 7, an. 1, T. 1, OykBa "a
N3uckBanus kbM (popMaTa u ChABPKAHUETO HA KpaTKa XapaKTepUCTHUKA Ha MMPOyKTa

ToBa mpuioxkeHnue TpsiOBa Ja ce H3MOJ3BA 3a€JHO CHC CHOTBETHUTE PBHKOBOJCTBA Ha
EBporeiickara areHuus 1o JekapcrBara, Ho-clequaiHo ¢ "PbKOBOACTBO 3a KpaTkaTa XapaKTepUCTHKA
Ha nmpojykra'.

3a BCAKO KOJIMYECTBO Ha aKTMBHOTO BEIIECTBO B JI030Ba €IWHUIA, %, OMpeneIeHa Maca WIH
o0eM, KaKkTO M 3a BCsKa JIeKapcTBeHa (hopMa ce IMPeICTaBsAT OTACTHU KPAaTKU XapaKTePUCTUKU, B KOUTO
C€ ChAbpKAT BCUUKU BUJIOBE ONIAKOBKH 10 OTHOILLIEHUE HAa KOJIMYECTBOTO U JIeKapcTBeHaTa hopma.

CrangapTHUTE TEKCTOBE, BKIIFOUEHHU B TOBA MPHIIOKEHUE, TPAOBa J1a ce U3MOJI3BaT, KOraTo TOBa
€ HeoOX0IuMO. AKO 3asBUTEIISAT CE OTKJIOHSBA OT TE€3HM TEKCTOBE MOPaay crenu(pukata Ha MPOIYKTa,
pa3IMYHUTE WK JOMIBIHUTETHUTE TEKCTOBE 1€ Ce pa3riekaar Ha 6a3aTa Ha BCEKH OT/EJICH Ccly4ai.

1. me Ha nekapcTBEHUS IPOIYKT

[TocouyBaT ce ume (cBOOOAHO H30paHO), KOTUYECTBO HAa AKTHUBHOTO BEIIECTBO B J030Ba
eauHuIa, %, onpezeeHa Maca uiu odoem, JekapcTseHa popma.

He ce mocraBar cumBonu kato ® TM B Tekcra; "tabnerku" u "kamcyiau'" ce HM3MHCBAT B
MHO>KE€CTBEHO YHUCIIO.

2. KayecTBeH U KOJIMYECTBEH ChCTAB

[TocouBa ce UMETO Ha aKTMBHOTO BEIIECTBO(A) Ha OBIATAPCKU €3UK M B CKOOM Ha aHTJIMICKU
€3UK C KYPCHB.

[TocouBat ce KaueCTBEHHST U KOJUYECTBEHUSAT ChCTAB HA aKTUBHOTO BEIIECTBO U MOMOIIHUTE
BEILIECTBA, KOMTO Ca OT 3HAYEHUE 3a MPABWIHOTO MPUIIOKEHHE Ha Mpoaykra. HM3momsBa ce
OOIIOMPHUETOTO WM XUMHUYHOTO UMe. Bk cbiio "PBHKOBOJACTBO 3a MOMOITHUTE BemiecTBa", ToM 3 Ha
"IIpaBuna Ha EBpomnelickata obmHocT 3a snekapcrBenu npoayktu" (The Rules Governing Medicinal
Products in the European Union).

BxrouBa ce TekceT "3a IBJIHNS CIIMCHK Ha ITOMOIIIHUTE BEIlecTBa, BiK. Touka 6.1. "

3. JlekapcTBeHa popma

JlekapcTBeHata (hopma ce MocouyBa B €IWHCTBEHO YUCIIO CIopen '"CTaHIapTHUTE TEpPMUHU',
nyonukyBanu oT CweBera Ha EBpoma. Korato mma kpaThK CTaHAApTEH TEPMHH 3a H3IOJI3BAaHE BBHPXY
MAaJIK¥ TI0 pa3Mep MbPBUYHU OMAKOBKH, TOM CE U3MKCBA B CKOOH.

JlaBa ce ommcaHue Ha BBHIIHMS BUJ Ha JeKapcTBeHaTa (opma, TakaBa KakBaTo lie ObJe Ha
nasapa, BKIFOUUTETHO uHbopMalus 3a pH u ocmomanuTer.

WNudopmanys 3a BBHIIHUS BUJ CJIE] pa3TBapsiHe/CyCleHANpaHe Ha apeHTepalHu pa3TBOPHU ce
MOCOYBa B TOUKa 6.6.

Korato e HeoOxoammo, ce WH3MOJ3BAT CIEIHUTE TeKcToBe 'JlemuTenHata yepra € 3a
MOANOMAarale Ha CUyNBaHEeTO C LIeJI /1a CE YJIECHH MOTIbIIAHETO, a HE 3a Ja pa3/ielisi Ha paBHU 103U WIH
"TabnerkaTa Moke /1a Ob/Ie pa3/ieliceHa Ha JIBE paBHU MOJIOBUHU".

4. KnuHUYHA JaHHU

4.1. TepaneBTUYHHU MOKA3aHUS



Korato e mnpuioxumo, ce H3M0A3Ba CIHEAHUAT TEKCT "To3M JIeKapCTBEH NPOIYKT €
MpeHa3HaY€eH CaMo 3a JUArHOCTUYHU Lend. "

Pesynratu oT KIIMHUYHM W3NUTBAHUA C€ IOCOYBAT B T. 5.1.

4.2. Jlo3upoBKa U HAYWH Ha MPUIIOKEHUE

B cnydyante Ha OrpaHHMYeHO JIEKAPCKO MpEANMCAHUE Ta3d TOYKAa 3alo4yBa C IIOCOYBAHE Ha
YCIIOBUSATA.

Haunnbr Ha mnpuiokeHHe BKIIOYBA YKa3aHHUs 3a MpaBUIHA YyIoTpeda OT MEIUIUHCKH
CHEIHMATUCTH WIM OT mnanueHTa. [lo-moapoOHM HpakTHUECKH YKa3aHWsl 3a IalMeHTa MoraT Ja ce
BKJIIOYAT B JINCTOBKATA, HAIIPUMED 3a UHXAJIATOPH, [IOJKOKHO CAMOUHKEKTUPAHE.

VYkazaHusd 3a IpUroTBsIHE C€ MOCOYBAT B T. 6.6 Uiu B T. 12 U ce mpaBu npenparka TykK.

Koraro e npunoxumo, ce U3M0a3BaT HAKOU OT CJIEJHUTE TEKCTOBE:!

"He ce nmpenoppuBa ynorpebaTta Ha (CBOOOIHO M30paHO MMe) mpu aena Haa/moa (Y TOIUHHM)
MopajIy JIMTcaTa Ha/HeJJOCTAThUHU JaHHH 32 0€30MacHOCTTa u/miu epukacHoctTa" (BXK. T. 5.1/5.2).

"OnuThT NpH Jeua € OorpaHrudeH. "

"JlunicBa onuT mpu aena” (BK. 1. 4.4/5.2).

"(CBoOOHO M30paHO MME) HAMA MOAXOAIIM MOKa3aHus 3a ynorpebda mpu rena. "

"(CB0oOOIHO M30paHO MME) € TPOTUBOMOKA3aH mpu jaena’ (BK. T. 4.3).

4.3. IlpoTuBONIOKa3aHUS

Koraro e npunoxumo, ce u3nons3Ba ciaefHuAT TeKCT "CBpbXUyBCTBUTEIHOCT KbM AKTHBHOTO
BEIIECTBO/a WIIM KbM HAKOE OT MMOMOITHUTE BEIECTBA WK (MME Ha OCTaThYHOTO/UTE BEIIECTBO/a)".

4.4. Cnenualiiy npeaynpexIeHus U NpeanasHid MEpKU IIpH ynorpeda

4.5. BzauMoselicTBUe C IPYTH JIEKAPCTBEHU MPOAYKTU U APYrH POPMU HA B3aUMOJICHCTBUE

Koraro e npunoxumo, ce u3noia3Ba HAKON OT CIEIHUTE TEKCTOBE:

"Hsima npoyuBanus 3a B3auMopeicTausira'.

"[IpoyuBanusi 3a B3aUMO/IEHCTBUATA UMa CaMO NPU Bb3pacTHU'.

4.6. BpeMEeHHOCT U KbpPMEHE

N3nons3Ba ce cnenupuvHOTO M3pa3siBaHe 3a OpeMEHHOCT U KbpMeHe (BX. [Ipunoxenue I Ha
"PBKOBOJICTBO 3a KpaTKaTa XapakTepucTHKa Ha mpoaykTa" or "benexxku kbM 3asButenute” (Notice to
Applicants), Tom 2C).

Pesynratu oT u3nuTBaHUS 3a PEMPOAYKTHBHA TOKCHYHOCT c€ BKIIOYBAaT B T. 5.3 U ako e
Heo0X0IMMO, ce MpaBU MpenpaTKa TYK.

4.7. Edextu BbpXy crnocoOHOCTTA 3a modupane 1 paboTa ¢ MalIMHUA

Koraro e npunoxumo, ce u3noia3Ba HAKON OT CIEIHUTE TEKCTOBE:

"(CBoOOIHO M30paHO UME) HE MOBIUSABA UM MOBIMABA MPEHEOPEKUMO/TIOBIHABA B MAJIKa 10
yMepeHa CTETICH/TIOBINSIBA B 3HAYUTEIIHA CTEIIeH CITIOCOOHOCTTA 3a modupaHe u padoTa ¢ MauHu".

"Hsima nipoyuBaHus 3a eheKTUTEe BbPXY CIOCOOHOCTTA 3a modupaHe U paboTa ¢ MalIMHU".

"He e npunoxumo".

4.8. Hexxenanu nexkapcTBEHH peaKUU

N3non3ea ce KoHBeHIMsA 3a yecToTa U CUCTEMO-OpPraHHa Kiacudukauus oT 0aza JaHHM Ha
MEIMIMHCKN PEYHMK 3a perynaropHa aerHocT (MedDRA frequency convention and system organ class
database).

[Ipu BcsikO TpymupaHe B 3aBUCHUMOCT OT YECTOTaTa HEXKEJNaHUTE JIEKAPCTBEHU PpEaKIUH ce
n30posBaT B HU3XOAIL pel 10 OTHOIIEHHE Ha CEPUO3HOCTTA.

4.9. Ilpeno3upane

OnuceaT ce CUMIITOMHTE, CIIEITHUTE IPOLEAYPH U aHTUAOTH (aKO MMa TaKHBa) B CIy4yauTe Ha
IIPEI03UpaHE.

Korato e npunoxxumo, ce n3non3pa TeKCThT "Hsama cho0menns 3a cinyyau Ha peno3upane’.

5. ®apmMakOJIOTUYHU CBOKCTBA

5.1. ®apmakoIMHAMHUYHH CBOMCTBA



ITocouBa ce ¢apmakoTepaneBTUYHaTa rpyna: "rpyna (Bb3MOXKHO Hai-HUCKOTO HUBO)", ATC
kon: "kox".

3a mpomyKTH, OA0O0peHU TpH "M3BBHPEIHU OOCTOATENCTBA", CE BKIIOYBA CICAHHST TEKCT:
"To3u neKapCTBEH MPOAYKT € pa3pelleH 3a ynorpeda npu "u3BbHpPEIHN 00CTOsATEICTBA" .

ToBa o03HauaBa, 4e MOpaau PAIKOTO PA3MPOCTPAHEHUE HA OOJECTTa/TI0 HAYYHU CHhOOpaxKeHUs/
[0 €TUYHU IMPUYUHHU O MOMEHTa HE € BB3MOXKHO J]a Ce paslojara ¢ IbjiHaTa WHQOpMAIUI 32 TO3U
MIPOJIYKT.

Beska roguna EBporelickata areHuus o JieKapcTBaTa L€ HM3BBHPIIBA Iperjie]l Ha HoBara
uH(poOpMaNUg 32 MPOAYKTAa W 1€ aKTyallu3Wpa Ta3W KpaTKa XapaKTePUCTHKA Ha MPOAYKTa CHOPEN
M3UCKBaHUATA. "

5.2. ®apMaKOKMHETUYHU CBOMCTBA

5.3. IlpenkIMHUYHU JaHHU 32 0€3011aCHOCT

Koraro e He0OX0AMMO Ce U3MOI3BAT HIKOU OT CJICTHUTE TEKCTOBE:

"HexknmuHUYHHUTE NaHHU HE MOKa3BaT OCOOEH PHUCK 3a Xopara Ha 0a3a Ha KOHBEHI[MOHATHUTE
(GapMaKkoJIOTUYHN W3MUTBAaHUSA 32 OE30MaCHOCT, TOKCUYHOCT TIIPH MHOTOKPATHO IpHJIAraHe,
T€HOTOKCUYHOCT, KapLIMHOTE€HEH MOTEHIUaI, PEPOTyKTUBHA TOKCUYHOCT".

"[Tpy1 HEKJIIMHUYHUTE U3MUTBAHUA €PEKTH ce HaOIr0aBaT caMo MPU €KCIIO3UINH, 32 KOUTO Ce
CUMTa, Y€ ca B JOCTAaThUHA CTENEH MO-TOJIEMHU CIPSMO MaKCHMallHaTa €KCIO3MIMs MPH XO0pa, KOETo
MOKa3Ba MaJIKO 3HAYCHUE 3a KIIMHUYHATA yIoTpeda'.

"CrnegHuTe HEXENaHU pPeakiuu, KOUTO He ce HAONMIoIaBaT MpU KIMHUYHUTE W3MUTBAHUSA, CE
Ha0JII0/1aBaT MMPU KUBOTHH MPU HUBA HA €KCIIO3UIHS, TTOIOOHN HA HMBATAa Ha KIMHUYHA CKCTIO3HIIHS, U
C Bb3MOJKHO 3HAUCHHUE 32 KIIMHUYHATA yroTpeda'.

6. ®apmaneBTUYHU JaHHU

6.1. CiincbKk HA MOMOILHUTE BEIIECTBA

Bcesiko ce u3nucBa Ha OTIENEH pejl CIope] pa3IMuHUTE YaCTH Ha MPOyKTa.

HNmerto Ha moMOITHOTO(KTE) BEIIECTBO(A) C€ U3MKMCBA HA OBJITAPCKHU €3HUK.

6.2. HechBMecTUMOCTH

N3noin3Ba ce HAKON OT CIETHUTE TEKCTOBE:

"He e npunoxumo".

"[Ipu numnca Ha MPOyYBAHUS 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOIYKT HE TpsOBa Ja ce
CMecCBa C JIPYIH JIEKapCTBEHH MPOITYKTH "

"To3u JeKapcTBEH MPOAYKT HE TpsiOBa Ja ce cMmecBa C APYTU JIEKApCTBEHH MPOIAYKTH C
HM3KJIIOYEHNE Ha Te3H, IOCOYEHH B T. 6.6".

6.3. Cpok Ha TOAHOCT

[TocouBa ce CpOKBT Ha TOJAHOCT HA KpaWHUs MPOIYKT M CPOKBT HA TOJHOCT CIieJ] OTBApsHE
u/unM pa3TBapsHe/cycneHaupaHe/paspexaane. [locouBa ce caMo €IuH ISIIOCTEH CPOK Ha TOJHOCT,
HE3aBHCHMMO Y€ PA3IMYHUTE KOMIIOHEHTH Ha MPOJYKTa MOXKE Ja MMaT pa3iiiyeH CPOK Ha TOJHOCT
(HampuMmep mpax u pa3TBOPUTEN).

CpoxsbT ce mocouBa karo ".../6 mecena/1 roguna/18 Mecena/2 rogunn/30 mecena/3 roquaw/... ".

6.4. Cienyiasiiy yCJIOBHS HAa CbXpaHEHHE

VYcnoBusita Ha ChXpAaHEHHE CE€ M3MUCBAT CIOpE] TEPMHUHUTE, NpHeTH OT M3mbiaHuTENnHaTa
areHIys o JIeKapcTBaTa.

[TocouBar ce oOmMTE YCIOBUS HAa ChbXPAaHEHHE HAa KpalHUS MPOAYKT C MpempaTrka KbM T. 6.3,
Korato € HeoOxoaumo: "3a ycloBHsITa Ha ChXpaHEHHE Ha Pa3TBOPEHUS/CYCICHIUpPAHUS/pa3peACHUS
JIEKapCTBEH MPOJYKT, BXK. T. 6.3".

6.5. JlanHM 3a onmakoBKaTa

N306posiBar ce Bcuukm BUAOBE omakoBku. Koraro e mpmiioxkumo, ce ma00aBs TekcThT: "He
BCUYKHU BUJIOBH OMAKOBKU MOTAT J1a ObJIaT MyCHATH B Mpoaaxoa.

6.6. CeniasiHu npearnasHid MEpKU MPH U3XBbPIIsIHE/U paboTa



Koraro e HeoOXoammo, ce MOCOYBAT MPAKTUYECKH yKa3aHUs 3a MPHUTOTBIHE W paboTta ¢
MPOJIYKTa, BKIIOYHUTEIHO M3XBBPJSHETO HAa JIEKAPCTBEHMsI MPOAYKT W HA OTMATHUTE MaTepUalid OT
HETOBOTO H3IMOJI3BAaHE.

N3non3Ba ce HAKON OT CIICTHUTE TEKCTOBE:

"Hsama crieruanay u3uckBaHus'.

"Hen3noy3BaHUST MPOAYKT WM OTIAIBLYHUTE MAaTEPHAIA OT HEro TpsOBa J1a ce U3XBBPIIAT B
ChOTBETCTBHE C MECTHUTE N3UCKBAHUS".

7. IlpuTexaTen Ha pa3penieHueTo 3a yrnorpeda

[TocouBaT ce mMmero m aapechT. MMeTo Ha IbpkaBaTa ce€ HM3MUCBA HAa OBITApCKU €3UK.
[Tocousar ce Tenedon, ¢pakc uiu eneKkTpoHHa mnomia. He ce mocousa web crpanuna.

8. Homep(a) Ha paspenieHnero 3a ynorpeda

[TonrbBa ce OT mpUTEKATENS HA Pa3pelICHUETO 3a YIoTpebda cliesl M3JaBaHeTO Ha pa3peIICHHe
3a ymotpeoa.

9. [laTa Ha BPBO pa3pelaBaHe/IOAHOBSIBAHE Ha pa3peIIeHUETo 3a yroTpeba

N3mon3Ba ce eaHOo OT ClIeIHUTE 0003HAYCHUS:

"IJUMM/TTTT"; " OO0 mecen I'TTT™.

[TomrbiBa ce OT mpUTEKATENST HA Pa3pelICHUETO 3a YIoTpeOda clie/l M3JaBaHEeTO Ha Pa3pelICHHe
3a ynotpeba WiId ciiel HOJTHOBSBAHETO MY.

JlataTta TpsiOBa 1a CHOTBETCTBA HA IIBPBOHAYATHOTO pa3pelIeHHWe Ha ChOTBETHHS JIEKAPCTBEH
npoaykT. Ts He TpsiOBa a oTpassiBa oJ00OpeHHATa Ha OTACIHUTE KOJIMYECTBA HA aKTUBHOTO BEUIECTBO B
7030Ba eIuHUIA, %, OmMpejelieHa Maca Wi 00eM/pa3HOBUIHOCTHTE, IMMOJYYCHH UYpe3 IMOCIICIABAIIH
MIPOMEHU W/WIIK pa3lIUpsiBaHE Ha pa3pelieHneTo 3a ynorpeoa.

[TocoyBaT ce KakTO JaTaTa Ha IIBPBOHAYAIHOTO pa3pelieHUE 3a ynmorpeda, Taka W JaTaTa Ha
(mocneHoTO) My OJHOBSIBAHE, aKO € TIOJJHOBEHO, M0 HAYMHA, TTOKa3aH B CICAHUS IPUMED:

Jlara Ha bpBO paspernieHue: 3 anpuia 1985 r.

Jara Ha nocneano nogHoBsBane: 3 ampui 2000 T.

10. JlaTa Ha akTyanu3upaHe Ha TEKCTa

[TomrbnBa ce OT MpUTEKATENS Ha Pa3pelIeHUueTo 3a ynoTpeda ciell OTIeYaTBaHeTO Ha MPOMSHA
B KpaTKaTa XapaKTepUCTUKa Ha MPOIYKTa MO CIACAHUS HAUHH:

"MM/TTTT"

11. Jo3umerpus

Tazu Touka ce mombiaBa 3a paauodapmaneBTHIM. BxmrouBar ce MOAPOOHUM JaHHH OT
BBTpEIIHATA paualliOHHA JO3UMETPHSI.

12. HCTpYyKINH 32 MPUTOTBAHE Ha paguodapManeBTUIIU

Tazu Touka ce mombJBa 3a paauodapMaleBTUIM. BkitouBar ce MOAPOOHU yKazaHHs 3a
€KCTeMIIOPAIHOTO MNPUTOTBSAHE M KOHTpOJa Ha KauyeCcTBOTO Ha TaKWBa INpemapatd MU KOraro e
MPUJIOKMMO, MAKCUMAJTHOTO BpEME Ha ChXPAHEHHE, MPE3 KOETO BCSIKAKBB MEXKIAMHEH IpernapaT KaTo
eJIyaT UM TOTOB 3a ynoTpeba JieKapCTBEH Mpernapar e OTrOBapsAT Ha Heropara crenuguKarus.

Morat ga Ob1aT BKIIFOUCHHU CIISTHUTE TEKCTOBE:

"Heusnon3BaHUAT MPOAYKT WM OTHAJAHUAT MaTepuan OT HEro TpsiOBa Ja ce M3XBBPIAT B
CHOTBETCTBHE C MECTHUTE U3UCKBAHUS'".

"l[lonpoOHa wHpOpMaIUs 3a TO3U JICKAPCTBEH NPOAYKT € NMpPEeJOCTaBeHa Ha CTpaHUIlaTa B
Wurepuer Ha EBpomneiickara areHius mo jekapcreara _http://www.emea.eu.int/".

non

[Mpunoxxenne Ne 2.2 kpM un. 7, an. 1, T. 1, Oyksa "a

Yacrt ot MNPUAPYKKUTCIIHO MUCMO 3a OCHOBHO JOCUC HAa dKTHBHO BCIICCTBO


http://www.emea.eu.int/

ToBa OCHOBHO JOCHME Ha AKTMBHO BEIIECTBO CE€ MOJaBa BbB BPbB3Ka CbC 3asBICHUE 3a
paszpeliaBane 3a ynorpeoa:

Howmep Ha npouenypara:

Nwme Ha mpoaykra:

Nme Ha 3asgBUTEINS/TIPUTEKATEIS HA Pa3peIIeHUETO 3a yoTpeda 1o ChOTBETHOTO 3asiBIICHUE:

3acerHaty Ibp>KaBU YWICHKH IPU B3aUMHO IIPU3HABAHE:

W onmcBa Mpou3BOICTBEHUS MIPOIIEC U CIISIU(UKAIMUATE HA AKTUBHOTO BEIIECTBO (MJIU HA €THO
OT aKTHBHUTE BEIIECTBA) B TOBA 3asBJICHUE 3a pa3pelllaBaHe 3a yrnorpeoda.

HNme Ha akTUBHOTO BEILIECTBO:

HomepsbT Ha BepcusiTa Ha TOBa OCHOBHO JI0CME HAa aKTUBHOTO BELLIECTBO €

- HOMED Ha BEpCHUATA HA YaCTTa HA 3asSBUTEI:

- HOMEp Ha BepCHsTa Ha 4acTTa C OTPAHUYEH JOCTBII:

ToBa OCHOBHO JOCME€ Ha AKTHBHO BEIIECTBO € MOJABAHO NPEAM 3a OLIEHKA ChC 3asBJICHUE 32
paszpeliaBaHe 3a ynorpeda Ha JIeKapCTBeH NMPOAYKT B EBponeiickus cbio3:

'] He

1) Ha, no cieqHaTa HallMOHAJIHA, LEHTPAJIM3UPAHA, JCLEHTPaIU3UpaHa WIHM Mpoleaypa Io
B3aMMHO MPHU3HABAHE:

Homep Ha HanumonanHata, LEHTpalu3upaHaTa, JEUEHTpalM3upaHaTa WU MpoueaypaTa Io
B3aMMHO MPHU3HABAHE:

Nme Ha mnpoaykra 1O HallMOHAJIHATA, LEHTPAJU3UpaHATa, JCLEHTpaIu3upaHara WId
npoueaypara no B3auMHO ITPU3HABAHE:

Howmepa Ha paspenienusra u 1ata Ha ogo0psiBaHE Ha CHOTBETHUTE MPOAYKTH:

Jloknamuuk wim peepeHTHA TbpKaBa YWICHKA!

3acerHatu IbpKaBU YWICHKU TP B3aMMHO MTpU3HABaHe/IelieHTpalu3upaHa npoieaypa:

Howmep Ha BepcusaTa Ha yacTTa Ha 3asBUTEJIS:

Homep Ha BepcusiTa Ha yacTTa ¢ OrpaHUYEH JOCTbII:

3abenexka.

Nudopmanusra, orbenssana ¢ KypcuB, MOKe Ja HE Ce TMOIbJIBa, aKO HE € U3BECTHA.

Nudopmanusra, otoens3ana ¢ HopMaseH mpudT, ce U3UCKBA 3abIIKUTEITHO.

non

[Tpunoxenne Ne 2.3 kpM un. 7, an. 1, 1. 1, OykxBa "a

ITucmo 3a moctbn

[Anpec na UAJT]

[[aTa u HaceneHo MsACTO ]

IIncMmo 3a gocThIn

Homep Ha OCHOBHOTO J0CHE Ha aKTHBHOTO BEIECTBO: [aKO € M3BECTEH (aKo He, ce JlaBa OT
W3mpaHUTETHATA areHITHS 110 JISKapCTBaTa, MM HOMEpP Ha Mpoleaypara]

Mscto Ha TPOU3BOACTBO: [MME U aJIpec]

[TputexaTesr Ha OCHOBHOTO JIOCHE Ha aKTHBHOTO BEIIECTBO: [UMe | ajipec]

C HaACTOAIIOTO TOPETIOCOUYEHUAT MPUTEXKATET HAa OCHOBHOTO JOCHE HAa aKTUBHOTO BEIIECTBO
VIIBJTHOMOIIaBa VI3NBbJIHUTETHATA areHIWs IO JIeKapcTBaTa Ja ce I030BaBa Ha W Jia Tperjexkia
rOpeyrmoMEeHaTOTO OCHOBHO JIOCHE Ha aKTHBHO BEIIECTBO BBHB BPB3Ka ChC CIEIHOTO(UTE) 3asBIIeHUE(s)
3a pa3peliaBaHe 3a ymnmoTrpeda WM MpoMsHA Ha pasperieHue 3a ynorpeba (1), momameno(u) ot [ume
/mpuTexkarel Ha pa3pelieHueTo 3a ymoTpeba/3asBuTeN| Ha [[JIaHMpaHa JaTra 3a IMOJaBaHEe Ha
3asBICHUETO(ATA)]:

[MMe Ha mpoyKTa M HOMEP Ha Pa3pelIeHHETo 3a ynoTpeda, ako € U3BECTEH |

[MIme Ha 3asBUTENS WU TIPUTEKATEIIS HA PA3pEIICHUETO 3a ynoTpeoa]



I'openocoueHusT mpuUTeKaTea Ha OCHOBHOTO JIOCHE Ha aKTUBHOTO BEIIECTBO CE 3abJDKaBA J1a
OCUTYpPH TOCTOSHCTBO B KaueCTBOTO Ha MapTHAWTE M Ja HHQOpMHpa [UMe Ha MpUTEKaTens Ha
pazpemenueTo 3a yrnorpeda/zassurens| u MAJl 3a Bcsika MpOMsiHa B OCHOBHOTO JIOCHE HAa aKTHBHOTO
BELIECTBO.

[Toamuc oT UMETO Ha PUTEKATEIIST HA OCHOBHOTO JIOCHE HA aKTUBHOTO BEIIECTBO

[Mme u agpec]

[[Toamuc]

(*1) BbBexxane Ha HOBO OCHOBHO JOCHE Ha aKTHMBHO BELIECTBO OT HOB IPOM3BOIUTEN Ha
aKTUBHO BEIIECCTBO.

[Tpunoxxenue Ne 3 kpm 4. 7, an. 1, 1. 1, OykBa "6"
Monyn 2: Pe3toMera Ha faHHUTE B MOoayiu 3,4 1 S

To3u momyn uma 3a men na o0oOuM XUMHUKO-(apMalleBTUYHUTE W OUOJOTUYHHUTE IaHHH,
HEKJIMHUYHUTE U KIMHUYHUTE JaHHU, IPEJCTaBEHU B MOAYIH 3, 4 U 5 OT AOCUETO 3a pa3peliaBaHe 3a
yrnotpeba Ha JIeKapcTBEHUSI NPOAYKT. Tol chabpka JOKIaauTe/mperieuTe, MocoYeHu B wi. 27, an. 4
3JIIIXM. Tpsabsa ma ObaaT pasriiegaHd W aHAIM3MPAHW KPUTHYHUTE BBIpOcH. TpsOBa ma Obaar
npejacTaBeHu (aKkTOJOTUYHU pe3loMeTa, KaKTo M JaHHM B TabmuyeH (opmar. B Tesu noxnmamu ce
BKJIIOYBAT IMPENPATKH KbM JaHHUTE B TaOIW4eH (GopMaT WiIM KbM MH(OpMAIHATA, KOSITO CE€ ChIbpPKa
ChOTBETHO B camara JOKYMEHTAIMs B MOAYJ 3 Ha JIOCHETO (XMMHKO-(papMaleBTUYHA U OUOJIOTUYHA
JOKyMEHTAaIus), MOAYya 4 (JoKIaau OT HEKJIMHWYHU U3MUTBAHUS) U MOAYN 5 (IOKJIAIU OT KIMHUYHH
W3IUTBAHUA).

Wudopmanusra, KoITO ce ChABPKa B MOIYN 2, ce NpPEACTaBsi B CHOTBETCTBHE ¢ (popmara,
ChIbPKaHUETO U CcHUCTeMaTa 3a HoMmepupaHe, mocoueHu B "benexku kbM 3assurenute” (Notice to
Applicants), Tom 2. Ilpernenute u pestomerata TpsOBa Ja OTroBapsST HAa OCHOBHUTE MPUHIUIHN U
W3HCKBAHUS, U3JI0KEHH MO-7I0TY:

2.1. O6mI0 chABpKAHUE

Monyn 2 BKJIIOYBA ChIBbPKaHUE HA HAyYHATa JOKYMEHTAIHs, MPEACTaBeHa B MOAYJIH OT 2 110 5
BKJIFOUUTEIHO.

2.2. YBog

[IpencraBs ce nndopmanus 3a papMakoJIOTHYHUS Kilac, HAYMHA Ha JEWCTBHE U MpejJiaraHara
KJIMHUYHA yIIoTpeda Ha NMPOYyKTa, 32 KOUTO ce MCKa pa3pelleHue 3a ynoTpeoa.

2.3. O6m10 pe3romMe Ha KaYECTBOTO

B 00moro pestomMe Ha KayecTBOTO ce€ NpEACTaBs Iperie] Ha XUMHUKO-(papMaleBTUYHUTE U
OMOJIOTUYHUTE JJAHHHU.

CnenBa na ce HaOierHe Ha KJIIOYOBHTE KPUTHYHHM TapaMeTpU M BBIPOCH, CBBP3aHU C
aCMeKTUTE Ha Ka4eCTBOTO, a B CIy4auTe, B KOMUTO HE ca OWJIM CJIe/IBAaHU CbOTBETHUTE PHKOBOJICTBA, CE€
MpeJICTaBs ¥ ChOTBETHATA apryMeHTanus. To3u JOKYMEHT cie/iBa o0XBaTa U Mpoduiia Ha ChOTBETHUTE
MOAPOOHM TaHHHM, TIPEJICTABEHN B MOIYT 3.

dopmata M ChIBPKAHUETO HA PE3IOMETO TpsiOBa na ObIAT ChOOpPAa3eHUW C W3UCKBAHUATA,
usnoxenu B "benexku kpM 3asBurenute” (Notice to Applicants), Tom 2B.

2.4. [lperneq Ha HEKJIMHUYHUTE TaHHU

B TO31 mpernen ce oneHsBa LSUIOCTHO U KPUTUYHO HEKIMHMYHATA OLIEHKAa Ha JIEKapCTBEHUS
MPOJYKT, U3BBPIICHA Ype3 U3NMUTBAHUS BHPXY KUBOTHU W/WiH in vitro. TpsOBa na ce B3emaT npeaBua
ChILECTBYBAILIUTE PHKOBOJCTBA 3a IPOBEXKAAHETO Ha M3NUTBaHUA. B mpernena TpsabBa na ce BKIrOYAT
o0CHKJIaHe U OOOCHOBKA HA CTpATerusATa Ha M3MUTBAHMITA, KAKTO U HA OTKIIOHEHUSITA OT CbOTBETHHUTE
PBKOBOJICTBA M cra3BaHeTo Ha JloOpara yaGopaTopHa MpakTHKa MpH IMpoBeneHuTe u3nutBaHus. C



M3KIIIOYCHHE Ha OMOJIOTHYHUTE JIGKAPCTBEHU MPOJYKTH CJIE/Ba J1a C€ BKJIIOYM OIEHKA HA MPUMECUTE U
pasnajHuTe MPOAYKTH, KaKTO M Ha TEXHUTE NOTEHUHUATHH (PApMAKOJIOIMUYHM M TOKCHKOJIOTMYHH
edexTu. TpsaOBa na ce 0OCHAAT MOCIEAUINUTE OT BCSIKAKBU PA3IMKH B XHUPAIHOCTTA, XMMUYHATA (hopma
U npoduiia Ha IPUMECUTE MEX]y BEIIECTBOTO, KOETO € U3I0JI3BAHO MPU HEKIMHUYHUTE U3NUTBAHUSA, U
MPOAYKTa, KOMTO ce Iutanupa faa ObJe MmycHaT Ha ma3apa.

ITpu OGrosOrMYHN JIEKapCTBEHU MPOAYKTH TpsiOBa Jla ce HallpaBU OLIEHKA HAa CPAaBHUMOCTTA Ha
MaTepualia, W3MOJI3BaH B HEKIMHUYHHUTE HM3MHUTBAaHUS, B KIMHUYHUTE W3IUTBAHUA U JIEKAPCTBEHUS
IPOAYKT, KOMTO ce IUTaHupa Aa ObJie IyCHAT Ha ma3apa.

3a BCSAKO HOBO ITOMOIIIHO BELIECTBO CE M3MCKBA OLIEHKA HAa HEroBaTa 0€30MacHOCT.

B cnydaii ye BMecTo npoBeleHH OT 3asBUTENS M3IMTBAHUS € I10JI3BaHA IMyOJUKyBaHa Hay4Ha
TuTepaTypa, ToBa TpsOBa gaa Obae 000CHOBAHO, KaTo OBAAT OOCHICHU MU3AWHBT HA W3IMUTBAHUATA U
HaJIMYMETO Ha MH(OpMAIKs 3a KaueCTBOTO Ha MAapTUAUTE JIEKAPCTBEHO BELIECTBO, U3II0JI3BAHO MIPH TE3U
M3MUTBaHUA.

TpsabBa na ce ompenensT XapakTEPUCTUKUTE HA JIEKAPCTBEHUS NPOAYKT, YCTAaHOBEHU IpHU
HEKJIMHUYHUATE M3MUTBAHUA, U Ja ce 00CHIM 3HAYEHUETO Ha PE3yITaTUTE OTHOCHO O€30MacHOCTTa Ha
JIeKapCTBEHMsI IPOAYKT BbB Bpb3Ka C Mpe/IBUIeHaTa KIMHUYHA YIoTpeba IpH Xopa.

2.5. [Ipernen Ha KIMHUYHUTE TaHHU

To3u nmperyien uMa 3a e Jja NpeicTaBu KPUTUYEH aHaJIu3 Ha KIIMHUYHUTE JJaHHH, BKIIIOYECHU B
KIMHAYHOTO Pe3IOME M B MOZYJ 5 Ha jgocueTo. TpsOBa 1a ObJe nMpeicTaBeH MOAX0bT PU KIMHUYHOTO
pa3paboTBaHEe Ha JIEKAPCTBEHUS MPOAYKT, BKIIOUMTEIHO IM3aMHBT HA KPUTUYHHUTE W3IUTBAHMS,
pelIeHHsITa TI0 OTHOIICHUE Ha M3MUTBAHUSTA U TPOBEXKIAHETO HM.

TpsbBa na ce mpeacTaBU KpaThbK Iperyie] Ha pe3yiaTaTuTe OT KIMHUYHMTE W3MUTBAHUS,
BKJIIOYMTEITHO BRKHUTE OTPAaHUYEHUS NPU KIMHUYHOTO pa3paboTBaHE, KAaKTO M OIEHKA Ha TOJI3UTE U
PHCKOBETE, OCHOBaHa Ha 3aKJIOYECHHUATA OT KIMHUYHHUTE M3NMTBaHUA. M3HMCKBa ce MHTepHpeTaunus
OTHOCHO HA4MHA, [0 KOWTO JAHHUTE 332 €(PUKACHOCT U OE30MaCHOCT MOAKPENST MpeIoKeHaTa 1033 U
3asBEHUTE NOKa3aHMA, KAKTO M OLIEHKA Ha TOBa, KaK 4pe3 KpaTKaTa XapaKTepUCTHKA Ha MPOAYKTa U
JPYTH TTOAXO/IH IIIE C€ ONTUMH3HUPAT MOJI3UTE H I CE OTPAaHUYaT PHCKOBETE.

[IperneabT Ha KIMHUYHUTE JAaHHU TPsIOBA J1a MPEJCTaBU KPAaTKO 0OCHKIaHe U MHTEPIIPETALIs
Ha KIMHUYHHUTE JaHHU B JIOCHETO 3aeHO C BCAKAaKBa Jpyra ChINECTBeHa HH(OpMaIus (Hampumep
JaHHU OT M3MUTBAHUS BbPXY )KMBOTHHM MJIM OCOOCHOCTH B Ka4eCTBOTO Ha MPOJYKTa, KOMTO Morar Jia
MMaT KJIMHUYHO 3HAaYeHUe).

Tps6Ba na ce pasrienaT U OLEHAT Bb3HUKHAINTE MPU pa3paboTBaHETO BBIIPOCH BHB BPb3Ka C
epUKaCHOCTTa W O€30MacCHOCTTa, KAKTO W HEPEUICHWTE BBIPOCH, KATO CE€ ONHUIIAT W IUIAHOBE 3a
pelaBaHeTo UM.

CrnenBa ia ce 00SICHAT OCHOBaHHSATA 332 BAKHUTE M HEOOMYAHUTE aclIeKTH B MH(OpMAIHsITa 3a
yrnoTpeda Ha MPOJYyKTa.

2.6. Pe3toMe Ha HEKITMHUYHUTE TaHHU

Pesynrtature ot ¢papMakosornyHuTe, HapMakKOKHUHETUYHUTE U TOKCUKOJIOTUYHUTE U3ITUTBAHUS,
MIPOBEJICHU BHPXY >KUBOTHU/IN Vitro, TpsgOBa J1a ce MpeACTaBAT KaTo (PaKTOJOTUYHH MHUCMEHU pe3loMeTa
U pe3loMeTa B TaOJIMYEH BUJI B CIEIHUS PE;

2.6.1. YBon

2.6.2. [lucmeno pe3toMe Ha (papMaKoJIOrMUYHUTE JaHHU

2.6.3. Pestome B TabnuueH ¢popmaT Ha (hapMaKoJIOTUYHUTE TaHHU

2.6.4. Ilucmeno pe3toMe Ha (papMaKOKMHETHUHUTE JaHHU

2.6.5. Pestome B TabnuueH ¢popmaT Ha (hapMaKOKMHETHYHUTE JaHHU

2.6.6. IlucmeHno pe3roMe Ha TOKCUKOJIOTUYHUTE JaHHU

2.6.7. Pe3rome B TabnnueH GopmaT Ha TOKCUKOJIOTHYHHUTE TaHHU

dopmarta U CHIBPKAHMETO HA PE3IOMETO TpsAOBa jaa ObJAT ChOOpPA3eHU C M3UCKBAHHUATA Ha
"benexku xpM 3asBuTenute" (Notice to Applicants), Tom 2B.



2.7. Pe3roMe Ha KIMHUYHUTE JaHHU

[IpencraBs ce moapoOHO (AKTOJIOTHYHO pE3loME Ha KIMHWYHATa WHGOPMAIKS OTHOCHO
JIEKApCTBEHUS MIPOJIYKT, BKIFOUEHA B MOAYJ 5 Ha JI0cHEeTO. Pe3toMeTo BKIIOYBA PE3YIATATUTE OT BCUYKH
OouodapMalleBTUUHU W KIMHUYHO (apMaKOJOTHYHU HW3MUTBAHUA, KAKTO W OT HW3MHUTBAHUATA 32
KIIMHUYHA e(DUKACHOCT 1 Oe30macHOCT. M3UCKBa ce M KpaThK 0030p Ha OTACITHUTE U3MUTBAHHUS.

Pestomupanara kamHUYHA HHPOPMAIUS Ce MIPEICTaBA B CIEIHUS PEl:

2.7.1. buodapmaneBTUYHO PE3IOME U CHhOTBETHUTE aHATUTHYHU METOIN

2.7.2. Pe3rome Ha KIMHUYIHO (PApMaKOJIOTHUHUTE U3 TBAHUS

2.7.3. Pe3ztome Ha KIIMHUYHATA €(PUKACHOCT

2.7.4. Pe3tomMe Ha KIIMHUYHATa O€30MaCHOCT

2.7.5. KpaTtku 0030pu Ha OTJEITHUTE U3TUTBAHUS

dopmara U ChABPKAHUETO HA PE3IOMETO TPpsAOBa Aa ObAAT ChOOpa3eHH C M3UCKBAHUATA Ha
"benexku kbM 3asBurenute” (Notice to Applicants), Tom 2B.

[Tpunoxxenue Ne 4 xbm 4. 7, an. 1, 1. 1, 6yksa "B"

MO,I[y.H 3: XI/IMI/IKO'(I)apMaHeBTI/ILIHa 1 OHMOJIOrMYHAa AOKYMCHTAIUA 34 JICKAPCTBCHU IIPOAYKTH,
CbAbpiKalllid XUMUYIHN 1/vIi OMOJIOTMYHH aKTHBHHU BCIICCTBA

[. O6moTo chabpKaHKUE HA MOIYJ 3 €, KAKTO clie/Ba:

3.1. Ceabpxkanue Ha MOIyT 3

3.2. lanamn

3.2.S. AKTHUBHO BEIIECTBO

3.2.S.1. Obma nnpopmanus

3.2.S.1.1. Homenkuarypa

3.2.5.1.2. CtpykTypa

3.2.S.1.3. O6uu cBoiicTBa

3.2.5.2. TlpousBoacTBO

3.2.S.2.1. IIpousBoauten(u)

3.2.S5.2.2. Onucanue Ha NPOU3BOJACTBEHHS MPOIIEC U KOHTPOJIAa IO BpeMe Ha MPOU3BOICTBOTO
3.2.5.2.3. KonTpos Ha maTepuanure

3.2.5.2.4. KoHTpos Ha KPUTHUYHUTE €TaNU U MEKIUHHUTE MPOTYKTH
3.2.S.2.5. BanuaupaHe u/uiu olleHKa Ha IPOU3BOACTBEHHUS MIPOIIEC
3.2.5.2.6. Pa3paboTBane Ha MPOU3BOACTBEHUS MTPOIIEC

3.2.S.3. Oxapakrepusupase

3.2.5.3.1. CtpykTypa u ApyrH XapaKTePUCTHUKU

3.2.5.3.2. [Tpumecnu

3.2.5.4. KoHTposa Ha aKTUBHOTO BEIIECTBO

3.2.5.4.1. Crneunuduxanms

3.2.5.4.2. AHaTUTUYHH METOIUKHU

3.2.5.4.3. BanuaupaHe Ha aHATMTUYHUTE METOJIUKHU

3.2.S.4.4. Ananu3 Ha napTUaU

3.2.5.4.5. O6ocHOBaBaHe Ha cienudUKanusaTa

3.2.S.5. CranaapTHH BellleCcTBA WM CPABHUTEITHU MaTepUaln

3.2.S.6. Cucrema onakoBKa-3aTBapsiHE

3.2.S.7. CrabunHoct

3.2.S.7.1. O6001eHe Ha U3MUTBAHUATA 32 CTAOMIIHOCT U 3aK/II0OUEHHE
3.2.5.7.2. Tlporokom 3a W3NWTBaHE 3a CTAOWJIHOCT CIleJ  paspelniaBaHe  3a



yrnorpeba/perucTpanusi U 3aIbJKEHUS, CBbP3aHU ChC CTAOMITHOCTTA

3.2.5.7.3. Jlanuu 3a CTaOHUIHOCT

3.2.P. JlexapcTBEH POIYKT

3.2.P.1. Onucanue u cbCTaB Ha JEKAPCTBEHUS TPOITYKT

3.2.P.2. ®apmarneBTHYHO pa3paboTBaHe

3.2.P.2.1. CbcTaBKU Ha JIEKAPCTBEHUS TPOTYKT

3.2.P.2.1.1. AKTUBHO BEIIIECTBO

3.2.P.2.1.2. ITomomiHu BemiecTBa

3.2.P.2.2. JIekapcTBEH NPOAYKT

3.2.P.2.2.1. Pa3zpaboTBaHe Ha JIEKApCTBEHHS TPOTYKT

3.2.P.2.2.2. I3nuurbuu

3.2.P.2.2.3. ®U3UKOXUMHUYHU U OMOJOTHYHU CBOMCTBA

3.2.P.2.3. Pa3paboTBaHe Ha MPOW3BOICTBEHUS MTPOIIEC

3.2.P.2.4. Cucrema ornakoBKa-3aTBapsiHe

3.2.P.2.5. MukpoOHOJIOTHIHI 0COOEHOCTH

3.2.P.2.6. CpBMecTHUMOCT

3.2.P.3. IlpousBonactBo

3.2.P.3.1. IIpousBoauten(un)

3.2.P.3.2. [IpousBoacTBEHa penenTa

3.2.P.3.3. Onucanue Ha MPOU3BOJACTBEHUS MPOLIEC U KOHTPOJIA 10 BpEME Ha IPOU3BOJACTBOTO

3.2.P.3.4. KoHTpoJ Ha KPUTUYHUTE €TANN U MEKIUHHUTE MPOTYKTH

3.2.P.3.5. Banuaupane u/uinu olleHKa Ha IPOU3BOACTBEHHUS MIPOLIEC

3.2.P.4. KoHTpoa Ha TOMOIIIHUTE BEIIECTBA

3.2.P.4.1. Cneuudukanuu

3.2.P.4.2. AHaMUTUYHN METOOUKHU

3.2.P.4.3. Banunupane Ha aHAJTUTUYHUTE METOIUKHI

3.2.P.4.4. O6ocHOBaBaHe Ha crienuUKaIUUTE

3.2.P.4.5. [lomMomIHY BemIECTBA OT YOBEIIKU WJIH KUBOTUHCKH MPOU3XO]T

3.2.P.4.6. HoBu mOMOIIIHY BEIIECTBA

3.2.P.5. KoHTpoOJI Ha JIeKapCTBEHMSI IPOLYKT

3.2.P.5.1. Cneunduxanusi(u)

3.2.P.5.2. AHaNIUTUYHU METOOUKHU

3.2.P.5.3. Banuaupane Ha aHATUTHYHUTE METOIUKHU

3.2.P.5.4. Ananu3 Ha napTUAH

3.2.P.5.5. Oxapakrepu3upaHe Ha MPUMECH

3.2.P.5.6. O6ocHOBaBaHe Ha crieluDUKAIIUUTE

3.2.P.6. CtanapTHH BellleCTBA WM CPABHUTEIIHU MaTepUaln

3.2.P.7. Cucrema onakoBKa-3aTBapsiHE

3.2.P.8. CrabunHoct

3.2.P.8.1. O6001eHre Ha H3MUTBAHUATA 32 CTA0MIIHOCT U 3aKJTI0UYCHUE

3.2.P.8.2. Ilporokonm 3a U3NUTBaHE 3a CTAaOWJIHOCT ClieJ] pa3pelIaBaHETo
yrnoTpeba/perucTpanusra u 3abJKEHIS BbB Bpb3Ka ChC CTAOMITHOCTTA

3.2.P.8.3. Jlanuu 3a CTaOMIHOCT

3.2.A. [Ipunoxenus

3.2.A.1. Tlomemienust u 000OpyaBaHEe

3.2.A.2. OueHnka Ha 0€30MacHOCTTa BbB Bpb3Ka ChC CTPAHUYHU areHTH

3.2.A.3. Ilomommam BemecTBa

3.2.R. Pernonanna unopmanus

3.2.R.1. Cxema 3a BaJiujupaHe Ha MPOU3BOACTBEHHUS MTPOLIEC HA JIEKAPCTBEHUS MPOAYKT

3a



3.2.R.2. MenuuuHcku n3nenus (IpeacTaBisBaIly yacT OT KpalHMsI IPOIYKT)

3.2.R.3. Ceptudukar(u) 3a CbOTBETCTBHE

3.2.R.4. JlexapcTBEHU NMPOIYKTH, KOUTO CHIBPKAT WIA B YMHTO MPOLIEC HA IIPOU3BOJCTBO CE
U3IOJI3BAT MaTepUAIN OT )KUBOTHHCKH /UM YOBEIIKU IIPOU3XO/T

3.3. bubnuorpadus

II. OCHOBHU MPUHIUIIA U U3UCKBAHUS

1. [IpencraBeHnTe XUMUYHH, (hapMalleBTUYHU ¥ OMOJIOTUYHU JaHHU 32 aKTUBHUTE BEILIECTBA U
3a KpallHUS JIEKapCTBEH MPOJAYKT TpsOBa Ja oOXBallaT Isulata ChIIECTBEHAa HH(OpMAILMs OTHOCHO
pa3paboTBaHETO, MPOU3BOJICTBEHHUS NPOIEC, OXAPAKTEPU3UPAHETO M CBOWCTBATa, JACUCTBHUATA WU
M3HMCKBaHUATA 32 KOHTPOJI Ha KQUeCTBOTO U 32 CTAOMIIHOCTTA, KAKTO M ONKMCaHUE Ha ChCcTaBa U Gopmara
Ha MpeJylaraHe Ha KpaiHus JIEKapCTBEH IPOAYKT.

2. Uudopmanusarta ce npeacTaBs B IB€ OCHOBHH 4acTu: 4acT 3.2.S - 3a akTUBHUTE BEIIECTBA, U
gact 3.2.P - 3a kpailHus jexapcTBeH NpoAyKT. Koraro jekapcTBEHMST MPOLYKT ChABP)KA MOBEYE OT
€IHO aKTUBHO BEIECTBO, B yacT 3.2.S ce mpejacTaBs MbiHa UH(OpPMAILKS 32 BCIKO aKTUBHO BEIIECTBO
MIOOTAEIHO.

3. B To3u Moamyn ce mpenactaBs mnoapoOHa HHGopMaIUs 3a U3XOJHUTE MaTepHalld U
CYPOBHHMTE, W3IOJI3BaHU IO BPEME Ha MPOU3BOJCTBOTO HAa AKTUBHUTE BELIECTBA, U 3a MOMOIIHUTE
BEIIECTBA, BKJIIFOUEHU B IPOU3BOJICTBEHATA PEIIENTa HAa KPAHUsI IEKapCTBEH MPOIYKT.

4. Bcuuku nporenypyu U METOJM, U3IOJI3BAaHU 3a MIPOU3BOJICTBOTO U KOHTPOJIA Ha aKTUBHUTE
BElIECTBA U KpalHUs JIEKAPCTBEH MPOJYKT, C€ OMHCBAT JOCTAThYHO MOJAPOOHO, Taka ue Ja Morar jaa
ObIaT BB3MPOM3BENECHN NPU KOHTPOJHUTE M3NUTBAHUS, MPOBEXKIAHU MO MCKaHe Ha V3mbiaHHUTENHATA
areHuus Mo JiekapcTBaTa. Bcuuku MeTONMKHM 3a M3MUTBaHE TPsAOBa Ja CHOTBETCTBAT HA aKTyaJlHOTO
CbCTOSSHUE Ha HAy4yHHMs Iporpec u TpsOBa na ca Banuaupanu. llpencraBst ce u pesynrature ot
MIPOYYBAHUATA BB Bpb3Ka ¢ Banuaupanero. [Ipu MeTonuku 3a u3nuTBaHe, BKIOUYeHU B EBpomeiickara
(dapmMakornes, ONMMCAHHETO HAa METOAMKATa Ce 3aMeCTBA C TOYHOTO M TOCOYBAaHE B CHOTBETHATA
MoHorpadusst wnu obma rimaBa Ha (apmakomesiTa, ako TaM METOAMKATa € OIKCaHa JOCTaThYHO
oIpoOHO.

5. Monorpadpuute Ha EBpomeiickara Qapmaxomnes ce npuiararT 3a BCHYKHM BEIECTBa,
IpernapaTi U JEKapcTBEHU (OpMHU, KOUTO ca BKJIIOYEHU B Hesl. 3a JPYruTe BELIECTBa BCSKAa JbpriKaBa
YJIeHKa MO>KEe /1a U3MCKBA CMa3BaHe Ha HAIlMOHAIHATa CU (apMaKores.

Koraro nanen marepmain, BkimoueH B EBponeiickata ¢apmaxomnes win BbB (apmakories Ha
IbpKaBa 4JIEHKA, € IIPOU3BE/EH 110 HA4YMH, BCIEACTBHE HA KOWTO € BB3MOXKHO J1a ChAbpKa IPUMECH,
KOUTO HE C€ KOHTpOJMpaT B MoHorpadusara Ha ¢apmakornesra, Te3W MPUMECH U MaKCUMaJHUTE UM
JOMYCTUMHU TPpaHUIIM TPsiOBa /1a ce 00SBAT U TPsAOBaA J]a ce OIUIIIe MOIXOASIIa METOJUKA 3a U3IUTBAHETO
uM. B ciygante, korato cnenudukanus, chabpkaiia ce B MoHorpadus Ha EBporieiickata gapmakories
WIK BbB (apMakonesTa Ha JIbpXaBa WIEHKa, MOXKE Ja C€ OKaKe HEJOCTaThYHA 32 OCUTYpsIBaHE Ha
KauecTBOTO Ha BeUIeCTBOTO, M3mbiaHWTENHaTa areHuMsi IO JieKapcTBaTa MOXKE Ja H3UCKa OT
MPUTEXKATENS Ha pa3pelIeHueTo 3a ynorpeda no-noaxoAauy cnernudukanmu.

[Ipu aHanUTUYHU METOIUKHU, BKIIOUeHU B EBporelickara gpapmakoresi, OMMCAaHUETO BbB BCEKU
paszen Moxe /1a 0bJie 3aMEHEHO ¢ TOYHOTO UM MTOCOYBAaHE B ChOTBETHATA MOHOTpadusi(n) miu o0mma(u)
riaBa(u) Ha (hapmakomnesTa, ako TaM METOJIMKHUTE Ca OMKCAHU T0CTaThYHO MOJIPOOHO.

6. B ciyuail ye U3X0Ji€H MaTepual, CypoBHHA, aKTUBHO BELLIECTBO WJIM ITIOMOIIHO BEIIECTBO HE
ca onricanu HUTO B EBpormelickara ¢papmakornesi, HUTO BbB (apMakories Ha AbprKaBa WieHKa, OU MOTJIO
Jla ce MmpHeMe ChOTBETCTBHE ¢ MOHOrpadus oT (apmakomesTa Ha TpeTa IbpXkaBa. B TakuBa ciyuau
3asBUTENAT MpPEACTaBd KOMHE OT MOHOrpadusaTa, MNPUIPYKEHO C MPEeBOJ, aKO € HEeoO0XOoAuM, H
BaIMIUpPAaHE HAa aHATTUTUYHUTE METOJIUKHU, ChIbPIKaIlIH C€ B MOHOTpa(usTa.

7. Koraro 3a akTMBHO BEIIECTBO, U3XOJEH MaTepuai, CypOBHHA WUJIM ITOMOIIHO BEUIECTBO UMa
aktyaneH CepTudHKaT 3a ChOTBETCTBHE Ha MoHorpadus Ha EBpomeiickata dapmakones, U3lafeH OT
EBpormeiickusi qupekTopar mo KayecTBO Ha JiIeKapcTBaTa, 3asBUTENAT TpsAOBa Ja IO NPEICTaBH B



CBHOTBETHUS pa3ziel Ha TO3M MOAYN Ha jocuero. Te3u ceprudukartu 3aMecTBaT JaHHUTE B CbOTBETHUTE
paszenu Ha MOIyN 3 OT JOCHETO, aKO IMPOU3BOJUTENAT Ha ChOTBETHHUS MaTepuai MUCMEHO € yBEepui
3asBUTEINSA, Y€ IPOU3BOJACTBEHHUAT NPOIEC HE € MPOMEHSH Clie[ HW3JaBaHe Ha cepThdHkara 3a
CbOTBeTCTBUE. B ciyuail 4ye cepruduxaThT 3a ChOTBETCTBHE CHABPKA TBBPIAE MaJIKO HH(popmanus
(Hamp. 3a cTaOWIIHOCTTA), MOXE Ja € HeOoOXOAMMO B JIOCHETO Ja ObJe MpelcTaBeHa JOMBIHUTEITHA
unpopmanua. Koraro ce usnonssa cepTuuKaT 3a CbOTBETCTBHE 3a CTEPUIHO AKTUBHO BEILECTBO, B
nocuero TpsiOBa nga ObAaT BKIIOYEHHM JAHHM 3a Tpoleca 3a CTepWIM3alus, HW3IMOJI3BaH NpU
MIPOU3BOJICTBOTO MY, M CbOTBETHOTO BaJIUJMpaHe Ha Mpolieca.

8. 3a nmoOpe ompenereHO aKTMBHO BEIIECTBO MOAPOOHOTO OMHMCAHUE HA IPOU3BOJCTBEHHUS
MpoLIeC, OMMCAHWETO Ha KOHTPOJIa Ha KaueCTBOTO IO BpeME Ha IMPOU3BOJCTBO M BaJIHAUPAHETO Ha
IpouecuTe Morar ja Obaar npejacraBeHu B M3mbiHuTenHaTa areHIMs 1O JIEKapcTBaTa JUPEKTHO OT
MIPOM3BOJUTENS HA AaKTHUBHOTO BEIIECTBO B OTAEIEH JOKYMEHT (OCHOBHO JOCHE Ha aKTHBHOTO
BemectBo, ASMF). B TakpB cimydail mpoM3BOIUTENAT TpsAOBa Ja NPEAOCTaBM HA 3asBUTENS Ha
JIEKapCTBEHMs MPOJYKT BCUYKHU JIaHHU, KOUTO MOKE JIa ca HEOOXOJIMMH Ha TMOCJTEIHHUA, 32 Jla MoeMe
OTIrOBOPHOCTTA 3a JIEKapCTBEHUs NpoAyKT. B pa3nen 3.2.S Ha nocuero 3asaBUTENAT TpsAOBa Aa NMpeaAcTaBu
KOIKE OT Haif-HOBaTa BEPCHUsS Ha OTBOpPEHATa 4acT HA OCHOBHOTO JOCHE Ha aKTMBHOTO BEIIECTBO, KATO
T TpsOBa Ja € MJIEHTUYHA C Ta3W, IpeJcTaBeHa B V3mbJIHUTENHAaTa areHuus IO JieKapcTBaTa OT
MIPOM3BOJUTENA HAa AaKTUBHOTO BemiecTBO. [IpouwsBoautensaT TpsOBa Aa € MOTBBPAWI HMUCMEHO Ha
3asBUTENs, Y€ TrapaHTHpa IIOCTOSHCTBO Ha KauyeCTBOTO Ha MapTUIUTE M HAMA Ja IMPOMEHs
MIPOM3BOJICTBEHUS TpoIeC U crenudukanuure, 6e3 ga yBeJOMHU 3asBUTENA. 3a MPOMsHA CE MPEACTaBs
3asiBiieHUe B M3bHUTEIHATA areH1MsI 110 JIEKapCTBaTa, 3a€JHO ChC CbOTBETHUTE IOKYMEHTH U JAHHU.

9. B cnyuaii ye ce U3MON3BAT MaTepUalM, MPOU3XOXKIAIIN OT MPEKUBHU KUBOTHH, Ha BCEKU
eTar OT MPOM3BOJICTBEHUS NPOIIEC 3asBUTEIAT TPsOBa Ja JOKa)Xe CHOTBETCTBUETO HAa H3IIOJI3BAHUTE
MaTepuaIl C aKTyaaHOTO "PBKOBOJICTBO OTHOCHO CBEXJaHE JO MUHMMYM Ha pHCKa OT MpeaaBaHe Ha
NPUYMHNATENN HA >KABOTHHCKU CIOHTH(GOPMHH eHIe(datonaTud 4pe3 JIEKApCTBEHHW TPOIYKTH 3a
XyMaHHaTa W BeTepuHapHa MenunuHa", myOnukyBaHo oT EBpomelickara xomwucus B "Odunuanen
BecTHUK" Ha EBpormeiickus cbio3. Jloka3BaHETO Ha CHOTBETCTBHE C TOPECIMOMEHATOTO PBHKOBOJICTBO
MOX€E Ja C€ M3BBPIIM MM KaTo ce MpeAcTaBH (3a HpeArnodyuTaHe) chbOoTBETHHAT CepTHUdHKAT 3a
CbOTBETCTBME Ha MoHorpadgus Ha EBpomeilickata ¢(apmakorness OTHOCHO CIIOHTHM(OPMHHUTE
eHuedasonaTuy, u3ganeH or EBpomeickus AMpPEeKTOpar Mo KauecTBO Ha JIeKapCTBaTa, WM KaTo ce
MIPEJICTaBAT HAYYHH JIaHHU 32 IIOTBBPK/IaBaHE Ha ChOTBETCTBHUETO.

10. 3a cTpaHM4HM areHTH ce MpeacTtaBs WHQoOpManus, B KOSTO CE€ OIEHSBA PUCKBT IO
OTHOIIIEHHE Ha MOTEHLHUAIHO 3aMbpCSIBaHE CbC CTPAHUYHU areHTu (BUPYCH WM JPYTH) CHIIIACHO
CbOTBETHUTE PBKOBOJACTBA M CHOTBETHUTE OOLIM TIJIaBM M oOma MoHorpadus Ha EBpomneiickara
dhapmakories.

11. [[anara cnienuanaHa anapatypa u 000pyaBaHe, KOUTO MOTaT Jla C€ U3MOI3BaT HAa KOKUTO U /1a
€ eralm OT NPOU3BOACTBEHMSI NpPOLEC U MPH KOHTPOJIA HA JIEKAPCTBEHUS MPOIYKT, CE OIHCBAT
JOCTaThUHO MOAPOOHO.

12. B cnyyaii 4e JeKapCTBEHMAT NMPOAYKT ChIAbPKA MEAULMHCKH HU3ENNA, aKO € MPUII0KHUMO,
ce mnpeacraBs CE wmapkupoBkaTa, U3MCKBalla c€ 3a MEIMIMHCKUTE M3AETUS  ChIJIACHO
3aKOHO/IaTeNCTBOTO Ha EBpomeiickaTra 0OmHOCT.

13. Jlo umeTo Ha BCeKH paszen Ha yacT 3.2.S ce mocouBaT MMETO Ha aKTUBHOTO BEILECTBO, 32
KOETO C€ OTHAcsl ChOTBETHUSIT Pa3jieil, U HETOBUAT Mpou3BoauTen. Jlo IMETO Ha BCEKH pa3fiell Ha 4acT
3.2.P ce mocouBaT UMETO Ha JIEKAPCTBEHUS MPOIYKT, 32 KOWTO C€ OTHAcCA Pa3/eNnbT, U CbOTBETHATa
nekapctBeHa ¢opma. Jlo mmero Ha pazgen 3.2.A.1 B ckoOM ce€ TMOCOYBAT MMETO HAa TPOJYKTa H
MIPOU3BOJIUTENAT, 32 KOUTO ce OTHacAT naHHWMTe. Paszmen 3.2.A.1 ce u3uckBa camo 3a OHMOJIOTUYHU
npoayktu. Jlo umero Ha pazgen 3.2.A.2 ce mMocoyBaT MMETO Ha MPOIYKTa, JIeKapcTBeHaTa dopma U
IIPOU3BOIUTEIIAT.

B Moayn 3 Ha mocuero crniennaaIHo BHUMaHUE Ce 0T/ Ha CIeIHUTE €JIEMEHTH:



3.2.S. AKTHBHO BEIIECTBO

3.2.S.1. O6ma nndopmarus

3.2.S.1.1. Homenknarypa

Nudopmanusara 0OTHOCHO HOMEHKJIATypaTa Ha aKTUBHOTO BEIIECTBO BKJIIOYBA MPENOPBHYAHOTO
MEXIYHApOJIHO HEMAaTEeHTHO uMe; ¢dapmakorneiino ume (B EBporelickara gapMakories Wi, ako B Hes
HsIMa - B Ipyra gapMakories), XdiMUYHO UMe/UMeHa; pupMeH WiH J1abopaTopeH KOJ; IPYry HeMaTeHTHU
MMEeHa; peructpanroHer Homep cbrimacHo Chemical Abstract service (CAS Ne).

3.2.S.1.2. Crpykrypa

[IpencraBar ce chOTBETHATa CTPYKTYpHA (hOopMyJsia, BKIIOYUTEIHO OTHOCUTEIHA U abCOMOTHA
cTepeoXuMu4Ha Gopmyra, MoJIeKyIHa (popMysia U OTHOCUTEIHA MOJIEKYJIHA Maca.

3.2.S.1.3. O6mwu cBoiicTBa

Tpsabsa na 6baaT MocoyeHH HU3MKOXUMUYHHUTE U JPYTUTE CBOMCTBA HA aKTUBHOTO BEIIECTBO,
Hamp. BBHIINCH BHUJA, IBAT, (U3UYHO CHCTOSHUE, MOJIUMOP(HU3BM, pPA3TBOPUMOCT, MPOPIIHA HA
pastBapsine, pH u pKa, Touku Ha TONeHEe W/WIM KUIIEHE, XUTPOCKOMUYHOCT M JIp., BKIIOUHUTEIHO
OMOJIOTMYHATA AKTUBHOCT IIPH OMOJIOTUIHH JICKAPCTBEHH MTPOTYKTH.

3.2.S.2. [IpousBoacTBO

OnucaHueTo Ha MPOU3BOJICTBEHUS MPOLIEC HA AKTUBHOTO BELECTBO MPEJCTABS 3aIbIKEHUETO,
KOETO MoeMa 3asBUTENIAT M0 OTHOIIEHHE Ha MTPOU3BOJICTBOTO HA aKTUBHOTO BEUIECTBO. 3a Jla C€ OMUILIAT
a/IeKBaTHO IPOU3BOJICTBEHUAT NPOLEC U HErOBMST KOHTPOJ, CleABa Jla C€ NPEACTaBU MOIXOAsIa
uH(popMalg ChIIacCHO PHKOBOJCTBATA, MyONMKYyBaHU OT EBpomeiickata areHIus 1o JekapcTBaTta. B
Cily4yail, 4ye HaJMYUETO Ha MOTEHIMAIHO MAaTOT€HHU CTPAHWYHU areHTH € HEU30€KHO, ChOTBETHUSAT
MaTepuai ce M3IMOJ3Ba caMO aKo IMO-HaTaThIIHAaTa 00paboTKa B MPOU3BOJCTBEHUS IMPOLIEC OCUTYpSBa
SIIMMUHUAPAHETO W/WJIM NHAKTUBUPAHETO MM, KOSTO TPsIOBA Jla € BaJTMAUPAHO.

3.2.S.2.1. [IpousBoauten(u)

[IpencraBar ce uMeHaTa, apecUTe U OTTOBOPHOCTUTE HA BCEKU IPOU3BOJUTEN, BKIFOUUTEIHO
Ha MOAU3MBIHUTENNTE, KAKTO U Ha BCSIKO MACTO Ha MPOU3BOJICTBO MM MSCTO, HA KOETO C€ U3BBPIIBAT
MIPOU3BOJICTBO M M3MUTBAHMUS.

3.2.5.2.2. Onucanue Ha MPOU3BOJCTBEHUS MIPOLIEC U KOHTPOJIA 110 BpEME Ha TPOU3BOIACTBOTO

3.2.5.2.3. KonTpos Ha MmaTepuanure

Beuuku wmarepuanu, HEOOXOOUMH 3a TMPOHM3BOJICTBOTO Ha AaKTHBHOTO BEIIECTBO (HAMp.
CYpPOBHHM, M3XOJHH MaTepualM, pa3TBOPUTENHU, PEAKTHUBH, KaTaJlu3aToOpH), TpsOBa Ja ca HM30pOEHH,
KaTo € MOCOYEHO MACTOTO Ha BCEKM MaTepual B IPOU3BOACTBEHHUS IMPOLIEC U € MPeICTaBeHA
nH(popMallMsg OTHOCHO KaueCTBOTO M KOHTpOJa Ha Te3W Marepuanu. TpsOBa pa Oble npeacTaBeHa
uHpopMalysg, TOKa3Balla, 4Ye MaTepuajnTe OTroBapsT Ha CTaHJApTH, CBHOTBETCTBAIM Ha
MpeAHa3HAYEHUETO UM.

3a OMOIOTUYHM JIEKAPCTBEHH MPOIYKTH C€ MpHIaraT CIeAHUTE AOMbIHUTETHH U3UCKBAHUS:

OmucBar ce 1 ce JOKyMEHTUPAT MPOU3XOAbT U UCTOPUATA HA U3XOJHUTE MaTePUAIIH.

3agBUTENAT cJeABa Ja TOKaXe, uYe aKTUBHOTO BEIIECTBO OTroBaps Ha aKTyaJHOTO
"PBKOBOACTBO OTHOCHO CBEXJaHE 0 MHHUMYM Ha pHUCKa OT TMpeJaBaHe Ha NPUYMHHUTEIA Ha
KUBOTHMHCKH CIOHTH(OPMHU eHIledanonaTHi dYpe3 JEKapCTBEHH NPOAYKTH'", MyOJIHMKYBaHO OT
EBporneiickara komucus B "Odunnanen BecTHUK" Ha EBponeiickus cbro3.

Koraro ce u3non3par kieThYHH OaHKH, TpsOBa na OBbJE MOKAa3aHO, Y€ XapaKTEPUCTUKHUTE HA
KJIETKUTE Ca OCTAaHAJIM HENPOMEHEHH cjesl Oposi CyOKYITHUBUpPAHHUS, M3MOJI3BaHHU 332 IMPOU3BOJICTBOTO,
KaKTO U TPU MO-TOJISIM OT U3IMOJI3BaHUSI OpOil CYOKYITHBUPAHUS.

[ToceBHuTEe Marepuanu, KICThYHUTE OaHKH, COOPHUTE TIUIa3Ma WA CEPYyM U JIPyTUTe
MaTepuaal OT OMOJOTHYEH MPOM3XOJ, a JOKOIKOTO € BB3MOXKHO, U MaTepHalluTe, OT KOUTO T€ Ce
MoJTy4yaBart, TpsiOBa /1a ce M3MUTBAT 32 CTPAHUYHU areHTH.

AKO HaIMYMETO Ha TOTEHIMATHO NATOTeHHH CTpPaHWYHU AareHTH He MOoXe Jaa Obue
MPEeIOTBPATEHO, CHOTBETHUAT MaTepral MOXE Jla c€ M3I0J3Ba CaMO aKO IO-HaTaTbhlIHaTa o0paboTka



OCUTYpSIBA CIIMMUHUPAHETO U/UIM WHAKTUBHUPAHETO UM, KOETO TPsiOBa J1a € BaJIHIUPAHO.

Bunaru koraTto € BB3MOXHO, MPOM3BOACTBOTO HAa BAKCHMHHM C€ OCHOBaBa Ha CHCTEMa OT
MIOCEBHM CEPUM W HA YCTAaHOBEHM KJIETHUHU OaHKH. 3a OakTepHATHUTE M BUPYCHUTE BAKCHHU
XapaKTepUCTUKUTE HAa WMH(MEKIMO3HMUS areHT TpsOBa Ja ce JI0Ka3BaT Ha MoceBHHs Marepuan. [lpu
KMBHUTE BAKCHMHU OCBEH TOBa TpsiOBa Ja ce JOKaXKe CTaOMIIHOCTTAa HA ATCHIOMPAHETO Ha MOCEBHUS
MaTepuai; ako ToBa JI0Ka3aTeJCTBO HE € JOCTaThb4yHO, aTCHIOMPAHETO TPsiOBa /1a ce JoKa3Ba M Ha eramna
Ha IPOU3BOJICTBO.

3a neKapCcTBEHUTE MPOIYKTH, OJYyYEHH OT YOBEIIKA KPbB WM YOBEIIKA I1a3Ma, MPOU3XOIbT,
KPUTEPUHUTE M TPOLEAYpPHUTE 3a ChOMpaHEe, TPAHCHOPTHpPAHE M CHhXpPAaHEHHE Ha W3XOJHHS MaTepHhai
TpsOBa 1a ObJAT ONKCAHU U JOKYMEHTUPAHHU B ChOTBETCTBUE C M3UCKBAHUATA, OMMCAHU B MIPUIIOKEHUE
Ne 4.1.

Tpsabsa ga 6baaT onKcaHy TPOU3BOJCTBEHUTE MTOMEILIEHUS M 000pY/IBaHE.

3.2.S5.2.4. KoHTpos Ha KPUTUYHUTE €TANN U MEKIUHHUTE NIPOTYKTH

TpabBa na ce mpeAcCTaBiAT H3NMTBAHUATA CHC CHOTBETHUTE KPUTEPUM 3a MpuemaHe (c
000CHOBKA, BKJIFOUUTEITHO €KCIIEPUMEHTAITHH JIaHHH), KOUTO CE MPOBEXKIAT Ha BCEKH KPUTHYEH €TaIl Ha
MIPOM3BOJICTBEHUS MPOIIEC, 32 /1a C€ OCUTYpU KOHTpPOI Ha mporieca. [Ipencrass ce nHpopMaius OTHOCHO
KayecTBOTO ¥ KOHTPOJIA HA MEXJIUHHUTE POAYKTH.

3.2.5.2.5. Banuaupane u/vim orieHKa Ha MPOU3BOJICTBEHUS IPOIIEC

BrximouBa ce wuH(poOpMamus OT HM3NUTBAHUS 32 BaIMIUpaHE W/WIM OLEHKAa Ha TIpoleca.
3aIbIDKUTETHO c€ BKIIOYBAT JAaHHUTE OT U3MUTBAHUATA 32 BaJTUAMPAHE W/UJIU OIICHKA HA aCeNTUYHOTO
IIPOU3BOJICTBO U CTEPUIIU3ALUATA.

JlaHHHWTE OT BaTUAMPAHETO U OLIEHKATa Ha OTCTPAHSABAHETO W/WJIM MHAKTUBUPAHETO HA BUPYCHU
ce MpeACTaBsT B puiioxenue 3.2.A.2 Ha Moy 3.

3.2.S.2.6. Pa3paboTBane Ha MPOU3BOACTBEHUS MTPOLIEC

[IpencraBs ce onucaHue UM OOCHKJAHE HAa 3HAYMTEIHUTE IMPOMEHU Ha IMPOU3BOJCTBEHUS
MpoLecC W/MIUM Ha MSICTOTO HAa IMPOM3BOJACTBO HAa AaKTHUBHOTO BEIECTBO, HApPaBEHU IO BpeMe Ha
pa3zpaboTBaHeTO (T.€. OTHACAIIM C€ JI0 AaKTHMBHOTO BELIECTBO, M3IOJ3BAHO 3a IPOU3BOJCTBO Ha
MapTUIUTE 32 HEKIIMHUYHUTE U KIMHUYHUTE U3MUTBAHUS, IPY YBEIMUYaBaHE KalaluTeTa Ha MPOIECHUTe,
3a IPOM3BOJICTBO Ha MWJIOTHUTE W, aKO MMa TaKWBa, Ha MapTUIUTE C MpeasiaraHata MpOM3BOACTBEHA
TOJIEMHHA).

3.2.S.3. Oxapaxrepusupane

3.2.5.3.1. CtpyKTypa 1 Apyru XapakTepUCTHUKU

[IpencraBaT ce naHHU 3a CTPYKTypaTa U JPYT'U XapaKTePUCTUKU Ha aKTUBHOTO BELLIECTBO.

TpsbBa na Oble mMpeAcTaBeHO MOTBBPXKACHUE Ha CTPYKTypaTa Ha aKTUBHOTO BEIIECTBO Bb3
OCHOBA Harp. Ha IbTA HA CUHTE3 U (PU3UKOXUMUYHU W/WIM UMYHOXUMHUYHU U/WIH OMOJIOTUYHU METO/IH.

3.2.5.3.2. ITpumecu

[Ipumecure TpsiOBa na ObAaT o0OSBEHM, UACHTU(DULUMPAHH W KBaIU(UUUPAHU CHIIACHO
M3HCKBAHUATA Ha CHOTBETHUTE MOHOTrpaduu U obmu riaaBu Ha EBponeiickara ¢papmakones. Onucsar ce
MOTEHLIMAJIHUTE TPUMECH, MPOU3IU3AIIM OT HAauWHAa HAa CHHTE3, U IMOTCHLIHMATHUTE MPUMECH, KOUTO
MoOrar Ja ce€ IOJIydaT Ipd HPOU3BOACTBOTO, IPEUYUCTBAHETO M CBXPAHEHHETO, BKIIOYUTEIHO
pasnagHUTe MPOIYKTH, KAKTO U aHAIMTUYHUTE METOJUKHU 33 U3MUTBAHETO M.

3.2.5.4. KoHTpos Ha aKTUBHOTO BEIIECTBO

3.2.5.4.1. Cnetmdukanms

IIpencrass ce crienuduKanmsaTa Ha 3assBUTENS 32 PyTHHEH KOHTPOJI HA aKTUBHOTO BEILIECTBO.

3.2.5.4.2. AHaTUTUYHH METOIUKHU

IIpencraBAT ce aHATUTUYHNUTE METOAUKHU Ha 3asBUTEINS 3a U3MUTBAHE Ha aKTUBHOTO BELIECTBO.

3.2.5.4.3. BanuaupaHe Ha aHATUTUYHUTE METOTUKHU

IIpencraBs ce mHpOpMaLUs 3a BAIUJUPAHETO HA AaHAIUTHYHUTE METOAMKM 3a W3MUTBaHE Ha
aKTUBHOTO BEUIECTBO, BKJIIOYUTEIHO €KCIIEPUMEHTAIHU JAHHU.



3.2.5.4.4. Ananu3 Ha napTUAU

[IpencraBar ce pe3yaTaTUTe OT KOHTPOJIA, IPOBEJIEH BbPXY OTACIHU MapTHAU, U ONKMCAHUE Ha
CHOTBETHUTE MAPTUAX (JaTa U MSCTO HA MPOU3BOACTBO, TOJIEMUHA HAa MAPTUANUTE U MPEIHAZHAYCHUETO
UM, BKJIIOYUTEIHO 32 MPEAKINHUYHYI U KIMHUYHU U3ITUTBAHMUS).

3.2.5.4.5. O6ocHOBaBaHe Ha cienuUKaUATA

O6ocHoBaBa ce U300pbT Ha crienu(UKAMITa HA AKTUBHOTO BEIIECTBO.

3.2.S.5. CranaapTHH BElleCTBA WIA CPABHUTEIHU MaTepUaln

CpaBHUTEIIHUTE TNpenapaTd U CTaHJAPTHUTE BEIIECTBAa CE MOCOYBAT U OMUCBAT MOJIPOOHO.
Kpaero e mpuioxumo, ce H3MOJ3BaT XUMHUYHUTE M OWOJIOTMYHUTE CPABHUTEIHU MaTepHaid Ha
EBponeiickara hapmakores.

3.2.S.6. Cuctema onakoBKa-3aTBapsiHE

[IpencraBs ce onucaHue Ha cucTeMaTa OT OIaKOBKaTa M HEWHOTO 3aTBapsHEe, KAKTO U TEXHUTE
crienu (KA.

3.2.S.7. Crabunnoct

3.2.S.7.1. O6001eHe HAa U3MUTBAHUATA 32 CTAOMIIHOCT U 3aKITIOUCHHE

TpabBa na ce 00OOWIAT BHUIOBETE MPOBEACHU W3MUTBAHHS, HM3MOJI3BAHUTE IPOTOKOJIU U
pe3yaTaTuTe OT M3NHMTBAaHUATA. B 3aKiIIOYEHHETO CE TOCOYBAT YCJIOBUATA 32 ChXpaHEHHE, KAKTO H
CPOKBT, CJlell KOMUTO € HeoOXOJUMO MOBTOPHO HM3MUTBAHE, WJIM CPOKBHT Ha TOJHOCT, OOOCHOBAaHU C
pe3yATaTUTe OT U3MUTBAHUITA 332 CTAOMIIHOCT.

3.2.8.7.2. Ilporokonm 3a U3NUTBaHE 3a CTAaOWJIHOCT CIlleJ] pa3pellaBaHeTo  3a
yIoTpeda/perucTpanusTa u 3aAbJDKEHHS, CBbP3aHU ChC CTAOMITHOCTTA

3.2.5.7.3. JlanHu 3a CTAaOMITHOCT

B nmoxxomsin ¢opmar ce mpeacTaBsIT MOAPOOHUTE PE3YIITATH OT M3CIEABAHUATA 32 CTAOUITHOCT,
BKJIIOUMTEHO MHGpOpMAIUs 3a aHAIUTUYHUTE METOJWKH, W3IMOJI3BAHU 3a TOJy4yaBaHE Ha JaHHUTE,
KaKTO M BJIMIUPAHETO HA TE3U METOTUKH.

3.2.P. JIekapcTBEH IPOIYKT

3.2.P.1. Onucanue u cbCcTaB Ha JIEKAPCTBEHUS IPOAYKT

IIpencrass ce onucaHue Ha KpailHUS JIEKapCTBEH MPOJYKT M HEroBus cheTaB. MHopmarusaTa
BKJIIOYBA OIMCAHWE HA JIEKAPCTBEHATa (OpMa M ChCTaBa C BCHUKU CHCTABKH HA KpaWHUs JIEKapCTBEH
MPOAYKT, TAXHOTO KOJMYECTBO 32 €IMHUIIA, KAKTO U (DYHKIIMUTE HA ChbCTAaBKUTE!

a) aKTUBHUTE BEIIECTBA;

0) chbCTaBKHTE HA TIOMOIHHUTE BEIIECTBA, HE3ABUCHMO OT TAXHOTO €CTECTBO M HM3IOJI3BAHOTO
KOJINYECTBO, BKJIIOYMTEIIHO  OLIBETUTENIUTE, KOHCEPBAaHTUTE, aIIOBAHTUTE, CTaOMIN3aTOpHUTE,
CT'BCTUTEIINTE, EMYJITATOPHUTE, ITOJ00PSABAIINTE BKyCa M apoMaTa BEIIeCcTBa U Jp.;

B) ChCTaBKUTE OT BBHIIHOTO MOKPUTHE Ha JIEKAPCTBEHU MPOAYKTH, MpeJHa3HAuYEHH J1a Obaatr
MOT'BJTHATH WJIA TIPWIIOKEHH TI0 IPYT HAYHMH Ha MalueHTa (TBbPIU, MEKH U PEeKTAHU KaICylu, OOBUTH U
¢buiMupanu TabIeTKy U ap.);

T') OCBEH TEe3W JaHHU CE€ TPEACTaBAT U CHOTBETHU JAaHHHW 32 BHJA HA OTMAKOBKATa U KBACTO €
HE00X0/IMMO, HAYMHBT Ha HEMHOTO 3aTBapsiHE, 3a€HO C JAHHU 3a U3JIENIUATA, C KOUTO JEKAPCTBEHUSAT
MPOJIYKT 1€ C€ M3IIOJI3BA MIIH MIPUJIara ¥ KOUTO IIe Ce JOCTABAT C JIGKAPCTBEHUS MPOIYKT.

ChCTaBKHTE Ha JICKAPCTBEHUTE MPOAYKTH c€ OOSIBSIBAT IO CICTHUS HAYMH:

a) BemiecTBaTta, BKItoueHH B EBpomeiickara (apmakones, WiH ako He ca BKJIIOYEHH TaM, B
HallMOHaMHaTa (apMakornes Ha HSIKOS OT AbPXKaBUTE YJIEHKH - 4Ype3 3arjlaBUeTO Ha BBIIPOCHATa
(bapmakorneiina MoHOTrpadus ¢ TocouBaHe Ha (hapMaKomnesTa;

0) ocTaHanuTe BEUIECTBA - Ype3 MeXAyHapoJaHoTo HemareHTHO uMme (INN), mpenopbyaHo oT
CaeToBHaTa 37paBHA OPTaHU3ALM, WIN aKO HAMA TaKOBA - TOYHOTO HAYYHO 0003HAUCHNE; BEIIECTBATA,
KOUTO HAMAaT MEXJIyHapOAHO HEMaTeHTHO MME WJIM TOYHO HAaydyHO OOO3HAu€HHUE, CE OIMCBAT dYpe3
MOCOYBaHE KaK M OT KAaKBO cCa TPOM3BENEHH, IOMBIHEHO, aKO € HEOOXOOMMO, C APYTd BaKHU



MOIPOOHOCTH;

B) omBeTuTenuTe - upe3 "E" Koja 3a CbOTBETHOTO BEIIECTBO, TOCOUYEH B MpruiokeHue No 7 Ha
Hapen6a Ne 8 ot 2002 r. 32 M3MCKBaHMITA KbM H3MOJI3BaHE Ha 100aBku B xpanute (/IB, 6p. 44 ot 2002
r.).

B 3aBucumocT ot nekapcTBeHara ¢popMa KOJIMYECTBOTO HA BCSIKO aKTHBHO BEIIECTBO B KpaWHUs
JIEKapCTBEH MPOAYKT CE M0COYBA Upe3 Macara Uiu Oposi eIUHUIM OMOJOTHYHA aKTUBHOCT, U3Pa3eHU 3a
JI030Ba €MHUIIA UJTU 3 CIMHUIIA Maca U 00eM.

AKTHUBHHTE BEILIECTBA, KOUTO ca BKIIIOUEHU 1oj ¢opMaTa Ha CheAMHEHUS WM MPOU3BOJIHU, C€
U3passBaT KOJWYECTBEHO 4Ype3 Macara Ha CHOTBETHOTO CHhEAWHEHHWE WJIM TMPOW3BOJHO (HAIMp. COJ,
€cTep), U aKo € YMECTHO - 4Ype3 macara Ha akTHBHaTa(uTe) 4acT(¥) Ha MoJieKyjiaTa (Hamp. 0asa,
KHCEJIMHA).

3a lekapcTBEHU NPOAYKTH, ChABPKALIN aKTUBHO BEIIECTBO, KOETO 32 IIbPBU MBT € MPEeIMET Ha
3asiBJICHHE 3a pa3pelnaBaHe 3a ynorpeda Ha TEpUTOpPHUATA HA KOATO U Ja € OT JIbPKaBUTE UWICHKH,
KOJIMYECTBEHOTO ChIbP)KaHHWE HAa aKTUBHOTO BEIIECTBO, aKO TO € COJI WJIM XHUApaT, TpsAOBa na Obie
M3pa3siBaHO 4Ype3 Macara Ha akTUBHATa(UTE) YacT(M) HAa MOJIEKyJaTa. 3a €IHO U ChIIO AKTHUBHO
BEUIECTBO KOJIUYECTBEHOTO MY ChAbPKAHHE BHB BCHUKH JICKAPCTBEHHM MPOAYKTH, MOIydYaBaIlu
BITOCJICJICTBUE pa3pelleHre 3a yrnoTpeda B HIKOSI OT JAbPKABUTE WICHKH, TPSOBA Ja ObJIe U3Pa3eHO IO
CBHILMS HAYMH KaKTO MIPU IIBPBUS pa3pelieH MPoayKT.

Enuannure 3a OMOJIOTMYHA aKTUBHOCT C€ M3IOJI3BAT 32 BEUISCTBA, KOMTO HE MOraT Ja Obaar
xumuuHO nepunupanu. Koraro CBeToBHaTa 37paBHA OpraHM3alUs € Ompeenuia MeXIyHapoIHa
eIMHMIIA 3a OWOJOrMYHA AaKTUBHOCT, CE€ H3MOJ3Ba Ta3uW eauHMna. Korato He ¢ omnpejereHa
MEXAYyHapoJHA €IUHHUIAa 3a OWOJIOrMYHA AaKTUBHOCT, CAMHHUIIUTE 3a OHOJOTMYHA aKTUBHOCT C€
M3passBar 1o TaKbB HAYMH, Y€ J1a 1aBaT eJHO3HAYHA WH(OPMAIIHS 32 AKTHBHOCTTA Ha BEIIECTBATA, KATO
aKo e MPHJIOKHMO, CE U3MOI3BaT eAuHuLIMTe Ha EBpomnelickara hapmakornes.

3.2.P.2. ®apmaneBTHUHO pa3paboTBaHe

To3u pasngen TpsOBa ma chabpka uMHGOpPMalKMs OTHOCHO HM3CJEIBaHUATA 3a pa3paboTBaHe,
MPOBEJICHHU, 3a Ja CE YCTAaHOBH, Y€ CBHCTaBBT, JIEKapcTBeHaTa (popma, MPOM3BOACTBEHATA PEIICIITA,
MIPOM3BOJICTBEHUSAT MPOIIEC, CHUCTeMara OT OMAaKOBKaTa M HEWHOTO 3aTBapsiHe, MUKPOOHMOIOTHYHHUTE
XapaKTePUCTHKU M yKa3aHUsATA 32 yIoTpeda ca MOIXOIAIIN 32 INITAHUPAHOTO MPUIIOKEHHE, TTIOCOYCHO B
JOKYMEHTAIMATa KbM 3asBJICHHUETO 32 pa3peliaBaHe 3a ynorpeoa.

W3cnenanusiTa, OMMcaHW B HACTOsIIATa TjlaBa, CE pa3liiyaBaT OT PYTUHHUTE KOHTPOJHU
W3MHUTBAHUSA, KOWTO C€ W3BBPIIBAT ChIVIacHO crnenudukanuure. OmnpenensT ce U Cce OMHUCBar
KPUTUYHHTE TIApaMEeTPH Ha MPOM3BOJICTBEHATA PEIeNTa U 0OCOOCHOCTHTE Ha MPOU3BOJICTBEHUS TIPOIIEC,
KOUTO MOXKE Ja TIOBIHUSAAT HAa BB3MPOU3BOJUMOCTTA HA MApPTUIWTE, ACHCTBHETO HAa JIEKAPCTBEHUS
MPOJIYKT W HETrOBOTO KadecTBO. Koraro e MOaXOJsIio, ce JaBaT MPEnparku KbM JOMBIHUTEITHH
MOJKPETAIIN JAHHU B CHOTBETHUTE YacTU OT MOAYIN 4 (AOKIaAW OT HEKIMHUYHH U3MUTBAHUS) U MOIYT
5 (moknmaam OT KJIMHWYHHM W3MHUTBAHWS) HA JOKYMEHTAIUsATAa KBbM 3asSBICHHETO 3a pa3pellaBaHe 3a
ynoTpeoa.

3.2.P.2.1. CpcTaBKM Ha JIEKapCTBEHUS TPOITYKT

3.2.P.2.1.1. AKTUBHO BEIIIECTBO

[IpencraBs ce JOKyMEHTAIUsl 32 CHBMECTHMOCTTA Ha AKTUBHOTO BEIIECTBO C ITOMOITHHUTE
BEIIECTBA, KAKTO W OCHOBHUTE (PU3MKOXMMHUYHHM XapaKTEPUCTUKH HA AKTUBHOTO BEIIECTBO (HAIp.
ChIIbPKaHUE Ha BOJIA, PA3TBOPUMOCT, pasmpeieiisHe MO TojieMHHA Ha YaCTHIMTE, MOJUMOP(OU3BM U
1p.), KOUTO ca OT 3HAYCHHE 3a IEHCTBUETO HA KPaHUs IEKAPCTBEH MPOAYKT, a aKO MPOAYKTHT ChIbpKa
HSKOJIKO aKTHBHH BEIIIECTBA - U ChBMECTHMOCTTA MKy PA3IMUHUTE aKTUBHU BEIIECCTBA.

3.2.P.2.1.2. IloMouIHM BeuiecTBa

O6ocHoBaBa ce W300pBT Ha TOMOIIHUTE BEIIECTBA, OCOOCHO TIO OTHOIIEHUE Ha
KOHIIEHTPAIIMATA UM U XapaKTePUCTHKUTE, KOMUTO MOTraT Ja OKaXaT BIUSHHUE BHPXY JACHCTBUETO Ha
JICKaPCTBEHHMSI MPOJTYKT B CHOTBETCTBUE C M3ITBIHABAHUTE OT TAX (DYHKITUH.



3.2.P.2.2. JlekapcTBEH IPOAYKT

3.2.P.2.2.1. Pa3zpaboTBaHe Ha JIEKAPCTBEHUS TPOTYKT

Omnmcea ce pa3paboTBaHETO HA KpalHUA MPOAYKT, KaTO Ce B3eMAaT MPEIBU MPEATIOKCHUSAT BT
Ha BBbBEXJIaHE U ynoTpebara.

3.2.P.2.2.2. U3nuurbuu

O06ocHOBaBaT ce BCUYKHU M3JIUIIBIIM B IPOU3BOCTBEHATA(UTE) perenTta(u).

3.2.P.2.2.3. ®U3HKOXUMHUYHH U OMOJOTHYHU CBOWCTBA

Pasraexxnat ce Bcuuku (GU3MKOXUMUYHHM M OMOJIOTMYHU MapaMeTpH, KOUTO UMAT OTHOIICHUE
KbM JEHCTBUETO HA KPAWHUS MTPOAYKT.

3.2.P.2.3. Pa3pabGoTBane Ha MPOU3BOACTBEHUS MTPOIIEC

O6cwxaa ce n300pbT U ONTHMU3UPAHETO HA MPOU3BOACTBEHUS MPOLEC, KAKTO U Pa3IUYHsiTa
MEXy MPOU3BOACTBEHUsI(UTE) Mporiec(n), KOUTO ca M3MOJI3BaHU 3a MPOU3BOJCTBOTO HA MAPTUAMUTE 32
OCHOBHUTE KJIMHUYHU U3NMTBAHUS, U MPOLIECa, KOWTO CE M3I0JI3Ba 32 IPOU3BOJCTBOTO HA IIpejlaraHus
KpaeH JIEKapCTBEH MPOAYKT.

3.2.P.2.4. Cucrema onakoBKa-3aTBapsiHe

[IpencraBs ce wHbopManus 3a NPUTOJHOCTTA HA CHUCTEMaTa OT OMAKOBKaTa M HEWHOTO
3aTBapsiHE MO OTHOILEHHWE HAa CBHXPAHEHHETO, TPAHCIOPTHPAHETO M yHoTpedara Ha JIEKapCTBEHMS
npoaykT. B3ema ce mpenBua U BB3MOXKHOTO B3aUMOJICHCTBUE MEXKIY JIEKAPCTBEHUS MPOIYKT H
OIIaKOBKaTa.

3.2.P.2.5. MukpoOHOJOTHYHN OCOOESHOCTH

MUKpOOHOIIOTHYHNTE TapaMeTpy Ha JIeKapcTBeHa (opMa MpH HECTEPUSIHM U CTEPUIIHU
MpPOAYKTH TpsOBa na ca B choTBeTcTBHE C EBpormelickara ¢apmakornes u Aa ca JOKYMEHTHPaHU
CBIJIACHO HEMHUTE IPEIITHCAHMS.

Tpsabsa na O6baaT pasriieaHd MUKPOOUOJIOTMYHUTE OCOOCHOCTH Ha JieKapcTBeHaTa (opma u
n300pBT M ePHUKACHOCTTAa Ha KOHCEpBUpAIlaTa CUCTEMa IpPU MPOAYKTH, ChIbPXKAIIA aHTHUMHUKPOOHU
KoHcepBaHTU. [Ipu cTepuinHM mOpoaykTu TpsiOBa na ce 0OChAM NPUTOJHOCTTa Ha CHUCTEMaTa OT
OIIaKOBKaTa U HEHHOTO 3aTBapsiHE J]a PeA0TBpaTsIiBa MUKPOOHO 3aMbpCSBaHE.

3.2.P.2.6. CpBMecTHUMOCT

[IpencraBs ce wuHPOpMalMs 3a CHbBMECTUMOCTTa Ha KpaillHMs JIEKapCTBEH MPOIYKT C
pa3tBoputens (WTe), paspeauTens(UTe) WM JO03UpAIlUTe U3JeNUs, MOJAKpersda HHpopMmalusaTa 3a
MPOJYKTA.

3.2.P.3. IlponsBoacreo

3.2.P.3.1. [IpousBoauten(un)

ITocouBar ce MMeTO, aApechT M OTTOBOPHOCTTa HAa BCEKM IPOU3BOAWUTEIN, BKIIOUYUTEIHO
MOJU3ITBIIHUTEIINTE, KAKTO U BCHYKH MECTa Ha TPOHM3BOJICTBO MJIM MECTa, Ha KOWTO C€ M3BBPIIBAT
MIPOU3BOJICTBO U U3MUTBAHUS.

3.2.P.3.2. [IpousBoacTBeHa perenta

IIpencrass ce mpou3BOACTBEHATA PELIENTA, ChABPIKAIlla CHUCHK Ha BCUYKU ChCTaBKU, KOMTO Ce€
U3IMOJI3BaT B IMPOU3BOJICTBEHUS IMpPOLIEC Ha JieKapcTBeHaTa ¢opMa, TEXHUTE KOJIMYECTBA 3a MapTUJA,
BKJIFOUMTETHO U3JHIIBIIUTE, U TperpaTka KbM CTaHJApTUTE 32 TIXHOTO KauecTBO.

3.2.P.3.3. Onncanne Ha MIPOU3BOACTBEHUS MIPOLIEC U KOHTPOJIA [0 BpEME Ha IPOU3BOJICTBOTO

Onucannero Ha HaYyMHA Ha TPOU3BOJICTBO TPsOBa Nla € MPEACTaBeHO Taka, ue Ja JaBa B
J0CTaThuHA CTENEH HH(OpMalKs 3a €CTECTBOTO Ha ONEPALIMUTE U J1a BKIIOYBA Hal-MaJIKO CIIEHOTO:

a) MOCOYBAT CE PA3IMYHUTE €Talu OT MPOU3BOJCTBOTO, BKIIOUUTEIHO KOHTPOIBT Ha MpolLeca U
CbOTBETHUTE KPUTEPHUH 3a MpHUEMaHe, Taka ue Ja MOXKE Jla Ce HalpaBU OLIEHKa Jlaly U3MOJI3BAHUTE 3a
MIPOM3BOJICTBOTO Ha JIEKapcTBeHaTa (opma mporecu Ouxa MOIJM Ja JO0BeAaT A0 HeOnaromnpusTHa
MIPOMSHA B ChCTABKHUTE HA TIPOIYKTA;

0) mpM HENmpeKbCHAT MPOU3BOACTBEH MpPOIEC C€ MPEACTaBi IMbJIHA HWH(GOpPMAIMS OTHOCHO
MpUJIaraHUTe MEPKH 3a OCUTYPsIBAHE HA XOMOT'€HHOCTTA Ha KpaiiHUs JIEKAPCTBEH MPOIYKT;



B) 3a CTCpWIHUTE JICKQpPCTBEHH MPOAYKTH - TOAPOOHM JAHHM OTHOCHO IIpolieca Ha
CTEpHJIN3aLs U/UIH U3IOJI3BAHUTE aCENITUYHU IPOLIETYPH.

3.2.P.3.4. KoHTpoJ Ha KpUTUYHUTE €TANN U MEXIUHHUTE MPOIAYKTH

BxutouBar ce JaHHM 3a KOHTPOJIHUTE W3MUTBaHMS Ha IMPOAYKTa, KOMTO C€ MPOBEXKAAT HA
MEX/IMHEH eTal OT POU3BOICTBEHHUS IIPOLIEC, 3a J1a CE OCUTYPH ITOCTOSHCTBO MPU IPOU3BOJCTBOTO.

Te3u nznuTBaHus ca HEOOXOIUMHM 3a NPOBEPKA HA ChOTBETCTBUETO HA JIEKAPCTBEHMSI IIPOILYKT
C IIPOU3BOJICTBEHATA PELIEIITA, B CIydail ue 3asiBUTEIIAT 110 U3KIIIOYEHHE MIPEeAIara aHaJIuTHUEH METO 3a
M3IUTBaHE Ha KpailHUA JIeKapCTBEH MPOIYKT, KONTO HE BKIKOYBA KOJIMUYECTBEHO OIPE/EIsHE Ha BCUUKU
aKTUBHU BELIECTBA (MM HAa BCUYKHM CHCTABKM Ha IOMOILIHUTE BEUIECTBA, KOUTO IOJUIEKAT HA CHLIUTE
W3MCKBAaHUS KaTo aKkTUBHUTE BemiecTBa). ChILOTO ce OTHAcAd 3a CiIydauTe, B KOUTO KOHTPOJIBT Ha
Ka4eCTBOTO Ha KpalHUs JIEKApCTBEH MPOIYKT BKIIIOYBA 110 HEOOXOIUMOCT KOHTPOJIHUTE U3IUTBAHUS 110
BpEMeE Ha IPOU3BOJICTBOTO, OCOOEHO KOraTo JEKapCTBEHUAT IPOAYKT € Je(UHHUpaH IVIaBHO Ype3 HauMHa
CH Ha IIPOU3BOJICTBO.

3.2.P.3.5. Banuaupane u/wim orieHKa Ha MPOU3BOJICTBEHHUS MPOIIEC

[IpencraBaT ce onucaHue U pe3yaTaTH OT EKCIIEPUMEHTAIHUTE U3CIIEIBaHUs 3a BAIMIUPAHE Ha
KPUTUYHHUTE €Talu M KPUTUYHUTE HW3NUTBaHMS B IpoOlleca HAa IPOU3BOJCTBO, OCOOEHO KOraTo ce
U3I0J13Ba HECTAHIaPTEH METO/] Ha IPOU3BOJICTBO.

3.2.P.4. KoHTpoJ Ha MOMOITHUTE BEIIECTBA

N36posiBaT ce BCHYKM MaTepHalid, HEOOXOIUMH 32 IPOM3BOJICTBOTO HA TIOMOIIHUTE BEIIECTBA,
KaTo ce I0coYBa MACTOTO Ha BCEKM MaTepuai B IPOM3BOJCTBEHUs npolec. [Ipeacrass ce uHpopmanus
OTHOCHO KayeCTBOTO M KOHTpPOJIa Ha T€3U MaTEpUaIH.

IIpencrassa ce uH@OpMalus, KOATO Ja MOKa3Ba, Y€ MaTepHaJIMTe OTrOBApAT HA MOAXOMSALIM
CTaHJIapTH C OIJIe]l Ha MPEJHa3HAYEHUETO UM.

OugeruTennTe NPU BCUUKU CIIydau TpsiOBa J1a OTroBapsT Ha M3uckBaHusATa Ha Hapenba Ne 8 ot
2002 r. 3a U3UCKBaHUATA KbM H3I0JI3BaHE HA JO0ABKU B XpaHUTE.

3.2.P.4.1. Cneuudukanuu

3a BCSIKO TMOMOIIIHO BEIECTBO C€ MPEICTaBAT NOAPOOHU crielnPUKaIIH.

3.2.P.4.2. AHaNIUTUYHU METOOUKHU

AHaIUTUYHUTE METOJUKH CE OIUCBAT.

3.2.P.4.3. BanuaupaHe Ha aHATUTUYHUTE METOIUKHU

[IpencraBs ce uHPOpMaNUs 3a BAIUIUPAHETO HA AHAJIUTUYHUTE METOAMKH, M3IMOJI3BaHM 3a
M3MHUTBAHE HA TIOMOIIHUTE BEIIECTBA, BKIIOUUTEIHO EKCIIEPUMEHTAIHN JaHHH.

3.2.P.4.4. O6ocHOBaBaHe Ha crienuUKaIUUTE

3.2.P.4.5. [ToMOonIHM BEWIECTBA C YOBEIIKH WJIM )KMBOTUHCKU ITPOU3XO.L

TpabBa na Obae mnpeacraBeHa HHGOpMANUs OTHOCHO CTPaHUYHU areHTd (mojapoOHa
uHpopManus ce rnpejacTass B mpuioxenue 3.2.A.2 Ha Moay 3)

[lo oTHoOIIEHHE Ha ClENUATHUTE MEPKU 3a MPEJOTBpaTsIBaHE MpPEIaBaHETO Ha >KMBOTHHCKH
COHTU(OPMHU eHlle(anonaTuy 3asBUTENAT TPsAOBa Ja MpeACTaBU JI0KA3aTENICTBA, BKIIOYUTEIHO U 3a
MTOMOUTHUTE BEIIECTBA, Y€ JIEKAPCTBEHUSAT MPOAYKT € IMPOU3BEACH B CHOTBETCTBHE C aKTYaJTHOTO
"PBPKOBOACTBO OTHOCHO CBEXJIAHE [0 MHHHMMYM Ha pHUCKa OT IIpElaBaHE€ Ha IPUUYMHUTEIN Ha
KUBOTHHCKH CIIOHTH(OPMHH eHIedamonaTu 4pe3 JIEKApCTBEHW TMPOIYKTU", MyOJUKYyBaHO OT
EBponeiickara komucus B "Odunmanen BecTHUK" Ha EBponeiickust cbro3.

Jloka3zBaHETO Ha CHOTBETCTBHE C T'OPEMOCOYEHOTO PHKOBOJCTBO MOXKE Jla C€ MOCTUTHE WIIU
ype3 npezcraBsHe Ha CepTudukar 3a cbOTBETCTBUE Ha MoHOrpadusara Ha EBponeiickara dapmakomnes
OTHOCHO CHOHTH(OpPMHUTE eHledaIonaTuu (3a MpearnoyuTaHe), WKW 4Ype3 MpeACTaBsHE Ha HAayuyHU
JJaHHU B ITOTBBPKIACHUE HA CbOTBETCTBUETO.

3.2.P.4.6. HoBu moMOITHM BelecTBa

3a BCSIKO IMTOMOIIIHO BELECTBO, KOETO €€ M3I0JI3BA 3 MPBB BT B JIEKAPCTBEH MPOIYKT WU YpE3
HOB MbT HAa BBBEXKJAHE, C€ NpPEIACTaBs JOKYMEHTAIlUsl, KOATO ChIbpXka MOoApoOHAaTa XMMHUYHA,



¢dapmarieBTMyHa ¥ OuoJjorMuHa WH(GOpPMAIMS 32 BELIECTBOTO, BKIIOYUTENTHO NOJAPOOHM NTaHHU 3a
IIPOU3BOJICTBOTO, OXAPAKTEPU3UPAHETO M KOHTPOJA C HPENpaTKu KbM CBOTBETHUTE JaHHU 3a
0e30macHOCT (HEKJIMHUYHU M KIMHUYHH). Ta3u TOKyMEHTalusi ce U3roTBs, KaTo ce cra3Ba (opMaTshT,
omnucaH B 4acT 3.2.S 3a akTUBHOTO BELIECTBO.

[Monpobnarta nndopmarus ce npeacrass B npuiioxkenue 3.2.A.3 Ha moayn 3.

WNudopmanusara 3a HOBOTO IOMOIIHO BEIIECTBO MOXKE Jla Ce€ MPEACTaBU KaTO CaMOCTOSITEIECH
nokyMeHT. KoraTo 3asBHUTENAT € pa3iudeH OT MPOU3BOAUTENS HA CHOTBETHOTO HOBO TOMOIIHO
BEIIECTBO, TO3M JOKYMEHT cjelBa Ja ObjJe NPeAOCTaBEH Ha 3asBUTENA 3a IpEACTaBsSHE Ha
KoMIeTeHTHHs opraH (M3mbiaHUTeNHATa areHIus 110 JIEKapCcTBaTa).

BxutouBar ce mpemnparku KbM MOIYJd 4 OT JOCHETO, KBAETO C€ MPEACTaBs AOIBIHUTEIHA
uH(pOpMaNKs OTHOCHO W3MUTBAHUATA 32 TOKCUYHOCT, IIPOBEICHH C HOBOTO IIOMOIITHO BEILIECTBO.

JIaHHUTE OT KIIMHUYHUTE U3MUTBAHUSA CE MIPEJICTABAT B MOy 5.

3.2.P.5. KoHTpoOJ Ha JIEKapCTBEHUSI IPOTYKT

3a KOHTpojla Ha KpaWHUS JIEKapCTBEH MPOAYKT NapTHAa OT JIEKapCTBEH IPOAYKT €
KOJIMYECTBOTO, CHCTOSIIIO CE OT BCHUKH €IMHUIIM Ha JIEKapcTBeHaTa (hopma, KOMTO Ca MPOU3BEICHH OT
€IHO U CBhUIO0 M3XOAHO KOJIMYECTBO MaTepuan W ca OWIM MOAJOXKEHM Ha €HAa U ChIla Cepust OT
MIPOU3BOJICTBEHH H/MJTM CTEPHIN3AMOHHH OIIEPALlMH, MM B CIyYauTe Ha HEMPEKbCHAT NMPOU3BOACTBEH
IPOLIEC - BCUYKHU €IMHUIIN, IIPOU3BEJICHH 3a ONPENIEIeH epUO]] OT BpeEMe.

MaxkcHMaIHOTO JOMyCTUMO OTKJIOHEHHE OT ChABPKaHUETO Ha aKTUBHOTO BEIIECTBO B KPaHUS
JIeKapCTBEH MPOAYKT TpsiOBa Jla He MpeBHILaBa + 5 MPOLEHTa 10 BpeMe Ha MPOU3BOJCTBOTO, aKO HAMA
JI0CTaThbUYHO OCHOBAHME 3a MO-TOJIIMO OTKJIOHEHHUE.

B n30poenure no-gomiy pasaenu ce npeacTans noapoOHa MHGopMaius 3a crequdukanuure (3a
0CcBOOOXKJaBaHE M 3a CPOKA HA TOJHOCT), 000CHOBaBaHE Ha M300pa UM, METOJUTE 33 aHAIHU3 U TAXHOTO
BaJIUJIUPaAHE.

3.2.P.5.1. Cneuuduxanms(n)

IIpencrasar ce criequduKanuTe Npyu 0CBOOOKIABAHE U 3@ CPOKA HA TOJHOCT Ha JIEKApCTBEHMS
MPOIYKT.

3.2.P.5.2. AHaIUTUYHU METOOUKHU

3.2.P.5.3. BanuaupaHe Ha aHATMTUYHUTE METOIUKHU

3.2.P.5.4. Ananu3 Ha napTUAH

[Ipencraar ce pe3yATaTuTe OT aHAIN3 HA MMAPTHIH U ONMCAaHUE Ha ChOTBETHHUTE TTAPTHIH.

3.2.P.5.5. Oxapakrepusupane Ha IpUMeECU

3.2.P.5.6. O6ocHOBaBaHe Ha crienuUKaIMUTE

3.2.P.6. CranaapTHH BEIIECTBA WIA CPABHUTEIHU MaTepUaN

[IpenmapatuTe 3a CpaBHEHHE W CTaHAAPTUTE, KOMUTO CE M3MOJ3BAT 3a M3IUTBAHE HAa KpailHHA
JIEKapCTBEH MPOIYKT, C€ OCOUBAT U C€ ONKMCBAT NOJPOOHO, aKO HE ca onmMcaHM B pa3zaen 3.2.S.5.

3.2.P.7. Cuctema onakoBKa-3aTBapsiHEe

OmnmucBa ce cucrtemMara OT ONMAKOBKAa M HEMHOTO 3aTBapsiHE, BKIIOYUTETHO MJICHTUYHOCTTA Ha
BCEKM Marepuaj 3a M3padoTBaHE HA IIbPBUYHATA OIMAKOBKA, M CE MPEICTABAT CHEIH(PHUKAINUTE WM.
Crnenuduxanuurte TpsiOBa aa BKIIOYBAT ONUCAHHWE, WIACHTH(PUKALKS U KPUTHUYHU pa3MepH, KbJIETO €
ymecTHO. Kb1eTO € moaxosino, ce BKIYBAT HepapMaKoneitHM METOAM ChC ChOTBETHOTO BaJlUAMpPAHE.

3a KOMIIOHEHTHUTE Ha BTOPHYHATA OMAKOBKA, KOMTO HE M3MBIHABAT ONpesaeieHru (QYHKINH, ce
MPEJCTaBs caMO KpaTKO ONHCaHWe. 3a KOMIOHEHTHTE Ha BTOPUYHATA OMAKOBKA, KOWTO W3ITHJIHSBAT
orpesiesieHd (PYHKIUH, Ce MPEeJICTaBsl JOIIbJIHUTEIHA HH(OPMALIHSL.

3.2.P.8. CrabunHocT

3.2.P.8.1. O6001eHe Ha U3MUTBAHUATA 32 CTAOMIIHOCT U 3aKJII0OUEHHE

O60061aBar ce BUI0BETE MPOBEIECHU U3NUTBAHNUS, U3MIOI3BAHUTE IPOTOKOIU U PE3YATATUTE OT
M3MUTBAHMUATA. 3aKIIOUCHHETO TpsiOBa Jla ChABPKA MPEIIOKEHHUE 3a CPOK Ha TOAHOCT M YCIOBHS 3a
CbXpaHEHHE, BKITIOYUTEITHO Ha HACHITHUS MIPOJIYKT, cien OTBapsiHe, cien



pas3TBapsiHe/pa3pexxaane/cycrenaupane  (KbAETO € NPUI0KHMMO), OOOCHOBAaHO C pe3yiaTaTd oOT
M3MIUTBaHUATA 32 CTAOUITHOCT.

3.2.P.8.2. Ilporokonm 3a W3NUTBaHE 3a CTA0WJIIHOCT CIie[  pa3peliaBaHe  3a
ynotpeda/perucTpanys 1 3abJDKEHUS BbB BPb3Ka ChC CTAOMIIHOCTTA

3.2.P.8.3. JlauHu 3a CTaOMIIHOCT

B noxxozsiy ¢popmar ce npeactaBsaT NOAPOOHUTE PE3YNITATH OT U3CIEABAHUATA 32 CTAOUIITHOCT,
BKJIIOYMTETHO HMH(OPMAIUS OTHOCHO AHAIWTUYHUTE METOJIWKH, H3MOJI3BAaHM 3a IIOJlydyaBaHE Ha
JAHHUTE, U BAJIWJUPAHETO HAa TE3UM METOJMKHU; IPU BAKCHMHM, KOraToO € HEOOXOOUMO, C€ IPEeACTaBAT
JaHHU 32 KyMyJaTHBHATa UM CTaOMIIHOCT, T.€. JJaHHU 3a CTaOMJIHOCT Ha MapTUAMU KpaeH MPOIYKT, IPU
IIPOM3BOJICTBOTO HA KOUTO Ca M3IOJ3BaHU HM3XOAHM MaTepuald, aKTMBHM BELIECTBA U MEXIUHHU
IIPOJYKTH, KOUTO Ha BCEKU €Tall Ca ChbXPaHSABAaHU 32 MAKCUMAJIHUS IIPEJIOKEH CPOK.

3.2.A. llpunoxenus

3.2.A.1. Ilomemenus u o0opyaBaHe

ToBa npunoxxenue ce npeacTassi camo NPpU OUOJOTMYHH JICKAPCTBEHH MTPOAYKTH U ChAbpPIKA:

a) Auarpama, rpejacTaBsila MPOU3BOICTBEHATA MTOCIEA0BATEIHOCT, BKIIIOUUTEIHO JIBUKECHUETO
Ha CypOBHMHHUTE, IEPCOHANA, OTHAIBbIUTE U MEKAUMHHUTE MPOAYKTH KbM U OT NPOU3BOACTBEHUTE 30HU.
CnenBa nma Obae mnpeacraBeHa wuH(OpMamus W 3a 30HUTE M IOMEIICHHATA B CBCEICTBO C
IIPOM3BO/ICTBEHUTE, KOUTO MOYXKE J1a ca OT 3HAYEHHUE 3a OCUT'ypsiBaHE KaUYeCTBOTO Ha MPOYKTa;

0) mH(pOpMaIus 32 BCHUKU APYTH MPOAYKTH (0100pEHM WM B TIPOLIEC HA pa3pabOTBaHE), KOUTO
ce MPOU3BEXKIAT UM 00pabOTBAT B CHUIUTE 30HU M IOMEIIEHHUS KaTo MPOJYyKTa, 32 KOWTO ce OTHACA
3asBJICHUETO 32 pa3pellaBaHe 3a ynorpeoa;

B) 0000I€HO omMcaHue Ha 00OpYABAHETO, BIM3AI0 B KOHTAaKT C IPOAYKTa, W HEromara
ynorpeba (#anu ce u3Mos3Ba U 3a JPYIM LENM WM €IUHCTBEHO 3a TO3U MPOAYKT); UHQOpMalus 3a
[IOJIrOTOBKATa, IOYHUCTBAHETO, CTEPUWIIM3ALUATA U CHXPAHEHHETO Ha IIOCOYEHOTO OOOpyJBaHe U
MaTepHuay;

r) uHdopMalus 3a HpolexypuTe (Hamp. MOYMCTBAHE U IUIAaHMpPAHE Ha HPOU3BOJICTBEHMS
rpaduK) W KOHCTPYKTUBHUTE XapaKTEPUCTUKM HA TIOMEIICHUATA M CHOPHKEHHUsATa (HAImp.
KJacu(uKanus Ha 30HUTE) 3a MPEAOTBPATABAHE HA 3aMbPCSIBaHE U KPBCTOCAHO 3aMbPCSIBAaHE HA 30HUTE
1 000pyBaHETO, KBJETO CE M3BHPIIBAT JCHCTBHUS 32 MPUTOTBSIHE HA KIETHYHH OAHKU M TPOU3BOJICTBO
Ha MPOJYKT.

3.2.A.2. OueHka Ha 6€30MacCHOCTTa BbB BPb3Ka ChC CTPAHUYHU areHTU

B To3m pasnen ce npeacraBs nHpopMalys U OLIEHKA Ha PUCKA 10 OTHOLIEHUE Ha MOTEHLIUAIHO
3aMBpCSABAHE ChC CTPAHUYHU areHTH.

3.2.A.3. IlomomHu BeniecTBa

3.2.R. Pernonanna ungpopmanus

3.2.R.1. Cxema 3a BanuupaHe Ha IPOU3BOJCTBEHUS MPOIIEC Ha JEKAPCTBEHUS MIPOAYKT

3.2.R.2. MenuuuHcku u3nenus (MpeacTaBisBalll YacT OT JIEKApCTBEHUS IPOAYKT)

3.2.R.3. Ceptudukar(u) 3a cboTBeTCTBHE Ha MOHOrpadun Ha EBponeiickaTta ¢apmakones - 3a
XAMAYHA YUCTOTA M MHKPOOWOJIOTHYHO KA4eCTBO, 32 CTEPHJIHH aKTHBHU BEIIECTBA, 32 PACTUTEIHHU
BemlecTBa u npenaparu, TSE 1 komOuHupanu cepTudukatu 3a CbOTBETCTBHE, B 3aBUCMOCT OT CITy4asl.

3.2.R.4. JlekapCTBEHU MPOAYKTH, KOUTO CHABPKAT WU B YMWTO MPOLEC HA MPOU3BOJICTBO CE
M3II0JI3BAT MATEPHUAIH OT KMUBOTUHCKH W/WUJIM YOBEIIKH ITPOU3XOJ]

3a BCUUKM 3asiBI€HUs TpsiOBa Ja ce mombjiHM TalOiuma A - "Marepuanu OT KUBOTHUHCKH
MPOU3XOJ, IMOMajgamy B 00XBaTa Ha PBKOBOACTBOTO OTHOCHO CBEXJAHE 10 MHUHHMYM Ha pHCKa OT
npeJaBaHe Ha TPUYMHUTEIN Ha JXKHUBOTHHCKH CIHOHTH(GOPMHHU eHredaronaTuu dYpe3 JIeKapCTBEHU
POYKTH".

Tpsabsa na 6baaT npunoxxenu HannyHute TSE-cepTudukatu 3a choTBETCTBHE.

3a MaTepualu OT >KUBOTMHCKM MPOM3XOJ, KOMTO HE MOMajJaT B 00XBaTa Ha PBKOBOJCTBOTO
OTHOCHO CBEXJaHE 10 MHHUMYM Ha pHCKa OT TMpenaBaHe Ha MNPUYMHUTETN Ha >KUBOTHHCKHU



COHTU(OPMHU eHIledaonaTHi Ype3 JIEKapCTBEHU IMPOAYKTH, ce mombjiBa Tabmuma B - "Jpyru
MaTepHaJIi OT )KUBOTUHCKHU MTPOU3XO0A".

B cnyyaif, ye nekapcTBEeHHAT NMPOJYKT ChABPKA WM MPH MPOU3BOJICTBOTO MY CE€ M3IOJI3BAT
MaTepuaIl OT YOBEIIKH MPOU3X0, ce nmombiBa Tabnuua C - "AnGyMuH U Ipyru MaTepuaiu, MoayuyeH!
OT YOBEIIKU ThKaHH'".

3.3. bubnumorpadus

[IpencraBs ce OCHOBHATa LIUTHpPaHa JUTEPaTypa.

Tabnuma A: Marepuaiu oT KUBOTHHCKHM MPOHU3XOJ, MONAJaly B 00XBaTa Ha PbKOBOJCTBOTO
3a CBEXKJAaHE /10 MUHHMYM Ha pPHCKa OT MpeJaBaHe HAa MPUUYMHUTENN Ha KUBOTUHCKU CHOHTH()OPMHHU
eHiedanonaTiy ype3 JIeKapcTBEeHH NMpoaAyKTH (1) 3a XymaHHaTa U BeTepUHAapHATa MEIUIHA

JlekapcTtBeH npoaykT: (CBo6oaHO n3bpaHo nme/INN)
3assuten:
[ata Ha nonbnBaHe Ha Tabnuvuara:
Mwme Ha maTepuana:
Mme v agpec Ha npoussogutens (2)
Bug XMBOTHM U TbKaH, OT KOUTO Ce Nofy4yaBa MmaTepuansT
CTpaHa Ha Npou3xod Ha XUBOTHUTE, OT KOWUTO € MOoSTydeH
maTepuansT
Wma nn TSE-cepTudmkaTt 3a cboTBeTcTBME (3) 32 MaTepuana ot
XMBOTUHCKM nponsxoa? (Ne n gaTta Ha cepTudmkaTta, npunara ce
Komnue OT Hero)
Ynotpe- KaTo aKTMBHO BELLECTBO
f6a Ha Ma-  kaTO NOMOLLHO BELLECTBO
Tepuana KaTo peareHT/CbCTaBKka Ha xpa-
HWTEenHa cpeaa, KOUTO Ce U3non3eart npu
PYTMHHOTO NPOU3BOACTBO
KaTo peareHT/CbCTaBka Ha XpaHuTenHa cpeaa,
KOUTO Ce M3MNOorni3BaT 3a Nofly4yaBaHe Ha HOBM
NMbPBUYHM KNETbYHU BaHku (4)
KaTo peareHT/CbCTaBKka Ha XpaHuTenHa cpeaa,
KOMTO Ce M3Mnon3Bar 3a nonyyaBaHe Ha paboTHU
KNeTbYHU BaHKu
n3xoaeH Matepwuarn, usnonssaH npu
NpON3BOACTBOTO Ha aKTMBHW BELLECTBA
n3xo4eH MaTepuar, U3nona3saH npu
NPOW3BOACTBOTO Ha NOMOLLHO BELLECTBO
apyra (ga ce onuwie)

(*1) AkryasiHaTa KbM MOMEHTA Ha MOJjaBaHE Ha 3asiBIICHUETO BEpCUsl HAa pPbKOBOJICTBOTO.

(*2) TpsabBa na ce oTOeNEeKHM MTPOUZBOJUTENAT, a HE JOCTAaBUMKBT Ha MaTepuaiga oOT
KUBOTUHCKH TPOM3XOJ. 3a €lIHAaKbB MaTepHuall, IPOU3BEIEH OT Pa3jIMYHU MPOU3BOJIUTENH, 32 BCEKH
IIPOU3BOJUTEII CE U3I0JI3BA OT/IETIHA KOJIOHA.

(*3) [IpousBoauTeNMTE HA MaTEpUAIH OT )KUBOTUHCKU MTPOU3XO0JI MOTaT Ja MPEICTaBAT JOCHE B
EBponeiickata ¢Qapmakomes, 3a naa mnomydar CepTudHKaT 3a CHOTBETCTBHE Ha MOHOTrpadusra
"IIpoayKTH € pUCK 3a IpeJaBaHe Ha KUBOTHUHCKHU CIIOHTM(POpPMHHU eHledanonaTtun".

(*4) Marepuanute OT IPeXUBHU KUBOTHH, U3MOI3BAHH MPH MOTYYaBaHETO HA CHIIECTBYBAIIN
II'BPBUYHU KJIEThYHU OaHKH, TpsiOBa Ja ce BKIItouyaT B Tabnuia B.

Tabnuua B: JIpyru marepuanu oT >kUBOTUHCKH npousxof (1)

JlekapctBeH npogykT: (CBo6oaHO M3bpaHo nme/INN)
3assuten:

[aTta Ha nonbnBaHe Ha Tabnuuara:

Mme Ha maTepuana:




Mime n agpec Ha npou3BoguTens
Bug )XMBOTHM M TbKaH, OT KOMTO Ce NnoJslydaBa MarepuansT
CTpaHa Ha NpoM3X04 Ha XXMBOTHUTE, OT KOUTO € MOJTyYeH
MaTtepuansT
Ynotpe- KaTo aKTUBHO BELLECTBO
0a Ha Ma- KkaTo peareHT/cbCTaBKa Ha
Tepuana XpaHuUTenHa cpeaa, U3nonaea-
HW NPY PYTUHHOTO NPOU3BOACTBO
KaTo peareHT/CbCTaBKa Ha XpaHWUTenHa cpeaa,
M3MOoM3BaHu 3a NosflyyaBaHe Ha MbPBUYHN KNETbYHU
OaHkun (2)
KaTo peareHT/CbCTaBKa Ha XpaHUTenHa cpeaa,
M3Mon3BaHu 3a nosly4yaBaHe Ha paboTHU KNeTbYHU
OaHKK
n3xodeH matepuan, U3nonssaH npu
NPOu3BOACTBOTO Ha aKkTUBHM BELLIECTBa
KaTo NOMOLLHO BELWEeCTBO
n3xo4eH maTepuar, u3nonasaH npu
npon3BOACTBOTO Ha MOMOLLHO BELLECTBO
apyra (ga ce onuwe)

(*1) Marepuanu, KOUTO HE MoMajaT B 00XBaTa Ha aKTyaJIHOTO PHKOBOJICTBO 3a CBEXJIaHE 0
MUHUMYM Ha PUCKa OT MPEJaBaHe HA MPUIMHHUTEIN HA XKUBOTHHCKH CIIOHTH(OPMHU eHIehaTonaTHH
ype3 JIEKapCTBEHU MPOLYKTH.

(*2) B Ta3m Tabnmma TpsOBa na ce BKIIOYAT M MAaTEPUANINUTE OT TNPEKHUBHU IKUBOTHH,
W3MOJI3BaHU MU NOJTy4yaBaHe Ha ChIIECTBYBAIY MbPBUYHU KJICTHYHH OaHKU.

Tabnuua C: AnOymMuH U Apyru MaTepuaiy, MOJYyYeHH OT YOBEIIKH ThKaHU
JlekapcTtBeH npogykT: (CBo6oaHO n3bpaHo nme/INN)
3asasuten:

[arta Ha nonbnBaHe Ha Tabnuuara:
Mme Ha maTepuana:
[ocTaBunk
TbKaH, OT KOSITO Ce nonyvyaBa MaTepuansT
CtpaHa(u), B KOSITO € M3BbPLUEHO B3UMaAHETO Ha JOHOPCKMS
maTtepuan
Mma nu matepranbT paspelueHne 3a ynotpeba?
Axo nma, ce otbensi3Ba AbpxaBaTa
yneHka u Ne Ha pa3spelleHneTo 3a ynotpeba
Ynotpe- KaTo aKTMBHW BelllecTBa
6a Ha Ma-  KaTo MNOMOLLHO BELLECTBO
Tepuana KaTo peareHT/cbCTaBka Ha
XpaHuTenHa cpega
apyra (ga ce onuwie)

[Tpunoxenue Ne 4.1 xpm wi. 7, an. 1, T. 1, 6yksa "B"

CH@HI/I(‘I)I/ILIHI/I HU3UCKBAHUA KBbM MOAYJ 3 3a JICKApCTBCHU MNPOAYKTH, IMOJTYYECHH OT YOBCHIKA
KPBbB HUJIKM YOBCIIIKA IJIa3Ma

3a JICKAPCTBCHUTEC TMPOAYKTH, TIIOJYUCHM OT YOBCIIKA KpPBbB HWJIM YOBCIIKa ILIa3Ma,
U3UCKBAHUATA KbM JOCHUCTO, CIIOMCHATU B "I/IH(I)OpMaI_II/I}I, CBbp3aHa C M3XOJHUTC CYPOBUHH U
MaTepI/IaJ'II/I" 10 OTHOIINCHUE Ha U3XOAHU MAaTCpUaIn, IMOJTYUYECHHU OT YOBCIIKA KPBbB HUJIW YOBCIIKA ILIa3Ma,



MOke na ObAe 3aMecTeHa OT T.Hap. OCHOBHO nocue Ha muiasma (Plasma Master File), ogqoOpeno B
CHOTBETCTBHUE C TA3U YacT.

A) OCHOBHU MPUHIIUIIN:

3a 1enauTe Ha TOBA MPUIIOKEHHE:

1. Bceku IEHTHp WM MHCTHUTYT 3a (paKkIHOHHpaHe/IpepaboTKa Ha T1a3Ma TpsaOBa Ja Ch3laae
U TOJAbpKa B aKTyalleH BuJ Habop ¢ moapoOHa uHpopMaIus Mo OTHOUIEHHE HA OCHOBHOTO JIOCHE Ha
TIa3Mara.

2. OCHOBHOTO JlocHe Ha Iula3mara TpsOBa Ja ce mpexacraBs Ha EBponeiickata areHuus Mo
JIeKapcTBaTa WM Ha PETYJIATOPHUTE OpraHW OT 3asBUTENS 3a paspeliaBaHe 3a ymorpeba WM ot
MIPUTEKATEI Ha pa3peleHueTo 3a ynorpeda. KbaeTo 3asBUTENST WU NPUTEKATENAT Ha pa3pelIeHUETO
3a ynorpeba ce pa3nuyaBar OT MPUTEKATEIS Ha OCHOBHOTO JJOCHE Ha TUIa3Mara, ChIOTO TPsOBa Aa Obae
MIPEIOCTAaBeHO Ha Pa3MoJIOKEHHUE Ha 3asBUTENS WM MPUTEKATENsd Ha pa3pelieHueTo 3a yrnorpeda 3a
MPEJICTaBsSIHE TIPE] PETYIaTOPHUTE OpraHu. BBbB BCEKHM cliydall 3asBUTENSAT WIH MPUTEKATEIAT HA
paspelieHreTo 3a ynorpeda HoCSIT OTTOBOPHOCTTA 32 JIEKAPCTBEHUS MTPOYKT.

3. PerynatopHusT oOpraH, OIEHSBAIl pa3pelICcHHETO 3a ymoTrpeda, cienBa Ja H3Yaka
u3/laBaHeTo Ha cepTudukat or EBpormelickara areHuus mo jeKapcTBara, Mpein Ja B3eMe pellieHue Mo
KOHKPETHOTO 3asiBJICHHE.

4. Besiko mocue 3a paspeliaBaHe 3a ynorpeda Ha MPOIYKT, ChAbpKall B ce0e cu MPOAYKTH,
MOJIYYEHU OT YOBEIIKAa IUIa3Ma, TPsSOBa Ja ce M030BaBa HA OCHOBHO JIOCHE HA IUTa3Mara, W3IO0J3BaHA
KaTo M3XOJICH MaTepHall 3a MPOU3BOJCTBOTO HM.

b) Ceabpxanue:

OCHOBHOTO JTocH€ Ha TUIa3Marta TpsiOBa Ja ChabpiKa clieHaTa HH(GOPMALIUS:

I. IIpousxox Ha ma3mara:

1. WUnadopmarus 3a LEHTPOBETE M HWHCTUTYTUTE, KBIETO CE€ IMPOBEXJa CHOMpaHETO Ha
KpBBTa/TUTa3MaTa, BKIFOUUTEIHO TPOBEACHA WHCIICKIIUU M OJOOpPCHHE, U CIHUIEMUOJIOTUIHH JaHHH I10
OTHOIIICHHE HA KPbBHUTE TPAHCMUCHUBHU WH(EKIINU.

2. Uadopmamus 3a IEHTPOBETe W MHCTHTYTHTE, KBJIETO CE OCHIICCTBSIBA W3CICIABAHETO HA
napeHata KpbB (Tiasma) W Ha cOopHara 1iazma (Tla3MeH Iyn), BKIIOYUTENHO HH(opManus 3a
MIPOBEJICHUTE HHCIICKIIMH U CTATYT.

3. Kputepuu 3a monbop/u3kiitouBane Ha JTOHOPH.

4. BweBemeHa cucTeMa 3a  TPOCIEAIEMOCT Ha BCSIKa JIapeHa eIUHUIA KPBB  OT
KPBHBOJAPUTENCKUS EHTHP A0 KpailHUs MPOAYKT U 00paTHO.

II. KauecTtBO 1 6€30macHOCT Ha TIa3Mara:

1. CproTBETCTBHE C M3MCKBaHUsATA HAa MOHOTpaduuTte oT EBpomneiickara hapmakornes.

2. U3cnenBane Ha OTACIHHUTE JapsBaHUs Ha KpbB/TUIa3Ma W cOOpHAaTa ria3Mma (IUia3MeH ITyin)
M0 OTHOIIICHHE Ha MH(DEKIINO3HU MTPUUNHHUTENH, BKIIOUYBAHKH HHPOPMAIIHS 32 U3MOI3BAHUTE METO/IH, a
B CITyJamTe, KOTaTo ce Kacae 3a COOpHa Iuia3Ma - M 3a BATMUpPaHe Ha U3MOJI3BAHUTE METOTH.

3. TexHUUYECKU XapaKTePUCTUKHN Ha CAaKOBETE, U3I0JI3BaHH 3a ChOMpaHe Ha KPbB WIH IJIa3Ma, U
3a W3IMOJI3BAHUS B TSIX aHTUKOAryJIaHT.

4. YcnoBus 3a ChXpaHEHUE W TPAHCIIOPT Ha TUIa3Mara.

5. [Iponenypwu 3a omwuc Ha IJIa3MaTa ¥ KapaHTHHUPAHETO .

6. XapakTepusupaHe Ha MIa3MeHus myJl.

III. Cp3manenara cucremMa Ha MSCTO MEXAY MPOU3BOAMUTENS Ha JIEKAPCTBEHH MPOIAYKTH OT
IIa3MeH TPOU3XO0Jl W/WIM TO3U, KOWUTO MpepadoTBa/QpakiroHupa IIa3Mara, OT €JHa CTpaHa, |
IIEHTPOBETE 32 ChOMpPAHE HAa KPHB/IIa3Ma M HEWHOTO HM3CJICJIBAHE, OT JIpyra CTpaHa, KOSATO JIa ONPe/IeIis
TOYHO YCJIOBUATA HA TSIXHOTO B3aMMOJCHCTBHE U YTOUHEHUTE CICIIU(PUKAIIH.

JIOBTHATETHO B OCHOBHOTO JIOCHE HA IUIa3Mara TpsOBa Jia ce ChAbPKA CIHCHK C
JIEKapCTBEHHUTE MPOAYKTH, 32 KOUTO € BaJHIHO TOBA OCHOBHO JIOCHE, KBAETO JEKAPCTBEHUTE MPOIYKTH
UMaT TOJIYYCHO pa3pelieHue 3a yrnoTpeda WK ca B MPoIleypa Mo MoJlydaBaHe Ha TaKOBa pa3pelicHue,



BKJIIOUUTEHO U JIEKAPCTBEHU MPOAYKTH 10 ri1aBa yeTBbpTa 3JIIIXM mo oTHoOIIEHHE BBBEXAAHETO HA
npaBuiata 3a JloOpa KIMHWYHA TpakTUKa TPU TPOBSXKIAHETO HA KIMHUYHM W3MUTBAHUS Ha
JIEKApCTBEHU MPOAYKTH 332 XyMaHHATa MEULIUHA.

B) Ouenka u cepruduiupane:

1. 3a nexapcTBeHH MPOIYKTH, KOUTO BCE OIE HSAMAT paspelieHue 3a yrmoTpeda, 3asBUTEINST
cienBa Ja TMPEACTaBH ITBJIHO JOCHE Ha PEryjJaTOPHUS OpraH, KOETO Jia € IPHAPYKEHO OT OTIEITHO
OCHOBHO JIOCH€ Ha IlJIa3MaTa, KbJIETO TAKOBA BCE OIIE HE ChILECTBYBA.

2. OCHOBHOTO JOCHE Ha IJIa3Mara € NMpeAMEeT Ha HaydyHa M TEXHHYECKa OIleHKa, KOSATO Ce
npoBexaa oT EBporeiickara areHius mo jekapcrpara. [lonokurenHaTa olieHKa 1€ BOAM /10 U3/1aBaHE
Ha cepTH(HUKAT 32 CbOTBETCTBHE ¢ EBPOMEHCKOTO 3aKOHOIATEIICTBO MO0 OTHOIIEHHWE HAa OCHOBHO J0CHE
Ha T1a3Ma, KOMTO cienBa a Oblie MPUAPYKEH OT OlleHbYUCH MoKia. M3naaeHusar cepTudukar me Obae
BAJIMJICH B LIenus EBponeiicku chio3.

3. OCHOBHOTO JTOCH€ Ha TuTa3MaTa TpsOBa J1a ObJie OCHBPEMEHSIBAHO U OLICHSBAHO €KETOTHO.

4. Karo BTOpHM €Tam OT pasnopeAdWTe B MbpPBa, BTOpA M TPETa TOYKA PETYJATOPHHUAT OpraH,
KOWTO 1IIe W3/JajJe WIH BeYe € H3Jal paspelieHue 3a ymoTpeda, cliefilBa Ja B3eMa MPEABU]
cepTHUIIMPAHETO, TOJHOBSIBAHETO HA CEPTU(PHUIIMPAHETO WJIM NPOMSHATA B OCHOBHOTO JIOCHE Ha
IJ1a3MaTa Ha ChOTBETHUS JICKAPCTBEH MPOJIYKT.

5. 1o u3KIFOYEHUE OT pasnopeadruTe Ha BTOpA TOYKA TaM, KbJETO JaJICHO OCHOBHO JOCHE Ha
ia3Ma ChOTBETCTBA HA JICKQPCTBEHW NPOAYKTH, IOJIYYEHU OT KPbB/IUIa3Ma, pa3pelicHHETO 3a
yrnotpeda Ha KOUTO € OrpaHUYeHO caMO B €/lHa JIbpKaBa YWiICHKa, HayyHaTa U TeXHHYECKaTa OI[CHKa Ha
TOBa OCHOBHO JIOCHE Ha TJIa3Ma C€ U3BBPIIIBA OT PEryJaTOPHUS OPTaH HA Ta3M JAbprKaBa WICHKA.

n_n

[Tpunoxxenue Ne 4.2 koM un. 7, an. 1, 1. 1, OyxBa "B
CrneunduyHy U3UCKBAHUS KbM MOJYJ 3 32 BAKCUHU

[Ipu BakcHHM 3a MPUIIOKEHHE B XyMaHHATa MEIUIIMHA U TIO U3KIIOUEHHE OT pa3nopeaduTe Ha
Monyi 3 3a "akTuBHO(M) BemiecTBo(a)" ce mpuiaraT CleIHUTE U3UCKBAaHUS, OCHOBAaHU Ha MU3MOJI3BAHETO
Ha CHCTEeMa 3a OCHOBHO JIocHe Ha BakcHHeH aHTureH (Vaccine Antigen Master File).

Jlocueto 3a paspenieHue 3a yrnorpeda Ha BaKCHMHA, C U3KIIOYEHHE Ha BaKCMHATa Cpelly I'pull
IpU XOpa, € HeoOXOAMMO Ja BKIIOYBA OCHOBHO JOCHE Ha BAKCHMHEH aHTUTEH 3a BCEKH BAaKCHHEH
aHTHUIEH, KOMTO € aKTMBHO BEIIECTBO B Ta3W BaKCHUHA.

A) Ipuniunu

3a 1eauTe Ha TOBA NMPUIIOKEHHE:

1. Enqna BakcuHa MOXeE Ja ChIbpKa €IUH WIM HIKOJIKO Pa3IUYHU BaKCUHHU aHTHreHa. Mma
TOJIKOBA aKTUBHHU BEIIECTBA, KOJKOTO BAKCMHHU aHTUT€HU IPUCHCTBAT BbB BaKCHUHATA.

2. Enna xoMOWMHUpaHa BaKCHMHA ChABpKA Hail-Malko JBa pa3NUYHH BaKCHMHHU AaHTUTEHA,
MpelHa3HaYeH! 3a MPEAOTBpaTsIBAaHE HA €Ha WU HIKOJIKO MH(PEKIINO3HU O0JIeCTH.

3. MoHOBaJIeHTHA BAaKCHMHA € TaKaBa BaKCHHA, KOSTO ChIbp)Ka €IUH BAKCHHEH aHTHIEH,
IpelHa3HauyeH 3a MpeJoTBpaTsIBaHe Ha eJHa NH(EKIno3Ha 00JIecT.

b) Cpabpxanue

OCHOBHOTO JlOCHM€ Ha BaKCHHEH aHTUTeH TpsiOBa Ja ChAbpXKa cienHata WHbopMaius,
M3BJIEYCHA OT CHOTBETHATA YacT (AKTUBHO BEIIECTBO) HA MOIYJ 3 OTHOCHO "J[aHHU 3a KauecTBOTO".

AKTHBHO BEIIECTBO

1. O6mma uHpoOpMaIMs, BKIIOYUTETHO CHOTBETCTBHE Ha ChOTBETHAaTa(UTE) MOHOTpadusi(u) Ha
EBponeiickara papmakores.

2. Undopmanus 3a Npou3BOJCTBOTO Ha aKTUBHOTO BEILIECTBO: TO3H pasfell TpsOBa Ja MOKpHUBa
IIPOM3BOJICTBEHUS Ipoliec, HHPopMaIus 3a U3XOAHUTE MaTepuald U CYpOBUHUTE, KOHKPETHU MEpPKU



OTHOCHO CHOHTU(OPMHHUTE eHIledanonaTHi U OIleHKa Ha O0e30MacHOCTTa CIPSMO BBHIIHU areHTH,
nH(popMaIus 3a CbOPHKEHUITA U 000PYIBAHETO.

3. XapakrepuzupaHe Ha aKTUBHOTO BEIIECTBO.

4. KauecTBeH KOHTPOJI HA AKTUBHOTO BEIIECTBO.

5. Ctanaapt 3a CpaBHEHHE U MaTepUaIH.

6. OnakoBKa U CUCTEMa 3a 3aTBapsiHE Ha AaKTUBHOTO BEILIECTBO.

7. CTaOMIIHOCT HA aKTUBHOTO BELIECTBO.

B) Ouenka u cepruduiupane

1. 3a HOBM BaKCHHH, KOWTO CBHABPKAT HOB BAKCMHEH AaHTHICH, 3asBUTEISAT TpsiOBa a
npejnctaBd Ha M3mbpiaHuTenHata areHuus IO JIeKapcTBaTa MBJIHO JOCHE KbM 3asBICHHETO 3a
paspemiaBaHe 3a ynorpeba, BKIIOUMTETHO BCHYKM OCHOBHHM JIOCMETAa HAa BAKCUHEH aHTHUIEH,
CHOTBETCTBAIIIM Ha BCEKH BaKCHMHEH aHTUI'eH, KOMTO € 4acT OT HOBaTa BaKCHMHA, KOraTo HE ChIIECTBYBa
OCHOBHO JIOCH€ Ha OTJIEJIHUS BakCMHEH aHTUreH. [Ipu nmonoxurenHa oueHka ot EBponeiickara areHuus
[0 JIeKapcTBaTa Ha BCSIKO OCHOBHO JIOCHME Ha BAaKCMHEH AaHTUIEH C€ MpeAcTaBs cepTUUKAT 3a
CBHOTBETCTBHUE C €BPOIMEUCKOTO 3aKOHOAATEIICTBO 3a€/THO C OLIEHBYEH JOKIIA/I.

2. PasmopenOute mo mbpBa TOYKAa BakKaT M 3a BCSKAa BaKCHHA, KOSTO CE€ ChCTOM OT HOBA
KOMOMHAIMsI OT BAaKCHHHU aHTUTCHH, HE3aBUCHUMO JAllH €IMH WJIH TIOBEUYEe OT TE€3W BAKCUHHU aHTUTCHH
ca yacT OT BaKCHHH, Beue pa3pelieHu B EBpomneiickaTa 001IHOCT, WM HE ca.

3. Ilo u3kiroueHune pasnopeAdUTe Ha IbpBa M BTOpAa TOYKA, KOraTO OCHOBHOTO JOCHE Ha
BAaKCHHEH aHTUTEH Ce OTHACS CaMO 32 BAaKCHHA, KOSTO € MPeIMET Ha pa3pelleHue 3a yrnoTpeda, KoeTo He
e Owio uim HiMa a ObJe U3aJCHO ChITIACHO Tpoleaypa Ha EBpornelickata o0ImHOCT, W, TIPU YCIIOBHE
4ye paspelieHara BaKCHHA BKJIIOYBA BAaKCUHHU AaHTUTCHH, KOMTO HE ca Owin oI00peHH CHopesn
npoueaypa Ha EBporelickara oONIHOCT, HAy9HATa M TEXHUYECKaTa OICHKA Ha TOBAa OCHOBHO JOCHE Ha
BAaKCHHEH aHTHUI'EH U MOCJIEIBAlIITe My IPOMEHHU C€ MU3BBHPIIBAT OT HALIMOHAIHUS KOMIIETEHTEH OpraH,
KOWTO € U3JjaJI pa3peiieHueTo 3a yrmoTpeoa.

4. Karo BTOpH eram OT pa3nopeAduTe Ha MbpBa, BTOPA U TpeTa TOYKAa KOMIETEHTHHUAT OpraH,
KOWTO Te W3JaZe WM € Hu3Jal paspenieHueTo 3a ymnorpeda, cieaBa Ja B3eMma MPENBH]
cepTu(UIIMPAHETO, MOJHOBSBAHETO Ha CEPTU(DUIMPAHETO WM TpPOMSHATA B OCHOBHOTO JOCHE Ha
BAKCHMHEH aHTUTEH 33 CHOTBETHUS JICKAPCTBEH (M) MPOIYKT(H).

n_n

[Tpunoxenne Ne 4.3 kpM un. 7, an. 1, 1. 1, OyxBa "B
CrneunduyHr U3UCKBAHUSA KbM MOJIYI 3 32 XOMEOMATUYHHU JIEKapCTBEHU MPOAYKTH

Pasnopenbute Ha Moayn 3 ce mpuiarat KbM JOKYMEHTUTE 3a W3[aBaHe Ha y/IOCTOBEpEHHUE 3a
perucrpanysi Ha XOMEeOoNnaTHYEH JIEKAPCTBEH MPOJYKT [0 OMPOCTEHA Mpoleaypa cbriaacHo wi. 35, ai. 1
3JIIIXM, KakTo U KbM JOKYMEHTHTE 32 U3[JaBaHe Ha pa3pelleHHe 3a ynoTpeda Ha Ipyr XOMEOoNaTHUYHU
JIEKapCTBEHU MPOAYKTH ChINIacHO 4. 36, an. 1 3JIIIXM, kato ce B3eMaT npeaBu/l CIEIHUTE U3MECHEHUS.

1. Tepmunonorus

JIaTUHCKOTO MME€ Ha XOMEONAaTHYHMS HM3TOYHUK, OMHUCAHO B JIOCHETO 3a pa3peliaBaHe 3a
yrnoTpeba, TpsiOBa /a € B CHOTBETCTBUE C JIATUHCKOTO MMe B EBpomelickata Qapmaxornes wid, Ipu
JUICa Ha TakoBa, B odumuanHa ¢apmakornes Ha Ibp)kaBa wieHKa. TaM, KbJIETO € HeoOXOAUMO, ce
IIpeicTaBs TPAAULMOHHOTO UMe(Ha), U3I10JI3BaHO(M) BbB BCSIKA Abp)KaBa WICHKA.

2. KoHTpOa BBpXY U3XOIHUTE MAaTEpUATH

[TonpobHOCTUTE M JOKYMEHTUTE IO W3XOJHUTE MaTepHaid, T.€. BCHYKH H3MOJI3BAHU
MaTepuaIl, BKIIOYUTEIHO CYPOBHHHM U MEXIWHHU NPOAYKTH IO KpalHOTO paspekjiaHe, KOUTO ce
BKJIIOYBAT B KpalHUs JEKapCTBEH NPOAYKT, clieABa Aa ObJaT MPUAPYNKEHH OT JONBIHUTEIHU TaHHU
OTHOCHO XOMEOMAaTUYHUS U3TOYHUK U J1a C€ MPUJIOKAT KbM MaTepHAIIUTE B 3asBJICHUETO.



OGH_II/ITC HU3UCKBAHHA II0 OTHOHNICHUC HAa Ka4YCCTBOTO CC MpujaraT KbM BCHUYKHU HU3XOJHH
MaTepuaii ¥ CYPOBHHH, BKIIOYHTEIHO CYPOBHHUTE W MEXKIUHHHUTE TPOIYKTH O KpAHHOTO
paspexaaHe, KOUTO e BKIIOYBAT B KPAHUS JICKAPCTBEH MPOIYKT. AKO TOBa € BH3MOXKHO, C€ M3UCKBA
W3BBPIIBAHE HA W3MUTBAHE B CIydail HA MPUCHCTBHE HA TOKCHYHH KOMIIOHCHTH, KAKTO M B CIydYaid, ue
KayecTBOTO HE MOXE Jla c€ KOHTPOJHMpa MpU KPaHOTO pa3pexaaHe MOpaad BHUCOKAaTa CTENEH Ha
paspexnane. Bceska ¢a3za Ha TPOHM3BOJACTBEHHS MHPOIEC OT HM3XOJHUTE MATEPUAIHA JO KpPAHHOTO
paspexane, BKIIOYCHO B KpaifHUS JICKApCTBEH MPOAYKT, CJIe/(Ba /1a Ce OMHUILE B TOJAPOOHOCTH.

B cnyuaii 4e B mpoOW3BOACTBEHUS MpPOIEC ChIECTBYBa (pa3a paspexaaHe, BCHUKU CTHIIKH,
BKIIIOUEHU BBB (pazara paspexmaHe, ce U3BBPIIBAT B CHOTBETCTBUE C METOIUTE 3a MPOU3BOICTBO HA
XOMEOIATHYHH MPOAYKTH, U3JI0KEHNA B ChOTBETHUTE MOHOTpaduu ot EBporelickata hapmakones Wi,
B CJTy4Yaii Ha JINIICa HA TaKWBa, B ounmanHa Gapmakones Ha IbpiKaBa YICHKA.

3. KoHTpOIHM U3NUTBaHUs Ha KPAHUS JIEKAPCTBEH MPOIYKT

KbM KkpaiiHUTE XOMEONaTHUYHH JEKApCTBEHU MPOIYKTH CE MpHiaraT OOLIUTEe M3MCKBAHUS 3a
Ka4yeCcTBO, KaTO 3asBUTENAT JaBa OOOCHOBKA B CIy4ald Ha HEOOXOJMMOCT OT OTKJIOHEHHS OT TE3H
N3UCKBAHUS.

[TpoBexxaaT ce M3NMUTBAHE 3a WACHTUYHOCT M KOJUYECTBCH aHAJIM3 HAa BCHYKU ChCTaBKH ChC
3HAa4YEeHHUE OT TJIeTHA TOYKA Ha TOKCHKOJIOTHATA. AKO MOXKE J]a Ce TPEACTaBsAT apryMEHTH 3a TOBa, 4e 3a
JaJleHH ChCTaBKU ChC 3HAYCHHE OT TJIe/HA TOYKA HA TOKCHUKOJIOTHSTA HE € BB3MOXKHO Jia C€ MPOBEJIeC
W3MHUTBAHE 32 UACHTHYHOCT W/WIIY KOJMYECTBEH aHAIN3, HAIPUMEP MOPaI CTCIICHTA Ha Pa3pekIaHeTO
UM B KpaillHHsI JICKQpCTBEH MPOJIYKT, Ka4eCTBOTO C€ JOKa3Ba IMOCPEICTBOM ITBJIHO BaJIMIUpPaHE Ha
MIPOU3BOJICTBEHHS MIPOIIEC U TPOIIeca Ha Pa3pekIaHe.

4. V3nuTBaHMs 32 CTAOUITHOCT

TpsiOBa na ce qoka)xe CTaOMIIHOCTTA HA KpalHUs JIEKapCTBEH MPOAYKT. JlaHHUTE 32 CTAOMITHOCT
Ha XOMEONATHYHUTE M3TOYHUIM OOMKHOBEHO C€ IPEHACAT BBPXY Pa3pPeKIAHUATA/TPUTYPALUUTE,
IMOJIYYCHH OT THIX. AKO HEe MOXKe Aa CC MPOBEAC U3NIUTBAHC 3a UACHTUYHOCT UJIKM KOJIMYCCTBCH aHAJIU3 Ha
AKTUBHOTO BEIIECTBO, HANPUMEP IMOPaJH CTCICHTa HA Pa3peKIAaHe B KpalHHs JICKApPCTBEH MPOAYKT,
MOrar Jia ce B3eMar IoJl BHUMaHUE TaHHUTE 3a CTAOMITHOCT Ha JIeKapcTBeHaTa (opma.

nmn

[Tpunoxenne Ne 4.4 koM un. 7, an. 1, 1. 1, OykBa "B
CrneunhuyHr U3UCKBAHUS KbM MOJYI 3 32 paCTUTEITHU JIEKAPCTBEHHU MPOIAYKTH

3.2.S. AKTMBHO BEUIECTBO

3.2.S.1. O6ma uadopmarnus

3.2.S.1.1. a) HomeHknaTypa Ha pacTUTEIIHO BELIECTBO

Tepmunute "pactuTenHu BemiecTBa' M "pacTUTENHM TIpenapaTu" ca EKBUBAJEHTHU Ha
tepmunuTe "herbal drug" u "herbal drug preparations" B EBponeiickara ¢papmakomnes.

PacTutenHoTO BemecTBo ce onpeens ype3 00TaHMYECKOTO HAyYHO UME Ha paCTEHUETO/sATa, OT
KOUTO MPOM3X0XKJa, ChIJACHO OMHOMMHANHATa cucrema (poi, BHJ, BapueTeT W aBTOP), XEMOTHIL,
KbJIETO € MPUJI0KUMO, U M3IOJ3BaHH YaCTH Ha PacTeHUATa Ha JJATUHCKU e3uK. [Ipencrass ce onucanue
Ha PpacTUTEIHOTO BemiecTBO. [locouBa ce mMMEeTO B chOTBeTHaTa MoHorpadus Ha EBpomneiickara
¢dapmakornies (ako € HaAJIMYHA), CHHOHUMH B JpYrd opHUIMaIHu (hapMaKoleu, a ako He ChIIECTBYBAT -
OOIIONPUETOTO UME HA PACTUTEIHOTO BEIIECTBO HA JATUHCKU U OBITapCKH €3MK WM J1a00opaTopeH KOJI.

3.2.S.1.1. 6) Homenknarypa Ha pacTUTENEH IpenapaT

Pacturennusar npenapar ce onpezens 4ype3 60TaHMUECKOTO HAyYHO MME Ha PacTEHHETO/sITa, OT
KOUTO TMPOM3X0XkJAa, ChIIaCHO OWHOMHHAJIHATa cuctema (pol, BUJ, BapHEeTEeT U aBTOp), XEMOTHII,
KBJIETO € MPUJI0KUMO, U U3MOJI3BaHH YaCTH HA PaCTEHUATA HA JIATUHCKU e3UK. [IpencraBs ce onucanue
Ha pacCTUTENHHUS TMpenapar, BKIOYUTENHO (U3UYHO CBHCTOSHHUE, CHOTHOIIEHHE Ha PacTUTEITHOTO



BEIIECTBO KbM PACTHUTEIHHS MpenapaT ¥ U3MO0JI3BaHU Pa3TBOPUTENH 3a eKcTpakuus. [locouBa ce umero
Ha pacTUTEIHOTO BEIIECTBO B ChOTBETHaTa MoHOrpadus Ha EBpomelickata ¢dapmakories (ako e
HAJIMYHA) U CHHOHUMH B ApYyrd oduuuanau (apmakonen (ako ChIIECTBYBAT); aKO HE CHIIECTBYBAT -
OOIOMPUETOTO UME Ha PACTUTEIHOTO BELIECTBO HA JIATUHCKU M OBJITapCKU €3uK. THUIBT Ha €KCTpaKTa
ce omnMcBa cbriiacHo EBpomnelickara apmakores.

3.2.S.1.2. Crpykrypa

Kpaero e mpunoxumo, ce npeacrass GpusnuHaTa Gopma, ONrcaHue Ha ChbCTABKUTE C U3BECTHO
TEparneBTUYHO JIeHCTBUE WJIM MapKepu (MoyieKynHa (opmyrna, OTHOCHUTEIHA MOJIEKYJIHA Maca,
CTpyKTypHa (opMyJa, BKIIOUUTETHO OTHOCHTEIHA W a0CONIOTHA CTEPEOXHMHS), KAKTO U JPYTd
CbCTaBKH.

3.2.S.1.3. O6mwu cBoiicTBa

3.2.S.2. [IpousBoacTBoO

3.2.S5.2.1. IIpousBoauten(un)

a) [IponsBoauTesn(u) Ha paCTUTEITHO BEIIECTBO

Kpaeto e mnpwioxumo, ce MpeAcTaBIT HMMETO, aJpechT U OTTOBOPHOCTTA HAa BCEKU
MIPOU3BOIUTEIL, BKJIFOUUTEITHO MOU3MBIHUTEIUTE, ChC CBHOTBETHOTO MSICTO Ha
MIPOU3BOJICTBO/KYJITUBUPAHE WM TPOU3BOJCTBEHO CHOPHKEHHE, BKIIOYEHH B TPOHU3BOJCTBEHUS
poLec/cChOUpPaHeTO U KOHTPOJIA Ha PACTUTETHOTO BEILIECTBO.

0) [IponsBoauTeNn(n) Ha PaCTUTENICH MTpenapaT

Kbaeto e mpuiokumo, ce MpeAcTaBIT HMMETO, aJpechT W OTTOBOPHOCTTA HA BCEKU
IIPOM3BOJUTEI, BKIOUYUTEIHO MOJU3IBIHUTEINTE, ChC CHOTBETHOTO MSCTO Ha IPOU3BOJCTBO WU
MIPOM3BOJICTBEHO CHOPBKEHHUE, BKIIOYCHH B MPOU3BOJCTBEHUS MPOLIEC W KOHTPOJA HA PACTUTEITHUS
npenapar.

3.2.5.2.2. Onucanue Ha NPOU3BOACTBEHUS MIPOLIEC U KOHTPOJIA [10 BpEME Ha MPOU3BOJICTBO

a) Pacturenno BemecTBo

Omnucea ce Mo MOJAXOAAI] HAYMH IPOU3BOJCTBOTO M CHOMPAHETO HA PACTEHUATA, BKIFOUUTEIHO
reorpaCKUsT H3TOYHMK Ha JIEKapCTBEHOTO pAcTE€HUE, YCIOBUATAa 3a KyJITUBHpaHe, cbhOUpaHe,
00paboTKa, cyllIeHe, OTAKOBKA U YCIIOBHS Ha CbXpaHEHHE.

0) Pactutenen npenapar

OmnwucBar ce Mo MOAXOMAII HAYMH IMPOU3BOJICTBEHMAT MPOLEC W KOHTPOIBT MO BpEME Ha
MIPOM3BOJICTBOTO HAa PACTUTEIHMS IpernapaT, BKJIIOUUTEIHO o0O0padoTKaTa, pPa3TBOPUTEIIUTE H
peareHTuTe, eTauTe Ha MPEeYUCTBaHe, ChbOTHOIIEHUETO PACTHTEJIEH IMpenapar/pa3TBOPUTEN, BpeMe Ha
W3BJIMYAHE U JPYTU U3UCKBAHUS, CBbP3aHU ChC CTaHAaPTU3ALUATA.

3.2.5.2.3. KoHTpos Ha U3XOJHUTE MaTepHaln

[IpencraBar ce cnenu@uKauy ¢ METOAM 32 KOHTPOJ U KPUTEPUH 3a MPUEMaHE 3a BCEKU OT
U3XOJJHUTE MaTepHUaIIH.

3.2.S5.2.4. KoHTpos Ha KPUTHUYHUTE €TalU U MEKIUHHU MPOTYKTH

Kbaero e npuiioxxumo, ce onucBaT KOHTPOJIBT B MpoLeca Ha MPOU3BOACTBOTO M KPUTHUHUTE
etanu. /laBa ce 3aKiIr04eHHE 3a Mpolieca Ha MPOU3BOACTBOTO, KOHTPOJIa Ha MaTEpUATIUTE U MEXAUHHUTE
MPOAYKTH.

3.2.S5.2.5. BanuaupaHe u/uiu olleHKa Ha IPOM3BOJICTBEHUTE MPOLIECH 32 PACTUTENIEH IIpenapaT

Kpaero e mpuimoxumo, ce mpeicrtaBs HH(poOpMalMs 3a BaJUIAMPAHETO W/WIM OIEHKaTa Ha
OTJEIHUTE eTaly Ha MPOU3BOJCTBOTO.

3.2.S.2.6. PazpaboTBaHe Ha MPOU3BOACTBEHHSI MTPOLIEC 32 PACTUTEIICH Mpernapar

Kbaero e mpunoxxumo, ce mpeacTaBsi KpaTKO pe3loMe, B KOETO ce OMKCBa pa3pabOTBaHETO Ha
pacTUTENHUTE BELIECTBA M PACTUTEIHUTE MPernapaTu B 3aBUCUMOCT OT MPEAJIOKEHHS ITbT Ha BbBEXKJaHE
U HauMH Ha ynorpeba. Kpaeto e mpuiokuMo, ce TUCKYTHpaT pe3yJTaTHTe, KaTo Ce CpaBHSABA
(UTOXMMUYHUAT CHCTAaB Ha PACTUTEIHUTE BELIECTBA M PACTUTEIHUTE IpenapaTH, H3IMOJI3BaHU B
nmoAkpena Ha OuOmuorpadckyi JaHHW, C PACTUTEITHUTE BEIIECTBA M PACTUTEIHHUTE TMpenaparw,



ChIBPIKALIM CE KaTO aKTHBHH BEIIECTBA B ChCTaBa HA pa3pabOTEHUs paCTUTEIICH JIEKAPCTBEH MPOIYKT.
3.2.S.3.0xapakrepusnpane

3.2.5.3.1. U3sicHsiBaHE Ha CTPYKTypaTa U IpYr'y XapaKTepUCTUKU

a) Pacturenno BemecTBo

[IpencraBs ce wuHpopmanus 3a OOTaHUYECKOTO, MAKPOCKOIICKOTO, MHKPOCKOIICKOTO H
(GUTOXMMUYHOTO OXapaKTepU3NpaHe, KAKTO U 32 OMOJIOTMYHATa aKTUBHOCT HAa PACTUTENIHOTO BEILECTBO,
aKo € HeoOX0IMMO.

0) Pactutenen npenapar

[IpencraBs ce uHpopMaiysi OTHOCHO (GHUTO- M (PU3NKOXUMHYHOTO MY OXapaKTepU3UpPaHE,
KaKTO M 32 OMOJIOTMYHATa My aKTUBHOCT, aKO € HE0OOXOJMO.

3.2.5.3.2. ITpumecu

IIpencraBar ce M3NUTBaHMS 3a 3aMbpCSBAHE C JPYTU PACTUTENHHU BEIECTBA, MECTHLIMIY,
TEXKH MeTanH, a(IaTOKCHMHM, 3a OCTaThbUHU PA3TBOPUTENH, PATUOAKTUBHO 3aMbpcsiBaHE U 32
MHUKPOOHOJIOTMYHO KayecTBO. BkitouBa ce MH(opManus 3a NpUMECUTe, MPOU3IU3AIIU OT CaMOTO
BEIIECTBO.

3.2.S.4 KoHTpoJ Ha paCTUTEIHO BEIIECTBO/PACTUTENIEH MIpernapaT

3.2.5.4.1. Cnetmuduxanyuu

3a pacTUTENIHO BELIECTBO WM pPACTUTENIEH Ipenapar, 3a KOMTO HMa MOHOrpadus B
EBpomneiickara ¢dapmakones win BbB (hapMakomes Ha CTpaHa WICHKAa, CE€ MPEACTaBs CHEIH(HUKAIN,
BKJIFOYBAIllAa BCUYKM M3UCKBAaHUS Ha ChOTBETHaTa MoHorpadus. Kprero e mpuiioxkumo, ce npuiara
ceptu(uUKar 3a ChOTBeTCTBHE, N31a1eH 0T EDQM.

3a ocTaHaJUTE pACTUTEJIHU BEIIECTBA/PACTUTENIHM IIpernapatu ce MpeacTaBs ¢upMeHa
cienu(uKanusi ChbC ChOTBETHU H3MUTBAHHS, METOIU W KPUTEPUH Ha IpUEMaHe, ChOTBETCTBAIIA Ha
obwuTe npaBuiia Ha EBponelickara gapmaxores.

BximoyBar ce M3MMTBAaHUS 32 TECTUIUAM, TEKKH METald, OCTAaThYHH pPa3TBOPHUTEIIH,
aQuIaTOKCUHU, (yMHrUpamM areHTd, MHUKpPOOMOJIOIMYHO KadyecTBO, TIE€HHO MoJudUIMpaHe,
paIMoOaKTHBHO 3aMbPCSBAHE.

3.2.5.4.2. AHanuTHYHU NPOLIEAYPH

[IpencraBar ce aHAIMTUYHUTE NPOLEAYPH, H3IOJI3BAHM 32 W3MUTBAHE HA PACTUTEITHHUTE
BEIIECTBA M PACTUTEIIHUTE MperapaTy.

3.2.S.4.3. BanuaupaHe Ha aHAIUTUYHUTE NIPOLIETYyPU

IIpencraBs ce mHpopManus 3a BaJUIUPAHETO, BKIFOUUTEIHO EKCIIEPUMEHTATHH JIaHHHU 3a
M3IIOJI3BAHUTE AHAIMTHYHU TPOLEAYPH 32 HM3MHUTBAHE HAa PACTHUTEIHHUTE BEIIECTBA W PACTHTEITHHUTE
npernapary.

3.2.S.4.4. Ananu3 Ha napTuau

IIpencraBs ce omucaHue Ha MApTHIM U Pe3ylATaTH OT aHAIM3a HA MAapTUIM HA PACTUTEIHUTE
BEIIECTBA M PACTUTEIHUTE NIPENapaTH, BKIFOYUTEIHO Ha OTIMCAHUTE BBB (hapMaKoIieu.

3.2.5.4.5. O60cHOBKa Ha crielU(pHUKaIMUTE

Kbaero e mpunoxxumo, ce mpeacTtaBs OOOCHOBKAa Ha CHEUU(DHUKAIMUTE HAa PACTUTEIHUTE
BEIIECTBA M PACTUTEIIHUTE MperapaTu.

3.2.5.5. CrangapTHu BeecTBa (MapKepy) WM CPAaBHUTEIIHA MaTepUaIn

IIpencraBs ce wuH(popMmanMs 3a CTaHIApTHUTE BeLIeCTBa (MapKepH) M CpPaBHUTEIHUTE
MaTepHalii, U3IMOJI3BaHU MPH W3MUTBAHUATA HA PACTUTEIHUTE BEIIECTBA M PACTUTEIHUTE TpenaparH,
KBJETO € IPUI0KHUMO.

3.2.S.6. Cuctema onakoBKa-3aTBapsiHEe

[Ipencrasar ce cneunpuKauuTe Ha BCEKH OT MbPBUYHUTE OMAKOBBYHU MAaTEpUANU, KOUTO ca
B CHOTBETCTBHE C M3MCKBaHUATAa Ha EBpormeiickara ¢apmakones wim Ha apyra gapmakories Ha CTpaHa
yrneHka. OOchXkJa ce ChBMECTHMMOCTTa Ha MaTepHuaja C pacTUTENIHOTO BEIIECTBO/PACTUTEIHUS
mpernapar, BIUSHUETO Ha BJIara U CBETIIMHA, MUKPOOHOTO 3aMbPCSIBaHE.



3.2.S.7. CrabumHoct

O600611aBat ce BUI0BETE MPOBEICHU U3MUTBAHNUS, U3MIOI3BAHUTE IPOTOKOIU U PEIYATATUTE OT
U3NUTBAHUATA. B 3aK/II04€HNETO Ce MO0COUBAT YCIIOBUATA 32 ChbXPAHEHHUE, KAKTO U CPOKBT, CIIE/ KOWUTO €
HE0OXOMMO TMOBTOPHO U3MUTBAaHE, WM CPOKHT HAa TOJHOCT, OOOCHOBaHM C pE3YyIATaTUTE OT
W3MHUTBAHUATA 332 CTAOMITHOCT.

3.2.P. KoHTpous Ha KpaeH MPOAYKT - MIPOBEXK/A C€ ChINIaCHO mpruiokeHue Ne 4 kpm wi. 7, an. 1,
T. 1, OykBa "B".

JIOIIBIHUTETHO C€ BKJIIOYBAT CICAHUTE U3UCKBAHMUS:

B wacr 3.2.P.1. Onucanue u CbCTaB Ha JIEKAPCTBEHUS IPOJIYKT a) AaKTUBHU BEILECTBA -
pPaCTUTETHUSAT Mpenapar ce mpecTaBs upe3 OOTAHUYECKOTO HAy4YHO MME Ha PaCTEHHMETO/STa, OT KOUTO
MIPOU3X0XK/IA, ChITIACHO OMHOMMHAIHATA cHcTeMa (PO, BHUJ, BapUETET U aBTOP) U XEMOTHII, KBJAETO €
HE00XO0IMMO, M3MOJ3BAaHM YaCTH HA PACTEHUATAa HA JIATUHCKUM €3MK W ONUCaHHe Ha PACTUTEIHUS
npernapar, BKIIOYUTEIHO (U3WYHO CHCTOSIHHE, CHOTHOIIEHHWE HAa PACTUTETHOTO BEIIECTBO KbM
pacTUTETHUS Mpernapar U U3MO0JI3BaHU Pa3TBOPUTENH 3a eKCTpakius. FIMeTo Ha pacTUTETHOTO BEIIECTBO
e cerimacHo MoHorpadusara B EBpomeiickara dapmakores (ako € HaIW4YHA) U CHHOHMMH B APYTH
opunmanuu (apmakomnen (ako CBIIECTBYBAT); aKO HE CBIIECTBYBAT - OOMIONPHETOTO HME Ha
PacTUTETHOTO BEILECTBO HAa OBJArapCKU €3uMK. TUIBT Ha EKCTpaKTa ce ONUCBa ChIVIacHO EBpomneiickaTta
(dhapmakories.

B wact 3.2.P.2. ®dapmaneBTHYHO pa3pabOTBaHEe - TPEICTaBS C€ KPaTKO pe3roMe Ha
pa3paboTBAaHETO HAa PACTUTETHUS JIEKaPCTBEH MPOIYKT, KaTO C€ B3eMe MPEBUJ MPEATOKEHUAT MbT Ha
BBBEXAHE U HaUMH Ha ynorpebda. Kpero e npuiioxkumo, ce o0CHKIaT pe3yaTaTUTe, KaTO Ce CpPaBHSABA
(GUTOXUMUYHUST CHCTAaB Ha MPOAYKTUTE, M3IOJI3BAaHM B MOAKpena Ha Oubnuorpadcku JaHHU, U Ha
pa3paboTBaHMs PAaCTUTEIICH JIEKAPCTBEH MPOIYKT.

B yact 3.2.P.3.4. KOHTpOJ HA KPUTUYHUTE €TalU U MEXJAUHHUTE NPOAYKTH - IPU HAJIUYUE HA
MEXIUHEH MPOAYKT CE MTOCOYBAT yCIOBHUSATA, IPH KOUTO CE M3CIIEe/IBa CTAOMIIHOCTTA MY H C€ TIPEACTaBAT
JaHHHU OT U3NUTBAHUATA.

B gact 3.2.P.5. KonTpon Ha jJekapcTBEHUs MPOAYKT - JIOMYCKa C€ MAaKCUMAJTHOTO OTKJIOHEHHE
OT CHIBPKAHUETO Ha aKTUBHOTO BemiecTBO na Obae + 10 % mopaau mpUpOIHUS MY MPOU3XOJ,
MHOTOKOMIIOHEHTEH ChCTaB U MUHHMaJIHA KOHIIEHTpAIlVsl Ha BELIecTBaTa, N3M0JI3BaHU 3a MapKepH.

[Tpunoxxenne Ne 5 xpm u. 7, an. 1, 1. 1, 6yksa "r"
Mopyn 4: JIoknaan OT HEKIIMHUYHUA W3IUTBAHUS

I. OGmoTo craBpKaHKUE HA MOIYT 4 €, KAaKTO Cle/Ba:

4.1. Cpabppxanue

4.2. Jlokaay oT U3IMUTBAHUS

JloknaauTe OT M3NMUTBaHUATA TPsiOBa 1a OBAAT MPEACTaBEHU B CIEAHATA IMOCIEI0BATEIIHOCT:
4.2.1. ®apmakonorus

4.2.1.1. [IspBuuHa papmMakoIMHAMUKA

4.2.1.2. Bropuuna apmakoJuHaMUKa

4.2.1.3. ®apMaKkoJOTUYHH U3MUTBAHUS 32 0€30MaCHOCT

4.2.1.4. ®apmakoAMHAMUYHH JIEKAPCTBEHU B3aHUMOJICHCTBUS

4.2.2. ®apMakOKMHETHKA

4.2.2.1. AHaTUTUYHU METOU U JOKJIAJIU 32 BAJIUJIMPaHE (aKO ca HAIMYHU OTJIEJTHU JOKIIA]IN)
4.2.2.2. Abcopbuust

4.2.2.3. Pa3npenenenue

4.2.2.4. MeTabomu3sM



4.2.2.5. Exckpenus

4.2.2.6. ®apMaKOKMHETHYHHU JIEKAPCTBEHU B3aUMOACHCTBUS (HEKJIIMHUYHH)

4.2.2.7. Npyru hapMaKOKWMHETUIHH U3ITUTBAHUS

4.2.3. Tokcukonorus

4.2.3.1. TOKCUYHOCT MpU €AHOKPATHO IIpUiIarane (1o BUJ )KUBOTHH, 110 BT HA BbBEXK/IaHE)

4.2.3.2. TOKCHYHOCT TIpH MHOTOKpATHO MpuiaraHe (Mo BUJ KHBOTHH, IO IIT Ha BBBEXKJAHE,
110 NMPOIBIIKUTEIHOCT, BKIIFOUUTEIHO JOI'BJIHUTEIIHA TOKCUKOKMHETUYHA OLIEHKA)

4.2.3.3. ' eHOTOKCHUYHOCT

4.2.3.3.1. In vitro

4.2.3.3.2. In vivo (BKJITIOUYHUTEITHO TOIBJIHUTEIHA TOKCUKOKUHETHYHA OILICHKA)

4.2.3.4. KapuuHOT€HHOCT (BKJIFOUUTEIIHO JOMBIHUTEIHA TOKCUKOKUHETUYHA OIICHKA)

4.2.3.4.1. JIbATOCPOYHHM U3NHUTBAaHUSA (110 BHJ JKMBOTHH, BKIIFOYMTEIIHO IPOYYBAHUS 32
OIIpeJieNIIHE Ha JMana3oHa OT JI03H, KOUTO He ca MOAXOISAIIN Ja ObAaT BKIOYEHN KbM TOKCHYHOCT MIPU
MHOTOKPaTHO Ipujiaraie mwin apMaKOKHHETHKA)

4.2.3.42. KparkoCpoyHH H CBbC CpEIHA MPOIBDKUTEIHOCT H3MUTBAHUS (BKIIOUUTEITHO
W3CIeIBaHMS 3a OINpe/esTHE Ha Juarna3oHa oT 103U, KOUTO HE ca MOAXOJANIM Ja ObJaT BKIIOUYEHU KbM
TOKCUYHOCT IPU MHOTOKPATHO Mpuiiaraie win (apMakOKHHETHKA)

4.2.3.4.3. Ipyru u3nurBaHus

4.2.3.5. PenpoiyKTUBHA TOKCUYHOCT M TOKCUYHOCT Ha Pa3BUTUETO (BKJIFOUUTEIHO IPOYYBaHUS
3a ompejensHEe Ha Juana3oHa OT J03M U JONMBIHUTETHA TOKCUKOKMHETHYHA OlleHKa) (AKO € M3MO0JI3BaH
NPOMEHEH [U3aiiH Ha W3MHTBAHETO, TO TPsAOBa Ja c€ NPOMEHAT CBOTBETHO IIOCIIEIBAIINTE
Mo/3arJiaBusi. )

4.2.3.5.1. ®epTrniuTeT U paHHO EMOPUOHAIIHO Pa3BUTHE

4.2.3.5.2. EMOpuodeTtanHo pa3BUTHE

4.2.3.5.3. IlpeHartaqiHO M TOCTHATaJHO PAa3BUTHE, BKJIIOYUTEIHO BbB3ACHCTBUE BBPXY
GbyHKIIMUTE Ha MalikaTa

4.2.3.5.4. VI3nuTBaHusi, MpU KOUTO HA MOTOMCTBOTO (MJIAJUTE >KHUBOTHH) € TPHIIOKEHA 1032
W/WJH TIOAJICKH Ha MO-HaTaThIIHA OLIEHKA.

4.2.3.6. JlokasiHa TOHOCUMOCT

4.2.3.7. Ipyru u3nUTBaHUs 32 TOKCUYHOCT (aKO ca HAJIUYHM)

4.2.3.7.1. AHTUT€HHOCT

4.2.3.7.2. IMyHOTOKCHUYHOCT

4.2.3.7.3. IHCTpyMEHTAaIHH TPOYYIBaHUS (aKO HE ca BKIFOUYCHH JIPYTaje)

4.2.3.7.4. JlekapcTBEHa 3aBUCUMOCT

4.2.3.7.5. Merabonutu

4.2.3.7.6. Ilpumecu

4.2.3.7.7. lpyru

4.3. bubnuorpadus

II. OCHOBHM NPHUHIIMIN U U3UCKBAHUS

Ocob6eHo BHUMaHUE TpsiOBa /1a ce 0ObpHE Ha CIETHUTE IIEMEHTH:

1. ®apMaKOJIOTHYHUTE U TOKCUKOJIOTUYHUTE U3MUTBAHUS TPAOBa Ja MOKaxar:

a) TOTEHI[MATHATa TOKCUYHOCT Ha MPOAYKTAa W BCSIKAKBH OMACHU M HEXKEJIaHH TOKCHYHHU
BB3JICHCTBUS, KOUTO MOTAaT Jla Bb3HUKHAT B IPEAJIOKEHUTE YCIOBHUS 3a MpUJIaraHe Ha XOpa; ChLIUTE
TpsiOBa 1a ObJAT OLIEHEHH MO OTHOILIEHHE HA ChOTBETHUTE MATOJIOTUYHU ChCTOSHUS;

0) (hapMaKoOJIOTUYHUTE CBOMCTBA HA MPOAYKTa B KOJIMYECTBEHO M KAYECTBEHO OTHOIICHUE BHB
Bpb3Ka C IMpeJUIaraHoTo MPHJIOKEHHE MPU XOpa; BCUUKU pe3yaTaTd TpsOBa Jla ca HAJAEKIHU U Ja ca
OOLIOMPHIIOKUMHU; TaM, KbJIETO € MOAXO0JAII0, C€ U3I0JI3BAT MATEMAaTUYECKU U CTAaTUCTUYECKU CIocoOu
IIpY M3aliHa Ha €KCIIEPUMEHTAIHUTE METOAM U 3a OLICHKA Ha PE3YJITaTUTE.

OcBeH TOBa Ha KJIMHUIMCTUTE € HEOOXOAMMO J1a Ce MPEIOCTaBAT CBEJCHUS 3a TEPareBTUYHUS



¥ TOKCHYHUS TOTEHIIUAT HA IPOAYKTA.

2. 3a OWOJOTMYHM JIEKAPCTBEHH TMPOAYKTH, HAIpPUMEpP HUMYHOJOTMYHUTE JIEKapCTBEHU
MPOAYKTH U JIEKApPCTBEHUTE MPOAYKTH, TOTYUCHH OT YOBEIIKA KPBbB MU IUIa3Ma, M3UCKBAHHTA Ha TO3U
MOJYJI MOXe Jla ObJaT aJanTUpaHd KbM OTJEIHUTE MPOAYKTH. B Te3u ciydau 3asBUTENAT MPEACTaBs
000CHOBKA Ha IporpaMara 3a U3MUTBAHUATA, KOUTO I C€ MPOBEKAAT.

[Ipu pazpaboTBaneTo Ha Mporpamara 3a U3MUTBAHUATA CJIE/IBa JIa Ce B3eMe MPEABU] CIEAHOTO:

a) IPU BCUYKH M3MHUTBAHUS, TP KOUTO C€ M3MCKBAa MHOTOKPATHO MpHJIAraHe Ha JIEKapCTBEHUS
MPOJYKT, C€ OTYUTA Bb3MOXKHOTO MHAYIIMPAaHE Ha aHTUTENA U Bb3MOKHOTO UM BB3JICHCTBUE;

0) TpsObBa ga ce oOMUCIM U3CIEABAaHE HAa  PENPOAYKTUBHUTE (YHKIHMH, Ha
emMOpuoHanHaTa/eTalHaTa TOKCUYHOCT, MepuHaTaIHATa TOKCUYHOCT, HA MyTareHHUs MOTEHIMAN U Ha
KapIMHOTEHHUSI IOTEHIIMAIT; KOTaTo Ce MOI03Upa OTPHUIIATEIIHO BH3/ICHCTBHE HA ChbCTABKU, PA3IIUYHU OT
aKTUBHOTO(UTE) BelecTBO(a), BAIMAUPAHETO HA TSIXHOTO OTCTPAHSIBAaHE MOXE J1a 3aMEHHU U3MUTBAHETO.

3. ToxcukomnorusTa u (papMaKOKHHETUKATa Ha MOMOIIHHUTE BEIIECTBA, U3MOJI3BAHM 32 MIBPBU
BT B 00J1acTTa Ha apmanusiTa, TpsOBa 1a ObAaT MPOyUYEHHU.

4. Tam, KbJETO CBUIECTBYBAa BB3MOXKHOCT 3a 3HAUMTEIIHO pasrpaxJaHe IO BpeMe Ha
CbXPaHEHHETO Ha JICKAPCTBEHHsI MPOAYKT, CE B3e€Ma M0J] BHUMAaHUE M TOKCHUKOJIOTHSATa HA pa3NaJHUTE
TPOJYKTH.

4.2.1. ®apmakoiiorus

@®apMaKoJIOrHYHOTO U3MUTBAHE CIIEBA JIBA PA3IMYHU ITOAXO0/A!

[IspBO, AeicTBUATA, UMAIU OTHOIICHHE KbM MPEAJIOKEHOTO TEPANeBTHUYHO MPUIIOKEHUE, /1a
ce moJyraraT Ha aJeKBaTHO NpPOYYBaHE M Ja c€ OmuIIar. Tam, KbJETO € BB3MOXKHO, CE MpujaraT
MPU3HATH U YTBBPACHU KAKTO in Vivo, Taka u in vitro. HoBuTe ekcriepuMeHTalIHu METOIU Clie/iBa Ja ce
ONUIIAT B TaKWBa NOAPOOHOCTH, HYe Ja ce Jaae BB3MOXKHOCT 32 TSIXHOTO BB3IPOU3BEKIAHE.
Pesynrature TpsiOBa na ca mOpeACTaBEHU KOJMYECTBEHO, KAaTO CE€ M3IOJI3BAaT HANpuUMEp KPHUBH
no3a-epexr, Bpeme-epekt u ap. Kpaero € BB3MOXKHO, ce MpaBsAT CpaBHEHUS C JaHHH, CBBP3aHU C
JaJICHO BEILIECTBO UJIU BEIIECTBA C MOJO0OHO TEPareBTHYHO JICHCTBUE.

Bropo, 3asBuTensT TpsOBa na MpeanpueMe MpOydYBaHE HAa MOTEHIMATHHUTE HEXeIaHH
dbapmakoTMHAMUYHA €()EeKTH Ha BEIIECTBOTO BBPXY (U3HONOTHUHUTE (YHKIHMH. Te3u MpOoydBaHUS
clieZiBa Jla Ce TMPOBENAT NMPH EKCIIO3WIUS B TPEABIDKIAHUS TEPaneBTHUEH AWANa30H W HaJ HEro.
ExcriepuMeHTaTHUTE METOJIM CE€ OMKUCBAT MOJPOOHO, OCBEH aKO HAMAa CTaHAApTHH MPOLEIYpH, TaKka ue
Ja ce Jajge BB3MOXKHOCT 3a TAXHOTO BB3NPOU3BEXKJAHE, KAaTO H3CIIEN0BATENAT TpsOBa Aa JIOKaxe
TAXHATa BaIMIHOCT. BCSKO chMHEHHE 3a MpOMSHA B OTrOBOpa B pE3ylTaT OT MHOTOKPAaTHOTO
IpUJIaraHe Ha BEIIeCTBOTO, TPsIOBaA Jja ce MpOoyUHu.

OTHOCHO (hapMaKOJUHAMHYHOTO B3aMMOJICHCTBHE HA JIEKAPCTBEHMS MPOJYKT CE€ MPOBEXKIAT
M3MUTBAHHUS Ha KOMOWHAIIMH OT aKTHBHH BEIIECTBA, KOUTO CE€ HajlaraT WJIM BbB BPb3Ka C IMPEANIOCTABKA
0T (papMakoJIOTHYEH XapakTep, WIH BBB BPHh3Ka C BH3MOKHOCT 3a TepamneBThueH edekr. B mbpBus
cirydail (hapMakoJMHAMHYHOTO M3MHUTBAaHE TPSAOBA Ja MOKAKe TE3W B3aMMOJCHCTBHS, KOUTO MOTaT Ja
HampaBsIT KOMOWHAIUATA MOJE3HA 3a TEPareBTUYHOTO MpUiIoXkeHHe. BbB BTOpHS ciyuaid, KOrato 3a
KOMOWHAIMSITA C€ ThPCH Hay4Ha apryMEHTAIHs Ype3 TePareBTUIHO eKCIIEpUMEHTHPAHE, N3CIIeIBAHETO
TpsAOBa J1a OTMpeeNy JaIM OYaKBAaHUTE OT KOMOMHAIMTA e(DEKTH MOraT Jia Ce MPOSBAT MPH KUBOTHU,
BOKHOCTTA Ha BCEKH CHITBTCTBAI €()EeKT TpsiOBa ChIO 1a OBbAe MpoyyeHa.

4.2.2. ®apMaKOKMHETHKA

dapMakOKMHETHKA O3HAa4YaBa W3ydaBaHE ChJ0aTa Ha AaKTUBHOTO BEIIECTBO M HAa HETOBUTE
MeTa0OJIUTH B OpraHu3Ma M oOXBallla M3yuyaBaHETO Ha abcopOuusTa, pa3npereneHreTo, MeTaboauzMa
(OnoTpanchopmMaluaTa UM) U €eKCKpelusATa Ha Te3U BELIeCTBa.

M3yuaBaHeTo Ha Te3U pa3lu4HU (pa3u MOXKe J1a ce MPOBEXJa OCHOBHO MOCPEICTBOM (pU3HUHM,
XUMUYHU W OWOJOTHYHM METOAM, KAaKTO M TIOCPEICTBOM HAOMIOJCHHE Ha JEeHCTBHUTENIHATA
(dhapmMakoIMHAMUYHA aKTUBHOCT Ha CAMOTO BEIIECTBO.

CBeZleHHATa OTHOCHO pAsIpENEICHUETO W EIMMUHHPAHETO ca HEOOXOTUMH BHB BCHUKH



Cllydad, KOTaTo TaKWBa JaHHU CE OKakaT He3aMEHUMH 3a OMpPENeISTHETO Ha JO3MPOBKATa MPU XOpa,
KaKTO M 10 OTHONICHHE Ha XWMHO-TCPANICBTUYHHUTE BEIIECTBA (AHTHMOWOTHIIM M JIp.) M BEIIECTBaTa,
YHEeTO TMPWIOKECHUE 3aBUCH OT TeXHHTE HedapmakoguHaMu4dHU edekTd (Hamp. MHOTOOpOWHH
JUArHOCTHYHU CPECTBA U Jp.).

W3cnenaanus in vitro ChII0 MOTaT Ja C€ MPOBEXKIAT C MPEAMMCTBOTO Ha M3IOJI3BAaHE HA
YOBCIIKM MaTepHaj 3a CPAaBHCHHE C >KMBOTHHCKH Marepuall (HampuMmep CBBpP3BaHE C IPOTCHHH,
MeTaboIH3bM, TICKAPCTBCHH B3aUMOICHCTBU).

HeoOxomuMo € (apMakOKMHETHYHO MPOYYBAaHE HA BCHYKH (HAPMAKOJOTHYHO AKTHBHU
BemecTBa. [Ipy HOBUTE KOMOWHAIIMM MEXIYy HW3BECTHH BEIIECTBA, KOWTO Ca OWIM H3CIICBAHU B
ChOTBETCTBUE C M3UCKBAHMATA Ha Ta3ud Hapeada, MOXKE Ja HE Ce HU3HMCKBAT (papMaKOKHMHETHIHH
W3MHUTBAHUS, aKO M3MUTBAHUSATA HA TOKCHYHOCTTA W TEPANECBTHYHUAT €(EKT ompaBaaBaT TAXHOTO
MIPOITyCKaHe.

dapMakKOKMHETUYHUTE W3MUTBaHMS TpsAOBa Ja ca TPOBEACHM Taka, 4Ye Ja TO3BOJSBAT
CpaBHEHHE U CKCTPAITOJIMPAHEe MEX1y KMHETHKATA IIPH XOpa U MPH KUBOTHH.

4.2.3. Tokcukosorus

4.2.3.1. TOKCUYHOCT MpU €IHOKPATHO IIPUJIAraHe

W3nuTtBaHeTro Ha TOKCUYHOCTTA TIPU €JHOKPATHO TpujaraHe € NpeJHa3HaYeHo 3a
KOJIMYECTBEHA M KAYECTBEHA OIICHKAa HAa TOKCHYHHUTE PEaKIMH, KOUTO € BH3MOXKHO Ja BH3HHUKHAT
BCIICJICTBMEC Ha €IHOKPATHO TMpHJaraHe Ha aKTHBHOTO(MTE) BeEIIeCcTBO(a), ChIBPKAMIO(K) ce B
JICKapCTBEHHS TPOIYKT, B CHOTHOIICHUS U (DPM3MKOXMMHUYHO CHCTOSIHHWE, B KOHUTO T€ C€ HaMHpaT B
JIEKapCTBEHHUSI POJIYKT.

W3nuTBaHusTa BBPXY TOKCHYHOCTTA IPU €HOKPATHO NMpUJIaraHe 3aIbJDKUTEITHO Ce MMPOBEK AT
CBIJIACHO ChOTBETHUTE PHKOBOJICTBA, MyOIMKyBaHU OT EBpormelickara areHuus o JekapcTaTa.

4.2.3.2. TOKCUYHOCT NPU MHOT'OKPATHO NpUJIaraHe

W3nutBanusTa BbpXY TOKCUYHOCTTA IIPU MHOTOKpPATHO MpUJaraHe MMaT 3a I J1a Pa3Kpusr
BCHUYKH (PM3MOJIOTUYHU /WM aHATOMO-TIATOJIOTUYHU TIPOMEHH, KOUTO BBh3HUKBAT IIPH MHOTOKPATHOTO
MpUJIaraHe Ha MPOYYBAHOTO aKTUBHO BEIIECTBO MJIM KOMOWHAIUS OT aKTUBHU BEIIECTBA, KAKTO U Jia ce
OTIpeJIeNTA B3aMMOBPB3KaTa MEXKIy TE€3U IIPOMEHH H JIO3UPAHETO.

Haii-o0m10 ka3aHo, »enaTeqHo € Ja ce MpOoBeAaT JBe M3MMTBAHUS - €IHOTO KPAaTKOCPOYHO, C
MPOABDKUTETHOCT OT JIBE JI0 YETHPH CEAMHIM, a APYroTO - ABIATOCPOYHO. [IpoabinkKuTeNHOCTTA Ha
MOCIIEAHOTO 1€ 3aBUCH OT yCIOBHATAa HA KIMHUYHOTO mpuiarane. llenra My e a mokaxe Bb3MOXKHHUTE
HEXXEJTaH! PEeaKkIuy, Ha KOUTO CJIe/iBa J1a ce 00ObpHE BHUMAaHHE MO BpeMe Ha KIMHUYHUTE M3MHATBAHMUS.
[TpoabmKUTENHOCTTa ce OmpefeNiss B CHOTBETHHTE PHKOBOJICTBA, MyOJMKYBaHH OT EBpomneiickaTta
areHIysl 1Mo JIEKapCTBaTa.

4.2.3.3. 'eHOTOKCUYHOCT

IlenuTe Ha W3MUTBAHETO HA MYTAareHHUS W KIACTOTCHHUS TMOTEHIMAN € Ja C€ PasKpusT
BB3MOXKHHUTE MPOMEHH, KOMTO JaJI€HO BEUIECTBO MOXE Ja MPEIU3BHKA B T€HETUYHUS MaTepuall Ha
WH/IMBUIM WU KIETKH. MyTareHHUTE BEIIECTBA € Bb3MOXKHO Ja TPE/ICTABISIBAT OMIACHOCT 32 3APaBeTo,
THH KaTO M3JaraHeTo Ha MyTareH HOCH PUCK OT MHAYIMPAaHE Ha 3apOJUIlIeBa MYyTallUs C Bb3MOKHU
HACJIC/ICTBEHN HApYIIECHUS, KAKTO U PUCK OT COMAaTHYHHU MYTAIMH, BKJIFOUYHUTEIHO TAKMBA, KOUTO BOJIST
10 pak. Te3u nzcaenBaHus ca 3abKUTENHH 32 BCIKO HOBO BEILIECTBO.

4.2.3.4. KapurHOT€HHOCT

OOWKHOBEHO C€ W3HMCKBAa MPOBEXKJIAHETO HAa W3MUTBAHUS 32 OTKPUBAHE HA KapIIUMHOTEHHU
edeKTu:

Te3u u3nUTBaHUS Ce MPOBEXAAT MO OTHOIICHHE Ha BCEKM JIEKApPCTBEH MPOJIYKT, 3a KOWTO ce
OYaKBa, Ye MIe ce Mpuiiara KIMHAYHO 3a MPOJBIDKUTENCH MEPUOJl OT BpeMe OT KMBOTAa Ha ITAIlMEHTA,
HE3aBHCHUMO JIaTi MPUJIAraHeTo IIe € HEMPEeKbCHATO UM UHTEPMUTEHTHO.

Te3n w3MUTBaHWS ce TPENOphYBAT 3a JIGKAPCTBEHW NPOAYKTH, TPU KOWUTO CE€ TIOA03UPa



KapLIMHOTE€HEH MOTEHIINAJl, HallpUMeEp JIEKapCTBa OT CHIIMS KJIAC WIHM ChC CXOJIHA CTPYKTYpa, WIH JAHHU
OT MPOYYBAHUS HA TOKCUYHOCTTA IIPU MHOTOKPATHO TpUJIaraHe.

He e HeoOXxoaumo 1e ce MpoBeXIaT U3MUTBAHUA C HECbMHEHO T€HOTOKCUYHH BEILECTBA, CIIE/
KaTo ce MpeArnosiara, 4ye ChIIUTE MPEICTaBIsIBAT KAapUMHOTCHU MPH Pa3IU4YHU BUJOBE >KUBOTHU H
IIPEJICTaBIsIBAT ONACHOCT 3a 4YOBEKa. AKO TaKkbB JIEKAPCTBEH IPOJYKT C€ IJIaHMpa Ja ce Ipujara
XPOHUYHO MPHU XOpa, TO € HEOOXOAMMO MPOBEKAAHETO Ha XPOHUYHO MU3CIIEBAHE 3a PAaHHO OTKPHBaHE
Ha TYMOPOTE€HHH €(PeKTH.

4.2.3.5. PennpoayKTHBHA TOKCUHYHOCT U TOKCUYHOCT, CBbp3aHa C Pa3BUTHUETO

ITocpencTBoM NOAXOIAIIM U3NUTBAHUS CE MTPOBEXKA U3CIEABAHE HA BH3MOXKHUTE HAPYLLICHUS
Ha MBXKaTa WIA >KEHCKaTa PenpoayKTUBHA (DYHKIMSA, KaKTO U HAa BPEIHUTE BB3IACHCTBHUS BBPXY
IIOTOMCTBOTO.

Te3u u3nuTBaHMs BKIIOYBAT M3CIEABAHMS HA BH3JCHCTBUETO BBPXY MbB)KKAaTa WM >KEHCKaTa
PENpPOAYKTUBHA (DYHKIIMSI, W3CJICIBAHUS BHPXY TOKCHYHUTE U TEPATOTCHHUTE €(EKTH BHB BCUUYKU
CTaJlMM Ha Pa3BUTHE OT 3a4aTHETO O MOJIOBaTa 3PSJIOCT, KaTO ce BKIIOUBAT U JIATCHTHUTE €(EeKTH,
KOI'aTo MU3MUTBAHUSAT JIEKAPCTBEH MPOAYKT € MPUIOKEH HA HKEHCKU MHIAUBU]L IO BpEME Ha OPEMEHHOCT.

B ciyyaii Ha mporyckaHe Ha Te€3U W3MUTBAHUS C€ TPECTaBs MOAXOs1IIa 000CHOBKA.

B 3aBHCHMOCT OT MoOKa3aHMSITA 3a NpUJIAraHe Ha JIEKApCTBEHUS HPOAYKT € Bb3MOXKHO Jia ce
M3HUCKBAT U JIOI'BJIIHUTEIHNA U3MUTBAHUS 110 OTHOIIIEHUE HA PA3BUTHETO, KOTATO JIGKAPCTBEHUAT IPOAYKT
1€ ce Ipujlara Ha I0OTOMCTBOTO.

OOUMKHOBEHO C€ MPOBEXKIAT M3CJIEIBAHUS HA TOKCHMYHOCTTA MPH 3apOJAMIIa U IUI0Ja Ha JBa
Buga OO03aiiHMIIM, €AMHUAT OT KOUTO CieaBa Ja He € rpusad. [IpoBexmar ce mepuHaTaIHU |
MOCTHATAJIHU M3MHUTBAHMS BbpPXY MOHE €AWH BHUJA 0o03aiiHMK. AKO 3a MeTa0olM3Ma Ha JIEKapCTBEHUS
NPOAYKT TpHU JNafeH OWOJOTHMYEH BHJ € W3BECTHO, 4e € Mojo0eH Ha MeTadoju3Ma IpU YOBEKa,
JKEJATeIHO € TO3W BHJ ChIINO JAa ObJae BKIOuUeH. JKenaTenHo € ChII0 U €IUHUST OT BUJOBETE Ja €
CBIIUAT KaTO MPHU MPOBEKIAHETO HA U3CIIE/IBAHUATA HA TOKCUYHOCTTA IPY MHOTOKPATHO MPUJIaraHe.

CbCTOSIHMETO Ha HAay4YHHUTE 3HAHUS O BPEMETO, KOraTo Ce IMO0JaBa 3asBICHHETO, CHIIO Ce
B3€Ma 10/ BHUMAHHE, KOTaTo ce ONpeaess AU3aliHbT Ha U3IHUTBAHETO.

4.2.3.6. JIokanHa MOHOCUMOCT

[lenra Ha U3NUTBaHMUATA HA JIOKAJTHATa OHOCHUMOCT € J]a YCTaHOBU C TOJIOKHUTEIHOCT Jallu
JIEKapCTBEHUTE MPOAYKTH (M aKTUBHOTO(MTE) BELIECTBO(a) M IMOMOIIHHUTE BEIIECTBA) CE€ MOHACAT Ha
MecTaTa B OpraHu3Ma, KOUTO MOTaTr Ja BCTBHIAT B KOHTAKT C JIEKAPCTBEHHUS MPOAYKT IMPHU HETOBOTO
KIMHUYHO Tipuiarane. CTpaTerusra Ha U3MUTBAHUATA Cle/Ba 1a ObJe TakaBa, 4Ye BCUUKH MEXaHUYHH
e(eKTH OT IPUJIATaHETO Ha JIEKAPCTBEHUS MPOIYKT, KAKTO U YUCTO (PU3UKOXUMUYHOTO MY J€HCTBHE /1a
Morar J1a ce oTaudepeHnupaT OT TOKCUKOJIOTHYHUTE U (papMaKOJMHAMHYHUTE.

W3nutBaHeTo Ha JOKalHaTa MOHOCUMOCT KbM JIaJIeH Ipernapar, pa3padoTBaH 3a Mpuiaraie npu
X0pa, ce M3BBPINBA, KAaTO MPHU JEUEHUETO HAa KOHTpONHATA(UTE) rpymna(d) ce M3MOi3Ba TeYHaTa cpefa
W/UaM MOMOUIHUTE BeulecTBa. llojmoxuTenHu KOHTponu/pedepeHTHH BellecTBa CE€ BKJIIOYBAT Ta,
KBJETO € HE0OXO0IUMO.

JIn3aliHbT Ha M3NUTBAHUS HA JIOKaJHATa IMOHOCHMOCT (M300p Ha OHMOJOTMYHU BHUIOBE,
MPOIBIDKUTEITHOCT, YeCTOTa U MBT Ha BBBEXKIAHE, TO3U) 3aBUCH OT TOBA, KaK MPOOIEeMbT mie Obie
MpPOy4YeH, M OT MpPEeJIOKEHUTE YCIOBHUS 3a IpWIaraHe B KIMHUYHATA MpakTHKa. TaM, KBAETO €
MOJIXO/AIIO, CE OLIEHsABa OOPAaTUMOCTTA Ha JIOKAJTHUTE HapyLICHHUS.

M3nuTBaHusTa BHPXY )KUBOTHU MOTAT J1a C€ 3aMEHST C BaJUIUPAHU M3MUTBAHUS In Vitro, mpu
II0JIO)KEHHE Y€ PE3YIATaTUTE OT M3MMTBAHMATA Ca ChC CPAaBHUMO KAa4e€CTBO M IMOJIE3HOCT 3a LEIUTE Ha
OlIEHKaTa Ha 6€30I11acHOCTTA.

3a XMMHUYECKH BEIIECTBA, KOWTO CE€ MpHiIarar JOKaTHO (HampuMmep KOXKHO, DPEKTalHO,
BarMHaJIHO), CE€ JlaBa OIlEHKa Ha CEH3MOWIM3Upallus MOTEHLHal MOHE B €/Ha OT TEeCT-CHUCTEMHUTE,
HAJIMYHU B MOMEHTA (M3MUTBaHEe Ha MOPCKO CBUHYE WJIM M3MHUTBAHE HA JIOKATHUTE TUMGHU BB3IH).



[Tpunoxxenue Ne 6 kpm 4. 7, an. 1, 1. 1, OykBa "1"
Moayn 5: JJoksianu OT KIMHUYHU U3IUTBaHUSA

I. OO10TO CHABPIKAHKE HA MOAYH S5 €, KaKTO CJe/Ba:

5.1. Ceabpixanue.

5.2. TabnuyHo U30posiBaHE HA BCUUKH KIMHUYHU U3MUTBAHMUSL.

5.3. Jloknaay OT KIMHUYHU U3TTUTBAHUS.

5.3.1. doknaau ot 6rodapManeBTHYHN H3IMTUTBAHMSL.

5.3.1.1. JIokyagu OT M3NUTBAHMS 32 OMOHAIMYHOCT.

5.3.1.2. Jloknaau OT CpaBHUTEIIHU U3MUTBAHUS 32 OMOHATMYHOCT U OMOEKBUBAJIEHTHOCT.

5.3.1.3. Jloknaau OT U3MUTBAHMA 32 in Vitro - in Vivo Kopemamus.

5.3.1.4. Jloxnaau oT M3NUTBAHUS UYpe3 OMOAHAIMTUYHN U aHATMTHYHHA METOIH TIPU X0pa.

5.3.2. Jloknanu OT M3MMUTBaHUA, Kacaelmy (apMaKOKHHETHUKATA C M3IOJI3BAHETO HA YOBEIIKU
Oromarepuay.

5.3.2.1. Jlokaaau OT U3NUTBAHUS 3a CBbP3BaHE C IJIa3MEHUTE IPOTEUHHU.

5.3.2.2. Jokmaau OT U3NUTBAaHUS BBPXY UYEPHOAPOOHMS METaOOJIM3bM M JIEKApCTBEHUTE
B3aUMO/ICHCTBUS.

5.3.2.3. Jloknaau OT U3MUTBAHUS C IPYTHU YOBEIIKH OMOMATEepUAIIH.

5.3.3. loknaau OoT U3NUTBAaHUS BbPXY (PapMaKOKHHETHUKATA IIPH XOPa.

5.3.3.1. Joxiagu OT M3NUTBAaHUS BBPXY (apMaKOKHHETHKATa NpU 3ApaBU JOOPOBOIIHM U
IbPBOHAYAIIHA TOHOCHMOCT.

5.3.3.2. Jloknaau OT U3NHUTBAaHUS BHPXY (papMakOKMHETHUKATa MPU MAIMEHTH U M'bpBOHAYAIIHA
MMOHOCUMOCT.

5.3.3.3. Jlokiagu OT W3MNHUTBAHUS BBPXY (hapMaKOKWHETHKATa, M3CJIENBAllN BIMSHHETO Ha
BBTpEIIHUTE GaKTOPH.

5.3.3.4. Jlokiaay OT W3NHUTBAHUS BBPXY (hapMaKOKWHETHKATa, M3CJIEIBAIlN BIMSHHETO Ha
BBHIIHUTE (DAKTOPHU.

5.3.3.5. Jloknaau OT U3MUTBAHUS 32 MOMYyJallMOHHATa (hapMaKOKHHETHKA.

5.3.4. Jloknany oT U3NUTBAHUS BbPXY (papMakoJMHaAMHKaTa IPU XOpa.

5.3.4.1. Joxnaau oT M3IUTBAHUSA BBpXY dbapmakoIMHaMUKaTa u
(hapmakokHETHKA/(hapMaKoJMHAMUKA MPHU 3IpaBU JOOPOBOJIIIN.
5.3.4.2. Joxnaau oT M3MUTBAHUSA BBPXY dbapmakoIuHAMUKATA u

(dapMakoKMHETHKA/(hapMaKoIMHAMUKA MTPU MMalUEHTH.

5.3.5. Jloknaau OT U3NUTBAHU 3a €(PUKACHOCT U O€3011acHOCT.

5.3.5.1. Jloksiagu OT KOHTPOJIMPAHU KIIMHUYHU U3NMUTBAHUS OTHOCHO 3asiBEHUTE WHIUKAIIUH.

5.3.5.2. Jloknaau OT HEKOHTPOJIMPAHU KIMHUYHU U3NUTBAHUS.

5.3.5.3. Jloknmagu OT aHaluM3M Ha JaHHH OT IIOBEYE OT €IHO H3MHMTBAHE, BKIIFOUMTEIIHO
WHTETPUPAHU aHATIM3H, METAa-aHAJIU3H U CBbP3BAIU aHAIHU3H.

5.3.5.4. Joxyaau OT APYry KIMHUYHU U3MTUTBAHUSL.

5.3.6. Joxnaau OT TOCTMapKETUHIOBOTO IIPOCTEsIBAHE.

5.3.7. KNnuHUYHM KapTy HA MAIUEHTUTE ¥ CIUCHIH HAa OTICIHUTE MAlMCHTH.

5.4. bubnuorpagusi.

II. OCHOBHM NPHUHIIMIN U U3UCKBAHUS

Oco0eHo BHUMaHUE Clie[[Ba 1a c€ O0OBbPHE HA CICAHUTE €JIEMEHTHU:

1. Knuangaute moAapoOHU MaHHHW TPsOBa Ja /aBaT BB3MOXKHOCT 32 CHCTaBSIHETO Ha HAYyYHO
no0pe OOOCHOBAaHO M BAJIMIHO CTAHOBUIINE 3a TOBAa JajH JIGKAPCTBEHUSAT MPOIAYKT OTroBaps Ha
OCHOBHHTE KPUTEpPHUH 3a pa3pelraBaHe 3a ynorpebda. CieqoBaTeIHO OCHOBHO U3UCKBAHE € Pe3yITaTUTE



OT BCUYKHU KIIMHUYHU U3MUTBAHUS Ja C€ ChOOIIABAT - OMITU T€ OJIArOMPHUSATHU WK HEOIAarONpUSTHU.

2. KiuuHnyHuTe wW3NUTBaHMsS TpsAOBAa BUHATM Ja C€ IMpeaulecTBaT OT MOIXOISIIN
(hapMaKoJIOTHYHN W TOKCHUKOJOTHYHU HM3MUTBAHMS, KOUTO CE€ MPOBEXKIAT BBHPXY JKUBOTHU CBHITIACHO
M3MCKBaHUATa Ha npuioxenue Ne 4. M3cnenoBatensat TpsOBa Ja ce 3amo3Hae ChC 3aKIOYEHUSTA OT
(hapMaKOJIOTUYHUTE U TOKCHKOJIIOTMYHUTE HM3MHUTBAHHS CIEAOBATEITHO BB3JIOKUTENIAT TpsOBa a My
IpelocTaBy OpollypaTa Ha H3CIEAOBaTeNsl, B KOSTO CE€ ChIAbpXka IsylaTa ChOTBETHa HHQOpMAIMs,
M3BECTHA MPEAN HAYaJI0TO Ha KIMHUYHOTO M3MUTBAHE, BKIIOYUTEIHO XUMUYHUTE, (apMalleBTUIHUTE H
OMOJIOTMYHUTE TaHHU, TOKCUKOJIOTMYHUTE, (hapMaKOKMHETUYHUTE U (papMaKOAMHAMUYHUTE JaHHU TPU
W3MHUTBAHUS BBPXY KUBOTHH M PE3YITATUTE OT IMO-PAHHUTE KIMHUYHU W3MHUTBAHUS, C IOIXOJISIIH
JaHHU B TOJKperna Ha eCTeCTBOTO, Mamiaba M MPOABIDKUTETHOCTTa Ha MPEAJIOKEHOTO H3MHUTBAHE;
IBJIHATE (APMAKOJIOTUYHN M TOKCUKOJIOTMYHU JTOKJIAAU TpsiOBa Ja ce MPEeIOCTaBAT MPHU IOUCKBAHE.
[Ipn MaTepuanu OT YOBEIIKM W >KMBOTMHCKU MPOM3XOJ CleABa Ja Ce M3IO0JI3BaT BCUYKU HAIWYHU
CpeICTBa C IIeNl MPEAOTBpATIBAHE IMPEIaBaHETO HA MPUYMHHUTEIN HA MH(EKIMHM Mpeau 3alo4yBaHe Ha
MIPOYYBAHETO.

3. Ilpurexartenure Ha pa3pelieHHeTo 3a ynoTrpeda TpsOBa Ja NOArOTBAT OCHOBHATa
JOKYMEHTAIUsl OT KIMHUYHOTO M3MHUTBaHE (BKIIOYUTEIHO KIMHUYHUTE KapTH Ha MAIlMEHTUTE), OCBEH
JAHHUTE OT MEIUIMHCKHUTE JOCHeTa Ha YYACTHHUIIUTE B HW3MUTBAHETO, KOUTO C€ CBXpaHSIBAT OT
MIPUTEKATEINUTE UM:

a) Hali-MaJIKO 15 TOAMHM ciie1 MPUKITI0YBAHE WU MPEKpaTsIBAaHE HA U3TIMTBAHETO;

0) Wiu MOHE JBE TOJWHU CJel MOJy4aBaHETO Ha MOCJIEIHOTO paspelieHue 3a ymnorpeda B
EBpormeiickara 0oOImIHOCT W KOTaTo HE CHINSCTBYBAT HACTOSANIM WJIM TUIAHUPAHHW 3asBICHHS 32
paszpeiiaBane 3a ynorpeda B paMmkuTe Ha EBponeiickata o0IIHOCT;

B) WJIM TIOHE JBE TOJWHU clie[ OQUIIMATHO TPUKIIOYBAHE HA KIMHUYHOTO Pa3pabOTBaHE Ha
W3MUTBAHUS IPOTYKT.

MeaunuHCKUTE JOCHeTa Ha yJaCTHHUIIUTE TPsOBa Ja ce ChXpaHsIBAT ChIJIACHO JCHCTBAIIOTO
3aKOHOAATEJICTBO M B CHOTBETCTBHE C MaKCHMAJHHS MEPHUOJ OT BpeMe, pa3pelieH OT Je4eOHOTO
3aBeJICHUE.

JIOKyMEHTHUTE MOKe Jla Ce ChXPaHABAaT 3a MO-ABIbI MEPHOJ OT BpeMe, ako TOBA C€ U3UCKBA OT
JCHCTBAIIUTE PEryJaTOPHU Pa3Mope0N WM ChC CBHITIACHETO Ha BB3IOKUTENS. OTrOBOPHOCT Ha
BB3IIOKUTENS € J1a nH(opMUpa JeueOHOTO 3aBe/IeHUE, KOraTo He € HEOOXOAUMO Te3U JOKYMEHTH Jia ce
ChXpaHsBaT IMOBEYE.

Bb3noxxurensaT wian Apyr npuTekared Ha JaHHUTE ChbXpaHsIBAa BCUYKU OCTAHAIHU JOKYMEHTH,
UMalli OTHOIICHHE KbM TIPOYYBAaHETO, JOKATO MPOIYKTHT OBJIe paspemicH 3a ymorpeda. Tasum
JOKYMEHTAIs TpsOBa Ja BKIIOYBA: MPOTOKOJIA, BKIIFOUUTEITHO 000CHOBKATA, [[ETUTE U CTATUCTHUECKUS
JU3aiiH 1 METOOJIOTHS Ha H3MUTBAHETO, 3a€THO C YCIIOBUATA, IIPH KOUTO M3MUTBAHETO CE MPOBEKIA U
KOHTPOJIMPA, KAaKTO U MOAPOOHU JaHHM 3a U3MHUTBAHUS MPOAYKT, U3MOI3BaHUS pehepeHTEH JIeKapCTBEH
MIPOYKT W/WITU TUTANe00; CTAaHAaPTHUTE ONICPATUBHU MPOISAYPH; BCHUKH TUCMEHU CTAHOBHUIIA OTHOCHO
MIPOTOKOJIA U TIPOIEAypUTE; OpoIIypaTa Ha U3CIeI0BaTEN; KIMHUYHUTE KapTH Ha MAIlHeHTUTE 32 BCEKH
YYaCTHUK B M3MUTBAHETO; OKOHYATENCH JAOKJIan; cepTudukar(u) OT TMPOBEpKa, aKO Ca HaJTUYHH.
OKOHYATETHUAT NOKJIAJ C€ ChXpaHsIBa OT BB3JIOKHUTEIS UM OT CIEABAIIUSI My MPUTEKATET MET TOAUHU
clieNl M3TUYAaHE Ha CPOKA Ha Pa3pelICHUETO 3a ynoTpeOa Ha JICKapCTBEHUS MPOIYKT.

3a mpoyuBaHHS, MPOBEKIAHM B paMKuTe Ha EBpomeiickara oONIHOCT, MpUTEXKATENAT Ha
paspelreHrueTo 3a yrnotpeda TpsAOBa J1a MpeanpueMe HSIKOW JOIMBIHUTESIHU MEPKH 332 apXWUBHPaHE Ha
JOKYMEHTAIUATa ChIIIACHO ChbOTBETHUTE PHKOBOJICTBA, MyOJIMKYBaHU OT EBpomeiickaTa KOMHCHS, TJIaBa
IV 3JIITXM u napenbara mo wi. 82, an. 3 3JIIIXM.

Bcesika mpomsiHa Ha cOOCTBEHOCTTA BHPXY JAHHUTE TPSOBA J1a Ce IOKYMEHTHPA.

Benukn naHHM W JOKYMEHTH TpsiOBa J1a Ce MPEJOCTABAT NPU TIOWCKBAHE OT CHOTBETHHTE
OpraHu.

4. TlogpoOHWTE NaHHU OT BCSKO KIMHUYHO HW3MHTBaHE TPsOBa Ja ChABPXKAT JIOCTATHYHO



JeTaiIi, KOUTO J]a aBaT Bb3MOKHOCT 32 OOCKTHBHA OLICHKA:

a) TPOTOKOIBT, BKIIOYNTETHO OOOCHOBKATa, IEJIMTE M CTAaTUCTHYECKUAT [U3aH U
METOAOJIOTHUATA HA U3MUTBAHETO 3a€THO C YCIOBHATA, IPU KOUTO C€ M3IBIHIBA M KOHTPOJIUPA, KAKTO U
NOJPOOHOCTH OKOJIO U3MOJI3BAHUS H3MIUTBAH JIEKAPCTBEH MPOIYKT;

0) cepTuduKaTH OT IPOBEPKHU, aKO Ca HATUYHH;

B) CIIMCHK Ha M3CIeAoBaTeNsi(MTe), KaTO BCEKU M3CIIENOBATEN TPsAOBa Ja MOCOYM MME, aJIpec,
JUIBKHOCT, KBanu(ukanus, mecropabora, abp)KaBaTa, B KOSITO € IPOBEACHO W3MUTBAHETO, U
OKOMIIJICKTOBaHE Ha MH(OpMaLUATa OTHOCHO BCEKH OT/IENICH MAlMEeHT, BKIIIOYBAIA KIMHUYHUTE KapTH
Ha BCEKH €MH yYaCTHUK B U3MUTBAHETO;

I) OKOHYAaTeJeH MOKJIaJ, MOJNHCAH OT M3CIEeNOBaTelNs, a B CIy4auTe Ha MHOTOLIEHTPOBH
M3MUTBAHUA - OT U3CIEI0BATEINTE WIN OT KOOPIUHHUPAIIHUS TTIaBeH U3CIIe0BATEIL.

5. TonmpoOHuTe AaHHM OT KIMHWUYHHUTE W3MUTBAHUS, OIMCAHU IO-rOpe, TpsOBa na ce
NPEOCTaBAT Ha V3MbIHHUTENHATA areHIUs MO JieKapcTBara. M3ciuenoBaTensT MOKe /1a MPOIyCHE YacT
OT Ta3u HHPOPMAIMs ChC ChIVIACHETO Ha l3mbiaHuTenHata areHmus 1o Jiekapcrsara. [IbiaHa
nHOpMaIKs IIe Ce MPEIOCTaBs CaMo MPH IMOMCKBAHE.

B cBouTe 3akimodeHHs OT EKCHEPHMMEHTAJIHWUTE JaHHU H3CIENOBATENAT TpsiOBa Ja H3pasu
CBOETO CTaHOBHIIE OTHOCHO OE30MACHOCTTAa Ha MPOAYKTAa NMPH HOPMAJIHHU YCJIOBHS Ha MPHUIIOKCHUE,
HEeroBaTa IOHOCHMOCT, €(HKacCHOCT M BCSKa IoJie3HAa HMHGOpPMAIMs, CBbp3aHa C IOKa3aHHATA U
MPOTHBOINOKA3aHNUATA, JTO3UPOBKATa M CpelHaTa MPOIBIDKUTEIHOCT HAa JIEYCHHUETO, KAaKTO M HAKOU
CIICUATHA TPEIYNPeKICHUS NpU yrnorpeba W KIMHUYHUTE CHUMIITOMU IpH mpenosupane. [lpu
JOKJIaJIBaHE Ha PE3YyITaTUTe OT MHOTOLICHTPOBH H3NUTBAHUS TJIABHUSAT HW3CIENOBATEI B CBOHTE
3aKJIIOUCHHS CJIe[Ba Ja M3pa3d CTAHOBHIIE OTHOCHO 0€301MacHOCTTa W e(UKACHOCTTa Ha M3IUTBAHUS
JIEKapCTBEH MPOAYKT OT UIMETO Ha BCHUKHU IICHTPOBE.

6. Kiimanynure HaOmroieHns ce 00001aBaT 3a BCAKO U3MUTBAHE, KaTO CE BKIIIOUBA CIEJHOTO:

6.1. BposT 1 MONBT Ha JIEKYBaHUTE YYaCTHULIHU;

6.2. TlogOopbT M BB3PACTOBOTO pasNpeAeiIeHUEe Ha H3CICIBAHUTE TPYNH MAlUEeHTH |
CPaBHUTEITHUTE U3MTUTBAHUS;

6.3. BposAT Ha HpexIeBPEeMEHHO OTMAJHAIM OT W3MUTBAHMATA MALMEHTH U NPUYMHUTE 32
TAXHOTO OTIA/IaHe;

6.4. Tam, KpIETO ca MPOBEAECHU KOHTPOJMPAHU W3MUTBAHUS NpPU TOPHHUTE YCIOBHS, Ja ce
MOCOYH JIaJTM KOHTPOJTHATA TpyIa:

a) He € IoJyJyaBasa JIe4eHue;

0) e moryyaBasa ruiaiedo;

B) € MoJTy4aBasa JIpyr JeKapCTBEH MPOAYKT C U3BECTHO JeHCTBUE;

T) € MoJTydaBasia JISYeHHe, pa3IndHO OT JICYCHHE C U3IIOJI3BAaHE Ha JIEKAPCTBEHH MPOYKTH.

6.5. YecroTara Ha HaOIIOABAHUTE HEXEJaHU PEAKIINH;

6.6. IlogpoOHM NaHHM OTHOCHO BUCOKOPHCKOBUTE TpPYNU NAllMEHTH, HANpUMep Bb3PACTHU
NAIUEHTH, J1e1a, OpEMEHHHU KEeHHU, KEHH 110 BpeMe Ha MEHCTpYyallus UM TaKUBa, YUETO (PU3HOIOTUIHO
VT TIATOJIOTUYHO ChCTOSTHUE Hajara CrielinaiHa MpereHKa;

6.7. ITapameTpu MM KPUTEPHH 32 OLIEHKAa Ha €(UKACHOCTTa M Pe3y/ITaTH MO OTHOLIEHHWE Ha
TE3W TIapaMeTpH;

6.8. CratucTuyecka OlLIEHKa Ha pe3yJlTaTuTe, KOraro TOBa C€ Hajara OT Ju3aifHa Ha
M3IMTBAHETO W HAMECEHHUTE TIPOMEHIIMBH (DaKTOPH.

7. OcBeH TOBa U3CIEOBATENAT ClIe/IBa BUHATH J1a TOCOYBA CBOMTE HAOIOJCHUS BBPXY:

a) BCHYKH TPH3HAIM Ha TMPHUBHKBAHE, 3aBUCHUMOCT WJIH TPYAHOCTH TPU TPEOJOJSIBAaHE Ha
3aBHCUMOCTTA Ha MAaLUEHTH KbM JIEKaPCTBEHUS MTPOAYKT;

0) BCHUYKM HaOIIIOJJaBaHW B3aUMOJICHCTBHUS C APYTH, IHOBPEMEHHO IpHJIaraHu JEKapCTBEHU
TIPOJIYKTH;

B) KPUTEPUUTE, OTIPEIEIISIIN H3KITIOUYBAHETO HA JaJICHH MAIIMCHTH OT U3IUTBAHUITA;



I) BCHUYKM CMBPTHM CIy4ad, CTaHaJIM 10 BpeM€ Ha H3MUTBAHETO WJIM B TPOCIEISBAIINS
nepuos.

8. IlogpoOHuTE NaHHM, Kacaely HOBa KOMOWHAIMS OT JIKAPCTBEHHU BeIIecTBa, TpsiOBa ma ca
UJCHTUYHU HA TE3U, KOMTO CE€ M3MCKBAT 3a HOBUTE JIEKAPCTBEHH IMPOJIYKTH, KaTO CHIIEBPEMEHHO C€
MIPUBEX/IAT T0KA3aTEJICTBA B M0J13a Ha O€30MacHOCTTa U e(pUKaCHOCTTAa HA KOMOMHAIIMATA.

9. [Ip1HOTO MM YACTUYHOTO MPOITyCKaHE Ha JaHHU TPsOBa Aa ce 00sICHU. AKO MO BpeMe Ha
M3MUTBAHUATA CE€ TOJYYaT HEOYaKBAaHHM pE3yNATaTd, TpAOBa Ja ce MPOBEAAT W MOJJIOKAT HA aHAJIM3
JOMBIHUTETHN HEKIIMHUYHHU TOKCUKOJIOTMYHU U (PapMaKOJIOrMYHU U3MUTBAHUS.

10. AKO JIeKapCTBEHUAT NPOAYKT € IpeJHa3HAYEH 3a IBJITOCPOYHO IPUIIOKEHHUE, CIIE/BA J1a CE
nojaagaT MoApOOHHU JaHHU OTHOCHO BCHYKH PAa3HOBHIHOCTH Ha (papMaKOJOTHMYHO ACHCTBHE, KOETO Ce
U3SBSIBA CJIeZ] MHOTOKPATHO NPHJIOKEHHE, KAaKTO M YCTAaHOBSIBAHE Ha JO3MPOBKATa MPHU IBJITOCPOYHA
ynoTpeoa.

5.3.1. doknanu ot 6uodapmMaieBTUIHA N3MUTBAHUS

[IpencraBar ce AOKJIagu OT M3NUTBaHHUS 3a OHOHAJIMYHOCT, JOKJIATd OT CpPaBHUTEIHU
U3NUTBaHKs 32 OMOHATMYHOCT U OMOSKBUBAJIICHTHOCT, JOKJIAAM OT M3MUTBAHUS 3a in vitro - in Vivo
KOopenamus, KakTo U JOKJIa Iy 32 U3MUTBAHUS Ype3 OMOaHATUTUYHU U aHAJTUTUYHU METOMM.

OcBeH TOBa ce IpaBU OLIEHKAa HAa OMOHAJIMYHOCTTA, KbJIETO € HEOOXOAMMO Jia Ce IOKaxe
OMOEKBUBAJIIEHTHOCT HAa JIGKAPCTBEHUTE MPOIYKTH, onucanu B wi. 28, an. 1 3JIIIXM.

5.3.2. Jloknaad OT W3MUTBAHHUS OTHOCHO (hapMaKOKWHETHKAa C HW3IOJI3BAHETO HA YOBEIIKU
Onomarepuain

B Ta3u Bpb3Ka ce mpeacTaBsAT AOKIAAM OT M3MUTBAHUS 32 CBbP3BaHE C IUIa3MEHUTE MPOTEHHH,
JOKJIaJIU OT M3MUTBAHUS BbPXY YEPHOAPOOHUS METa0OIU3bM U B3aUMOJICHCTBUATA HA aKTUBHOTO(UTE)
BeIEeCTBO(a) U TOKJIAAN OT M3MUTBAHUA C IPYT'H BUOBE YOBEUIKH OMOMAaTEPHAIIH.

5.3.3. loknanu ot u3nutBaHus Ha papMaKOKMHETHKATa IIPH XOpa

5.3.3.1. Cnegaute GpapMaKOKMHETUYHU XapAKTEPUCTUKU TPsOBa 1a Ob1aT ONMCAHU:

a) abcopOuus (CTEINeH 1 Juanas3oH);

0) pasnpeneneHue;

B) MeTa0O0IIN3bM;

I') eKCKpeLus.

OmnwucBar ce KIMHUYHO 3HAYUMHUTE OCOOEHOCTH, BKJIIOUMTETHO 3HAUYEHUETO HA KUHETHYHHUTE
TIAHHU 3a JI030BHS PEXXHUM, 0COOCHO TPH MAIMEHTUTE OT PUCKOBUTE TPYIH, KAKTO M Pa3IHUUATa MEKITY
YOBEKa M JKUBOTUHCKUTE BUJIOBE, U3MOI3BAaHU B HEKIIMHUYHUTE U3UTBAHUSL.

B nombiHeHWME KBM  CTaHJAPTHUTE MHOTOKpAaTHH (DapMaKOKMHETHYHH  M3IHUTBaHUS,
MOMYJAIMOHHN (papMaKOKMHETUYHU aHAJIM3M, OCHOBAHU BBPXY CIY4YalHO B3€TH OTAEIHM MPOOH IO
BpeMe Ha KIMHWYHHUTE W3MUTBAHWSA, CHIIO MOTaT Jia TPEAM3BHKAT BBIPOCH OTHOCHO IMPHHOCA Ha
BBHIIHUTE M BHTPEIIHUTE (HAaKTOpPU KbM BapUaOMIHOCTTa Ha MPUYUHHO-CIEICTBEHATa BPBh3Ka MEXKIY
7032 U (hapMaKOKUHETHYEH OTroBop. [IpecTaBsaT ce JOKIaauTe OT M3MUTBAHMS Ha (hapMaKOKWHETHKATa
U IIbpBOHAYaJHATa MOHOCUMOCT MpU 3JApaBH JOOPOBOJILM W MpHU MALUEHTH, MAOKIAJUTE OT
(hapMaKOKMHETHYHH M3IUTBAHUS 32 OI[CHKA Ha €EKTHTE HA BHHIIHUTE M BHTPEITHUTE (PAKTOPH, KAKTO
Y JIOKJIAJNTE OT U3MHUTBAHUS 32 MOMyIalliOHHATa (JapMaKOKHHETHKA.

5.3.3.2. AKO I€KapCTBEHUST MPOAYKT OOMKHOBEHO C€ Ipujiara €IHOBPEMEHHO C JIPYTH
JIEKapCTBEHH MPOAYKTH, CI€[Ba Ja c€ JaJaT MNOAPOOHU JaHHU OT NPOBEICHUTE H3IMUTBAHUS Ha
CBBMECTHOTO TPWIOKEHHE, KOWTO Ja IOKaKaT BB3MOKHOTO H3MEHEHHe Ha (apMaKOIOTHUIHOTO
neiicteue. @apMakOKMHETUYHUTE B3aUMOJICHCTBHS MEXIY aKTUBHOTO BELIECTBO U JIPYTH JIEKAPCTBEHU
MIPOJYKTH WJIM BEIlleCTBa TPsAOBa CHIO J1a ObJaT MPOYUECHHU.

5.3.4. Jloknaau OT U3NHUTBAHUS Ha (hapMaKoIMHAMHUKATA TIPU XOpa

5.3.4.1. ®apMakoIMHAMHYHOTO JIEUCTBHE, CHIIOCTABEHO C €(PUKACHOCTTA, BKIIFOYBA :

a) IPUYMHHO-CJIEJICTBEHATa BPbh3Ka MEX/Y 1032 M OTTOBOP U HEMHOTO pa3BUTHE BB BPEMETO;

0) 000CHOBKA Ha JI03UPOBKATa M YCIOBHS 32 MPUIIOKEHHUE;



B) HAYMH Ha JICUCTBUE, aKO € Bb3MOXKHO.

Onucea ce papMakoAMHAMUYHOTO JI€WCTBHE, HECBBP3AHO C €(PUKACHOCTTA.

JleMoHCTpHpaHeTo Ha (apMakoJAWHAMHYHUTE e(eKTH BBPXY XOpa caMo 1o cede cu He e
JOCTaThbUYHO 32 OOOCHOBaBaHE Ha U3BOJUTE I10 OTHOLIEHHWE Ha BCEKU OTHEJCH MOTEHIHAJICH
TepaneBTHYEH e(eKT.

5.3.4.2. AKO JEKapCTBEHUAT MPOIYKT OOHMKHOBEHO C€ Ipujara €IHOBPEMEHHO C IPYru
JICKapCTBEHH MPOAYKTH, CJIEIBa Ja Ce JaJaT MOAPOOHOCTH OTHOCHO MPOBEACHUTE W3MUTBAHHUS Ha
CbBMECTHOTO MPHJIOKEHUE, KOUTO Ja IOKaXKaT BB3MOXKHOTO H3MEHEHHE Ha (apMaKOJIOTUYHOTO
JICUCTBUE.

dapMakOAMHAMUYHUTE B3aUMOJICHCTBUS MEXJY aKTUBHOTO BEIIECTBO U APYTU JIEKAPCTBEHU
MPOAYKTH WJIH BELIECTBA TPsOBa ChINO Ja OBAAT MPOYUCHH.

5.3.5. Jlokimaau OT M3MUTBAHKS 32 €(hUKACHOCT M O€3011aCHOCT

5.3.5.1. lokyiaau OT KOHTPOJMPAHU KIMHUYHU [IPOYUYBAaHUS OTHOCHO 3asiBEHUTE UHIMKALUU

[lo mpuHIMI KIMHUYHUATE H3OUTBaHUS TpsOBa Ja ce MPOBEXIAT KaTo "KOHTPOJIHpPaHU
KIMHUYHY M3MUTBAHUA", aKO € Bh3MOXKHO, Jla ca PAaHJOMHU3HUPAHU U aKO € MOIXOSIIO - CPElry mianedo
W/WJH Cpellly YTBBPJCH JIEKapCTBEH MPOIYKT C J0Ka3aHa TEeparneBTUYHA CTOMHOCT; BCEKU APYT IU3aiH
Ha M3MHUTBAHETO TPsAOBa 1a Ob1e 000cHOBaH. JIeueHHeTo Ha KOHTPOIHUTE TPYIH Bapupa MPH OTACTHUTE
Cllydad, a ChIIO U 3aBUCH OT €TUYHHU CHOOPaKEHHUS M OT TepameBTHYHaTa oOnacT. B Hskou ciydau
MOJe Jla ObJIe TIO-yMECTHO JIa C€ CPaBHU €(pUKACHOCTTA Ha Ja/IeH JICKApCTBEH MPOJYKT C Ta3W Ha Bede
YTIBBPACH JIEKaPCTBEH MPOIYKT C JOKa3aHa TeparneBTHYHA CTOHHOCT, BMECTO Ja Ce CpaBHsBa ¢ edeKTa
Ha 1u1aneoo.

1. IOKOJTKOTO TOBa € Bh3MOXHO U OCOOEHO B M3MUTBAHUSA, KbJIETO €PEKTHT HA MPOAYKTa HE
MOXe Ja ObJe OOSKTMBHO H3MEpEH, CIlie[Ba Ja C€ MpEeANpHEeMaT CTHIKH, KOUTO aa H30ersar
OTKJIOHEHHSTA, BKIIFOUUTEIIHO METOAUTE HA PaHIOMHU3HPAHE U 3aclleIsiBaHe.

2. lIpoTOKOABT OT U3NUTBAHETO TpsAOBAa Ja BKIIOYBA ISUIOCTHOTO ONMCAaHUWE Ha
CTAaTUCTUYECKUTE METOIM, KOUTO CE€ H3IMOJI3BaT, Oposl MAMEHTH U TNPUYMHUTE 3a BKIIOYBAHETO
(BKJIIOUMTENTHO M3YMCIICHHS 3a CUJIaTa Ha M3MHUTBAHETO), CTENEHTa Ha Ba)KHOCT, KAKTO U OMMCAHHUE Ha
cratucTuyeckara eauHuua. CreaBa Ja ce JOKYMEHTHpAT B3€TUTE 3a M30srBaHe Ha OTKJIOHEHUETO
MEpKH, IO-CIEIHATHO METOAUTE 3a paHaoMusu3aius. BxirouBaHero Ha rojsiM Opod ydacTHULM B
M3IIUTBAHETO HE TPAOBa Jja ce pasriiek/ia KaTo paBHOCTOMHO Ha MPAaBUIIHO KOHTPOJIMPAHO U3MUTBAHE.

JlanauTe 3a 6e30macHOCTTa TPsIOBa Jla ce pasIiexkaaT, KaTo ce B3eMaT MpeaABHUL PbKOBOJICTBATA,
nyosmkyBaHu oT EBponeiickara komucusi, KaTo 0COO€HO BHUMaHUE ce 00bPHE Ha CIIydauTe, HOSBUIIH ce
B pe3yJTaT Ha MpoMsHaTa B JO3UPOBKATA UM HEOOXOJUMOCTTA OT CHITBTCTBAIIO JICUEHUE, CEPUO3HU
HEeXXEJTaHU CBHOUTHS, ChOUTHUS, KOMTO BOJAT /O OTHA/JaHe, KaKTO U CMBPTHH ciydau. TpsbBa ga ce
UACHTUQUIMPAT BCUUKU MAIlMEHTH WJIM TPYNU MALMEHTU C MOBUIIEH PUCK, KaTO OCOOEHO BHUMAaHHE
clleiBa J1a ce OTJeJIM Ha MOTEHUHUAIHO YS3BUMUTE MAallMEHTH, YUITO Opoil MOXe /1a € He3HAUMTEJIEH,
HampuMmep Jela, OpeMEHHH KE€HHU, Bb3PAaCTHU XOpa C KPEXKO 3paBe, XOpa C MPOSBEHW aHOMAaJIHH B
MeTaboaM3Ma WM B eKCKpeuusara M T.H. TpsbBa na ce omnMile 3HAYEHHETO Ha OIEHKAaTa Ha
0€301MacHOCTTa M0 OTHOLIEHHE Ha Bb3MOXKHATa ynoTpeda Ha JIEKapCTBEHUS MPOIYKT.

5.3.5.2. Jloknaau OT HEKOHTPOJIMPAHHU KJIMHUYHU U3NUTBAHUSA, JOKJIAIU, BKIIOYBAIIY aHAIU3U
Ha JIaHHUTE OT IIOBeYe OT €HO U3MUTBAHE, U IPYTH JOKIaI1 OT KIMHUYHU U3MUTBAHUS

Tps6Ba na ce mpeacTaBAT T€3U JOKIAIH.

5.3.6. Jlokynaau OT MOCTMapKETUHTOBO MPOCIEAsIBaHE

AKO JIeKapCTBEHUSAT NMPOJYKT BeUe € MOTyUYHIT pa3pelieHue 3a ynorpeda B TpeTH JIbpiKaBH, IPH
BB3MOXHOCT c€ TIpeacTaBs MH(GOpPMaIUs OTHOCHO HEXEJIAHWTE PEaKIMM Ha ChOTBETHHS JIEKAPCTBEH
NPOAYKT U JIEKAPCTBEHUTE MPOIYKTH, KOUTO ChIBPAKAT CHIIOTO aKTUBHO(M) BELIECTBO(a) BB BpB3Ka C
U3IMOI3BaHUTE JI03U.

5.3.7. KNMHUYHYU KapTH Ha NAIIUEHTUTE U CIMCHLU C OTACIHU NallMeHTN

Koraro ce npezacrassT, chrilacCHO ChOTBETHUTE PHKOBOJICTBA, MMyOJIMKYBaHU OT EBpomeiickaTta



areHIIus IO JIeKapCTBaTa, KIMHUYHUTE KapTH HA MAIIMEHTUTE U CIUCHIUTE C OT/ICTHH MMAIUEeHTH TpsOBa
Jla ca MOAPEICHN U TIPEACTaBEHHU B CHIUS P, B KOMTO ca MPEICTaBeHH B JIOKJIAIUTE OT KIMHUYHUTE
W3MHUTBAHUS U UACHTU(DUIIMPAHH 110 H3MTUTBAHUS.

[Tpunoxenue Ne 6.1 kbM ui. 7, an. 3
JlokyMeHTaIus 3a 3asBJICHUS IIPU U3BBbHPEIHU O0CTOSITENICTBA

Koraro ceriacuo wi. 56 3JIIIXM 3asgBUTENAT JOKaXKe, Y€ HE € B ChCTOSAHHME Ja MPEACTaBU
M3UYepIaTeH! JaHHU OTHOCHO €(MKACHOCTTAa M 0€30MacHOCTTa MPU HOPMAIHU YCJIOBUS HA ymoTpeda
MopaJiv TOBA, 4e:

1. moka3aHuATa, 3a KOWTO € IpeJHa3HadeHa yrnoTpebara Ha MPOAYKTa, Ca TOJKOBAa PAJIKO
CpeIllaHH, Y€ 3asBHUTEIAT 1O OOSCHHUMH IMPUYMHH HE MOXE Ja MPEJCTaBU IMBJICH JI0KAa3aTEICTBEH
Marepua, uiu

2. CbCTOSIHUETO HA HayYHUTE MO3HAHUA KbM MOMEHTA € TaKOBa, Y€ HE MOKE Jla Ce Mpe/ICTaBU
n3ueprareaHa nHhopmarus, i

3. 6u OmsI0 MPOTHUB OOLIONMPUETUTE MPUHIIUITA Ha MEAUIIMHCKATa €THKA Jia ce ChOMpa TakaBa
uHopManus, pa3penieHne 3a ynorpeda Moxe Ja ce U3Aaje Mo/ yCIOBUE.

Te3u yciaoBust MOTaT Aa BKIIOYBAT U3MBIHEHUETO HA CICAHUTE 33 IbIDKEHUS:

1. 3asiBUTENAT 1Ie U3MBJHABA OMpeIeeHa ITporpaMa OT U3MUTBAHUS B PAMKHUTE Ha MEPUOIa OT
Bpeme, ompeaeneH OT M3mbiaHWTENHaTa areHuus IO JIeKapcTBaTa, KaTo pe3ylTaTuTe OT Te3H
W3MHATBAHUSA e GOPMHUPAT OCHOBATA 3a MPEOIICHKA Ha ChOTHOIICHUETO TTOJI3a/PHCK;

2. JlekapCTBEHHUAT NMPOAYKT MOXKE Ja CE€ OTIyCKa camo IO JEeKapcKo MpeANHcaHue, Kato B
OTIpe/ICTICHU CITydal MOXeE Jla C€ YIOTpeOsBa caMoO MOJ CTPUKTEH JICKApCKH KOHTPOJ, €BEHTYaTHO B
OOJTHUYHO 3aBEJICHUE, a PU pagruodapMareBTUIIMTE - CaMO I10J] KOHTPOJIa Ha KBATU(PHUITUPAHO JUIIE;

3. JluctoBkaTa, KakTO M BCSKa MEAUIIMHCKA MHGOpMaIKs TpsSOBa Ja MPUBINYAT BHUMAHHUETO
Ha OOIOMPAaKTUKYBAIHUs JIeKap KbM (akTa, ye ChIIECTBYBAIIUTE JAHHU 3a JIEKAPCTBEHUS MPOIYKT BCE
OIlle HE ca 3aJ0BOJIUTEIIHN B HIKOH OTHOIIICHUS.

ITpunoxxenne Ne 7 xbm 4. 7, ain. 4
CrenuduuHM U3UCKBAHUSA KbM MOZYJ 3, 4 1 5 3a paanodapManeBTUIIU U IPEKYPCOPH

I. PagnodapmaneBtunu

Mopyn 3

1. B cbcraBa Ha KHT, KOWTO IIe OblIe paauoOMapKHpaH, ciel] KaTo ObJe JOCTaBeH OT
MIPOM3BOUTEISI, 32 aKTHBHO BEIIIECTBO CE CUMTA OHA3W YacT OT ChCTaBa, KOATO € MpeJHa3HaueHa Ja
HOCH WJIU Ja CBbpKe paauoHykiuaa. OmrcaHreTo Ha METOAa Ha MPOU3BOJICTBO Ha KUTOBE TPsOBa /a
ChABpXkKa JTAHHU 33 TIPOM3BOJICTBOTO HA KHWTA W JIaHHM 3a MpENophUYUTeNIHAaTa KpaiiHa oOpaboTka Win
mpolLeaypa 3a Molyv4aBaHe Ha paJuoaKTHUBHHUS JIEKapCTBEH MpoaykT. HeoOxomumuTe cnenudukanuy Ha
PaIMOHYKIIN/IA, KBIAETO € HEOOXOJMMO, C€ OMUCBAT B CHOTBETCTBHE C O0IIaTa MoOHOTpadus WU C
otnenHute MoHorpaduu Ha EBpomneiickata ¢apmakornes. J[OMBIHUTETHO Ce OMUCBA BCSKA CHCTaBKa,
KOSTO € OT 3HAUYCHHE 34 PaIMOMAPKUPAHETO, KAKTO U CTPYKTypaTa Ha pauoOMapKUPaHOTO ChEANHEHHE.

3a paIMOHYKIIUUTE CE OTIMCBAT U3BBPIIBAIINTE CE SIIPEHH PEaKIIUU.

B reneparopa 3a akTHBHU BEIIECTBAa C€ CUMTAT KAaKTO MaTEpPHUTE, Taka W IBIICPHUTE
PaTMOHYKIIUTH.

2. IlpencraBar ce MaHHW 3a €CTECTBOTO HA PAJMOHYKIWAA, WICHTU(PHUIIMPAHE HAa W30TOIA,



BB3MOXKHHUTE MIPUMECH, HOCUTEJSI, KAKTO U yroTpedaTa u crenupuyHaTa akTHBHOCT.

3. M3xonHuTe MaTepualiy BKJIIOUBAT MUIICHHUTE MaTepUaIU 32 00JIbUBAHE.

4. TlpencraBsaT ce ChOOpaKeHUsT OTHOCHO XMMHYHATA/PaJMOXMMUYHATA YMCTOTA M HEWHATa
Bpb3Ka ¢ OHOpa3npeieIeHUETO.

5. OnwmcBar ce paaWOHYKIWIHATA YHCTOTA, PAJUOXUMHUYHATA YUCTOTA M CHEIU(UIHATA
aKTUBHOCT.

6. 3a TeHepaTopu ce M3UCKBAT MOIPOOHHU JaHHHU OT M3MHMTBAHETO HA MATEPHUTE U JBIICPHUTE
paIMOHYKIUIU. 3a TeHepaTOpHU elyaTH Ce€ NPEACTaBAT AAHHU OT U3MNHUTBAHMUSTA Ha MaTEpPHUTE
PaJIMOHYKIIUIU ¥ HA JPYTUTE ChCTABKU HA TEHEpAaTOpHATA CUCTEMA.

7. VI3uckBaHeTo Ja ce U3pa3u ChAbPKAHUETO HAa aKTUBHOTO(MUTE) BELIECTBO(A) Ype3 MacaTa Ha
aKTHUBHATa YacT Ha MOJIEKyJaTa BaXXH caMO 3a kuroBere. [lo OTHOIIEHHWE Ha PaAMOHYKIHANUTE
paZOaKTUBHOCTTAa C€ HU3pa3siBa B OEKepenu KbM OIpeleeHa JaTa U MpU HEOOXOAUMOCT ce JaBa
BpPEMETO, OTHECEHO KbM YacoBaTa 30Ha Ha PemybOnuka bearapus. [locouBa ce BUIBT Ha paguanusra.

8. Ilpu xuToBe B crneuuUKAMUTE HAa KpaHUS OPOAYKT C€ BKIIOYBAT H3MHUTBAHMS 3a
KayecTBaTa Ha MPOJYKTa CIE] paguoMapKupaHe. BKiouBaT ce MOIXOISIIM METOAM 3a KOHTPOJ Ha
paauoOXMMHYHATA ¥ PAJAMOHYKIIMIHATA YUCTOTA HA PaJMOMapKUPaHOTO CheAnHeHue. Beeku marepualn,
KOITO € Ba)KeH 3a paJOMapKHpaHETO, TPIOBa J1a ce ACHTU(UIMPA U A CE OIPEACITH KOJIHMIECTBEHO.

9. IIpexacraps ce nHpoOpMAIIKs 32 CTAOMIHOCTTA HAa PAAMOHYKIIUTHUTE Te€HEPaTOpH, KUTOBETE U
panTuoMapKUpaHUTEe MPOAYKTH. 3a paauodapMaleBTHIM B MHOTOJ030BH (DIIaKOHM ce TOKYMEHTHpA
CTaOWITHOCTTA MPU U3IOJI3BAHETO UM.

Monyn 4

CuuTa ce, 4e TOKCMYHOCTTa MOXKE Ja € CBbp3aHa ¢ paJualnuoHHaTa fo3a. [lpu nuarnoctuka
TOBa € IMOCJEeNUIa OT U3MOJI3BAaHETO HA paanodapMaIleBTUK; MPU TEpalUs TOBA € JKEIaHO CBOWCTBO.
CrnenoBaTenHoO Mpu OIeHKaTa Ha 0e3BpeqHOCTTa U ePUKACHOCTTA Ha paauodapMaleBTHIINTE Ce B3eMaT
MPEBHU]l M3UCKBAHMUATA 3a JICKQPCTBEHW NPOAYKTH M ACIEKTHTE Ha paJualldOHHATA JIO3HMETPHS.
JIokyMeHTHpa ce OpraHHOTO/TbKAaHHOTO H3NaraHe Ha oOmbuBaHe. M3umcnsBa ce abcopOupaHaTa
pamuainroHHa /1032 4Ype3 IMOCOoYeHa MEKIYHApOJHO TpU3HATa CHCTeMa INPH CHOTBETHUS MBT Ha
BBBEXK/IAHE.

Monayn 5

Pesynrature oT KIMHUYHU U3NWTBaHUs TpsAOBa Ja ce MPEICTABSIT, KOraTo € MPUIokKUMO. B
MIPOTHBEH CITydail ce IpecTaBs 000CHOBKA B MPETJIEIUTE HA KIMHUYHUTE JTAaHHH.

II. PagnodapmanieBTHYHM IPEKYPCOPH 3a IENUTE Ha paAHOMapKUpaHe

B cnenmduunms cnydait Ha panuodapmaneBTHUEH MPEeKypcop, MpeaHa3HauYeH eIUHCTBEHO 3a
[eIUTEe Ha paJuOMapKUpPaHETO, OCHOBHATA Il € Ja ce MIpeacTaBu HHQOpMaIus, HAacOYeHa KbM
BB3MOKHUTE TOCIIEANIIN OT HEJOCTAThYHO e(hUKACHOTO paJHMOMapKHUpaHe WIH TUCOLMUpPAHE in Vivo Ha
paaroMapKUpaHus KOHIOTAT, TOECT BBIIPOCH, CBHP3aHU C BB3JCHCTBHETO HAa CBOOOJHUS PaAUOHYKIIUT
BBPXy mHamueHTta. HeoOxomuMo € Ja ce MpeAcTaBH W CHOTBETHaTa HWHQOpPMAIUsS BBB BpPB3Ka C
npodecroHalHu PHCKOBE, CBBbP3aHU C PaJAMALMOHHOTO OONbYBAHE Ha OONHHYHHUS TEpPCOHAT M Ha
OKOJTHaTa cpeja.

B Hskou citydau, KbJETO € MPUII0KUMO, C€ TIPECTaBs clieAHaTa HH(OPMAIIUS:

Moayn 3

PasnopenOute Ha Moayn 3 Baxkar 3a paguodapManeBTUYHUTE IPEKYPCOPH, KAKTO € MOCOYEHO
no-rope (Touku oT 1 710 9), Korato € MpUI0KUMO.

Monyn 4

[To oTHOIIEHWE HA TOKCHYHOCTTA IPH EAHOKPATHO W TPH MHOTOKPATHO TpWjaraHe ce
MIPEJICTABAT PEe3yATaTUTE OT MPOBEACHUTE U3MHUTBAHUS B CHOTBETCTBHE C PA3MOPENOHUTE, OTHACAIIHN CE
1o nobpara mabopaTtopHa npakTtuka, npensuaenn B Jupextusu 87/18/EMO u 88/320/ENO, ocBen ako
HEe € 000CHOBAHO MO JIPYT HAYHUH.

W3nuTBaHMs 32 MyTareHHOCT Ha PATUOHYKIIMINTE HE C€ CUUTAT 3a TIOJIC3HH B TO3H CITydail.



[IpencraBsar ce JaHHW OTHOCHO XMMHUYHATa TOKCUYHOCT U OMOpa3mpe/elieHne Ha ChOTBETHUS
HEpaJnOaKTUBEH U30TOI.

Monayn 5

Knunnynara undopmainus, mojgydeHa OT KIMHUYHU H3MHUTBAHUS C W3IMOJI3BAaHE HA caMus
MIPEKypCcop, HE CE CUMTa 3a YMECTHa B crenuuYHHs cliydail Ha paanodapManeBTUYeH MpPeKypcop,
KOHTO € ImpelHa3HaYeH eUHCTBEHO 3a LIEJIUTE Ha paJloMapKUpaHe.

Bemopekn ToBa ce mpenctaBs uH(OpMammMs, JIOKa3Bamia KIMHUYHATA T[0OJ3a  OT
paanodapMalieBTUUHUS MIPEKypCop TOraBa, KOTaTo CHIIUAT € MPUKPENEeH KbM ChOTBETHHTE HOCEIU
MOJIEKYJIH.

[Tpunoxenue Ne 8§ kbM wiL. 7, ain. 5
(Uzm. - JIB, 6p. 33 ot 2010 1., B cuna ot 05.04.2010 1.)
CrneunduyHr U3UCKBAaHUS KbM JOCUETO Ha JIGKAPCTBEHU MPOAYKTH 32 MOJIEPHA TEpaIusl

[Ipu pazpemaBane 3a ynorpeda Ha JEKapCTBEHHM MPOJYKTH 3a MOJEpHa Tepamus ce Cie/Batr
W3HCKBaHUsITa OTHOCHO opmarta (Monymu 1, 2, 3,4 u 5), mocouenu B wi. 7, an. 1, 1. 1.

[Ipunaratr ce TeXHUYECKUTE M3UCKBAHUS 32 MOAynu 3, 4 U 5 3a OMOJIOTMYHUTE JEKApCTBEHU
MPOAYKTH, ONMCaHu B npuiiokeHus 4.1 n/wmm 4.2, 5 u 6. CienuaaHuTe U3UCKBAaHUA 32 JICKAPCTBEHUTE
MIPOJYKTH 3a MOJEpHa Tepamusi, onucaHu B yactu A, b u B Ha mpunokeHuero, o0sCHSIBAT MO KaKbB
Ha4yuH U3UCKBaHUATa OoT npmioxeHuss Ne 4.1(4.2), 5 u 6 ce npunarat KbM JEKapCTBEHUTE MPOIYKTH 32
MojJiepHa Tepanus. B mombiiHeHue Tam, KbJIETO TOBA € LeNeChoOpa3Ho, U C Oorfiie] Ha crenudukara Ha
JIEKapCTBEHUTE MIPOJYKTH 3a MOJEpHA TEpaNus ca ONPEIEICHU U JON'BJIHUTEIHU U3UCKBAHUSI.

[Topagn cnenupuYHOTO €CTECTBO Ha JIEKAPCTBEHUTE MPOAYKTH 3a MOJAEpHA Tepanus Mpu
ompeJiesiTHe Ha CTEINEeHTa, JI0 KOSTO B 3asBIEHUETO 3a paspelieHue 3a yrnorpeda TpsiOBa na Obaar
BKJIFOUYEHU JAHHU OTHOCHO Ka4€CTBOTO, KIMHUYHYU U HEKIIMHUYHU JAHHU, MOKE Jja CE M3I0JI3Ba MOAXO0/
B 3aBHCHMOCT OT PHCKa B CbOTBETCTBHE C Hay4YHUTE yKa3aHUS OTHOCHO KayeCTBOTO, 0€30IacHOCTTa U
e(pUKaCHOCTTa Ha JIEKAPCTBEHUTE MPOAYKTH, KakTo ca mpuetd oT KomureTa 3a JieKapcTBEHU MPOIAYKTH
3a XyMaHHa yrnoTpeba u mybnukyBaHu oT EBpomeiickara arenius mo sekapcrBata (EAJI), kakto u
ocTaHaJuTe pbkoBojacTBa Ha OOmHOCTTa, MyOosukyBaHu oT Komucusra B pa3nuyHM TOMOBE Ha
[IpaBuiiHKKa 3a JIeKapCTBEHUTE NMPOIYKTH B EBpomneiickaTa 001IHOCT.

AHanmu3bpT Ha pUCKa MOXKE Jla oOXBalla Leius mpolec Ha pa3paborka. PuckoBure ¢akropw,
KOUTO MoraT Ja ObJaT pas3riieXkJaHu, BKJIIOYBAT: MPOM3XOJ Ha KIETKUTE (AaBTOJIOKHM, AJIOTE€HHH,
KCEHOTeHHHM), CIIOCOOHOCT Ha KIETKUTe Ja nponudepupar W/uiau jna ce audepeHuupar U jaa
Mpeln3BUKAaT KMMYyHHAa pEaKIs, HUBO Ha KJIETbUHA MAaHUITyJAlUs, 3aMbpCSIBAHE Ha KIETKHUTE C
OMOAaKTHBHM MOJIEKYJIM WIM CTPYKTYPHH MaTepHajH, €CTECTBO Ha JIEKAPCTBEHUTE MPOIYKTH 3a T€HHA
Teparnusi, CTeleH Ha CIOCOOHOCT 3a pEeIUIMKAIls Ha BUPYCH WJIM MUKPOOPTaHU3MU, U3MOJI3BaHHU In Vivo,
HUBO HAa HHTETpalys Ha CEKBEHLMHM OT HYKJIEHMHOBU KHUCEIVHM WM T'€HUM B I€HOMA, ABITOCPOYHA
(YHKIIMOHATHOCT, PUCK OT OHKOI'€HHOCT M HaYUH Ha MPUJIOKEHHE WK yrnoTpeba. B ananuza Ha pucka
MOJI BHUMaHUE MOrar Jia ObJaT B3eTH U APYTH MPUIOKUMHI HATMYHUA HEKIMHUYHU U KIMHUYHUA JaHHU
WM OTIUT C JIPYTH, CBbP3aHU JIEKAPCTBEHU MPOAYKTH 3a MOJIepHa Tepamnusi. Besko eHO OTKIOHEHHUE OT
M3MCKBAaHUATA Ha TOBA NPHIIOKEHHE ce 00OCHOBaBa Hay4HO B MOAYN 2 OT 3asBieHuero. Koraro ce
Ipujiara OMUCAHUSAT MO-TOpe aHalli3 Ha PHUCKa, CHIIMIT Ce BKIIOYBA M ONKCBa B Monynl 2. B Takbs
Cllydail M3IMOJI3BaHaTa METO/0JIOTHSl, ECTECTBOTO HA YCTAHOBEHUTE PUCKOBE M M3BOAMTE OT OCHOBAaHUS
Ha pHUCKa MOJXOJ CHpPSIMO IMporpamara 3a pa3paboOTBaHE U OLIEHKa c€ 00CHXAAaT, KaTo Ce OIHCBar
BCHUYKH OTKJIOHEHHsI OT M3UCKBAHUATA HA MPUIOKEHHUATAa KbM Ta3U Hapea0a BCIEACTBUE Ha aHAJIN3a Ha
pHCKa.



ITpu pa3permiaBane 3a ynorpe0a Ha JEKapCTBEHU MPOAYKTH 32 MOJEPHA TEpaIus M0 CMUCHJIA Ha
wieH 2, naparpad 1, O6ykBa a) ot Permament 1394/2007 na EBpomeiickus mapiameHT u ChBeTa Ha
EBporneiickus c¢pio3, 06H., L OB, 6p. 324 ot 10 gexemBpu 2007 T., ce cleaBaT U3UCKBAHUSATA OTHOCHO
dbopmara (Moaynu 1, 2, 3,4 u 5), mocoyeHu B Ta3u Hapeada.

A. CrenmanHy M3MCKBaHUS KbM MOJYJ 3 OT JIOCHMETO HA JIEKApPCTBEHU NPOAYKTH 32 MOJAEpPHA
Tepanusi:

1. CneunanHu U3UCKBAHUS 32 BCUYKH JIEKAPCTBEHU IIPOAYKTHU 32 MOJIEpHA TE€parus

IIpencraBs ce onucaHue Ha CUCTEMaTa 3a IPOCIEAMMOCT, KOATO TPUTEKATENAT Ha
pasperieHrneTo 3a ynorpeda Bb3HaAMepsiBa Jla Ch3/aje M Ja MOAIbpKA C LIE] Ja rapaHTHpa, 4€ BCEKU
IPOAYKT, KAKTO U HETOBUTE M3XOJHU MaTepUaId U CYpOBUHH, BKIIOUUTEIHO BCUYKH BEIIECTBA, KOUTO
CE ChIBPIKAT B HETO U BJIM3AT B KOHTAKT C KJIIETKUTE ¥ ThbKaHUTE, MOraT /1a ObaT MIPOCIIEIEHU 110 BpeMe
Ha OCHUIYpsIBAHETO HA MaTepualuTe, IPOU3BOJACTBEHMsI IPOLEC, ONAKOBAHETO, ChXPAaHEHUETO,
TPAaHCIOPTA U JI0CTABKAaTa JI0 JICUeOHOTO 3aBEICHUE, B KOETO CE U3IOJI3BA MPOAYKTHT.

Cuctemara 3a IpociIeUMOCT TpsiOBa /1a € JOMbJBallla U ChbOTBETCTBAIA HA M3UCKBAaHUATA HA
3aKoHa 3a TpaHCIUIAHTAlMsl Ha OpraHu, ThKaHU U KJIETKH U Ha 3aKOHA 3a KPbBTAa, KPbBOAAPSABAHETO U
KPBBOIIPEIMBAHETO U MOA3aKOHOBUTE aKTOBE IO MIPUJIAraHETO UM.

2. CneuManHu U3UCKBAHUS KbM JIEKapCTBEHU MPOAYKTHU 3a reHHa tepanust (JIIII'T):

2.1. BeBeneHue: KpaeH JIeKapcTBEH MPOJIYKT, aKTUBHO BEIIECTBO U U3XOJAHU MaTepUaIH

2.1.1. JlekapcTBeHHM HpPOAYKTH 3a TIE€HHA Tepamus, ChIbpPXAIIU CEKBEHUMsI(M) Ha
PEKOMOMHAHTHA HYKJIEWMHOBA KHCEIWHA WM T€HETHYHO MoauduuupaH(d) MUKPOOPTaHU3bM(3MHU) WIH
Bupyc(n)

KpaifHuAT ekapcTBeH HPOAYKT CE€ ChCTOM OT CEKBEHLHMsA(M) HAa HYKJIEMHOBA KUCEJIMHA WIH
TFeHETUYHO MOoJU(ULIMpaH(1) MUKPOOPTraHU3bM(3MHU) UM BUPYC(1), IOCTaBEH B IbPBUYHA OMAKOBKA U
npegHa3HaueH 3a ynorpeba. KpailHusT nekapcTBeH MpOoAyKT MoOXke J1a ObJe KOMOMHUPAH C METUIIMHCKO
uzzenue no 4wi. 2, an. 1, . 3 or 3akoHa 3a MEAUIMHCKUTE U3/EJINS WK C AKTUBHO MUMILIAHTUPYEMO
MEIULUHCKO U3/IeIHe.

AKTHUBHOTO BEILIECTBO CE€ ChCTOM OT CEKBEHIUsA(M) Ha PEKOMOMHAHTHA HYKJIEMHOBA KHCEJINHA
WJIA TEHETHYHO MOUHUIMPaH(1) MUKPOOPTaHU3bM(3MH) WIIK BUPYC(H).

2.1.2. JlekapcTBeHH NpPOAYKTH 3a T€HHA Tepamus, ChIbpKallM T€HETMYHO MOAU(PHUIMpPaHU
KJIETKH

KpaliHusT nekapcTBeH NpPOIyKT C€ ChbCTOM OT T€HETUYHO MOJAU(PUIIMPAHU KIETKH, TOCTAaBEH B
I'bPBUYHA ONAKOBKAa M MpeJHAa3HauyeH 3a ymnoTrpeba, U Moxe Ja Oblle KOMOMHHMpaH C METUIMHCKO
u3nenue mo ui. 2, an. 1, . 3 ot 3akoHa 3a MEAUIMHCKUTE U3JENINS WK C aKTUBHO MUMIUIAHTUPYEMO
MEIULIMHCKO U3/IETIHE.

AKTHBHOTO BEILLIECTBO C€ ChCTOMU OT KJIETKU, TEHETUYHO MOJU(UIIMPAHU C TIOMOIITA HA €/IUH OT
IIPOJYKTUTE, ONIUCAaHU B 4acT A, T. 2.1.1 oT TOBa npuioxeHue.

2.1.3. Ilpu npoayKTH, CHCTOSALIN C€ OT BUPYCHU WM BUPYCHH BEKTOPH, U3XOJHU MaTepHaliu ca
KOMIIOHEHTUTE, OT KOUTO € IMOJIy4eH BHUPYCHUAT BEKTOp, T.€. OCHOBHATA KYJITYpPa 32 BUPYCHMS BEKTOP
WIM TUTa3MUANTE, U3M0I3BaHU 32 TpaHCQEKIUS Ha MaKeTaXKHUTE KJIETKH, 1 OCHOBHATa KJIeTh4YHa OaHKa
3a JIMHUATA HA TTAKETaXXHUTE KIETKH.

2.1.4. llpu nDpOayKTH, CBCTOSIIM C€ OT IUIA3MUAM, HEBUPYCHH BEKTOPH U T'€HETHYHO
MOTUGUIMPAHU OPTraHU3MHM, PA3JIMYHU OT BHUPYCH M BHPYCHH BEKTOPH, M3XOJHM MaTepualu ca
KOMITOHEHTHUTE, U3IOJI3BaHU 3a TeHEepUpaHe Ha MPOU3BOAUTEIHATA KIIETKA, T.€. JIa3MUIbT, OaKTepHsITa
TOCTOIIPUEMHHK M OCHOBHATa KJIeTh4yHA OaHKa OT peKOMOMHAHTHU OAaKTEepPHUATHU KIETKH.

2.1.5. Tlpu reneTnyHO MOIU(DHUIIMPAHH KICTKH H3XOJHU MaTEpPHAIA Ca KOMIIOHEHTHTE,
M3IIOJI3BaHU 32 MOJy4YaBaHE Ha TEHETHMYHO MOJIUGPHUIMPAHUTE KJIETKH, T.€. U3XOJHUTE MaTepHaau 3a
M0JIyyaBaHe Ha BEKTOpa, CAaMUSAT BEKTOP U UYOBEHIKUTE WJIM JKUBOTHMHCKUTE KieTKW. [IpuHuumuTe Ha
no0paTa MPOU3BOJICTBEHA IPAKTUKA C€ MpuiaraT HaJody M0 BepUraTa CUiuTaHoO OT CUCTeMaTa OT OaHKH,
U3I0JI3BaHa 3a IPOU3BOJCTBOTO HAa BEKTOPA.



2.2. CnenuanHu U3MCKBaHUS

OcBeH u3uckBaHusATa, onpeaeyneHd B T. 3.2.S u 3.2.P or npunoxenue Ne 4, ce mpunaraT u
CIICIHUTE U3UCKBAHMS:

a) [Ipencrass ce nndopmanus 3a BCHUKU U3XOJHH MaTepUaln, U3MOI3BAHU B IPOU3BOJICTBOTO
Ha aKTUBHOTO BEIIECTBO, BKIIOUUTEIHO 32 MPOAYKTUTE, HEOOXOAMMHU 32 TEHETHYHO MOAM(HUIIMpPaHE HA
YOBELIKA WM >KMBOTUHCKU KIIETKH, W JOKOJKOTO € NIPUJIOKKMMO, 32 TOCJIEABAIlO0 KYATHBHpAHE U
CbXpaHsBaHE Ha TEHETHYHO MOAM(PUIMPAHUTE KIETKH, KaTO CE€ MMa MPEBU €BEHTYaTHOTO OTCHhCTBUE
Ha eTany Ha IPEYUCTBaHE B IPOU3BOICTBEHUS MPOLIEC.

0) Ilpu mpoaykTHTe, CHABPKAIIKM MUKPOOPTAaHW3MU WM BUPYCH, C€ IMPEICTAaBIT JAaHHU 32
reHeTuyHaTa Moau(uUKalus, aHajdu3a Ha CEKBEHIUATA, aTCHIOMPAHETO Ha BUPYJIEHTHOCTTA, TPOIH3Ma
110 OTHOILIEHHE HA KOHKPETHU BUAOBE ThKAHU M KJIETKH, 3aBHCHMOCTTa Ha MUKPOOPTraHU3Ma WJIH BUpyca
OT KJIETHUHUS IUKBJI, IATOTEHHOCTTA M XapaKTEPUCTUKUTE HA U3XOJHUSA IIaM.

B) CBBp3aHUTE C NMPOU3BOJICTBOTO OHEUUCTBAHUS M TE3HU, CBBP3aHU C MPOJYKTa, CE OMUCBAT B
CbOTBETHUTE pa3[eid Ha JOCHETO, KaTo MO-CIHEIHalHO C€ OIUCBAaT MOTEHIHAIHUTE BHUPYCHH
3aMBPCUTENN C TOTEHIMAN 33 pPeIUIMKalus (aKo BHPYCHHUST BEKTOp € pa3pabOTeH KaTo TakbB 0e3
BB3MOXKHOCT 32 PETTUKaIus).

r) 3a IIa3MUANTE CE TPaBU KOJUYECTBEHO ONpE/eITHE Ha Pa3IMYHUTE TUIa3MUIHA (HOpPMU 3a
L[EJIHsI CPOK Ha TOJTHOCT Ha MPOAYKTA.

1) 3a TEHEeTHYHO MOIU(PHUIMPAHUTE KIETKHA CE HW3CIEIBAT XapaKTEPUCTHKUTE Ha KIIETKUTE
npeid W clel TeHeTHUYHaTa MoAu(uKanus, KaTo Npeaud H cjiel EeBEHTyalHH TNpoleaypu Ha
3aMpa3siBaHe/ChXpaHCHHUE.

3a reHeTUYHO MOAM(UIMPAHU KIETKHU B JOMBIHEHHE KbM ClieluanHuTe u3uckpanus 3a JIIT'T
ce mpuiaraT M3WCKBaHUATA 32 JICKAPCTBEHH NPOAYKTH 3a TEpanus ChC COMATHYHU KIETKH H 3a
MPOJIYKTUTE, TOTYYEHH Upe3 ThKaHHO MHKEHEPCTBO (BXK. 4acT A, T. 3 OT TOBa MPUIIOKECHHE).

3. CnenmaaHu U3UCKBAaHUS KbM JIEKAPCTBEHU MPOIYKTH 3a TEPAIHUs CbC COMATHYHH KIETKU U
KbM MPOJIYKTH, MOJIYyYE€HHU Ype3 ThKaHHO UHKEHEPCTBO

3.1. BpBenenue: KpaeH JEKapCTBEH MPOIYKT, aKTHBHO BEIIECTBO M M3XOIHU MaTepUaIIN

KpaifHuaT nekapcTBeH MPOAYKT C€ ChCTOM OT aKTUBHOTO BEIECTBO, MOCTABEH B ITbPBHYHA
OTIaKOBKa M TIPEJHA3HAYEH 3a yrmoTpeda W B HEroBaTa OKOHYATEIIHA KOMOWHAIUS 33 KOMOMHHPAHHUTE
JIEKapCTBEHU MPOAYKTH 32 MOJIEPHA TepaIHsl.

AKTHUBHOTO BEIIECTBO C€ CHCTOM OT KJIETKUTE W/WIHA THKAHWUTE, MOJYYCHU Upe3 KIETHYHO HIIH
THKaHHO MH)KEHEPCTBO.

JIONBITHUTETHUTE BeIIecTBAa (HAmpUMep CKEeNeTH, MATpHUIM, W3JeNus, OnoMaTepHuaiy,
OMOMOJIEKYIN U/WUIH APYTH KOMIIOHEHTH ), KOUTO ca KOMOMHUPAHU C MAaHUITYJIMPAHU KJIETKH, C KOUTO TE
MPEJCTaBIsABAT HEJENMMa 4YacT, C€ CUMTAT 3a M3XOJIEH MaTepuai, JOPH M Ja He ca OT OMOJIOTWYEH
MIPOU3XO/.

Marepuanurte, U3MOJI3BaHU 110 BpeMe Ha MPOU3BOACTBOTO HA aKTUBHOTO BEIIECTBO (HAIpUMED
XpaHUTEIHA CpeJla, PacCTeKHHU (aKTOPH), KOMUTO HE ca MpeJHa3HaueH!u Aa (popMupar 4actT OT akTUBHOTO
BEIIECTBO, CE CYUTAT 32 CYpPOBHHHU.

3.2. CneunaiiHy U3UCKBaHUS

OcBeH m3uckBaHusATa, onpeneneHu B T. 3.2.S u 3.2.P or nmpunoxenue Ne 4, ce mpwiaraT u
CIICZIHUTE U3UCKBAHMS:

3.2.1. U3xonHu MaTepuain

IIpencraBsa ce o6o6meHa nHpOpMaIMs 3a AApSBAHETO, OCUTYPSIBAHETO M JAMArHOCTHKAaTa Ha
YOBEIIKM THKAaHU W KIETKH, W3IMOJI3BaHU KaTO M3XOJHU CYpPOBHHH M Marepuaiu. Ta3zu mH(opMarms
TpsiOBa Ja € B ChOTBETCTBHE C M3MCKBAHUATA Ha 3aKOHA 3a TPAHCIUIAHTALUS HAa OpPraHH, ThKaHW U
kieTku. Korato kaTo W3XOA€H Marepuain ce H3IOJI3BAT OOJIECTHO TPOMEHEHH KJIETKH WA THKaHH
(HampuMep paKoBH KJIETKH), TAXHaTa yrnorpeba TpsiOBa a Ob/ie MOTUBHpAHA.

Korato ce odopmsir cOopHu momyjgandd OT aJOT€HHHU KIETKH, TpsSOBa Ja ce OIHMIIaT



CTpaTEeTHHTE 32 Ch3/1aBaHE HA Te3U COOPHU MOMYIAlliU U MEPKUTE 3a OCUTYpsIBAaHE HA MPOCIEIUMOCT Ha
OTAEJTHUTE €JIEMEHTH Ha Ta3u MOMyJIalus.

[Ipn BanuaupaHe Ha IPOU3BOJACTBEHHUS MPOIEC, NPU XapPAKTEPU3UPAHETO Ha AKTUBHOTO
BEIIECTBO M Ha KpalHMA MpPOAYKT, NpU pPa3pabOTBAHETO HA aHAINW3M, IpPU ONpeAesHE Ha
cneun(UKauUTe W TPU H3MUTBAHHUATA 32 CTAaOMIIHOCT ce OoOpbhlla BHUMAaHHME Ha IMOTEHIMAIHATA
BapUaOMIIHOCT, IbJIXKAIA C€ HA YOBEIIKUTE WM )KUBOTUHCKUTE ThKAHU UM KIIETKH.

[Ipy mpoaykTH Ha OCHOBaTa Ha KCEHOT€HHH KIJIETKM C€ NpeAcTaBs HHPOpMauusaTa 3a
IIPOU3X0/a Ha XHUBOTHHUTE (reorpa)Ccky MpoU3XoJ], OTIVIEKIAHE, Bb3PACT), HAIMYUETO HA CIELHAIHU
KPUTEPUH 32 OJOOpSBAHETO MM, MEPKUTE 3a MpEAOTBpaTsABAaHE U IMpOCIesiBaHe Ha WH(PEKIUUTE B
KMBOTHHUTE - W3TOYHHIIW/JOHOPH, W3CJIEJIBAHETO HA >KMBOTHHUTE 3a NMPUUYMHHUTENM Ha WMHQPEKIHO3HU
3a00JsIBaHMSA, B T.4. BEPTUKATHO MPEJaBaHU MHUKPOOPTaHM3MH M BUPYCH, KaKTO M JIOKA3aTeJCTBA, 4e
IPEIBUICHUTE 32 )KMBOTHUTE IIOMEILEHHS ca MOAXOIAIIN 32 IeNTa.

[Tpu npoayKTH HA OCHOBATa HAa KIETKH, MOJIY4YE€HH OT FTeHETUYHO MOJU(PHUINPAHU KUBOTHH, CE
OIUCBAT CIEUU(PUUHUTE XapaKTEPUCTUKN Ha KIETKHUTE, AbJDKAILM ce Ha reHHaTa Moaudukanus. /laBa
ce MnoApoOHO ONMCaHWE Ha METOoJa Ha Cbh3JaBaHE HA TPAHCIEHHOTO HBOTHO M HA HETOBUTE
XapaKTePUCTUKH.

[Tpu reHeTnyHa MOAMQUKAIKA Ha KICTKH CE MpUIaraT M3UCKBAHUTA, OMIMCAHU B 4acT A, T. 2
OT TOBa IPUIIOKEHUE.

Onucea ce U ce MOTUBHpA MOCJIEI0BATEIHOCTTa HA M3MUTBAHE Ha IOMOIIHUTE BEIECTBA U
KOMIIOHEHTH (CKEJIeTH, MaTpUIY, MEJULIMHCKU HU3Jenus, OuoMarepuayiu, OMOMOJEKYIN WIH JPyTd
KOMIIOHEHTH), KOUTO Cca KOMOMHMpPAHU C KJETKH, HOJYYEHH 4Ype3 KIEThbUYHO WMH)KEHEPCTBO, U KOUTO
IPEJCTaBIABAT HEAEIMMA YacT OT TAX.

[Tpu ckenetn, MaTpUIIU UM IPYTH M3AEIHS, KOUTO TIOMAAaT B 00XBaTa Ha OMpPEICIICHHETO 3a
MEIULUHCKO u3Jenue no wi. 2, an. 1, T. 3 or 3akoHa 3a MEAMLMHCKUTE W3/AEIHMS WM 3a aKTHMBHO
UMIUIAHTHPYEMO MEAMIMHCKO H3JeNHe, Ce MpelacTaBs MH(OpMaIus, MmocodyeHa B 4HacT A, T. 4 oT
IPUIIOKEHUETO, 32 OLIEHKa Ha KOMOMHHPAH JIEKapCTBEH NMPOIYKT 32 MOJIEpHa Tepanusl.

3.2.2. [Ipon3BOJCTBEH MPOIIEC

IIpon3BOACTBEHUAT MPOLIEC C€ BAIMANPA C LI FapaHTHpaHE Ha TOBTOPSAEMOCTTA Ha MMAPTUANTE
U Ha mnpoueca, (QYHKIUMOHATHATA I[UIOCT Ha KIETKUTE @10 BpEME Ha MPOU3BOJCTBOTO H
TPaHCIIOPTUPAHETO A0 MOMEHTA Ha MpUJIaraHe WIM HU3I0JI3BaHE, KAKTO W MNOAXOIAIIMS CTaAuHd Ha
nudepeHIanus.

Koraro kieTkure ca KylITUBUPAT AUPEKTHO BBB/BBPXY MaTpulla, CKEJIET WM H3JeiHe, ce
npencTaBs MHQOpMAIMs 3a BAIMIUPAHE HA Mpoleca Ha KIEThUHO KYJITHBHpAHE IO OTHOIIEHHWE Ha
KJIETBhYHUS PACTEX, QYHKIMS U UHTETpUTETa HA KOMOMHAIIMATA.

3.2.3. XapakrepusupaHe U KOHTPOJI

IIpencraBs ce uHQOpPMaLUs OTHOCHO XapaKTepu3MpaHe Ha KIeTbyHAaTa IOMyJNalus WM
KJIETbYHATAa CMEC [0 OTHOIIEHHWE Ha HJIEHTUYHOCT, YMCTOTa (HaJIW4YMe Ha IMPUMECH, MHUKPOOHO
3aMBpCSABAHE), KU3HECIIOCOOHOCT, AKTHUBHOCT, KAapHOJOTHs, TYMOPOT€HHOCT M aJeKBaTHOCT Ha
MpeIBUJIEHOTO MOKa3aHue 3a npuioxenne. Heo0xoaumo e goka3BaHe Ha FTeHETUYHA CTaA0MITHOCT.

IIpencraBsa ce nH(popMaIMsi OTHOCHO KaueCTBOTO, M JOKOJIKOTO € BB3MOXKHO, KOJIMYECTBEHA
nH(popMalKs 3a 3aMbPCSIBAaHUATA, CBBP3aHU C IpOIeca U C MPOJAYKTa, KAKTO U 3a BCAKAKBU MaTepHay,
KOUTO II0 BpEME Ha MPOU3BOJACTBEHHUS IMPOLIEC MOraT Aa JOBEAAT [0 MOsBaTa Ha pa3laJHU MPOTYKTH.
JlomycTuMara CTeleH Ha 3aMbpcsiBaHe TpsiOBa J1a ObJie MOTUBHpAHa.

Koraro He Moxe na Oblie H3BBPIIEHO M3MMTBAHE 3a CTENEHTAa Ha OCBOOOXKaBaHE Ha
aKTUBHOTO BEIIECTBO WMJIM HA KpaillHUsI MPOJYKT, a CE€ OCHIIECTBABA CaMO Ha MEKIUHHHUTE MPOAYKTU
W/WIIM KaTO U3MUTBAaHE 10 BpeMe Ha MPOU3BOJICTBOTO, TOBA TPsAOBA J1a Ob/1€ MOTUBUPAHO.

[Ipn Hanuuume Ha OWOJIOTMYHO AKTUBHU MOJEKYIM (pacTeKHU (aKTOpH, LUTOKUHH) KaTo
CbCTaBKM Ha JIEKAPCTBEH IPOJYKT, IOJYyYEH Ha OCHOBaTa Ha KIETKH, TAXHOTO BB3JEHCTBUE H
B3alMO/ICIICTBHE C OCTaHAJIUTE ChCTaBKM HA aKTUBHOTO BEIIECTBO TPsAOBa Ja Ob/ie XapaKTepU3UPAHO.



Koraro 3D crpykTypa € dYacT OT mpeaBuieHaTa (QYHKIUS Ha TPOAYKTa, C€ MPEICTaBs
nH(popMaIus OTHOCHO CTaaus Ha nudepeHnmnanys, CTpyKTypHata U GyHKIIMOHATHATA OPraHU3alys Ha
KIJIETKUTE U KBACTO € MPUIIOKUMO, U3BBHKIIEThUHA MaTpulia. Korato e Heobxoaumo, pu3nKoXxuMuIHaTa
XapaKTEPUCTHKA CE€ JAOMbIBA OT HEKITMHUYHHI M3ITUTBAHHMS.

3.2.4. IloMonHyu BemecTBa

3a MOMOITHUTE BEIIECTBA, U3MOI3BAHU B JICKAPCTBEHU MPOIYKTH HA OCHOBATa Ha KIIETKU WM
ThKaHU (HANpUMEp KOMIIOHEHTHM Ha TPAHCIOpPTHATa Cpela), ce MpujaraT M3WCKBAaHUATA 32 HOBHUTE
ITOMOIIIHHA BEIIIECTBA, ONMpPEACICHN B NMPUIOKEHUATA KbM HapendaTa, OCBEH aKO MMa JaHHH OTHOCHO
B3aMMOJICHCTBUATA MEXKIY KICTKUTE WIIM ThKAaHUTE U IOMOIIIHUTE BEIICCTBA.

3.2.5. ®apmarneBTUUHO pa3paboTBaHe

B omnucanmero Ha mporpamara 3a pa3paboTBaHe Ha MPOJYKTa TPsiOBa aa ce 00bpHE BHUMaHHE
Ha n300pa Ha Marepuald W MPOIECH, W IMO-CHEIUATHO Ha IEJ0CTTa Ha KJIEThYHATA IOMyJalus B
KpaitHOTO (popMyTUpaHe.

3.2.6. Pedepentaun maTepuanu

Omnmucea ce peepeHTHUAT CTAaHAAPT, MPUIOKUM U CTICIIU(PUYCH 32 AKTUBHOTO BEUIECTBO H/HITU
KpalHHs POAYKT.

4. CrienalHu M3WUCKBAHUS KBbM JICKAPCTBCHH TPOAYKTH 3a MOJECpPHA TEpamwsi, ChIbPKaIIH
MEAUIMHCKHU U3Aenus (KOMOMHUPAHU JICKaPCTBEHU MPOIYKTH 32 MOJEpHA Tepamus):

4.1. JlexapcTBeHM NPOAYKTH 3a MOJCpPHA Tepalus, ChIbPKAIIA MEIUIMHCKH H3JEIUs B
CBhOTBETCTBUE C pa3nopendara Ha uieH 7 ot Pernament (EO) Ne 1394/2007

[IpencraBs ce onmucanue Ha (U3HUYSCKUTE XAPaKTCPUCTHKHU, HA JICWCTBUETO HA TPOAYKTA U
OIMCaHWE Ha METOAMTE 3a Ch3JaBaHE HA MPOIYKTA.

Omnucea ce B3aUMOJICHCTBUETO ¥ CHBMECTHMOCTTA MKy TCHHUTE, KIICTKUTE W/WIIM ThKAaHUTE U
CTPYKTYPHUTE KOMIIOHEHTH.

4.2. KomOvHupaH JeKapCTBEH MPOIYKT 32 MOJIEpHA TEpaIUsl

3a kiIeThbYyHaTa WIM ThKaHHATa 4acT Ha KOMOWMHHpaHHs JIEKapCTBEH MHPOAYKT 3a MOJAEpHa
Tepamus c€ TMpuiaraT CHEIUATHUTE W3MCKBAHUS 3a JIEKAPCTBEHHUTE MPOIAYKTH 3a Tepamusi CbC
COMAaTUYHHM KIETKM M TPOAYKTH Ha THKAHHOTO HWHXKEHEPCTBO, OMHUCAaHW B 4acT A, T. 3 OT ToBa
MIPWIOKEHUE, a TIPU TeHETUYHO MOAU(DHUIIMPAHUT KICTKH - CIICIIHATHUTE H3UCKBAHUS KbM MTPOYKTHTE 32
TeHHA Tepamnus, OMMCAaHU B 4acT A, T. 2 OT TOBa PUJIOKEHUE.

MeauimHCcKOTO M3aenue mo wi. 2, ain. 1, T. 3 oT 3akoHa 3a MEIUIMHCKUTE H3IEIUS HIU
aKTUBHOTO MMILTAHTUPYEMO MEIUILIMHCKO M3/IeTTHE MOXKE J1a € HeJeTuMa 4acT OT aKTUBHOTO BEIIECTBO.
Koraro MegumuHCKOoTO M3menue mo 4wi. 2, an. 1, T. 3 or 3akoHa 3a MEOUIMHCKATE M3AEIUS WA
aKTUBHOTO HMILUIAHTHPYEMO MEIUIIMHCKO H3JeiHe € KOMOMHHpPAaHO C KIETKUTE IO BpeMe Ha
MIPOU3BOJICTBOTO CHU WJIM TIPH MPUIIATAHETO WIIH BBBEKIAHETO HA KPAHHUS MPOIYKT, KJICTKUTE CE CUUTAT
3a HeJleNMMa 4acT OT KpalHUs MPOAYKT.

[Ipencrasst ce mHbOpMaIus 3a CHOTBETHOTO MEIUIIMHCKO W3JENne, KOSTO € HeoOXxoauma 3a
OlLICHKaTa Ha KOMOWHUpPAHUS JIEKapCTBEH MPOAYKT 3a MojepHa Tepamnusa. WHdopmanusra tpsdsa na
BKJTIOYBA!

a) Madopmarus oTHOCHO u300pa u npeaBuaeHaTa QyHKIN Ha METUIITHCKOTO U3JIEIHE 110 YII.
2, an. 1, 7. 3 or 3akoHa 3a MEIMIIMHCKUTE U3JIETU WM Ha aKTUBHOTO MMIUIAHTUPYEMO MEIUIIMHCKO
W3JIeHe U JI0Ka3aTeICTBa 32 ChBMECTUMOCTTA Ha M3/IETHETO C OCTAHAIUTE ChCTaBKU Ha JIEKAPCTBEHUS
MPOJTYKT.

0) Jloka3arencTBa 3a ChOTBETCTBHE Ha MEIUIIMHCKOTO M37enue 1Mo wi. 2, air. 1, T. 3 oT 3akoHa
3a MEIUIIMHCKUTE W3JIENHs ChC CBIIECTBEHWTE M3MCKBaHMs ChIilacHO Hapembara 3a cChIEeCTBEHUTE
M3HUCKBAaHUS M TIPOIENYpPUTE 3a OICHSIBAaHE HAa CHOTBETCTBHETO ChC CBHIIECTBEHHTE W3MCKBAHUS Ha
MEIUIIMHCKUTE M3Aenus 1o 4. 2, ai. 1, T. 3 oT 3akoHa 3a MeaunuHCcKuTe m3aenus, nmpuera ¢ [IMC Neo
186 ot 2007 r. (06H., [IB, 6p. 65 ot 2007 r.; u3m. u goi., 6p. 106 ot 2008 r.) UIM 10Ka3aTEICTBO 3a
CHOTBETCTBHME HAa AKTUBHOTO WMIUIAHTUPYEMO MEIUIIMHCKO HW3JIEINE CHhC CHIIECTBEHUTE W3UCKBAHUS



cbriacHo Hapenbara 3a chIlleCTBEHUTE M3MCKBAHUS U MPOIEIYPUTE 32 OLICHSBAHE HA CHOTBETCTBUETO
ChC CHIIECTBEHUTE U3MCKBAHUS HAa aKTUBHU UMIUIAHTUPYEMHU MEAUUMHCKU u3aenus, npuera ¢ [IMC Ne
185 ot 2007 r. (006H., IB, 6p. 65 ot 2007 r.; u3m. u goi., 6p. 106 ot 2008 T.)

B) Jloka3aTescTBa 3a CbOTBETCTBHE Ha MEAUIIMHCKOTO M37eiue 1o wi. 2, air. 1, T. 3 oT 3akoHa
3a MEAMIIMHCKUTE M3JEHs WIM HAa UMIUIAHTUPYEMO MEIULMHCKO H3Jenue mo 4wi. 2, ain. 1, 1. 3 ot
3aKkoHa 3a MEIUIIMHCKHUTE H3JICTUs C HM3WCKBAHUATA OTHOCHO CHOHrudopmHa eHuedasonaTus mnpu
roBefiaTa/TpaHCMUCUBHA CrOHTU(OpMHA eHiedanonatus chriacHo Hapenbara 3a ChIISCTBEHHUTE
WM3UCKBAHHUS W TIPOILIEIYPHUTE 3a OICHSABAHE HA CHOTBETCTBHETO ChC CBHIIECTBCHUTE HM3WCKBAHMS Ha
MCOULIMHCKUTE M3Aenus 1o 4wi. 2, am. 1, T. 3 or 3akoHa 3a MCIUIMHCKHUTE W3JCIMSA, KOTaTo ¢©
MIPUIIOKHMO.

r) Pesynratu oT olueHsiBaHEe HAa MEIUIIMHCKOTO M3Jeiaue mo wi. 2, ain. 1, T. 3 or 3akoHa 3a
MEIUIIMHCKUTE W3JIeNUs WM Ha aKTUBHOTO MMIIAHTUPYEMO MEIUIIMHCKO H3JCNINe, KOTaTO TaKoBa CE
U3BBpIIBA, OT HOTU(HIMPAH OpraH B ChOTBETCTBUE ¢ Hapembara 3a CHIIECTBEHUTE W3HCKBAHUS H
MPOIICYPHUTE 3a OIICHSIBAaHE HA CHOTBETCTBHUETO CBHC CHIICCTBEHHUTE W3MCKBAHHMSA HA MEIUIIMHCKUTE
u3enus no wi. 2, ain. 1, . 3 or 3akoHa 3a MEAMIIMHCKUTE H3Jeiusi, pecriekTuBHO ¢ Hapenbarta 3a
CHILIECTBEHUTE HW3MCKBAHUS M TMPOIEAYpUTE 32 OICHSIBAHE HAa CHOTBETCTBHETO CBHC CHIICCTBEHHTE
M3UCKBAaHMS HA aKTUBHHU UMILUIAHTUPYEMH MEIUIIMHCKU U3CIIUS.

HoTtudunmpanusar opran, U3BLPIIAI OIEHSABAHETO, TPsIOBa Ja MPEIOCTaBU MPHU MOMCKBAHE OT
NAJI BcsikakBa nH(popManus, CBbp3aHa ¢ Pe3yJITaTUTe OT Hero. ToBa MOXxe Ja BKIIIOUBa HH(GOpMAIUs U
JOKYMEHTAIUs, ChIbPXKAIIM CE B CHOTBETHOTO 3asIBICHUE 3a OLICHSIBAaHE Ha CHOTBETCTBUETO, KOTATO
TaKuBa ca HEOOXOAMMU 3a OICHSBAaHE HAa KOMOMHHUPAHMS JIEKAPCTBEH MPOIYKT 3a MOJEpHA Teparus
KaTo LI0.

b. Cnennanuu u3uCKBaHUS KbM MOIYJ 4 OT JOCHETO Ha JIGKAPCTBEHHU MPOJYKTH 3a MOJEpHA
Tepanus

1. CnenuanHu M3UCKBAHUA 32 BCUUKHU JIEKAPCTBEHU MPOIYKTHU 32 MOJIEpHA TepaITust

Bb3MOXHO € mopaau YHUKaTHUTE U Pa3HOOOpa3HU CTPYKTYpPHU M OMOJIOTMYHU CBOMCTBA Ha
JIEKAPCTBEHUTE MNPOAYKTH 3a MOJepHa Tepanus u3HCcKkBaHMATa Ha lIpwioxenme Ne 5 oTHOCHO
($hapMaKoIOTUYHOTO ¥ TOKCUKOJIOTUYHOTO M3CJIEIBAHE HA JIEKAPCTBEHUTE MPOAYKTH HEBUHATH Ja ObaatT
ymecTHU. TaM, KbJIETO TOBA € 11eJIeCh00pa3Ho, U C Orjie/ Ha crienuduKkara Ha JIEKapCTBEHUTE MPOAYKTH
3a MOJIEpHa Teparus ca ONpPeAesIeHN U JOITbJIHUTEIHN U3UCKBAHUA.

MoTuBanusTa 3a HEKIMHHYHA pa3padoTKa U KPUTEPUHUTE, U3MOI3BaHM 3a U300p Ha
CHOTBETHUTE BHUAOBE U Mojenu (in vitro ¥ in vivo), ce MpeAcTaBAT U 00OCHOBAaBAT B HEKIMHUYHUS
nperien. W30OpanusaT(re) Monen(u) Ha OpraHu3MHM MoraT Ja BKJIIOYBAT >KMBOTHH, KOUTO ca
MMYHOKOMIIPOMETUPAHU, HOKAYTHU, XyMaHU3UPAHU UM TPAHCTE€HETHUYHH. Pa3riexa ce u3Moia3BaHeTo
Ha XOMOJIOKHHU MOJIENIH (HapUMep KJIETKH Ha MUIIKH, aHAJTU3UPAHN Y MUIIIKH) U MOJACIIA, UMUTHPAIIN
3a00IsABaHUsI, 0COOCHO MPH MPOYUBAHE HA UMYHOT€HHOCTTa U UMYHOTOKCHYHOCTTA.

OcBeH u3uckBaHUsATa OT TpuioxkeHus Ne 1 - 6 ce mpeacTaBsaT 0€30MacHOCTTa, YMECTHOCTTA U
OMOCHBMECTHMOCTTa Ha BCUYKU CTPYKTYPHH KOMIIOHEHTU (KaTO MaTPUIIM, CKEJIETH W W3JeNHs) U Ha
JOTTBJIHUTEITHUTE BEIIeCTBA (KaTO KJIETHYHH MPOAYKTH, OMOMOJEKYIH, OMOMaTepuai U XUMHUYECKU
BEIIECTBA), ChAbPXKAIIU Ce B KpalHHUs MPOAYyKT. B3emar ce mpenBun TexHUTe GU3NYHU, MEXaHUYHH,
XUMHAYHHA U OMOJIOTMYHH CBOMCTBA.

2. CneuuanHu U3UCKBAHUS KbM JICKAPCTBEHU MPOJIYKTH 32 T€HHA Tepanus

C men ompenensiHe Ha CTENEHTa W BUJA HA HEKIWHUYHUTE HW3MHUTBAaHUSA, HEOOXOIUMHU 3a
OTlpeseNissiHe Ha YMECTHOTO HHMBO HAa HEKJIMHHYHUTE JaHHHW 3a 0€30MacHOCT, TpsOBa Ja Ce€ OTYHTAT
M3pabOTKaTa ¥ TUIIBT HA JIKAPCTBEHUS ITPOIYKT 32 TEHHA TEPAITHSI.

2.1. ®apmaxkosorus

[IpencraBar ce mpoy4BaHuUsS In Vivo U In Vitro BbB Bpb3Ka C MPEJIaraHOTO TEParieBTUYHO
IOKAa3aHHe, B KOUTO Ca M3IOJI3BaHM MOACIN U ChOTBETHHTE *KUBOTHHCKH BUJOBE, C IC/I Ja CC MOKAKE,
Ye CEKBEHIMATA OT HYKJIEMHOBA KHCEITWHA JIOCTHTA JO0 MpeaBHJIeHaTa Ien (MpUIeJeH OpraH WIH



MPULIEITHU KJIETKH) U U3ITBJIHABA CBOSITA QYHKIHUS (CTENIEH Ha eKCIpecHs U (yHKIIMOHATHA aKTUBHOCT).
[IpencraBs ce MNPOIBIKUTENHOCTTa Ha JIEHCTBHME HAa CEKBEHLMATA HAa HYKJIEWHOBaTa KHUCENMHA U
IpejiaradaTa /103a 3a KIMHUYHUTE U3IIUTBAaHUS.

[Ipunenna uyBcTBUTENHOCT: Korato mexkapcTBEHMST MPOAYKT 3a TeHHA Tepamus e
IpeJHa3sHaueH Ja MMa CEeJIeKTHMBHA WIM LEJIEeBO OrpaHWYeHa (QYHKIMOHAIHOCT, C€ MPEACTaBAT
MIPOYYBAHUSA, KOUTO Ja MOTBBPIAT crenudukara U MPOIBIDKUTEIHOCTTa Ha (DPYHKIMOHAIHOCTTA U
JEWCTBUETO B MPUIICTHUTE KIETKU U ThKaHU.

2.2. ®apMaKOKHWHETHKA

[TpoyuyBanusTa Ha OGHOpa3NpPEACTCHUETO BKIIIOYBAT aHAIM3H HA MEPCUCTEHIMATA, KIMPBHCA U
MOOUIM3alMsATa KAKTO U HAa pUCKa OT Ipe/laBaHe Ha 3apoauinHara JuHusa. OCBeH OIleHKaTa Ha pHcKa 3a
OKOJIHaTa Cpejla c€ MPEACTABIT U aHAJIU3U 3a OTJEISIHETO Ha BUPYCUTE U PUCKA OT MPEAABAHETO UM Ha
Tpetu cTpanu. KoraTto Te3u aHaiu3M He ca MPOBEIEHU, TOBA c€ 00OCHOBAaBA B 3aiBIIEHUETO B3 OCHOBA
Ha TUIIA HA CHOTBETHUS POIYKT.

2.3. Tokcukonorus

OneHsiBa ce TOKCUYHOCTTA Ha KpalHUs JIEKApCTBEH MPOJYKT 3a reHHa Tepanus. B 3aBucumoct
OT BHUJIa HA MPOJAYKTA U KAaTO C€ B3eMaT MpeBU UHANBUAYATHUTE aHAIM3U HA aKTHBHU BEIIECTBA U HA
MIOMOIIIHU BEUIECTBA, C€ OICHABA €(PEKTHT in Vivo Ha MPOAYKTUTE, CBBP3aHU CHhC CEKBEHIMATA Ha
eKCIIpecupaHaTa HYKJICHMHOBAa KHCEIMHA, KOUTO HAMAT NpeJHa3HAaYeHHE [0 OTHOIICHHWE Ha
¢dusnonorngHata GyHKITHS.

[IpoyuBanusiTa 32 TOKCUYHOCT Ha €AMHUYHATA 7032 MOTaT Jia c€ ChUeTasIT ¢ PapMaKoIOTHYHU
1 (papMaKOKMHETUYHN U3NUTBAHUS 32 0€30I1aCHOCT.

Koraro mpoayktsT 11e 6b1e mpuiiaraH MHOTOKpPaTHO, TPsIOBa J1a ce Mpe/ICTaBAT MPOy4BaHUS 32
TOKCHYHOCT IIPU MHOTOKPATHO NpuiiokeHue. HaunmHbT 1 cxemara Ha mpuiioskeHue TpsiOBa Ja 0TpassBar
B rojisiMa CTEIEH IJIaHHpaHaTa KIMHUYHA JO03MPOBKA. B ciydyauTte, KOraro eIMHUYHATa 1032 MOXE J1a
JOBEZIE JI0 MPOIBIDKUTENHA (DYHKIIMOHATHOCT Ha CEKBEHIIMATA HA HYKJIIEMHOBA KHCEJIMHA, CE PA3TIIeikaa
HE00XOIMMOCTTa OT MPOYYBAHUS 32 TOKCHYHOCT MPU MHOTOKPATHO MpuiiokeHue. [IpoabmKkuTenHocTTa
Ha MPOYYBaHMATA MOXE J1a ObJe MO-TojisiMa OT Ta3u Ha CTaHJAPTHUTE MPOYYBAHMS 32 TOKCUYHOCT B
3aBHCUMOCT OT MEPCUCTEHLIMATA Ha JIEKAPCTBEHUS MPOAYKT 3a T€HHA Tepanus U OYaKBaHUTE Bb3MOXKHU
puckose. [Ipeacraps ce 000CHOBKA Ha MPOIBIIKUTETHOCTTA.

ITpoyuBanus 3a reHoTOKCMYHOCT: CTaHAAPTHU M3MUTBAHUSA 32 TEHOTOKCUYHOCT CE MPOBEKIAT
caMO aKo TaKMBa ca HEOOXOJMMH 3a M3CJIEIBAHETO Ha KOHKPETEH 3aMbpCHUTEN WM KOMIIOHEHT Ha
crcTemara 3a JI0CTaBKa.

[IpoyuBanust 3a kaHueporeHHocT: He ce wu3KMCKBa NPOBEXKJAAHETO Ha CTaHIAPTHUTE
U3CIeBaHMs 32 KaHLEPOT€HHOCT ¢ I'pu3ayM, HaOJMI0JaBaHU Ipe3 LEeNus UM KHU3HEH LMKbI. Bbrnpeku
TOBa B 3aBUCHMOCT OT BHJa Ha MPOAYKTa TYMOPOTCHHHUAT MOTEHIMAJ CE OICHsBA 10 CHOTBETHHUTE in
vivo/in vitro Mojaenu.

PenpoaykTHBHa TOKCHYHOCT W TOKCHYHOCT IO OTHOIICHHE HA Pa3BUTHETO: IMPEICTABST Ce
poy4YBaHMUsA BBPXY (epTwiureTa W oOIiaTa penpoayKTHBHa (yHKUMsA. B 3aBUCHMMOCT OT BHMJa Ha
MPOJAYKTa C€ NpPEJICTaBAT NpPOy4YBaHUS IO OTHOLIEHHME Ha eMOpuo-¢peTanHaTa M IepUHATalHA
TOKCHYHOCT U MPOYYBaHMS Ha MpeJaBaHETO Ha 3apOJAMIIHATA JMHHUSA (OCBEH aKO HENPOBEXIAaHETO Ha
TaKHMBa MPOYYBAHUS HE € HAyYHO 0OOCHOBAHO).

JIOBITHUTETHA IPOYYBAHUS 32 TOKCUYHOCT:

a) [IpoyuBaHus 32 HHTETPUTET:

3a BCEKH JIEKapCTBEH MPOAYKT 3a T€HHA Teparus ce MpeACTaBsAT NPOyUBaHUs HA UHTETpalusiTa,
OCBEH aKO OTCHCTBHETO Ha TaKMBa NPOYYBAHUS HE € HAy4YHO ONpaBJaHO, HAIpPUMEp MOpaau TOBa, ue
CEeKBEHIIMUTE Ha HYKJIEMHOBA KHUCEJIMHA HsMa Jia IPOHUKHAT B s/iparta Ha kieTkute. [Ipu nekapcTBenure
MPOAYKTH 3a T€HHa Tepamnus, 3a KOUTO HE Ce O4YaKBa Ja ca CIOCOOHHM Ja ce WHTErpupar, He ce
MPOBEXJIAT HWHTETPAllMOHHU MpPOYYBAHMSA, aKO JAHHUTE 3a OMOpasNpeNesIeHHeTO coyaT PUCK OT
Ipe/laBaHe Ha 3apOAMILIHATA JINHUS.



0) IMyHOT€HHOCT 1 IMYHOTOKCUYHOCT:

[IpoyuBar ce noreHuanHuTe €peKTH Ha UMYHOT€HHOCT U UMYHOTOKCUYHOCT.

3. CnenuaiHu U3UCKBAHUSL KbM JIEKAPCTBEHU MPOAYKTU 3a Teparus ChbC COMATHUYHH KJIETKU U
KbM MPOAYKTH, MIOJTYYEHU YpE3 ThKAHHO UHKEHEPCTBO

3.1. ®apmakoiorus

[IbpBuuHKTE (apMaKOJOTUYHM M3MUTBAHHS TpsAOBa Ja ca JOCTATbUHU 3a JOKa3BaHE Ha
koHuenuusTa. I[IpoyuBa ce B3aMMOAEHCTBHETO Ha MPOAYKTUTE HA OCHOBaTa Ha KIETKU C
OoOKpBKaBalllaTa ra ThbKaH.

Omnpenenst ce KOJUYECTBOTO MPOAYKT, HEOOXOAMMO 3a IOCTUTAHE Ha JKEIaHUS EQEKT
(ompenensHe Ha 703aTa), U B 3aBUCUMOCT OT BUJIa HA MIPOJYKTa YECTOTATa HA MIPUIIOKEHHE.

Bropuunu ¢apMakoIOTHYHH MPOYIBAHKS CE€ B3eMaT MPEABUJ C 11e OIEHKA HA TIOTCHI[UATTHUTE
¢busnonoruuyHu eQeKTH, KOUTO HE ca CBBP3aHHU C JKEJIaHHs TeparneBTHYeH e(eKT Ha JIeKapCTBEHUs
MPOAYKT 3a TEpanus CbC COMAaTUYHU KJIETKH, HA IPOAYKTA, MOJYYEH YPE3 ThKAHHO MHKEHEPCTBO WU
Ha JIOMBIHUTEITHUTE BEIIECTBA, Thil KATO OCBEH MPEACTaBISBALINTE HHTEPEC IPOTEMHHU MoraT aa Obaar
CEKpPETHPaHU ¥ OMOJIOTUYHO aKTUBHH MOJICKYIIH WJIU TPEICTABIISABAIINTE HHTEPEC MPOTCHHHU MOTAT JIa
MMAaT HEXKEJIaH! 1eJIEBU MECTOIOI0KEHHUSL.

3.2. ®apMaKOKHWHETHKA

He ce u3nckBaT KOHBEHIIMOHAIHU (hapMaKOKMHETUYHU MPOYUBAHM 3a OIICHKA Ha abcopOuus,
pasnpeneneHue, MeTaboan3bM U ekckpenus. [lapameTpu KaTo »XKu3HeCIOoCOOHOCT, TPOIBIKUTETHOCT Ha
KHUBOT, paslpeieNieHue, pacTex, AudepeHuanis 1 MUrpalus Ha KIETKUTE TpsOBa Ja ce M3CIeBar.
Koraro ToBa mpoy4BaHe HE € IPOBEJCHO, TOBa ce 00OCHOBaBa B 3asBJICHUETO Bh3 OCHOBA Ha THUIIA HA
ChOTBETHUS ITPOJIYKT.

3a JleKapCTBEHUTE MPOIYKTH 32 TEpamusi CbC COMAaTUYHU KIJIETKH U 3a MPOAYKTH, MOTyYEHU
Yype3 THhKAaHHO HHXEHEPCTBO, KOUTO MPOU3BEXKIAT OMOJOrMYHO AKTUBHU MOJICKYJIH, TpsiOBa Ja ce
MPEJCTaBAT MPOYUYBAHUS 32 Pa3NpEICIICHUE, MPOABILKUTEIHOCT HA JEUCTBUETO U CTEIIEH HA €KCIIPECUs
Ha T€3W MOJIEKYJIH.

3.3. Tokcukomorus

OueHsiBa ce TOKCHMYHOCTTA Ha KpalHHUsA MPOJAYKT. B3emar ce mpenBuja aHaau3 Ha aKTUBHOTO
BEIIECTBO, IOMOIIHUTE BEHIECTBA, JONBIHUTEIHUTE BEIIECTBA M E€BEHTYaJHO CBBP3AHUTE C
MIPOU3BOICTBEHUS IIPOLIEC 3AMBPCIBAHUS.

[Ipu ompenensHe NPOABIHKUTEIIHOCTTA HAa TPOyYBaHUATA TpsAOBa Ja ce WMa MPEIBUI
OYAKBAHUAT >KU3HEH LHKBI Ha JICKAPCTBEHUS MPOAYKT, KaKTO W HErOBHST (apMaKOJMHAMUYEH H
(dhapmakokuHeTndeH npodu. [Ipencraps ce 000CHOBKA HA TPOIBIKUTEITHOCTTA.

He ce n3nckBar KOHBEHUIMOHAIHU ITPOYYBAHUS 332 KAHIIEPOT€HHOCT U N'€HOTOKCUYHOCT OCBEH
10 OTHONIIEHWE Ha TYMOPOT€HHUS MOTEHIIMAI Ha IPOIYKTa.

TpabBa na ObnaT mpeAcTaBeHH MPOYUYBAHUS 32 BH3MOXKEH MMYHOTEHEH M WMYHOTOKCHYEH
e(eKT.

Koraro mpoaykTu Ha OcHOBaTa Ha KJIETKH ChIbpPXKAT >KUBOTUHCKU KIETKH, TpsOBa da ce
MPEACTABAT MPOYYBAHMS Ha crenuUIHUTE MPOOJIEMHU, CBBpP3aHU C O€30MaCHOCTTA, KaTO HANpUMeEp
BEPOATHOCTTA OT MPEIABAHE HA YOBEKA HA KCEHOI€HHH MAaTOTEHHU.

B. Cnenuanau u3McKBaHUS KbM MOJYJ S OT JOCHETO Ha JIEKAPCTBEHU MPOIYKTH 3a MOJIEpHA
Tepanus

1. CnenmanHu M3UCKBAaHUS KbM BCUUYKH JIEKAPCTBEHU MPOAYKTH 3a MOJIEpPHA TEpANUS

KoraTto kIMHUYHOTO MPUIIOKEHUE Ha JIEKAPCTBEHU MPOJYKTH 3a MOJEpHA Tepanus HU3UCKBa
crieragHa ChIIBbTCTBAIIA TEPAMKS U MPEAroara Xupypruiecku HHTEPBEHITNH, TPsIOBa Ja ce aHaIu3upa
W ONHWIle TepaneBTUYHATa Tmpouenypa. llpeacraBs ce wuHopmamus 3a CTaHIAPTH3UPAHETO H
ONTUMU3UPAHETO HA T€3U MPOLIEYpH 0 BpeMe Ha KIIMHUIHOTO pa3paboTBaHE Ha MPOIYKTA.

Korato meaumuHckuTe HM37enMsi, W3MOJ3BAHU MO BPEME HAa XUPYPrUYHU MAHUITYJIALMHU 32
MpujlaraHe, UMIUJIAHTUPAHE WM MOCTaBSHE HA JICKAPCTBEH MPOAYKT 3a MOJEpHA Tepamnusi, MoraT Ja



OKakaT BB3JCHCTBUE BbPXY 0€30MacHOCTTa U e(hUKACHOCTTA Ha MPOIYKTA, ce MpeacTaBs MH(opMarus
3a Te3U U3JEIHsL.

OmnpenensT ce CHenualM3UPaHUTE EKCHEPTHH IO3HAHHs, HEOOXOOMMHM 3a HM3BBPIIBAHE Ha
JNEMHOCTUTE IO MpWJIaraHe, UMIUIAHTHpaHe, IOCTaBiHE WU Mocieasamure aeictBus. Korato e
HeoOXxoauMo, TpsiOBa 1a ce MpeACTaBd IUIaH 3a OOy4YeHHE Ha MEIULUUHCKUTE CIEIHATUCTH II0
IPOLelypUTE IO yIOTpeoda, Mpuiiarane, UMIUIAHTUPAaHE UIIU TOCTAaBSHE HA TE3U MPOIYKTH.

Karo ce mma mpenBui, 4e mopaad €CTECTBOTO Ha JIEKAPCTBEHUTE IMPOAYKTH 3a MOJEpHA
Tepanusi MPOLEChT Ha TIAXHOTO IPOU3BOACTBO MOXKE Ja €€ IMPOMEHH IO BpeMe Ha KIMHUYHOTO
pa3paboTBaHe, MOXKE JIa C€ U3UCKAT JIOMBIHUTEIIHU MPOYYBAHUS 32 IOKa3BaHE HA ChIIOCTaBUMOCTTA.

ITo Bpeme Ha KIMHUYHOTO pazpaboTBaHe TpAOBa Ja ce HAaIpaBU HEOOXOAUMOTO IO OTHOILEHHE
Ha PUCKOBETE, Bb3HHMKBAIM OT MOTCHIMATHA WH(EKIMO3HU MPUUYMHUTEIH WM OT M3IMOJI3BAHETO Ha
MaTepuall, MoJIlyuyeH OT )KUBOTUHCKU U3TOYHULIM, U HA MEPKUTE, IIPEANPHETH 3a TAXHOTO HaMaJlsiBaHe.

M360pbT Ha J03ara W cXeMaTa Ha MPWIOKEHHE C€ OMNpEeAeTsAT Ype3 NpOy4YBaHUS 3a
YCTAQHOBSIBAHE Ha MOAXOJIIATA J103a.

EdukacHocTTa 3a mpejiaraHuTe IMOKa3aHUs 3a MPUIIOKEHUE CE IMOJAKpEINs ¢ pe3yiaTaTh oT
KJIMHUYHY W3MUTBaHUA, U3MOJ3BAIM KIMHUYHO 3HAUYMMH KpailHM TOYKM 3a IieneBara ynorpeba Ha
npoaykTa. [Ipu HAKOM KIMHUYHH ChCTOSIHUS MOKE J1a ObJaT M3UCKAHM JI0KA3aTeNICTBA 3a JIBJITOCPOYHA
eukacHocT. [Ipeacrass ce cTparerus 3a oLeHKa Ha AbJAroCpoyHaTa e(hUKacHOCT.

[InanbT 3a ympaBiaeHHME HaA pucka TpsOBa Ja BKIIOYBA CTpAaTeruss 3a JAbITOCPOYHO
npociieAsiBaHe Ha 6€30MacHOCTTa U e(PUKACHOCTTA.

[Ipy KOMOWHUpaHUTE JIEKAPCTBEHW TPOAYKTH 3a MOJEpHA Tepamus NpOyYBaHUATA 3a
0€301acHOCT U e(PUKACHOCT ce MJIaHUpaT 32 KOMOMHUPAHUS MPOJYKT KaTo ISJI0 U C€ U3BBPIIBAT C HETO.

2. CneumanHu U3UCKBAHUSA 3a JIEKAPCTBEHU MIPOIYKTH 3a T€HHA Tepanus

2.1. I[IpoyuBanus 3a (hapMakKOKHHETHKA Y YOBEKA

[IpoyuBanusTa Ha (hapMaKOKMHETHKATA y YOBEKa TPsIOBa J1a ChABPIKAT:

a) IlpoyuBaHus Ha BHPYCOOTAEISHETO C Lea HHpopMalMs OTHOCHO eKCKpeuusiTa Ha
JIEKapCTBEHMsI MPOJIYKT 3a T€HHA TepaIusi.

6) IIpoyuBaHust Ha GMOpa3NpeaEICHUETO.

B) PapMakOKMHETHYHH MPOYYBAHHUS HA JICKAPCTBEHHS MPOAYKT Ha NMPOIYKTUTE Ha TeHaTa
EKCIIPECHSI.

2.2. IlpoyuyBanus Ha (papMaKkoAMHAMUKATA Y YOBEKa

dapmMakoJMHAMUYHHUTE IPOYYBAHUS Y HOBEKA TpsAOBa /1a BKIIIOYBAT eKCIpecHusaTa U (yHKIUATA
Ha TeHHAaTa CEeKBEHIUS ClIe]] Ipujlaraie Ha JIEKapCTBEHMsI MPOIYKT 3a T€HHA Teparusl.

2.3. [IpoyuBanus 3a 6€30M1aCHOCT

[IpoyuBanusiTa 3a 6€30MaCHOCT TPsIOBA /1a BKIIIOYUBAT:

a) [TosiBa Ha crTOCOOHM Ha perIMKAIUS BEKTOPH.

6) [TosiBa Ha HOBM I11aMOBeE.

B) [IpecopTupane Ha ChIIECTBYBAIIM T€HOMHU CEKBEHIIHH.

r) Heonnasmena nponudgeparnus BeiaeicTBUE HA MHCEPIMOHHA MYTareHHOCT.

3. CnenuanHyu W3MCKBAHUS KbM JIEKAPCTBEHUTE MPOIYKTHU 32 Tepanus CbC COMaTUUHU KIETKU

3.1. JIekapcTBEHUTE MPOAYKTH 3a TEPANUS CbC COMATHYHU KJIETKH, TPU KOUTO MEXAHU3MBT HA
JIeliCTBUE € Ha OCHOBAaTa Ha MPOMU3BO/ICTBO HA Je(PUHUPAHN OMOJIOTUYHO AKTUBHU MOJIEKYIIN

Koraro e mpunoxumo, ce npeacraBs ¢(papMaKOKHHETHUHUAT Mpo(uil Ha Te3H MOJEKYJIH, U
MO-CIIEUAIHO PA3NpPEAEIICHUE, IPOIBIKUTEIHOCT U KOJIMYECTBO HA EKCIIPECHSL.

3.2. buopasnpeneneHue, MEPCUCTEHLIHMS M IBJITOCPOYHA aaXe3Usi Ha KOMIIOHEHTHTE Ha
JIEKapCTBEHUTE MPOIYKTH 3a TEPANUs ChC COMATUYHU KIIETKH

[lo Bpeme Ha KJIMHMYHOTO pa3paboTBaHe ce€ pas[iexaar OuopasnpeeeHUETo,
NEPCUCTEHIUATA U JIBJATOCPOYHOTO MPUKPENBaHE HA KOMIIOHEHTHTE Ha JIEKapCTBEHUTE MPOAYKTH 3a
Tepanusi CbC COMaTUYHH KIIETKHU.



3.3. [IpoyuBanwus 3a 6€30MACHOCT.

[IpoyuBanusiTa 3a 6€30MaCHOCT TPsIOBA J]a BKIIFOYBAT:

a) Pasnpenenenue u anxesus cie NpUIOKEHHE.

0) ExTonnuHo npukpenBaHe.

B) OHKOreHHa TpaHc(opMaIus 1 JOCTOBEPHOCT HA KJIEThUHUTE/ ThKAaHHUTE JINHUH.

4. CneuuaaHu U3UCKBAHUSA KbM MIPOJYKTUTE, IOJYYCHH Ype3 ThKaHHO UHKEHEPCTBO

4.1. ®apmMaKOKMHETUYHU TPOYUBAHUS

AKO KOHBEHIIMOHATHHUTE (apMaKOKHMHETUYHHU IPOYYBAHMS Ca HEMOAXOMAIIM 3a TO3M BHUJ
JIEKapCTBEHH MPOJYKTH, [0 BpeMe Ha KIMHUYHOTO pa3paboTBaHe ce pa3riIekaar OMopasnpeaeIeHUeTo,
MEPCUCTEHIUATA U Pa3TPAKIAHETO HAa KOMIIOHEHTHTE Ha MOJYyYEHHUS 4Ype3 THhKaHHO HH)KEHEPCTBO
IIPOJYKT.

4.2. ®apmMakoJMHAMUYHYU MTPOYYBaHUS

[IpoyuBanusTa Ha (hapMakoAMHAMHUKATA CE€ pa3padOTBaT U AJANTHPAT CIOpe] crennpukaTa Ha
MOJIyYEHUTE Ype3 ThKaHHO MHXKEHEPCTBO MPOAyKTH. IIpencTaBsaT ce mokazaTencTBa 3a "MOKa3BaHE Ha
KOHLeNnuATa" U KMHETHKaTa Ha MPOJyKTa 3a MOJy4yaBaHE Ha lieJieBaTa pereHepanusi, Bb3CTaHOBSIBaHE
Wi 3aMsaHa. B3emaT ce mpeaBua moaxonsmuTe GpapMakoJMHAMHUYHUA MapKepH, CBbP3aHH C LieieBaTa
¢byHKuus(1) ¥ CTPYKTypa.

4.3. IIpoyuyBaHus 3a 6€30MaCHOCT

Bsemar ce npenBu M3MCKBaHUSTA, ONIMUCAaHU B YacT B, Touka 3.3 oT TOBa MpHII0KEHHUE.

[Ipunoxenue Ne 9 kbm 4. 9

CrnenuduuHy M3UCKBaHHWs KBM JOCHETO 3a paspeliaBaHe 3a ynorpeba Ha JIGKapCTBEHU
MPOAYKTHU 110 Wi. 28, wi. 29, an. 1 u un. 32 3JIIIXM

1. 3a nexapctBeHu mpoayKTu 1o 4. 28 3JIIIXM

(c u3kIIroUeHne Ha OMOJIOTUYHUTE JIEKAPCTBEHU MPOAYKTH - 3a TIX Bk. mpuioxkenue Ne 10) ce
MIPEICTABST:

a) Monyn 1, 2 u 3 Ha mocueTo chriiacHo npunoxenust Ne 2, 3 u 4.

0) Januu, moka3Bamyd OMOHAIMYHOCT W OMOEKBHUBAJIEHTHOCT C pedepeHTHUs JIEKapCTBEH
MIPOJIYKT.

Korato axkTHBHOTO BEHIECTBO HAa TEHEPUYEH JIEKAPCTBEH TMPOAYKT ChIbpKa ChIlaTa
TEparneBTUYHO aKTHBHA YacT KaTO pa3pelleH 3a ymorpeda pedepeHTeH TeKapcTBeH MPOIYKT, HO TOJ
¢bopMara Ha pa3iaMyHa COJI, €CTep, KOMIUIEKC WJIM TPOM3BOJHO, TpsAOBa Ja ce€ MpeACTaBAT
JI0Ka3aTelICTBa, Y€ HsAMa MpOMsSHa BBB (apMaKOKMHETHKAaTa Ha TEpareBTUYHO AaKTHBHATa 4YacT,
(hapmakouHAMUKATa W/WJIM TOKCUYHOCTTA, KOUTO OMXa MOTJIH Jla MPOMEHAT mpodria Ha 6€30macHOCT
1 epuKacHOCT. B mpoTHBeH cilydail akTUBHOTO BEIIECTBO CE€ Pa3riek/a KaTO HOBO aKTHBHO BEIIECTBO.

[IpernenuTe Ha HEKIMHUYHUTE W KIMHWUYHUTE JTaHHW W pe3roMeTara TpsOBa Ja ca HAaCOUYEHU
KbM CJIETHUTE €JIEeMEHTH:

a) OcHoBaHMsTA Ja C€ TBBP/IU, Y€ MPOAYKTHT € TCHEPHUUICH.

0) Kparbk mpernen Ha mpuMecHTe, HaJUYHUA B MAPTUAM OT aKTUBHOTO BEIIECTBO(a), KAKTO U
TE3W B KpAHMS JICKAPCTBEH MPOAYKT (BKIIOYUTEIHO Pa3TPaJHUTE MPOIYKTH, KOUTO CE€ TOJydaBaT IO
BpEMe Ha ChXPAaHEHHUETO), 3a€THO C OIICHKA Ha 0€30MaCHOCTTa HA TE3U MPUMECH.

B) OleHKka Ha W3MUTBAHHUATA 32 OMOCKBUBAJICHTHOCT WJIM OOOCHOBKA, 3alll0 TaKMBa HE ca
MPOBEJICHH, B ChOTBETCTBHE C PHKOBOACTBOTO "M3cienBane 3a OMOHATUYHOCT U OMOCKBUBAICHTHOCT".

r) AkryasHa nyOJMKyBaHa JUTepaTypa IO OTHOUIEHHE Ha BEIIECTBOTO BbB BpPbB3Ka CbC
3as1BJICHUETO.

n) Besko TBBp/IeHNE B KpaTKaTa XapaKTepUCTHUKA Ha MPOJYKTa, KOETO HE € M3BECTHO WJIU HE



clieJIBa OT CBOMCTBATa Ha JICKAPCTBEHHUS MPOJYKT W/WIM HEroBaTa TEparleBTHYHA Tpyma, TpsOBa aa ce
o0CHXKJla B MperyiequTe Ha HEKJIMHUYHUTE/KIMHUYHHUTE JAaHHU/pE3oOMeTaTa W Jla € TMOJKPENeHO ¢
myOIvKyBaHa TUTEPATYpPa U/WUIH TOMMBIHUTEITHU H3MTUTBAHUS.

e) B ciyuail Ha pa3iauuHu COJM, €CTepU, €Tepu, U30MEPH WM CMECH OT U30MEpH, KOMIUIEKCH
WIM TPOU3BOJHHM Ha pa3pemieHo 3a ymorpeda aKTHBHO BEIIECTBO, aKO C€ TBBPIAU, Y€ MPOAYKTHT €
TeHEpUYEH, Ce MPEJICTaBAT AOMBIHUTEIHH IaHHU 32 JOKa3BaHe HAa EKBUBAJIEHTHOCTTA Ha CBOMCTBATA IO
OTHOIIICHHE Ha 0€30MacHOCTTa U e(PUKACHOCTTA.

2. 3a IeKapCTBEHU MPOIYKTH:

a) C pa3JIMyEH MbT HA BbBEXK/IAHE;

0) mpenHa3HAYSHU 3a MPUJIaraHe B pa3juyvHa J03a WU J03UPOBKA;

B) 1o 4. 29, an. 1 3JIIIXM,

OCBEH JIaHHUTE, TOCOYEHHU B T. 1, ce MPEeACTaBAT PE3yNTaTUTE OT MOIXOISIIN TOKCUKOIOTHYHU
1 (apMaKOJIOTUIHY U3MUTBAHMS W/UITU KIMHUYHU H3MTUTBAHUS.

3. 3a nekapctBenu npoayktu no ui. 32 3JIIIXM ce npeacrasar:

a) Moaynu 1 u 2 Ha JOCUETO ChIIIacHO NMpriokeHus Ne 2 u 3.

0) Jleranu3upaHo MUCMO 3a MH(POPMHUPAHO ChIVIACHE OT MPUTEXKATEIS Ha pa3pelIeHueTo 3a
yrnorpeda Ha JIGKAPCTBEHUS MTPOYKT 3asBUTEIAT Ja TOJ3Ba ChIBPIKAHUETO HA HETOBUTE MOIYJH 3, 4 |
5 ¥ Ja uMa JOCTHII 10 ChABpKAIATa C€ B TAX HHPOpPMAIIHS MPe3 LAJI0TO BpeMe, T0KATO MPOAYKTHT, 3a
KOWTO C€ OTHACA 3asBJICHUETO, € pa3pellieH 3a ynorpeda. AKO B TaKbB Ciy4yall c€ MOJI3Ba U OCHOBHO
JI0CH€ HA aKTUBHO BEIIECTBO, CE MPEACTaBsI K ChOTBETHO MUCMO 32 JIOCTHII BbB BPBh3Ka ChC 3asIBICHUETO
3a pa3pellaBaHe 3a ynorpeda Ha JIEKapCTBEHUS MPOIYKT.

[Ipunoxenue Ne 10 kbpm uin. 10

CrenuduuHu U3UCKBAHUSA KbM JIOCHETO 3a pa3pellaBaHe 3a ynoTpeda Ha mogo0HU OMOJIIOTHYHU
JIEKAPCTBEHU MPOAYKTH

JlokonkoTo wHpOpMaNHITa, KOATO CE€ HM3UCKBA 3a T€HEPUYHH JICKAPCTBEHU NPOJYKTH, HE
MO3BOJISIBA Ja C€ JOKaxe moaoOue Ha JBa OWMOJNOTWYHH JIGKAPCTBEHU TMPOJYKTa, TpsiOBa Ja ce
MPEACTABSAT AOMBIHUTEIHHN JaHHHU, 0COOCHO 32 TOKCUKOJIOTHYHUS U KIIMHUYHUS PO

Korato cnen wu3TMyane Ha mnepuoja Ha 3alllUTa HAa JAHHUTE HE3aBHCHUM 3asABUTEN MCKa
paspemieHue 3a ynoTpeba Ha OWOJOTHYEH JIEKApCTBEH MPOJIYKT C T030BaBaHe Ha peQepeHTeH
JIEKapCTBEH MPOJIYKT, 32 KOWTO € U3/1aJIeHO pa3pelieHue 3a yrnoTpeda B pamkuTe Ha EBpormnelickus cbio3,
W3UCKBAaHMATA KbM JOCHETO Ca CIICTHUTE:

1) IIpeacrassat ce moaynu 1, 2 u 3 ceriacHo npunoxkenus Ne 2, 3 u 4, TOMbIHEHH C JaHHU 32
OMOCKBUBAJICHTHOCT U OMOHAJIMYHOCT.

2) IlpencraBaT ce HEOOXOMUMUTE IOMBIHUTETHH JaHHH. BHUIBT W KOIUYECTBOTO Ha
JOTBJIHUTEITHUTE JTaHHH (T.€. TOKCHKOJIOTUYHHA U JAPYTH HEKIMHUYHHU M TTOAXOSAIIN KIMHUYHHA JTAHHU!)
C€ OMPEIEIAT 332 BCEKH OTJEJEH Clly4ail ChbIriacHO CbOTBETHUTE HAYYHH PHKOBOJICTBA.

3) Ilopamu pa3zHOOOpa3uWeTo Ha OWOJOTMYHWTE JIEKAPCTBEHH MPOAYKTH W3mbiHHTENHATA
areHIys Mo JieKapcTBaTa M3WCKBA OMNpENEJICHU W3NHUTBaHUsA, npeaBuaeHu B Moaymu 4 u 5, karo ce
B3eMaT IPeaBHI CICIUPUIHUTE OCOOCHOCTH Ha BCEKH OT/IEIICH JIEKaPCTBEH MPOIYKT.

OOmuTe MPUHIUIHN, KOUTO CJEABa Ja C€ MpWiaraT 3a pa3jMuyHUTE BHIOBE OUOJOTHMYHU
JIEKAapCTBEHW TMPOAYKTH, ca TMyOJWKyBaHM B PBHKOBOJACTBATA Ha CTpaHUIaTAa B WHTEPHET Ha
EBponeiickara arenuus no Jiekapcrpata. B ciayuail, ye JieKapCTBEHUAT IPOJYKT, HA KOWTO CE€ MO30BaBa
3asABJICHUETO 3a pa3peliaBaHe 3a ymoTpeba, MMa IoBeue OT €AHO TOKazaHwe, e(QUKacHOCTTa |
0€30MMacHOCTTa Ha IEKapCTBEHHsSI TIPOAYKT, 32 KOMTO ce TBHP/IH, Y€ € MmoJo0eH, TpsaOBa 1a ce 000CHOBAT
WJTA aKO € HE0OXO0IUMO, Ja Ce JOKaXKaT IMMOOTACITHO 3a BCIKO OT ITOCOYCHUTE ITOKA3aHUSI.



[Tpunoxxenne Ne 11 kpm wit. 11

CneunpuuHr HM3MCKBaHHS KbM JOCHETO 3a pa3pellaBaHe 3a ymnorpeba Ha JIEKapCTBEHH
MPOAYKTH C BIIM3AII0 B ChCTaBa JIEKAPCTBEHO BEIIECTBO C I00Ope yCTaHOBEHA yrmoTpeda

3a JeKapCcTBEHU MPOAYKTH C BJIM3AIIM B ChCTaBa aKTHBHO(M) BEIIECTBO(A) ¢ 100pe ycTaHOBEHA
ynoTpeba ¢ mpu3HaTa ePUKACHOCT M MPHEMJIMBO HHBO Ha O€30MacHOCT ce€ TMpuiIarar CJICTHUTE
crenu(pUIHN MpaBuIa;

I. Ilpencrassr ce moaynu 1, 2 u 3 ceriacHo npuiioxxenus Ne 2, 3 u 4.

II. B mogymu 4 u 5 ce mpeACTaBAT MOAPOOHN HAYYHU JUTEPATYPHHU JAHHH 1O OTHOIICHUE Ha
HEKJIMHUYHATA U KIMHUYHATA HHPOpMAIUs.

[I. C uen ma ce mokaxe n100pe ycTaHOBeHaTa ynoTpeda ce mpuiaraT CIeIHUTE CHelH(pUUHU
npaBuJIa:

1. ®akTopuTe, KOUTO TPsOBA Ja ce B3eMar IMPEABH] 3a JOKa3BaHE Ha J00Ope ycTaHOBEHaTa
yrnoTtpeda Ha aKTUBHUTE BEIIECTBA HA JICKAPCTBEHUTE MPOIYKTH, Ca:

a) BpEMETO, IIPe3 KOETO BEIIECTBOTO € OUII0 yHOTpeOsIBaHO;

0) KOJIMYECTBEHUTE ACIIEKTH Ha yroTpedara Ha BENICCTBOTO;

B) CTEMEHTA Ha HAayuyeH MHTEpeC KbM yrnoTpedara Ha BEIIECTBOTO (OTpa3eH B MyOJIMKyBaHATa
Hay4Ha JINTeparypa), u

') €AHO3HAYHOCTTA HA HAYYHUTE OLICHKH.

CrnenoBaTenHO € Bb3MOXKHO J1a €a HEOOXOAMMHM pa3iudyHU NEPUOAN OT BPEME 3a JOKA3BAHETO
Ha J00Ope ycTaHOBEeHa ymoTpeOa Ha pa3jMYHUTE BellecTBa. BBB BcekH ciiydail obade mepuoabT OT
BpeMe, KOWTO ce M3MCKBA 3a JOKa3BaHETO Ha J00pe ycTaHOBEeHa ynorpeba Ha BEUIECTBO OT ChCTaBa Ha
JaJieH JICKapCTBEH MPOJYKT, HE MOXeE Ja € MO-MalbK OT JeceT TOAMHH OT I'bpBaTa CUCTEMHA H
JIOKYMEHTHpaHa yrmoTpeba Ha TOBa BEIIECTBO KAaTO JIEKAPCTBEH MPOJIYKT B paMKuTe Ha EBpomeiickara
OOIIIHOCT.

2. B nokymeHTanusTa, mpecTaBeHa OT 3asiBUTEIS, TPSOBa /1a ca 00XBaHATH BCHYKH aCIeKTH Ha
OlLIeHKaTa Ha 0e3BpeAHOCTTa W/UIN e(pUKACHOCTTa, KAKTO M J]a € BKIIOYEH WM Ja MMa 1030BaBaHE Ha
Mperyie]l Ha JInTepaTypara 10 BBIIPOCA, KaTO Ce B3UMAT IPEIBU W3CIECIBAHUATA, TPOBEICHU TPEIN
MyCKaHeTO Ha Iaszapa  CleJ] TOBa, KAKTO U BCUYKO, MMyOJIMKYBaHO B HAyYHHUTE M3/IaHUS MO OTHOLIEHUE
Ha omnuTta, 1mox (QopMaTa Ha eMUAEMHUOJOTHYHM TIPOYYBAHHS W OCOOCHO Ha CPAaBHUTEIHHU
eNMUJIEMHOJIOTUYHN TIpoy4yBaHUs. TpsOBa 1ga ce mpeacTaBH IsulaTa JIOKYMEHTAlMs, BKIIIOYMTETHO
OnmaromnpusiTHaTa U HeOmaromnpusitHaTta. OTHOCHO pasnopendourte 3a "mnoOpe ycraHoBeHa ymoTpeba" ot
oco0eHa Ba)XHOCT € Jla € sACHO, ye "OubaunorpadcekaTa crnpaBka', B KOATO UMa NPENpaTKd KbM JPyrd
JI0Ka3aTeJICTBEHN M3TOYHUIM (M3CIIeIBaHUs, TIPOBEJCHN CIIe]] ITyCKaHe Ha JaJieH JEKapCTBEH MPOIYKT
Ha Ia3apa, enuIeMHUOJIOrMYHH TPOYYBAHU U p.), @ HE CaMO JJaHHUTE, CBbP3aHH C U3MUTBAHUATA, MOKE
Jla CIy>KU KaTo BAJMIHO JOKa3aTeJICTBO 3a Oe3BpeNHOCTTa U e(pUKACHOCTTAa Ha JaJeH NMPOJIYKT, aKo
3aBUTENAT IO 33J0BOJIUTENICH HAYMH OOSICHU M OOOCHOBE H3IOJI3BAHETO HAa TE3W W3TOYHUIIM Ha
nHpopmanus.

3. OcobeHo BHMMaHUE TPsIOBaA Jja ce 00bpHE HA BCAKAKBA JIUICBaIa HH(OpMaIHs, KaTo TpsiOBa
na ce 000CHOBE 3aIll0 JOKAa3BaHETO HAa MPHUEMIIMBO HUBO Ha OE3BPEAHOCT W/WIM e(PUKACHOCT MOXKE J1a
ObJie MOTBBP/ICHO BBIIPEKH JIUTICATA HA HAKOM U3MIUTBAHMS.

4. B mpernenmute Ha HEKIMHWUYHUTE W/WIM KIMHUYHUTE JaHHU TpsOBa Ja ce OOsCHH
3HAYEHHUETO Ha BCAKAKBH INPEACTAaBEHHM JAaHHHM 10 OTHOLIECHHE Ha MPOAYKT, KOWTO ce pa3iuyaBa OT
MIPOAYKTa, PEABHICH 3a ITycKaHe Ha ma3apa. TpsOBa mga Obae HampaBeHa MPENeHKa Al MPOYYCHHST
MPOAYKT MOXE J1a C€ CUMTA 3a MOJA00EH Ha MPOAYKTA, 32 KOMTO € MOJIaIeHO 3asBICHUE 32 pa3pellaBaHe
3a ynotpe0a, BbIIPEKH ChIIECTBYBAIIUTE PA3IHKH.



5. Ot oco0eHO 3HAYEHUE € ONMUTHT, MPUAOOUT CIe/ MMyCKaHe Ha MMaszapa Ha JPYTH MPOIYKTH,
CHIBPXKAIIM CBHITUTE BEIIECTBA, TOPAIA KOETO 3asSBUTEIIUTE ClIe/[Ba Aa HaOJIErHaT 0COOEHO BBPXY TO3HU
BBIIPOC.

[Tpunoxenne Ne 12 kM uit. 17, an. 2

(Otm. - 1B, 6p. 47 oT 2011 1.)

[Ipunoxxenue Ne 13 xpm un. 17, an. 4, 1. 1

(Otm. - 1B, 6p. 47 o1 2011 1.)

[Ipunoxxenue Ne 14 xpm un. 17, an. 6

HOH’LJ’IHI/ITGHHa JOKYMCHTalMs 34 NPOMsHA B Pa3pCHICHUC 34 yHOTpe6a/yI[00TOBepeHHe 3a
peructpanmsa, CBbp3aHa ¢ OCHOBHO JOCHUC HAa aKTHUBHO BCIICCTBO

1. ITrcMo 3a AOCTHIT 10 OCHOBHOTO JIOCHE HA aKTHBHOTO BEIIECTBO CBHITIACHO MPHIIOKEHHE No
2.3.

2. TlpuapyXWTETHO MUCMO 3a OCHOBHOTO JOCHE Ha AKTHUBHOTO BEIIECTBO, CBHIBPKAIIO
cieqHaTa UH(oOpMaIus, KaTo ce MoJi3Ba NPeCTaBeHUAIT MO

a) TabNM4YeH CHHCBHK, 0000IaBaml MPOMEHHWTE, HM3BBPUICHH OT IBPBOTO CHCTaBSHE Ha
OCHOBHOTO JIOCH€ Ha aKTUBHOTO BEIIECTBO;

0) chpIOCTaBKa Ha CTapoOTO W HOBOTO CHIBpP)KaHHE HAa OCHOBHOTO JOCHE Ha aKTHBHOTO
BEIIECTBO;

B) mH(oOpMaIMs 1any MpoMsHaTa Beue € IMpreTa, OTKa3aHa WM OTTETJIeHa OT Jpyra Jbp)KaBa
YIICHKA,

I) MMEHAaTa Ha CBHOTBETHUTE 3asBUTENIM, MPUTESKATEIM HaA pa3pelieHHs 3a yrnorpeda u
paspelleHusTa 3a yrnorpeoa;

1) TIOCOYBAHE HAa HOBAaTa YacT HA 3asABUTENS W/WIM YacT C OTPAHUYEH JOCTHI ChC CHOTBETHUTE
HOMEpa Ha BEPCUUTE;

€) aKTyaJIu3upaHo 0010 pe3t0OME Ha Ka4eCTBOTO/€KCIIEPTEH JIOKIIA].

Yact ot npuAPYKUTEIHO MHUCMO 32 OCHOBHO JIOCHE Ha aKTUBHO BEIIECTBO

ToBa OCHOBHO JTocHe HAa aKTUBHO BEIIECTBO CE TOaBa BbB BPBh3Ka ChC 3asBICHHUE 32 TPOMSHA B
paspelieHue 3a ynorpeoa:

Howmep Ha npouenypara:

Nwme Ha mpoaykra:

Wwme Ha 3asBUTENS/IPUTEKATEIS HA Pa3pelIeHHEeTO 3a ynorpeda 1o ChOTBETHOTO 3asiBIICHHE:

3acerHaTvl Ibp>KaBU WICHKH TP B3aUMHO MTpU3HABaHE:

W ommcsa IMPOMECHHU B MMPOU3BOJACTBCHHA IMPOLEC U CHCHI/ICI)I/IKaHI/II/ITe Ha aKTUBHOTO BCIIIECTBO
(WM Ha €THO OT aKTUBHUTE BEILIECTBA) B TOBA 3asBIICHUE 3a MPOMSHA HA pa3pelieHue 3a yrnorpeoa.

IMe Ha akTUBHOTO BENIECTBO:

HomepsT Ha BepcusiTa Ha TOBa OCHOBHO JIOCHE Ha aKTHBHOTO BEIIECTBO €:

- HOMEp Ha BEpCHUATa HA YacTTa Ha 3asiBUTEIIS:

- HOMEp Ha BepcUATa Ha YacTTa ¢ OTpaHUYEH JOCThI:

ToBa OCHOBHO JJOCHME Ha aKTHBHO BEMIECTBO € TOAABAHO TPEIN 32 OIEHKA ChC 3asiBICHUE 3a



paspemiaBaHe 3a ymoTrpeOa/mpomMsiHa Ha paspelieHne 3a yrnoTpeda Ha JIGKapCTBEH NPOAYKT B
EBponeiickus cbro3:

'] He

[} la, mo cineaHaTa HAIMOHAIHA, LEHTpAIM3UpaHa, JCIEHTpalIU3UpaHa WU IMpoleaypa Io
B3aMMHO ITPU3HABAHE:

Homep nHa HammoHanHata, IEHTpalu3MpaHaTa, ACLEHTpalIM3MpaHaTa WM MpolLeaypara Io
B3aMMHO ITPU3HABAHE:

Nve Ha mnpoaykra 1O HalUOHANHATA, IEHTpalIM3UpaHaTa, JACLEHTpalu3upaHaTa WU
Mpolieiypara 1no B3auMHO MpU3HABaHE:

Howmep Ha paspenienuero u jata Ha 0100psiBaHe HA CbOTBETHUTE MPOTYKTH:

Jloknaauuk wim peepeHTHA IbpKaBa YICHKA!

3acerHaTH Ibp>KaBy WICHKH [TPU B3aUMHO MPU3HABaHE/ACLIEHTpaIu3UpaHa IpoLeaypa:

Howmep Ha BepcusitTa Ha yacTTa Ha 3asIBUTEIS:

Howmep Ha BepcusaTa Ha yacTTa ¢ OrpaHUYEH AOCTbII:

3abenexka.

Nudopmanusara, orbenssana ¢ KypcuB, MOKe Ja HE Ce MOI'bJIBa, aKO HE € U3BECTHA.

WNudopmanusra, ordernss3ana ¢ HopMaieH mpudt, ce M3UCKBA 33 IbIDKUTEITHO.

[Ipunoxenue Ne 15 xbpm ui. 18, 1. 1

(Otm. - [IB, 6p. 47 ot 2011 1.)

[Ipunoxxenne Ne 16 kpm wit. 19, 1. 1

(Otm. - 1B, 6p. 47 oT 2011 1.)

ITpunoxxenne Ne 17 kpm wiL. 19, 1. 2
(M3wm. - IB, 6p. 47 ot 2011 1.)

JIokyMeHTaIMs 3a MPEeXBbPIISIHE Ha IMpaBaTa BbPXY paspelleHHe 3a yrnoTpeda Ha JeKapCTBEH
MPOJYKT

3a mpexBbpJISIHE Ha MpaBaTa BbpPXY pa3pelleHHe 3a yrnorpeda Ha JIEKapCTBEH IMPOIYKT ce
M0/1aBa ciieIHaTa TOKYMEHTAIIHSL:

1. nexnapanus OT HACTOSIIMS MPUTEXKATEN Ha pa3pelIeHneTo 3a yrnorpeda, ye IsUI0TO I0CHE Ha
JIEKapCTBeHHsI TPOAYKT, OCHBPEMEHEHO KBbM MOMEHTa Ha TMPEXBBPISIHETO, € NPEeJOCTaBeHO Ha
IOPUIMYECKOTO JINIIe/00CTMHEHUETO, HA YHETO WME 1€ C€ MPEXBBPIU pa3pelIeHHETo 3a ymoTpeda
(mpennaranvst/ObaSIINUS TPUTEKATEN HA Pa3pEIICHHETO 3a yIoTpeda);

2. nexkJyaparusi OT IOPUAUYECKOTO JIHIE/00CTMHEHUETO - Tpeaiaran/Obaei] MpUTeKaTrea Ha
paspelieHneTo 3a ymnoTpeda, 4e HACTOSIIUAT MpUTEeKaTeNl Ha pa3pelieHHeTo 3a yrnorpedba My e
MPEeNOCTaBWII IUIOTO JOCHE Ha JIEKAPCTBEHUS MPOAYKT, OCHBPEMEHEHO KbM MOMEHTa Ha
MIPEXBBHPIISHETO;

3. opunmaneH JOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH OpraH, ChIJIaCHO ChOTBETHOTO HAIMOHAIHO
3aKOHOAATEJICTBO, JOKA3Balll, Y€ MpeIaraHusaT/ObISIIHT MPUTEKATEN Ha pa3pelIeHneTo 3a ynorpeda
e yctaHoBeH Ha Teputopusita Ha EWII - nannu 3a Enunnug naeHTudukanoneH Ko Ha APY>KEeCTBOTO OT



TBPTrOBCKHUS PETUCTBD, a 3a JIpyKeCTBaTa, PETUCTPUPAHU B IbpKaBa - WleHKa Ha EBpomelickus cbio3,
WM B JObpkaBa - cTpaHa mno Crnopa3zymeHueTo 3a EBpONencKOTO MKOHOMHUYECKO MPOCTPAHCTBO -
3aBepeH MpEnuc OT JOKYMEHT 3a aKTyajHa perucTpanus 10 HalHOHAJIHOTO 3aKOHOJATENICTBO, U3/1aJcH
OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JIbPrKaBa, IPEBEJICH U JIEralu3upaH 10 CbOTBETHUS Pe/l;

4. nmokaszaTeyicTBa OTHOCHO IpeACTaBUTEIHATA BJIACT HA JIMIATa, MOANUCAIN JEKJIapaluuTe 10
T.112;

5. TaHHM, TOKA3BaIlH, Y€ PeIaraHusaT/ObICIIHUAT IPUTEKATEI HA PA3pEHICHUETO 3a yroTpeda
€ B CBhCTOSIHME Ja U3IBJIHSIBA BCUYKM OTTOBOPHOCTH Ha MpUTEXaTesl Ha pa3pelieHue 3a ymnorpeda
CBIVIACHO 3aKOHOJIaTEJICTBOTO, O-CIIELUAIIHO:

a) TaHHU 32 KBATM(DHUIIMPAHOTO JUIIE 1O JIEKapcTBeHa Oe3omacHocT no wi. 186, an. 1 3JIIIXM
3aeHO C aJpec, eIEKTPOHEH aapec, Homep Ha TenedoH U dakc u Grnorpadusi.

B cnyuait ue cucremara 3a nekapctBeHa 6ezonacHocT (Moayi 1.8.1) e oneHsiBaHa KaTo 4acT OT
mpolielyparta o pa3peliaBane 3a ynorpeda Ha JeKapCTBeHUS MPOAYKT, YHETO pa3pelieHue 3a ynorpeda
ce MpexBbPJIs, ce MPEe/ICTaBs AeKIapalus 3a ToBa, MOANKCaHa OT MpeaIaranus/Obaenius npuTexaresa Ha
paspelieHueTo 3a yrnorpeda u OT KBIU(PHUIIMIPAHOTO JIUILIE.

B cnyuaii, ye cucremara 3a jekapcTBeHa 0€30MacHOCT HE € OLEHSBaHa, CJe]l M3aBaHeTO Ha
pa3pelleHneTo 3a MPEXBBPIIIHE HA Pa3peIICHUETOo 3a ynoTpeda HOBUST MPUTEKATEN HA Pa3pelIeHUeTo
3a ynoTtpe0a mojaBa 3asBleHUE 3a MpoMsiHa cbriiacHo Hacokure mo wi. 15r.

0) ampec, HOMep Ha TeiaePoH W (akc Ha HAYYHOTO 3BEHO, OTrOBapsIIO 3a WHPOpMAIHUATa
OTHOCHO JIEKapCTBEHUS MPOJYKT;

B) IOKYMEHTH (IThJTHOMOIITHO U JIP.) 3a OMpEEssHE Ha MpeacTaBuTen mo wi. 26, an. 2 3JIIIXM
Ha Ipe/iaranus/Obaenus MpUTeKaTeN Ha Pa3pelIeHHETOo 3a yoTpeda cie/ MPEXBbPIISIHETO MY;

I) DBJIHOMOIIHO 3a JIMLETO, KOETO 1€ OChllecTBIBa KOHTakT Mexay WAJL u
npenaranus/ObpAenus NpUTeKaTed Ha pa3pelieHHeTo 3a yhnoTpeba Mo BpeMe Ha Mpolleaypara Io
MIPEXBBPIISHETO.

Jokymentute mo OykBu "B" u " ce mpencTaBAT CbC 3aBepKa, YAOCTOBEpsBalla
MpeACTaBUTEIHATA BIACT HA YITBJIHOMOIIUTES, MPEBE/ICHU 1 JIETATU3UPAHU 110 CHOTBETHHS PE/I.

6. peUIoKeHHe 3a JlaTaTa, Ha KOATO Iie ObJie BbBEIEHO MPEXBHPIISHETO HA Pa3pelieHueTo 3a
ynoTtpe0a: jgarata Ha BBBEXJAaHE € JlaTara, OT KOATO MpeiaraHusT/ObIeHusiT TPUTEKATeT Ha
paspelieHrueTo 3a ynorpeda mpuaoOuBa BCHYKH OTTOBOPHOCTH KaTO MPHUTEXKATEN Ha pa3pelieHHe 3a
ynotpe0a Ha JeKapCcTBEHUs NMPOAYKT, O€3 TOBa Jja MpepeliaBa KpailHOTo pelienue Ha M3nbiaHuTenHara
areHIus Mo JIEeKapcTBaTa;

7. KpaTka XapaKTEepHCTHKAa Ha MPOJYKTa, MAKEeTH Ha MbPBUYHA M BTOPUYHA OIAKOBKA U
JUCTOBKA Ha OBITAPCKU €3HK, B KOUTO Ca OTPa3eHU JAHHUTE Ha Mpeiiaranus/Obaemus NpuTexaren Ha
pa3peleHueTo 3a ynorpeoa;

8. Iekmapaius, 4e B KpaTKaTa XapakTepHUCTHKa Ha MPOJYyKTa, B OMAKOBKAaTa M B JIMCTOBKAaTa
HAMa JIPyrd MPOMEHU OCBEH TE3H, CBBbpP3aHU C MpOMsHaTa Ha NPHUTEXKATENs Ha pa3perieHUueTo 3a
yrnoTtpeda Ha TIeKapCTBEHHS MIPOIYKT;

9. IOKYMEHT 3a IUIaTeHa Takca chriacHo Tapudara mo wi. 21, an. 2 3JIIIXM.

[Ipunoxxenue Ne 18 kbm uin. 20, an. 1, 1. 1

(Otm. - [IB, 6p. 47 ot 2011 1.)

[Tpunoxenne Ne 19 xpm uin. 20, 1. 2

(M3wm. - IB, Op. 47 ot 2011 1.)



JlokyMeHTaI¥sI 3a ITOTHOBSIBAHE Ha pa3pelieHre 3a yrnorpeda

[IpencraBs ce o0oOmieHa BepcHsl HAa JOCHETO MO OTHOIICHHWE HAa KayecTBO, 0€30MacHOCT U
e(UKaCHOCT, BKJIIOYBAIllAa BCHYKH OJOOPEHHU MPOMEHH CIIe] M3/1aBaHe Ha pa3pelieHHeTo 3a ymnorpeoda.
O6o0061eHaTa Bepcus Ha JOCUETO ChABPKA HAl-MaJIKO ciieHaTa JOKYMEHTALUS:

Mopyan 1:

1.0. [TpuapyXKUTEIHO TUCMO.

1.1. 3uepnaTenHo chabpKaHUE.

1.2. (u3m. - JIB, Op. 47 ot 2011 r.) 3asBieHNE CbC CACTHUTE TPHIIOKCHUS:

a) Cnucek B TabmuueH (opMaT Ha BCHYKHM pa3pelieHd 3a ynorpeda pa3sHOBHUAHOCTH Ha
MPOJYKTa, 32 KOUTO C€ UCKa MOJHOBSIBAHE.

0) JlanHu Ha JMIaTa 3a KOHTAKT:

Kanuduuupano nuue B EBponeickoTo MKOHOMHUYECKO MPOCTPAHCTBO 3a JIEKApPCTBEHA
0€30macHOCT.

JIuie 3a KOHTAKT, HOCEMIO LAJIOCTHA OTTOBOPHOCT MPH OTKJIOHEHUS B KAYECTBOTO Ha MPOAYKTa
U IIPU U3TETJIIHETO MY OT Ia3apa.

Jlue 3a KOHTAKT OT HAy4yHO 3BEHO B EBpPONEHCKOTO HKOHOMHYECKO MPOCTPAHCTBO,
OTrOBapsIIO 32 HHPOPMALIUATA OTHOCHO JIEKAPCTBEHUS MPOTYKT.

B) CuchK Ha IbpkaBUTe B EBpPONENCKOTO HKOHOMHUYECKO MPOCTPAHCTBO, B KOUTO MPOAYKTHT
€ Ha Ias3apa, KaTo 3a BCSKa JbpXaBa CE€ I0COYBA KOM Pa3HOBUAHOCTH HA IMPOJyKTa ca IyCHaTH Ha
rasapa M Ha Kosi J1aTa (3a mpolieaypa Mo B3auMHO MIPU3HABaHE U JICLIEHTpATU3UpaHa Mpoueaypa).

r) XpOHOJIOTUYEH CIUCHK Ha BCUYKHU 3asIBJICHMS, IOJIAJEHH CIIE]l pa3pellaBaHeTo 3a ynorpeda
WM CJeJl TIOCIEeIHOTO MOJAHOBABaHE (BCHUKHM OJOOpPEHU WM B MPOIEAypa Ha pasriexaaHe MPOMEHH
tun [A/Ib u tun I, pa3mmupsiBanus Ha 00XBaTa Ha pa3pelIeHNEeTo, M3MEHEHHsI ChITIacHO Wwi. 18, crienHu
MepKHu 3a 0e30MacHOCT), KaTo ce MOCOYBa HOMEPHT HA CHOTBETHATA MPOLEAYpa, JaTaTa Ha MOJaBaHe,
naTaTta Ha ojo0peHue (ako ca 0JJ0OpeHn) U KpaTKO OMMCaHue Ha IPOMSHATA.

1) XpOHOJIOTHYEH CIHMCHK Ha MOCJEBAIUTE MEPKU/TIOETH 3a/IbJKEHUS ClIe/l pa3pelliaBaHe 3a
ynoTpeoa.

e) CraHoBuILEe WK cepTU(UKAT (aKO € HAIMYEH) 32 ChOTBETCTBHE C M3MCKBAHUATA Ha J00parta
MIPOM3BOJICTBEHA NPAKTHKA, HE IO-CTap OT TPH TOAMHHU, 3a MPOU3BOIUTENS(UTE) HA JIEKAPCTBEHUS
MPOAYKT, TOCOYEH (M) B 3asBJICHUETO, U3/1a/IeH OT KOMIIETEHTEH OopraH Ha EBponelckoTo HKOHOMHYECKO
MIPOCTPAHCTBO WJIM OT KOMIIETEHTEH OpPraH Ha JIbp’KaBa ChC CHOpa3yMEHHE 3a B3aUMHO IPHU3HABaHE.
[Tpenparka kM 0azata naHHu Ha EudraGMP 1mie e nocraTbyHa, KOraTo € HaJM4yHa.

*) 3a Mecrara Ha NPOU3BOJCTBO HAa JIEKApPCTBEHHS MPOIYKT, pa3MOJIOKEHU HW3BbH
EBpomneickoTo NKOHOMHYECKO IIPOCTPAHCTBO WIM HAa TEPUTOPUATA HA JbPXKABU ChC CIIOPa3yMEHHUE 3a
B3alMHO IIpU3HAaBaHe, C€ NPEJCTaBs CHUCHK Ha IOCIEIHUTE MPOBEACHW WHCIEKUMU 3a J00pa
IIPOM3BOJICTBEHA INPAKTHUKA, KATO CE€ IOCOYBA JaraTa, HMHCIEKTUPAIIMAT €KUIl M pe3ylTaTbT OT
MHCIEKLHUUTE.

3) CoermacHo uwi. 160, an. 1, 1. 1 u 2 3JIIIXM oT mpuTexareluTe Ha paspelieHue 3a
MIPOM3BOJICTBO C€ M3UCKBA KATO M3XOJHH MaTEpHay Jla U3I0JI3BaT caMO aKTHUBHH BEIECTBA, KOUTO C€
MPOM3BEXKIAaT B CHOTBETCTBHE C PBKOBOJACTBaTa 3a J00pa IMPOM3BOACTBEHA NPAKTUKA 3a aKTHUBHU
BelIeCcTBa, MpueTH oT EBpomneiickus cbro3. [IpeacTassr ce cieqHuTe NeKIapainu:

Jleknapanusi OT KBaJM(PUIMPAHOTO JIMIE HAa BCEKHM OT MPUTEKATENUTE Ha pas3pelieHue 3a
MIPOM3BOJICTBO, MOCOUYEHU B 3asBICHHUETO, KBAETO aKTHMBHOTO BELIECTBO CE€ W3MOJ3BAa KAaTO M3XOJEH
MaTepuail.

Jexnapanuss OT KBaIM(QUIMPAHOTO JHUIE HA TMpUTEKaTelsi(UT€) Ha paspelieHue 3a
MIPOU3BOJICTBO, IOCOYEHO B 3asIBJIEHUETO KAaTO OTTOBOPHO 32 OCBOOOKIaBaHe Ha MAPTUIH.

B te3u nexnapauuu TpsiOBa a ce MOco4u, Y€ BCUYKU MPOU3BOJUTENM Ha aKTHBHU BEIECTBA,



MIOCOYEHH B 3asBJICHUETO, U3BBPILIBAT MPOU3BOJCTBEHUTE NPOIIECH B CHOTBETCTBHE C PHKOBOJICTBATA 32
no0pa TpPOM3BOJACTBEHA MpPaKTHKa 3a aKTUBHU BellecTBa (HE ce OTHAacsd 3a aKTHUBHU BELIECTBA,
MIPOU3BE/ICHU OT KPBHB WA KPHBHU ChCTABKH).

1.3. MUudopmarus 3a mpoaykra.

[IpencraBar ce KpaTka XapaKTePHCTUKA Ha MPOJYKTa, TEKCTOBE M MOCTPU HA IbPBHYHATA H
BTOpHUYHATa OMAKOBKA W JMCTOBKA. [Ipy HallMOHATHUTE MPOLEypU CE MPEACTABIAT U TEKCTOBETE Ha
JUCTOBKAaTa M Ha M'bPBUYHATA M BTOPUYHATAa ONAKOBKAa HA AHIJIMACKUA €3WMK, OJJOOPEHHM BBB BCAKA
IbpKaBa - WieHKa Ha EBponeiickus cbio3.

1.4. Undopmanus 3a ekcrepra.

1.4.1. 3a xauecTBOTO (BKIOUYUTETHO MOANKCAHA AeKIapanus u ouorpadusi)

1.4.3. 3a KIMHUYHUTE JaHHU (BKJIIOYUTEIHO MOANKCAHA JeKIapanus U Ouorpagus)

Monaymn 2:

2.3. O0w10 pe3roMe Ha Ka4eCTBOTO (€KCIIEPTHO CTAHOBHUILIE 110 KAYECTBOTO)

ExcriepTHOTO cTaHOBHIIE MO KaueCTBOTO TPsOBa Ja BKIIOYBA JEKJIapalus, Y€ MPUTEHKATEINAT
Ha pa3pelIeHueTo 3a yrnoTpeda ce choOpassBa ¢ HaydYHHUS M TEXHHYECKHUS MPOTPEC IO OTHOIICHHWE Ha
METOJIUTE Ha MPOM3BOACTBO M KOHTPOJI M 4Y€ BBbBEXKJAa BCMUKH HEOOXOIMMH M3MEHEHHs, 32 J]a MOXKeE
JICKAPCTBEHUAT MPOAYKT JIa C€ TPOU3BEX/Ia U KOHTPOJIHMPA Ype3 OOMONPHETUTE HAYUYHH METOIH.

ExcriepTHOTO cTaHOBHIIE IO KAUECTBOTO TPsAOBa Ja BKIIOYBA OIIIE:

a) IloTBbpxneHue, 4e 3a BCHYKM HM3MEHEHHUS, CBBP3aHM C KAayecTBOTO Ha NPOAYKTa, ca
MO/IaJICHN CHOTBETHH 3asIBJICHUS 32 MPOMEHU B Pa3pelIeHUEeTo 3a ynorpeda u 4e MpOayKThT OTroBaps
Ha W3MCKBAaHUATA HAa aKTYaJHUTE PHKOBOJICTBA 32 KauecTBO Ha KoMuTeTa 3a JeKapCcTBEHU MPOIYKTH 32
XyMaHHaTa MEIUIMHA.

0) IloTBBpKIaBaHe HA TOCIEIHUTE OAOOpEHH Crenn(UKAK Ha aKTUBHOTO BEIIECTBO U HA
KpaliHus MPOAYKT (C JaTaTa Ha MOCIEAHOTO 0100psiBaHe U HOMEpa Ha MPOoLeaypara).

B) KauecTBeH M KOJMYECTBEH CHCTAaB IO OTHOIICHWE HAa aKTUBHH W IIOMOIIHH BemiecTBa (C
JaTara Ha MOCJIeIHOTO 0/I00psiBaHe M HOMEpa Ha MpOoLeaypara).

2.5. Ilpernen Ha KIMHUYHUTE JaHHU (KJIMHUYHO €KCIIEPTHO CTAHOBHIIIE)

KIuHUYHOTO eKcmepTHO CTaHOBHUIE TpsOBa Ja OTpassiBa aKTyalHOTO CBHOTHOIICHUE
0JI3a/pUCK 3a MPOJYKTA, OCHOBABAILO C€ HA JAHHUTE OT MEPUOJUYHMS JOKIaA 3a 0€30IacHOCT U Ha
JAHHUTE 32 ChOTHOLLICHUETO O€30MacHOCT/PUCK, HATPYIIAHU CJIE]] pa3pelIaBaHeTo 3a ynoTpeda uiu cies
MOCJIEAHOTO MOAHOBSBAHE, KaTO CE TOCOYBA ChOTBETHATa HOBA MH(pOpMAIUsl.

KIMHUYHOTO eKCTIepTHO CTAaHOBHUIIE TPSIOBA /1a BKIIFOUBA OIIIE:

a) IloTBbpkIeHWe, 4Ye HsAMa HAIWYHW HOBH (HCKIMHWYHU W KIWHUYHH JIaHHU), KOUTO
MIPOMEHST WM BOJAT JO HOBA OIIEHKA Ha CHOTHOIIEHHETO moji3a/puck. Koraro mmMa HOBM HEKIMHUYHH
JaHHU, TPUTEXKATEAT Ha pa3pelieHueTo 3a yrnoTpeda MoKe Ja NPeACTaBU €KCIEPTHO CTAaHOBUIIE 3a
HEKJIMHUYHUTE JTaHHU.

6) IloTBbpkaEHNE, Y€ OT IJIeJHA TOYKa Ha O€30MacHOCTTa Pa3pelIeHHETO 3a yrnoTpeda Ha
NPOAYKTa B Kpas Ha METTOJUIIHUS CPOK MOXKE Ja Obje MOAHOBEHO 3a HEOIPAaHMUYEHO BpeME WM e
BCSIKO JICCTBHUE, MPETIOPHUAHO WIIH 3aII0OYHATO, TPIOBa /1a Ob/Ie MOCOYEHO U 000CHOBAHO.

B) [loTBbpx’eHUe, ye M3nmbiaHUTENHATa areHIUs MO JieKapcTBaTa € Owina uHpopMmupaHa 3a
BCSIKaKBH JIOITBJTHUTEIHU JAHHU, KOUTO ca OT 3HAaYCHHUE 3a OIICHKaTa Ha ChOTHOIICHUETO IMOJI3a/PHCK 3a
CbOTBETHUS IMPOJIYKT.

Ceptudukat(v) 3a chOTBETCTBUE Ha MoHorpadusita Ha EBpomelicka (apmakoness OTHOCHO
cnonrupopmuute ennedanonaruu (TSE cepruduxar).

Moayn 5:

5.3.6. Jloknanu oT onuTa ciie]| yCKaHe Ha ra3apa Ha JIEKapCTBEHUS MPOITYKT

[IpencraBs ce nepuoAnyeH J0KIaa 32 0€30MaCHOCT W/WUIIM JOIIBIHUTEICH NEPUOANYEH JTOKIa]
3a 0€30MacHOCT, W/WUIU MOAPOOHHU CHUCHIH, W/WiK 0000meHn Tabaumu (T.e. IEPUOTUYCH JOKIIA] 3a
0€30macHOCT W/WJIM JOMBJIHUTEICH MEePUOAUYCH MOKIaa 3a Oe3omacHOCT, oOxBamamn] mnepuoia OT



MmoclieHaTa KpaiiHa JaTta 3a BKIIOYBAaHE HA JAaHHW B TPEIUIIHUS AOKIAJ 10 KpaiiHata pgara 3a
BKJIIOYBAHE Ha JAaHHU B TOCJICIHMS JOKIAJ, KOSATO € B paMKuTe Ha 60 ITHU OT JaTaTa Ha TOJIaBaHE Ha
3asiBJICHHE 3a TOJHOBSBAHE HAa pa3pelieHHeTo 3a ymorpeba). JlaHHWTE OT MEePUOMUYHHS JOKIAl 3a
0€30IacHOCT 3aeTHO C BCEKH MPEJICTABEH MPEIn TOBa JOKIaa TPsOBa J1a 00XBaIIaT nmepuo ot 4 TOJIUHU
1 4 Mecella OT JlaTaTa Ha pa3peliaBaHeTo 3a yrnoTpeda Wi OT MOCISIHOTO My moaHoBsBaHe. [IpenacTaBs
ce 00001maBaii CBbp3Balll 0K, aKO € MPUII0KHUMO.

[Tpunoxenne Ne 20 xbMm § 3
(U3m. - IB, Op. 47 ot 2011 1.)

W3uckBanusi KbM OpOsi €K3eMIUISIPM OT JIOCHETO M KbM NPOOUTE, KOUTO CE€ TPEICTAaBIT B
W3nbaHuTenHaTa areHIus Mo JieKapcTBaTa MpU paspellaBaHe 3a yrnorpeba/perucrpainus, MpoMsHa B
paspelieHneTo 3a ymorpeba/perucTpanus W TOJHOBSBAaHE Ha pa3pelieHHeTo 3a ynorpeda Ha
JIEKapCTBEHH MPOIYKTH

1. docue

1. Hocuero mo wi. 2, ai. 1 ce mpencTaBs Ha EJIEKTPOHEH HOCUTEN B JBa EK3EMILISpA.
Nudopmanudara 3a npoaykra (Kparka XapakTepHCTHKa Ha MPOAYKTA, JIUCTOBKA 3a MAlMEHTa, JaHHU
BBPXY IbpBUYHATA) ce mpenactaBs BB ¢opmar Word (6,0 wiu mo-BHCOKa BEpCHsi) M3BBH OCHOBHUS
¢dbopMaT Ha eEeKTPOHHOTO JOCHE.

2. Jlocuero mo 4i. 2, an. 2 ce mpeucTaBsl Ha €JIEKTPOHEH HOCUTEN B JBa €K3eMIUIspa WM 1O
U3KJIIOUEHWE Ha XapTHeH HOCHTeNn B eauH ek3emiusip. WMHdopmammsra 3a mnpoaykra (KpaTka
XapakTEepUCTUKA Ha MPOAYKTa, JUCTOBKA 3a MAalMEHTA, JAaHHU BBPXY IIbPBUYHATA) CE€ MPEICTaBs BbB
dbopmat Word (6,0 nim mo-Bucoka BepcHsi) U3BbH OCHOBHUS (hopMaT Ha €IEKTPOHHOTO JTOCHE.

3. ExHoBpeMeHHO ¢ JOCHETO MO Wi. 2, al. 1, ChOTBETHO MO WiI. 2, ajl. 2, KaTo JOMbIHUTEIHU
€K3eMILISIPH Ha XapTUEH HOCUTEI CE€ MPEJCTABSIT U CIEIHUTE JOKYMEHTH:

a) 3asIBJICHUETO B JIBAa €K3EMILISAPA - C OPUTHHAJICH MOINC Ha 3assBUTES;

0) IPUAPYNKUTEITHOTO MUCMO - C OPUTHHAIICH TIOJIITHUC;

B) I'bJIHOMOLIHUTE;

T') JeKJIapaluuTe;

1) “HpopMaIusTa 3a NpoaAyKTa (KpaTka XapakTepUCTHKa Ha MPOJyKTa, JINCTOBKA 3a MaIlUEeHTa,
JAaHHY BbPXY MbPBUYHATA U BTOPUYHATA OTIAKOBKA) HAa OBITAPCKU €3UK.

4. Tlpu npomneaypuTe MO B3aUMHO TMPU3HABAHE U JCICHTPAIUZUPAHUTE TMPOIEAYPH IO
paszpeiaBane 3a ynorpe0a/moHOBIBaHE HA Pa3pelICHUETO 3a yrnoTpeda nHpopMaIusaTa 3a IpoAyKTa Mo
T. 3, 6ykBa "n" ce mojaBa Hal-KbCHO J0 5 THU CJIEN Kpas Ha MeXAyHapojaHata (aza Ha mpoleaypara,
MpHUAPYXKEHA OT ChIIacyBaHaTa HHPOPMAIIHUS 3a MPOAYKTa Ha AaHTJIMICKH €3HK.

5. ITo npenenka MAJI moxe na M3MCKa JOMBIHUTEIHA XapTUEHU KON HA YaCTH OT JOCUETO.

IL. ITpo6u

1. ITpoOu oT KpaeH JIeKapCTBEH MPOAYKT UM OT MEXIUHHH MPOAYKTH

[IpeacraBsar ce mpobu OT HaW-MaaKO JBE Pa3IWYHU TapTHAM (TPU PA3TUYHH TAPTUIA 32
NapeHTepaIHU MPOJIYKTH) M CTAHJApPTHU BEIECTBAa B KOJIMYECTBA, IOCTaThbUHU 32 M3BBPIIBAHE HA JBA
II'BJIHY aHAJIN3A.

2. [Tpo6u oT U3XOAHM MaTepHaau (AKTUBHH U TIOMOIIIHH BEIIECTBA)

[Ipencrassar ce B konuyecTBa, mocoyeHu ot MAJL

3. IIpoOute o 1. 1 1 2 ce mpeACTaBAT B CPOK 10 7 pabOTHHU AHU ciie noucksane ot MAJL
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JlekapCTBEHM IPOIYKTH IO YTBBPJICHA PEIenTypa

. Spiritus salicylicus 1 % cutaneous solution

. Spiritus salicylicus 2 % cutaneous solution

. Spiritus Aethylicus 70 per cent cutaneous solution

. Tinctura iodi 5 per cent cutaneous solution

. Paraffinum liquidum (Oleum Vaselini) oral liquid

. Spiritus Camphoratus 10 % cutaneous solution

. Norsulfazolum (Sulfathiazol) cutaneous powder

. Antimyco-Acid cutaneous solution

. Antimyco-Beta cutaneous solution

10. Spiritus Mentholi 1 %

11. Tinctura crataegi, drops

12. Magnesium sulphate powder

13. Carbo activatus

14. Wishnevsky ointment

15. Solutio Rivanoli (Solution Ethacridine lactate 0,1 % cutaneous solution)
16. Solutio iodi spirituosa (Alcocholic iodine solution) 5 per cent cutaneous solution
17. Hydrogen peroxide 3 per cent cutaneous solution
18. Spiritus Lavandulae 1 % cutaneous solution

19. Lactic acid solution 3 per cent vaginal solution

20. Ammonia solution 10 per cent cutaneous solution
21. Solution Fuchsini 1 % w/w cutaneous solution

22. Anestesol cutaneous solution

23. Solutio Pyoctanini cutaneous solution

24. Permethrin cutaneous solution

25. Tinctura "Castellani - Hefe" cutaneous solution

26. Menthol 2 % ointment

27. Rivanol 1 % ointment

28. Tinctura Valerianae drops

29. Mixtura alba (Zinc ointment 1 g/10 g) cutaneous suspension
30. Kalii Permanganas (Potassium permanganate) powder for cutaneous solution
31. Salicylic acid/resorcinol cutaneous solution

32. Ichthyol 50 %, 10 % ointment

33. Oleum Ricini solution

34. Emulsio benzyl benzoate 25 % cutaneous emulsion
35. Dermatol cutaneous powder

36. Tinctura Menthae, drops

37. Expectorans Ne 5, syrup

38. Jodaseptadon cutaneous solution

39. Spiritus Aethylicus 90 per cent cutaneous solution
40. Spiritus Aethylicus 95 per cent cutaneous solution
41. Tinctura Castelani cutanfous solution.

O©oOo~NOoO Ol WN -
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Mopayn 1: AnMuHHCTpaTUBHA HHPOPMAITHS

1.0. IlpuapyxuTenHo TUCMO

1.1. Cpabprkanue Ha ISLIOTO JOCKE (Ha BCHUKH MOJIYJIA OT 1 710 3 BKJIFOYHMTEIIHO)

1.2. (u3m. - JIB, Op. 47 ot 2011 r.) 3asBnenue cpriacuo 4i. 7, an. 1, 1. 1, 6yksa "a"

[TocoyBaT ce UMETO U a/pechT HA 3asIBUTENS, KAKTO U UMETO U aIpeChT HA MPOU3BOJIUTEIIUTE U
Ha MecTaTa, KBbJAETO CE€ U3BbpIIBAT pa3JIMYHUTE €Talld OT IPOU3BOJACTBOTO (BKIIOUUTEIHO
MIPOU3BOJIUTEINA Ha KpalHUS MPOIYKT W MPOU3BOJIUTEINTE Ha aKTUBHOTO(MTE) BellecTBO(a), a KOrato
1Ma BHOCHUTEN - U UMETO U a/IpeEChT HA BHOCUTEJIS.

KannunareTt TpsiOBa 1a MOCOYM BHUJIA HA 3asBJICHUETO U KaKBH MPOOHM U CTaHJApTHU BEIIECTBa
ca NMPUJIOKEHH, aKO MMa TaKHBa.

KakTo e mpenBuieHo BbB popMmysipa 3a 3asBICHUE, 3asIBUTEINUTE TPsIOBaA J1a IPEJICTaBAT JaHHU
3a JIEKapCTBEHUS MPOAYKT, KOWTO € MpeIMET Ha 3asBJICHUETO, 3aKOHOBOTO OCHOBAaHHUE Ha 3asiBICHUETO,
npejiaranus mpuTexares Ha pa3pelieHrueTo 3a ynorpeda u mpou3BoauTens(ure).

1.3. Uadopmanus 3a mpoyKTa

1.3.1. Kparka xapakTepucTHKa Ha MPOAYKTa, HPOEKT 3a JaHHUTE BBPXY II'bpPBHYHATA U
BTOpUYHATa OINAKOBKAa M IMPOEKT 3a JIMCTOBKA Ha Obarapcku esuk. Kparkara xapakTepucTuka Ha
npoaykra e cbriaacHo mpuiokenue Ne 11. Ilpoekt 3a maHHUTE BBbpPXY NbpBUYHATA U BTOPUYHATA
OMaKOBKa M MPOEKT 3a JIMCTOBKA Ca B CHOTBETCTBUE C HM3MCKBaHuATa Ha TiaBa VI na 3JIIIXM wu
Hapenbara o wi. 170 3JITIXM.

1.3.2. Maketu Ha IbpBUYHATAa W BTOPUYHATA OINAKOBKA M JIMCTOBKUTE 3a JIEKAPCTBEHUS
MPOJYKT B ChOTBETCTBUE ¢ M3KcKkBaHuATa Ha rnaBa VI na 3JIIIXM u napenbara mo wi. 170 3JIIIXM.

1.3.3. MocTpu OT MbpBUYHA U BTOPUYHA OMAKOBKA U JINCTOBKA (110 BH3MOXKHOCT).

1.4. Undpopmanus 3a eKCriepTUTe

Excnieprure no wi. 27, an. 4 3JIIIXM Tpsa0Ba a U3roTBAT NOoApOOHU JOKIJIAIH OT OLIEHKATa Ha
JOKYMEHTUTE M JaHHUTE, ChIbpPIXKAIlU Ce B JOCHUETO 3a pa3pelllaBaHe 3a ynorpeba, U B 4aCTHOCT B
MoayJ 3 U eKkcnepTHUTe cTaHoBUIA. OT TSIX ce U3UCKBA Ja pas3rienar KpUTUYHUTE BBIPOCH, CBBP3aHH
C KauecTBOTO Ha JIEKApCTBEHUSl MPOAYKT, KaTO MU3THKHAT BCUYKHM JIaHHU, KOUTO Ca OT 3HAYEHHUE 3a
OLIEHKaTa.

Te3u m3uckBaHus TpsiOBa na ObAAT M3MBIHEHHW O] (opmara Ha MPEACTaBEeHH B MOAYNI 2 Ha
JIOCHETO 3a pa3peliaBaHe 3a ymoTpeOa o0Imo pe3omMe Ha kKadecTBOoTo. B momynm 1 ce mpeacraBst
JeKIapanuy, MOAMUCAHA OT eKCIEePTHTe, 3aeqHO C KpaTka MHGopMaius 3a TIXHOTO oOpa3oBaHHeE,
oOyueHue u mpodecruoHaIeH OIHT.

Excniepture TpsiOBa 1a MMaT MOAXOIA1Ia CTICUATHA WU MPOQPEeCcCHOHATHA KBaTU(DUKAIIHSL.

[Ipodecrnonannara Bpb3Kka MEXIy €KCIiepTa U 3asiBUTeNs TpsiOBa na Obae oOsiBeHa.

1.5. CnenuduvH U3UCKBAHUS KbM JTOKYMEHTAIIUATA

1.6. O1ieHka Ha pUCKa 3a OKOJIHATa cpefia

Tam, KbIETO € TMPUTIOKUMO, 3asBICHHUSTA 32 pa3pellaBaHe 3a yrmorpeda TpsOBa Ja BKIIOYBAT
Iperjies Ha OlEHKa Ha PHCKa, B KOATO C€ JaBa OILEHKAa OTHOCHO BB3MOXKHHUTE PHUCKOBE 3a OKOJHATa
cpela BCIEACTBHE Ha H3IOJI3BAHETO W/WIW H3XBBPJSIHETO HA JIEKAPCTBEHUS NPOAYKT, KAKTO U
MPEJIOKEHUS 32 MOJAXOASIIN YKa3aHUd M MpeaynpexIeHus B MHpopMaiusaTa 3a MpojaykTa (KpaTka
XapaKTepUCTHKA Ha MPOJYKTa, TUCTOBKATa M OMAaKOBKUTE). MIHpopMaIusaTa o OTHOIIEHUE HA PUCKA 3a
OKOJIHAaTa cpejia ce MPEeACTaBs KaTo JOMbIHEHUE KbM MOy 1.

1.7. Undopmanus no oTHOLIEHHE Ha JIeKapCcTBEeHaTa 0€30MacHOCT

1.7.1. Cuctema 3a jieKkapcTBEHA OE30MaCHOCT



[Ipencras ce moapoOHO OMMCaHUE HA CHCTEMAaTa 3a JIEKapCTBeHa 0€30MacHOCT, KOSTO I11e Obe
BBBEJICHA OT 3asABUTENA, ChIIacHO WwiI. 27, ai. 1, T. 12 3JIIIXM.

To TpsbBa na BKIIOYBA JIOKA3aTENCTBO, Y€ 3asABUTENAT pasnojara ¢ KBAIM(UIUPAHO JIUIE,
OTTOBapAIIO 3a JiekapcTBeHaTa 6e3omacHoCT chritacHO Wwi. 186 3JITIXM, u ¢ He0OX0UMHUTE CPEICTBA 32
cboOIIaBaHe Ha BCAKAKBa HEXKEJIaHa JIEKapCTBEHA peakiys, Bb3HUKHaNIa B EBponeiickara 0OIIHOCT Min
B TpETa CTpaHa.

To3u paznen ce U3MCKBA MPHU BCSIKO HOBO 3asBJICHHE (BKIIOUMUTEIHO 33 paslIMpsBaHe 0OXBaTa
Ha pa3pelieHueTo 3a yrnoTpeoa).

1.8. loxymeHTHTE, MOCOUEHU B pa3nen 6 Ha npuioxeHue Ne 1

1.9. Ceptuduxar 3a J{oOpa nmpou3BOACTBeHa MpPaKTUKa WA CEPTHU(PHUKAT, YIOCTOBEPSIBAIll, Ye
MPOU3BOJICTBOTO HA JIEKAPCTBEHUS TMPOAYKT € W3BBPIIEHO B CBHOTBETCTBHE CbHC CTaHIApPTH,
€KBUBAJICHTHU Ha cTaHAapTuTe Ha JloOpara Mpou3BOACTBEHA MPAKTHUKA, U3/1aJIeH OT KOMIIETEHTEH OpraH
Ha JbpKaBa OT EBpPOMENHCKOTO MKOHOMHUYECKO MPOCTPAHCTBO HIJIM OT Jbp)KaBa, C KOSATO € B CHIA
CIOpa3yMeHHE 3a B3aUMHO MIPU3HABAaHE Ha MHCIIEKIIMUTE.

1.10. Crimcwk Ha ABpIKAaBUTE, B KOUTO JICKAPCTBEHUAT MPOAYKT € pa3pelicH 3a ynorpeda

B ciywaii ye nexapCTBEHHMAT MPOAYKT HE € paspelieH 3a ymnorpeda B JbpaBaTa Ha
MIPOU3BOJICTBO, CE MTOCOYBAT MPUYNHUTE 33 TOBA.

1.11. Coucbk Ha BCHUYKU IBpP)KaBU, B KOWTO € MOJAJCHO 3asBIICHUE 3a paspellaBaHe 3a
ynoTpeoda

1.12. JlokyMeHTH, yIOCTOBEPSIBAIIIM, Y€ JHUIIETO, KOETO MOJaBa 3asiBICHUETO, € YII'BIHOMOIIEH
MpeACTaBUTEN Ha JULETO 1o wi. 26 3JIIIXM

1.13. oroBop MexIy HpUTeXaTels Ha pa3pelieHUeTo 3a ymnoTpeda M OTrOBOPHHUTE 3a
0cBOOOKJaBaHE Ha MAPTHUIN/TIPOU3BOJICTBO/BHOC

1.14. Jleranu3upana Aekiapanus, MOAMKCAHAa OT KBATH(PHUIMPAHOTO JHIE, 33 ChIJIacHe 3a
MIPOU3BOJICTBO, KOHTPOJI H T.H., BB3JIOKEHO C JIOTOBOP OT MPUTEKATEISI Ha pa3pelIeHHeTo 3a ynorpeda
(cbe 3aBepKa Ha MOJIKUCA U TPABOMOIIMSTA HA KBATU(UIIUPAHOTO JTUIIE).

Monyn 2: JlekapcTBeHH NPOIYKTH MO YTBBPACHA PELENTypa

Pestomerara Ha maHHUTE B MOAYN 3 ChbIbpKaT OuOIMOrpadcKu AaHHU WU EKCHEPTHU
CTaHOBHUIIA 3a ABJITOTOAMIIIHATA U Oe301MacHa yrmorpeda Ha MPOAYKTA.

Monyn 3: Xumuko-hapmaleBTUUHa JOKYMEHTAIUS 33 JIEKapCTBEHH MPOAYKTU MO YTBBPICHA
perenrtypa

. OGmoTo chABpKAHKME HA MOIYN 3 €, KAKTO Cle/Ba:

3.1. Ceabprxkanue Ha MOIYT 3

3.2. JaHHUn

3.2.S. AKTHBHO BEIIECTBO

3.2.S.1. Obu1a nnpopmanus

3.2.S.1.1. Homenknatypa

3.2.5.1.2. Ctpykrypa

3.2.S.1.3. O0uw cBoicTBa

3.2.5.2. IlpousBoicTBO

3.2.S.2.1. [IpousBoauten(un)

3.2.S.3. KoHTpOJ Ha aKTUBHOTO BEILIECTBO

3.2.5.3.1. Cnetmdukanms

3.2.S.3.2. AHaIUTUYHU METOOUKHU

3.2.5.3.3. BanuaupaHe Ha aHATUTUYHUTE METOIUKHU

3.2.5.3.4. Ananu3 Ha napTUAU

3.2.S.4. Cuctema onakoBKa-3aTBapsiHE

3.2.S.5. CrabunHoct

3.2.P. JIekapCcTBEH IPOIYKT



3.2.P.1. Onucanue u cbCcTaB Ha JIEKAPCTBEHUS IPOAYKT

3.2.P.2. ®apmanieBTHUHO pa3paboTBaHe

3.2.P.3. IlpousBoacTBo

3.2.P.3.1. IIpousBoauTten(un)

3.2.P.3.2. [Ipou3BoacTBEHA perenTa

3.2.P.3.3. Onucanue Ha MPOU3BOACTBEHUS MIPOIIEC U KOHTPOJIA IO BpEME Ha MPOU3BOJICTBOTO

3.2.P.3.4. KoHTpoJ Ha KPUTUYHUTE €TANN U MEKIUHHUTE NPOTYKTH

3.2.P.3.5. Banuaupane u/wim orieHKa Ha MPOU3BOJICTBEHUS MPOIIEC

3.2.P.4. KoHTpoi Ha MOMOIIHUTE BEIIECTBA

3.2.P.4.1. Cneundukanuu

3.2.P.5. KoHTpoJ Ha JIeKapCTBEHUSI IPOLYKT

3.2.P.5.1. Cneundukanmsi(u)

3.2.P.5.2. AHanuTUYHU METOOUKHU

3.2.P.5.3. Banuniupane Ha aHAJTUTUYHUTE METOAUKHU

3.2.P.5.4. Ananus Ha napTuau

3.2.P.6. CtangapTHH BellIECTBA WJIK CPABHUTEIIHU MaTEepUaIH

3.2.P.7. Cuctema onakoBKa-3aTBapsiHE

3.2.P.8. CrabunHoct

3.2.P.8.1. O6001eHe Ha U3MUTBAHUATA 332 CTAOMIIHOCT U 3aKITIOUCHHE

3.2.P.8.2. Jlanuu 3a CTaOUIHOCT

3.2.R.3. Ceptudukar(u) 3a ChOTBETCTBHE

II. OCHOBHM IPUHIUIK U U3UCKBAHUS

1. MadopmarmsaTa ce mpeacTaBs B IB€ OCHOBHH YacTH: 4acT 3.2.S - 32 aKTUBHUTE BEIIECTBA, U
gact 3.2.P - 3a kpaiiHus nexapcTBeH MpoAykT. Koraro nekapcTBEHHUST MPOIYKT ChABpKA MOBEYE OT
€IHO aKTUBHO BEUIECTBO, B YacT 3.2.S ce mpezacTaBs mbiiHA WH(OPMAIHS 332 BCIKO aKTUBHO BEUIECTBO
MOOTAEITHO.

2. Monorpapuute Ha EBpomeiickara Qapmakones ce mnpuiaraT 3a BCHYKH BEIIECTBA,
Ipernapary U JeKapcTBeHU (popMH, KOMTO ca BKJIIOUEHH B Hesl. 3a JApyruTe BellecTBa BCsKa JAbpikaBa
YJIeHKa MO>K€ J]a U3UCKBA CIIa3BaHE Ha HAallMOHAIHATa CH (papMaKores.

[Ipu aHanUTUYHK METOIUKH, BKIIOUeHU B EBporeiickaTta ¢apmakornes, ONMCaHUETO BbB BCEKU
pazzen Moxe aa ObJie 3aMEHEHO C TOYHOTO UM [TOCOYBaHE B ChOTBETHAaTa MOHOTrpadusi(un) niau odma(n)
rinaBa(u) Ha papMakonesTa, ako TaM METOAMKHUTE ca OMHMCAaHU 10CTaThbuHO MOJPOOHO.

3. B ciyuaif ye u3XoeH Marepuall, CypoBHHA, aKTHUBHO BEILIECTBO MJIM ITOMOLIHO BEIIECTBO HE
ca onucaHu HUTO B EBporeiickaTta ¢apmakomnes, HUTO BbB (papmakornes: Ha Jbp)kaBa WieHKa, OU MOTJIO
Jla ce MpUeMe ChbOTBETCTBUE C MOHOTpadus oT (hapMakornesTa Ha TpeTa IbpKaBa.

4. JTo nMeTo Ha BCEKM paszen Ha 4yacT 3.2.S ce mocoyBaT MMETO Ha aKTUBHOTO BEUIECTBO, 3a
KOETO C€ OTHAcsl CbOTBETHHUST Pa3/iell, U HETOBUAT Mpou3BoauTen. Jlo IMETO Ha BCEKH pas3zell Ha 4acT
3.2.P ce moco4yBaT MMETO Ha JIEKaPCTBEHMS MPOIYKT, 32 KOMTO C€ OTHACs pa3leNnbT, U ChOTBETHATA
nekapcTtBeHa popma. B Moayn 3 Ha 1ocuero crienraiHo BHUMaHUE ce OT/ENs Ha CIeIHUTE €JIEMEHTH:

3.2.S. AKTMBHO BELIECTBO

3.2.S.1. O6ma uadopmarus

3.2.S.1.1. Homenknarypa

Nupopmanysara OTHOCHO HOMEHKJIATypaTa Ha aKTUBHOTO BEIIECTBO BKJIIOYBA MPENOPBHYAHOTO
MEXyHApOJAHO HENMaTeHTHO uMe; (apmakorneitHo uMme (B EBpomeiickata ¢apmakones wid ako B Hes
HsIMa - B Ipyra gapMakories), XUMHUYHO UMe/UMEeHa; (pupMeH Win 1abopaTopeH KoJl; pYTd HEeMaTeHTHH
MMEHa; peructpanroHer HoMep cbrimacHo Chemical Abstract service (CAS Ne).

3.2.S.1.1.1. 3a pactuTenHu BemiecTBa: OOTAHMYECKOTO HAYYHO MME Ha pacTeHUeTo/ara (pof,
BUJI, BapHeTET U ABTOpP), XEMOTHUII, OOIIONPUETOTO UME HA PACTUTEIHOTO BEIECTBO HAa JIATUHCKHU U
OBIATapCKU €3UK, U3MOI3BAaHU YaCTH OT PACTEHUETO Ha JIATUHCKHU €3HK.



3.2.5.1.2. Ctpykrypa

[IpencraBsaT ce choTBETHATA CTPYKTYpHA (OpMYyJia, BKIFOUATEIHO OTHOCHUTEIHA M aOCOIIOTHA
cTepeoxuMuyHa Gopmyrna, MoJIeKyTHa popMyiia ¥ OTHOCHTETHA MOJICKYJTHA Maca.

3.2.5.1.2.1. 3a pacTuTenHH BENIECTBA: ONHCAHWE HA PACTUTEIHOTO BEIIECTBO (MakKpo-,
MUKPOCKOIIMH ), ONTMCAHUE Ha CbCTABKUTE C U3BECTHO TEPANIEBTUYHO JACHCTBUE WM MapKEPH.

3.2.S.1.3. O0uwm cBoicTBa

TpsabBa na 6baaT MOCOYCHHN (PU3MKOXUMUYHHUTE M JPYTUTE CBOWCTBA Ha aKTUBHOTO BEIICCTBO,
HaIlpuMep BBHIICH BU/I, IBAT, PU3NYHO CHCTOSTHUE, pa3TBopuMOocT, pH u pKa, Touku Ha TomeHe u/min
KHUIIEHE, XUTPOCKOIMUYHOCT U JIp.

3.2.S.2. [IpousBoacTBO

3.2.S5.2.1. IIpousBoauten(un)

[IpencraBsaT ce uMeHara, aApEeCUTe U OTTOBOPHOCTUTE HA BCEKH MTPOU3BOAUTEIL.

3.2.5.2.1.1. 3a pacturenHu BeUleCTBa - HMMEHATa, aJpPECUTE U OTTOBOPHOCTUTE HA BCEKU
MIPOM3BOUTEN, HAYWH HA TPOU3BOACTBOTO M CHOMpPaHE Ha PACTCHUSATA, BKIIOUYHUTEIHO TeorpadCKust
M3TOYHHK Ha JICKApPCTBEHOTO PACTCHHE, YCJIOBUSTA 3a KYJITHBHpaHe, ChOMpaHe, 00padoTKa, CyIICHE
(BKIIFOUMUTEITHO TPOU3BOJICTBEHU CHOPBHKEHUS, BKIFOYCHU B IMPOM3BOJICTBEHMs Tpoliec/ ChbOMPAHETO),
OMaKOBKa M YCJIOBHS Ha ChbXpaHEHUE.

3.2.5.3. 3a pacTUTEHM BelIecTBa - HHGOPMAIIHS 32 IMECTUIININA, TSKKA METaH, adJIaTOKCUHU
1 MUKPOOMOJIOTUYHO Ka4eCTBO.

3.2.S.4. KoHTpoJ Ha aKTUBHOTO BEIIECTBO

3.2.5.4.1. Cnetmuduxamnms

[Ipencrass ce cnenudukanusaTa Ha 3asIBUTEIIS 32 PYTUHEH KOHTPOJ Ha aKTUBHOTO BEIIECTBO.

3.2.5.4.1.1. 3a pacTUTEJHH BEIIECTBA - W3MUTBAHMUS 3a TMECTUIMIN, TEXKKH METAlIH,
a(hIaTOKCUHUA U MUKPOOHOJIOTMYHO KauyeCTBO.

3.2.5.4.2. AHANTUTUYHN METOIUKU

[IpeacraBsAT ce aHATUTUYHUTE METOJUKH HA 3asBUTENIS 32 U3MUTBAHE Ha aKTHBHOTO BEILIECTBO.

3.2.5.4.3. BanuaupaHe Ha aHATMTUYHUTE METOIUKHU

[IpencraBs ce nHpopmanusa 3a BAIUIUPAHETO HA aHAJTUTHUYHUTE METOAMKHU 32 W3MHUTBAHE HA
aKTUBHOTO BEIICCTBO.

3.2.5.4.4. Ananu3 Ha napTUAU

[IpencrassaT ce pe3yaTaTuTe OT KOHTPOJIA, TPOBEICH BHPXY OTICIHU MAapPTUIU, U ONMCAHKUE Ha
CHOTBETHUTE MAPTHAU (1aTa U MICTO Ha MPOU3BOJICTBO, TOJIEMUHA HA MMAPTHIUTE).

3.2.S.5. Cuctema onakoBKa-3aTBapsiHE

[Ipencrass ce onucanue Ha cUCTEMara OT OMAKOBKATA M HEMHOTO 3aTBapsiHE, KAKTO U TEXHUTE
cnienuduKanum.

3.2.S.6. CtabuiaHOCT

3.2.5.6.1. O60o0meHne Ha U3MMTBAHUATA 32 CTAOWITHOCT U 3aKITFOUCHUE

TpabBa nma ce 000OHIAT BUIOBETE MPOBEACHUW W3MHTBAHMS, W3MOJI3BAHUTE MPOTOKONU U
pe3yATaTuTe OT M3MUTBAaHMATA. B 3aKiOUYEHHMETO ce TMOCOYBAT YCIOBUATA 32 ChXPAHEHHE, KAKTO U
CPOKBT, CJlell KOMUTO € HEeOoOXOIMMO TMOBTOPHO W3MHTBAHE, WM CPOKHT HA TOJHOCT, OOOCHOBAaHU C
pe3yATaTUTE OT U3MUTBAHUATA 32 CTAOUITHOCT.

3.2.P. JlexapCcTBEH NPOIYKT

3.2.P.1. Onucanue u CbCTaB HA JIEKAPCTBEHUS IPOIYKT

[IpencraBs ce onmucaHue Ha KpaliHUS JIEKapCTBEH MPOAYKT M HEeroBus chcTaB. MHbopmanusaTa
BKJIFOYBA OIMMCAaHHUE Ha JEKapcTBeHaTa (popMa M ChCTaBa C BCHYKU CHCTABKHM HA KPAWHHS JIEKapCTBEH
MPOJYKT, TAXHOTO KOJUYECTBO, KAKTO U (DYHKIIMUTE HA ChCTaBKUTE:

a) AKTUBHHTE BEIECTBA:

3a pacTUTENHO BEIIECTBO/MpEnapar - OMNKMCAHME Ha PACTUTEIHOTO BEIIECTBO/Mpernapar,
BKJTFOUUTETHO (DU3UIHO CHCTOSTHUE, CHOTHOIIICHUE Ha PACTUTETHO BEIIECTBO KbM PACTUTEIICH IIpemapar;



M3MO0JI3BaHU PA3TBOPUTEIIN 32 €KCTPAKIIUSL.

0) IloMomHuTe BeliecTBa HE3aBUCHUMO OT TSIXHOTO €CTECTBO M M3IMOJ3BAHOTO KOJIUYECTBO,
BKJTIOYMTETHO KOHCEPBAHTUTE, CTAOUIM3ATOPUTE, CTBCTUTEIUTE, EMYJITaTOPUTE, OJ00PSBALIUTE BKyCa
U apomaTa BeIlecTBa U JIp.

CpcTaBKUTE HA JIEKAPCTBEHUTE MPOJYKTH CE 00SIBSABAT IO CJIEIHUS HAUMH:

a) BemectBata, Britouenu B EBporelickara ¢dapmakornes, Wik ako HE ca BKJIIOYEHU TaMm, B
HalMOHaNHaTa (apMakornes Ha HSIKOS OT JAbPXKaBUTE YICHKH - 4Ype3 3arjlaBUETO Ha BBIIPOCHATA
dapmakorneiina MoHOrpadus ¢ mocouBaHe Ha (apMaKoIesTa.

6) Ocrananure BemiecTBa - upe3 MexAyHapoaHoto HernateHTHO uMme (INN), mpenmopbsyaHo ot
CBeToBHaTa 37jpaBHA OpraHU3allvs, WIK aKO HSIMa TaKOBa - TOYHOTO Hay4YHO 0003HAUYCHHE; BEIIECTBATA,
KOUTO HSMAaT MEKIYHapOJHO HENAaTEeHTHO MME WJIM TOYHO HayyHO OOO3Ha4YeHME, CE ONMCBAT 4pe3
MOCOYBaHE KaK W OT KAakBO ca MPOM3BEICHH, IOMBIHEHO, aK0 € HEOOXOAMMO, C JPYrd Ba)KHU
OPOOHOCTH.

B 3aBucumoct ot jekapcTBeHara ¢popMa KOJIMYECTBOTO Ha BCSIKO aKTUBHO BELIECTBO B KpaHUs
JIEKapCTBEH MPOJYKT CE [MOCOYBA YPE3 J030BA €AMHMIIA UM 3a €IUHUIA Maca WA 00EM.

3.2.P.2. ®apmanieBTHUHO pa3paboTBaHE

Tosu pasgen TpsOBa na Chbabpka KpaTka HH(GOpPMAIMs OTHOCHO CBHCTaBa, JICKapCTBEHATa
dbopMa, TPOU3BOJACTBEHHS TMpPOIEC, CHCTeMara OT ONaKoBKaTa M  HEWHOTO  3aTBapsHeE,
MUKPOOHUOJIOTHYHUTE XapaKTCPUCTHKH.

3.2.P.2.1. 3a pacturenHo BelIeCTBO/IMpemapaT - KBIETO € MPWIOKHMO, c€ OoOCHXKIaT
pe3ysTaTuTe, KaTo ce CpaBHsBa (PUTOXUMUYHHAT ChCTaB HAa MPOIYKTHUTE, M3MOJI3BAHU B MOJKpENa Ha
6ubnrorpadcku 1aHHU, U HA pa3padOTBAaHUS PACTUTEIICH JIEKAPCTBEH MPOIYKT.

3.2.P.3. IlpousBoacTBo

3.2.P.3.1. IIpousBoauten(un)

[locoyBaT ce MMETO, aApechT U OTTOBOPHOCTTa HA BCEKU IPOU3BOJAUTEN, BKIFOUYUTEIHO
MOAU3IBIHUTENUTE, KAKTO U BCHMYKH MECTa Ha MPOU3BOJCTBO HJIM MECTa, Ha KOUTO CE€ H3BBPIIBAT
MIPOU3BOJICTBO M M3MUTBAHMUS.

3.2.P.3.2. [Ipou3BoacTBEHA penenTa

[IpencraBs ce Mpou3BOACTBEHATA PELIEIITA, ChbPrKallla CIUCHhK HAa BCUUKU ChCTABKHU, KOUTO C€
M3MOI3BaT B MPOU3BOJICTBEHUS MPOIEC Ha JIeKapcTBeHaTa (opma, TEXHUTE KOJIMYECTBA 3a MapTUIA,
BKJTFOUUTEITHO U3JIMIIBIIUTE, U MPENpaTKa KbM CTAHIAPTUTE 33 TAXHOTO Ka4eCTBO.

3.2.P.3.3. Onucanue Ha MPOU3BOJCTBEHUS MPOIIEC U KOHTPOJIA IO BpEME Ha TPOU3BOACTBOTO

Onucannero Ha HayMHa Ha IPOM3BOJCTBO TpsiOBa Ja € MpEACTaBeHO Taka, 4ye Ja JaBa B
J0CTaThUHA CTETEeH WH(OpPMAIIKA 32 €CTECTBOTO Ha ONEPALMUTE U JIa BKIIOYBA Ha-MallKO CIIEHOTO:

a) [TocouBar ce pa3nmU4YHMUTE €Tanu OT IPOU3BOJCTBOTO, BKIIOUUTEIHO KOHTPOJIBT Ha Ipolieca
1 CbOTBETHUTE KPUTEPHH 32 MPUEMAHE, TaKa Y€ J1a MOXKE J1a CE HAlpaBU OLEHKA JaJId M3I0JI3BAHUTE 32
IIPOM3BOJICTBOTO Ha JIeKapcTBEHaTa (opMma Ipolecd OMxa MOINIM Jia JOBeNaT A0 HeOJaronpusiTHa
MIPOMSIHA B ChCTABKUTE HA MPOAYKTA.

6) [Ipn HempexkbCcHAT MPOU3BOJCTBEH MPOIEC C€ MpeAcTaBd MbIHA HHPOpPMAIMs OTHOCHO
MpUJIaraHuTe MEPKH 3a OCUTypsIBAaHE HA XOMOT'€HHOCTTA Ha KpailHUS JIEKAPCTBEH MPOAYKT.

3.2.P.3.4. KOHTpOJ HAa KPUTUYHUTE €TAN U MEKINHHNATE NTPOTYKTH

BxitouBar ce AaHHM 3a KOHTPOJHUTE M3MUTBAHUA Ha MPOJAYKTa, KOUTO C€ IMPOBEXKAAT Ha
MEX/IMHEH eTarn OT MPOU3BOICTBEHHUS MTPOLIEC, 32 J1a CE OCUTYPH ITOCTOSHCTBO MPHU IPOU3BOJCTBOTO.

3.2.P.3.5. BanuaupaHe u/uiu olleHKa Ha IPOU3BOCTBEHHUS MIPOIIEC

[IpencraBar ce onucanue U pe3yaTaTH OT €KCIIEPUMEHTATTHUTE U3CIIeIBaHMs 3a BalUAUpaHe Ha
KPUTUYHUTE €Tanu U KPUTUYHUTE U3MUTBAHMS B IPOLIECa HA TPOU3BOACTBO.

3.2.P.4. KoHTpOJ Ha MOMOUIHUTE BEMIECTBA

[Ipencras ce nHPOpMAaIs OTHOCHO Ka4eCTBOTO M KOHTpOJA Ha Te3u MaTepuanu. [Ipencrass
ce nH(popmanus, KOATO Ja MOKa3Ba, Y€ MaTepraIuTe OTTOBapAT Ha MOAXOMASIIN CTaHJIAPTU C OTJIe] Ha



MpeIHa3HAYCHUETO UM.

3.2.P.5. KonTpon Ha nekapcTBEHUS TPOIYKT

MakcHMaTHOTO TOMYCTUMO OTKJIOHEHHUE OT ChABPIKAHUETO Ha aKTUBHOTO BEIIECTBO B KpalHUs
JIEKapCTBEH MPOAYKT TpsiOBa na He mpeBumaBa = 5 % 1o BpeMe Ha MPOM3BOJACTBOTO, aKO HsAMa
JOCTaThYHO OCHOBAHHE 3a TO-TOJISIMO OTKJIOHEHHE. 3a PACTUTEIHH TMPOAYKTH: JOMycKa ce
MaKCHMaJHOTO OTKJIOHEHHE OT CBhIbPKAHMETO HAa aKTHMBHOTO BemlecTBO na Obae + 10 % mnopaau
MPUPOJHUS MY MPOU3XO0J, MHOTOKOMIIOHEHTCH ChCTaB U MUHUMAJIHA KOHIICHTpAIlUs Ha BEIIECTBAaTa,
U3IMOJ3BaHU 3a Mapkepu. B u3bpoeHuTe mo-moiy pasieid ce mpeiacraBs noapoOHa mHbopManus 3a
cnernuduKranuuTe (32 0CBOOOKIaBaHEe U 3a CPOKa HA TOJHOCT), 000CHOBaBaHE Ha M300pa UM, METOIHUTE
3a aHaJIM3 U TAXHOTO BaJUIUPAHE.

3.2.P.5.1. Crnenuduxarms(un)

[IpencraBar ce cnenu@uUKaMuTe MPU OCBOOOKAABAHE U 32 CPOKA HA TOJJHOCT HA JIEKApCTBEHUS
MPOJIYKT.

3.2.P.5.2. AHaTUTUYHU METOIUKUA

3.2.P.5.3. BanuaupaHe Ha aHATMTUYHUTE METOIUKHU

3.2.P.5.4. Ananu3 Ha napTuau

[IpencraBsr ce pe3yyTaTuTe OT aHAIW3 HA TAPTUIN M ONMCAHKUE HAa ChOTBETHUTE IMAPTH/IH.

3.2.P.6. CtangapTHH BellleCTBA WJIM CPABHUTEIIHU MaTEpUaIH

[IpemapaTuTe 3a cpaBHEHHE W CTaHIAPTHTE, KOMUTO CE M3MOJI3BAT 3a M3IMUTBAaHE HA KpaWHUs
JIEKapCTBEH MPOJIYKT, C€ MOCOYBAT U CE€ OMKCBAT MOJIPOOHO, aKO HE ca onucaHu B pazaen 3.2.S.5.

3.2.P.7. Cuctema onakoBKa-3aTBapsiHE

Omnucea ce cucreMara OT ONaKOBKAa M HEHHOTO 3aTBapsHE, BKIIOYUTEIHO HJICHTUYHOCTTA Ha
BCEKH MaTepHal 3a u3paboTBaHe HA MbPBUYHATA OMAKOBKA, U CE MPEACTABIT CIICU(UKAIUATE UM.

3.2.P.8. CrabmiHOCT

3.2.P.8.1. O6001IeHre HAa H3MUTBAHUSATA 32 CTAOMIIHOCT M 3aKJTFOUCHUC

O060061maBar ce BUI0BETE MPOBEICHU U3NUTBAHMUS, U3IIOI3BAHUTE TPOTOKOIU U PEIYATATUTE OT
W3MHATBAHUATA. 3aKIIOUYCHUETO TPSOBA JIa ChIbPKA MPEUIOKCHHE 33 CPOK HA TOJHOCT U YCIOBHSI 3a
ChbXpaHEeHHEe, BKIIOUMTEIIHO CIlIe[] OTBapsiHe, CIle/ paszTBapsiHe/pa3pekiaHe/cycrneHanpaHe (KbAETO €
MIPUIJIOKUMO), 0OOCHOBAHO C PE3yJITaTH OT U3NUTBAHUATA 32 CTAOUITHOCT.

3.2.P.8.2. JlanHM 3a CTaOMIIHOCT

B moaxosin hoopMar ce mpeacTaBsAT MOAPOOHHUTE PE3yJTaTH OT U3CICABAHUSITA 32 CTA0MIIHOCT,
BKJIFOUMTETHO WH(GOpMallMsg OTHOCHO AaHAIMTUYHUTE METOJMKH, M3MOJ3BaHM 3a TOJy4yaBaHE Ha
JTAHHWTE, U BAIMTUPAHETO HA TE3U METOTUKH.



