HAPEJIBA Ne 27 OT 15 FOHU 2007 I'. 3A UBUCKBAHUSATA KbM JAHHUTE U
JOKYMEHTALMSATA 3A PASBPEIIABAHE 3A YIIOTPEBA U
PETUCTPALMSA HA JIEKAPCTBEHU ITPOAYKTHU

H30a0ena om Munucmepcmeomo Ha 30paseonazsanemo

O6wn. /IB. 6p.54 om 3 FOnu 2007e., uzm. /[B. 6p.33 om 30 Anpun 2010e., uzm. /IB.
op.A7 om 21 IOnu 20112.

Pasznea .
OO0 moJI0KeHus

Yn. 1. (1) C ta3u Hapeaba ce OmpeneisT U3UCKBAHUATA KbM JaHHUTE W JOKYMEHTAIUATA, KOUTO CE
MPEJCTaBAT 32 pa3pelIaBaHe 3a yrnorpeda WM perucTpanms, 3a pa3liupsBaHe Ha 00XBaTa, MPOMSHA H
MOJTHOBSIBAHE HAa Pa3pelICHHETO 3a YNoTpeda WM PErucTpanus 10 HalMOHATHA IpOLeaypa, IO
mporenypa MO B3aUMHO TMPH3HABaHE M 10 JCIEHTpaIM3MpaHa NpoIeaypa 3a BCHYKH BHIOBE
JICKApCTBEHH MTPOILYKTH.

(2) He ca oOekT Ha Ta3u Hapenda JIeKapCTBEHH MPOJYKTH, KOUTO BiIn3aT B o0xBata Ha Perimament (EO)
Ne 726/2004 na Esporneiickust mapiament u Ha CbBera or 31 mapt 2004 r., yTBBpIKAaBAIIl MPOIETYPH
Ha OOImHOCTTa 3a pa3pelmaBaHe Ha M KOHTPOJ BBPXY JIEKAPCTBEHH NPOAYKTH 33 XyMaHHA H
BeTepUHApHa ynorpeda 1 MOCTaHOBSBAII Ch3J]aBaHETO Ha EBporielicka areHIus mo jJekapcTaara.

Y. 2. (U3m. - [IB, 6p. 47 ot 2011 r.) (1) Jocuero 3a pa3peinaBaHe 3a ynorpeda Win 3a perucTpaius Ha
JIEKapCTBEH MPOJYKT W 3a pa3llMpsiBaHEe Ha 00XBaTa Ha pa3pelieHue 3a ymnorpeba ce mpencrTaBs Ha
OBArapcku WM aHIVIMHCKU €3UK B akTyalleH (opmar "esnekTpoHeH OO TEXHHUYECKH IOKYMEHT',
ChOTBETCTBAIl Ha ykasanusta B "benexku kbMm 3asBurenute” (Notice to Applicants), Tom 2B Ha
"IlpaBunata Ha EBpomeiickust cbro3 3a sekapcrBenn npoayktu” (The Rules Governing Medicinal
Products in the European Union), myOnukyBaHu Ha cTpaHUIlaTa B MHTEpHET Ha EBponeiickara KOMHCHS.
(2) Jocueto 3a mpomsiHA W TIOJHOBSIBAHE Ha pa3pelIeHHe 3a yrnoTpeda, ChOTBETHO HA PErdcTpalus Ha
JIEKapCTBEH MPOJYKT, C€ MPEACTaBs Ha OBITAPCKU WU aHTJIMICKU €3UK BBB popMmat "O011 TEXHHUYECKH
JOKYMEHT" WM akTyaneH ¢opmar “erekTpoHeH OOII TEXHHYECKH JOKYMEHT , ChOTBETCTBAIl Ha
ykazanusTa B ToM 2C "Benexku KbM 3asBUTENNTE .

(3) Hocuero ce mpeacrass B meT MOIyJ1a ChrilacHO wi. 7, ai. 1, T. 1.

(4) Undopmarusita, KOSITO Ce ChABPXKA B JJOCHETO, TpsiOBa Ja ChOTBETCTBA HA yKa3aHHsTa 3a GopMara,
ChIBbPKAHUETO U CHUCTEMaTa 3a HOMEepHpaHe, 1MocodeHu B TomoBe 2B u 2C, KakTo M Ha Hay4yHUTE
PBKOBOJICTBA 32 Ka4yecTBOTO, O€30MacHOCTTa W €(PUKACHOCTTa Ha JIEKAPCTBEHUTE TIPOIYKTH 3a
XyMaHHaTa MEIUIIMHA, BKIItoueHU B ToMoBe 2A, 3, 4, 9 u 10 na "lIpaBunata Ha EBpomneiickusi cbio3 3a
JIEKapCTBEHU MPOIYKTH .

(5) Yacrra Ha mocuero, cBbp3aHa C KauecTBOTO (XMMHKO-(hapMalieBTUYHA M OMOJOTrWYHA), TpIOBa Ja
CHOTBETCTBA M HA MOHOTpauuTE U Ha o0IuTe T71aBU Ha EBpomneiickara hapmakories.

(6) Uadopmanusra no wi. 27, an. 1, 1. 18, 19, 20, 21 u 22 or 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B
xymanHara meauiuHa (3JIIIXM) ce akTyanusupa OT 3asBUTENs J0 3aBbpIIBaHE Ha MPOIEIypaTta Mo
M0JIa/ICHOTO 3asiBIICHUE.

(7) C uem MOHHMTOPHHI Ha OIEHKAaTa IOJ3a/pUCK BCSKa HOBa WH(OpMAIMs, HEBKJIIOUCHA B
I'bPBOHAYAIIHOTO 3asBJIIEHUE 3a pas3pellaBaHe 3a ymnorpeba WIM perucrpanus, KakTo W IpuiaTa
uH(popMalMg 1O OTHOIIEHHWE Ha JIeKapcTBeHaTa 0e30IacHOCT ce MpeAcTaBAT B M3mbiaHuTenHata
areHIysl 1o JICKapCTBaTa.

(8) Cnien mosryyaBaHe Ha pa3penieHHe 3a yrnoTpeoa/y10CTOBEpeHUE 3a PErUCTPAIlHs 32 BCSIKA IPOMSHA B



JTaHHUTE B JOCHETO TPsiOBa Ja Ce MOJaBa 3asBICHUE 3a MPOMSHA B CHOTBETCTBHE C M3HCKBAHUSATA Ha
Pernament (EO) Ne 1234/2008 na Komucusita OTHOCHO Pa3riieKIaHETO Ha IMPOMEHUTE B YCIIOBHUATA Ha
paspelieHusTa 3a THPrOBUSL C JIEKAPCTBEHH MPOAYKTH 3a XyMaHHA yHoTpeba W BETEpUHAPHU
JIeKapCTBEHH TMPOJYKTH, Ha CHOTBETHHTE pbKOBojacTBa OT '“llpaBmiata Ha EBpomeiickusi cbhio3 3a
JIEKapCTBEHH MPOAYKTH' M HA Ta3u Hapenoa.

Un. 3. [JlaHHuTe B JOCHMETO OTHOCHO NPOM3BOACTBOTO Ha JIGKAPCTBEHUS MPOAYKT, IMOJANEH 3a
paspeliaBane 3a ynorpeba WM perucrpanus, TpsOBa aa J0Ka3BaT ChOTBETCTBHETO HA YCIIOBHSTA Ha
MIPOM3BOJICTBO C M3MCKBAHMATA HA I0OpaTa MpOM3BOJICTBEHA MpaKkTHKa Ha EBponetickus cpro3, 3JIIIXM
Y HOPMATHUBHUTE aKTOBE 10 MIPUJIATAHETO MY.

Un 4. B JOCHUETO Ha JICKAPCTBCHUA IIPOAYKT CC MPECACTABA LisjIaTra I/IH(bOpMaHI/ISI 3a OLCHKaTa Ha
JICKApCTBCHUA MMPOAYKT, HE3aBUCUMO OaJIk € 6HaFOHpI/IHTHa NI H66HaFOHpI/I$ITHa, BKIIIOUHUTCIIHO JaHHHU
3da BCHUYKH HC3aBLPIICHU HJIIKM IPCKPATCHU Q)apMaKO'TOKCI/IKOHOFI/I‘lHI/I WINn KIMHWUYHKW M3IUTBAaHHUA C
IMpOAYKTa u/unm 3aBbpPUICHU U3IMUTBAHUSA, CBbP3aHU C HE3AsABCHHU TCPAIICBTUYHU IMOKAa3aHU.

Yo, 5. [lpencraBenuTe B JOCHETO  HA  JICKQPCTBEHHS  MPOAYKT  HEKIMHUYHU
(bapMaKoIOrHIYHO-TOKCUKOJIOTHYHH) U3MTUTBAHUS TPSAOBA [1a ca MPOBEACHH ChIVIACHO M3MCKBAHUSITA Ha
HapenOara mo wi. 5, ai. 6 ot 3akoHa 3a 3aIIKUTa OT BPEIHOTO BH3ACHCTBHEC HA XUMUYHHUTE BEIIECTBA U
npernapaTtd WK ChIVIACHO M3UCKBAHHATA HAa HAIIMOHAIHOTO 3aKOHOJATEICTBO HA JPYTUTE IbpIKaBU
YJICHKH, BbBekAamo pasnopendure Ha JupektuBa 2004/10/EC 3a npuHnmnure Ha goOpara
nabopaTopHa NPAaKTUKA U TAXHOTO NpUJIaraHe MpH U3IMUTBAHETO HA XUMHUYHU BEIIECTBA.

Un. 6. [IpencraBeHnTe B JOCHETO Ha JICKAPCTBEHHS MPOAYKT KIMHUYHM HM3MHUTBAaHUS TpsOBa Ja ca
IIPOBE/IEHU CHIVIACHO M3MCKBAaHUATA Ha JoOpaTa KIMHUYHA npakTuka, 3JIIIXM u HopMaTUBHHUTE aKTOBE
10 IPWJIAraHETO MY.

Paszgea I1l.
N3ucKkBaHusl KbM JaHHHUTE, KOUTO CHABP:KA JOKYMEHTANMSATA 32 pa3pelliaBaHe 3a ynorpeda u
perucTpanus Ha JeKapcTBeHU MPOAYKTH

Yn. 7. (1) (U3m. - [IB, Op. 47 ot 2011 r.) 3a pa3pemaBane 3a ynorpeda Ha JEKapCTBEHH MPOIYKTH 10
. 27 3JIIIXM 3asBurenar mpeactaBs B M3nbiHUTENHATa areHmus IO JIEKapcTBaTa clexHaTa
JOKYMEHTAIHS .

1. nocue, KO€eTO ChABPKA:

a) momyn 1. 3asBiIeHHE 3a pa3pelieHHe 3a ynoTpeda WM perucTpanus 1o oOpasel, YTBBPICH OT
M3ITBJIHUTENHUS tupektop Ha MAJL, ammMuHuECTpaTnBHA MH(OpMAIUS ChITIACHO TpuiioxkeHne No 2 u
npunokenue Ne 2.1, a koraTo € He0OXOUMO - U ChIIacHO mpuiiokeHue Ne 2.2 u npusoxenue 2.3;

0) Moy 2: pe3romMeTa Ha JaHHUTE B MOAYiH 3, 4 u 5 cbritacHo npuiioxenue Ne 3;

B) MOAyn 3. XMMHUKO-(hapMaleBTHUHA M OMOJIOTMYHA JOKYMEHTAIMs ChINIACHO npuiiokeHne Ne 4 u
CBHOTBETHO: ChIITacHO Mpriokenne Ne 4.1 3a nexkapcTBEHH MPOAYKTH, TIOJTYYEHH OT YOBEIIKA KPBB WIIH
IU1a3Ma; ChIMIacHO npuiiokeHne Ne 4.2 3a BaKCHUHH, ChIiacHO npuioxenue Ne 4.3 3a XxoMeonmaTuyHU
JIEKapCTBeHH MPOAYKTH 10 wi. 36, an. 1 wim mo wi. 35, an. 3 3JIIIXM wu ceritacHo npmioxenne Ne 4.4
3a PaCTUTEIHH JIEKApCTBEHH MPOAYKTH;

r) MOy 4: TOKJIaJu OT HEKIIMHUYHH U3MUTBAHUS ChIVIACHO MpuiioxeHue Ne 5;

) MOAYJ 5: TOKJIaW OT KIIMHUYHU M3MHUTBAHMS ChITIACHO NprItoskeHune Ne 6;

2. mpoOM OT KpalHUs JIEKapCTBEH MPOAYKT M CTaHJAPTHH BELIECTBA, MPUAPYKEHHU OT AHAIUTHYHU
cepTHU(HKATH, TPOOU OT MEXKAUHHU MPOIYKTH WM U3XOIHHU BEILECTBa, Mpu noucksane ot MAJIL



(2) (Ot™m. - IB, 6p. 47 ot 2011 1.)

(3) 3a paspemaBaHe 3a ymorpeba Ha JIeKapcCTBEHH MPOAYKTH mo wi. 56, am. 1 3JIIIXM, koraro
3asBUTENIAT HE MOJXKE Jia MPEICTAaBU U3YEePIATEIIHA HEKIMHUYHY M KJIMHUYHU JaHHU B MoAyiu 4 u 5, ce
npeAcTaBsi 000CHOBKA ChIiIacHO mpuiiokenue Ne 6.1.

(4) 3a paspemaBane 3a ynorpeda Ha paguodapManeBTUIIM U TPEKYPCOPH 3asIBUTEIISAT MPEACTaBs TOCHE
mo an. 1, T. 1, xaro moxynu 3, 4 u 5 ca cboOpa3eHu ChC crenuPUIHUTE OCOOCHOCTH, MOCOUYEHU B
npuiioxenue Ne 7.

(5) (U3m. - B, 6p. 33 or 2010 r., B cuma or 05.04.2010 r.) 3a paspemaBane 3a ymoTpeda Ha
JIEKapCTBEHH MPOJYKTH 332 MOJICPHA Tepamusl 3asBUTENAT NpeACcTaBs qocue 1o an. 1, T. 1, karo momynu
1, 3,4 u 5 ca cro0pazeHu CbC CrIEUPUIHUTE OCOOCHOCTH, ITOCOUCHHU B MpuiiokeHune Ne 8.

(6) B ciayuaute o an. 4 u 5 npu nouckBane ot M3mbJIHUTEIHATA areHIIMS 110 JIEKapCTBATa 3asBUTEIISAT
MPEACTaBs U MPOOUTE U JOKYMEHTHTE 1Mo ai. 1, T. 2 u 1o ai. 2.

(7) 3a paspemiaBane 3a ynorpeba Ha JIeKapcTBEHH MPOAYKTH 10 wi. 67, ain. 1, 1. 3 3JITIXM moayn 3 Ha
JOCUETO HE CE MPEIICTaBsI.

(8) 3a pasperraBane 3a ynmorpeba Ha JEKapCTBEHH MPOAYKTH 1o wi. 67, am. 1, 1. 1 u 2 3JIIIXM B
Moynu 3, 4 u 5 Ha ToCHeTO 3assBUTENSAT MPEICTaBs JaHHU, OTHACAIIM CE 10 ChOTBETHATA IIPOMSIHA.

(9) (M3m. - ]IB, Op. 47 ot 2011 r.) 3a paspeimiaBane 3a yrnorpeda Ha JIGKApCTBEH MPOAYKT IO MPOIeaypa
10 B3aMMHO MTPU3HABAHE KbM JIOCUETO 3aSBUTEIIAT MPEIICTABS:

a) JeKJapaiys, 4e JOCHETO € HJICHTHYHO Ha HAJUYHOTO B pedepeHTHAaTa IbpXkaBa 4YICHKA U B
3aCErHATHUTE AbPKaBU YWICHKH;

0) Komue OT pa3peIIeHUETo 3a yroTpeda, u3aaaeHo ot pehepeHTHaTa Ibp)KaBa UICHKA.

(10) (Homa - [IB, 6p. 47 ot 2011 r.) 3a paspemaBane 3a ymorpeba Ha JIEKAPCTBEH MPOIYKT IIO
JETCHTpATM3UPaHa MPOLEeAYpa KbM JOCUETO 3asBUTEIST MPEACTABS ISKJIapalysl, 4e TO € HICHTUYHO Ha
HAJIMYHOTO B pe)epeHTHATA JbPKaBa WICHKA U B 3aCETHATUTE IbPYKABH YWICHKH.

Y. 8. (1) 3a paspemaBane 3a ynotpeda Ha JIEKapCTBEHU MPOAYKTH - allePreHH, 3asIBUTEIIST MPEICTaBs B
M3mbiHuTEeNHATA areHys 1o jJeKapcTBaTa JOKYMEHTAIHMATa 1o 4. 7/, choOpa3eHa ChC CHelUpUUHUTE
0c00EHOCTH Ha JIEKAPCTBEHUS IPOAYKT, U3XOTHUTE MaTepPHAJIN U BUIA HA aJIepreHUTe.

(2) (U3m. - B, 6p. 47 ot 2011 r.) 3a rpymna JieKapCTBEHH MPOJYKTH - AJEPreHH, MPH €IHOBPEMEHHO
MpEeJICTaBsIHE Ha IThJIHATA JOKYMEHTAIUS 3a pa3peliaBaHe 3a ynorpeda Ha BCHYKH MPOAYKTH B rpynara
3aBUTENIAT I10/1aBa €JHO 3asBJIEHUE. 3aelHO ChC 3aSBICHUETO C€ IPEJCTaBs U CIHUCHK C TOYHO
OIMCaHME Ha BKIIIOUEHHUTE B TPyIaTa JIEKapCTBEHU MPOIYKTH.

(3) I'pynupanero Ha JEKapCTBEHHTE HPOJYKTH - alEPreHH, MO 3asBICHUS CE H3BBPIIBA CIIOPE.
U3XO/IHUTE aJIEPreHHN MaTepHalli ChIIIACHO AHATOMO-TeparneBTUYHO-XuMHYHaTa Kiacudukanus (ATC
kon) Ha CBeToBHAaTa 3/paBHA OpraHW3alus, JieKapcTBeHaTa (opma, KauyeCTBEHHs ChCTaB H
npenHa3HaueHneTo (3a AMArHOCTHUKA WM JiedeHHe). B eaHa rpyma morat ga ObaaT BKIIOYCHH CaMo
JIEKapCTBEHH TPOJYKTH, MpHHAAIeKAM KbM enqud ATC Koj criope/i aKTHBHOTO BEHIeCTBO (IIETO HUBO
Ha KOJa), W TNpH YCIOBHE, Y€ HE C€ pa3iuyaBaT MO JieKapcTBeHa (opma, KayecTBEH ChCTaB (c
U3KJIFOUCHHE HAa aKTHBHUTE BEIECTBA) U MPeIHa3HaYeHUE (3a JICUCHNE WM 33 THArHOCTHKA).

(4) Koraro nexapcTBeHUST MPOIYKT HE MOXe Aa Obae kinacudumnmpan no koukpereH ATC kox criopen
aKTUBHOTO BEIIECTBO, OCBEH koja "Pa3Hu", wim jexkapcTBEHMST MPOAYKT ChAbpika KOMOWHALUS OT
aKTHUBHM BEIIECTBA, TOW HE MOXKe Ja ObJe BKIIOYEH B Ipyla W 3a BCEKH TaKbB NMPOIYKT C€ IM0JaBa
OT/IJTHO 3asBJICHHUE, C U3KIIOYEHHE Ha CITyJauTe 110 aji. S5 u 6.

(5) JlexapcTBeHuTE POIYKTH 1O al. 4, ChIBPIKAIIM CaMO €THO aKTHBHO BEIECTBO M MMAIHU €HAKBHB
Ka4eCTBEH ChCTaB (BKJIFOYBAIIl M aKTHMBHOTO BEIECTBO), MOTAT Ja ObJAT BKIIOYEHH KaTO Irpymna B ¢IHO
3asBJICHHME, aKO OTIOBAPST HA JIPYTUTE U3UCKBAHMA 32 BKIIOUBAHE B Tpyna 1o aj. 3.

(6) JlekapcTBeHHMTE TPOAYKTH MO al. 4, ChIbpKAIIA KOMOHMHAIMS OT aKTHBHH BELIECTBA M HMMAIIU
eIHAKbB KaYECTBEH ChCTaB (BKIIIOYBAI M aKTHBHUTE BEIIECTBA), MOTaT Ja ObJIaT BKIIOYEHH KaTo rpymna
B €IHO 3asBJICHUE, aKO OTroBapsAT Ha JpYrMTe M3MCKBaHMs 3a BKIIOYBAaHE B Ipymna Mo al. 3 U



KOJINYECTBEHOTO CHOTHOIICHUE MEXy aKTHBHHUTE BEUIECTBA B KOMOMHAIMATA € €IHAKBO BB BCEKH OT
MIPONYKTUTE B rpyIara.

(7) I'pynupane He ce M3BBPIIBA 3a JIGKAPCTBCHU MPOAYKTH - aJepPreHH, MPECTABISABAIIN XHUMUKAIH,
KOUTO ca MPeJHa3HAYE€HHU CaMo 3a JMArHOCTUKA HAa KOHTAKTEH ACPMATUT, WIA XUMUYECKU CUHTE3UPAHU
MIPONYKTH.

Un. 9. 3a pa3pemaBane 3a ynorpeba Ha JIEKApCTBEH MPOIAYKT Mo wi. 28, win. 29, an. 1 wim i 32
3JIIIXM 3asBuUTENAT NUpPEACTaBA AOKYMEHTAlUsATa MO WI. [/, KaTo JOCHETO € ChoOpa3eHO CbC
crienu(pUIHNUTE U3UCKBAHUS Ha mpritokeHune Ne 9.

Un. 10. 3a pa3pemaBane 3a ynorpeda Ha Mogo0eH OMOIOTHYEH JICKApPCTBEH MPOMYKT 1o wi. 29, am. 2
3JIIIXM 3asBUTENAT TpPEACTaBs JOKYMEHTAIMATAa IO WI. [/, KaTo JOCHETO € ChOOpa3eHO ChC
cieun(puIHMUTE U3UCKBaHUA Ha npuioskeHue Ne 10.

Ui 11. 3a pazpemaBane 3a ynorpeda Ha JEKapCTBEH MPOIYKT C BIM3AII0 B ChCTaBa aKTUBHO BEIIECTBO
¢ 100pe ycranoBeHa ynoTpeba no wi. 30, an. 1 3JIIIXM 3asBUTeNAT nMpeAcTaBs TOKYMEHTALUATA O YJl.
7, KaTO JIOCHETO € ChboOpa3eHo ChC Crenn(PUIHNTE U3UCKBAHUS Ha mputokeHne Ne 11.

Y. 12. (1) 3a paspemaBane 3a ynorpeda Ha JICKAPCTBEHU HPOJYKTH ChC CMECEHO JOCHE 3asBHTEIST
Ipe/CTaBs JTOKYMEHTAIMATA 0 Wi, 7, KaTo Moyl 4 u/wim Moayn 5 ca KOMOMHAIMS OT JOKJIAIA OT
HpPOBE/ICHH COOCTBEHH HEKJIMHUYHU M/WIN KIIMHUYHH U3IUTBAHUS U OT Oubimorpadus.

(2) 3a Bceku otaeneH ciydail M3mbiaHUTENHATA areHIMs 110 JIEKApCTBATa PellaBa dajid MPEIJIOKESHHST
OT 3asBUTeNIs (hopMaT Ha MPeJICTAaBEHOTO J0CHe 1o al. 1 oTroBapst Ha U3UCKBAHUATA HA Hapenoara.

Un. 13. 3a pa3pemaBane 3a ynorpeda Ha jekapcTBeH mpoaykT mo wi. 30, am. 2 m wi. 31 3JIIIXM
(bukcupana KOMOUHAITUS) 3aABUTEIST MPEACTABs JOKYMEHTAIMATA 110 4. 7, KaTO JaHHUTE B MOIYJIH 4
1 5 ca 3a KOMOMHAIUATA.

Yn. 14. (1) 3a perucrpamnus Ha XOMEONATHYEH JIEKApCTBeH MpoaykT no wi. 35, an. 3 3JIIIXM
3asIBUTEIIAT MPEICTaBs JOKYMEHTAIMSTA 110 9. 7/, ¢ U3KJITFOYCHNE Ha MOy 5.

(2) 3a Bcska nunicBaria HHGOpMAIKs B MOAYJI 4 ce Tpe/icTaBss 000CHOBKA.

(3) Tlpu enHOBpeMEHHO IMMOJaBaHe Ha JOKYMEHTAIMsS 3a PErHCTPallds Ha TIpylna XOMEOMaTHUYHU
JIEKapCTBEHH MPOIYKTH 3a€HO ChC 3asBJICHUETO C€ MPEACTaBs U CHHCHK Ha BKIIOUEHHUTE B Tpylara
JICKaPCTBCHH MTPOTYKTH.

(4) I'pymupaseTo Ha XOMEOMATHYHUTE JIEKAPCTBEHH MPOMYKTH IO 3asBICHHUS CE H3BBPIIBA CIOPE.T
MPOM3X0/a Ha M3XOJHUTE MaTepuaiu (pacTUTENICH, XUMHUYCH, OMOJIOTWYEH, MHHEpaJeH, HO30H WJIH
JpyT), JIeKapcTBeHaTa popMa U MpeTHa3HAYCHUETO.

Yn. 15. (1) 3a perucrpauus Ha TPaJAUIMOHEH PACTUTENECH JEKapCcTBEH MpoaykT mo wi. 37 3JIIIXM
3asBUTEINAT NPEACTaBs JOKYMEHTAIHSITA TI0 WI. 7/, C U3KITIOYCHUE Ha MOy 5.

(2) Kparkara xapakTeprCcTUKa Ha MPOJAYKTHTE MO aji. 1 MOXKe Ja He ChAbpXkKa JaHHUTE 1o wi. 34, ai. 1,
1. 5 3JIIIXM, ocBeH ako ca HeoOxXoauMH 3a Oe30macHaTa yrnorpeda Ha MpoayKTa.

(3) 3a mponykrtute Mo an. 1 B mMoxaynm 1 Ha 1OCHMETO 3a perucrpanusi ce MPEACTaBAT M KOMHS OT
HAIMYHHATE Pa3pelieHus 3a yrnotpeda Wi yI0CTOBEPEHHS 32 PETHUCTPAINs Ha PACTUTEITHUS JIEKapCTBEH
MPOAYKT, U3/IaJICHN OT AbprKaBa - WieHKa Ha EBpomelickus cbio3, MM OT TpeTa AbpiKaBa, U KOMHS OT
OTKa3|, IPUAPYKEHH C MOTHBUTE 33 PEIICHUETO.

(4) 3a mpomykrtute mo anm. 1 MoXe Aa HE ce NPEACTAaBIT HEKIMHUYHH JaHHH, akO Bb3 OCHOBA Ha
uHpOpMaMATa OT TPAAUIIMOHHATA yIoTpeda Ha JIEKapCTBEHMS MPOIYKT Oe3BPEAHOCTTa MYy € JOKa3aHa
IIPU IOCOUEHHUTE YCIOBUS Ha yroTpeoa.



(5) 3a mpoayktute mo an. 1 qocueTo Chabpxka OMOIHOrpadCKU WM CKCIIEPTHU J0Ka3aTeICTBa, Yue JI0
JaTata Ha IOJAaBaHE Ha 3asBJICHUETO JIEKAPCTBEHMSIT MPOAYKT WM CHOTBETCTBAIl MY IMPOIYKT HUMa
Haii-manko 30-rogumiHa ynmorpeba B CBETOBHATA MEAUIIMHCKA MPAKTHKA, BKIIOYUTEIHO Hail-mMainko 15
roguHu ynorpeba Ha TeputopusTa Ha EBpomeiickata oOmHOCT, U OuMOIMOrpadCKu JaHHU OTHOCHO
0€30MMacHOCTTa Ha TIPOAYKTA, 3a€HO C CKCIIEPTEH JAOKIIA.

(6) 3a mpoaykTu mo aji. 1 Wik 3a KOMOMHUpAH PACTUTENICH JIEKAPCTBEH MPOAYKT JTOKYMEHTAIIUATA 3a
peructpanus chabpxa u Janaute mo wi. 38, ain. 1 3JIMTXM.

(7) Tlo uckane Ha M3mbJIHUTEIHATA arcHIMS MO JIEKApCTBAaTa 3asBUTEIAT MPEACTaBs JOMBJIHUTEITHU
JaHHY, He0OXOTMMHU 32 OILIEHKA Ha OE30MMaCHOCTTA Ha JICKAPCTBEHUS IPOAYKT 110 ai. 1.

Yn. 15a. (Hos - B, 6p. 33 or 2010 r., B cuna ot 30.04.2010 r.) 3a paspemaBane 3a ymorpeda Ha
JIEKapCTBCHH TPOJYKTH MO YTBBpPJEHA pELeNnTypa, MOCOYeHH B mpuioxeHne No 21, 3asBUTEnsT
npeAcTaBst gocue mo 4wi. 7/, ain. 1, 7. 1, ceappxkamo moaynu 1, 2 u 3, KaTo JOCHETO € ChOOPa3eHo C
W3HCKBAHUSATA, IOCOYCHH B MPUIIOKCHHE No 22,

Paszgea I1.
"a" Kinacupukauusa na npomenure (Hos - IB, 6p. 47 ot 2011 r.)

Yn. 156. (Hos - JIB, Op. 47 ot 2011 r.) IIpomenute morar na 6baat ot tum IA/IAIN, tun 1B, tun 11,
pasmupsiBaHe Ha 00XBara Ha pa3pelIeHHEeTO 3a ymoTpebda W CIHCNIHH OTPAaHUYUTEIHH MEPKH 3a
0e30I1acHOCT.

Yn. 158. (Hos - JIB, 6p. 47 ot 2011 r.) (1) Karo mpomenu ot tum |A ce kmacuduuupar clieaHUTE
POMCHHU:

1. npoMeHHu OT aJIMHHUCTPATUBEH XapakTep, CBbP3aHH ChC CAMOJIMYHOCTTA M JaHHUTE 32 KOHTAKT ChC:
a) MPUTEKATEIS HA Pa3pelIeHHETO 3a yroTpeda/yI0CTOBEPEHUETO 3a PETHCTPAIIHNS;

0) mpOM3BOIUTENST WJIM OCTABYMKA HA BCEKH HW3XOJICH MaTepHall, PEaKTHB, MEXKIMHHO BEIIECTBO,
aKTHBHO BEIIECTBO, M3MOJI3BAHU B TPOIECa HA MPOU3BOICTBO WK B TOTOBHSI IIPOIYKT;

2. IPOMEHH, CBbP3aHH ChC 3ATMYABAHETO HA BCEKH MTPOU3BOJCTBEH OOCKT, B T. 4. 32 aKTUBHO BEIIIECTBO,
MEXTMHEH WA KPaeH MPOIYKT, OMAKOBBUCH 0OCKT, POU3BOAUTEN, OTTOBOPEH 32 OCBOOOXKIABAHETO Ha
napTuad, 00eKT, B KOWTO C€ OCBILIECTBSIBA KOHTPOIBT HA MAPTUAUTE;

3. MpPOMEHH, CBBP3aHH C HE3HAYUTEIHH M3MCHEHHS B OJ00peHa METOMOJIOTHS Ha (PU3HKO-XHMHYHO
U3IHUTBAaHE, MPU KOWUTO 3a AaKTyaJu3uWpaHaTa METOMOJOTUs € [0Ka3aHO, Ye ¢ CKBUBAJICHTHA Ha
NPEUIITHATA METOIOJIOTHSI HA W3MHMTBAHE, MPOBEJCHN Ca CHOTBETHUTE YTBBPIAMTCIHU MPOYYBAHHS H
pe3ynaTaTuTe IOKa3BaT, 4Ye aKTyaJu3MpaHaTa METOAOJIOTHMsS Ha H3MUTBaHE € CKBUBAJICHTHA Ha
[PETUIIHATA;

4. npOMEHH, CBBP3aHH C BHBEXKIAHETO HA U3MCHEHHS B CHICHU(PHUKAIIMUTE HA AKTUBHOTO BELIECTBO WIIH
Ha TIOMOIIHOTO BEMIECTBO C I€J CHOTBETCTBHE C aKTyalH3alds Ha TPHIOKAMAaTa MOHOTpadus OT
EBporeiickara hapmakores WK OT HAIIMOHATHATA (hapMaKoriesi Ha IbPXKaBa YICHKa, KATO H3MEHEHHETO
ce MpaBU U3KIIIOUUTENHO C LIeJ ChOTBETCTBHE C (hapMakomnesTa, U crnenuduKanuuTe 3a crneuuGuaHuTe
CBOICTBA Ha MPOAYKTa OCTABAT HEPOMCHEHH,;

5. mpoMeHH, CBBP3aHU ¢ H3MEHEHUSI B OMTAKOBBYEH MaTepral, KOWTO HE € B KOHTAKT C TOTOBHSI IPOJYKT,
U KOMTO MPOMEHH HE Ce OTpa3siBaT Ha JOCTaBKaTa, yrnmorpedara, 0€30MacHOCTTa WK CTAOMITHOCTTA Ha
JIEKapCTBEHUS TIPOYKT;

6. IPOMEHH, CBbP3aHU C BBBEKIAHETO HA MO-CTPOTU I'PAHUIIM HA CIICHU(PUKAIIMUTE, KATO H3MECHEHHETO
HE € CJIEACTBHE OT aHT@KUMEHT OT TMpEeIWIIHA OICHKA Ja Ce TpepasriieaT TpaHWIUTE Ha
criennUKAMUUTE W HE € PE3yATaT OT HACTHIBAHETO HA HEMPEIBHICHH CHOMTHS MO BpeMe Ha
POM3BOICTBOTO.



(2) Karo npomenu ot tun Il ce knacupummpar cieIHUTe IPOMEHH:

1. mpomenu, cBbp3aHM c J00aBSHE HAa HOBO TEPANEBTHMYHO IIOKA3aHWE WM MOIUGHKAnus Ha
CBHIIECTBYBAILO;

2. TIPOMEHH, CBBP3aHU CHC 3HAYUTETHH MOTU(UKAMHM B KpaTKaTa XapaKTEPUCTHKAa Ha IPOJIYKTa,
MO-CHENHUATHO MOPaAX HOBU JaHHH 3a Ka4eCTBOTO, MPEIKIMHUYHM, KIMHUYHU JTAHHU WIMA JaHHH OT
(bapmakosoruuHara OIUTENHOCT (JekapcTBeHaTa 0€30IaCHOCT);

3. MpOMeHH, CBBP3aHH C MU3MEHEHHs HM3BBH O0XBaTa Ha OJOOpEHUTE Creuu(UKAINH, TPAHUIN WIN
KPHUTEPUH 3a IpUEMaHe;

4. TpOMEHHU, CBBP3aHM CHC 3HAYUTEIHM HM3MEHEHHUS B IPOU3BOJCTBEHHs IPOIEC, pPELEnTypara,
crienu(UKaIUUTE WIK BUIA IPUMECH Ha aKTUBHOTO BEIIECTBO WMJIM HA TOTOBUS JICKAPCTBEH MPOIYKT,
KOUTO MOTAT Jla UMaT 3HAYUTEIHO BH3JICHCTBHE BbPXY KaueCTBOTO, 0€30MacHOCTTa WM €(UKACHOCTTA
Ha JICKapCTBEHHS NPOIYKT;

5. mpoMeHH, CBbp3aHH C MOAM(HUKAINN B TIPOU3BOJCTBEHUS MPOIEC MIIM TPOU3BOJICTBEHUTE OOCKTH Ha
aKTHBHOTO BEIIECTBO 32 OMOJIOTMYHH JIEKAPCTBEHH MPOIYKTH;

6. mpoMeHHW, CBBP3aHM C BBBEXKIAHETO HAa MPOSKTEH JHAla3oH WM Pa3lIMpPeHHeTO Ha 0100peH
NPOEKTEH IUara3oH, MPH KOETO MPOEKTHUSAT AMANAa30H € pa3padOTeH B CHOTBETCTBUE C MPHIIOKHMHUTE
eBPOTEHUCKH U MEXITYHAPOTHU HayYHH HACOKH;

7. IPOMEHM, OTHACSIIU CE JI0 U3MECHEHHsS B aKTHBHOTO BEILECTBO HA CE30HHA, NpENNaHIeMUYHA WIIN
MaHAeMUYHA TPOTUBOTPHUITHA BAKCUHA;

8. B cimywaute o wi. 60, an. 5 3JIIIXM.

(3) IlpomsHa, kosiTo He ce sBsiBa pa3lIMpsiBaHe Ha oOXBaTta W YHUATO KIACH(HKAIUS OCTaBa
HeoIpe/iesieHa Clie/l puiiarane Ha kpurepunte (kiacuukanusra) o aji. 1 u 2, ce cunra 3a IpOMsIHA OT
tun Ib mo noxpazdupane.

Y. 15r. (Hos - JIB, 6p. 47 ot 2011 r.) Knacudukarmsra uva npomerute ot taun IA/IAIN, ot tun Ib u ot
tunt II, KakKTO W yClOBHSTAa, Ha KOWUTO TpsOBa 1a OTroBapsr, ca omnpeneneHn B ChoOmieHwe Ha
EBporneiickata komucusi - Hacoku 3a naHHUTE Ha pa3IMYHUTE KaTErOpPHH MPOMEHHU B YCIOBHUSATA Ha
paspelieHusTa 3a THPrOBHSI C JICKAPCTBCHW NPOJAYKTH 3a XyMaHHAa YIoTpeda W BETepUHAPHU
nekapctBenu npoayktu (OB, 2010/C 17/01).

Pazgen I11.
N3uckBaHusl KbM JAHHUTE, KOUTO ChABPKA JOKYMEHTANMATA 32 pa3lIupsBaHe HA 00XBaTa,
NPOMSIHA UJIU NMOJHOBSIBAHE HA pa3pellleHUeTo 3a ynorpeda UM yI10CcTOBEpPEeHUETO 3a
perucTpanus Ha JeKapcTBeHU MPOAYKTH

Yn. 15x1. (Ho - B, Op. 47 or 2011 r.) (1) 3a wu3BbpmBaHE HAa NPOMSHA TNPHUTEKATEIAT Ha
paspemienueTo 3a ymorpeba momaBa B MAJl 3asBinenue mo oOpasel, YTBBPACH OT HW3ITBIHUTEITHHS
nupektop Ha MAJL

(2) KbM 3asBiieHreTo mo aji. 1 ce mpusarar CleIHUTe JOKYMEHTH:

1. cichK Ha BCHYKH pa3pelieHus 3a ynoTpeda, KOUTO 3asiBICHUETO 3acsra;

2. OnKMCcaHKe Ha BCUYKH MOJIa/ICHH TPOMEHH, BKIIFOUUTEITHO:

a) B Cllyuail Ha HE3HAUUTEITHU POMEHU OT TUI |A - JaTaTa Ha MpuIaraHe Ha BCsSKa OMKMCaHa MPOMSHA,
0) B ciydail Ha HE3HAYMUTEIIHH MPOMEHH OT THM |A, KOUTO HE M3MCKBAT He3a0aBHO YBEIOMIICHHUE -
ONMMCAaHWE HAa BCUYKH HE3HAYMTENHHU NPOMEHU OT TWUN |A, HampaBeHW Npe3 MOCIEeTHHUTE JBaHAIECET
Mecella B YCIIOBHSTa Ha ChOTBETHOTO(HMTE) pasperienue(s) 3a ymorpeba, 3a Koeto (KOWTO) OIle HE €
NI0JIaJICHO 3asBIICHUE;

3. TOKyMEHTAIMATA 32 CbOTBETHATA NMPOMsHA, TocoueHa B Hacokure mo wi. 15r;

4. B cmy4auTe, KOraTo MpoMsiHaTa BOJAM J0 HJIH € CJISICTBHE OT JAPYTY IPOMEHH B YCIOBUSTA HA CHIIOTO



pasperieHue 3a ynorpeba - ornrMcaHue Ha Bpbh3KaTa MEX1y Te€3U IPOMEHHU,;

5. B cily4ail Ha IPOMEHHU B pa3pelleHus 3a ynorpeba, U31aJjeHH OT KOMIIETEHTHUTE OpraHy Ha Jbp)KaBU
YJICHKH - CIHCBHK Ha TE3W IbpPXKABH WIEHKH, KaTo, ako € NPUWIOXKHUMO, C€ MocouBa pedepeHTHaTa
I’bp>KaBa YJICHKa;

6. mpoOu OT KpaillHMs JIeKapCTBEH MPOAYKT M CTAaHAAPTHU BELIECTBA, MPUIPYKEHH OT AHATUTUYHU
cepTU(UKATH, IPOOU OT MEXAUHHU MPOTYKTH WM U3XOAHHU BEIECTBa, Ipu noucksane ot UAJT,

7. IOKYMEHT 3a IJIaTeHa IbpyKaBHA Takca chriaacHo Tapudara no wi. 21, an. 2 3JIIXM.

(3) B ciyuait ye mpomsiHaTa € CBbp3aHa C OCHOBHO JOCHE Ha aKTHBHO BEILIECTBO, C€ MPEACTAaBS U
JOKYMEHTAIs ChIVIacHO npuioxxenue Ne 14,

Ui 16. 3a pasmupsiBaHe Ha 00XBaTa Ha M3JAJICHO pa3pelleHue 3a ynorpeda mo wi. 66, am. 1 3JITIXM
3asIBUTEIIAT MpeCTaBs B M3bIHUTETHATA areHIIHS 10 JISKapCTBaTa!

1. (u3m. - IB, 6p. 47 ot 2011 r.) moayn 1 cerimacho ui. 7, an. 1, T. 1, Gyksa "a";

2. MOZyN 2 chraacHo npuioxenue Ne 3;

3. HOBHTE JaHHU B XMMHKO-(papMalleBTUYHATA U OHMOJIOTMYHATA JOKYMEHTAIlWsl, HEKJIMHUYHATA WM
KIMHAYHATa JoKyMeHTaimst (Moayn 3, 4 wiu 5);

4. (u3m. - 1B, 6p. 47 ot 2011 r.) npoOu OT KpalHHsI JIEKAPCTBEH MPOAYKT M CTAHIAPTHH BEIIECTBA,
MPUAPYKEHH OT aHAIUTUYHH CepTU(UKATH, MPOOU OT MEXIWHHH MPOJYKTH WU W3XOJHU BEIECTBA,
npu noucksane ot MAJI,

5. OIMCaHKe Ha CUCTEMAaTa 3a JIEKapCTBeHa 0€30MacHOCT, KOraTo € He0OXO0AMMO.

Yn. 17. (Orwm. - [IB, 6p. 47 ot 2011 1.)

Y. 18. 3a u3MeHeHHE BbB BBHIIHMS BUJ HA OMAKOBKATa W/WIH JIMCTOBKATa, HHOPMAIIUATA BBPXY TAX
u/WIM HauMHA Ha HEWHOTO MPENCTaBsHE, KOETO HE € CBBbP3aHO C MPOMSIHA B KpaTKara XapaKTepPUCTHKA
Ha MPOAYKTA, MPUTEKATENAT HAa pa3pelIeHHeTo 3a ynorpeba Ha JISKapCTBEHHs MPOAYKT INpesCTaBs B
W3meiHuTETHATA areHIHS 110 JIEKapCcTBaTa:

1. (u3m. - 1B, Op. 47 ot 2011 r.) 3asiBneHue mo oOpasell, YTBbPACH OT M3MBIHUTEIHUS TUPEKTOP Ha
AT,

2. 0IOOPEHUTE MAaKETH H/WITN JIUCTOBKH;

3. onmcaHue 1 000CHOBKA Ha N3MEHEHHETO;

4. MakeTH Ha MpeJaraHuTe HOBH OIIAKOBKH U/HJIM TUCTOBKHU chbriiacHo T. 1.3.3 ot npunoxenne Ne 2.

Un. 19. 3a mpexBbpisHE Ha TpaBara BBPXY pa3pemieHHeTo 3a ymorpeda mo wri. 73, an. 1 3JIIXM
MPUTEXKATENAT Ha pa3pellieHUeTo 3a ynorpeba Ha JeKapCcTBEHUs MPOJYKT MpeacTaBs B M3mbiaHUTEIHATA
areHIysl 1Mo JIeKapCcTBaTa:

1. (uam. - IB, Op. 47 ot 2011 r.) 3asiBneHne MO oOpa3zel], YIBBPJACH OT WU3IIBIHUTEIHHS TUPEKTOp Ha
HAIJT;

2. TOKYMEHTAIIUs ChIIacHO mpuioxeHue Ne 17.

Yn. 20. (1) 3a moxHOBsIBAaHE HA pa3pelieHHETO 3a ymoTpeda mo wi. 55, am. 2 wim an. 5 3JIIIXM
MIPUTEKATENAT Ha pa3pelIeHneTo 3a ynorpeda npeacrass B M3mbIHUTEIHATA areHIMA 10 JeKapcTBara:
1. (u3m. - IB, Op. 47 ot 2011 r.) 3asBneHue 1O 0Opa3sell, YIBBPJCH OT MU3MBIHUTEIHHS TUPEKTOp Ha
HAIJIL;

2. 00001IeHo Jocue chriaacHo npuitokeHue Ne 19.

(2) (U3wm. - ]IB, Op. 47 ot 2011 r.) B cimy4auTe, KOrato moJJaBaHETO HA 3asiBJICHUETO U JJOKYMEHTAIIUSATA
mo an. 1 ceBmaja mo Bpeme C MPOMEHW B pa3pelieHHeTo 3a yrmoTpeda, 3a MPOMEHHUTE Cce IOoJaBat
OTJENTHO 3asBJICHUE M JOKYMEHTalus chriacHo wi. 151, 18 unm 19. Te3u nmpomenu He ce oTpa3siBar B
JOKyMeHTaIusTa mo ai. 1.



JdonmbiaHuTe/IHM pa3nopeaodu

§ 1. mero Ha nekapcTBeHHs MPOAYKT (OTIEYaTaHO, HAMMKMCAHO PHKOIMKMCHO W M3PEYCHO) TpsiOBa Ja e
TaKOBa, Y€ Jla HAMAa PUCK OT OOBPKBAHE C UMETO Ha JAPYT JIEKapcTBeH MpoayKT. CBOOOIHO M30paHOTO
(TBProBCKOTO) MME Ha JICKAPCTBEHHsI MPOJYKT He TpsiOBa Jia BOJIH 10 00bPKBaHE C OOMIOMPUETOTO UME.
Nwmeto Ha nexkapcTBeHUs MPOAYKT TpsiOBa J1a HE MPEAU3BUKBA MOABEXK/IAIIN aCOLMAIIMH 110 OTHOIIICHHE
Ha CbCTaBa, KA4yeCTBOTO, TEpPANEBTUYHU WM (apMalleBTUUHU CBOMCTBA WM OCOOCHOCTH Ha
JIEKApCTBEHUS TIPOIYKT.

§ 2. ITo cmMuchia Ha Ta3u Hapenoa:

1. "ATC xon" e KOIBT Ha JIGKAPCTBEHUS NPOMYKT CBHITACHO AaHATOMO-TEPaleBTHYHO-XMMHUYHATA
kiacudukanus, u3noiasBana or CBeTOBHATA 3paBHA OpraHU3allys.

2. (m3m. - 1B, Op. 33 or 2010 r., B cuma ot 05.04.2010 r.) "BuosnoruueH JeKapcTBEH MPOAYKT €
IPOAYKT, YUETO AKTUBHO BEILECTBO € OMOJIOIMYHO BELIeCTBO. bUOIIOrMYHN JIeKapCTBEHU NMPOJYKTHU Ca:
MMYHOJIOTHYHUTE JICKAPCTBEHH MPOIYKTH U JIEKAPCTBEHUTE MPOAYKTH, ITOJIyYSHH OT YOBEIIKA KPBB WIIH
OT YOBEIlIKa IUIa3Ma; JIEKapCTBEHUTE NPOAYKTH, OOXBaHATH OT To4yka 1 Ha MPUIIOKEHHETO KbM
Pernament (EO) Ne 726/2004 na Espomeiickusi mapiament u Ha ChBera ot 31 mapr 2004 r.,
yTBBprKAaBal npoueaypu Ha OOIIHOCTTA 3a pa3peliaBaHe Ha U KOHTPOJ BbPXY JIEKaPCTBEHU MPOILYKTH
3a XyMaHHa W BETEpPHHApHA yNoTpeda W TOCTAHOBSBAIl Ch3AaBaHETO Ha EBporeiicka areHmus mo
JIeKapCcTBaTa; JEKapCTBEHUTE IPOAYKTH 3a MOJIEpHA Tepalnus, BKIYEHU B IpuiiokeHue Ne 8.

3. "Buonorn4yHo BemecTBO" € BEMIECTBO, KOETO € TMPOM3BEICHO WM H3BJICUECHO OT OHOJIOTHYCH
W3TOYHHUK M 3a YUETO OXapaKTepU3UpaHe M ONIpeAessiHE Ha KaueCTBOTO CE€ M3MCKBAa KOMOMHAIMS OT
GU3NYHN, XUMHYHH, OWOJIOTMYHU W3MWTBAHHS W OIICHKA Ha TPOWM3BOJCTBEHHUS INPOLEC W KOHTPOJIA
BBpPXY HEro.

4. "T'ocTonpueMHUK" € KJIETKAa WJIK OPraHU3bM, BB3IIPUEMYUB KbM ONpPEEICH UHPEKIIMO3EH areHT WiIn
MoJIoMaral| periKanusaTa Ha iaasMu, BUpyc WK Apyra popMa Ha 4yX/1a HyKJIEMHOBA KUCEIHHA.

5. "3asgBuren" e nmuuero mo wi. 26, aim. 1 3JITTXM.

6. "M3xoneH MaTepuan' € BCSIKO BEIIECTBO, OT KOETO c€ MPOM3BEXKIAa WIM H3BIMYA AKTHMBHOTO
BEUIECTBO. 3a OMOJIOTMYHUTE JIEKAPCTBEHU MPOAYKTU IMOJ "M3XOJeH Mmarepuan’ ce pa3Oupa BCSIKO
BEIIECTBO C OMOJIOTMYEH MPOMU3XO0Jl, KATO HApUMep MUKPOOPTaHU3MHM, OPTraHU M ThKaHU C PACTUTEJIECH
WM JKUBOTUHCKU TPOW3XOJ, KJIETKH WM TEYHOCTH (BKIIOUMTEIHO KPBB M IUIa3Ma) C YOBCIIKU HIIH
’KUBOTHHCKH TIPOHM3XOJ, KaKTO M OWOTEXHOJOTMYHHU KIETHYHH KOHCTPYKTH (KJIETBYHH CyOCTpat,
PEKOMOWHAHTHH WM HE, BKIIFOYUTEITHO ITbPBUYHU KIIETKH).

7. (mam. - JIB, Op. 33 or 2010 r., B cuna or 05.04.2010 r.) "IIpomykrt, monydeH ype3 THKaHHO
MH)XEHEPCTBO" € MPOAYKT, KOWTO:

a) ChIbpXKAa WM CE€ ChCTOM OT KJICTKM WJIM THhKAHH, TOJYYCHH Ype3 KICThYHO WM THKAHHO
WH)KEHEPCTBO, U

0) ce mpenacTaBs KaTo MPOMYKT, MPUTEkKABalll CBOMCTBA Jia BBH3CTAHOBSBA, KOPHTHpA WM 3aMEHS
YOBeIIKa ThKaH, WK KOMTO ce U3I0J3Ba WK Ipuilara ¢ Takapa Lell.

[TpoxyKThT, MONTyYeH Ype3 ThKaHHO HHKEHEPCTBO, MOXKE Ja ChIbpiKa KICTKH MM THKAaHU OT YOBEIIKH
WIA OT XMBOTHHCKHM MPOU3XOJ, WJIM M OT JBaTa BHJA. KieTkuTe WM ThKaHUTE MOrar jaa Obaar
KU3HECTIOCOOHN WM HEXH3HECTTOCOOHU. [IpOayKThT MOXE N1a ChABpKA M JAONBIHUTEIHH BEIIECTBA,
KaTo HampuMep KJIETbYHHU NPOAYKTH, OMOMOJIEKYNIH, OMOMaTepralii, XMMUYECKH BEIEeCTBa, CTPYKTYpH
WJTH MaTPUIIH.

[TpoxyKTHUTE, CHCTOAIIM C€ MU3KIIOYUTEIHO OT HEKHW3HECHIOCOOHU YOBEUIKH WJIM YKMBOTHHCKH KJIETKU
u/unM ThKaHH, KOUTO HE ChIBPIKAT HUKAKBH JKH3HECIIOCOOHU KJICTKH HJIM THKaHH M KOHMTO IO IPABUIIO



HEe JeiicTBaT Mo (apMaKOJIOTUYCH, UMYHOJIOTHYEH WM METa0OMUTEH MhT, C€ HM3KIIOYBAT OT TOBA
OTIpeIeIICHUE.

3a "mosiydyeHu upe3 KIETHhYHO WM THKAHHO HMHXKEHEPCTBO' €€ CUMTAT KJIETKH U TbKaHU, KOUTO
OTrOBapsT Hai-MaJIKO Ha €JHO OT CIICJHUTE YCIIOBUS:

KJICTKATE WM THKaHWTE ca OWIM TMO/JJIOKEHM Ha CHIIECTBEHA MaHHIMYIAlWs, Taka 4e Ja Obaar
MOCTUTHATH OMOJIOTMYHHUTE XapaKTEPUCTUKH, (PU3NOIOTUYHUTE (DYHKIIMH WM CTPYKTYPHHTE Ka4ecTBa,
OTHOCUMH KBbM IUTAHUPAHOTO pEereHepUpaHe, KOPEKIUATA WK 3aMsSHATA; MO-CIEeIHATHO HE C€ CYUTAT 3a
CBHIIECTBEHH MaHUIyIaluuTe, n3bpocHu B npuiokenue | or Perimament (EO) Ne 1394/2007;

KJICTKATE WIA ThKAaHUTE HE Ca MPEJHA3HAYCHU 33 W3IBIHCHHETO Ha ChIaTa OCHOBHA (DYHKITUS WA
(GYHKINMU TIPU PEIUITMEHTA KaKTO TP JIOHOPA.

8. (u3m. - JIB, 6p. 33 ot 2010 r., B cuia ot 05.04.2010 r.) "JlekapcTBeH MPOIYKT 3a TeHHA Tepanus’ ¢
OMOJIOTUYECH JICKAPCTBEH MPOAYKT, KOUTO MMa CIICHUTE XapaKTEPUCTUKU:

a) ChAbP)KAa AKTUBHO BEIIECTBO, KOETO ChIbpPKA WM CE ChCTOM OT PEKOMOMHAHTHA HYKJICHHOBA
KHCEJIMHA, U3I0JI3BaHa WM MpHUJIaraHa Ha Xopa ¢ LeJ peryiupaHe, KOpeKIus, 3aMeCTBaHe, 100aBsHE
WJIM U3TPUBAHE HA TeHHA CCKBEHITHS,

0) HEroBHSAT TepareBTUYCH, MPO(UIAKTHYEH WIH JHATHOCTHYEH €(PEKT Ce CBBp3Ba IMPSIKO ChC
CEKBCHIIMS Ha PEKOMOWHAHTHA HYKJIEHHOBA KHCEIMHA, KOSTO TOH ChABPKA, HIIU C TIPOAYKT HA reHHATa
SKCIpEeCHsl Ha Ta3u CEKBEHIHSI.

JlexapcTBeHHTE TPOMYKTH 3a TEHHA TEpamus HE BKIOYBAT BaKCHHHUTE Cpelly WH(OEKIIHO3HU
3a00151BaHMS.

9. "Maker" Ha OMaKOBKa € IUIOCKO H300pa)KCHHE HAa OIAKOBKATa B JCHCTBUTCIHUTE W IBETOBE W
pasMepH, MPeaCTaBiIsIBaIl0 TOYHO KOIKE Ha OMAKOBKaTa, KOeTo (Cliel MperbBaHe M CPsA3BaHE, aKo €
HE00XO0/IMMO), J1aBa sICHA NPE/ICTaBa 3a HEWHUS TPUU3MEPEH BHI.

10. "HeknvMHUYHM M3MUTBAHHUSA'  ca BCUYKU (papMaKoJOTHYHH, (PapMaKOKHHETHUYHU U TOKCHKOJOTHUYHHU
M3MUTBaHMS, IPOBEICHU BbPXY KHUBOTHH HJIH IN Vitro.

11. "OcnoBHo nmocue Ha aktuBHO BemiectBo" (ASMF, Active substance master file) e usrorseno or
MIPOU3BOIUTEIISI HA HEOMOJIOTUYHO aKTHBHO BEMIECTBO JIOCHE 3a TOBA aKTHBHO BEIIECTBO, ChIBPIKAIIO
noapoOHa HHQOpPMAITUS M0 BCUYKH pa3fend Ha dacT 3.2.S oT Moayn 3 Ha JOCHETO 3a pa3peliaBaHe 3a
ymorpeba Ha JIEKapCTBEH NPOAYKT, BKIIOYHTEITHO TOBEPUTEIIHA HWHTEJEKTyallHA COOCTBEHOCT Ha
MIPOM3BOJIUTENS HA BEIIECTBOTO. M3MCKBaHUSATA KbM CBHABPKAHHUETO, O(DOPMIEHHETO M HAYWHA Ha
npencraBsHe W usnon3BaHe Ha ASMF ca ommcanm B pBKOBOJACTBOTO 3a mpoueaypara 3a ASMF,
nyOIuKyBaHO Ha cTpaHulaTa B IHTepHeT Ha EBpornelickara areHius mo JeKapcTpara.

12. "OcnoBHo nocue Ha BakcuHeHn antured” (Vaccine Antigen Master File) e camocrositenna gact Ha
JIOCHETO 3a paspeliaBaHe 3a ymoTrpeba Ha JajJieHa BaKCHMHA, KOETO ChIbpKa IislaTa HeoOxoauma
nH(popManus 3a OMOJIOTHYHOTO, (HAPMAICBTUYHOTO W XUMHUYHOTO €CTECTBO Ha BCAKO OT AKTUBHUTE
BEIIECTBa, KOUTO Ca YacT OT JIEKapCTBEHHs MPOIYKT. Ta3u caMOCTOSTENHA YacT MOXe Ja € oOma 3a
¢/IHA WM MTOBEYe MOHOBAJICHTHH H/MJIM KOMOMHUpPAHU BaKCHHH, ITPEICTABEHU OT CHIIUS 3assBUTEN WIIH
MIPUTEKATEN Ha Pa3pelICHHETO 3a yrnoTpeoda.

13. "OcnoBHo mocue Ha miasma” (Plasma Master File) e camocrosiTenna JOKyMEHTAIHsI, OTAETHA OT
JIOCHETO 3a pa3pelaBaHe 3a ynorpeba, KosTo ChIbpiKa Isu1ata moapodHa HHGOpMaIvs O OTHOIICHHE
XapaKTePUCTHKUTE Ha YOBEIIKaTa IUIa3Ma, W3IMOJI3BaHAa KAaTO W3XOJIeH MaTepual WU CypOBHHA 3a
MPOM3BOJICTBOTO HAa MEXKIWHHU (pakiud, ChIbpXKAIIA C€ B TMOMOIIHM BEIIECTBA WM AKTHUBHU
BEIIECTBAa, KOWTO Ca YacT OT JICKApPCTBEH MPOIYKT WM MEAWIIMHCKO H3JeHe, chrilacHo JlupekTuBa
2000/70/EO na Espomnetickus napnamenT u Ha CwbBera oT 16 HoemBpm 2000 r. 3a mombiHeHHE U
n3menenre Ha JlupextuBa 93/42/EVO 1o oTHOIIEHHE HA MEIUIIMHCKUTE W3IEHs, ChIbpPXKaIli B ceOe
CH CTa0WJIHU TIPOJYKTH, MTOJIYUYEHHU OT YOBEIIKA KPBB WU TIa3Ma.

14. "Tlputexxaren Ha OCHOBHOTO JOCHE HAa aKTHBHOTO BEIIECTBO' € IOPUINYECKOTO JIUIIE, KOETO HOCH
Is1aTa  OTTOBOPHOCT 3a OCHOBHOTO JIOCHME Ha aKTHBHOTO BEIIECTBO (OOMKHOBEHO TOBa ¢©
MPOM3BOAUTEIAT HAa aKTUBHOTO BEIIIECTBO).



15. "IIpou3BoACTBO Ha AaKTUBHO BEUIECTBO' BKIIIOYBA IJIOCTHO WM YaCTUYHO MPOU3BOACTBO,
pa3dacoBaHe M oOmakoBaHE Ha aKTHUBHOTO BEIIECTBO IPEAM HEroBOTO CMECBaHE B CbhCTaBa Ha
JICKapCTBEH MPOAYKT, BKIFOUUTEIHO MTPEONAaKOBaHEe H/UIH TIPECTUKETHPAHE.

16. "Ceprudukar 3a chboTBeTCTBUE Ha MOHOrpaduu Ha EBpomeiickara ¢apmakones (Ceprudukar 3a
cproTBeTCTBUE Ha EBpomeiicka dapmakomnes)” e ceprudukar, usnaaeH ot EBporneiickus aupekropar 1o
KauecTBO Ha JIEKapCTBaTa, YJIOCTOBEpsiBall, Y€ I[OCOYCHHTE B cepTudukatra MoHorpaduu Ha
EBponeiickara ¢apMakones ca MOIXOISNIN 32 KOHTPOJ HA KaYeCTBOTO HA BEIIECTBOTO M Y€ aKO TE3U
MoHorpaduu ce npuiarat (ako ¢ HeoOX0IUMO - JOMBJIHEHH ¢ U3UCKBAHUS, ONPEACICHH B cepTHdrKaTa
U TPUJIOKECHU KBbM HETO0), € Bb3MOXKHO J[a CE MMPOBEPH JIAJIM KAYeCTBOTO Ha BEIIECTBOTO € MOXOISIIO 33
U3IMOJ3BaHe B JIEKApCTBEHU NPOAYKTU. CepTHU(UKATHT rapaHtupa, Y€ BCHUKH BB3MOXKHU IMPHUMECH U
KOHTAMHHAHTU OT MpPWIAraHus HAYMH 3a MPOM3BOCTBO (BKJIIOUUTEIHO OT U3XOJHUTE MAaTepHalv) Ha
BEIIECTBOTO MOTaT Jia c€ KOHTPOJIMpAT Ype3 H3MCKBAHUSATa B MOHOrpadpuute (IOMBJIHCHH C
U3UCKBaHUsATA B CePTU(UKATA, aKO MMa TaKUBa).

17. (u3m. - JIB, 6p. 33 ot 2010 r., B cuia or 05.04.2010 r.) "JlekapCTBEH MPOAYKT 3a TEPAIHs ChC
COMAaTUYHU KJIETKU (COMAaTHYHO-KJIEThYHA Tepamnus)” ¢ OMOJIOTHYeH JICKApPCTBEH MPOAYKT, KOHTO UMa
CIIETHUTE XapaKTePUCTHKU:

a) ChAbpKA WIH CE ChCTOM OT KICTKM WIM ThKaHH, KOUTO Ca OWJIM TOJIOKCHU Ha ChIICCTBEHU
MaHUIyJaI[iH, Taka Y€ B TSIX ca MPOMEHEHU OMOJOTMYHU XapPaKTEPUCTUKU, PU3UOIOTUYHH (HYHKIIUU
WIA CTPYKTYpPHH CBOMCTBA, PEJICBAaHTHU 3a MPEIBUACHOTO KIMHUYHO MPUIOKEHUE, MM CE ChCTOU OT
KJIETKUA WM ThKAaHU, KOUTO B PELMIIMEHTA U B JOHOpA HE ca MpelHa3HauYeHH Ja ObJaT M3IMOJI3BaHH 3a
coiiara(ure) ocHoBHa(u) QyHkiwsi(n). Manunynauure, u3opoenu B npuioxkenue | Ha Peritament (EO)
Ne 1394/2007, He ce cuuTaT 3a ChIICCTBCHH MaHUITYJIAIIH;

0) mpeacraBsi ce Karo MPUTEKaBAI CBOWCTBA 3a JieueHHE, NMPOQUIAKTHKA WM ITUArHOCTUIMPAHE Ha
3a0o0NsBaHe WM C€ H3MON3BaT M IMpHJIAaraT Ha Xopa C TakaBa Iel 4Ype3 (papMakoIOrH4HOTO,
MMYHOJIOTHYHOTO MJIM METAaOOJIIMTHOTO JEHCTBHE HA HETOBUTE KIJICTKH MM THKaHH.

18. "Cneundukarus" € COUCHK OT U3MUTBAHUSA C MOCOYBAHE HA AHATMTUYHH METOJUKUA U CHOTBETHH
KPHUTEPUH 3a TIPHEMaHe Ha Pe3yATaTUTE OT U3MUTBaHUsTA (YUCICHU TPAHUIIM, HHTEPBAIH OT CTOWHOCTH
WIN JPYTH KPUTEPHH), HA KOUTO TPsOBA J1a OTrOBAPST aKTHBHOTO BEIIECTBO, JICKAPCTBEHHUST MPOIYKT
WIH OTIpeIeTICHN MaTepualld Ha JaJIeHH €Taly OT MPOU3BOJICTBOTO, 3a J1a OBJAaT CYETEHH 3a MPUEMIIBH
3a mpeHa3HauYeHUETO M.

19. "CypoBuHHK" ca BCHYKH JPYTd BEIIECTBA, M3IMOJI3BAHU 32 MPOM3BOJCTBOTO WJIM M3BIMYAHETO Ha
aKTUBHOTO BEIIECTBO, OT KOUTO aKTUBHOTO BEIIECTBO HE MPOM3JIN3a NPSAKO, KATO PEareHTH, XPaHUTEIHU
cpenu, (heraneH TeNemKu cepyM, 100aBku, Oydepu, u3Mnoa3BaHu 3a Xxpomatorpadus, U Jap.

20. "TSE-ceptuduxar” e ceprupukar 3a CbOTBETCTBHE Ha MoHorpadusara Ha EBponeiickara
dapmakornies 3a MPOAYKTH C PUCK OT TpeAaBaHE HA NMPUYMHHUTEIH HA >KUBOTHHCKU CIIOHTU(MOPMHHU
eHuedasonaTuy, u3ganeH oT EBpomeickus JupekTopar MO KayecTBO Ha JIeKapcTBata U
3IIpaBeoIIa3BaHe.

21. "Yosemku OuomMaTepuanu'’ ca BCSKAKBH IPOTEHHM, KJIETKH, THKAaHU U JAPYrH OHOJIOTWYHU
MaTepualid, TMOJydeHH OT YOBEK, KOHTO C€ H3moi3Bar iNn VItro wim €X VIVO 3a oleHKa Ha
(hapMaKOKUHETHYHUTE CBOMCTBA HA JIGKAPCTBEHUTE BEIIIECTBA.

22. "EX Viv0" - BB BBHIIIHA CpeJa Cliel M3BaKIaHEe OT »KMB OPraHU3bM (3a MOCIEBAII0 BpPBIIAaHE B
HETO).

23."In Vitro™ - U3BBH KUB OPTaHU3BM.

24. "In vivo" - B xuB opranu3bM (Occurring in a living organism).

25. (noBa - /IB, 6p. 33 ot 2010 r., B cuna ot 05.04.2010 r.) "JlekapcTBEH MPOIYKT 3a MOJICPHA Teparus”
€ BCEKU OT CJICJTHUTE JIEKAPCTBEHU MPOJIYKTH:

a) JIEKapCTBEH MPOJYKT 3a FeHHA TEPaIus;

0) JIeKapCTBEH MPOAYKT 3a TepaIusi ChC COMaTHYHH KIICTKH;

B) MPOJYKT, TOJIyYeH Ype3 ThKaHHO MHKEHEPCTBO.



26. (noBa - JIB, Op. 33 ot 2010 r., B cuia ot 05.04.2010 r.) "KomOuHHMpaH JEKapCTBEH MPOIYKT 3a
MOJICpHA Tepanus’ ¢ JeKapCTBEH MPOAYKT 32 MOJICPHA TepaITusi, KOMTO OTroBaps Ha CICTHUTE YCIOBHS:
a) TO¥ TpsAOBaA J1a BKIIIOYBA KATO HEPA3/eIHA YacT OT MPOJAYKTa STHO MJIH MOBEYC MEIUIIMHCKU HU3ICIUS
mo wi. 2, ain. 1, 7. 3 or 3akoHa 3a MEOUIIMHCKUTE H3JCIUS WIH €JHO WM [OBEYEC AKTUBHU
UMIUIAHTHPYEMHU METUIIMHCKH U3eNUs 110 4. 2, ait. 1, T. 2 oT 3aKoHa 3a MEUIIMHCKUTE U3JCIHs, U

0) KJIeThYHATA U ThKAHHATA MY YacT TPAOBA Ja ChAbPiKa KHU3HECIIOCOOHU KIIETKU WM ThKAaHH; WIN

B) KJICThYHATA WM ThKaHHATa MYy YacT, ChIbpiKallla HOKU3HECIIOCOOHH KIICTKH WM ThKaHHU, TPsOBa J1a
MOXe€ Jia yIPaXHsSIBa BbPXY YOBEIIKOTO TSJIO JIEHCTBHE, KOETO MOXE Ja CE CUYMTA 33 OCHOBHO CIIPSMO
JICWCTBUETO HA MOCOUYCHUTE U3/ICITHS.

§ 3. JlokymMeHTanusATa 3a€AHO ¢ HEOOXOJUMUTE MPOOH Ce MPEACTaBs HAa XapTHEH U €JIEKTPOHEH HOCUTEN
B CHOTBETHUS OpOii eK3eMIUISIpH ChIilacHO npuitokenue Ne 20.

§ 4. (1) B nekapcTBeHUTE MPOAYKTH MOTaT jJa OBJAT BJIAraHW CaMO OLBETHUTEIH, KOUTO OTrOBapsT Ha
obmmTe W crnenupUIHUTe W3WCKBAHHS M KPUTCPUU CHIIACHO 3aKOHA 3a XPAaHHUTE W aKTOBETE IO
HEroBOTO IPHJIaraHe.

(2) Tpu u3kIrOYUBaHE HA JIAJCHO BEIIECTBO OT CIIMCHKA HA OIBETHUTEIMTE, Pa3peIICHU 3a U3IOJI3BAHE B
XpaHH, Ce CIIa3BaT CPOKOBETE U MPEXOIHUTE MICPUOJIH, ONPEICICHH 3a TOBA BEIIICCTBO B HOPMATHBHUTE
aKToBe 1o ai. 1.

3ak/r0ouuTeIHM pa3nopendu

§ 5. Hapenbara ce m3maBa Ha ocHoBanue wi. 42 3JIIIXM u ormens Hapenba Ne 17 or 2001 r. 3a
U3UCKBaHHUATA KBbM [aHHHTE, KOUTO ChABbPXKA IOKYMCHTALMSTA 3a pas3pelliaBaHe 3a yrnorpeba Ha
nekapcTBenu npoayktu (B, 6p. 55 ot 2001 r.).

§ 6. C Tta3su Hapemba ce BwpBexmar pasmopenoure Ha [upektuBa 2003/63/EO na Komwmcusta 3a
uzmenenue Ha Jlupexrtusa 2001/83/EO Ha EBpomnetickus mapiameHT u CbBeTa 3a BbBEXK/aHE Ha KOJCKC
Ha OOIIHOCTTa OTHOCHO JICKAPCTBEHUTE MPOAYKTH 3a XyMaHHa ynotpeba u Ha [upektuBa 78/25/ENO
OTHOCHO OIIBETHUTENINTE, KOUTO MOTaT Ja ObJaT U3IOJI3BaHU B JIEKAPCTBEHUTE MPOTYKTH.

IIpexoaHu 1 3aK/II0YMTEHH pa3nopeadun
KBbM HAPEJBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 27 OT 2007 I'. 3A
N3UNCKBAHUSTA KbM JAHHUTE U JOKYMEHTALIUATA 3A PASPEIIIABAHE 3A
YIIOTPEBA U PETUCTPAIIUSA HA JIEKAPCTBEHMU ITPOAYKTHU

(OBH. - 1B, BP. 33 OT 2010T'., B C1JIA OT 30.04.2010T".)

§ 7. llomageHuTte KM BIM3aHETO B CHJIA HAa Ta3W Hapenda 3asBICHHUS 3a pa3peliaBaHe 3a ynorpeobda, 3a
MOJIHOBSIBAHE Ha pa3pellleHus 3a yrnoTpeba U 3a MPOMEHM B U3JIAJCHUTE pa3pellieHus 3a ynorpeda Ha
JIEKApCTBEHM MPOAYKTH IO YTBBPJEHA PELENTypa ce pa3riiekIaT Mo pela U yCIOBUATA, IPEABUACHU B
Hes.

§ 8. Tasm Hapenba BBBexna pasmopenoure Ha JlupektuBa 2009/120/EO na Komwmcumsra or 14
centemBpu 2009 r. 3a uamenenue Ha JlupexkruBa 2001/83/EO na EBpomneiickus mapiamenT u Ha ChBeta
3a yTBbpKJIaBaHe Ha KoJieKC Ha OOLIHOCTTa OTHOCHO JIEKapCTBEHH MPOIYKTH 3a XyMaHHa yrnoTpeda 1o
OTHOIIICHHE Ha JICKApCTBEHUTE MPOAYKTH 3a MojepHa Tepanus (OB, L 242/3 ot 15.09.2009 r.).



§ 9. Hapenbara Bim3a B cuiia OT JieHs Ha OOHapoBaHeTo il B "/IbpKaBeH BECTHHUK' C M3KIIOUEHHE HA §
1, 3 u 4, xouTo BiM3aT B cuia ot 5 anpua 2010 r.

3aKJII0YUTETHE pa3nopendu
KBbM HAPEJIGA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 27 OT 2007 I'. 3A
N3NCKBAHUATA KbM JAHHUTE U JOKYMEHTALIUSATA 3A PASPEHLIABAHE 3A
YIHOTPEBA U PETUCTPALUSA HA JIEKAPCTBEHUTE INPOAYKTHU
(OBH. - 1B, BP. 47 OT 2011 T.)

§ 19. (1) O6pa3uuTe Ha 3asBJICHHE 3a pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBEH MPOAYKT, 3asBICHUE 3a
pasperaBane 3a ynorpeda/perucrpaiiys Ha XOMEOIaTHUCH JICKapCTBEH MPOIYKT, 3asBJICHHE 3a TIPOMSHA
Ha pa3pelIeHUeTo 3a YnoTpeda/yI0CTOBEPEHHETO 3a PErUCTpallis Ha JIEKAPCTBEH MPOAYKT, 3asBICHHE
3a U3MCHEHHME Ha TEKCTa W/Win 0(hOPMIICHHETO Ha OMAKOBKAa W/WIIM JIMCTOBKA, KOETO HE € CBHP3aHO C
MpOMsHA B KpaTKaTa XapaKTepUCTHKA Ha TMPOJYKTA, 3asBIIEHHUE 32 NMPEXBBPISHE Ha MpaBaTa BbPXY
paspernieHre 3a ynorpeda Ha JIEKapCTBEH MPOAYKT U 3asBJICHUE 32 MOJHOBSBAaHE HA Pa3peuICHUETO 3a
ynoTtpeda ce myOIuKyBaT Ha HHTEpHET cTpanuiiara Ha MAJL

(2) UsmbnHuTENHATA areHIUS IO JIEKapcTBaTa MyOJMKYyBa HAa MHTEPHET CTPAHMIIATA CH yKa3aHWS,
CBBp3aHHM C MPUJIAraHeTo Ha HapeadaTa.

[Mpunoxerne Ne 1 kpM wi. 7, an. 1, 1. 1, 6yksa "a"(Otm. - /IB, 0p. 47 ot 2011 1.)
[Mpunoxerne Ne 1.1 kM wi. 7, an. 1, 1. 1, 6yksa "a"(Otwm. - IB, 6p. 47 ot 2011 1.)

[Mpunoxerne Ne 2 kpM wi. 7, an. 1, T. 1, 6yksa "a"(M3m. - JIB, 6p. 47 ot 2011 r.) Moy 1:
Anvunuctpatuaa nHpopmanusnl.O. [punpyxurenno mucmol.l. M3uepnaTenHo cbabpkaHue Ha
1su10TO focue (Ha Bemduku Moayiu ot 1 1o 5 Bimountento)l.2. (Uswm. - [IB, 6p. 47 ot 2011 1.)
3asiBIeHHE ChIIaCHO o0Opa3el, YTBbpJIEH OT u3biIHuTenHUs aupektop Ha MAJL. KbM 3asBieHuero ce
npuiaraT ciaeHuTe JokyMeHTu:1.2.1. ToKyMeHT 3a raTeHa Takca chriaacHo Tapudara no ui. 21, an. 2
3JII1XM;1.2.2. mucmo 3a nHPOPMHUPAHO ChIIIACKE OT MPUTEKATE Ha pa3pelIeHrneTo 3a yrnorpeda Ha
paspelIeH JeKapCTBEeH MPOAYKT - KOraTo € NMpuiioknmo;1.2.3. opuimanen 10KyMeHT, U3a/ieH OT
KOMIIETEHTEH OpTaH, ChITIACHO ChOTBETHOTO HAIMOHAIHO 3aKOHO/IATEIICTBO, JOKA3Balll, Ye 3assBUTEISAT €
YCTaHOBEH Ha Teputopusita Ha EBporneiickoto nkoHomudecko npoctpanctso (EUII) - nanuu 3a
Enunans uaeHTnuKamoneH Ko/l Ha APYKECTBOTO OT TbPTOBCKHUS PETUCTHD, a 3a IPY)KEeCTBaTa,
pErucCTpUpaHu B IbpXkaBa - WieHka Ha EBponeiickus cbio3, WK B IbprKaBa - CTpaHa 1o
Crnopasymenueto 3a EUII - 3aBepen npenuc oT JOKYMEHT 3a akTyaJlHa PETUCTPaLys 110 HALIMOHAIHOTO
3aKOHOJATEJICTBO, U3/1aJIeH OT KOMIIETEHTEH OpIaH Ha ChOTBETHATA JIbprKaBa, IPEBEICH U JIeraJu3upaH
10 ChOTBETHHSA pell;1.2.4. TOKYMEHTH, YAOCTOBEPSIBAIH, Ye JIUIIETO, KOETO TO[aBa 3asBICHUETO, €
YITBJIHOMOIIIEH TpeAcTaBuTeN Ha Junero mo wi. 26 3JIITXM, u mbIHOMOIIHO 32 KOPECTIOHICHIIHS OT
HUMETO Ha 3asBUTEIS/TPUTEKATENS Ha pa3pelIeHHeTo 3a yIoTpeda - ChC 3aBepKa, YI0CTOBEPSIBAIIa
MpeJICTaBUTEIIHATA BJIACT HA YI'BIHOMOIIUTES, IPEBECHO U JIETAIM3UPAHO N0 ChbOTBeTHUsA pex;l.2.5.
onorpadus Ha KBaATH(OUITUPAHOTO JIUIIE 0 JeKapcTBeHa Oe3omacHocT;1.2.6. pa3pemeHue 3a
MIPOU3BOJICTBO, U3/aJICHO OT PEryJIaTOPHHS OpraH Ha IbpXKaBaTta, B KOATO C€ U3BBPIIBA
npou3BocTBOTO (MK ekBUBasieHT U3BbH ENUII, kbeTo € B ciiia ciopasyMeHue 3a B3aHMHO
NpU3HaBaHE Ha MHCIEKIIMUTE WM ChOTBETHO criopazymenue ¢ EBponelickara obmHocT);1.2.7.
ceprudukat(u) 3a 100pa MPOU3BOICTBEHA MPAKTUKA MK CTaHOBHIIE(a), YIOCTOBEPSIBAIIIN, U
MIPOU3BOJICTBOTO HA JIEKAPCTBEHUS MPOJIYKT U HA aKTUBHUTE BELIECTBA, BIM3AIIM B ChCTABA MY, €
U3BBPILIEHO B ChOTBETCTBUE ChC CTAHIAPTH, HAll-MaJIKO €KBUBAJICHTHU Ha CTaHJApTUTE Ha 100paTa
MIPOM3BOJICTBEHA MPAKTUKA, U3aIeH OT KOMIIETEHTEH OpraH Ha IbpxaBa oT EBponeiickoTo
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MKOHOMHYECKO TPOCTPAHCTBO UJIU OT ABPKaBa, C KOSATO € B CHJIa CLIOPa3yMEHHE 32 B3aUMHO
npH3HaBaHe Ha nHcneknuuTe;1.2.8. 3a BCAKO aKTUBHO BEMIECTBO - JAekaapariusi(u) oT KBaTu(pHUIHPaHOTO
JUIIE Ha PUTEKATEINS Ha Pa3pelieHIe 3a MPOU3BOICTBO, OTTOBOPEH 32 OCBOOOKIaBaHE HA MAPTHU/INTE,
1 OT KBAIM(ULIMPAHOTO JIUIE HA BCEKH OT MPUTEKATEIUTE HA Pa3pelIeHHE 3a POU3BOJICTBO,
pasnonoxeHu Ha tepuropuara Ha ENII, mocoueHu B 3asBIEHUETO, KbACTO aKTUBHOTO BEILIECTBO CE&
M3I0JI3Ba KaTO U3XO/ICH MaTepuall, Y€ akTUBHOTO BEIIECTBO CE MPOU3BEXK/Ia B ChOTBETCTBHUE C
PBKOBOJICTBATA 32 100pa MPOU3BOJICTBEHA MPAKTUKA 332 U3XOJHU MaTEpUaAIH, IPUETH OT
O6mHoctTa;1.2.9. cxema Ha BCHUKU MeCTa Ha IPOU3BOJCTBO U KOHTPOJI, y4acTBAIllU B
MIPOM3BOJICTBEHUS TPOIIEC HA JICKAPCTBEHUS MPOIYKT U HAa aKTUBHOTO BellecTBo;1.2.10. moroBop Mexay
MPUTEKATEIIA Ha Pa3pelIeHUETO 3a yrnoTpeda v MPOU3BOAUTEINS], OTTOBOPEH 3a OCBOOOKIaBaHe Ha
NapTUANTE HA JIeKapcTBeHUs mpoaykT;1.2.11. nexnapanus oT KBaTU(pHUIUPAHOTO JIUIE HA
MIPOM3BOIUTENIS, OTTOBOPEH 32 OCBOOOXK/IaBaHEe HA MAPTUIUTE, 33 ChIJIaCHe 3a MPOU3BOICTBO, KOHTPOI U
T.H., BB3JIOKECHO C JIOTOBOP OT MPHUTEKATEIs Ha pa3pelIeHUETo 3a yrnorpeda - 3aBepeHa u Jerajin3upana
1o croTBeTHUS pex; 1.2.12. npuapyXKUTeIHO MUCMO OT MPOU3BOAUTENS HA aKTUBHOTO BEILIECTBO
chriacHo npuiokenue Ne 2.2;1.2.13. mucMo 3a TOCTHIT O OCHOBHOTO JJOCHE HA aKTUBHOTO BEIIECTBO
cbriacHo npunoxkenue Ne 2.3 unu konue ot Ceprudukar 3a cboTBeTCTBHE Ha EBponeiickarta
dapmakories;1.2.14. xonue OT MUCMEHO TOTBBPKICHUE OT POU3BOAUTENS HAa AKTUBHOTO BEIIECTBO, Ue
e nHpopmupa 3agBUTENS B Cllydail Ha MPOMSHA B IPOU3BOACTBEHUS MPOLIEC WK CrieU(UKALUNTE B
cpboTBeTcTBHE ¢ Ta3u HapenoOa ([Ipunoxenue I or Iupextuna 2001/83/E0);1.2.15. ceprudukar(u) 3a
ChOTBETCTBUE Ha MOHOTpadusTa Ha EBporneiickara ¢apmakornes OTHOCHO CIOHTU()OPMHHTE
eanedanonaruu (TSE-ceprudukar);1.2.16. mucMeHo chritacue(s) Ha KOMIIETECHTHUTE OPTraHH 3a
0CBOOOX1aBaHe Ha TeHeTHYHO Moauduitupanu opranusmu (I'MO) B okonHarta cpena;l.2.17. HayuHa
KoHCyJTarus oT KoMuTera 3a JiekapcTBEHHU MPOIYKTH 32 XyMaHHATa MEAMIIMHA W/WIH OT IbpkaBa(u)
unenka(u);1.2.18. komue ot paspernieHrero(s1Ta) 3a ynorpeda B AbprxkaBa - ctpana mo CropasyMeHHEeTOo
3a EUII, u ekBUBaJICHTHN JOKYMEHTH 3a TPETH AbPKaBU - Ipu noncksane;1.2.19. xorme ot oTkas 3a
M3JlaBaHe Ha paspelieHue 3a ynorpeda B AbpkaBa - cTpana no Crnopaszymenuero 3a EWUII, unu B Tpera
IbpKaBa, MPUAPYKEHO ¢ MOTHBH; MH(POPMAITUS 32 BPEMEHHO CIIMpPaHe WM 33 IPEKPATSIBaHE Ha
JEMCTBUETO Ha pa3pelieHneTo 3a ynorpeda;1.2.20. cnuchbk Ha MPEACTaBEHUTE ChC 3aIBICHUETO MAKEeTH
u npobu/moctpu;1.2.21. xomue OT PEHICHUETO 3a ONPECIISIHE KaTo JICKAPCTBEH MPOAYKT, PeIHA3HAYCH
3a JedeHue, mpopuIakTHKa UM AUATHOCTHUKA Ha peaku 3a0onsaBanus;1.2.22. cnuchbK Ha MPEAsIOKEHUTE
(cBOOOMHO M30paHM) UMEHA W IPUTESIKATEIIUTE HA pa3pelieHus 3a ymoTpeda B 3aCETHATUTE AbP)KAaBU OT
EWII - mpu npouerypu 1o B3aMHO MTpU3HABaHE U JEICHTPATU3Upanu mpoueaypu;l.2.23. konue ot
ceprudukara Ha EBporneiickaTa areHIus 1o jJekapcTBara 3a OCHOBHO JIOCHE Ha BAKCHHECH aHTUTCH
(OIBA);1.2.24. xomue ot cepTudukata Ha EBporneiickara areHIus 1o jJeKapcTBaTa 3a OCHOBHO JI0OCHE
Ha ta3ma (O/1IT).1.3. Mudopmanus 3a mpoaykral.3.1. Kparka xapakTepucTiKa Ha MPOJIYKTA, TPOCKT
3a JaHHUTE BbPXY MbPBUYHATA U BTOPUYHATA OMAKOBKA U MPOEKT 3a JINCTOBKA HA OBIArapcku e3uk. B
CiTy4ai 4e TOCHETO € Ha aHTJIMICKU €3UK, CHIIUTE CE MPEACTABAT OCBEH Ha OBJITApPCKU U HA aHTIIUHCKHU
e3uk. KpaTkara xapakrepucTuka Ha mpoAyKTa e cbriacHo npunoxkenue Ne 11. [IpoekT 3a qanHuTe
BBPXY ITbPBUYHATA U BTOPUIHATA OTTAKOBKA M IMPOCKT 3a JINCTOBKA Ca B ChOTBETCTBHE C U3UCKBAHUATA
Ha raBa VI Ha 3JIITXM u Hapen6ara mo wi. 170 3JIITXM.1.3.2. (nom. - JIB, Op. 47 ot 2011 r.) MakeTu
Ha TbpBUYHATA M BTOPUYHATA OTIAKOBKA U JINCTOBKUTE 32 JICKAPCTBEHUS MTPOAYKT B ChOTBETCTBHE C
n3uckBanusaTa Ha riaBa VI ma 3JIIIXM u Hapenbara o wi. 170 3JIIIXM. MakeThT € Komue Ha MI0CKH
JM3aiiH Ha OMaKOBKATa C HCTHHCKHUTE [BETOBE, KATO BKIIFOUBA TOYHO KOIKE HA MbPBUYHA U BTOPUIHA
OIIaKOBKa, MpecTaBeHa AByn3MepHo. [IpeacraBs ce kKaTo XapTHEHO KOMHE UITH KOMITIOTHPHO
renepupana Bepcurs.1.3.3. MocTpu OT MbpBUYHA U BTOPUYHA OMMAKOBKA U JINCTOBKA (110
BB3MOKHOCT).1.3.4. Pe3ynTatu OT KOHCYATAIUS C IISJICBH TPYIH MAIIMCHTH, 32 KOUTO € MOKa3aH
(mpemHa3HaueH) JEKApCTBEHUAT MPOAYKT; MPH JIMIICA Ha TaKWBa ce 000CHOBABA 3aIl[0 HE € U3BBPIICHA
koHcyaramus.1.3.5. (u3m. - IB, Op. 47 ot 2011 r.) Mudopmanus 3a npoaykra, o100peHa B AbPIKABHUTE -
yieHKd Ha EBpomneiickus cpro3 (KbaeTo € nmpuiaoxunmo).1.3.6. (u3m. - 1B, 6p. 47 ot 2011 1.)



WNudopmanus Ha bpaitnosa a30yka u Aekiapaius 3a M3IIbJIHEHNUE HA U3MCKBAaHUATA 110 wi. 168, an. 6
3JIIIXM, cpoTBeTHO Ha 4. 56a ot Jupekruna 2001/83 (OB, L 311/28.11.2001 r.).1.4. (u3m. - /IB, Op.
47 ot 2011 r.) Uudopmarnus 3a ekcrieptutelIpeacTaBsaT ce AeKiIapalnu, MOAMUCAHA OT EKCIICPTUTE 1O
1. 27, an. 4 3JIIIXM, 3aeanHo ¢ kpaTtka HHGOpMAIIKS 3a TAXHOTO 00pa3oBaHue, 00ydeHUe 1
npodecrnonanex onut. EkcriepTute TpsOBa ga MMAT MOIXOASINA CIISIHATHA U PO eCHOHATHA
kBamudukanms.1.5. CrnennuvaHr U3UCKBAHKS KbM JIOKYMEHTAIMATA KbM Pa3IMYHK TUTIOBE 3asBJICHUS
ceriiacHo npuioxenuns Ne 9, 10, 11 u 6.11.5.1. bubnuorpadceku 3assnenus mno wi. 30, an. 1
3JIIIXMIIpencraBst ce 0600IIEeHHE HA OCHOBAHUATA U JAHHUTE, JOKa3BaIld, Y¢ aKTHBHOTO(HTE)
BeriecTBo(a), Bau3aio(1) B ChCTaBa Ha MPOYKTA, € (ca) ¢ Jo0pe ycTaHOBeHa ynorpeba v ¢ PUEMIIUBO
HUBO Ha Oe3omacHoCcT U eprukacHoct.1.5.2. 3asgsnenus mo wi. 28 3JIIIXM (reHepuyHH JCKApCTBCHH
NPOAYKTH), TI0 wi. 29, an. 1 (XuOpHIHU JIeKapCTBEHH MPOAYKTH) U 110 wi. 29, ai. 2 (mogo0Hu
ouosornynu JiekapcrBenu npoayktu)[Ipeacrass ce:1.5.2.1. 06001IcHIE HA OCHOBAHKSATA U TaHHHTE,
JIOKa3Bally, Y€ JIEKAPCTBEHUAT MPOAYKT, 332 KONTO € MOJa/ICHO 3asBIICHHE, € TCHepUYCH Ha peepeHTeH
JICKApCTBEH MPOJYKT, XUOPHUICH Ha pe)epEHTEH JICKAPCTBEH MPOIYKT UJIH 110100eH OMOJIOTHYCH
JIeKapCTBEH MPOAYKT;1.5.2.2. nanHu 3a narara Ha pa3pemiaBaHe 3a ynorpeda Ha pedepeHTHHs TPOIYKT,
aKo € Bb3MOXkHO;1.5.2.3. neknaparus, 4ye peepeHTHUAT JIEKapCTBEH MPOIYKT HE € MOJI TATCHTHA
3amuTa Ha TepuTopusTa Ha PenyOimka beiarapus u ye cpokbt 1o wi. 28, ain. 1 3JIIIXM e
n3texwi1.1.5.3. YapmkaBaHe Ha 3amuTaTa Ha JaHHUTE T 031 paszien ce M3UCKBa B CIIy4auTe, KOraTo
NPUTESKATENAT HA PA3PEUICHUETO 3a yoTpeOa/3assBUTEIAT UCKa (IOITBIHUTEIHA) 3al[1Ta Ha TaHHUTE
IIPY HOBO MMOKAa3aHWE WJIM IPOMSHA B KJIacU(pUKaIUATa, ChriacHo wi. 28, ain. 7 u wi. 30, ai. 3
3JIITXM.3a 3amuTa Ha qaHHUTE 110 wi. 28, an. 7 3JIIIXM ce npencrass nokiaa, 000CHOBaBAIIL
HOBOCTTA Ha IMOKA3aHUETO U 3HAYMTEITHUTE KIIMHUYHU TPEJAUMCTBA B CPABHEHUE ChC CHIIECTBYBAIIUTE
JIe4yeOHU BB3MOKHOCTH I10 TOBA ITOKa3aHue.3a 3ammra Ha gagaure no wi. 30, ain. 3 3JIIIXM ce
MPEJCTaBs JOKJIa1, 000CHOBABAII HOBOCTTA Ha MIOKA3aHUETO U Y€ ca IPOBEICHU 3HAYUTCITHH
HEKJIMHUYHU WM KIMHUYHHA U3THTBAHMS BBB BpBh3Ka ¢ TOBa rmokazanwue.l.5.4. VI3pbpHpe1HHA
obcrosTencTa (pasperraBade o] yciaoBre)3a u3aaBaHe Ha pa3pellieHue 3a yrnoTpeda npu U3BbHPESIHH
obcrositencTia o wi. 56 3JIIIXM B T0o3u pa3jien ce mpeacTaBs 000CHOBKA, BKIIOYBAIIIA CIICTHUTE
acriektu:1.5.4.1. HeBB3MOKHOCT OT CTpaHa Ha 3asBUTEINSI J1a MPECTaBU U3UepHaTeIHU HEKITUHIUYHU U
KIMHAYHY JJAaHHU 33 €PUKACHOCTTa M 0€301TacCHOCTTA IIPH HOPMAITHU YCIIOBHS Ha yrorpeba;1.5.4.2.
CHUCHK Ha HEKIIMHUYHUTE VI KIMHUYHUTE JaHHU, KOUTO HE MoraT Jia ObJaT nMpeAcTaBeHn
n3uepnarenHo;1.5.4.3. 000CHOBKa Ha OCHOBaHUSATA 32 pa3peliaBaHe 3a yrnoTpeda Mpu U3BbHPETHH
obcrosiTencTra;1.5.4.4. npeioxkeHus 3a noApoOHa HHGOpMaLKs BbB Bpbh3Ka CbC CeU(PUIHNTE
porieIypH/3ab/KEHHS, KOUTO TPsIOBa Ja ObIaT U3IbaHeH! (MPOlieaypH, CBbpP3aHH ¢ 0€30MaCHOCTTA,
nporpama 3a U3MUTBaHKs, YCIOBHS 3a MPEINMCBaHe WK Mpuiarane, napopmaius 3a npoaykra).1.5.5.
3asBreHus 3a JeKapcTBeHH MpoaykTH 1o wi. 32 3JIIIXMIIpexncrass ce mucMo 3a HHPOPMHUPAHO
chIJIacHue OT MPUTEKATENSI Ha pa3peleHueTo 3a ynorpeda Ha IeKapCTBEHUS MPOAYKT 3assBUTETIAT J1a
MOJI3Ba ChIbPKAHUETO HA HETOBUTE MOAYJIH 3, 4 ¥ 5 M J1a ©Ma JTOCTBHIT JI0 ChbPIKaIIaTa ce B TIX
nH(pOopMaIus mpe3 IUI0TO BpeMe, JOKATO MPOAYKTHT, 32 KOUTO Ce OTHACS 3asBIEHUETO, € pa3pellieH 3a
yrnorpeda. AKO B TaKbB CITydail Ce I0JI3Ba U OCHOBHO JIOCHE Ha aKTUBHO BEIIECTBO, CE MPEACTABS U
CHOTBETHO MHUCMO 32 JIOCTHIT BB Bph3Ka ChC 3asSBICHUETO 32 pa3pellaBaHe 3a yrnoTpeda Ha
nekapctBerust mpoaykT.1.5.6. [lon3Bane Ha HEMYOJWKYBAaHU JaHHU OT HEKJIIMHUYIHH U KITMHUYIHA
W3MHUTBAHUA ChC ChIUIACHE Ha MPUTEXKATENs Ha MpaBaTa BepXY TsaxIIpeacraBs ce mucmo 3a
WH()OPMHPAHO ChITIACHE OT MPUTESKATEISA HA ITpaBaTa BbPXY ChOTBETHUTE JIAHHU 3asBUTEIIAT J1a TH
MOJI3Ba BBB BpB3Ka Che 3asBieHneTo.1.6. Onenka Ha pucka 3a okoiHaTa cpenalam, KbAeTo €
MIPUIIOKIMO, 3asIBIICHHSTA 32 pa3pelIeH s 3a yroTpeda cieiBa J1a BKIFOUBAT Mperiie] Ha OlleHKaTa Ha
pHUCKa, B KOSITO Ja ce JaBa OlleHKa OTHOCHO Bh3MOXXHHUTE PUCKOBE 3a OKOJHATA Cpejia BCIEICTBUE Ha
M3ITOJI3BAHETO W/WITH U3XBBHPJSHETO HA JIEKAPCTBEHUS MPOIYKT, KAKTO M MPETOKEHHS 3a ITOIXOSIIN
yKa3aHUs U MPEIyNpexaeHus B mHGopMaIusaTa 3a npoaykTa (Kparkara XxapaKTepUCTHKA Ha MPOIYKTa,
narcToBKaTta u onakoBkute). CriesiBa 1a ce 00bpHE BHUMAaHKHE Ha PUCKA 32 OKOJIHATA CPejia, CBhP3aH ¢



OCBOOOKIABAaHETO HA JIEKAPCTBEHU MPOAYKTH, ChIBPIKAIIH UITH ChCTOSIIN CE OT T€HETUIHO
MoIuHUIMPaHH OPraHU3MHU 110 cMHChIa Ha wieH 2 ot Jlupektusa 2001/18/EO na EBporneiickus
napiaMmeHT 1 Ha CpBera oT 12 mapt 2001 r. 0THOCHO 0CBOOOXKJaBaHETO HA MOAU(PHUIIMPAHA OPTAHU3MHU
B OKOJIHaTa cpeja u oTMeHsHeTo Ha JupektuBa Ha CrBera 90/220/EMO.MudopmaiiusaTa Mo OTHOIIEHHE
Ha PUCKa 32 OKOJIHATA CPeJia ce MPEICTaBs KaTo JAonbiIHeHne KbM Moayn 1.MudopmanusTa ce
IpEeACTaBs B ChOTBETCTBUE ¢ pasnopendoute Ha dupextua 2001/18/EO, kato ce B3eMar mpeaBu
PBKOBOJICTBATA, MyOIUKyBaHU 0T EBporielickara KOMUCHS BbB BpBb3Ka C MPHJIATAHETO Ha ChIIATa
nupekTuBa. MIHbopmanusTa cieasa qa ce CbeTou oT ciieqnoTo:1.6.1. yrom;1.6.2. konue oT mucMeHO
CHITIACHE WJIH CBIJIACHS 32 OCBOOOXKIaBaHE HA TCHETHYHO MOAU(PHUIIMPAHUTE OPTaHU3MH B OKOJIHATA
cpejia ¢ HaydHOM3CIICI0BATEICKH M Pa3BOMHM 1Ieiu chriacHo yacT B ot [Iupextusa 2001/18/EO;1.6.3.
uH(poOpMaImATa, KOSITO ce n3nuckBa cvriaacHo [punoxenus Il no 1V xpm dupexrusa 2001/18/EO,
BKJIFOYMTEITHO METOJIM 32 OTKPHBAHE M UIACHTU(UIMPAHE, KAKTO U YHUKAJTHHS KOJ HA TEHETUYHO
Moau(HUIIMPaHUS OPTAHU3BM, TUTFOC BCSIKAKBA JIOMMBIHUTEHA HHPOPMAIIHUS 10 OTHOIICHUE Ha
TCHETUYHO MOIUGUIIPAHKS OPTaHU3bM WIIK TMPOYKTa, KOSTO € OT 3HAYCHHUE 3a OI[CHKAaTa Ha PUCKa 3a
okoxHaTa cpena;l.6.4. mokiaz 3a OIleHKaTa Ha PHCKa 3a OKOJIHATa cpejia B ChboTBeTcTBHUE ¢ [Ipunoxenne
Il xbm Iupextua 2001/18/EO, usrotsen Ha 6a3ara Ha uH(popMalusTa, mocouena B [Ipunoxenus 11 u
IV kbMm Iupextrra 2001/18/EO;1.6.5. 3akmodenue ¢ orjien Ha ropernocodyeHaTa nHdopMariusi, Kakto u
Ha OIICHKATa Ha PUCKA 3a OKOJIHATA Cpeia; 3aKIIF0YCHUETO TPIOBa Jia Ipejiara moAXosIia CTpaTerus 3a
yIpaBJICHUE HA PUCKA, ChIbpIKallla IUTaH 3a HAaOII0IeHUEe CIe]] M3/1aBaHEeTO Ha pa3pelIeHue 3a ynorpeda
Y ChOTBETHUTE JJAHHU, KOUTO CJIeJ[BA JIa CE BKJIKOYAT B KpaTKaTa XapaKTEPUCTUKA Ha MPOAYKTa, B
OITAaKOBKATa M JIUCTOBKATA MO OTHOIIIEHUE HA TCHETHYHO MOJAU(PHUIIMPAHUTE OPTaHU3MH U BBIIPOCHUS
JICKapCTBEeH MPOAYKT;1.6.6. moaxoasaiy Mepku 3a HHPopMHpaHe Ha odmiecTBeHocTTa. ClieaBa ChIO
Taka Jia ce BKIIIOYAT U MOIKC Ha aBTOpa C JaTa, CBeACHHs 3a 00pa30BaHUETO, O0YIEHUETO
npodeCHOHATHUS MY OIUT, KaKTO U JCKJIapalus 3a Bpbh3KaTa M1y aBTopa  3asButens.l.7.
WNudopmanus 1o OTHOIIEHUE HA 3alliTa HA JAaHHUTE 32 JICKAPCTBCHH MPOIYKTH, IPETHA3HAUCHH 32
nedeHue, MpoduIakTHKa U TUarHOCTHKA Ha peaku 3abonsBanusal.7.1. B ciydaii ye 3asBIeHHETO Cce
OTHACsI 3a MMOKa3aHKe, CBbP3aHO ChC CHCTOSHHE, 32 KOETO MMa M3/IaZICHO pa3penieHne 3a yrnorpeda Ha
JIEKapCTBEH MPOJIYKT, MPEAHA3HAUCH 32 JIeUeHue, MPOPIIAKTUKA U JTUATHOCTHKA Ha PEAKU
3a00JIsIBaHMs, ¥ € B CHJIA IEPHOIBT HA 3alllUTa HA JAaHHUTE chrilacHO 4wi. 8 Ha Permament (EO) Ne
141/2000, 3assBuTenAT TpAOBA a MPEACTaBH KPUTHYEH JOKJIA/, pa3riiexk/alll eBeHTyalHaTa
"moo0HOCT" Ha TIeKapCTBEHUS TPOJIYKT, 32 KOUTO CE OTHACS 3asBJIEHUETO, C pa3pelieHus 3a ynorpeoda
JIEKapCTBEH MPOJIYKT, MPEAHA3HAUEH 32 JIeUueHue, MPOPIIaKTUKA U JTUATHOCTHKA Ha PEAKU
3abomsBanus. JJoKIaapT TpaOBa 1a ChAbpIKa 3aKII0UYEHUE T IPOAYKTHT € 1Mo00eH, uiu He e.1.7.2.
B ciyyaii ue nekapcTBEHUAT MPOAYKT, 32 KOUTO C€ OTHACS 3asBIECHUETO, € 'mo/100eH" Ha JTeKapCTBEH
MPOAYKT, 32 KOWTO € B CHJIa IEPUOIBT HA 3alllMTa Ha JaHHUTE chritacHO wi. 8 Ha Permament (EO) Ne
141/2000, 3asiBuTENAT TPIOBA J1a MPEACTaBU U 0OOCHOBKA, ITOKA3Ballla, Y€ € B CHJIA HIKOE OT
M3KJTFOYCHHUATA, TIOCOYCHH B Wi. 8.3 Ha CHIUS PEerJIaMeHT.B ciryJaid e mpuTekaTessaT Ha pa3peieHueTo
3a ynotpeba Ha IeKapCTBEHUS MPOAYKT, IpeIHA3HAYCH 3a JIeUeHHe, TPOo(pUIaKTUKA U TUaTHOCTUKA Ha
penKu 3a00JsIBaHMs, € TAJI ChIIIACHETO CH Ha 3asiBUTENS, TPIOBa 1a Ob/ie MPeACTaBEeHO MOIHCAHO OT
MIPUTEKATEINS Ha Pa3pelIeHHEeTo 3a yroTpeda MIcMOo, TOTBHPKIABAIIO ChIIACHETO MY 3asIBUTEIIAT Ja
1oJIaJie 3asBJICHUETO Ha ocHOBaHue wieH 8.3, Oyksa "a" Ha Perimament (EO) Ne 141/2000.B ciyuaii ue
3asBJICHHETO Ce M0/IaBa Ha ocHoBaHue wieH 8.3, OykBa "0" Ha Pernament (EO) Ne 141/2000,
3asBUTEIAT TPsIOBA J1a MPEICTaBH JOKJIAJ, OMMCBAII 330 CHAOISIBAHETO C pa3pemieH s 3a yroTpeda
JIEKapCTBEH MPOJIYKT CE€ CMATA 3a HEAOCTaThuHO. B mokmana TpsOBa ja ce onuilie KOHKPETHO
HEJOCTUTHT U JIa c€ 000CHOBE TBBPJICHUETO, Y€ OTPEOHOCTUTE HA MAI[MCHTHUTE C ITOKA3aHUETO 32
nedeHue, MpoUITaKTHKa WM JUATHOCTHUKA Ha PSIIKO 3a00IIIBaHe HE ce MOKPUBAT. BCcHuku TBbpACHUS
TpsIOBa J1a ca 000CHOBAHM C KAUECTBEHHU M KOJUYCCTBCHU JaHHU. B cirydail de 3asBIIeHHETO ce TojjaBa Ha
ocHoBanue wicH 8.3, Oyksa "B" Ha Pernament (EO) Ne 141/2000 (nexapcTBEHHST MPOAYKT, 38 KOHWTO Ce
OTHACsI 3asIBIICHUETO, € T0-0e30maceH, mo-euKaceH Wit 1Mo IpyT HAYWH KIMHUYHO MPEBB3X0KIA



paspeleHus 3a yrnorpeda mpoayKT), 3asiBUTEIAT TPsiOBa J1a MPeCTaBU KPUTHYCH JIOKIIA, 000CHOBaBALI
3aIl0 MOKE J]a Ce CMSATA, Y€ MpeylaraHusIT IPOAYKT KIMHUYHO IPEBB3X0K/Ia pa3pelleHus 3a ynorpeda
MPOAYKT, B ChOTBeTCTBUE ¢ wieH 8.3, OykBa "B" Ha Pernmament (EO) Ne 141/2000 u unen 3.3, OykBa "t
Ha Permmament (EO) Ne 847/2000.1.8. MHdopMatins 110 OTHOLICHHE Ha JICKapCTBEHATA
6e3onacuoctl.8.1. Cucrema 3a nekapcrBeHa 6ezomnacHoctlIpencrass ce moapoOHO onucaHue Ha
cUCcTeMara 3a JieKapcTBeHa 0€30MacHOCT, KOATO I1e Ob/Ie BbBEACHA OT 3asiBUTENISA, ChIJIACHO Wi. 27, aJl.
1, 1. 12 3JIITXM.To TpsiOBa na BKIIOYBA JIOKA3aTEJICTBO, Y€ 3asIBUTEISAT pa3moiara ¢ KBaTupuIupaHo
JIUIIe, OTTOBAPSIIO 3a JIieKapcTBeHaTa 0e3omacHocT chritacHo wi. 186 3JIIIXM, u ¢ HeobxoaumuTe
cpezcTBa 3a ChoOIIaBaHe Ha BCAKAKBA HEXellaHa JIeKapCTBeHA peakius, Bb3HUKHaIA B EBporneiickara
OOIIHOCT MK B TpeTa cTpaHa.To3u pa3zies ce U3UCKBa MPH BCAKO HOBO 3asBJICHUE (BKIFOUUTEIHO 32
pasiupsiBaHe o0XBaTa Ha paspelieHneTo 3a ynorpeba).1.8.2. Cucrema 3a yrnpasjieHUEe Ha
puckallpencrass ce mogpoOHO onKcaHKe HA cUCTEMaTa 3a yIpaBJiIeHHEe Ha PUCKa, KOATO I11e Obe
BBBEJICHA OT 3asBUTENS, ChriacHoO wi. 27, an. 1, 1. 12 3JIIIXM.IToxpoOGHOTO ommcaHue Ha cucTeMaTa 3a
yIpaBJeHHE Ha PUCKa ce MpeacTaBs moja (opMara Ha eBpONEHCKY TUIaH 3a yIpaBieHHe Ha
pucka.EBponeiicku miaH 3a ynpaBleHHe Ha pUCKa TPsOBa Ja ce MPeICTaBy MPH BCIKO HOBO
pazpemiaBane 3a ynorpeda Ha:1.8.2.1. mpoaykT, chabpiKal] HOBO aKTUBHO BellecTBo;1.8.2.2. mogoben
OMOJIOTHYCH JIEKapCTBEeH NpoayKT;1.8.2.3. reHeprueH/XuOpHICH JIEKapCTBEH MPOIYKT, KOraTo 3a
pedepeHTHHUS JeKapCTBEH MPOIYKT UMa ChbMHEHHE OTHOCHO 0€30MacHOCTTa, U3UCKBAIIO JOMBIHUTETHH
JEWCTBUS 3a CBEXAaHE 10 MUHUMYM Ha PHCKA WIH PA3JIMKUTE MEXITY XUOPUIHUS U peepeHTHUS
MPOJYKT MpEArnoiaraT pa3inka B pUCKOBETE, KAKTO U B APYTH ClIydau Mo UcKaHe Ha M3mbiaHuTenHaTa
areHIysl 10 JISKapCTBaTa WIIHM aKO 3asiBUTEISIT CMSATA, Y€ € He0OX0uM TakbB miaH.[ImansT 3a
yIpaBJeHHE Ha PUCKA CE MPEICTaBs KaTO CAMOCTOSITENICH IOKYMEHT, IPUIPYKEH OT ChITbTCTBAIIH
JTOKYMEHTH, Korato € Heooxoaumo.1.9. Mndopmarmst oTHOCHO KiMHUYHY M3nuTBanuslIpencrass ce
JeKIapanus, 4e Ipyu KIMHUYHUTE U3MUTBAHUS, IPOBEACHU U3BBH TepUTOpUsITAa Ha EBponeiickus chio3,
ca cria3eHy eTUYHUTE MPUHIMIN Ha Jo0paTa KIMHYHA MMPAKTHKA, KAaKTO U CIIUCHK HA BCUYKU
U3NHUTBaHUs (C HOMEpa Ha MPOTOKOJIUTE), IPOBEICHN B TPETH JbPIKABH, C IOCOUBAHE HA ChOTBETHUTE
abpkasu.1.10. (u3m. - [IB, Op. 47 ot 2011 r.) Mudopmarus, cBbp3aHa ¢ neauatpusitaB choTBETCTBHE C
ui1. 7, 8 u 30 ot Pernmament (EO) Ne 1901/2006 na EBponeiickust napnaMeHT u Ha ChBeTa OTHOCHO
JIeKapCTBEHHUTE MPOAYKTH 3a TIequaTpudHa yrnotpeoda u 3a usmenenue Ha Pernmament (EMO) Ne 1768/92,
Jupextusa 2001/20/EO, upextusa 2001/83/EO u Pernament (EO) Ne 726/2004 (OB, L
378/27.12.2006 r.) nrdopmMarmsaTa 1Mo Ta3u TOYKA C€ M3UCKBA 3a:a) HOBO 3asBJICHUE 3a pa3peliaBaHe 3a
ynotpeba Ha JeKapCTBEH MPOIYKT (C U3KIFOYCHUE Ha TEHEPUYHH, XUOPHUIHU U OMOJIOTHYHO MOA00HH
MIPOAYKTH, IPOAYKTH C J0Ope YCTaHOBEHA YIOTpeda, TPaAUIIMOHHN PACTUTEITHA U XOMEOTIATUIHU
HPOJYKTH), KOWTO HE € pa3pellieH 3a yrnorpeda B AbpxkaBa - crpana no Crnopazymenueto 3a EWII, kbM
26 romu 2008 r.;0) 3asBiICHMS 32 HOBHU [MOKAa3aHMUs, HOBU JIEKAPCTBEHU ()OPMU M HOBU HAYMHH Ha
HPUIIOKEHHE 32 Pa3pelieHH 3a ynoTpeda JIeKapCTBeHU MPOAYKTH (C U3KIIOUYCHHE Ha TeHEPUYHH,
XUOPUAHU U OMOJIOTHYHO MOAOOHU MPOAYKTH, MPOAYKTH C 100pe ycTaHOBEHa ynotpeda, TpaJullMOHHU
PAaCTHTEIHU B XOMEOTIaTHYHH NPOIyKTH) 10 26 ssHyapu 2009 r., KOUTO ca 3alIUTEeHH Ype3 CepTUPHKAT
3a JOMBJTHUTEIHA 3allMTa WM Ype3 IMaTeHT, KOMTO OTroBaps Ha YCIOBHATA 3a IMOJTyYaBaHEe HA TAKHB
cepTu(uKaT;B) 3asBICHHE 32 pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBeH NPOIYKT, PEeIHA3HAYCH
M3KITIOYUTEITHO 32 MpiIokeHne B nenuatpusita.llpencrassar ce cienqaure qokymentu:1.10.1. xomme ot
peuienue Ha EBpomnelickara arennus mo nekapcreata (EMA) 3a ocBoOokaaBaHe Ha KOHKPETEH
JICKapCTBEH MPOYKT OT 3ab/KEHUETO 3a MpeacTaBsHe Ha [Lnan 3a neauatpuyno uscineasane (ITTTN);
ml.10.2. konue ot pemenune Ha EMA 3a ocBo60k/1aBaHe Ha KOHKPETEH KJlac JEKapCTBEHU MPOAYKTH
OT 3aJIbJDKeHUeTO 3a nipencraBsae Ha [1T1H; mul.10.3. kornme ot mociieiHaTa Bepcus Ha
pemenuero(sra) Ha EMA 3a [I1U (BkiIrounTeHO 32 OTCPOYBAHE HA 33/IBJDKCHUETO 32 PEACTaBsIHE Ha
[T - ako e npuoxumo) u ako ca Hannvnu:1.10.3.1. komue OT CTAaHOBHMIIE U TOKJIA]T HA
[Meguarpuunust komuteT Ha EMA 3a chotBercTBUe Ha [11111;1.10.3.2. noxan 3a ceoTBercTBUE Ha 1IN
OT 3asIBUTEJIS B CITy4anuTe, B KOUTO CHOTBETCTBUETO HE € YAOCTOBEPEHO OT KommneTeHTeH oprad;1.10.3.3.



nperyiea Ha pesyntarure ot [T B TabnuyeH BU, MOCOYBAII 3asIBIICHHUATA, C KOUTO € MOaJICH WK I11e
ObJIe MoIa/IeH, CTaTyca Ha 3asBJICHHUATA, KAKTO U Bph3KaTa MM ¢ ToBa 3asBienue.l1.11. (3am. - IB, Op. 47
or 2011 r.)1.12. (3axn. - /IB, 6p. 47 ot 2011 1.)1.13. (3an. - B, 6p. 47 ot 2011 r.)1.14. (3an. - [IB, Op. 47
or 2011 r.)1.15. (3an. - /IB, 6p. 47 ot 2011 r.)1.16. (3an. - B, 6p. 47 or 2011 r.)1.17. (3an. - [IB, 6p. 47
or 2011 r.)1.18. (3axn. - /IB, 6p. 47 ot 2011 1.)

[Mpunoxenne Ne 2.1 xpMm uit. 7, an. 1, 1. 1, 6ykBa "a"M3uckBanus KbM opMata U ChAbPKaHUETO HA
KpaTKa XapaKTepUCTHKa Ha TpoaykTaToBa MpuiioykeHne TpsiOBa Jia ce U3I0JI3Ba 3aEIHO ChC
ChOTBETHUTE PHKOBOACTBA Ha EBpomeiickara areHIus 1o JeKapcTBaTa, Ho-ClenuaiHo ¢ '"PbrKoBOICTBO
3a KpaTKara XapakTepUCTHKa Ha MPOyKTa'".3a BCAKO KOJIMYECTBO HA aKTHBHOTO BEIIIECTBO B JI030Ba
enuHuIa, %, onpeaeneHa Maca Wi 00eM, KaKTo | 3a BCSAKa JIEKapCTBEHa opMa ce MpeICTaBsIT
OTJEITHU KPATKU XapaKTEPUCTUKHU, B KOUTO CE€ ChABPKAT BCHYKU BHIOBE OMTAKOBKH IO OTHOIICHUE Ha
KOJIMYECTBOTO M JieKapcTBeHara ¢popma.CTaHAapTHUTE TEKCTOBE, BKIIOYCHU B TOBA MPUIIOKEHUE,
TpsiOBa Jia ce U3IOJI3BAT, KOTaTO TOBA € HEOOXOAMMO. AKO 3asBUTEIST CE€ OTKIIOHSBA OT TE3H TEKCTOBE
nopaju crienuukaTa Ha IPOIyKTa, Pa3TUIHUTE UM JOIIBJIHUTEITHUTE TEKCTOBE IIIE CE Pa3TIIekaaT Ha
0a3aTta Ha BceKH OoTneleH cinydaii.1l. me Ha nekapctBenus npoaykrllocousar ce ume (CBOOOIHO
n30paHo), KOJMYECTBO Ha aKTHBHOTO BEIIECTBO B J1030Ba eAMHUIIA, %, OmpeesieHa Maca 1l 00eM,
nekapctBeHa popma.He ce mocraBsar cumBonu karo ® TM B Tekcra,; "tabnetku’ u "kamncynu' ce
M3IMCBAT B MHOXKECTBEHO umcio.2. KadecTBeH u koimuecTBeH cheraBllocouBa ce MUMETO Ha aKTUBHOTO
BelecTBO(a) Ha OBIrapCKU €3UK M B CKOOM Ha aHIIIMICKH e3uK ¢ KypcuB.[locouBar ce KaueCTBEHUSAT U
KOJIMYECTBEHUSAT ChCTaB HA AKTMBHOTO BEIIIECTBO M MIOMOIIIHUTE BEIIECTBA, KOUTO Ca OT 3HAUCHHE 32
MPAaBUIITHOTO NPUJIOKEHUE HA POAYKTa. M3Mmon3Ba ce 00MonpreToTo Wil XUMHYHOTO UMe. Bk chIio
"PbKOBOACTBO 3a momomHUTe BemecTsa', Tom 3 Ha "'[IpaBuiia Ha EBpomneiickara oOIIHOCT 3a
nekapctBern npoayktu' (The Rules Governing Medicinal Products in the European Union).Bxirousa
ce TeKCT "3a MbJIHKA CITUCHK Ha MOMOIIIHUTE BEIIecTBa, Bxk. Touka 6.1. "'3. JlekapcTBeHa
dbopmallekapcTBeHaTa ¢popma ce mocouBa B €AMHCTBEHO YHUCIIO CTIOpe ' CTaHIapTHUTE TEPMUHH
nyonukyBaHu oT CrBeta Ha EBpoma. Koraro nma kpaThKk CTaHAapTeH TEPMHH 32 U3MOJI3BaHE BHPXY
MAaJIKH TI0 pa3Mep MbPBUYHU OITAKOBKH, TOHM CE M3MKCBA B CKOOM.J[aBa ce onrcanue Ha BHHITHUS BUJI Ha
nekapcTBeHara (hopMa, TakaBa KakBaTo Iie Ob/ie Ha ma3apa, BKIIOUUTETHO HHbopMalus 3a pH u
ocmoanutet. MiHpopMalys 3a BBHIIHUS BU CIIE/ pa3TBapsiHe/CyClieHAMpaHe Ha MapeHTePaTHN
pa3TBopHU ce mocouBa B Touka 6.6.Korato e He06X0aMMO, ce U3MOI3BaT CIETHUTE TEKCTOBE
"JlenmuTenHaTa YepTa € 3a MOoAIoMaraHe Ha CUyIBaHETO C [IeJ J]a C€ YJIECHHU MOTIIBIIAHEeTo, a He 3a Ja
paszens Ha paBHU 103U WK "TabneTkara Moxe J1a Ob/ie pa3jiesieHa Ha JABe paBHM MOJOBUHU " 4.
Kmuanunu nannué.l. TepaneBTuYHN nokazaHusKoraro € mpriokuMo, C€ U3MO0JI3Ba CICIHUIT TEKCT
"To3u nekapcTBEH NPOAYKT € MpelHa3HaYeH caMo 3a AMarHOCTUYHH 11eTH. 'Pe3yntaTtu oT KITMHUYHU
W3MHATBAHUS ce TTocouBar B T. 5.1.4.2. Jlo3upoBKka M HAYMH HA MPUWIOKEHHEB cirydanTe Ha orpaHUYEeHO
JIEKapCKO MPEANKUCaHre Ta3u TOYKa 3aroyvBa ¢ TOCOYBaHe Ha yclnoBusaTa. HAaunHBT Ha pHIoKeHNE
BKJTIOYBA YKa3aHU 32 MMPaBIITHA YIIOTpeOa OT MEAUIIMHCKH CIICIIUAIMCTH WA OT MAIlMEHTA.
[To-moapoOHM MPAaKTUYECKH YKa3aHUs 3a MallMeHTa MOTaT Jia ce€ BKJIIOYAT B JINCTOBKATA, HAIPUMED 32
WHXAJIATOPH, MMOJKOKHO CAMOUMHKEKTHPaHe. YKa3aHHs 3a MPUTOTBSHE Ce MMOCOYBaT B T. 6.6 i B T. 12 m
ce mpaBu mpernpaTka Tyk.KoraTo e mpumokumo, ce U3MoI3BaT HIKOU OT cleHuTe TekcTose: 'He ce
npernopwyBa ynorpedara Ha (CBo00aHO n30paHo uMe) npu jrera Han/nof (Y ToAuHU) Opaju JIuncara
Ha/HeTOCTaThUHM JTaHHM 3a Oe30macHocTTa u/unu eukacuocrra” (Bxk. T. 5.1/5.2)."OnuThT npu ena e
orpannyeH. "Jluncea onut npu gena” (Bx. T. 4.4/5.2)."(CBoO0gHO M30paHO UME) HAMA MOIXOISAIIN
nokasaHus 3a ynorpe6a npu nena. "'(CBo6oaHO M30paHo MMe) € MPOTHBONOKa3aH npu aena’ (BxK. T.
4.3).4.3. TlpotuBonokazanusKoraTo € mpuiioKuMo, e U3IM0J3Ba CICTHUSAT TEKCT
"CBpBX4YYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO/A MITH KbM HSIKOE OT MMOMOIIHUTE BEIIECTBA HITU
(nme Ha octaTpuHOTO/MTE BemiecTBO/a)". 4.4, CrieHuaaHu MPeynpeKaACHUS | MPEANa3Hu MEPKHU MPH
ynotpe6ad.5. BzaumopeicTBre ¢ Apyru JIeKapCTBEHU MPOIYKTH U ApyTu (hopmu Ha



B3auMoJeiicTBueKoraTo € npuiiokuMo, ce U3IoI3Ba HAKOM OT CIIEHUTE TeKCToBE: HsiMa npoyuBaHus
3a B3aumoiercTBusTa" . "[IpoyuBaHus 3a B3aMMOJCHCTBUATA UMa CaMO TIPH Bb3pacTHU'.4.6.
Bpemennoct u kppMeHel3mon3Ba ce crienupUIHOTO H3pa3siBaHe 32 OPEMEHHOCT U KbpMEHE (BK.
[Tpunoxxenue | Ha "PBKOBOICTBO 3a KpaTKaTa XapaKTEPUCTHKA HA MTPoayKTa' oT "benexku KbM
sassutenute” (Notice to Applicants), Tom 2C).Pe3yaTati oT M3nUTBaHKs 33 PENPOYKTUBHA
TOKCHYHOCT C€ BKJIIOYBAT B T. 5.3 U aKO € He0OX0auMo, ce TIpaBu npenparka Tyk.4.7. Epextu Bppxy
CHOCOOHOCTTA 3a modupane u padora ¢ MAIMHUKOraTo € MpuIoKuMo, Ce U3M0I3Ba HIAKOH OT
cnenuute Tekcrose:"(CB0OOHO M30paHO UME) HE MOBJIMSABA UK TIOBJIMABA IPEHEOPESKMMO/TIOBIIHSBA B
MaJika JI0 yMEpeHa CTeleH/OBIHsIBa B 3HAYMTEIHA CTEIICH CIIOCOOHOCTTA 3a IodupaHe u padora ¢
MamuHu"."Hsama npoyuBaHus 3a epekTuTe BbpXy CIIOCOOHOCTTA 32 ImodupaHe u padora ¢
mammHu'."He e npunoxxumo".4.8. Hexenanu nexapctBenn peakuunlznonssa ce Konsenmus 3a
4ecToTa U CUCTEMO-OpraHHa kinacudukaius ot 6a3a 1aHHU Ha METUIIMHCKU PEYHHUK 32 peryjiaTopHa
nerinoct (MedDRA frequency convention and system organ class database).Ilpu Bcsiko rpynupase B
3aBHCHMOCT OT YE€CTOTaTa HeXKeJaHUTE JIEKAPCTBEHH PEaKLUU ce U30posSBaT B HU3XOAI PeJl MO
oTHomeHHe Ha cepuo3HocTTa.4.9. [Ipeno3npaneOnucBaT ce CHMITOMUTE, CIICIIHUTE MPOLEAYPHU U
aHTUI0THU (aKO MMa TaKWBa) B CIIydauTe Ha mpeao3upane.Koraro e mpuiokuMo, ce U3I0I3Ba TEKCThT
"Hsama cpoOuienust 3a ciyyau Ha rpego3upane’.5. @apMaKkoJOrH4HU CBOMCTBAd. 1.
dapmakoguHaMuuHu cBoiicTBallocouBa ce hapmakoTepaneBTHYHATA rpyma; "rpymna (Bb3MOXKHO
Haii-HrcKoTo HUBO)", ATC Kkox: "kox'".3a MpoayKTH, 0J0OpEHH TP "HU3BBHPEIHU 00CTOATEIICTBA", CE
BKJIIOUBA CJIETHUAT TEKCT: ''T03M JIeKapCTBEH MPOAYKT € pa3pelieH 3a ynorpeda npu "u3BbHpPEIHU
obcrosrencTa”. ToBa 03Ha4aBa, 4e MOPAH PSIKOTO Pa3MPOCTPAaHEHUE Ha O0IeCTTa/o HAYYHH
choOpaxkeHust/ M0 ETHYHU TPUYMHH 0 MOMEHTA HE € Bb3MOJKHO J1a Ce pa3ioJara ¢ mbjiHaTa
nHbopManus 3a To31 NpoaykT.Besika roquaa EBponeiickara areHIus 1mo jexapcTBara e U3BbpIiBa
mpersen Ha HoBaTa HHGOpMaIus 3a MPOAYKTA U IIe aKTyaIn3upa Ta3u KpaTKa XapaKTepUCcTUKa Ha
MPOJYKTA CIIOpe]] M3UCKBaHUATA. ''5.2. DapMakOKHHETUYHH cBOWCTBaS.3. [IpeAKIMHIYHYN JTaHHHU 32
6e3onacHoctKoraro e He06X0AMMO ce M3MOI3BAT HAKOU OT cleHUTe TeKcToBe: "HeKIMHNYHUTE JTaHHU
HE MOKa3BaT 0co0eH PUCK 3a Xopara Ha 0a3a Ha KOHBEHIIMOHATHHUTE (hapMaKOJIOTUYHU U3MUTBAHUS 32
0€301acHOCT, TOKCUYHOCT ITPH MHOTOKPATHO MpHIIaraHe, FeHOTOKCUYHOCT, KapIIUHOT€HEH MOTeHLnall,
penpoAyKTUBHA TOKCUYHOCT ."[Ipy HEKITMHUYHUTE U3MUTBAHUS €EKTH ce HaOII0AaBaT caMo Mpu
eKCIO3MIINH, 32 KOUTO CE€ CUMTA, Y€ ca B I0CTaThUHa CTENEH MO-TOJIEMHU CIPSAMO MaKCUMallHaTa
eKCIIO3UIUS IIPU X0pa, KOETOo M0Ka3Ba MaJIKO 3HaYeHHE 3a KIIMHWYHaTa ynorpeda”."Cnennure
HEeXXEJaHU Peakly, KOUTO He ce HaOJIto1aBaT Mpy KIMHUYHUTE U3MUTBaHUs, ce HabI0AaBaT Npu
’KHBOTHH ITPH HUBA HA €KCTIO3MIINS, IOJ00HN Ha HUBATa HA KIIMHUYHA €KCTIO3UIIUS, U C BB3MOKHO
3HauYeHHE 3a KIMHUYHATa ynorpeba'.6. @apmaneBtuynu qaHHN6.1. CIEChK HAa TOMOITHHUTE
BeniecTBaBesko ce M3MUCBa Ha OTAETICH pPell CIIope]] pa3IHdHUTE YacTH Ha poaykTa.MiMeTo Ha
noMoIHoTO(1Te) BelecTBo(a) ce u3nmucBa Ha Obiarapceku e3uk.6.2. HecsBmectumoctullsmonssa ce

HSKOH OT ciemHuTe TekcToBe: 'He e mprmoxkumo"."Tlpu umica Ha Mpoy4BaHUs 32 HECHBMECTUMOCTH
TO3H JIEKapCTBEH MPOIYKT HE TPsIOBa Ja ce cMecBa C JPYTry JieKapcTBeHU NpoaykTu'."To3u nekapcTBeH
MIPOAYKT HE TPsIOBA J1a C€ CMECBa C IPYTH JICKAPCTBEHH MPOAYKTH C M3KIIFOYCHHE Ha TE3H, IIOCOYCHU B T.
6.6".6.3. Cpoxk Ha rogHoctIIocouBa ce CPOKBT Ha TOAHOCT Ha KpalHUSI IPOAYKT U CPOKBT HA TOAHOCT
clienl oTBapsiHe u/viu pasTBapsiHe/cycnenaupane/paspexaane. [locouBa ce caMo e/MH ISUTOCTEH CPOK
Ha FOJTHOCT, HE3aBUCUMO Y€ PAa3TUYHUTE KOMIIOHEHTH Ha MPOJIyKTa MOXeE JIa UMaT pa3iIMyueH CPOK Ha
rojiHoCT (HampuMep npax u pa3rBoputen).CpokbT ce mocousa kato .../6 mecena/l roqnnal/l8 mecena/2
roaunn/30 mecena/3 rogunu/... ".6.4. CrienuaiHu yCIIOBUS Ha ChbXPaHEHHEY CIIOBUATA HA ChbXPaHCHHE
Ce M3IMHCBAT CIIOpe TEPMUHUTE, IPUEeTH OT V3mbiHuTeTHAaTa areHIus 1mo JexapcerBara.llocousar ce
OOIIMTE YCIIOBHSI HAa ChbXpaHEHHE Ha KpalHUs MPOIYKT C MpernpaTka KbM T. 6.3, Korato e Heo6XoIumo:
"3a ycloBHsITa HA ChXPAaHEHUE HAa Pa3TBOPEHHUS/CYCTICHAMPaHUs/pa3peIcHUs JIEKAPCTBEH MPOIYKT, BK.
T. 6.3".6.5. /lannu 3a onakoBkaTall130posiBaT ce BCHYKHU BHIOBE OMakoBKH. KoraTo e npuiioxxumo, ce
n00aBsi TEKCTHT. ''"He BCHUKM BHIOBH ONMAKOBKK MOTAT Ja ObJaT MyCHATH B pojaxoa’.6.6. Crienuannu



npe/na3Hu MEpKH MpH U3XBbpIisiHe/u pabotaKorato € HE0OX0AMMO, CE MTOCOYBAT MPAKTUICCKU
yKa3aHHUs 3a IPUTOTBAHE U paboTa ¢ MPOAYKTA, BKIOYUTEITHO U3XBBPIISIHETO HA JIEKAPCTBEHUS MMPOTYKT
Y Ha OTHAJHHUTE MaTepUaIl OT HETOBOTO M3MoJ3BaHe.3mon3Ba ce HiIKOM OT cleaHuTe TekcToBe: Hsma
CHelHaNHu U3MCKBaHus . 'Hens3nona3BaHuAT NpOAyKT WM OTHAAbYHUTE MaTEepHUau OT HEro TpsOBa aa
C€ U3XBBPJIAT B CbOTBETCTBUE C MECTHUTE M3UCKBaHuA . /. [IpuTexaren Ha pa3pelieHueTo 3a
ynotpeballocouBat ce umero u agpechT. IMeTo Ha IbprkaBaTa ce U3MKUCBA Ha OBJITAPCKU €3HK.
[Tocousar ce TenedoH, dakc wiu enekTpoHHa noiia. He ce mocousa web crpanunia.8. Homep(a) Ha
paszperienueTo 3a ynorpedallonbiBa ce oT mputexaresns Ha pa3pelIeHUETo 3a yrnoTpeda ciej
M3/IaBaHETO Ha paspelieHue 3a ynotpeda.9. Jlata Ha mbpBO paspeliaBane/ o JHOBSIBAHE Ha
paspelenneTo 3a ynorpebaldsmonssa ce eqHo ot cieanute oobosnauenus:” JJJ/MM/ITTTT™; "I
mecer] [ TTT".IlombiBa ce OT MPUTEKATENS HA Pa3pEIISHUETO 3a YIIoTpeda ciie 3JaBaHeToO Ha
paspelleHue 3a yrnorpeba wid ciell HoJHOBsIBaHETO My./[aTaTa TpsiOBa 1a ChOTBETCTBA Ha
I'BPBOHAYAITHOTO PAa3pElICHUE Ha ChOTBETHUS JICKAPCTBEH MPOAYKT. Ts He TpsiOBa 1a oTpa3siBa
o100peHusATa Ha OT/IETHUTE KOJIMYECTBA HAa aKTUBHOTO BEILIECTBO B J1I030Ba €IMHUIIA, %0, onpeieneHa
Maca Wi 00eM/pa3HOBUIHOCTUTE, MTOJYYCHH YPe3 MOCIICABAIIN IPOMEHU U/WITK paslIMpsBaHEe Ha
paszpemieHueTo 3a ynorpebda.llocouBaT ce kakTo AaTara Ha MbPBOHAYATHOTO pa3pelleHre 3a ynoTpeoa,
Taka M jJaTtara Ha (IOCJIeHOTO) My IMOAHOBSABAHE, aKO € MOJHOBEHO, 110 HAUMHa, [TOKa3aH B CJICTHUS
npumep:Jlata Ha mepBo pazpemienue: 3 anpuia 1985 r./lata Ha mocneaHo mogHoBsBane: 3 anpui 2000
r.10. [lara Ha akTyanu3upaHe Ha TekcrtallombiaBa ce OT mpuTekaresns Ha pa3pelieHueTo 3a ynorpeoda
clie]] OTIIEYaTBAHETO Ha MPOMSIHA B KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTA MO CICTHUS
Hauud:"MM/TTTT"11. losumerpusTa3u Touka ce momnJiBa 3a paguodapmareBTuiy. Brioysar ce
MoIpOOHU TaHHU OT BhTpPEIIHATa paAHallMoOHHa 103uMeTpusi.12. MHCTpyKIMY 32 MPUTOTBsIHE HA
paguodapmaneBTHIN [ a3 TOYKa Ce MOMBJIBA 32 paguodapMaleBTUI. BKItouBaT ce moapoOHu
yKa3aHHUs 32 eKCTEMIIOPATHOTO MPUTOTBSIHE U KOHTPOJIA HAa KAUeCTBOTO HA TaKMBa MpernapaTH U KOrato
€ MPUIIOKUMO, MAKCHUMATHOTO BpeMe Ha ChXpaHEHHUE, Mpe3 KOETO BCIKAKBB MEXKIWHEH Iperapar KaTo
eJlyaT UM TOTOB 3a ynoTpeba JeKapCcTBEH Mpenapar I1ie 0TroBapsAT Ha HeroBaTta crienuukamnms. Morar
na OBJaT BKIIFOYEHH CIICTHUTE TeKCToBe: "Hen3mon3BaHusIT MPOTYKT HITH OTHAIHHIT MaTepPHall OT HETO
TpsOBa J1a ce U3XBBPJISAT B ChOTBETCTBUE C MeCTHUTE M3nuckBaHus ."IlogpobHa nundopmarms 3a To3u
JIEKapCTBEH MPOJYKT € MpeIocTaBeHa Ha cTpanuiara B Iatepuer Ha EBponeiickaTta areHuus 1o
nekapcrBata _http://www.emea.eu.int/".

[Mpunoxxerne Ne 2.2 kpM wi. 7, air. 1, T. 1, Oyksa "a"'HacT oT mpuAPYKUTEITHO MICMO 32 OCHOBHO JIOCHE
Ha aKTHBHO BelllecTBOTOBa OCHOBHO JI0OCHE Ha aKTUBHO BEIIECTBO CE M0/1aBa BbB BPb3Ka ChC 3asBICHUE
3a paspemiaBane 3a ynorpeda:Homep Ha mpouenypara:lme va npoaykra:Mme Ha
3asBUTEIS/TIPUTEIKATEIS HA Pa3pPELICHHETO 3a yHoTpeda Mo ChOTBETHOTO 3asBIICHHE: 3aCerHaTH
IbpKaBU YWICHKH IPH B3aMMHO MpH3HaBaHe: M omucBa nMpon3BOACTBEHUS MPOLEC U Cenn(PUKauuTe Ha
aKTHBHOTO BEIIECTBO (MJIM HA €THO OT aKTUBHHTE BELIECTBA) B TOBA 3asBJIICHUE 33 pa3pelIaBaHe 3a
yrnotpe6a.Mime Ha akTHBHOTO BemiecTBO: HoMephT Ha BepcusiTa Ha TOBA OCHOBHO JIOCHE Ha aKTUBHOTO
BEIIIECTBO €- HOMEp Ha BEPCUsATA HA YaCTTa Ha 3asBUTENS - HOMEp Ha BEPCUsATA Ha YaCTTa C OrpaHUYEH
nocThIl: ToBa OCHOBHO JIOCHE Ha aKTHBHO BEIECTBO € MOJIaBaHO TPE/IN 32 OIIEHKA ChC 3asBJICHUE 32
pasperaBase 3a ynorpeba Ha JiekapcTBeH npoAykT B EBponetickust cpro3:[L1Hel] [la, mo cineqnara
HaIMOHAITHA, IEHTPAIM3NPAaHa, IEIEeHTPATM3NpaHa WU MPoLeAypa 1o B3auMHO npu3HaBaHe:Homep Ha
HaIMOHAJIHATA, [IEHTPAJIM3UpPaHaTa, JAeleHTpaIn3upaHaTa Ui MpoleaypaTa 1o B3auMHO
npu3HaBaHe:MiMe Ha MPOIyKTa Mo HAI[MOHATHATA, IICHTPATU3upaHaTa, AeeHTpAIN3UpaHaTa Win
mpolielypata o B3auMHo npu3HaBane:Homepa Ha paspelnieHusTa u 1aTa Ha 0Jj00psiBaHe Ha
CBHOTBETHUTE MPOIYKTH:J{OKIaIINK WK peepeHTHA IbpKaBa WIeHKa:3acerHaTH Abp)KaBU WICHKH MIPH
B3aMMHO NPH3HaBaHe/ qeleHTpaa3upana npouenypa: Homep Ha BepcusiTa Ha 4yacTTa Ha
3asBuTensi:Homep Ha BepcusTa Ha yacTTa ¢ orpaHuydeH goctbi:3abenexka. Mudopmanusra, oréenszana
C KYypCHB, MOXe€ J1a HE Ce MOIbJIBa, ako He € u3BectHa. MIHpopmarusTa, orbenszana ¢ HopMajeH mpu@T,


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

CC N3HCKBA 3aABJIXKUTCIIHO.

[Mpunoxxerne Ne 2.3 kpM wi. 7, an. 1, 1. 1, Oyksa "a"Tlucmo 3a nocten[Anpec na MAJI][dara u
HaceneHo msicto]ITiemo 3a gocThbitHoMep Ha OCHOBHOTO JJOCHE Ha aKTHBHOTO BEIIECTBO: [aKo €
U3BECTCH (aKO He, ce JaBa OT VI3mbIHUTENHATA areHIIUS 10 JISKApCTBATa, WIIK HOMEp Ha
nporeaypara]Mscto Ha mpou3BoAcTBO: [uMe u axpec]IIpurexares Ha OCHOBHOTO JIOCHE Ha aKTUBHOTO
BemecTBO: [ume u agpec]C HACTOSIIIOTO TOPEIIOCOYCHUSIT IIPUTEKATEN HA OCHOBHOTO JIOCHE HA
AKTHBHOTO BEIIECTBO YITbJIHOMOIIaBa V3bJIHUTETHATA areHIUS 110 JIEKapCcTBaTa Jia ce 1030BaBa Ha U
J1a TPETJIekK/1a TOPEYIOMEHATOTO OCHOBHO [TOCHE Ha aKTUBHO BEIIIECTBO BBB BPB3Ka ChC CIICAHOTO(HTE)
3asBicHHE(s) 3a pa3peliaBaHe 3a yrnorpeba WK MpoMsHa Ha paspelneHue 3a ynorpeda (1), momamgeno(n)
oT [uMe /mpuTeKaTeN Ha pa3pelIeHUETO 3a yrnorpeba/3asBuTen] Ha [1aHUpaHa JaTta 3a 1MojiaBaHe Ha
3asBicHueTo(sTa)|:.[MIMe Ha MPoyKTa M HOMEP Ha pa3pelIeHUeTo 3a yrnorpeba, ako € u3BecteH|[me Ha
3asBHUTEIIS WK MIPUTEKATEIS] HA PA3pPelICHUETO 3a ynoTpeba] opernocoYeHUsIT IPUTEKATE Ha
OCHOBHOTO JIOCH€ Ha aKTHBHOTO BEIIIECTBO CE 3aIbJIXKaBa J1a OCUT'YPH MOCTOSHCTBO B KAYE€CTBOTO Ha
napTHIUTe U Ja nHpopMupa [MMe Ha mpUTekKaTeNs Ha pa3pelieHueTo 3a ynorpeda/zassurens] u MAJI
3a BCsIKa MIPOMsIHA B OCHOBHOTO JJOCHE Ha aKTHBHOTO BeIecTBO.[T0AMKC OT MIMETO Ha pUTEkaTelis Ha
OCHOBHOTO JiocHe Ha akTHBHOTO BeriecTBo[Mme u anpec][[Toamnuc](*1) Brexnane Ha HOBO OCHOBHO
JI0CHe Ha aKTHBHO BEIIECTBO OT HOB MTPOM3BOMTEI HA aKTHBHO BEIIECTBO.

[Mpunoxenne Ne 3 kM . 7, an. 1, 1. 1, 6yxBa "6"Monyn 2: Pe3tomeTa Ha JaHHUTE B MOy H 3, 4 1
5To3u Mmoyn uma 3a 11ei ga 06001H XUMHUKO-(hapMaIieBTHIHUTE U OUOJIOTMYHUTE TaHHHU,
HEKJIMHUYHUATE W KIMHUYHUTE JaHHU, IPEICTaBEHU B MOAYNHU 3, 4 1 5 OT 10cHETO 3a pa3peliaBaHe 3a
ynotpeba Ha JeKkapcTBeHHs NpoayKT. Toil chabpika qoKIaauTe/mperieuTe, IocoYeHu B wi. 27, ai. 4
3JIIIXM. TpsiOBa na Ob1aT pasriiefaHy U aHATM3UPAHA KPUTUIHHUTE BBIIPOCH. TpsOBa na Obaar
npeJcTaBeHu (PaKTOJIOIMYHM PEe3IOMETa, KaKTO U JaHHU B TabnudeH ¢opmar. B te3u noknanu ce
BKJTIOYBAT MPENPATKH KbM JTaHHUTE B TaOIM4YeH (hopMaT Wik KbM HHPOPMAIUATA, KOSITO CE ChIIbpXKa
CHOTBETHO B caMaTa JIOKYMEHTAIHsl B MOYJT 3 Ha IOCHETO (XMMHUKO-(papMaleBTHYHA U OUOIOTHYHA
JTOKyMEHTAIHsI), MOy 4 (IOKIa i OT HeKIIMHUYHU M3MUTBAHUS) U MOAYJ 5 (IOKIa 1 OT KJIMHUYHH
u3nutBanus). THpopManusTa, KOsITO ce ChABPKA B MOAYI 2, CE MPEICTaBs B CbOTBETCTBHE C (hopmara,
ChIBPIKAHUETO M CUCTEMaTa 3a HoMepupaHe, nocouyeHu B "benexku kM 3assurenute” (Notice to
Applicants), rom 2. [Iperieaute u pe3roMeraTa TpsiOBa Aa OTrOBAPSAT HA OCHOBHHUTE MPUHIIUITN U
W3WCKBAHUS, M3JI0KEHH 1O-7071y:2.1. 0010 chabpkanrneMoyn 2 BKIIOUBA ChIbPYKAaHUE HA HaydHaTa
JOKYMEHTAIMs], IPEeICTaBeHa B MOAYIHU OT 2 710 5 BKIItOUMTENHO.2.2. YBoallpencrass ce uHpopmanus
3a (hapMaKoJIOTUYHHS KJac, HAaYMHA Ha JICHCTBHE U MpesiaraHaTa KIMHAYHA YIIoTpeda Ha MPOIyKTa, 32
KOITO ce ucka paspemeHue 3a yrnorpeda.2.3. O01io pe3rome Ha KauecTBOTOB 001110T0 pe3rome Ha
Ka4eCcTBOTO C€ MPECTaBs MpErJie]] Ha XUMUKO-(hapMaleBTHUHUTE U OnosornanuTe naHau.Crensa ia ce
HabJerHe Ha KJII0YOBUTE KPUTUYHH MTapaMeTpu U BBIIPOCH, CBBP3aHU C aCIIEKTHTE Ha KauyeCTBOTO, a B
CIlydauTe, B KOUTO HE ca OWIIN CIIeIBaHN CHOTBETHUTE PHKOBOJICTBA, CE MPEJICTaBs M ChOTBETHATA
aprymeHTanus. To3u TOKyMEHT cieBa o0xBaTta U mpoduiia Ha CbOTBETHUTE MOAPOOHH JTaHHH,
npencraBeHu B Moayln 3.dopmara U ChAbPKAHUETO Ha pe3FOMETO TpsiOBa a ObIaT cChoOpa3eHu ¢
W3UCKBaHUATA, n3joxeHu B "benexku kpm 3assurenute” (Notice to Applicants), tom 2B.2.4. Tlpernen
Ha HEKJIMHUYHUTE JaHHUB TO3M mperiies1 ce OIeHsIBa ISUIOCTHO ¥ KPUTHYHO HEKJIIMHUYHATA OIICHKA Ha
JIEKapCTBEHHS MPOIYKT, M3BBPILIECHA Ype3 U3MUTBAHMS BbPXY XKHUBOTHH U/uiw in Vitro. Tpsosa na ce
B3€MarT MPE/IBH/] CHIIECTBYBAIUTE PHKOBOJICTBA 3a MPOBEXIaHETO HA M3NMUTBaHMs. B mpernena TpsoBa
Jla ce BKJIIOYAT 00CHKIaHe U 00OCHOBKA HA CTpATEeTUsATa HAa U3MUTBAHUATA, KAKTO U Ha OTKIIOHEHUATA
OT CHOTBETHUTE PHKOBOJICTBA M cra3BaHeTo Ha JloOpaTa mabopaTopHa MpakTHKa IPY TPOBEICHUTE
n3nuTBaHus. C U3KII0YeHHe Ha OMOJIOTHYHUTE JIEKaPCTBEHH MPOIYKTHU ClIeBa J1a C€ BKJIIOUM OLIEHKa Ha
NPUMECUTE U pa3laJHHUTE TPOAYKTH, KAKTO M Ha TEXHUTE MOTEHIMAIHHU (papMaKOJIOTHYHH U
TOKCHKOJOrHYHH epektu. TpsiOBa 1a ce 06CHAAT NOCIETUINTE OT BCIKAKBU PA3JIUKU B XUPATHOCTTA,



XUMHYHATa popMa U poduia Ha MPUMECUTE MEKAY BEIIECTBOTO, KOETO € U3IMOI3BaHO MPU
HEKJIMHUYHNTE W3MTUTBAHUS, U IPOAYKTA, KOWTO Ce TUIaHUpa Aa Objae mycHaT Ha masapa. llpu
OMOJIOTMYHH JICKAPCTBEHU IPOAYKTH TpsiOBa /1a ce HAaIpaBU OLIEHKA Ha CPABHUMOCTTA HAa MaTepHaa,
M3M0JI3BaH B HEKIIMHUYHUTE U3NUTBAHMSA, B KIMHUYHNATE U3MUTBAHUS U JICKAPCTBEHUS ITPOAYKT, KOUTO
ce IUIaHupa Ja ObJe MyCHAT Ha ra3apa.3a BCIKO HOBO IMOMOIIIHO BEIIECTBO CE€ U3MCKBA OLIEHKA Ha
HerosaTa Oe3onacHoCT.B cirydail ye BMecTo MpoBeIeHN OT 3asiBUTEIISI M3IUTBAHUS € MTOJI3BaHA
nyOIvKyBaHa Hay4YHA JJUTEpaTypa, ToBa TpsiOBa ga Obe 000CHOBAHO, KaTO OBJIAT OOCHICHU AU3ANHBT
Ha W3MUTBAHUATA U HATMYUETO HA MH(POPMAIHS 32 KAaYeCTBOTO HA MapTUANTE JIEKAPCTBEHO BELIECTBO,
M3II0JI3BAHO MPH Te3W M3NUTBaHus. TpsOBa 1a ce onpeaensiT XapakKTepUCTUKUTE Ha JIEKAPCTBEHUS
IPOJYKT, YCTAHOBEHH NIPU HEKIMHUYHUTE U3MUTBAHMSA, U Jia c€ 00CH/IM 3HAUCHUETO Ha PE3yJITaTUTE
OTHOCHO 0€301acHOCTTA Ha JIEKapCTBEHUS MPOIYKT BbB BPb3Ka € MpeABHICHATA KIMHUYHA yIIOTpeda
npu xopa.2.5. Ilpernen Ha KIMHUYHKUTE JaHHU TO3M Mperyie MMa 3a Le A3 IPEICTaBU KPUTHUCH
aHaJIM3 Ha KIMHUYHUTE JaHHU, BKIIOUYEHH B KIIMHUYHOTO pe3loMe U B MOyl 5 Ha nocuero. TpsoBa na
Ob/ie IPEICTaBEH MOIXOABT MPU KIMHUYHOTO pa3padoTBaHE Ha JIEKAPCTBEHUS MPOAYKT, BKIFOUUTEITHO
IM3aHBT HA KPUTUIHUTE U3MUTBAHUS, PEIICHUATA TI0 OTHOIICHHE HA M3IUTBAHUATA U TIPOBEKAAHETO
uM. TpsiOBa 1a ce mpeacTaBy KpaThK MPerJie] Ha Pe3ysITaTuTe OT KIMHUYHUTE H3UTBAHNU,
BKJTIOYMTETHO BaXKHUTE OTPAHUYCHUS IPU KIMHUYHOTO pa3paboTBaHe, KAKTO U OLEHKA Ha TIOJI3UTE U
PHCKOBETE, OCHOBAaHA Ha 3aKJIIOYCHUATA OT KIMHUYHHUTE U3NUTBaHUS. VI3UCKBa ce MHTEepIpeTarus
OTHOCHO HAa4MHA, 110 KOWTO JaHHUTE 3a e(PUKACHOCT U OE30MACHOCT MOAKPETISIT MPEUIoKEeHATa 1033 U
3asBEHHTE IMOKAa3aHMUs, KAKTO U OIICHKA Ha TOBA, KaK 4pe3 KpaTKara XapaKTepUCTHKA Ha MIPOAYKTa U
APYTH TOAXO/IH 1€ C€ ONTUMH3UPAT MOJI3HUTE U IIIe ce OrpaHryaT puckosere.llpernenbT Ha KIMHUYHUTE
JTaHHH TPAOBa Ja MPEICTaBU KPaTKO 0OCHkKIaHE U MHTEPIPETAHs Ha KIMHUYHUTE JaHHH B JIOCHETO
3ae/IHO C BCSAKAKBa JIPYyra ChIIeCTBeHA HH(pOpMAaLUs (HapruMep JaHHH OT U3IUTBAHUS BbPXY KUBOTHU
WM 0COOCHOCTH B KAYECTBOTO HA MIPOIYKTA, KOUTO MOTaT Jia MMAaT KJIMHIUYHO 3HadeHue). TpsiOBa na ce
pasrienaT u OICHAT Bb3HUKHAIUTE MPHU Pa3pab0TBAHETO BHIIPOCH BHB BPB3Ka ¢ €PUKACHOCTTA U
0€30IacHOCTTa, KaKTO U HEPELICHUTE BBIIPOCH, KaTo Ce ONMHUIIAT U IJIaHOBE 3a pemaBaHeTo UM.Crenpa
1a ce 00ACHAT OCHOBAHUATA 332 BAKHUTE U HEOOMYAaHNUTE aclIeKTH B MHpopMaIsTa 3a ynorpeda Ha
npoaykTa.2.6. Pestome Ha HeKIIMHUYHUTE JaHHUPe3ynraTuTe oT hapMaKkoJIOTHYHHUTE,
(bapMaKOKHHETUYHUTE Y TOKCUKOJIIOTHYHHUTE U3MUTBAHUS, IPOBEICHN BBPXY KUBOTHHU/IN Vitro, TpsiOBa
Jla ce MPeCTaBAT KaTo (paKTOJIOIMYHM MUCMEHHU PE3IOMeTa U pe3toMeTa B TaOJIMYeH BUJ B CIIETHUS
pen:2.6.1. YBon2.6.2. IlucmeHo pe3rome Ha papmakonornyHuTe naHan2.6.3. Pestome B TabmudeH
¢dopmar Ha papmakonoruuHuTe JaHHN2.6.4. [TucmeHo pe3toMe Ha (papMaKOKMHETHUHUTE JaHHUZ2.6.5.
Pestome B Tabnmuen popmat Ha papMakokuHeTHIHHTE NaHHN2.6.6. [TcMeHo pe3tome Ha
TOKCHKOJIOTHUHUTE JaHHU2.6.7. Pe3tome B TabnanueH popMaT Ha TOKCUKOIOTHYHUTE JaHHUDopMaTa u
CHIBPKAHUETO HA PE3IOMETO TPsAOBa /1a Ob/IaT CHOOPA3eHU C M3MCKBAHUATA HA ''BeNeXKH KbM
sassutenute” (Notice to Applicants), Tom 2B.2.7. Pe3tome Ha knuauuHuTe qaHHUlIpeacTaBs ce
MOJIPOOHO (PAKTOIOTUYHO pe3toMe Ha KIIMHIUYHATAa WH(POPMAIIHS OTHOCHO JICKApCTBEHHSI TPOIYKT,
BKJIIOYEHA B MOAYJ 5 Ha ocueTo. Pe3toMeTo BKITIOYBA pe3yaTaTUTE OT BCUUYKU OnodapMaleBTHYHN U
KIMHAYHO ()apMaKOJIOTUYHU U3MUTBAHUS, KAKTO U OT M3MUTBAHUATA 33 KIIMHHYHA €()UKACHOCT U
6e3onacHocT. M3uckBa ce u KpaThK 0030p Ha OTJIEJIIHUTE U3NUTBaHM. Pe3toMupanara KIMHUYHA
nHpOpMaNHus ce pencTass B ciueqaus pen:2.7.1. buohapmareBTHUHO pe3toMe U ChOTBETHUTE
aHATTMTUYHU MeTo12.7.2. Pe3toMe Ha KITMHUYHO (hapMaKoJIOTHYHUTE U3nuTBaHu:A2.7.3. Pestome Ha
KIMHUYHATa epukacHocT2.7.4. Pe3toMe Ha kimHMYHATA Oe3onacHocT2.7.5. KpaTku 0030pu Ha
oTAeNHUTe n3nuTBaHuAPOpMara 1 ChABPKAHUETO Ha PE3IOMETO TpsiOBa 1a ObaaT choOpa3eHu ¢
u3nckBanuaTa Ha "benexku kbpMm 3assutenute” (Notice to Applicants), rom 2B.

[Tpunoxenue Ne 4 xpm 4. 7, an. 1, 1. 1, 6yksa "B"Moayn 3: Xumuko-hapmareBTiHuHa U OUOJIOTHYHA
JTOKYMEHTAIHS 32 JICKAPCTBEHU MPOJIYKTH, ChABPIKAIIN XUMHYHN H/WITA OHOJIOTMYHYU aKTHBHU
BemtectBal. O6mI0TO CHIBPKAHKME HA MOAYI 3 €, KakTo cieasa:3.1. Corabpxanue Ha Moy 33.2.



HNanan3.2.S. AxktuBHO BemectB03.2.S.1. O6ma nadopmanmn3.2.S.1.1. Homenkmarypa3.2.S.1.2.
Crpyktypa3.2.S.1.3. O6muwm cBoiictBa3.2.S.2. [IponsBoactso3.2.S.2.1. [IpousBoauren(un)3.2.S5.2.2.
Omnwucanue Ha MPOU3BOJCTBEHUS IPOLIEC M KOHTPOJIA IO BpeMe Ha pou3BoAcTB0T03.2.5.2.3. KoHTpon
Ha Marepuanute3.2.S.2.4. KoHTpOJ Ha KPUTHYHHUTE €TAIH U MEKIUHHUTE MPOayKTH3.2.S.2.5.
Banuaupane u/unm oneHka Ha npousBoacTBeHus npouec3.2.S.2.6. PazpaboTBane Ha MPOU3BOICTBEHUS
nporec3.2.S.3. Oxapakrepusupane3.2.S.3.1. CTpykTypa v Ipyru XapakTepucTukn3.2.S.3.2.
[Mpumecn3.2.S.4. Kontpon Ha akTuBHOTO BemiecTB03.2.5.4.1. Crienudpukanus3.2.5.4.2. AHaATUTHYHA
Meroanku3.2.S.4.3. Banuaupane Ha aHATUTHYHUTE METOIUKN3.2.5.4.4. Ananu3 Ha naptuan3.2.S.4.5.
O6ocHoBaBane Ha crierudukanusara3.2.S.5. CrangapTHH BEIIeCTBA UM CPABHUTEIHU
Marepuanun3.2.S.6. Cucrema omakoBka-3aTBapsne3.2.S.7. CrabunHoct3.2.S.7.1. O6001menne Ha
M3MHUTBAHUATA 332 CTAOMITHOCT U 3aKitoueHne3.2.S.7.2. [IpoTokon 3a U3MUTBAHE 3a CTAOMITHOCT CIIe
paspeliaBane 3a yrnorpeba/perucrpanus 1 3a1bDKCHNs, CBbP3aHU Che cTabmnHoctTald.2.S.7.3. Jlanuu 3a
crabunoct3.2.P. JlekapctBen npoaykT3.2.P.1. Onucanue u cbcTaB Ha JeKapcTBeHUs MPoaAykT3.2.P.2.
dapmarneBTuuHO paspadorBane3.2.P.2.1. CbrcraBku Ha nekapcTBeHus npoaykr3.2.P.2.1.1. AKTUBHO
BemiectB03.2.P.2.1.2. Ilomomnu Bemecta3.2.P.2.2. JlekapctBen nponykr3.2.P.2.2.1. PazpaborBane Ha
nekapctBeHust npoaykr3.2.P.2.2.2. M3mumrbimn3.2.P.2.2.3. ®u3nKOXUMHYHU U OUOJIOTHYHU
coricTBa3.2.P.2.3. PazpaborBane Ha mpousBoacTBenus mporec3.2.P.2.4. Cucrema
ornakoBka-3aTBapsiHe3.2.P.2.5. Mukpobuonornunu ocobenoctu3d.2.P.2.6. CpBmectumoct3.2.P.3.
[Mpoussoxacteo3.2.P.3.1. [Ipoussomuten(u)3.2.P.3.2. [IpousBoxacteena peuenta3.2.P.3.3. Onucanue Ha
MIPOU3BOJICTBEHHS ITPOIIEC U KOHTPOJIA IO BpeMe Ha npon3BoaAcTBOT03.2.P.3.4. KoHTpon Ha KpUTUYHHTE
eTany U MexauHHNATE poayktu3.2.P.3.5. Banuaupane u/unm orieHKa Ha POU3BOICTBEHUSI
nporec3.2.P.4. Konrpon Ha momomuute Bemectal.2.P.4.1. Cnenndukanunld.2.P.4.2. AHanmutuanu
metonukn3.2.P.4.3. Bamunupane Ha aHanmtuaaATe MeToqukn3.2.P.4.4. OGocHOBaBaHe Ha
cnenudukanuure3.2.P.4.5. [ToMmonHu BemecTBa OT YOBEIIKH WJIH >KUBOTHHCKHU TTpon3xo3.2.P.4.6.
Hosu nmomomnu Bemecta3.2.P.5. Kontpon Ha nekapctBenust npoaykr3.2.P.5.1.
Cnenudukanus(u)3.2.P.5.2. Ananmurnyan metoauku3.2.P.5.3. Banmuaupane Ha aHATUTHYHNATE
metoankn3.2.P.5.4. Ananu3 va maptuan3.2.P.5.5. Oxapakrepusupane Ha npumecn3.2.P.5.6.
Ob6ocHoBaBane Ha crierudukanuure3.2.P.6. CrangapTHU BeliecTBa UM CPAaBHUTEIHU
marepuanu3.2.P.7. Cucrema onakoBka-3aTBapsine3.2.P.8. Ctabunnoct3.2.P.8.1. O600menne Ha
M3MHUTBAHUATA 33 CTAOMITHOCT U 3akmtoueHne3.2.P.8.2. [IpoTokon 3a U3MuUTBaHE 3a CTAOMITHOCT Clie]]
paspelaBaHeTo 3a yrnorpeda/perucrpanusra 1 3aIbJKCHNAS BbB Bpb3ka Cbhe cTabmimHocrTald.2.P.8.3.
Hannu 3a crabminoct3.2.A. [punoxenusn3.2.A.1. [Tomemenus u o6opyaBane3.2.A.2. OueHka Ha
0€301MacHOCTTa BbB Bph3Ka ChC cTpaHudHU areHTn3.2.A.3. [lomoniam BemecTBa3.2.R. Pernonanna
uHpopmanua3.2.R.1. Cxema 3a BanuanpaHe Ha MIPOU3BOICTBEHHS ITPOLIEC HA JIEKAPCTBEHUS
nponykt3.2.R.2. MeauuuHcku uznenus (MpeacTaBisBalliy yacT oT kpaitaus npoaykr)3.2.R.3.
Ceptudukar(u) 3a crorBercTBre3.2.R.4. JlekapcTBeHH NPOIYKTH, KOUTO ChABPKAT UM B YUHTO
MpPOIIEC Ha MPOU3BOJICTBO CE M3MOJI3BAT MATEPUAIH OT KUBOTHHCKH W/HITH YOBEIIKU MPOon3xoa3.3.
bubnuorpadusll. OcnoBuu npunumnu u n3ncksanusl. [IpeacraBenute XuMu4yHH, hapMaleBTUYHH U
OMOJIOTMYHY JaHHU 32 aKTHUBHUTE BEIIECTBA M 32 KPAHHMS JIEKApCTBEH MPOAYKT TPSOBa Jja 0OXBaIar
1s1aTa ChllecTBEHa HH(pOpMAIMs OTHOCHO pa3paboTBaHETO, MPOU3BOCTBEHHUS IPOIIEC,
OXapaKTEePU3UPAHETO W CBOWCTBATA, ICHCTBHUSITA M M3UCKBAHHUATA 32 KOHTPOJI HA KAYECTBOTO U 32
CTaOMITHOCTTA, KAKTO U OMKCAHUE HA ChCTaBa U opMaTa Ha Mpearane Ha KpaiHusI IEKapCTBeH
npoaykT.2. MHdopMmarmsTa ce npencTassi B 1BE OCHOBHU YacTH: 4acT 3.2.S - 3a aKTUBHUTE BEIIECTBA, U
gact 3.2.P - 3a kpaliHus JekapcTBeH MpoayKT. Koraro iekapCTBEHUST MPOAYKT ChABPKA MOBEYE OT
€IHO aKTHBHO BEUIECTBO, B 4acT 3.2.S ce MpeCcTaBs IMbJIHA HH(POPMAITUS 32 BCIKO aKTHBHO BEIIECTBO
nooTenHo.3. B To3u Moy ce npencTass moApoOoHa nHGopMalus 3a U3XOAHUTE MaTEpUAIN U
CYpOBWHUTE, U3IOJI3BaHH 110 BpeMe Ha IPOU3BOJICTBOTO HA AKTHUBHUTE BEIIECTBA, M 32 TOMOIIHUTE
BEIIIECTBA, BKJIIFOUYECHU B IPOM3BOJICTBEHATA PEIENTa HA KPaitHUS JIEKapCTBEH MPOAyKT.4. Benuku
MPOIeTyPH U METOH, U3MOI3BaHU 32 MPOU3BOACTBOTO M KOHTPOJIA Ha aKTUBHHUTE BEIIECTBA U KPAWHUS



JIEKapCTBEH MPOIYKT, CE€ OMUCBAT IOCTaThYHO MOAPOOHO, TaKa ue J1a MOrat Aa ObJaT Bh3IPOU3BEICHU
IIPU KOHTPOJHUTE U3IUTBAHUS, IPOBEXkAAHU 10 MCKaHe Ha V3MbIHUTEIHATA areHIus 110 JIEKapCcTBara.
Benuky MeTouKY 32 M3MHUTBAaHE TPSOBA J]a ChOTBETCTBAT HAa AKTYaJTHOTO CHCTOSIHME HA HAYYHUS
nporpec u Tps6Ba Ja ca Banuaupanu. [Ipencrasar ce u pe3yaraTure OT MPOyYBaHUATA BbB BPb3Ka C
BanMaupaneTo. [Ipy MeToauKky 3a M3NUTBaHe, BKIIOYeHH B EBpomnelickaTta gpapmakoriesi, ONMCaHUETO Ha
METOAMKATa Ce 3aMECTBa C TOYHOTO i IIOCOYBAHE B ChOTBETHATa MOHOIpadus WM 001a I1aBa Ha
¢dapmakomnesTa, ako TaM METOAMKATa € OMMCaHa JI0CTaThuHO MOAPOOHO.5. MoHOrpaduute Ha
EBponeiickara ¢apmakornes ce npujarar 3a BCHUKU BEILECTBa, IpenapaTH U JIEKapcTBEHU (HOpMH,
KOHUTO Ca BKJIIOYCHHU B Hes. 3a APYTUTE BEIIECTBA BCSKA IbpKaBa WIEHKa MOXe J]a U3MCKBA ClIa3BaHE Ha
HaloHanHata cu papmaxones.Korato nagen Matepuai, BKitoueH B EBporneiickara hapmakones Uiu
BBB (papMaKories Ha IbpKaBa WICHKA, € IPOU3BEICH 10 HAUWH, BCIECICTBUE HA KOWTO € BH3MOXKHO J1a
ChIbpKa IPUMECH, KOUTO HE C€ KOHTPOJIMPAT B MOHOrpadusaTa Ha (hapMakonesTa, Te3u MpUMecH U
MaKCHUMAaJTHUTE UM JIOITYCTUMU TPaHULIM TPSOBA Ja ce 0OSIBAT U TPsAOBa J1a ce OIUIIIE MOIXOASIIA
METO/MKa 3a U3MUTBAaHETO UM. B ciyuyante, korato cnenupukanys, chabpxaiia ce B MoHorpadus Ha
EBponeiickara ¢apmakores wiv BbB (papMaKoresTa Ha JbpKaBa WICHKa, MOXKE Jla C€ OKaxe
HE/I0CTaThuHa 3a OCUT'ypsiBaHE Ha KaueCTBOTO Ha BEILECTBOTO, M3nbIHUTENHATA areHIHsI 110
JIeKapcTBaTa MOXKeE Ja U3UCKa OT IPUTEXKATEIS Ha Pa3pELICHUETO 3a ynoTpeda Mo-TIoAX O SIIH
cneunpukanuu.lIpy anaIMTHYHU METOIMKY, BKIIoUueHH B EBponeiickara ¢apmakornes, OMCaHUETO BbB
BCCKH pa3Jiell MOXe Jia O'bJie 3aAMEHEHO ¢ TOYHOTO UM ITOCOYBAHE B ChOTBETHATa MOHOTpadusi(1) Win
obuia(u) riasa(u) Ha GpapMakomnesTa, ako TaM METOJJMKHUTE ca OMMCAHU JIOCTATHYHO MOJAPoOHO.6. B
CIlydail 4e U3XO0JIeH MaTeprall, CypOBHHA, aKTUBHO BEIIECTBO UM IOMOIIHO BEIIECTBO HE Ca OIMCAHU
HUTO B EBporneiickaTta papmakones, HUTO BbB (papMakoIies Ha Jbp)kaBa 4jeHKa, OM MOIJIO J1a ce IpuemMe
CBHOTBETCTBUE C MOHOTpadust OT papmakoresTa Ha TpeTa AbpkaBa. B TakuBa ciryuau 3asBUTEISAT
IpeJCTaBs KOIMe OT MOHOTpadusTa, IPUAPYKEHO C IPEBOJ, aKO € HEOOXOIUM, U BAIUMpPAHE HA
AHATTMTHYHHUTE METOJINKH, ChIbP)KAIIH ce B MOHOTpadusTa./. Korato 3a akTHBHO BEIIECTBO, M3XOICH
MaTepHall, CypOBHMHA MJIM IOMOIIIHO BEIECTBO MMa aktyasieH CepTudukaT 3a CbOTBETCTBHE Ha
MoHorpadus Ha EBpornelickara ¢papmakornes, u3gaaeH ot EBponelickus 1upekTopaT 1o KadyecTBO Ha
JIeKapcTBaTa, 3aSBUTENAT TPSOBA Ja o NPeACTaBU B ChOTBETHUS pa3/iesl Ha TO3H MOJYJ Ha JOCHETO.
Te3u ceptudukaT 3aMmecTBaT JAHHUTE B CHOTBETHUTE PA3/IeNId HA MOYJ 3 OT JOCHETO, aKO
MIPOU3BOIUTEIAT Ha CbOTBETHUS MaTepHall MMCMEHO € YBEpUJI 3asiBUTENs, Y€ IPOU3BOICTBEHHAT MPOIIEC
HE € IPOMEHSH CJIe]] U3/1aBaHe Ha cepTH(HKaTa 3a CbOTBETCTBHUE. B cirydail ue cepTH(HUKATHT 32
CHOTBETCTBUE ChIBPKA TBHP/C MaJIKO HH(pOpMAaus (Hamp. 3a CTaOMITHOCTTA), MOXKeE JIa € HEOOXOIMMO B
nocueTo aa Ob/ie mpecTaBeHa JombIHnTenHa nHpopmanus. Koraro ce nznomnssa ceprudukar 3a
ChOTBETCTBHUE 3a CTEPUIIHO aKTUBHO BEILIECTBO, B JOCUETO TPsIOBa J1a Ob/1aT BKIIOUEHH JIAHHU 32
mporieca 3a CTePIIIN3aIlis, N3MOJI3BaH PU TPOU3BOJCTBOTO MY, M ChOTBETHOTO BaJMIMPaHE HA
nporieca.8. 3a 100pe onpeaeneHo aKTUBHO BEIIECTBO MOPOOHOTO OMUCAHNE HA TPOU3BOICTBEHUS
IPOIIEC, OTMCAHNETO HAa KOHTPOJIA Ha KaYeCTBOTO MO BPEME Ha ITPOM3BOJICTBO U BAIMIUPAHETO HA
MPOIECUTE MOTrarT J1a ObJaT NpeJCcTaBeH! B M3MbIHUTENHATA areHIIus 110 JIeKapcTBaTa IMPEKTHO OT
MPOM3BOUTENS Ha AKTUBHOTO BEIIIECTBO B OT/AEJICH JJOKYMEHT (OCHOBHO JOCHE HA aKTUBHOTO
BemectBo, ASMF). B TakbB cityyaii pou3BOANUTENAT TPOBaA a MPEIOCTABH Ha 3asiBUTEIIS HA
JIEKapCTBEHHS MTPOAYKT BCHUKH JaHHU, KOUTO MOXeE Jla ca HEOOXOIMMU Ha TIOCIICTHHS, 32 Ja TToeMe
OTrOBOPHOCTTA 3a JIeKapCTBEHUs MPOAYKT. B pa3aen 3.2.S Ha nocueTo 3asBUTENAT TpsOBa Aa MpeaCcTaBU
KOIIME OT Haifi-HOBaTa BEpCHUs Ha OTBOPEHATA YacT Ha OCHOBHOTO JIOCHE Ha aKTUBHOTO BEUIECTBO, KaTO
TS TpsAOBa J1a € UACHTHYHA C Ta3M, NpeJicTaBeHa B M3nbaHUTEHATa areHIys 1o jJeKapcTBara ot
MIPOU3BOIUTENSI HA aKTUBHOTO BemecTBO. [Ipon3BoanTENAT TPsIOBa 1a € TOTBBPIMII TMCMEHO Ha
3asBUTEIIS, Y€ TAPAHTUPA OCTOSHCTBO HA KAUECTBOTO HA MAPTUIUTE U HSIMA Ja IPOMEHS
MIPOU3BOJICTBEHHS TTPOIIEC U crienn(puKanunTe, 0e3 1a YBeIOMH 3assBUTEINS. 32 IPOMSIHA CE MPEICTaBs
3asBlIeHHE B M3bIHUTENHATA areHIMS [0 JIEKapCTBaTa, 3aeIHO ChC ChOTBETHUTE JOKYMEHTH H
naHHu.9. B ciyyail ye ce u3noa3BaT MaTepuany, IPOU3X0K Al OT IPEKUBHU JKUBOTHH, Ha BCEKH €TaIl



OT IIPOM3BOJICTBEHHUS MIPOIIEC 3aBUTEIIAT TPSAOBA @ TOKaKe ChOTBETCTBUETO HA U3IOJI3BAHUTE
MaTepUajIy ¢ aKTyaIHOTO "PBHKOBOJICTBO OTHOCHO CBEXKJaHE 10 MUHUMYM Ha pUCKa OT Mpe/IaBaHe Ha
NPUYMHUATENN Ha )KUBOTUHCKH CIIOHTU(OPMHHU eHIle(aIonaTHy Ype3 JIEKapCTBEHU MPOIYKTH 32
XyMaHHaTa ¥ BETEpHHAPHA MEIUIIMHA", TyOIuKyBaHo oT EBpornelickata komucus B "OdunuaieH
BecTHUK' Ha EBponelickus cbio3. JJokazBaHeTo Ha CbOTBETCTBHE C TOPECTIOMEHATOTO PHKOBOJICTBO
MOXe€ J1a Ce U3BBPIIN WK KaTo ce mpeAcTaBH (3a npeamnodnTane) cboTBeTHHAT CepTrdukar 3a
ChOTBETCTBUE Ha MoHOTpadus Ha EBporneiickara (hapmakonest OTHOCHO CIIOHTU(OPMHHUTE
eHiedanonaTiu, u3nageH oT EBponeiickus 1upeKkTopaT Mo Ka4yecTBO Ha JIEKapCTBaTa, UM KaTo ce
MPEJCTAaBAT HAYYHU JaHHU 32 IOTBbp)KJaBaHe Ha choTBEeTCTBHETO0.10. 3a cCTpaHUYHM areHTH ce
npecTaBs HH(GOpMaILKs, B KOSITO C€ OLIEHSIBA PUCKBT 110 OTHOILIEHUE Ha MOTEHIIMAITHO 3aMbPCSIBAaHE ChC
CTPaHWUYHU areHTH (BUPYCH WJIH APYTH) ChIIIACHO ChOTBETHUTE PHKOBOJICTBA M CHOTBETHHUTE OOIIH
ri1aBu ¥ o0ma MmoHorpadus Ha EBpomneiickara dapmakornes.11. I{sutara cienmnanya anapartypa u
o0opy/BaHe, KOUTO MOTAT J1a Ce U3IOJI3BAT HA KOWTO U J1a € eTar OT MPOM3BOICTBEHHS IIPOLIEC U MIPU
KOHTpOJIa Ha JIEKapCTBEHUS MPOIYKT, C€ OMUCBAT JOCTAThUHO MOApoOHO0.12. B cinyuyaii ue
JICKApCTBEHUAT MPOAYKT ChABPKa METUIIMHCKH U3IEINs, aKO € MPHIIOKUMO, ce nipeactass CE
MapKUpPOBKAaTa, M3MCKBAIIA CE 32 MEAUIIMHCKUTE U3JIENHSI ChIVIACHO 3aKOHOAATEIICTBOTO Ha
EBponeiickara o6muoct.13. Jlo mMeTo Ha BCeKH pa3zeln Ha 9acT 3.2.S ce M0CoYBaT MMETO Ha aKTUBHOTO
BEIIECTBO, 32 KOETO C€ OTHACS ChOTBETHUSAT Pa3/iel, U HErOBUAT MPOU3BoaUTeN. J[o ©IMETO Ha BCEKU
pazznen Ha yacT 3.2.P ce mocouBaT MMETO Ha JIEKAPCTBEHUS MPOJIYKT, 32 KOMTO C€ OTHACS Pa3feibT, ’
ChOTBETHaTa JiekapcTBeHa ¢opma. [lo umeto Ha pasaen 3.2.A.1 B ckoOuU ce mocoyBaT UMETO Ha
MPOAYKTA U IPOU3BOIUTEIIAT, 38 KOUTO ce OTHAcAT naHuute. Pa3nmen 3.2.A.1 ce u3uckBa camo 3a
Oouonornynu npoAayktu. Jlo umero Ha pasnen 3.2.A.2 ce mocouBaT UMETO Ha MPOIYKTA, JIeKapCTBEHATa
¢dopma u nponsBoauTENAT.B MOy 3 HA TOCHETO CHEMATHO BHUMAHUE CE OTACIS Ha CICIHUTE
enemeHTH:3.2.S. AkTHBHO BemiecTBo3.2.S.1. O6ma napopmanun3.2.S.1.1.
HomenknarypallHpopmanusTa OTHOCHO HOMEHKJIATypaTa Ha aKTHBHOTO BEIIECTBO BKITIOYBA
HPEnopbYaHOTO MEXKIYHAPOIHO HEIATeHTHO uMe; papMakoneiiHo nMe (B EBporeiickara papmakones
WM, aKO B Hesl HAMA - B ipyra apMakores), XAMUIHO uMe/nuMeHa; GUpMeH Wi 1TabopaTopeH KO,
APYTY HEMAaTCHTHN UMEHaA; perucTpannoHeH Homep cerimacHo Chemical Abstract service (CAS
Ne).3.2.5.1.2. CrpykrypallpencraBsr ce chOTBETHAaTa CTPYKTYpHA (GOpPMYITa, BKIOYUTEITHO
OTHOCHUTEJIHA M a0CONIIOTHA CTEPEOXUMUYHA (HopMyIIa, MOJIEKYIHa (JopMysia U OTHOCUTEIIHA MOJIEKYIIHA
Mmaca.3.2.S.1.3. O6mu corictBaTpsOBa qa ObIAT MOCOYECHN (HU3NKOXUMHUYHUTE U IPYTHTE CBOWCTBA Ha
aKTUBHOTO BEIIECTBO, HANp. BbHIIEH BUJ, IBAT, (U3NYHO CbCTOSHUE, TOUMOPPHU3BM, Pa3TBOPUMOCT,
npodwun Ha pa3TBapsue, PH u pKa, Toukn Ha TomeHe u/Wiu KUIeHe, XUTPOCKOMMYHOCT U Jp.,
BKJIFOYMTEITHO OMOJIOTHYHATA aKTUBHOCT MPU OMOJIOTHMYHU JIEKapCTBEHH NMPOAYKTH.3.2.S.2.
[TpouzBoacTBOONMMCAaHUETO HA TIPOU3BOCTBEHUS MPOIIEC HA AKTUBHOTO BEIIECTBO MPEICTABS
3aJIbJDKEHUETO, KOETO MT0eMa 3asiBUTENIAT 110 OTHOIIEHUE Ha IIPOU3BOJCTBOTO HA AKTUBHOTO BEILIECTBO.
3a 1a ce omuIIaT aIeKBaTHO MPOM3BOJICTBEHHUAT TPOIIEC M HETOBUAT KOHTPOJI, CJIE/IBA Ja CE MPEICTaBH
MoJIXoAs11a HH(OpMAIHs ChITIACHO PHKOBOICTBATA, MyOnuKyBaHu oT EBponeiickara areHIus mo
JekapcTBara. B cirydail, ye HaNM4YMeTo Ha OTEHIIMATHO MTATOTeHHH CTPAHUYHHU areHTH € Hen30eXHO,
CHOTBETHHUSAT MaTepUal ce U3MO0I3Ba CaMO aKo MMO-HaTaThIIHaTa 00pabOTKa B MPOU3BOJCTBEHUS MPOLIEC
OCHUTypsIBa SIIMMHHUAPAHETO W/WJIM MHAKTHBUPAHETO MM, KOETO TpsiOBa 1a e Bamuaupano.3.2.5.2.1.
[Mpoussoauren(u)IpencTaBar ce MMeHarTa, aAPECUTE U OTTOBOPHOCTUTE HAa BCEKH MPOU3BOIMTEI,
BKJTIOYMTETHO HA TIOU3ITBIIHUTEINTE, KAKTO U Ha BCIKO MSCTO Ha MPOU3BOACTBO HIIM MSCTO, HA KOETO
ce W3BBPILBAT MPOU3BOJCTBO U M3NUTBaHMA.3.2.5.2.2. OnucaHue Ha MPOU3BOACTBEHUS MPOLIEC U
KOHTpOJIa 110 BpeMe Ha pon3BocTBOT03.2.S.2.3. KoHTpos Ha MaTepuanuteBcnukn marepuani,
HEOOXOIMMH 32 TPOM3BOACTBOTO HA aKTUBHOTO BELIECTBO (HAIMp. CypOBUHH, U3XOIHH MaTepHaIH,
Pa3TBOPHUTENH, PEAKTHBHU, KaTAIM3aTOPH), TPAOBA J1a ca M30POSHH, KaTo € TOCOYEHO MSICTOTO Ha BCEKU
MaTepHall B IPOU3BOJCTBEHUS MPOLIEC U € IpeAcTaBeHa nH(OpMAIMs OTHOCHO Ka4eCTBOTO U KOHTPOJIA
Ha Te3u Marepuainu. TpsoBa na Obe mpeacTaBeHa nH(opMaIys, oKa3Balla, 4€ MaTepHaInTe



OTroBapsT Ha CTAHJAPTH, ChOTBETCTBAIY HA PEAHA3HAYCHUETO UM.3a ONOIOTHYHY JIEKAPCTBEHU
IPOAYKTH c€ Ipuiarar ClIeJHUTE JOIbIHUTEIHN N3UCKBaHUA:ONHCBaT ce U ce JOKYMEHTUPAT
MPOU3XOABT M UCTOPHSTA HA U3XOJHUTE MaTepHaIn.3asiBUTEIIAT CIIeBa J1a IIOKaXe, Y€ aKTUBHOTO
BEIIIECTBO OTTOBAPS HAa aKTYaJIHOTO ''PBKOBOACTBO OTHOCHO CBEKAHE 10 MUHUMYM Ha pUCKa OT
npeJaBaHe Ha MPUYMHUTEIH HA )KUBOTHHCKU CIIOHTU()OPMHU eHIe(aIoNaTuy Ype3 JIeKapCTBEHH
npoayktu', myonukyBano oT EBpornetickata komucus B "OdunmaiieH BecTHUK' Ha EBpornerickus
cbto3.Koraro ce u3non3pat kieTbuHU OaHKH, TpsiOBa 1a ObJe MOKa3aHo, Y€ XapaKTePUCTUKUTE Ha
KJIETKUTE ca OCTaHAJIM HEMPOMEHEHH ciie]l Oposi CyOKyATUBUPaHUs, U3I0JI3BaHU 3a IPOU3BOCTBOTO,
KaKTO | IIPU NO-TOJISIM OT U3M0J3BaHus Opoit cyOkyntuBupanus.IloceBHUTE MaTepuanu, KIETbUYHUTE
0aHKH, COOpHUTE IIa3Ma WIK CEPYM U JIPYTUTE MaTepUaI OT OMOJIOIHYEH MIPOU3XOJ, a JIOKOJIKOTO €
BBH3MOKHO, U MaTEPUAIUTE, OT KOUTO T€ CE MOJIydaBaT, TpsiOBa /1a ce M3MUTBAT 32 CTPAHUYHU
areHTH.AKO HaJMYUETO Ha NOTEHIMAIHO aTOr€HHU CTPAaHUYHU areHTH He MOJKe /1a Oble
NPEeJOTBPATEHO, CbOTBETHUAT MaTEpPHUal MOXKE J1a CEe U3I0JI3BA CaMO aKo MO-HaTaThIIHATa 00paboTKa
OCHTYpsiBa CITMMHHHUPAHETO W/WITH HHAKTHBUPAHETO M, KOETO TpsiOBa 1a ¢ Banuaupano.Bunaru korato
€ Bb3MOXKHO, ITPOM3BOJICTBOTO HAa BAKCHHH CE€ OCHOBaBa Ha CUCTEMa OT IIOCEBHU CEPHH U HAa YCTAHOBEHHU
KJIEThYHU OaHKH. 32 GAKTEpHATHUTE U BUPYCHUTE BAKCUHU XapaKTEPUCTUKUTE Ha MH(PEKIIMO3HUS areHT
TpsiOBa /1a ce JOKa3BaT Ha MOCEBHUSI MaTepuall. [Ipyu )KMBHUTE BAKCHHU OCBEH TOBA TPsIOBa Ja ce TOKaXe
CTaOMJIHOCTTA Ha aTEHIOWPAHETO Ha MIOCEBHUS MaTepHall, ako TOBA JOKA3aTEICTBO HE € JOCTaTh4HO,
aTeHIOWPAHETO TPsOBa J1a ce JOKa3Ba M Ha eTara Ha MPOU3BOJICTBO.3a JIEKAPCTBEHUTE MPOAYKTH,
MOJIy4EeHHU OT YOBEIIKA KPbB MJIM YOBELIKA IJ1a3Ma, IPOU3XO0AbT, KPUTEPUUTE U IPOLIEyPUTE 32
cbOMpaHe, TPAHCIOPTHPAHE U ChXPaHEHHUE Ha U3XOIHUS MaTepual TpsaOBa 1a ObaaT ONMUCaH! U
JOKYMEHTUPAHU B ChOTBETCTBHE C M3UCKBAHUATA, onucaHy B npuioxenue Ne 4.1. Tps6Ba na Ob1at
OIIMCaHM MTPOU3BOJICTBEHUTE TIOMeIIeHus 1 00opyaBane.3.2.S.2.4. KoHTposI Ha KPUTHYHUTE €Ty U
MEXIUHHHUTE NPOIyKTUTpsOBa /1a ce MpeACTaBsT U3NUTBAHUATA CbC CbOTBETHUTE KPUTEPUH 3a
npuemane (C 000CHOBKA, BKIIFOUMTEITHO EKCIICPUMEHTAIHH JIaHHH), KOMTO CE MPOBEIKIAT Ha BCEKU
KPUTHYEH eTall Ha MPOU3BOJCTBEHUS MPOILIEC, 3a ]a C€ OCUTYpU KOHTPOJI Ha npoueca. [Ipeacrass ce
UH(pOpPMAIIHs OTHOCHO Ka4eCTBOTO U KOHTPOJIA HAa MEXIMHHUTE MPoAyKTH.3.2.S.2.5. Banmunupane u/umu
OIICHKA Ha MPOM3BOJICTBEHHS TporiecBKItouBa ce HHpOpMAIUs OT U3MUTBAHKS 32 BATUAUPAHE U/HiIn
OlICHKA Ha IpoIlieca. 3abKUTEITHO Ce BKJIIOYBAT JJAHHUTE OT U3MUTBAHKATA 32 BAIUAUPAHE U/UIH
OLIEHKa Ha aCeNTUYHOTO MPOU3BOJICTBO U CTEpUIM3alMTa.J[aHHUTE OT BAIMIUPAHETO U OLICHKATa Ha
OTCTPaHSBAaHETO W/WIIM MHAKTHBUPAHETO HA BUPYCH CE MPEJCTABAT B Ipuiiokenne 3.2.A.2 Ha MOy
3.3.2.5.2.6. Pa3paboTBane Ha npousBojcTBeHus npouecllpeacrass ce onucanue 1 o0CHKIAaHE Ha
3HAYUTEITHUTE MPOMEHHU Ha MPOU3BOJICTBEHUS MTPOIIEC H/UIM Ha MSICTOTO Ha MPOM3BOJICTBO HA
aKTHBHOTO BEILECTBO, HAIPABEHH T10 BpeMe Ha pa3padoTBaHeTo (T.e. OTHACSIIN CEe 10 aKTUBHOTO
BEIIECTBO, U3IMOJI3BAHO 33 MPOM3BOJICTBO HA MAPTUIUTE 332 HEKIIMHUYHUTE U KIMHUYHUTE U3MUTBAHUS,
IIpU yBEJIMYaBaHEe KaraluTeTa Ha MPOLECHUTE, 3a TPOU3BOACTBO HA MUJIOTHUTE U, aKO MMa TaKUBa, Ha
napTHIUTE C MpeJiaraHaTa mpou3Bo/IcTBeHa royiemuHa).3.2.S.3. Oxapakrepusupane3.2.S.3.1.
CrpykTypa u ApyrH xapakrepuctukullpeacTaBsar ce JaHHU 3a CTPYKTypaTa U APYrd XapaKTepUCTUKU Ha
aKTUBHOTO BemiecTBO. TpsOBa 1a Ob1e mpecTaBeHO MOTBBPIKICHHE Ha CTPYKTYpaTa Ha aKTUBHOTO
BEILIECTBO Bb3 OCHOBA HAIp. HA ITBTS HAa CUHTE3 U (PU3UKOXUMHYHH U/MITH UMYHOXHUMHUYHU H/WIN
ononornyan mMetoan.3.2.S.3.2. [Ipumecullpumecure TpsiOBa na Ob1aT OOSIBEHH, HICHTH(GUIIUPAHU 1
KBAJM(HUIMPAHU CHIIIACHO M3MCKBAHUATA HA COTBETHUTE MOHOTpaHM 1 OOIIM TIaBH HA
EBporeiickara ¢papmaxomnes. OnucBar ce NOTEHIMATHUTE PUMECH, TPOU3IH3AIIN OT HAYMHA Ha
CHHTE3, ¥ TOTEHIIUAIIHUTE IPUMECH, KOUTO MOTaT Jia ce MoJIyyaT MPH MPOU3BOICTBOTO, IPEUYUCTBAHETO
Y ChXPaHEHHETO, BKIFOUUTEITHO Pa3NaJHUTE MPOAYKTH, KAKTO H aHATUTHYHUTE METOINKH 32
n3nuTBaneTo uM.3.2.5.4. Kontpon Ha akTuBHOTO BemiectBo3.2.5.4.1. CneuudukanuslIpencrass ce
crienUKaIUATa Ha 3aIBUTEIIS 32 PyTHHEH KOHTPOJI HAa aKTUBHOTO BeliecTB0.3.2.S.4.2. AHATUTHIHT
MeToaukulIpecTaBsAT ce aHATUTUYHUTE METOAMKH Ha 3asIBUTENS 32 U3MUTBAHE HA aKTHBHOTO
BemecTBo.3.2.5.4.3. Banunupane Ha aHanmuTnaHUTe MeToaukulIpencrass ce nadopmarnus 3a



BaJIMIMPAHETO HA AHATUTUYHUTE METOUKHU 33 U3MUTBAHE HA AKTUBHOTO BEIIECTBO, BKIIOYUTEITHO
eKCIiepuMeHTaTHU naHuu.3.2.5.4.4. Ananu3 Ha naptuaulIpencraBsT ce pe3yiaTaTuTe OT KOHTPOJIa,
NPOBEJICH BbPXY OTJCIHH NAPTH/IH, ¥ ONIMCAHNE HAa ChOTBETHUTE MAPTHIM (J1aTa U MACTO Ha
MIPOU3BOJICTBO, TOJIECMUHA HA MAPTHIUTE U MPEAHA3HAYCHUETO UM, BKIIFOYUTEITHO 32 MPESIKINHIYHH U
KIMHAYHY u3nuTBanus).3.2.5.4.5. O6ocHoBaBaHe Ha cnenudukanuataO00CHOBaBa ce H300PHT Ha
cnenuduKanyaTa Ha aKTHBHOTO BemecTBo.3.2.5.5. CTaHgapTHH BEIIECTBA WJIM CPABHUTEITHU
MatepruanuCpaBHUTEIHUTE MPETapaTy U CTaHAAPTHUTE BEIIECTBA CE TOCOYBAT U OMHUCBAT MOJIPOOHO.
Kbaero e npuiiokumMo, ce U3MoI3BaT XUMHUYHHUTE M OMOJIOTHYHUTE CPABHUTEITHH MaTepUalld Ha
EBponeiickara papmakomnes.3.2.S.6. Cucrema omakoBka-3aTBapsnellpeacrass ce onucanue Ha
cUCcTeMara OT OMaKOBKaTa M HEWHOTO 3aTBapsHE, KAKTO U TeXHUTE crenudukanuu.3.2.S.7.
Crabmiaoct3.2.5.7.1. O6001menre Ha M3MUTBAHMSTA 32 CTAOMIIHOCT U 3akitoueHue TpsoBa na ce
0000IIAT BUIOBETE MTPOBEACHU U3IUTBAHMUS, H3IIOJI3BAHUTE TIPOTOKOIN U PE3YJITATUTE OT
U3MUTBAaHUATA. B 3aK/II04€HHETO ce MOCOYBAT YCIOBHATA 332 ChbXPaHEHHUE, KAKTO U CPOKBT, CJIe]l KOUTO €
HE00XO0MMO MTOBTOPHO M3MUTBAHE, WA CPOKBT HA TOJTHOCT, 0OOCHOBAHH C PE3YJITATHTE OT
M3MHUTBAaHUATA 33 cTabmitHOCT.3.2.S.7.2. [IpoToKoi 3a M3NKUTBaHEe 32 CTAOMITHOCT CJIE]] pa3peliaBaHeTo 3a
yrotpeba/perucTpalusiTa u 3abJKSHHS, CBbP3aHu ¢hC cTabmiHoCcTTad.2.5.7.3. Jlanuu 3a crabuinoctB
MOIXoAsM] GOPMAT CE MPEACTABAT NOJPOOHUTE PE3YATATH OT U3CICABAHUATA 32 CTAOMITHOCT,
BKJIIOYMTETHO HH(OpMAIHs 32 aHAIUTHYHUTE METOIMKH, U3IIOJI3BAHU 3a MOJIy4aBaHE Ha JIaHHUTE,
KaKTO M BaJIMIUpaHETO Ha Te3u Meronuku.3.2.P. JlekapcrBen nponykr3.2.P.1. Onncanue u cbcTaB HA
nekapcTBeHus MpoAyKTlIpencrass ce onucanue Ha KpaiHHS JICKapCTBEH MPOAYKT M HETOBUS ChCTAaB.
WNudopmanusra BKIIOUBA OMMMCAHKUE HA JIEKApCTBEHATa JOpMa U ChCTaBa ¢ BCHYKH ChCTaBKH Ha
KpalHUs JIEKapCTBEH MPOAYKT, TAXHOTO KOJMUYESCTBO 3a CIUHMIIA, KAKTO U (DYHKIMUTE HA ChCTABKHUTE:a)
AKTHBHUTE BEIECTBA;0) ChCTABKUTE HA MOMOIIHUTE BEIIECTBA, HE3aBUCHMO OT TSXHOTO €CTECTBO M
M3I0JI3BAHOTO KOJMYECTBO, BKIIFOUUTEITHO OIIBETUTEIIUTE, KOHCEPBAHTHUTE, aIFOBAHTHUTE,
CTaOMJIM3aTOPHUTE, CIECTUTEITUTE, EMYIraTOPUTE, TOA00PSIBAIIMTE BKYCa U apoMaTa BelecTBa | JIp.;B)
CHhCTABKUTE OT BHHIIIHOTO OKPUTHE Ha JIEKAPCTBEHH MPOJYKTH, MPEAHA3HAUCHH Ja ObIaT MOTbJIHATH
WM TIPWJIOXKEHHU 110 JPYT HA4YWH Ha MalMeHTa (TBbPIU, MEKH U PEKTAJTHU KarCyau, OOBUTH
buIMEpaHn TaOJETKH U JIP.);T) OCBEH TE3U JaHHU Ce MPEICTAaBAT U ChOTBETHH JaHHH 32 BHJIA Ha
OTIaKOBKaTa M KBAETO € HEOOX0IMMO, HAYMHBT Ha HEHHOTO 3aTBapsIHE, 3a€THO C TAaHHH 33 U3EIUATA, C
KOUTO JIEKAPCTBEHMSIT MPOIYKT II[€ CE€ M3MOI3Ba WIIH MPHJIara U KOUTO I C€ JOCTaBAT C JIEKApCTBEHUS
npoaykT.ChCTaBKUTE HA JICKAPCTBEHUTE MPOAYKTH Ce O0SBSABAT MO CJICIHUS HAUYMH:a) BEIIECTBATA,
BKIIIOUeHU B EBporneiickara ¢apmakories, WM ako He ca BKIIIOUEHU TaM, B HaIlMOHaTHaTa apMakomnes
Ha HAKOS OT AbPKaBUTE WICHKH - Upe3 3arjlaBUETO Ha BBIPOCHATa (papmakoreiiHa MoHOTpadus ¢
Hoco4YBaHe Ha (papMakornesTa;0) OCTAHAIKMTE BEIIECTBA - YPe3 MEKAYHAPOTHOTO HEMATCHTHO UME
(INN), npenopsuano ot CBeTOBHATA 3/[paBHA OpraHU3AIINs, M aKO HSIMa TaKOBA - TOYHOTO HAYYHO
0003HauYeHME; BEIIECTBATa, KOUTO HAMAT MEXAYHAPOIHO HEMATEHTHO UME MJIM TOYHO HAYYHO
0003HaYeHHE, CE OMMCBAT Ype3 MMOCOYBAHE KaK M OT KaKBO ca IPOU3BEICHH, TOITBIHEHO, aKo €
HEOOXO0IMMO, C IPYTH BaYKHU TTOAPOOHOCTH;B) oLBeTUTENUTE - 4pe3 "E" Koaa 3a ChOTBETHOTO
BEIECTBO, ocoveH B nprtoskenne Ne 7 Ha Hapenba Ne 8 ot 2002 r. 3a u3nckBaHUATa KbM H3MOJI3BaHE
Ha n00aBku B xpanute (1B, O6p. 44 ot 2002 r.).B 3aBrcHMOCT OT JiekapcTBeHaTa hopMa KOJIMIECTBOTO
Ha BCSIKO aKTUBHO BEIIECTBO B KPAHMUS JICKAPCTBEH MPOAYKT C€ TIOCOUYBA Upe3 MacaTa Wi Opost
€IMHUIIA OMOJIOTUYHA aKTUBHOCT, U3Pa3€HHU 3a J030Ba €IMHUIIA UITH 34 €IWHHUIIA Maca UITH
00eM.AKTHBHHUTE BEIIECTBA, KOUTO Ca BKIIFOUEHH MO (hopMaTa Ha CheIMHEHHS WA TPOU3BOIHH, CE
U3pa3siBaT KOJMYECTBEHO Ype3 MacaTa Ha CbOTBETHOTO CheIMHEHUE WM TIPOU3BOIHO (Hamp. cod,
ecTep), M aKo € YMECTHO - upe3 Macara Ha aktuBHaTa(ute) yact(u) Ha MoJieKyara (Harmp. 6asa,
KHCEJHMHA).3a JICKApCTBEHH MPOAYKTH, ChAbPIKAIIN aKTUBHO BEIIECTBO, KOETO 33 IBPBU ITBT € MPEIMET
Ha 3asBJICHUE 32 pa3pelraBaHe 3a ynorpeda Ha TepUTOPHITA Ha KOSTO U JIa € OT JbP)KaBUTE WICHKH,
KOJINYECTBEHOTO ChABPKaHHE HAa AaKTUBHOTO BEILIECTBO, aKO TO € COJI MJIM XUApAT, TpsiOBa 1a Obae
M3pa3sBaHO Ype3 MacaTa Ha akTUBHaTa(uTe) yacT(M) Ha MOJIEKysIaTa. 3a €{HO U ChIIO aKTHBHO



BEIIECTBO KOJIMYECTBEHOTO MY ChAbP)KaHNE BbB BCUUKH JICKAPCTBEHH MPOAYKTH, MOJTyyaBaIly
BITOCJICAICTBUE PAa3PEIICHHE 3a YIIOTpeOa B HAKOS OT IbPKaBUTE WICHKH, TPsAOBa /1a ObJIe N3Pa3eHO 110
CBHIIMS HAYMH KaKTO MPH IbPBUS pa3peleH npoaykT.Exunummre 3a OnogornyHa akTHBHOCT €€
M3I0JI3BAT 32 BEUIECTBA, KOMTO He Morar ja ObxaT xuMuaHo Aeduaupanu. Korato CBeToBHaTa 3/1paBHa
OpraHu3aIysl € ONpeiennia MeX/IyHapoaHa eANHUIA 32 OMOJIOTMYHA aKTUBHOCT, CE U3I0JI3BA Ta3u
enuanna. Korato He e onpezeneHa MeXIyHapoIHa eANHUIIA 32 OMOJIOTUYHA AKTUBHOCT, €AMHHULIUTE 32
OMOJIOTMYHA aKTUBHOCT C€ M3Pa3siBaT M0 TaKbB HAYMH, Y€ J1a AaBaT eIHO3HaYHa HH(OpMAIIHS 3a
aKTHBHOCTTA Ha BEIIECTBATa, KaTO aKO € MPUIIOKUMO, C€ M3II0NI3BaT eAMHUIINTE Ha EBponelickaTa
dapmakones.3.2.P.2. ®apmaneBruyHo paspadorBaneTo3u pa3aen TpsOBa Aa Chabpixka HHOOPMAIHS
OTHOCHO M3CJICJIBAHUATA 32 pa3pabOTBaHe, IPOBEIICHH, 3a J]a CE YCTAaHOBH, Y€ ChCTABBT, JIEKapCTBEHATA
¢dbopma, mpOM3BOICTBEHATA PELENTA, IIPOU3BOICTBEHUSAT MPOLIEC, CUCTEMAaTa OT ONIAKOBKATa M HEWHOTO
3aTBapsiHe, MUKPOOHOJIIOTHYHHUTE XapaKTEePUCTUKH U YKa3aHHUATA 3a yIoTpeda ca MoIXosIIHN 3a
TUTAHUPAHOTO MPHIIOKEHHE, TIOCOYSHO B JIOKyMEHTAIMATA KbM 3asiBIICHHETO 3a pa3pelIaBaHe 3a
ynorpeba.M3cienBanusTa, onrcaHy B HACTOSIIATA IJ1aBa, CE Pa3IMyaBaT OT PyTHHHUTE KOHTPOJIHH
M3MUTBaHMA, KOUTO C€ U3BBPUIBAT ChIIIACHO cnenudukanuute. OnpenensT ce U ce ONMUCBaT
KPUTUYHUTE TTapaMeTpH Ha MPOU3BOJICTBEHATA PEIIENITa U OCOOCHOCTUTE Ha TIPOU3BOICTBEHUS MIPOIIEC,
KOUTO MOXeE JIa MTOBJIMSAT HAa BH3IPON3BOIMMOCTTA HA MTAPTHIUTE, ACWCTBUETO HA JIEKAPCTBEHUS
IPOJIYKT M HErOBOTO KauecTBO. Koraro e moaxozsmio, ce 1aBat npenpaTki KbM JOIbIHUTEITHH
MOJIKPEISIIH JAHHU B ChOTBETHUTE YaCTH OT MOIYJ 4 (JIOKJIaJM OT HEKJIMHUYHYU U3MTUTBAHUS) U MOJTYJT
5 (mokmaau OT KJIMHUYHU M3MUTBaHKs) HA JOKYMEHTALUITA KbM 3asBICHHUETO 32 pa3pellaBaHe 3a
ynotpe6a.3.2.P.2.1. CbcraBku Ha nekapcTBeHus mpoaykr3.2.P.2.1.1. AkruBHo BemecTBolIpencrass ce
JTOKYMEHTAIHsI 33 CbBMECTUMOCTTA Ha aKTHBHOTO BEIIIECTBO C TIOMOIIHUTE BEIIECTBA, KAKTO U
OCHOBHHUTE (PM3MUKOXUMHUYHH XapaKTEPUCTHKH HA aKTUBHOTO BELIECTBO (HAIp. ChIIbpKAHUE HA BOJIA,
Pa3TBOPHUMOCT, pa3mpe/essiHe [0 TOJIEMUHA Ha YaCTHIIUTE, TOJUMOP(U3BM U Jp.), KOUTO ca OT
3HA4YCHHUE 32 ICHCTBHETO HA KPaWHUS JIEKAPCTBEH MPOIYKT, a aKO MPOIYKTHT ChIbPKA HIAKOIKO
aKTHBHM BELIECTBA - U CbBMECTHUMOCTTA MEXIY Pa3lUUYHUTE aKTUBHU BemlecTsa.3.2.P.2.1.2. [Tomouau
BeniectBaO00CHOBaBa ce N300PBHT Ha MOMOIIIHUTE BEIIECTBA, 0COOEHO 10 OTHOILIEHUE Ha
KOHIIEHTpALUATa UM U XapaKTePUCTUKUTE, KOUTO MOTaT Jla OKaXaT BIMSHUE BbpPXY JEHCTBHETO Ha
JIEKapCTBEHHS MTPOAYKT B CHOTBETCTBHUE C U3IMIBJIHABAHHUTE OT TIX GyHKnu.3.2.P.2.2. JlekapcTBeH
npoaykt3.2.P.2.2.1. Pa3paboTBane Ha JekapcTBeHUs NMpoykTOMUCBa ce pa3paboTBaHETO HA KpalHUs
MPOJYKT, KaTO CE B3eMaT MPEABU/ MPETIOKECHUAT BT HA BbBEXKIaHe U yroTpedara.3.2.P.2.2.2.
N3nunreiinO60CHOBABAT Ce BCHUKHM M3IHUINBIN B MPou3BoAcTBeHaTa(ute) perenra(u).3.2.P.2.2.3.
OU3NKOXMMUYHH U OMOJIOTUYHU CBOWCTBaPa3riexaar ce BCHIKH PU3UKOXUMHYHHN U OHOJIOTUIHU
napaMeTpH, KOUTO UMaT OTHOILIEHHE KbM JIEHCTBHETO Ha KpalHus npoaykr.3.2.P.2.3. Pa3paboTBane Ha
pou3BoIcTBEHHS MporecOOCHkKAa ce M300pBT U ONTUMHU3UPAHETO HA TPOU3BOJICTBEHHS MTPOIIEC, KAKTO
U pa3IHuMsATa MKy MPOU3BOACTBEeHUsI(MTE) Tporec(i), KOUTO ca M3MOI3BaHH 32 MPOM3BOACTBOTO HA
MapTUANTE 32 OCHOBHUTE KIIMHUYHU M3IIUTBAHUS, U TIPOIIeca, KOWTO C€ M3IIOJI3BA 32 MTPOU3BOJICTBOTO HA
IpeJUlaranus KpaeH JiekapcTBeH npoaykr.3.2.P.2.4. Cucrema onakoBka-3arBapsinelIpencrass ce
nHOpMaIHS 332 IPUTOAHOCTTA Ha CUCTEMaTa OT OTIAKOBKAaTa M HEWHOTO 3aTBapsiHE MO OTHOIIIEHHE Ha
ChXpPaHEHHETO, TPAHCIIOPTUPAHETO U ynoTpedaTa Ha JIeKapcTBEHUS MPOIYyKT. B3ema ce mpensua u
BB3MOKHOTO B3aMMOJICHCTBHE MEXKTY JICKapCTBEHHSI MPOAYKT M omakoBkara.3.2.P.2.5.
Mukpo6uosorudHu 0co0eHOCTUMHUKPOOHOJIOTMYHUTE MTapaMeTpH Ha JeKapcTBeHa ¢popma Mpu
HECTepUJIHU U CTEPUITHU MPOAYKTH TpsAOBa Aa ca B chboTBeTcTBUE ¢ EBpomneiickara papmakones u ja ca
JTOKYMEHTUPAHU ChIVIACHO HeHuTe npeanucanus. TpsaoBa na ObaaT pasrieaHd MUKPOOUOIOTHYHUTE
0COOEHOCTH Ha JieKapcTBeHarta (opMa U U300pbT U e(hUKACHOCTTa Ha KOHCEpBHpAIlaTa CUCTeMa MPU
IPOAYKTH, ChIbpPKAIM aHTUMUKPOOHU KOHCEepBaHTHU. [Ipu crepuiHu mpoayKTH TpsiOBa Aa ce 00Chau
MIPUTOJHOCTTA HA CHCTEMaTa OT ONAaKOBKAaTa M HEWHOTO 3aTBapsiHE J]a MPEIOTBPATIBa MUKPOOHO
3ambpcesiBane.3.2.P.2.6. CrBmectumoctlIpencrass ce nndopmariyst 3a CbBMECTUMOCTTA HA KpaHUS
JICKApCTBCH MPOIYKT C pa3TBOpUTENs (UTE), pa3peanuTeiis(MTe) WiIu JO3UPAIINTE H3AEHs, TIOIKPEIIIa



uHpopMmarmsTa 3a npoaykra.3.2.P.3. [IpousBoactBo3.2.P.3.1. [Ipoussomuren(u)locousar ce umero,
aZipechT U OTTOBOPHOCTTA HA BCEKU MPOU3BOJUTEN, BKIIOYUTEIHO MOAU3IBIHUTEINTE, KAKTO U BCUYKH
MecTa Ha IMPOU3BOACTBO MM MECTa, Ha KOUTO C€ M3BBPIIBAT MPOU3BOJACTBO U M3nuTBaHus:.3.2.P.3.2.
ITpousBoncTBena peuentallpencTass ce NpoM3BOJICTBEHATA PELENTA, ChABPIKAIlA CIIMCHK HA BCUUKU
CbCTaBKH, KOUTO CE€ M3MOJI3BAT B IPOM3BOICTBEHHS MIPOIIEC HA JIEKapcTBeHaTa (hopMa, TEXHUTE
KOJINYECTBA 3a MAPTHUJIA, BKJIIIOUUTEIHO U3IULIBLUTE, U MPENpaTKa KbM CTaHJAPTUTE 3a TAXHOTO
kauecTBo.3.2.P.3.3. Onucanue Ha MPOU3BOICTBEHUS MTPOLIEC M KOHTPOJIA TI0 BpeMe Ha
pon3BoAcTBOTOONNCAaHUETO HAa HAUYMHA HAa IIPOU3BOICTBO TPSIOBA Jja € MpEeACTaBeHO Taka, 4e Jja JaBa B
JO0CTaTh4YHA CTENICH UH(OPMAIIKs 33 €CTECTBOTO Ha ONEPALUKUTE | Ja BKIIOYBA HA-MAJIKO CIICAHOTO:a)
[I0COYBAT CE PA3JIMYHUTE €TAlM OT IPOU3BOACTBOTO, BKJIIFOUUTEIHO KOHTPOIBT HA IpoIieca 1
CHOTBETHUTE KPUTEPHUH 3a IIPHEMaHe, TaKa ue J1a MOXKe J[a C€ HallpaBH OICHKA Jajld U3MOI3BAaHHUTE 32
IIPOM3BOJICTBOTO HA JIEKapcTBeHaTa (hopMa rpolecu Ouxa MOIUIM Aa A0BEAAT 10 HeOaronpusTHa
NPOMSIHA B ChCTAaBKUTE HA MPOJYKTA;0) MPHU HEMPEKbCHAT IPOU3BOJICTBEH IPOLIEC CE MPEACTaBS MIbJIHA
uH(popMalKs OTHOCHO ITPUJIaraHUTE MEPKH 32 OCUT'YPsSIBAHE HA XOMOT€HHOCTTA Ha KpaiHUs JIEKapCTBEH
NPOJIYKT;B) 38 CTEPHIIHHUTE JICKAPCTBEHH MTPOIYKTHU - MOJAPOOHH JaHHH OTHOCHO MpoIeca Ha
CTepUIIU3aLUsl W/UIH U3M0N3BaHUTe acenTuuHu npouenypu.3.2.P.3.4. KoHTpos Ha KPUTHYHUTE eTaIH U
MEXIUHHHATE POTYKTUBKIIIOUBAT ce JaHHU 32 KOHTPOJIHUTE W3MMTBAHMS HA MPOTYKTa, KOUTO CE
IIPOBEXJAT HAa MEXKAMHEH €Tal OT MPOU3BOJCTBEHUS MPOLIEC, 3a J]a C€ OCUT'YPU IOCTOSHCTBO MIPU
pou3BOACTBOTO. Te3n M3NUTBAaHUS ca HEOOXOAMMHU 32 MPOBEPKA HA CHOTBETCTBUETO HA JICKAPCTBEHHS
IPOAYKT C IPOM3BOICTBEHATA PELENTA, B CIIy4yai ye 3asiBUTENAT [0 U3KIIIOYEHHE TpeJlara aHaIuTUYEeH
METOJ 32 U3NMTBAHE HA KPaHUS JIEKAPCTBEH MPOIYKT, KOWTO HE BKIFOYBA KOJIMYECTBEHO ONPEIEIITHE
Ha BCHYKH aKTHBHH BeLIeCTBA (MJIM HAa BCHYKU ChCTABKH Ha IIOMOIHHUTE BEIIECTBA, KOMUTO MOAJIECKAT Ha
CBIIUTE U3MCKBAHMS KAaTO aKTUBHHTE BenecTBa). CHIIOTO CEe OTHACSA 3a CIy4auTe, B KOUTO KOHTPOIBT
Ha KaueCTBOTO Ha KpalHUs JIEKapCTBEH MPOIYKT BKIIIOYBA 110 HEOOXOMMOCT KOHTPOJIHHUTE U3MUTBAHUS
10 BpeMe Ha IMPOU3BOACTBOTO, OCOOCHO KOTaTO JIEKAPCTBEHUAT MPOAYKT € eUHUPAH TIIaBHO Ype3
Ha4yMHa CH Ha pou3BocTB0.3.2.P.3.5. Banuaupane u/uian orieHka Ha MPOU3BOICTBEHUS
nporeclIpencraBsr ce onucanne M pe3yaTaT OT eKCIEPUMEHTAITHUTE H3CIIEIBAHMUS 3a BAIMANPAHE HA
KPUTUYHHTE €Tali U KpUTHYHUTE U3IUTBAHUS B poOIleca Ha MPOU3BOICTBO, 0COOEHO KOraro ce
W3I0JI3Ba HECTAHIAPTEH METOT Ha Mpon3BocTBO.3.2.P.4. KoHTpon Ha momMomnrHuTe BemectBall30posBar
ce BCUYKH MaTepuayy, HEOOXOIUMHU 3a IPOM3BOICTBOTO HA TIOMOIITHUTE BEIIECTBA, KaTo Ce€ M0COYBa
MSICTOTO Ha BCEKH MaTepHall B IPOU3BOJICTBEHUs Tiporiec. [IpencTass ce MHPOpMAaIns OTHOCHO
Ka4yecTBOTO M KOHTpoJIa Ha Te3u Marepuanu.llpencrass ce nnpopmarys, KosSToO 1a OKa3Ba, 4e
MaTepHaTUTe OTTOBAPSAT Ha TOAXOIAIIH CTAHIAPTH C OTJIe] Ha MpeaHasHaueHneTo uM.O1BEeTUTENTE
IIPYU BCUYKH CITydau TpsiOBa Jja OTroBapsAT Ha n3nuckBaHusTa Ha Hapen6a Ne 8 ot 2002 r. 3a
M3MCKBAaHUATA KBbM M3M0JI3BaHe Ha 100aBku B Xpanure.3.2.P.4.1. Crnerndukanmumn3a BCIKO TOMOIITHO
BEIIIECTBO Ce MPEACTaBAT NoApooHH cnenudukanuu.3.2.P.4.2. AHATUTUYHU METOAUKUAHATUTUIHUTE
MeTOAMKH ce onucrar.3.2.P.4.3. Banmuaupane Ha aHanmuTHIHUTE MeTOUKuUl IpeacTaBs ce nHbopManus
3a BAIMJMPAHETO HA aHATUTHYHUTE METOAMKH, U3MOJI3BaHU 32 U3IUTBAHE HAa IOMOIITHUTE BEIIECTBA,
BKJIFOUMTEITHO eKCIIepruMeHTaHN nanHu.3.2.P.4.4. O6ocHoBaBaHe Ha cnienudukanuute3.2.P.4.5.
[TomoIHY BelecTBa ¢ YOBEIIKU MIIM KUBOTHHCKU Ipou3xoaTpsOBa na 6bae npeacraBeHa HHGopMarus
OTHOCHO CTpaHUYHH areHTH (moapoOHa nHGOPMAIHS Ce TPECTaBs B MpuiiokeHune 3.2.A.2 Ha MOy
3)I1o oTHOIICHKE HA CTICIIHATHUTE MEPKH 32 MPEIOTBPATSIBaHE MPEJABAHETO HA )KUBOTUHCKH
COHTU(OPMHHU eHIIePaTONaTHH 3asIBUTEIAT TPsiOBa /1a MPEACTaBHU JOKA3aTEICTBA, BKIIFOUUTEIIHO U 32
MIOMOIIHUTE BEIIECTBA, Y€ JIEKAPCTBEHUT MPOAYKT € IMIPOU3BE/ICH B ChOTBETCTBUE C AKTYaJTHOTO
"PBKOBOJICTBO OTHOCHO CBEXJIaHE JI0 MUHUMYM Ha PHCKa OT MpeJaBaHe Ha MPUYNHUTEIHN Ha
KMBOTHHCKH CIIOHTM(OPMHHU eHIle(asonaTuy 4pe3 JIeKapCcTBEHU MPOIYKTH", MyOIUKYBaHO OT
EBporneiickara komucus B "Odunnanen BecTHUK Ha EBpomneiickus cbro3./[0ka3BaHETO HA CbOTBETCTBHE
C TOPETOCOYEHOTO PHKOBOJCTBO MOXKeE Jla c€ TIOCTUTHE WIIH upe3 npenacTaBsine Ha CepTudukar 3a
CHOTBETCTBUE HAa MOHOTpadusaTa Ha EBpomneiickara (papmakorest OTHOCHO CIIOHTH()OPMHUTE



eiedatonatuu (3a NPeANOYUTAHE), WK YPE3 NPEACTaBsIHE HA HAYYHU JaHHU B TIOTBBPIKICHHE HA
cpoTBercTBUET0.3.2.P.4.6. HOoBM mmoMoIHu BemecTBa3a BCAKO IIOMOIIHO BEIIECTBO, KOETO CE U3II0I3BA
3a IPBB IBT B JIEKAPCTBEH MPOJIYKT WIM Ype3 HOB BT HA BbBEXK/IAHE, CE MPEACTaBs JTOKyMEHTAIIHS,
KOSITO ChIbpiKa MOApoOHaTa XUMUYHA, (papMalieBTUYHA U OMOJIOrMYHa HHGOpMAIUs 3a BEUIECTBOTO,
BKJIIOYMTEITHO MMOAPOOHH JAHHU 32 TIPOU3BOJCTBOTO, OXapaKTEPU3UPAHETO U KOHTPOJIA C MPENPATKH
KbM ChOTBETHHUTE JIAHHU 3a 0€30MacHOCT (HEKIMHIUYHY U KIMHUYHM). Ta3u JOKyMEHTaIHsI Ce U3TOTBS,
KaTo ce craspa (hopMaThT, ONUCaH B yacT 3.2.S 3a akTUBHOTO BemecTBo.Ilogpodnarta nndopmanms ce
npecrass B nmpuioxkenue 3.2.A.3 Ha moayn 3.MHdopmanusiTa 3a HOBOTO MMOMOITHO BEHIECTBO MOKE Ja
ce MPECTaBU KaTo CaMOCTOATENEH JOKYMEHT. Koraro 3asBUTENAT € pa3iaryueH OT MPOU3BOAUTEINS HA
ChOTBETHOTO HOBO ITOMOIIIHO BEIIECTBO, TO3U JOKYMEHT clie[Ba /1a ObJie IPEeJOCTaBEeH Ha 3asBUTENS 32
npe/cTaBsiHe Ha KoMIleTeHTHUs oprad (M3mbeiiHUTeHATa areHIus 10 JiekapcTaTa). Bkirousar ce
MpenpaTki KbM MOJYJ 4 OT I0CHETO, KBAETO CE MPEeICTaBs AObIHUTEIHA UH(POPMALIHs OTHOCHO
M3MUTBAHUATA 32 TOKCHYHOCT, IIPOBEJICHH ¢ HOBOTO MIOMOIITHO BEIIECTBO./[aHHUTE OT KIMHUYHHUTE
M3MUTBAHUA Ce TpeacTaBAT B Moy 5.3.2.P.5. KoHTpou Ha iekapcTBeHUs MPOoAYyKT3a KOHTpOJia Ha
KpaiHHA JIEKapCTBEH MPOAYKT MapTH/A OT JIEKAPCTBEH MPOIYKT € KOJMYECTBOTO, CHCTOSIIO CE OT
BCHUYKHU €MHUIIN Ha JIEKapCcTBEeHaTa JopMa, KOUTO ca MPOU3BEACHU OT €THO U CHILO U3XOIHO
KOJIMYECTBO MaTepHa U ca OWJIM TIOAJIOKEHH Ha €JHA U ChIlla CEPHUs OT MIPOU3BOJACTBECHH U/HITH
CTepWJIM3AIMOHHHU OTEepAIH, UM B CIIy4auTe Ha HEMPEKbCHAT MMPOU3BOJICTBEH MPOIIEC - BCUUKHU
eIMHUIIM, IPOU3BE/ICHH 32 ONPEACIICH MEPUO/ OT BpeMe.MaKCUMaTHOTO JOIYCTHMO OTKJIOHEHHE OT
ChJIbP’KaHUETO HAa aKTUBHOTO BELIECTBO B KpaifHUS JIEKapCTBEH MPOAYKT TpsiOBa Jja HE MpEeBUIIaBa + 5
MPOIIEHTA TI0 BpeMe Ha MPOU3BOJICTBOTO, aKO HAMA JIOCTaThUHO OCHOBAHHE 32 MO-TOJIIMO OTKJIOHeHHE. B
U30pOEHKTE MO-0JTy Pa3Ieiu ce IMpeaCcTaBs noApooHa uHdopMmarus 3a crenupukanuute (3a
0CBOOO’KIaBaHE U 3a CPOKA HA TOJIHOCT), 000CHOBaBaHEe Ha M300pa MM, METOIUTE 3a aHAJINU3 U TIXHOTO
Banmaupane.3.2.P.5.1. Cnenndukanms(u)[Ipeacrapsr ce crnerupuKanuuTe Ipu 0CBOOOKIaBaHE U 3a
CpOKa Ha TOJHOCT Ha JieKapcTBeHHs MpoaykT.3.2.P.5.2. Ananmutinanu meronukn3.2.P.5.3. Banuaupane
Ha aHaNMUTUYHUTE MeToaukn3.2.P.5.4. Ananu3 Ha maptuaullpeacTaBsrt ce pe3yaTaTure OT aHAIU3 Ha
MapTUAM U OMMCAaHNe Ha ChoTBeTHUTE mapTuau.3.2.P.5.5. Oxapakrepmsupane Ha npumecnu3.2.P.5.6.
Ob6ocHoBaBane Ha crierudukanuure3.2.P.6. CrangapTHU BeliecTBa UM CPAaBHUTEIHU
matepuanmulIpenapaTure 3a CpaBHEHHE U CTaHAAPTHUTE, KOUTO CE M3IIOJI3BAT 32 U3MUTBAHE HAa KpalHUS
JIEKapCTBEH MPOJIYKT, c€ MOCOYBAT U C€ OMUCBAT MOJIPOOHO, aKO HE ca omucaHu B pa3aen 3.2.5.5.3.2.P.7.
Cucrema omnakoBka-3aTBapsiHeOnucBa ce CUCTeMaTa OT OIIaKOBKA M HEHHOTO 3aTBapsiHE, BKIIFOYUTEITHO
UJCHTUYHOCTTA Ha BCEKU MaTepual 3a U3paboTBaHE Ha IbPBUYHATA OMAKOBKA, U CE MPEACTABAT
cnenuduranuure uM. CnenudukauuTe TpsOBa /1a BKIIOYBAT OMKMCAHUE, UICHTUPUKALNS U KPUTHUYHU
pasMmepH, KbJIeTO € yMecTHO. KbeTo e moaxos1o, ce BKIUBaT He(apMaKkoneiH! METOIU ChC
CBHOTBETHOTO BaJIMAMpaHe.3a KOMIIOHEHTHTE Ha BTOPUYHATA OTIAKOBKA, KOMTO HE U3ITBIIHIBAT
orpeJiesieHH (QYHKIMH, ce MPEICTaBs CaMO KPaTKO OMKMCaHUE. 3a KOMIIOHEHTUTE Ha BTOpUYHATA
OTIaKOBKa, KOWTO M3ITBJIHSABAT ONpeAeTeHH (DYHKIMH, CE TTPECTaBs JOMBIHUTEITHA
uHpopmanus.3.2.P.8. Crabunnoct3.2.P.8.1. O6001meHre Ha N3NUTBAHUSTA 32 CTAOMITHOCT U
3akmodeHne00001aBar ce BUIOBETE POBEICHN H3MUTBAHUS, H3IIOJI3BAHUTE TIPOTOKOJIN U PE3YJITATHTE
OT U3MUTBAHUATA. 3aKIIOYCHUETO TPsIOBa J1a ChbpiKa MPEIOKEHHE 32 CPOK Ha TOJHOCT U YCIOBUS 32
CbXpaHEeHHe, BKIFOUUTEIHO Ha HACUITHUS MPOJYKT, CIIE/T OTBAPSHE, CIIe
pasTBapsHe/paszpexnane/cycnenaupane (KbJeTo € MPHIOKHMO), 000CHOBAHO C PE3yJITaTH OT
M3MHATBaHUATA 33 cTabmiHOCT.3.2.P.8.2. [IpoToKoiT 32 M3NMHUTBaHEe 32 CTAOMITHOCT CIIE]T pa3peniaBaHe 3a
yrnoTpeda/peructpaiiysi ¥ 3abJDKEHUS] BbB Bpb3Ka cbe cradmiHocTTa3.2.P.8.3. JlanHu 3a crabuinHocTB
MOIXOASIT POPMAT CE MPECTABAT NOJPOOHUTE PE3YATATH OT MU3CICABAHUATA 32 CTAOMITHOCT,
BKIJTFOUMTETHO HHPOPMAITUS OTHOCHO aHAIMTUYHUTE METOIUKH, U3IIOJI3BAaHU 32 MOJTy4YaBaHe HA
TaHHUTE, U BAMANPAHETO HA TE3W METOMKH; IPH BAKCHHHU, KOTAaTO € HE0OXOAUMO, CE MPECTABST
JAaHHM 32 KyMYJIaTHBHATa UM CTa0MITHOCT, T.€. IaHHU 3a CTAOMITHOCT Ha MaPTUAU KpaeH MPOAYKT, pU
MIPOM3BOJICTBOTO Ha KOUTO Ca U3IMOI3BaHU U3XOHU MaTepUalIl, aKTUBHHU BEIIECTBA U MEXKIUHHU



MPOAYKTH, KOUTO Ha BCEKU €Tall ca ChXpaHsIBaHU 32 MAKCUMAJIHHS MPEIOKEH CpoK.3.2.A.
[Tpunoxenus3.2.A.1. [Tomemenus u obopyaBaneToBa MpUIIOKEHNE C€ TIPEICTABs caMo MPHU
OMOJIOTMYHH JICKAPCTBEHHU MPOJYKTH U ChABpPIKA:a) TUarpama, IpeCTaBsIla IPOU3BOACTBCHATA
[I0CJIEI0BATEIHOCT, BKJIOUUTEIHO JIBUKEHUETO Ha CYPOBUHUTE, IEPCOHANA, OTHAABLUTE U
MEXIUHHHUTE TPOTYKTH KbM H OT IIPOU3BOACTBEHHUTE 30HH. CienBa 1a Obae npeacraBeHa nHpopMarus
1 32 30HUTE U IOMEIIEHUATA B ChbCEACTBO C IPOU3BOICTBEHUTE, KOUTO MOJKE J1a ca OT 3HaYECHHUE 3a
OCHUTypsIBAHE KaueCTBOTO Ha MPOAYKTa;0) HHPpOpMAIHs 32 BCHYKH JPYrH IPOIYKTH (0100pEHH WU B
npolec Ha pa3padoTBaHe), KOUTO Ce MIPOU3BEKAAT WM 00PadOTBAT B CHIIUTE 30HHU U TOMELICHUS KaTO
NPOJIYKTa, 32 KOWTO Ce OTHACS 3asBJICHUETO 33 pa3peliaBaHe 3a yrnorpeda;B) 0000LIICHO ONMCaHue Ha
000pyIBaHEeTO, BIM3ALI0 B KOHTAKT C IPOJYKTa, U HEroBara yrnorpeda (1anu ce u3roi3Ba u 3a JApyru
LeJTY WM €IMHCTBEHO 32 TO3H MPOJYKT); HH(POPMAIIHS 32 TIOATOTOBKATA, IOYUCTBAHETO,
CTEPUIIM3ALHUITA U ChXPAHEHUETO Ha IIOCOYCHOTO 000py/IBaHE U MaTEepUaIIH;T) HH(OPMAIHs 32
npoueaypute (Hanp. MOYUCTBAaHE U IUIAHWPAHE HA IPOU3BOJICTBEHHS I'paHK) U KOHCTPYKTHBHUTE
XapaKTePUCTHKU Ha MMOMEIICHUSTA U ChOPBKEHUATA (Harp. Kiacu(UKaLUs Ha 30HUTE) 32
IIPEIOTBPATSABAHE HA 3aMBbPCABAHE U KPBCTOCAHO 3aMbPCSIBAaHE HA 30HUTE U 00OPYBAHETO, KBJETO CE
M3BBPIIBAT JICHCTBUS 32 IPUTOTBSHE HA KJIEThYHU OAHKU U IPOU3BOACTBO Ha MpoaykT.3.2.A.2. OueHka
Ha 0e30mMacHOCTTa BB BPB3Ka ChC CTPAHUYHH areHTUB To3u pasnen ce npenctasst nHGOpMAIus 1
OLIEHKA Ha pHCKa 10 OTHOILIEHHE Ha MOTEHLUAIHO 3aMbPCABaHE ChC CTPAaHUYHM areHTu.3.2.A.3.
[Tomomuu Bemecta3.2.R. Pernonanna uadopmanun3.2.R.1. Cxema 3a Banuaupane Ha
HPOU3BOJICTBEHUS MTPOLIEC Ha JIEKApCTBEHUs MPoaAyKT3.2.R.2. MeauuuHcku n3aenus (mpeacTaBiisBaiiy
qacT ot JiekapcTBenus npoaykt)3.2.R.3. Ceprudukar(u) 3a CbOTBETCTBHE HA MOHOTpadHH HA
EBponeiickara ¢apmakornes - 3a XUMUYHA YUCTOTa U MUKPOOHOJIOTHYHO KaYE€CTBO, 38 CTEPUIIHU
aKTHBHH BEUIECTBA, 32 PACTUTEIIHHU BEIIECTBA U mpenapartd, 1 SE u koMOnHUpanu cepTuduKaTu 3a
CbOTBETCTBUE, B 3aBUCUMOCT OT ciyyas.3.2.R.4. JlekapcTBeHU NPOYKTH, KOUTO ChABPKAT UM B YMHTO
MpOIIEC Ha MPOU3BOJICTBO CE M3IMOJI3BAT MATEPHAIH OT )KUBOTUHCKH U/HUITH YOBEIIKH MPOU3X0/13a
BCUYKH 3asiBIIEHUs TpsiOBa /1a ce MombiIHu Tabauna A - "Matepuany OT )KUBOTUHCKHU MPOU3XO],
ronajiany B 00XBara Ha pbKOBOJICTBOTO OTHOCHO CBEXJAAaHE O MUHUMYM Ha PUCKa OT IIpe/laBaHe Ha
MPUYMHUTENN Ha )KUBOTUHCKH CIIOHTU(GOPMHHU eHIle]aaonaTiu dpe3 JekapcTBeHu npoayktu'. Tpsosa
na Ob1aT npuiokeHn HamyanTe T SE-ceprudukary 3a choTBeTCTBHE. 32 MAaTEpHAIN OT )KUBOTHHCKU
IIPOU3X0/, KOMTO HE MOMNaiaT B 00XBaTa Ha pPbKOBOJCTBOTO OTHOCHO CBEX/IaHE JI0 MUHUMYM Ha PUCKa
OT IIpe/laBaHe Ha MPUYMHUTEIN Ha )KUBOTUHCKHU CIIOHTM(QOPMHHU eHlle(anonaTun 4pe3 JeKapCTBEHU
IPOAYKTH, ce mombiBa Tabnuna B - "Ipyru marepuanu ot *KUBOTUHCKH Mpousxo[ B ciyuaii, ue
JIEKapCTBEHMSIT MPOJYKT ChAbPKa WM IPU IPOU3BOJCTBOTO MY C€ M3I0JI3BaT MaT€pUAIU OT YOBEUIKU
npou3sxoz, ce nombisa tadbauna C - "AnGyMuH 1 Apyryd MaTepuaiy, NOJIy4eH! OT YOBEIIKU
Thkanu".3.3. bubmmorpadusllpencraBs ce ocHOBHATa uTHpaHa JuTeparypa. Tadmuma A: Martepuanu
OT >KMBOTHHCKM IIPOM3XO0/1, OMAAalH B 00XBaTa Ha PbKOBOJICTBOTO 32 CBEX/IaHE 10 MUHUMYM Ha
pHUCKa OT Mpe/laBaHe Ha MPUYMHUTEIN Ha )KUBOTMHCKH CIIOHTH()OPMHHU eHlle(daIonaTuu upes3
JiekapcTBeHH mpoaykTH (1) 3a XyMaHHATa M BETepUHApHATA MEIUIINHA

JlekapctBeH npoaykT: (CBo6oaHO n3bpaHo ume/INN)

3assuten:

[ata Ha nonbnBaHe Ha Tabnuuara:

Vime Ha maTepuana:

Nwme 1 agpec Ha npoussoguTens (2)

BI/I,E[ XMUBOTHU U TbKaH, OT KOUTO Ce noJjiydaBa MatepunansT

CTpaHa Ha npon3xon Ha XXMBOTHUTE, OT KOUTO € nosyvyeH

mMaTtepuanbT

Wwma nn TSE-cepTudmkaT 3a cboTBeTcTBUE (3) 3a maTepuana ot

XMBOTUHCKM npouaxoan? (Ne v faTta Ha cepTudumkata, npunara ce

Konve oT Hero)

Ynotpe- KaTO aKTMBHO BELLECTBO

6a Ha Ma-  KaTo MOMOLLHO BELIECTBO




Tepuana KaTo peareHT/CbCTaBKa Ha xpa-
HWUTEernHa cpeda, KoUTo ce U3nonaeaT npu
PYTVHHOTO NPOV3BOACTBO
KaTo peareHT/CbCTaBKa Ha XpaHuUTeNHa cpeaa,
KOMTO Ce M3MNon3Bar 3a Nnofy4yaBaHe Ha HOBM
MbPBUYHM KIETBYHU BaHKK (4)
KaTo peareHT/CbCTaBKa Ha XpaHuUTeNHa cpeaa,
KOMTO Ce M3non3Bar 3a nonyyaBaHe Ha paboTHU
KNeTbYHN HaHKK
n3xo4eH maTepuarn, U3non3saH npu
NPOM3BOACTBOTO HA aKTUBHW BeLLecTBa
n3xo4eH maTepuarn, U3non3saH npu
NPOM3BOACTBOTO HA NOMOLLHO BELLECTBO
apyra (ga ce onviwe)

(*1) AkryanHaTa KbM MOMEHTA Ha ITO/IaBaHE Ha 3asBJICHUETO BEPCUsS Ha PbKOBOACTBOTO.(*2) TpsiOBa na
ce 0TOEJICKH MPOU3BOIUTEIIAT, @ HE JIOCTABYMKBT Ha MaTepraa OT JKUBOTHHCKH MPOU3XO0/1. 3a €THAKBB
Marepuall, MPOU3BEIICH OT PA3JIMYHU IPOU3BOIUTENH, 38 BCEKU MTPOU3BOAUTEN CE U3MOJI3BA OTAECIHA
kostoHa.(*3) IIpou3BoAUTEINTE HA MATEPHAIM OT KMBOTHHCKH IIPOU3X0J] MOTaT J1a IPEACTABAT JOCHE B
EBporeiickara dapmakores, 3a na moiaydar Ceprudukar 3a CbOTBETCTBHE Ha MOHOTpadusTa
"[IpoyKTH C PHCK 3a MpelaBaHe Ha )KUBOTUHCKH CIIOHTU(popMHU eHledanonarun’.(*4) Marepuanure
OT MPEKUBHU KUBOTHHU, U3IOJI3BAaHU MPU MOTYyYaBAHETO HA CHIIECTBYBAIM IBPBUYHU KJIEThYHU OaHKH,
TpsiOBa Ja ce BKitodaT B Tabimia B.Tabnuna B: JIpyru marepuaiu oT )HBOTUHCKH mpou3xon (1)
JlekapcTtBeH npoaykT: (CBo6oaHO n3bpaHo nme/INN)
3aasuten:
[aTa Ha nonbrBaHe Ha Tabnvuara:
Nwme Ha maTtepuana:
Nme 1 agpec Ha npou3BoauTens
Buna XXMBOTHU M TbKaH, OT KOUTO ce nony4yasa MaTepuansT
CTpaHa Ha Npou3xof Ha XUBOTHUTE, OT KOUTO € NonyyeH
martepuanbT
Ynotpe- KaTO aKTMBHO BeLLEeCTBO
0a Ha Ma- KkaTo peareHT/CbCTaBKa Ha
Tepuana XpaHuTenHa cpefa, U3nonsBa-

HY MPYU PYTUHHOTO NPOU3BOACTBO

KaTo peareHT/cbCTaBka Ha XpaHWUTenHa cpeaa,

M3Mon3BaHu 3a noslyyaBaHe Ha MbPBUYHU KNETbYHU

OaHku (2)

KaTo peareHT/cbCTaBKka Ha XpaHWUTenHa cpeaa,

M3Mon3BaHu 3a nornyyaBaHe Ha paboTHU KNeTbYHU

DaHKu

n3xofeH Matepwar, U3ronasaH npu

NpoV3BOACTBOTO Ha aKTUBHU BeLLecTBa

KaTo MOMOLLHO BelLLecTBO

n3xofeH Matepwarl, U3ronasaH npu

NpoV3BOACTBOTO HA NOMOLLHO BELLECTBO

apyra (ga ce onuuie)

(*1) Matepuaiiu, KOUTO HeE MOMAaT B 00XBaTa Ha aAKTYAJTHOTO PHKOBOJICTBO 32 CBEXKJIAHE 0 MUHUMYM
Ha pUCKa OT MpeJaBaHe Ha MPUUMHUTENN HA )KUBOTHHCKU CIOHTU(OPMHU eHIedanonaTHH upe3
JICKapCTBEHH MPOAYKTH.(*2) B Ta3u Tabsmia TpssOBa Ja ce BKIOYAT M MATEPUAINTE OT MPESKUBHU
KUBOTHH, U3IOJI3BAHU MPHU TIOJTy4yaBaHE Ha CHIIECTBYBAIM MbPBUYHH KJIeThYHH OaHKku. Tabmuna C:
AnOGyMUH M IpyTH MaTepUAIIN, IOTYYEHHU OT YOBEIIKH ThKaHU

JlekapcTtBeH npoaykT: (CBoboaHo nsbpaHo nme/INN)

3asasuten:




[arta Ha nonbriBaHe Ha Tabnuuara:
Vime Ha maTepunana:
[ocTtaBunk
TbKaH, OT KOATO Ce nofy4yaBa MatepuanbT
CtpaHa(u), B KOSITO € N3BBbPLUEHO B3MMAHETO Ha JOHOPCKUSA
MaTepuvan
Vima nn matepuansT paspelueHue 3a ynotpeba?
Ako nma, ce otbensisaBa gbpkaBarta
yneHka 1 Ne Ha pa3pelueHreTo 3a ynoTpeba
Ynotpe- KaTo akTUBHW BELLECTBa
0a Ha Ma-  kaTO NMOMOLLHO BELLIECTBO
Tepuana KaTo peareHT/cbCTaBka Ha
XpaHuTenHa cpefa
apyra (ga ce onuuie)

[Tpunoxxenue Ne 4.1 kM ui. 7, an. 1, 1. 1, OykBa "B"Cneuuduunu n3ucKkBaHus KbM MOIYH 3 32
JICKapCTBEHH MTPOAYKTH, MOJy4YEeHH OT YOBEIIKA KPhB MJIM YOBEIIKA T1a3Ma3a JIEKapCTBECHUTE
MPOJYKTH, MOJIyYE€HU OT YOBEIIKA KPBHB WIIM YOBEIIKA IJ1a3Ma, U3UCKBAHUATA KbM JIOCHETO, CIOMEHATH
B "UHpopmanms, cCBbp3aHa C U3XOTHUTE CYPOBUHU M MAaTEPHAIU' 1O OTHOIICHHE HA U3XOIHU
MaTepuaiy, MOJIy4eHH OT YOBEIIKa KPbB WM YOBEIIIKA I1J1a3Ma, MOXe J1a ObJie 3aMecTeHa OT T.Hap.
ocHOBHO jocue Ha azma (Plasma Master File), ono6peno B croTBeTcTBHE ¢ Ta3u yacT.A) OCHOBHU
MPUHIMIN:3a IIeTUTe Ha ToBa npuioxeHue:l. Bceku eHTHp WM UHCTUTYT 32
dpakimonrpane/nmpepadboTKa Ha I1a3Ma TpsiOBa Jia Ch3AajIe U MOIIbPKa B aKTyalleH BU HA0Op ¢
noapoOHa HH(pOpMAIHs M0 OTHOIIEHHE HAa OCHOBHOTO JI0cHe Ha 1azmaTa.2. OCHOBHOTO JOCHE Ha
1a3mara TpsioBa Ja ce mnpejactaBs Ha EBporneiickata areHIus 1o JeKapcTBaTa WK Ha peryJaTOpHUTE
OpraHu OT 3asBUTEJS 3a pa3pelliaBaHe 3a ynoTpeda WK OT MPUTEKATENSI Ha Pa3pelIeHHUeTo 3a
yroTtpeba. Kbaero 3assBUTENAT WM IPUTEKATEISAT HAa Pa3pelIeHUeTo 3a yroTpeda ce pa3mudaBaT OT
MIPUTEKATEN Ha OCHOBHOTO JIOCHE Ha IJ1a3MaTa, ChIIOTO TPsOBa J1a Ob/e MpeaoCTaBeHO Ha
Pa3noJI0KEeHNE Ha 3asiBUTEINS WM MIPUTEXKATEINS HA Pa3pelIeHneTo 3a yrnorpeda 3a mpeacTaBsHe MMpe
perynatopHute opranu. BeB Bceku ciyuail 3assBUTENST WU MPUTEXKATEIAT Ha pa3perieHneTo 3a
yrmoTpeda HOCAT OTTOBOPHOCTTA 32 JICKAPCTBEHHS MPOAYKT.3. PerynaTopHUAT opraH, OIleHIBAI]
paszpelieHreTo 3a ynorpeba, cieqBa Ja u3uaka u3iaBaHero Ha ceptudukat ot EBponeiickaTta areHIus
110 JIEKapCTBaTa, MPe/In Ja B3eMe PelIeHne 110 KOHKPETHOTO 3asiBieHne.4. Besiko nocue 3a pa3peniaBane
3a ynotpe0a Ha MPOAYKT, ChBbpPIKAII B cebe cH MPOYKTH, MOJIYyYeH! OT YOBEIIKa I1a3Ma, TpsioBa J1a ce
M030BaBa Ha OCHOBHO JIOCHE Ha TIa3MaTa, U3I0JI3BaHa KaTo U3X0/ICH MaTepHal 3a MPOU3BOACTBOTO
um.B) Coabprkanue: OCHOBHOTO TOCHE Ha IJIa3Mata TpsiOBa Ja Chbpika ciaeaHara uapopmaius:|.
[Tpousxox Ha mazmara:l. MadopMmaryst 3a EHTPOBETE U MHCTUTYTUTE, KBJETO CE TIPOBEKIA
ChOMpaHETO Ha KPbBTA/IIa3MaTa, BKIFOUUTEITHO IPOBEICHU HHCIIEKITUHN U 0JJ00pEHUE, U
SIUICMHOJIOTHYHY JIAHHU 110 OTHOIICHHE Ha KPhbBHUTE TpaHCMHUCHBHY HHDekuu.2. Madopmarus 3a
IIEHTPOBETE ¥ MHCTUTYTUTE, KBJIETO CE OCHIINECTBSIBA M3CIICABAHETO HA JIapeHaTa KphB (I1a3mMa) U Ha
cOopHara mia3Ma (I1a3MeH myJ1), BKIIOYUTEIHO HHPOpMAIIHS 3a TPOBEICHUTE HHCIICKIIUU U CTATYT.3.
Kputepuu 3a nondop/uskiitouBane Ha joHopu.4. BeBeneHa cucrema 3a mpociiesieMOCT Ha BCsIKa JlapeHa
¢JIMHHIIA KPBB OT KPHBOJIAPHUTEIICKHUS IIEHTHP J0 KpaiHus MpoaykT u oopatHo.ll. KavecTBo
6e3omacHocT Ha T1azmata:l. ChoTBeTCTBUE C M3UCKBAHUATA HA MOHOTpaduute oT EBponeiickarta
dapmakones.2. M3cnenBaHe Ha OTJCTHUTE TapsBaHKs Ha KPbB/TUta3Ma u cOOopHaTa rmia3ma (ria3MeH
yJ1) 1O OTHOIIICHUE Ha MH(DEKIIMO3HU MPUUNHUTEIH, BKIIOYBANKH HH(GOPMAIIHS 33 U3OJI3BAHUTE
METO]IH, a B CIIy4auTe, KOraTo ce Kacae 3a cOOpHa Iuia3ma - U 3a BAIHIMPAHE Ha U3I0JI3BAHUTE
MeToan.3. TeXHUYeCKH XapaKTepUCTUKN Ha CAaKOBETE, M3MOJI3BaHM 32 ChOMpaHe Ha KPBB HIIH IJ1a3Ma, U
3a M3MOJI3BaHUS B TSIX aHTUKOArylaHT.4. Y CIIOBUS 32 ChXpaHEHUE U TPAHCIIOPT Ha Tuia3mara.5.
[Tponienypu 3a omuc Ha MIa3mMaTa M KapaHTHHUpaHETo 1.6. XapakTepusupane Ha miazmeHus myi.lll.



Cp3nagenara cuctemMa Ha MSCTO MEXAY IIPOU3BOJUTENS HA JIEKAPCTBEHU MPOAYKTH OT IIa3MEH
POM3XO0/] U/WIIK TO3H, KOWTO mpepaboTsa/hppakinonupa miasmara, oT elHa CTpaHa, U IICHTPOBETE 3a
chrOHMpaHe Ha KpbB/TUla3Ma U HEWHOTO M3CIIeIBaHe, OT JIpyra CTpaHa, KOATO Jia ONpe/esisi TOYHO
YCIIOBUSATA HA TAXHOTO B3aMMOJICUCTBHE U YTOUHEHUTE crieluPUKAIIH.JJOTbIHUTEIHO B OCHOBHOTO
Jl0cHe Ha IJ1a3Mara TpsOBa Jja ce ChAbPKa CIUCHK C JIEKAPCTBEHUTE MPOYKTH, 38 KOUTO € BAJIUIHO
TOBa OCHOBHO JIOCHE, KBAETO JIGKAPCTBEHUTE MPOJTYKTH UMAT MOJIYYEHO pa3pelieHre 3a ynorpeda miu
ca B [Ipolie/lypa 110 [10JIy4aBaHE Ha TaKOBa pa3pelIeHNE, BKIIOUUTEIHO U JIEKAPCTBEHU IIPOIYKTH 110
rinaBa yetBbpTa 3JIIIXM 1o oTHOIIEHHE BBBEXIAHETO Ha IIpaBuiIaTa 3a JloOpa KIMHUYHA MPaKTHKA
IIPY TMPOBEXKIAHETO HAa KIIMHUYHH U3MUTBAHKS HA JICKAPCTBEHH MPOJYKTH 32 XyMaHHATa MeuinHa. B)
Onenka u ceprudunupane:l. 3a jekapcTBEHU NPOAYKTH, KOUTO BCE OLIE HSAMAT pa3pellieHue 3a
yrnoTpe0a, 3asBUTEIAT CIIe/IBa Ja MPEICTABH IIBJIHO JOCUE HA PEryIaTOPHUS OpraH, KOeTo Jia €
MPUAPYNKEHO OT OTAEITHO OCHOBHO JIOCHE Ha IJIa3MaTa, KbJIETO TaKOBa BCE OIIE HE ChIIECTBYBA.2.
OCHOBHOTO J1OCH€ Ha IUIa3MaTa € MPEeMET Ha HayyHa U TEXHUYECKA OLIEHKA, KOSITO CE IMPOBEXKA OT
EBporeiickara arenuus no nekapcrara. [lonoxxurenHara olieHka e BOAU 0 U3/laBaHe Ha cepTH(UKaT
3a ChOTBETCTBUE C EBpONEiCKOTO 3aKOHO1aTEICTBO IO OTHOLIEHHE Ha OCHOBHO JIOCHE Ha IUIa3Ma,
KOWTO cienBa na Obe NpUAPYKEH OT OlleHbuYeH NoKiaa. M3nanenusar ceprudukar me Ob/e BaUuIeH B
nenust EBporneticku ¢p03.3. OCHOBHOTO JI0CHE Ha I1a3MaTa TpsiOBa /1a Ob1e OChBPEMEHSBAHO U
OlLIeHABaHO exeroHo.4. KaTo BTopu etan oT pa3nopenduTe B IbpBa, BTOpA U TpeTa TOUKa
PEryJIaTOpHUAT OpraH, KOWTO 1€ U3/a/ie WIK BeUe € u3/ajl pa3pelleHre 3a ynorpeda, cieasa jia B3emMa
MpeBU]l CepTUDULIMPAHETO, TOJHOBSIBAHETO HA CEPTU(HUIIMPAHETO WU MPOMSIHATA B OCHOBHOTO JIOCHE
Ha IUla3MaTa Ha CbOTBETHUS JIEKApCTBEH NPOAYKT.d. [1o u3kimtoueHue ot paznopeaduTe Ha BTOpa TOUKA
TaM, KbJAETO 1aJIEHO OCHOBHO JIOCHE Ha IJIa3Ma ChbOTBETCTBA HA JIEKAPCTBEHH MPOIYKTH, MOTYYCHHU OT
KpbB/IU1a3Ma, pa3perieHueTo 3a ynorpeda Ha KOUTO € OFPaHMYCHO CaMo B €/IHa IbP)KaBa WICHKA,
HayyHaTa ¥ TEXHHYECKaTa OlIEHKa Ha TOBa OCHOBHO JOCHE Ha IJIa3Ma C€ U3BBPILBA OT PETYIaTOPHUS
OpraH Ha Ta3u JAbp)KaBa YICHKa.

[Tpunoxxenue Ne 4.2 kpM ui. 7, an. 1, 1. 1, OykBa "B"Crnenuduunu n3ucKBaHUs KbM MOIYT 3 3a
BakcHHHI[pW BaKCHHU 33 IPHJIOKEHUE B XyMaHHATa MEUITMHA | 110 M3KITFOUCHHUE OT pa3lopeI0nTe Ha
Moy 3 3a "akTuBHO(M) BeriecTBo(a)" ce mpuiiarat cjaeJHUTE U3UCKBAHKs, OCHOBAHH Ha U3IMOJI3BAHETO
Ha CHCTEMa 3a OCHOBHO JiocHe Ha BakcuHeH anturen (Vaccine Antigen Master File).[locuero 3a
paszpelieHue 3a ynotpeda Ha BAaKCUHA, C U3KIIIOUEHHE Ha BAaKCUHATA CPEIy TPHUI MPHU XOpa, €
HEOO0XOIMMO J1a BKJIFOYBA OCHOBHO JIOCHE Ha BAKCHHEH aHTUI'€H 34 BCEKH BAKCUHEH aHTUTEH, KOWTO €
aKTHBHO BEIIECTBO B Ta3u BakcuHa.A) [Ipunnnnu3a renute Ha ToBa npuioxenue:l. Enna BakcuHa
MOJKe Jia ChABPKA CIUH VI HAKOJIKO Pa3IMYHNA BaKCHHHU aHTUTEHA. lIMa TOJIKOBa aKTHBHH BEIIECTBA,
KOJIKOTO BaKCUHHH aHTHI'€HH MPUCHCTBAT BbB BaKCHMHATa.2. ETHA KOMOMHUpPaHA BAaKCHHA ChIIbpKA
Hal-MaJIKo JIBa pa3JIMYHA BAKCMHHH aHTUTCHA, IPETHA3HAYCHH 3a MPEAOTBPATIBAHE HA HA WU
HSKOJIKO MH(EKIMo3Hu OoJiecTr.3. MOHOBAJICHTHA BAKCHHA € TaKaBa BAaKCHHA, KOSATO ChIIbpXKa CIAUH
BaKCHHEH aHTHUTEH, TPeIHA3HAUECH 3a MPEIOTBpaTsIBaHe Ha eqHa nHeKIno3Ha 6oect.b)
ChabpxanreOCHOBHOTO JIOCHE HAa BAKCMHEH aHTUTEH TPsIOBa Jla ChIbpika clieiHaTa HHopMarus,
M3BJICUEHA OT ChOTBETHATA YacT (AKTHBHO BEIIECTBO) Ha MOy 3 OTHOCHO "JaHHH 3a
KauecTBOTO . AKTHBHO BemiecTBol. OO011a nHpopmaius, BKIFOUUTEITHO ChOTBETCTBUE HA
cpoTBeTHaTa(uTe) MoHorpadus(u) na EBponeiickata dapmaxornes.2. Madopmarus 3a mpou3BoCTBOTO
Ha aKTUBHOTO BEIIECTBO: TO3M pa3jiel TPsSOBa J1a MOKpHUBA MPOU3BOICTBEHUS TIpoIleC, HHpopMaIus 3a
W3XOJIHUTE MaTePUAIH U CYPOBHUHHUTE, KOHKPETHH MEPKH OTHOCHO CITOHTH(OPMHHUTE SHIIC(haTIONaTHH U
OLICHKA Ha 0E30MaCcHOCTTA CIPSMO BHHIIIHU areHTH, HHPOPMAITUs 33 ChOPHKEHHUITa U 000PYIBaHETO. 3.
XapakTepu3upaHe Ha aKTHBHOTO BeriecTBo.4. KauecTBeH KOHTPOJI Ha aKTHBHOTO BEIIECTBO.5.
Crannapt 3a cpaBHeHHE U MaTepuain.6. OnakoBka U CUCTEMa 3a 3aTBapsHE Ha aKTHBHOTO BEIIECTRO. /.
CTtaOuIHOCT HA aKTUBHOTO BeiecTBo0.B) Ouenka u cepruduiiupanel. 3a HOBU BaKCHHH, KOHUTO
ChIbPKAT HOB BAKCUHEH aHTHUICH, 3asIBUTENIAT TPOBaA J1a MPEICTaBH Ha M3mbIHUTEIHATA areHITHSI 10



JIeKapCTBaTa IIBJIHO J0CHE KbM 3asBICHUETO 3a pa3peliaBaHe 3a ynorpeda, BKIFOUUTEIHO BCUYKU
OCHOBHH JIOCHETA HA BAKCHHCH aHTHI'€H, ChOTBETCTBAIIN Ha BCEKH BAKCHMHEH AaHTUTEH, KOMTO € 4acT OT
HOBaTa BaKCHHA, KOTATO HE ChHIIECTBYBA OCHOBHO JIOCHE HA OT/ACIHUS BAKCHHEH aHTHTeH. [Ipn
MIOJIOKMTEITHA OlICHKa OT EBporeiickara areHIus 1o JiekapcTBara Ha BCIKO OCHOBHO JIOCHE Ha BAKCHHEH
AHTHUICH CE MPEJCTaBs CEPTU(HKAT 32 ChOTBETCTBUE C EBPOIMEHCKOTO 3aKOHOIATEIICTBO 3aCTHO C
OlICHBYCH JIOKIaL.2. PasmopenduTe Mo MbpBa TOYKA BaXKaT U 3a BCSIKA BAKCHHA, KOSATO CE ChCTOU OT
HOBa KOMOMHAIIUS OT BAKCHHHU aHTUTEHH, HE3aBUCHMO JaJIi SIMH WK TIOBEYe OT TE3H BAKCHHHU
AHTHI'CHH ca YacT OT BAKCHHH, Beue paspenienu B EBporneiickara oburHocT, wim He ca.3. 1o
U3KITIOYCHHE Pa3opeI0UTe Ha ITbPBaA U BTOPA TOYKA, KOTaTO OCHOBHOTO JJOCHE HA BAKCHHEH QaHTUTCH CE
OTHACSI CaMo 3a BAaKCHHA, KOSITO € MPEJIMET Ha paspelieHure 3a yrorpeda, KoeTo He € OMI0 Wil HiMa Ja
O'bJIe U3/IaJICHO CHITTACHO Mpoleaypa Ha EBporeiickaTa 00IHOCT, U, IPH YCIOBHE Ye pa3pelieHara
BaKCHHA BKJIIOYBA BAKCHHHU aHTHUTEHH, KOMTO He ca OMIJIM 0100pEHH CIIOpe]I POIeypa Ha
EBporieiickara 00IIHOCT, HAyYHATA U TEXHUYECKATA OL[CHKA Ha TOBAa OCHOBHO JI0CHE HA BAKCHHCH
AHTHIEH ¥ TIOCIIEBAIMTE MY IIPOMEHH CE€ U3BBPIIBAT OT HAIMOHAIHUS KOMIICTEHTEH OpPraH, KOMTO €
U3JaI1 pa3pelieHneTo 3a ynorpeda.4. Karo Bropu eram ot pasnopeaduTe Ha MbpBa, BTOpa U TPETa TOUKa
KOMIIETEHTHHSAT OpPraH, KOMTO IIe M3/a/ie WK € M3/1aJl pa3spenieHreTo 3a ynorpeba, ciie/isa 1a B3eMa
NPEIBUT CEPTH(UIMPAHETO, TOJHOBSIBAHETO HA CEPTUPHIIMPAHETO WITH ITPOMSIHATA B OCHOBHOTO JIOCHE
Ha BaKCHHEH aHTUIEH 32 ChOTBETHHUS JIeKapCTBEH (1) POayKT(1).

[Tpunoxenne Ne 4.3 kpM uit. 7, an. 1, 1. 1, Oyksa "B"Crienupuanu M3MCKBaHUS KbM MOZYI 3 3a
XOMEOIaTHYHH JIEKapCTBEHH NpoaykTuPasnopendure Ha Moayn 3 ce mpuiiarat KbM JOKyMEHTHUTE 32
U3/1aBaHE Ha yIOCTOBEPEHHUE 33 PETUCTPAlMs HA XOMEONIATHUYCH JIEKaPCTBEH MPOIYKT 0 OIPOCTEHA
npouexaypa ceriaacHo wi. 35, an. 1 3JIITXM, kakTo u KbM JOKYMEHTHUTE 33 U3aBaHE Ha pa3pelIcHHE 3a
yrmoTpeda Ha IpYrd XOMEOIIaTHYHH JIEKAPCTBEHH MPOJAYKTH chriiacHo wi. 36, an. 1 3JIITXM, karo ce
B3eMar npeaBuj ciueaHnTe naMeHenus. 1. TepmuHonorusJ/IaTHHCKOTO MME HAa XOMEOTAaTUYHUS
M3TOYHUK, OIHMCAHO B IOCHETO 3a pa3pelraBaHe 3a ynorpeda, TpsiOBa 1a € B CbOTBETCTBHUE C JIATHHCKOTO
ume B EBponeiickaTa (hapmaxoriest Wiid, IIpH JIMIICAa Ha TaKOBa, B ouanHa papmakonest Ha JbpikaBa
yjieHKa. TaM, KbIETO € HeOOXOJMMO, CE IPECTABs TPAAUIIMOHHOTO MMe(Ha), U3TMOI3BaHO(1) BbB BCSAKA
IbpKaBa wieHka.2. KoHTpon BpXy u3xomHuTe MatepuanullonpoOHOCTHTE 1 JOKYMEHTHTE T10
U3XO/IHUTE MaTepually, T.e. BCMYKH U3MOJI3BAaHU MAaTePUAITH, BKIFOUUTEIHO CYPOBUHH U MEXKIUHHU
NPOJYKTH JI0 KPaHOTO pa3perkaaHe, KOUTO Ce BKIIOUBAT B KpallHUs JIEKaPCTBEH MPOAYKT, CIeIBa J1a
OBbaT NPUIPYKESHU OT TOMBIHUTEIHU JAHHU OTHOCHO XOMEOIIATUYHHSI U3TOYHUK U JIa Ce MPUII0KAT
KBbM MaTEepHAINTE B 3asiBIeHNeT0.OONUIMTE M3UCKBAaHHS IO OTHOIIEHHE Ha KaYeCTBOTO C€ MpHUJIaraT KbM
BCHYKHU M3XOJHH MaTepUaIId U CYPOBHHH, BKIIFOYUTEITHO CYPOBHHUTE U MEXKIMHHUTE TIPOYKTH 10
KpallHOTO pa3perkaaHe, KOUTO Ce BKIIFOUBAT B KPalHUsI JIEKAPCTBEH MPOIYKT. AKO TOBA € Bb3MOKHO, Ce
W3UCKBA M3BBPIIBAHE HA M3MUTBAHE B CIy4ail Ha MPUCHCTBUE HA TOKCHYHUA KOMITOHEHTH, KAKTO U B
ciy4ail, 4e Ka4eCTBOTO HE MOXeE Ja C€ KOHTPOJIMPA TP KPAHOTO pa3pekaaHe Mmopaay BUCOKATa
CTeIleH Ha pa3pexane. Beska (da3a Ha IpON3BOJCTBEHUS MTPOLIEC OT H3XOAHUTE MAaTepUAITH JI0
KpallHOTO pa3perkiaHe, BKIFOUCHO B KpaiiHUS JIEKapCTBEH MPOAYKT, CIIE/Ba J1a CE OMHIIE B
nopoOHOCTU. B ciyyail ue B mpou3BOCTBEHHMS MPOIIEC ChIECTBYBA (a3za pa3pe’kaaHe, BCUUKU CTHIIKH,
BKJIFOUCHH BBB (pazaTta pa3pekaaHe, ce U3BBPIIBAT B ChOTBETCTBHE C METOAUTE 33 IIPOU3BOJICTBO HA
XOMEOIATHYHH MTPOIYKTH, U3JI0KEHHU B ChOTBETHUTE MOHOTpaduu oT EBporeiickara Gpapmakornes wiy,
B CITy4ail Ha JIUTICAa Ha TaKWBa, B opunuaiHa papmakornes Ha IbpkaBa wieHka.3. KoHTpoixHn
U3MUTBAaHKS HA KPAHUs JIeKapCTBEH MPOAYKTKBM KpaiiHHTE XOMEOaTUYHH JISKAPCTBEHHU MPOIAYKTH CE
npuiIarat OOIIMTe M3UCKBAHUSA 33 KQUeCTBO, KaTO 3asBUTEIIAT 1aBa 000CHOBKA B CIIy4ail Ha
HEOOXOJMMOCT OT OTKJIOHEHHS OT Te3U M3uCKBaHus.[IpoBek1aT ce M3NMUTBAHE 32 UACHTHYHOCT U
KOJIMYECTBEH aHAJIN3 Ha BCHYKU ChCTABKU ChC 3HAYEHHUE OT TJIeTHA TOYKA HAa TOKCHKOJIOTHSTA. AKO
MOXe€ J1a Ce MPEACTAaBST apryMEHTH 3a TOBA, Y€ 3a J1a/ICHH ChCTaBKH ChC 3HAUCHHE OT IJIEAHA TOYKa Ha
TOKCHKOJIOTHSTA HE € Bh3MOKHO JIa CE MPOBEJIE U3MUTBAHE 32 UACHTHYHOCT U/MITH KOJIMYECTBEH aHAIIU3,



HarpuMep opau CTENCHTa Ha Pa3pex/1aHeTo UM B KpailHUS JIeKapCTBEH MPOAYKT, KAueCTBOTO CE
J0Ka3Ba IMOCPEICTBOM ITBJTHO BaJIMIMPaHE HAa IPOM3BOJICTBEHHS MIPOIIEC U MpoIlieca Ha pa3pexaane.4.
W3nuTBanus 3a ctabunHocTTpsa6Ba 1a ce JoKaxe cTaOUITHOCTTa Ha KpalHHS JICKapCTBEH MPOIYKT.
JlaHHUTE 32 CTAOMITHOCT HA XOMEOTIATUYHUTE H3TOYHUIT OOMKHOBEHO CE MPEHACAT BBPXY
pa3peKIAHUATA/ TPUTYPALIUHTE, TOTYICHH OT TSAX. AKO HE MOKE JIa Ce MPOBEJIC U3IUTBAHE 32
UJACHTUYHOCT WM KOJIMYECTBEH aHAJIN3 HA aKTHBHOTO BEIIIECTBO, HAIPUMEP MOPaIH CTEIICHTa Ha
paspexaane B KpaifHUs JIEKapCTBEH MPOAYKT, MOTaT J1a Ce B3eMar I10/] BHUMaHUe JaHHUTE 32
CTa0MITHOCT Ha JIeKapCTBeHaTa Gopma.

[Tpunoxxenue Ne 4.4 xpMm ui. 7, an. 1, 1. 1, 6ykBa "B"CriennduaHu M3MCKBaHUSA KbM MOJYI 3 32
pacTUTEIIHU JIeKapcTBEHH MPpoaykTu3.2.S. AxtuBHO BeriectBo3.2.S.1. O6mia uapopmanun3.2.S.1.1. a)
Homenkitatypa Ha pacTUTeIHO BemecTBO TepMUHUTE "pacTUTENIHU BeIIeCTBa U "pacTUTEITHU
npenaparu’ ca ekBuBajieHTHU Ha TepmuHuTe "herbal drug” u "herbal drug preparations” B
EBpomneiickara gapmakores.PacTUTETHOTO BEIIECTBO ce OmpeIeisl upe3 O0TAHMUECKOTO HAYyYHO UME Ha
pacTeHueTo/s1Ta, OT KOUTO MPOU3XO0Ka, ChIIIaCHO OMHOMUHAIHATA chcTeMa (PO, BUJI, BAPHETET U
aBTOP), XEMOTHII, KBJICTO € TPUIIOKUMO, U M3MOJI3BaHH YaCTH Ha PACTCHUATA HA JATUHCKH €3HK.
[Ipencrass ce onucanue Ha PaCTUTEITHOTO BemiecTBo. [locouBa ce MeTo B ChOTBETHATa MOHOTpadus Ha
EBporeiickara apmakores (ako € HaJIMYHA), CHHOHUMH B APYTrH ouiipainy papMaKkomnen, a ako He
CBIIECTBYBAT - OOIIONPHETOTO MME Ha PACTUTEIIHOTO BEUIECTBO HA JIATUHCKU M OBJITapCKH €3UK WIIH
naboparopen kon.3.2.5.1.1. 6) HomeHkiatypa Ha pacTUTENEH npenapaTPacTUTEHUAT penapar ce
orpezesst ype3 00TaHMYECKOTO HAyYHO MME Ha PACTEHHETO/ATa, OT KOUTO MPOU3X0XK/Ia, ChIIIACHO
OnHOMHUHANHATA cucTtema (pOoJi, BUJ, BAPUETET U aBTOP), XEMOTHII, KHJICTO € MPHIIOKKMO, U U3MOJI3BAHH
YaCcTH HAa PACTCHHSATA HA JJATUHCKU e3UuK. [IpejicTaBs ce onucaHue Ha paCTUTEIHUS Tpenapar,
BKITIOYUTEITHO (PM3UYHO CHCTOSIHUE, CHOTHOIIEHHE HA PACTUTEIIHOTO BEIIECTBO KbM PACTUTEITHUS
npernapar ¥ U3MO0JI3BaHU Pa3TBOPUTEINH 3a eKcTpakius. [locouBa ce MMETO Ha paCTUTEIHOTO BEIIECTBO B
choTBeTHaTa MoHOTrpadus Ha EBponeiickara ¢apmakornest (ako ¢ HATMYHA) U CHHOHUMU B JIPYTH
obunmanHu GpapMakornen (aKo ChIIECTBYBAT); aKO HE CHIIECTBYBAT - OOLIONPHETOTO UME Ha
PaACTUTEITHOTO BEIIECTBO HA JIATUHCKU M OBITAPCKH €3UK. THITBT Ha EKCTPAKTa Ce OMUCBA ChITIACHO
EBponeiickara ¢papmakones.3.2.S.1.2. CtpykrypaKpaero e npuiaoxumo, ce npeactans Gu3ndHaTa
dopma, onrcaHne Ha ChbCTABKHUTE C U3BECTHO TEPANEBTHYHO JICHCTBUE MM MapKepH (MOJIEKyJIHA
¢dopmya, OTHOCUTENIHA MOJIEKYJIHA Maca, CTPYKTypHa (OpMyIa, BKIOUUTEIIHO OTHOCUTEIHA U
a0COJTIOTHA CTEPEOXUMHUSI), KaKTO U ApyrH cheTtaBku.3.2.S.1.3. O6mmu cBoiictBal.2.S.2.
IMpousBoacteo3.2.S.2.1. IIpousBoauten(u)a) [Ipoussoauren(u) Ha pacTUTETHO BenecTBOKbaeTO €
MIPUIIOKIMO, C€ TIPEACTaBAT UMETO, aIPEChT U OTTOBOPHOCTTA HA BCEKU TPOU3BOIUTE, BKIIFOUNTEITHO
HOAU3IBIHUTENNTE, ChC CHOTBETHOTO MSICTO HAa MPOU3BOICTBO/KYJITHBHPAHE WIIH MPOM3BOICTBEHO
ChOPBIKCHHUE, BKIFOUYCHH B TIPOU3BOJICTBEHUS MPOIec/ChOMPAaHETO U KOHTPOJIA HA PACTUTEIIHOTO
BeectBo.0) [IpousBoauren(u) Ha pacTuTeneH npenapatKbAeTo € MPUIIOKUMO, Ce IPEICTABAT UMETO,
aipechT M OTTOBOPHOCTTA HA BCEKHU MPOU3BOIUTEI, BKIIFOUUTEITHO TTOAM3ITBIITHUTEINTE, ChC
CHOTBETHOTO MSICTO Ha MPOU3BO/ICTBO HJIU MPOU3BOACTBEHO ChOPBKEHUE, BKIIOUEHH B
MIPOM3BOJICTBEHHS MTPOIIEC U KOHTPOJIAa Ha pacTUTENHUs npenapar.3.2.S.2.2. Onucanue Ha
MIPOM3BOCTBEHHUS TPOLIEC U KOHTPOJIA M0 BpeMe Ha Mpor3BoAcTB0a) PacTurenHo BemecTBoOmucBa ce
0 TTOIX OIS HAYMH MTPOU3BOICTBOTO M CHOMPAHETO HA PACTEHUSATA, BKIFOUUTEITHO TeOrpadCKUsT
M3TOYHHK Ha JEKapCTBEHOTO PACTeHUE, YCIOBUATA 3a KyJITUBUpaHe, ChOupaHe, 00paboTKa, cylleHe,
OIaKOBKAa U YCIIOBHUS Ha chXpaHeHue.0) Pacturenen npenapatOnucear ce mo moaxo/IsI] HaYuH
MIPOU3BOJICTBEHUAT MPOIIEC M KOHTPOIIBT 110 BpEMe Ha MPOU3BOJCTBOTO Ha PACTUTENIHUS Mpenapar,
BKITIOYUTEITHO 00paboTKaTa, pa3TBOPUTEIIUTE U PEareHTUTE, €TAIUTE Ha TIPEYNCTBAHE, CbOTHOIICHUETO
pacTuTeneH npenapat/pa3TBOPHUTEN, BpeMe Ha U3BINYAHE U IPYTH U3UCKBAHUS, CBBP3aHU ChC
craggaptu3amnusira.3.2.5.2.3. Konrpon Ha uzxoaaute marepuanullpeacrassar ce cnenudukaniy ¢
METOJM 32 KOHTPOJI M KPUTEPHH 3a IIpHEMaHe 3a BCEKU OT U3XoAaHuTe Marepuanu.3.2.S.2.4. Kontpon Ha



KPUTUYHHTE €Tali U MEeXIUHHH MPOAYKTHKBIETO € MPHIIOKHUMO, Ce OMMCBAT KOHTPOIBT B IpolLieca Ha
IIPOM3BOACTBOTO M KPUTHYHHUTE eTamu. J[aBa ce 3aKiIoYeHne 3a mporeca Ha MIPOM3BOJCTBOTO, KOHTPOJIa
Ha MaTePHAIUTE U MeXIUHHUTE MPoaykTu.3.2.5.2.5. Banuaupane u/vim oreHka Ha MpOU3BOACTBECHUTE
IPOLIECH 33 PacTUTENCH npenapaTKbpaeTo e mpuitokumo, ce mpeacTaBst HHGOpMaIus 3a BaIUAUPAHETO
u/WIM OIICHKAaTa Ha OTJCIHHUTE €Taly Ha IPOU3BoACTBOTO.3.2.5.2.6. Pa3paboTBaHe Ha POU3BOICTBEHUS
IPOILIEC 3a pacTUTENEH npenaparKbpaero e mpuiaokuMo, ce MpecTaBs KPaTKo pe3toMe, B KOETO ce
OIKCBa pa3pabOTBaHETO HA PACTUTEIIHUTE BEUIECTBA M PACTUTEIIHUTE MPENapaTd B 3aBUCUMOCT OT
IPEeAIOKEHUS BT Ha BhBEXKAAaHEe U HAYMH Ha ynorpeda. Kpero e mpuiiokumo, ce JUCKyTupar
pe3yaTaTuTe, KaTo ce cpaBHiIBA (UTOXMMHUYHUAT ChCTaB HA PACTUTEIIHUTE BEUIECTBA M PACTUTEIIHUTE
npenapary, U3I0JA3BaHM B IOJIKperna Ha Onbmrorpad)cku 1aHHM, C PACTUTEITHUTE BELIECTBA U
pacTUTETHUTE MPEnapaT, ChAbPKAIIM Ce KaTO aKTUBHU BEILIECTBA B ChCTaBa Ha pa3paboTeHUs
pacTuTeNeH JiekapcTBeH NpoaykT.3.2.S.3.0xapakrepusupane3.2.S.3.1. M3scHsABaHe HA CTPYKTypaTa U
Apyru xapakrepuctukua) PactutenHo BemectBollpencrass ce nHdGopmanus 3a 60TAaHUYIECKOTO,
MaKpOCKOIICKOTO, MUKPOCKOIICKOTO ¥ (PUTOXMMHYHOTO OXapaKTEepU3UpaHe, KaKTo U 3a OMOJIOrHYHaTa
AKTHBHOCT Ha PAaCTUTEIHOTO BELIECTBO, aKO € HeoOx01uMo.0) Pacturenen npenapatllpencrass ce
UHpOpMAIHs OTHOCHO GUTO- U GU3UKOXMMUYHOTO MY OXapaKTepU3nupaHe, KaKTo U 3a OMOJIOTHYHATA
My aKTUBHOCT, aKko € Heo0xoaumo.3.2.5.3.2. [IpumecullpencraBsr ce m3nuTBaHuUS 3a 3aMbPCSIBAHE C
APYTH PACTHTEIIHH BEIICCTBA, MIECTHLIUAN, TEKKHA METalld, aJIaTOKCUHH, 32 OCTATh4YHU Pa3TBOPUTEIH,
paIMoaKTUBHO 3aMbPCIBAaHE M 32 MUKPOOHOIOTMYHO KauecTBO. BkitouBa ce nadopmarus 3a
HOPUMECHTE, TIPOUITU3ALIH OT caMOTO BelecTB0.3.2.S.4. KOHTPOI Ha paCTUTEIIHO BELIECTBO/PaCTUTEIICH
npemnapar3.2.S.4.1. Cneundukanumn3a paCTUTEIHO BEUIECTBO WM PACTUTEIICH Mpernapar, 3a KOUTO UMa
MoHorpadus B EBponeiickata hapmakoriest uin BbB (hapMakoriess Ha CTpaHa WieHKa, Ce MPeACTaBsI
cnienn(uKaIys, BKIIIOYBAIA BCHUKA U3MCKBAHUS HAa CbOTBETHaTa MOHOTpadus. Kpaero e mpuioxumo,
ce nmpuara cepTuuKar 3a cboTBeTcTBUE, N3aaaeH oT EDQM.3a ocrananute pacTuteTHu
BEIIIECTBA/PACTUTEIIHY MpenapaTh ce mpeacTans GupMeHa crenuprKanus CbC ChOTBETHH U3ITUTBAHUS,
METOAM U KPUTEPUHU Ha ITpHeMaHe, ChOTBETCTBAIllAa Ha o01uTe MpaBuia Ha EBponelickata
bapmakomnes. BkirtouBat ce M3NUTBAHUS 32 TIECTUININ, TEKKH METAIN, OCTATHYHU PA3TBOPUTEIH,
a(IaTOKCUHU, (YMUTUPALIN areHTH, MUKPOOHOJIOTMYHO Ka4yecTBO, TeHHO MOIU(UIIUpPAHE,
panmoakTUBHO 3aMbpcsBane.3.2.5.4.2. Ananutinanu npoueaypullpencraBar ce aHaIUTHIHUTE
IpOLelypH, U3TIOJI3BAHU 32 U3MUTBAHE HA PACTUTEITHUTE BEIIECTBA U PACTUTEITHUTE
npemnapati.3.2.5.4.3. Banuaupane Ha ananuTuaaATe ipoueaypullpencrass ce mapopmarus 3a
BaJIMIUPAHETO, BKIIOUUTETHO €KCIIEPUMEHTAIHN JaHHU 32 U3M0JI3BaHUTE AaHATUTUYHU POLIETYPH 3a
M3MMTBaHE HA PACTHTEIIHUTE BEIECTBA M PACTUTENHUTE npenaparn.3.2.5.4.4. Ananms Ha
naptuaullpencrass ce onucaHue Ha MapTUAM U PE3yJITaTH OT aHAJIM3a Ha MApPTUAM HA PACTUTEIHUTE
BEIIECTBA M PACTUTEITHUTE MPETapaTH, BKIIOYUTEIHO Ha ONMMCAHUTE BB (papmakorien.3.2.5.4.5.
Oo6ocHoBKa Ha cnerpukanuuTeKbp1eTo e npuiiokumMo, ce mpeacraBs 000CHOBKA Ha celM(UKaluuTe
Ha PaCTUTEIHUTE BEIECTBA M pacTUTeNHUTE npenapatu.3.2.S.5. CTanaapTHU BelecTBa (MapKepH) Win
cpaBHHuTeHN MaTepuanulIpeacTaBs ce nHPOPMAIHS 32 CTaHAapPTHUTE BelecTBa (MapKepH) U
CpaBHUTEITHUTE MaTEPHAaJIH, U3IIOJI3BAHU TIPY M3IMTBAHUATA HA PACTHTEITHUTE BEIIECTBA U
pacTUTENHUTE MpenapaT, KbIETO e npuioxkumo.3.2.S.6. Cuctema onakoBka-3aTBapsiHelIpeacrassr ce
crnienn(UKaIUITe Ha BCEKH OT MbPBUYHNATE OMAKOBHYHH MaTEPHAIH, KOUTO Ca B ChOTBETCTBHUE C
M3MCKBaHUATa Ha EBporneiickaTa hapmakonest uiau Ha apyra (hapmakornest Ha cTpaHa wieHka. O0chxaa
Ce CbBMECTUMOCTTa Ha MaTepualia ¢ PACTUTEIIHOTO BEIECTBO/PACTUTEIHHUS TIPEMapar, BAUSHUETO Ha
BJIara v CBETJIMHA, MUKPOOHOTO 3aMbpcsiBane.3.2.S.7. CtabunnoctO6001maBaT ce BUI0BETE IPOBEIECHU
W3MUTBAHMS, U3MOI3BAHUTE IPOTOKOJM M PE3YATATUTE OT M3MUTBAHKATA. B 3aKIIFOUEHHETO ce TOCOUBaT
YCJIOBHSATA 32 ChXPaHEHUE, KAKTO M CPOKBT, CJIe]l KOWTO € He0OX0IMMO TTOBTOPHO U3MUTBAHE, U
CPOKBT Ha FOJTHOCT, 0OOCHOBAHH C PE3Y/ITATUTE OT U3IMUTBAHUATA 3a cTabmiHocT.3.2.P. KoHTpOoa Ha
KpaeH MPOAYKT - IPOBEXK/a ce ChIylacHO mpuioxenue Ne 4 kM wi. 7, an. 1, 1. 1, OykBa

B".JlombIHUTEITHO ce BKJIIOUBAT ciieaHuTe n3nuckBanus.B gact 3.2.P.1. Onucanue u chcTaB Ha



JICKapCTBEHHS MPOJYKT a) aKTHBHU BELIECTBA - PACTUTEIHHUSAT MPETapaT ce MpeCcTaBs upe3
OOTaHWYECKOTO HAyYHO MME Ha PACTCHUETO/SATa, OT KOUTO IMPOM3X0XK/a, ChIIIACHO OMHOMHHAIIHATA
cucteMa (poj, BHII, BADHETET U aBTOP) M XEMOTHII, KBJIETO € HEOOXOMMO, U3IOJI3BAHU YacTH Ha
pacTeHusATa Ha JATUHCKH €3UK M ONMCAHUE HA PACTUTEIHUS MPEnapaT, BKIFOUYUTETHO (PU3NIHO
CbCTOSIHUE, ChOTHOIIICHHE HA PACTUTEITHOTO BELIECTBO KbM PACTUTEIHUS MPenapar U U3MOI3BaHH
Pa3TBOPUTENH 3a eKCTpakuus. FIMeTo Ha pacTUTEIHOTO BEMIECTBO € ChITIACHO MOHOTpadusTa B
EBporneiickara papmakores (ako € HaJMYHA) U CHHOHUMH B Ipyru odunuanau dpapmakornen (ako
CBILIECTBYBAT); aKO HE CHUIECTBYBAT - OOIIONPHUETOTO UME Ha PACTUTEIHOTO BEIIECTBO Ha OBJITapCKu
e3uk. TUIbT Ha eKCTpakTa ce onucBa chriaacHo EBponeiickara ¢papmakones.B gacrt 3.2.P.2.
dapmareBTH4HO pa3pabOTBaHE - MPEACTaBs C€ KPATKO Pe3loMe Ha pa3pabdOTBAHETO HA PACTUTEIHHS
JIEKapCTBEH MPOAYKT, KaTO CE€ B3eMe MPEABH/I MPEAJIOKEHHST TBT HA BbBEXK/IAaHE U HAUMH Ha yroTpeoda.
Kbzero e mpruinoxxumo, ce 00ChKAaT pe3yiITaTuTe, KaTo ce CpaBHIBA GUTOXMMHUYHUST ChCTAaB Ha
MPOAYKTHUTE, U3MOJI3BAaHU B MOJIKpena Ha Onbimorpad)cku JaHHU, U Ha pa3padOTBaHMsI pacTUTENICH
nekapcTBeH mpoaykr.B wact 3.2.P.3.4. KoHTpon Ha KpUTHYHKTE €Tany U MEKAWHHHUTE IPOAYKTH - IIPU
HAJIMYHME Ha MEXIWHEH MPOAYKT CE IMOCOYBAT YCIOBHUATA, IPH KOUTO CE U3CIIEBA CTAOMITHOCTTa MY U CE€
NPEACTaBST JaHHH OT m3nuTBanusATa.B wact 3.2.P.5. KoHTpon Ha iekapcTBEHUS IPOAYKT - IOITyCKa ce
MaKCHUMAaJTHOTO OTKJIOHEHHE OT ChIABP)KaHUETO Ha aKTUBHOTO BemecTBO 1a 0v1e + 10 % nopaau
NPUPOIHUS My TIPOU3XO0J], MHOTOKOMIIOHEHTEH ChCTaB U MUHUMAaJIHA KOHIICHTPAIIMs Ha BEIIECTBATa,
M3II0JI3BAHU 32 MAPKEPH.

[Tpunoxxenue Ne 5 kbm un. 7, an. 1, 1. 1, 6ykBa "r""Moayn 4: Jloknaau oT HEKIMHUYHYU U3NUTBaHMs.
OO6moTo chabpkanue Ha Moayn 4 e, kakto ciensa:4.1l. Ceabpkanued.2. Jlokiaay ot
n3nUTBaHMsJOKIaquTe OT M3MUTBAHUATA TPSOBA 1a OBIAT MPEACTABEHU B CIIEHATA
nocienosarennoct:4.2.1. ®apmakonorus4.2.1.1. [Tepeuuna papmakonunamukad.2.1.2. Bropuuna
¢dapmakonnHamukad.2.1.3. @apMakosoruyHu U3NUTBaHUsA 3a 6e3onacHoct4.2.1.4. dapmMakoAMHAMUYHU
JIeKapCTBEHH B3anMoieicTBIsI4.2.2. @apmakoknHeTHKa4.2.2.1. AHaTUTUYHN METOH U TOKJIAIH 32
BaMaAMpane (aKo ca HAJTMYHU OTACTHU H0KIaaun)4.2.2.2. A6cop6ums4.2.2.3. Pasnpenenenuned.2.2.4.
Metabonn3bpm4.2.2.5. Exckpenusid.2.2.6. DapMakOKWHETUYHH JIEKAPCTBEHN B3aUMOICHCTBHS
(nexnmuanunmn)4.2.2.7. Ipyru hapmakokunetnuynu nznurBanusid.2.3. Tokcukonorusn4.2.3.1. TOkCHIHOCT
NpU €THOKPATHO Mpuiiarane (Mo BU )KHUBOTHH, IO BT Ha BbBexk1aHe)4.2.3.2. TokcHYHOCT TIpu
MHOTOKPATHO Mpuiarase (1o BHJ )KMBOTHH, 110 ITBT HA BBEIKIAHE, [0 IPOABIKUTEIHOCT,
BKJTFOUMTEITHO JIOMBJIHUTEIHA TOKCUKOKHHETHYHA olleHKa)4.2.3.3. ['eHoTokcnuHocT4.2.3.3.1. In
Vitro4.2.3.3.2. In Vivo (BKIIOYHMTEIHO TOMBIHUTEIHA TOKCHKOKUHETHYHA o1leHKa)4.2.3.4.
KapuuHoreHHOCT (BKJIFOYUTEIIHO JOMBIHUTEIHA TOKCHKOKHHETHYHA orleHka)4.2.3.4.1. JIbarocpodnu
u3nuTBaHus (110 BUJI )KUBOTHH, BKITFOYUTEITHO TPOYYBAHUS 32 ONPE/IeIIsTHE Ha TUana3oHa OT 103U, KOUTO
HE ca TOJXO/IAIIH J1a ObIaT BKIFOUYEHH KbM TOKCHYHOCT ITPU MHOTOKPATHO MPHUJIaraHe W
dapmakokuHeTnka)4.2.3.4.2. KpaTKOCpOYHH M ChC Cpe/IHA MPOABIDKUTEIHOCT H3UTBAHUS
(BKITFOUMTEITHO M3CIICIBAHUS 32 OMPE/IeNITHE Ha TUana30Ha OT I03H, KOUTO HE ca TOAXOISIIH 1a ObaatT
BKJIFOUEHH KbM TOKCUYHOCT IPH MHOTOKPATHO Npuiarane wi papmakokunernka)4.2.3.4.3. Ipyru
u3nutBanus4.2.3.5. PenpoaykTHBHA TOKCUYHOCT U TOKCHYHOCT Ha Pa3BUTUETO (BKIFOUUTEITHO
NPOY4YBaHHS 32 ONPEACISIHE Ha AUana3oHa OT 03U U JIOIBJIHUTEIHA TOKCHKOKMHETHYHA O1leHKa) (AKO
€ M3TIO0JI3BaH MMPOMEHEH JHM3aifH Ha M3MUTBAHETO, TO TPsIOBa /1a Ce MPOMEHST ChOTBETHO TTOCIIEIBAIIUTE
noa3arnasus.)4.2.3.5.1. @eprunurer u panHo eMOpuoHanHo pazputre4.2.3.5.2. EMOpuoderanHo
pa3sutHe4.2.3.5.3. [IpeHaTamHO U MOCTHATAIHO Pa3BUTHE, BKIFOUYMUTEITHO BB3ICHCTBHE BHPXY
¢byHkuuuTe Ha Maiikarad.2.3.5.4. I3nuTBaHus, Py KOUTO HA MOTOMCTBOTO (MJIaJINTE )KUBOTHH) €
MIPUJIOXKEHA 1032 U/HITH TOIJICKU Ha MMo-HaTaThInHa orieHka.4.2.3.6. Jlokanna monocumoct4.2.3.7.
Jpyru u3nutBaHus 3a TOKCHYHOCT (ako ca Hanuyan)4.2.3.7.1. Anturennocr4.2.3.7.2.
Nmynorokcuunoct4.2.3.7.3. UHCTpyMeHTaIHY Tpoy4YBaHus (aKo He ca BKItoueHH aApyrane)4.2.3.7.4.
JlexapctBena 3aBucumoct4.2.3.7.5. Merabonutné.2.3.7.6. [lpumecnd.2.3.7.7. Ipyrud.3.



bubmuorpadusll. OcnoBHM npuHIKTHY 1 N3KUCKBaHUAIOCOOCHO BHUMaHHe TpsiOBa 1a ce 00bpHE Ha
cneqHuTe eneMeHTH: 1. @apMaKoJIOrHYHHUTE U TOKCUKOJIOTUYHHUTE U3IHUTBAHUS TPsOBa J1a MOKaXKaT:a)
MOTEHIMAJTHATa TOKCUYHOCT Ha MPOIYKTA M BCAKAKBYU OMACHU U HEXEJIAaHH TOKCHYHU Bb3JICHCTBH,
KOUTO MOTI'aT Ja Bb3HUKHAT B IIPEJIOKEHUTE YCIOBUS 3a IpUJIaraHe Ha Xopa; ChIIUTe TpsiOBa Aa Obaar
OLICHEHU I10 OTHOILICHUE HA ChOTBETHUTE MATOJOTMYHU ChCTOSHHSA;0) (hapMaKOJIOTUYHUTE CBOMCTBA Ha
IIPOAYKTA B KOJIMYECTBEHO U Ka4ECTBEHO OTHOLLIEHHE BbB BPb3Ka C MPEAJaraHoTO MPUIOKEHUE IPU
XOpa; BCHUKH Pe3yJTaTu TPsOBa Jja ca HaASKTHHU U Ja ca OOLIOMPHIIOKUMH; TaM, KbJIETO € MOIXOAAIIIO,
Ce M3IO0JI3BAaT MAaTEMAaTHYECKU M CTATUCTUYECKU CIIOCOOM MpH Ju3aiiHa Ha eKCIIEPUMEHTATHUTE METOIH
U 32 OlIeHKa Ha pe3ynraTute.OCBeH TOBA HA KIIMHUIIUCTUTE € HEOOXOIMMO Ja CE MPEIOCTABAT CBEICHUS
3a TepaneBTUYHMS U TOKCUYHUS NOTEHIMAJ Ha IPOyKTa.2. 32 OMOJIOTMYHM JIEKapCTBEHU IPOAYKTH,
HarnpuMep UMYHOJIOTHYHHUTE JEKApCTBEHU MPOAYKTH U JIEKAPCTBEHUTE MPOIYKTH, TOIYUYEHH OT
YOBeIIKa KPbB WM IJ1a3Ma, H3UCKBAHUATA HA TO3U MOJYJI MOXKE /1a ObJaT afalTUPAHU KbM OTJCJIHUTE
NpoAyKTH. B Te3u ciyyan 3asiBUTEIAT MpeacTaBs 000CHOBKA Ha Mporpamara 3a H3MUTBAHUATA, KOUTO
e ce nposexaat.lIpu pazpaboTBaHeTo Ha Iporpamara 3a U3IMUTBAHUATA CJIeJ(Ba J1a Ce B3eMe IIPEBU
CJICIHOTO:a) TP BCHYKHU U3MUTBAHUS, IIPU KOUTO CE M3MCKBA MHOTOKPATHO MpHUJIaraHe Ha
JIEKapCTBEHMS IIPOAYKT, C€ OTYMTA BH3MOXKHOTO MHAYLIMPAHE HA AaHTUTENA U Bb3MOKHOTO UM
BB3/ICiicTBHE;0) TPsAOBa /1a ce OOMUCIIN M3CJIeIBaHE HA PEIIPOAYKTUBHUTE (QDYHKIIMH, HA
eMOpHoHanHarTa/(eranHaTa TOKCHYHOCT, IEpHHATAIHATA TOKCHYHOCT, HA MyTareHHHs IIOTCHIIMA U Ha
KapIIMHOTEHHUSI TOTEHIIUAJ, KOTaTO CE MOI03Upa OTPULIATEITHO BB3/ICHCTBUE HA CHCTABKHU, PA3JIMUHU OT
aKTUBHOTO(UTE) BelecTBO(a), BAMIMPAHETO HA TXHOTO OTCTPAHSBAHE MOXKE J1a 3aMEHU
n3nuTBaHeTo.3. Tokcukonoruara u (papMakOKMHETHKATa Ha IIOMOIIHUATE BEIIECTBA, M3IOI3BAaHH 32
I'BPBU BT B 00Js1acTTa Ha (hapmanusaTa, TpsOBa 1a 6paat npoydyenu.4. TaMm, KbIE€TO ChILECTBYBA
BB3MOKHOCT 32 3HAUMTEITHO pa3TpakAaHe M0 BpeMe Ha ChXPAHEHUETO Ha JICKAPCTBEHUS IPOIYKT, Ce
B3€Ma 110J] BHUMaHUE U TOKCUKOJIOTUATA Ha pa3NagHuTe Npoaykru.4.2.1.
dapmakonorusiPapMaKkoIOTHIHOTO U3IMUTBAHE CIIE/BA [[BA pa3INuHu noaxoaa:lIspBo, neicTBusITa,
MMallli OTHOLIEHHE KBbM IPEUI0KEHOTO TePANeBTUYHO MPHIIOKEHHE, 1a Ce MMoAjaraT Ha aJleKBaTHO
NpOy4YBaHe U Jia ce onumar. Tam, KbIeTO € Bb3MOXHO, Ce MPUJIarat MPU3HATH U YTBBPACHH KaKTO iN
Vivo, Taka u in vitro. HoBuTe ekcriepuMeHTAIHN METOTH CJIe/IBa J]a CE OIMUIIAT B TAKHBa IOPOOHOCTH,
4e Jla ce 1ajie Bh3MOXKHOCT 3a TSIXHOTO BB3MPOU3BeXkIane. PesynraTure TpsaOBa 1a ca mpeacTaBeHu
KOJINYECTBEHO, KaTO Ce U3IOJI3BAT HAalpUMep KPUBHU J03a-ePeKT, BpeMme-edekT u ap. Kpreto e
BB3MOJKHO, C€ MPABSIT CPABHEHUS C JaHHU, CBBP3aHH C JIaZICHO BEIECTBO MIIM BEIIECTBA C MIOOOHO
TepaneBTHYHO JeiicTBue.BTopo, 3asBurenst TpsOBa 1a npearnpreMe NpoyyBaHe Ha MOTEHIIUATHUTE
HexeNaHu (papMaKoJMHAMUYHU €()EeKTH Ha BEIIECTBOTO BbpXY PU3HONIOrHYHUTE QyHKIMU. Te3n
IIPOYYBaHMS CIIEJBA JIa CE€ MIPOBEIAT MPHU €KCIO3UIMS B IIPEIBUKIAHHS TeparleBTHUEH TUana30H U Haj
Hero. ExcnepuMeHTaIHuTe METOIN Ce OTHMCBAT MOAPOOHO, OCBEH aKo HsMa CTaHIapTHHU MPOLEIYpH,
Taka e J1a ce JaJie Bb3MOXKHOCT 3a TAXHOTO Bh3IIPOU3BEXK/IaHE, KaTO U3CIIEI0BATENAT TPAOBA J1a TOKaXe
TSAXHATA BATMIHOCT. BCSKO ChMHEHHME 32 IPOMSIHA B OTTOBOPA B PE3YJITAT OT MHOTOKPAaTHOTO
IpujaraHe Ha BEIIECTBOTO, TPsAOBa a ce mpoydu.OTHOCHO (hapMaKOANMHAMHUYHOTO B3aMMO/ICHCTBHE Ha
JIEKapCTBEHHS MTPOAYKT CE MPOBEXKIAT U3MMUTBAHKS Ha KOMOMHAIIMY OT aKTHBHH BEIIECTBA, KOUTO CE
HaJlarat Wid BbB BPB3Ka C MPEANOCTaBKU OT (hapMaKOJIOTHYEH XapaKTep, UM BbB Bpb3Ka C
BB3MOKHOCT 32 TeparneBTH4eH ePekT. B mbpBus cirydail papmMakoTMHAMIIHOTO U3MTUTBAHE TPSIOBA J1a
MOKa)ke T€3M B3aMMOJICHCTBHS, KOUTO MOT'aT J1a HalpaBsT KOMOMHAIUATA MTOJIE3HA 3@ TePAreBTUYHOTO
npuJIoXKeHrne. BB BTopus cirydaii, KOrato 3a KOMOWHAIMSTA Ce ThPCH HaydHa apTyMEHTAIIHS upe3
TepareBTUYHO eKCIIEpUMEHTHPaHe, U3CJIECABAHETO TPsIOBa /1a ONpeIeNin i OYaKBAHUTE OT
KOMOWHAIHsITa €PEKTH MOTaT JIa C€ TMPOSIBAT MPH KUBOTHH, U BAXKHOCTTA Ha BCEKU CHITBTCTBAII €(hEKT
TpsiOBa ch1I0 A2 Obae npoyuyeHa.4.2.2. dapmakoknHeTHkadapMakOKUHETHKA O3HAYaBa U3yyaBaHe
cba0aTa Ha aKTUBHOTO BEIIECTBO W HA HETOBUTE META0OJIUTH B OpraHW3Ma M 00XBallla U3y4aBaHETO Ha
aOcopOmusTa, pa3npeecHHeTo, MeTaboar3mMa (OHoTpaHCPOpPMAIIUATA M) U EKCKPEIUATA Ha TE3U
BellecTBa. M3yyaBaHeTo Ha Te3u pa3nuyHU a3y MOXKe Jja ce MPOBEXKIA OCHOBHO MTOCPEICTBOM



(GU3NYHN, XUMUYHU U OHMOJIOTUYHU METOH, KaKTO U IIOCPEICTBOM HAOIIOICHHE Ha ICHCTBUTEIHATA
(apMakoMHAMHYHA AKTUBHOCT Ha caMOTO BellecTBO.CBeIeHUATa OTHOCHO Pa3peIeIEHUETO U
SIIMMUHHUPAHETO ca HEOOXOIMMH BbB BCHUKH CITy4au, KOTaTo TaKMBa JaHHU CE OKa)KaT HE3aMEHUMH 3a
OIpEICJIIHETO Ha TO3UPOBKATA IIPU XOPa, KAKTO U 10 OTHOLIEHHWE HAa XMMHUO-TEPalleBTUYHUTE BEIIECTBA
(aHTHOMOTHIM U JIp.) U BEIIECTBATA, YUETO MPUIOKEHHUE 3aBUCH OT TEXHUTE HehapMaKoMHAMUYHH
edextr (Hamp. MHOrOOpPOMHM TMArHOCTHYHHU CpeJcTBa U ap.).M3cieaBanus in Vitro cbiio Morar nia ce
MPOBEXJAT C MPEAUMCTBOTO HA U3IMOJI3BaHE HA YOBEIIKH MaTepHall 32 CPAaBHEHHE C )KUBOTUHCKHU
Martepuai (HalpuMep CBbp3BaHe C IPOTEHHH, META00IN3bM, JICKAPCTBEHH

B3auMoencTBus). Heooxoaumo e papMakOKHHETHYHO MPOYYBaHE HA BCUYKH (DapMaKOJIOTUIHO
aKkTUBHM BeulecTBa. [Ipy HOBUTE KOMOMHAIIMM MEXy U3BECTHH BELIECTBA, KOUTO ca OWIIM U3CIIeBaHU
B CHOTBETCTBHUE C M3UCKBAHUATA HA Ta3W Hapea0a, MOXKe Ja He ce U3UCKBAT (hapMaKOKMHETUYHU
M3MUTBaHMS, aKO N3MIUTBAHUATA HA TOKCUYHOCTTA U TEPANIEBTUYHUAT €PEeKT OIpaBaaBaT TAXHOTO
nponyckane. DapMakOKMHETHYHHUTE U3MUTBAHUS TPsIOBa J1a ca MPOBEICHH TaKa, Ye /1a T03BOJISBAT
CPaBHEHME U €KCTpaIoJIMpaHe MEeXIy KHHETHKATa IIpU X0pa U IIpH KUBOTHU.4.2.3.
Tokcukonorusn4.2.3.1. TokCHUHOCT TpU €THOKPATHO Npriiarane/3nuTBaHeTo Ha TOKCHYHOCTTA TPU
€IHOKPATHO IpUjlaraHe € npejHa3HadeHo 3a KOJMYECTBEHA U KaYeCTBEHA OLIEHKA Ha TOKCUYHUTE
pEaKIuy, KOUTO € Bb3MOYKHO JIa Bh3HUKHAT BCIICIICTBHE HA €IHOKPATHO MPUJIaraHe Ha aKTUBHOTO(HTE)
BenecTBo(a), ChaABpKAIIO(U) ce B JICKapCTBEHHS IPOJYKT, B ChOTHOLICHHS ¥ (PU3HKOXUMUYIHO
CBCTOSIHWE, B KOUTO T€ C€ HAMUPAT B JIEKAPCTBEHUS MPOIYKT. V3NN TBaHUATA BBPXY TOKCHYHOCTTA TIPU
€IHOKPATHO IpUjlaraHe 3aJ/bJDKUTEIIHO C€ IMPOBEXKAAT ChIVIACHO ChbOTBETHUTE PHKOBOICTBA,
nyoimkyBanu oT EBponeiickara arenius o nekapcerBata.4.2.3.2. TOKCHYHOCT TPU MHOTOKPATHO
npuiaranel13nuTBaHuATa BbpXy TOKCHYHOCTTA IIPU MHOTOKPATHO MpUJIaraHe UMaT 3a Lel Jja pa3KpHsT
BCHYKHU (PM3HOJIOTHYHH U/WITM aHATOMO-TIATOJIOTUYHH [TPOMEHH, KOMTO Bh3HUKBAT P MHOTOKPATHOTO
[pUjaraHe Ha MPOy4YBaHOTO aKTMBHO BEILECTBO MJIM KOMOMHALIMS OT aKTUBHM BEIIECTBA, KAKTO U J1a ce
OIIpeeH B3auMOBpPB3KaTa MEKIY T€3U IMPOMEHHM U Jo3upaHeTo.Hail-o01mo ka3aHo, jxenaTenHo e aa ce
IIPOBE/IAT JIBE€ U3MUTBAHUSA - €JHOTO KPATKOCPOUHO, C MPOIBIKUTEIHOCT OT JIBE JI0 YETUPH CEAMUIIH, A
APYTOTO - ABATOCPOUHO. [IpoABIKUTEIHOCTTA Ha OCJIEAHOTO IIE 3aBUCH OT YCIOBHATA HA KIMHUYHOTO
npunarate. Llenta My e 1a nmokaxe Bb3MOXHHUTE HEXKEJIAHU PEaKIMK, Ha KOUTO CJIe/Ba Jja ce 00bpHe
BHUMaHHE 10 BpeMe Ha KIIMHUYHUTE W3MUTBAHUA. [[pOIBIDKUTETHOCTTA Ce ONpeessi B ChOTBETHUTE
PBKOBO/ICTBA, MyOaMKyBaHu oT EBpomnelickaTta areHuus mno jekapcrsara.4.2.3.3.
I'enotokcuunoctllennTe Ha U3NMUTBAHETO HA MYTareHHUS U KIIACTOTCHHUS TIOTEHIIMA € /1a CE Pa3KPHST
BB3MOKHUTE IPOMEHH, KOUTO JIa/IEHO BELIECTBO MOXKE /1a MPEAU3BUKA B TEHETUYHHSI MaTepuall Ha
WH/IMBUIM WK KJIETKH. MyTareHHUTE BEIIEeCTBa € Bh3MOKHO Ja MPEICTABIISBAT ONACHOCT 3a 3[IPaBETo,
ThIl KaTo U3JIaraHeTo Ha MyTareH HOCU PUCK OT MHIYLIMPAaHEe Ha 3apOIUIlIeBa MYyTallUs C Bb3MOXHH
HACJIEJICTBEHN HAPYIICHHUS, KAKTO M PUCK OT COMAaTUYHH MYTAIMH, BKIFOYUTEITHO TAKUBA, KOUTO BOMST
10 pak. Te3u nzcnenBaHus ca 3abJDKUTEIHU 32 BCIKO HOBO BelecTBo.4.2.3.4.
KapuuaoreHHOCcTOOMKHOBEHO c€ M3MCKBA IPOBEKIAHETO HA M3MUTBAHUS 32 OTKPHBAaHE HA
KapIMHOTeHHH e(hekTu: Te3n U3NMUTBaHUs ce MPOBEXKAAT 10 OTHOIIEHHE HA BCEKH JIEKapCTBEH MPOAYKT,
3a KOWTO Ce 0YaKBa, 4e IIe ce MpuiIara KIMHWIHO 32 IPOIBIDKUTENICH IIEPHOJT OT BpEME OT JKUBOTA Ha
MaIMeHTa, He3aBUCUMO JIaJIH MPUJIAraHeTo I1Ie € HEMPEKbCHATO UM HHTEPMHUTEHTHO. Te31 U3NMUTBaHUS
ce MPEerophYBaT 3a JIEKAPCTBEHH MPOYKTH, TIPU KOUTO Ce TIOA03MPa KaPIIMHOTEHEH MOTEHITHAT,
HaIpuMep JIEKapCTBa OT CHIIHS KJIAC MM ChC CXOJHA CTPYKTYpa, WK JaHHU OT MPOYYBAHUS HA
TOKCHYHOCTTA ITPH MHOTOKPATHO Tpriarane.He e He0OX0ImuMo Jie ce MPOBEXIaT H3MUTBAHUS C
HEChbMHEHO T€HOTOKCHYHH BEIIECTBA, CJIE/ KaTo Ce MPEeAINoIara, 4e ChbUIUTe IpeACcTaBIsBaT
KapIIMHOTEHH TPH Pa3InYHH BUOBE )KUBOTHHU U MPEJICTABIISIBAT OMACHOCT 32 YOBEKA. AKO TaKbhB
JIEKapCTBEH MPOYKT Ce IJIaHHUpa Jia ce Mpuiara XpOHUYHO IpHU X0pa, TO € HE0OX0IMMO POBEKIAHETO
Ha XpOHUYHO M3CJIEIBAHE 32 PAHHO OTKPHUBaHE Ha TyMOporeHHH edekT.4.2.3.5. PenpoxykTuBHa
TOKCHYHOCT M TOKCHYHOCT, CBbp3aHa ¢ pazBuTrerollocpecTBOM MOAXOIAIIN N3TUTBAHUS CE TIPOBEXK/IA
u3cieBaHe Ha Bb3MOXHHUTE HAPYLIEHNUs HAa MBbXXKaTa WK )KEHCKaTa penpoyKTUBHA (QYHKIIMS, KaKTO U



Ha BPEIHHUTE BB3CHCTBHS BbPXY MOTOMCTBOTO.Te31 H3NMTBAHMS BKIFOYBAT U3CIICABAHUS Ha
BB3/CHCTBUETO BBPXY MBXKKATa MU KCHCKATa PEMPONyKTUBHA (DYHKIINS, U3CIICABAHUS BHPXY
TOKCHYHUTE U TEPATOreHHHUTE €(DEKTH BB BCHYKH CTaMH Ha Pa3BUTHE OT 3a4aTHETO JIO [T0J0BaTa
3pSUTOCT, KaTO CE BKJIFOUBAT U JIATCHTHUTE €(EKTH, KOTaTO U3MUTBAHUAT JICKAPCTBEH MPOIYKT €
NPUJIOKEH Ha KCHCKH MHAMBHU/I IO BpeMe Ha OpeMeHHOCT. B citydaii Ha mporyckaHe Ha Te3H
U3IUTBAHKS CE MPECTaBs MOIXO0/s11a 000CHOBKA. B 3aBUCHMMOCT OT MoKa3aHUATA 33 IPUIaraHe Ha
JIEKapCTBEHMS IPOIYKT € Bh3MOYKHO JIa C€ M3MCKBAT U JOIBJIHUTEIHN U3IIUTBAHUSA 110 OTHOIIICHHE HA
Pa3BUTHETO, KOTATO JICKAPCTBEHHUST MPOIYKT 1€ C€ MpHIara Ha moToMcTBoT0.OOMKHOBEHO Ce
MPOBEX/IAT U3CIIEABAHNSA Ha TOKCHYHOCTTA IIPH 3apOJIMINA M TUIOJIA Ha JIBA BUa O03aiHUIN, EAUHUAT OT
KOWTO CJIE/IBa J1a He € rpu3ad. [IpoBeaar ce NepuHaTaTHU U MIOCTHATAIIHU M3IUTBAHUS BbPXY MOHE
enuH Bu 603aiiHUK. AKO 3a MeTaboIM3Ma Ha JIEKAPCTBEHUS MPOAYKT MPH JAafeH OHOJOTHYEH BHIL €
M3BECTHO, Y€ € M0J00eH Ha MeTaboIM3Ma MPU YOBEKa, JKEIATEITHO € TO3U BH/ ChINO Ja ObJIe BKIFOUCH.
JXenareaHo € ChINO U SAUHHAT OT BUIAOBETE J1a € CHIIMAT KaTo MMPH IMPOBEXKIAHETO Ha U3CIICABAHUITA HA
TOKCUYHOCTTA [IPU MHOTOKPATHO npuiarade.ChCTOSHUETO Ha HAyYHHUTE 3HAHUS 110 BPEMETO, KOTraTo ce
0/1aBa 3asBJIICHUETO, CHINO CE B3e€Ma 110l BHUMAHKE, KOTaTO Ce ONMPEIEIIs AU3aiHbT Ha
u3nuTBanero.4.2.3.6. JlokanHa monocumoctllenta Ha M3MUTBAHUATA HA JIOKATHATA TIOHOCHMOCT € J1a
YCTaHOBH C TOJIOKHUTEITHOCT JaJIi JISKAPCTBEHUTE MPOAYKTH (M akTUBHOTO(MTE) BemiecTBO(a)
MIOMOIIHUTE BEIIECTBA) CE MOHACAT HAa MECTaTa B OPraHM3Ma, KOUTO MOTAT Jia BCTBIIAT B KOHTAKT C
JIEKapCTBEHMSI IPOIYKT IIPH HErOBOTO KIMHUYHO mpuiarane. CTparerusara Ha H3MUTBAHUATA CIEIBA J1a
ObJie TakaBa, Ye BCHUKHA MEXaHUYHHU e(DEKTH OT MPUJIAraHEeTO Ha JICKAPCTBEHHSI TPOIYKT, KAKTO M YUCTO
(U3UKOXMMHUYHOTO MY JIEHCTBHE JIa MOTaT Jia Ce OTAM(EPEHIMPAT OT TOKCHKOJIOTHYHHUTE
dbapmakoauHamMudHUTE. VI3MUTBAHETO HA JIOKAJTHATA MOHOCHMOCT KbM JaJICH Ipenapar, pa3padoTBaH 3a
npujarale mpy Xopa, Ce U3BbPINBA, KaTo MPH JICUCHUETO Ha KOHTposIHaTa(ute) rpyma(u) ce u3mosis3Ba
TeYHaTa cpejia u/vim MOMOIIHUTE BeniecTBa. [1070KuTeIHI KOHTpOIn/pedepeHTHH BEIIECTBA Ce
BKJIFOUBAT TaM, KBJIETO € He0OX0auMo./[M3aliHbT Ha M3IIMTBAHKS Ha JIOKATHATA IIOHOCUMOCT (M300p Ha
OMOJIOTHYHU BUIOBE, MPOABDKHTEIHOCT, YECTOTA U BT HA BHBEXK/AHE, I031) 3aBUCH OT TOBA, KaK
npo6IeMBT I1e ObJIE MPOYUEH, U OT MPEIOKEHUTE YCIOBHS 3a IIPUIaraHe B KIMHAYHATA IPAKTHKA.
Tam, KbAETO € MOIXO/AIIIO0, CE OlEHIBA 0OPATHMOCTTA HA JIOKAJTHUTE HapyIIeHus. I3MUTBaHUATA BBPXY
’KMBOTHH MOTAT J[a C€ 3aMEHST C BAIIMAMPAHN M3IUTBAHMUA iN VItro, MpH MOII0KEHHE Y€ PE3YIITATHTE OT
U3MUTBAHKUATA Ca ChC CPABHUMO KAueCTBO U TOJIE3HOCT 3a I[EJTUTE Ha OlleHKaTa Ha 0e30macHocTTa. 3a
XMMHYECKH BEIIECTBA, KOUTO CE MPHUIIAraT JOKaIHO (HalpuMep KOXKHO, PEKTAITHO, BATHHAIIHO), CE JlaBa
OIlCHKA Ha CEH3MOMITU3UPAIIUS TOTEHIIMAN TIOHE B €IHA OT TECT-CUCTEMHTE, HATUYHA B MOMEHTA
(u3mUTBaHE HA MOPCKO CBMHYE WIIM M3IIMTBAHE HA JIOKATHUTE JTUM(HHU BH3JIH).

[Tpunoxxenue Ne 6 kbMm 4. 7, an. 1, 1. 1, 6ykBa "a"'Moayn 5: Jloknaau oT KIMHUYHA U3NUTBaHHUs|.
OO01moTO ChIBPKAHNE HA MOAYI 5 €, KakTo cienBa:5.1. Ceabpxkanue.5.2. TabnuaHo n30posBaHe HA
BCUYKH KJIMHWYHU M3nUTBaHus.5.3. Jloknaau oT KIMHUYHK u3nuTBanus.5.3.1. Jlokimaau ot
onodapmarneBTruan u3nuTBanuA.5.3.1.1. Jloxmamu ot u3nmuTBanus 3a onoHanuuHoct.5.3.1.2. Jlokmamu
OT CPaBHUTEITHU M3MUTBAHUS 32 OMOHATMYHOCT U OuoekBuBasieHTHOCT.5.3.1.3. Jloknaau OoT U3MUTBAHUS
3a In Vitro - in vivo kopenanus.5.3.1.4. JIoknaau OT U3MUTBAHKS Ype3 OMOAHATUTUYHN U aHATUTHIHN
MeTo U Tipu Xopa.5.3.2. Jlokiaau oT U3NUTBaHUs, Kacaemu (papMaKOKMHETHKATa C U3MOJI3BAHETO HA
qyoBenrku Omomarepranu.5.3.2.1. Jlokmaau OT U3MUTBAHUS 33 CBhP3BaHE C IJIa3MEHUTE
npoTenHu.5.3.2.2. Jloknaau oT U3NUTBAHUS BbPXY YEPHOIAPOOHUS META0OIN3BM U JIEKAPCTBEHUTE
B3anMoieiicTBuA.5.3.2.3. Jlokiaam oT M3NUTBAHUS ¢ IPYTH YoBemku onomarepuann.5.3.3. Jloknaam ot
U3IUTBaHUA BBPXY (hapMakoKWHETHKaTa pu xopa.5.3.3.1. Jloknaau oT U3MUTBAHUS BBPXY
(dhapMaKOKWHETHKATA MPH 3JpaBH JOOPOBOJIIIH U IIbPBOHAYATHA TOHOCHMOCT.5.3.3.2. Jloknaau oT
W3MHUTBAHUA BbPXY (papMaKOKHHETHUKATA MPH MAlMEHTH ¥ MbpBOHAYaIHA ToHOCUMOCT.5.3.3.3. [lokiaau
OT M3MUTBAHUS BBPXY (PapMaKOKMHETHKATA, U3CIEABAIIN BIMSIHUETO Ha BbTpenTHuTe (hakTopu.5.3.3.4.
JIokIiaay OT U3MUTBAHUS BBPXY (DapMaKOKWHETUKATA, U3CIICBAIIN BIUSHUETO HA BHHITHUTE



¢axTopn.5.3.3.5. Jlokinaau OT U3NUTBAHUS 3a MOIyIAalMOHHaTa (hapMakokuHeTHka.5.3.4. Jloknaau ot
M3MUTBaHUA BbpXY (hapMakoanHamukara rnpu xopa.5.3.4.1. Jloknaau ot M3NUTBAHUS BBPXY
(dapmakoarHaMHKaTa U papMaKOKUHETUKa/(papMaKkoAMHAMUKA TIPH 31paBu 100poBouin.5.3.4.2.
Jlokyaau OT M3MUTBAHUS BbPXY apMakoJMHaMKUKaTa U apMaKOKHHETHKa/hapMaKoAMHAMUKA TIPH
narueHTn.5.3.5. Jlokiaay ot u3nuTBaHus 3a epukacHoct u 6e3omacHocT.5.3.5.1. Jloknanu ot
KOHTPOJIMPaHU KIIMHUYHU M3MUTBaHUSI OTHOCHO 3asBeHUTe nHAMKanuu.5.3.5.2. Jloknaau ot
HEKOHTPOJIMPAHU KIMHUYHH W3NUTBaHMA.5.3.5.3. Jlokinaau oT aHaIM3K Ha JaHHU OT TIOBEYE OT €AHO
W3IUTBAHE, BKIIOYUTEIIHO HHTETPUPAHH aHAIIM3H, METa-aHAIM3H U CBBhp3Baly aHam3u.5.3.5.4.
JloKIiaay OT APYru KIMHUYHU U3NMUTBaHUA.5.3.6. JloKIaau OT MOCTMapKEeTUHTOBOTO
npocneasaBane.5.3.7. KnuHUYHY KapTy Ha MAIMEHTUTE U CIUCHIU HA OTJCITHUTE MaIllueHTH.5.4.
bubmmorpadus.ll. OcnoBHu npuHIUIH U N3UCKBaHIIOCOOEHO BHUMAaHKE ClIE/Ba 1a ce 0ObpHE Ha
cnenaute eneMenTu:l. KinmHnyHuTe MoapoOHY TaHHM TPsIOBa J1a 1aBaT Bb3MOXKHOCT 33 ChCTaBSHETO HA
HAy4YHO 100pe 000CHOBAHO U BAJUIHO CTAHOBHUIIIE 32 TOBA JAJIH JICKAPCTBEHHUAT MIPOAYKT OTrOBaps Ha
OCHOBHUTE KPUTEPHUH 3a paszpeliaBane 3a ynorpeda. CiegoBaTeHO OCHOBHO U3UCKBAHE € Pe3yJITaTUTe
OT BCUYKHY KIIMHUYHU U3MHUTBAHUSA J]a € ChOOIIABAT - OUITU T€ OJIArONPUSATHY WU HEOIaronpusTHU. 2.
KnuHuyHWTE M3MUTBaHUS TPsOBA BUHATH Jla CE MPEANISCTBAT OT MOAXOIANIN (PapMaKOJIOTUYHH U
TOKCUKOJIOTHYHU U3IUTBAHUS, KOUTO CE MPOBEKIAT BHPXY )KHBOTHHU CHIIIACHO U3MCKBAHMSITA HA
npunoxenue Ne 4. M3cienoBatelnst TpsOBa Ja ce 3a1103Hae ChC 3aKIF0UCHUATA OT (PapMaKOJIOrHYHUTE U
TOKCHKOJIOTHYHHUTE U3MUTBAHUS CIICIOBATEIIHO BB3JIOKHUTEIAT TPsIOBa 1a My IPEAOCTaBH Opolrypara Ha
M3CIIeI0BATENS, B KOSITO C€ ChIbpiKa IsIaTa ChOTBETHA HH(OpPMAIHs, W3BECTHA MTPEIU HAYAJIOTO Ha
KIIMHUYHOTO M3MHUTBAHE, BKIFOUYUTEIIHO XUMUIHHATE, ()apMAIIEBTUIHUTE U OMOJIOTUIHHUTE JaHHH,
TOKCHKOJIOTHYHUTE, (PapMaKOKUHETUYHHUTE U (DapMAKOJMHAMUYHUTE TAHHH [TPH U3ITUTBAHUS BHPXY
KUBOTHH U PE3YJITATUTE OT MO-PAHHUTE KIIMHUYHH U3IUTBAHUS, C TIOJXO SN JAaHHH B IMOAKpPEIa Ha
€CTEeCTBOTO, MaIada u MPOIbIKUTEITHOCTTA Ha MPEUI0KEHOTO U3IUTBAHE; MBJIHUTE (PapMaKOJIOTHIHH
Y TOKCHUKOJIOTUYHH JIOKJIaH TPsiOBa 1a ce MpeoCTaBsT MpH MouckBaHe. [Ipyn mMarepuani OT YOBEIIKH
KUBOTHHCKH MPOU3XOJ CJIe/IBa J]a CE€ M3MOI3BAaT BCHUKU HAIMYHH CPEJICTBA C IIe]l IPEeIOTBPATIBaHE
MpeaBaHeTO Ha MPUYMHUTEIN Ha MHPEKINH MTPEIH 3ao4Bane Ha mpoy4yBaHeTo.3. [Ipurexarennre Ha
paszpeleHueTo 3a ynorpebda TpsiOBa Ja MoAroTBAT OCHOBHATA JOKYMEHTAIUs OT KIMHUYHOTO U3MHUTBAHE
(BKJTFOUMTETHO KJIMHUYHATE KapTH HA MAIIMEHTHTE), OCBEH JAHHUTE OT MEAMIIMHCKUTE JOCHETa Ha
YYaCTHHIIUTE B U3MHMTBAHETO, KOUTO CE€ ChXPAHSBAT OT MPUTESIKATEIUTE UM a) Hali-Manko 15 roauHu
CIIe]l IPUKITIOYBAHE WITH MTPEKPATABaHe HAa U3MUTBAHETO;0) WK TIOHE JBE TOAWHHM CJIC/ OJTy4aBaHETO Ha
MOCIIEAHOTO pa3pelieHue 3a ynoTpeda B EBponeiickaTa OOIIHOCT U KOTaTO HE ChIIECTBYBAT HACTOSIIU
WM TJIAHUPAHK 3asBJICHUS 3a pa3pelaBaHe 3a ynorpeba B pamkuTe Ha EBporeiickara 0OIIHOCT;B) HITH
MOHE JIBE TOAMHHU cJiel OUIIMATHO MPUKIIOYBAHE HA KIMHUYHOTO pa3paboTBaHe HA U3MUTBAHUS
MPOAYKT.MEIUIIMHCKUTE TIOCHETa Ha YYaCTHUIINTE TPSOBA J1a ce ChbXPaHABAT ChITIACHO IEHCTBAIIIOTO
3aKOHOJATEJICTBO M B ChOTBETCTBUE C MAKCUMAIIHUS TIEPUOJ] OT BpEME, pa3pelieH OT JIe4eOHOTO
3aBejieHne. JJOKyMEHTHTE MOJKE Jla C€ ChXPAHSBAT 3a IO-IBJIBT IEPHOJT OT BPEME, aKO TOBA CE M3UCKBA
OT JIeMCTBAIIUTE PEryJIaTOPHH Pa3NoOpe0 UITU ChC ChIIIACHETO Ha Bb3NIokuTeNss. OTTOBOPHOCT Ha
BB3JIOKHUTENS € 1a MHPOpMHpa JIeUeOHOTO 3aBeICHNE, KOraTo He € HeOOXOAMMO Te3H JOKYMEHTH Jia ce
ChXpaHsIBaT MOBeYe. BB3T0KUTENAT WK JPYT IPUTEKATEN HA JAHHUTE ChbXPaHsIBA BCUUKH OCTaHAIN
JTOKYMEHTH, IMallld OTHOIIEHHE KbM IPOYYBAHETO, TOKATO MPOIYKTHT OBbJE pa3pelieH 3a ynorpeoa.
Ta3u nokymeHTanus TpsOBa J1a BKIIOYBA: IPOTOKOJIA, BKIIOYUTETHO 000CHOBKATA, IEIUTE U
CTaTUCTHUYECKUS TN3aiiH U METOIOJIOTHS Ha M3IIUTBAHETO, 3a€THO C YCIOBHATA, IPU KOUTO U3MUTBAHETO
ce MPOBEX/Ia M KOHTPOIUPA, KAKTO U TOJPOOHH JaHHU 32 U3MUTBAHUS TPOAYKT, U3IOI3BAHUS
pedepeHTeH JiekapCTBeH MPOIYKT M/UiH TUIale00; CTaHIapTHUTE ONEPATUBHH MPOIICIYPH; BCUIKH
MMCMEHU CTAHOBUIIA OTHOCHO MPOTOKOJIA U MPOIEAYPUTE; OpoIIypaTa Ha U3CIeI0BaTeNs; KINHUIHUTE
KapTH Ha MAIMCHTHTE 32 BCEKH YUYACTHUK B M3IUTBAHETO; OKOHYATENIEH JIOKIaI; cepTudukar(u) ot
MPOBEPKa, aKo ca HAMMYHU. OKOHUYATEIHUAT JJOKIIA]] C€ ChXPaHIBA OT BB3JIOKUTENS HITU OT CJICBAIIIHS
MY TIPUTEXKATEI TIET TOMHHM CJIe]] M3THYaHe Ha CPOKa Ha pa3pelIeHUEeTo 3a yrnoTpeda Ha JIeKapCTBEHUS



MPOYKT.3a MpOy4YBaHUs, MPOBEXKIAHU B paMKUTe Ha EBporelickara oOIIHOCT, MPUTEXKATEIAT HA
paszpeleHueTo 3a ynorpebda TpsOBa 1a npeArnprueMe HIKOU JOIMbJIHUTEIHN MEPKH 3a apXUBUPAHE Ha
JOKYMEHTAIUsITa ChIVIACHO ChOTBETHUTE PHKOBOJICTBA, MyOIUKYyBaHU 0T EBporielickara KOMUCHS, TJ1aBa
1V 3JIITXM u Hapen6ata no 4wi. 82, an. 3 3JIIIXM.Bcsika npoMsHa Ha COOCTBEHOCTTA BBPXY JIaHHHUTE
TpsIOBa J1a ce TOKyMEHTHpa.BCUYKYM TaHHU U TOKYMEHTH TPsOBa J1a Ce MPEAOCTABST MPU MTOMCKBAHE OT
cboTBeTHUTE opranu.4. [TonpoOHUTE NaHHU OT BCAKO KIMHUYHO U3MUTBaHE TPSOBA /1a ChABPKAT
JOCTaThYHO JICTANIIH, KOUTO JIa J1aBaT Bb3MOXHOCT 32 0OCKTHBHA OICHKA:a) TIPOTOKOJIBT, BKIOYUTEITHO
00OCHOBKATa, EJIUTE U CTATUCTUYECKUAT AU3aiH U METOJOJIOTUATA HAa U3IUTBAHETO 3a€HO C
YCIIOBUSATA, MPU KOUTO CE€ M3IIBJIHABA U KOHTPOJIHUPA, KAKTO U MOJAPOOHOCTH OKOJIO H3MOJI3BAHUS
U3IUTBAH JICKAPCTBEH MPOAYKT;0) CepTU(PHUKATH OT MIPOBEPKH, aKO Ca HAIMYHH;B) CIIMCHK Ha
u3cieoBaresi(1Te), KaTo BCEKU M3CIIeIoBaTel TpsiOBa Jla IOCOYU UME, aJIpec, [UThKHOCT,
KBasiM(uKalys, MecTopadboTa, IbpKaBara, B KOSITO € MPOBEACHO U3MUTBAHETO, 1 OKOMIUJIEKTOBAHE Ha
nH(OpMaNUATa OTHOCHO BCEKH OT/ICTICH MMAIMEHT, BKIIOYBAIA KIMHUYHUTE KAPTH HA BCEKH STUH
YYaCTHHK B U3MUTBAHETO;T') OKOHYATEICH JOKIA, TOAMMUCAH OT M3CISI0BATENs, B CIIy4anTe Ha
MHOTOIICHTPOBY M3MUTBAHUS - OT U3CIICAOBATEINTE UM OT KOOPAUHUPAIIHUS TJIABEH U3CIICI0BATEIL.S.
[TonpoOHUTE NaHHU OT KIMHUYHUTE U3MUTBAHUS, ONIMCAHU MTO-TOpe, TPAOBa Ja ce MPeaoCTaBsIT Ha
W3mpnHUTETHATA areHITUS 110 JIeKapceTBata. M3ciemoBaTensaT MoKe J1a TPOITYCHE YacT OT Ta3u
nH(popMaIUs ChC chIVIacueTo Ha M3mbaHUTETHATA areHIusl 1Mo JiekapcTBata. [IbaHa nndopmarnus e ce
MIPEIOCTaBs CaMo PH MMOMCKBaHe. B CBOWTE 3aKIIFOUEHUS OT EKCIICPUMEHTATHUTE JJTAHHU
M3CIeI0BaTeNST TPSOBA J1a U3pa3u CBOETO CTAHOBUIIE OTHOCHO 06€30MacHOCTTa Ha MPOAYKTA MpU
HOPMAJTHH YCJIOBHUS Ha TPUIIOKEHUE, HETOBAaTa MOHOCUMOCT, €()UKACHOCT M BCSKA MOJIC3HA
uH(popMalrg, CBbp3aHa ¢ MOKa3aHUATA U MPOTUBOIIOKA3aHUATA, TO3UPOBKATa U CpeiHaTa
MIPOIBIDKUTEITHOCT Ha JICYCHUETO, KAKTO M HAKOU CIESIHATHU IPEIyIPEKICHUS IPH yroTpeda u
KIIMHUYHUTE CUMIITOMH TIpH nipepo3upane. [Ipu nokinanBane Ha pe3yiaTaTUuTe OT MHOTOIIEHTPOBU
W3MHATBAHUS TJIABHUST U3CIIEIOBATEN B CBOUTE 3aKIIOUCHISI CIIE/IBA J1a M3pPa3u CTAHOBHIIE OTHOCHO
0e30macHOCTTa U €UKACHOCTTA HA U3MUTBAHUS JIEKAPCTBEH MPOAYKT OT UMETO Ha BCUYKHU IIEHTPOBE.O.
Knuanuante HaOo1eHUs ce 000011aBaT 3a BCSIKO M3MHUTBAHE, KaTO ce BKIIFOYBA CiIeqHOTO:6.1. BposT u
MOJTBT HA JIEKYBaHUTE y4acTHUIN;6.2. [lonOopbT U BB3pacTOBOTO pa3mpe/esieHne Ha U3CIeIBAHUTE
TPYIH MAIUEHTH ¥ CPABHUTEITHUTE U3MUTBAHUA;6.3. BposT Ha mpexk1eBpeMeHHO OTIAaIHAIH OT
W3MHUTBAHUATA TAIUEHTH U IPUUMHUTE 32 TSIXHOTO oTnagane;6.4. Tam, KbJIeTO ca IPOBEICHH
KOHTPOJIMPAHHU M3IUTBAHKS IPH TOPHHUTE YCIIOBHS, JIa C€ TIOCOYH JIalld KOHTPOJIHATA TPpyIa:a) He €
noJiydaBasia JieueHne;0) e mojydaBaia miamnedo;B) e mojaydaBana APYyr JEKapCTBEH MPOAYKT C M3BECTHO
JCWCTBHE;T) € MoJiyyaBasia JIeUeHHe, Pa3IndHo OT JICYeHHE C U3ITOJI3BaHe Ha JIEKApCTBCHU MTPOAYKTH.6.5.
YecroTara Ha HaOIIOJaBaHUTE HEXKENaHU peakiuu;6.6. [ToagpoOHN JaHHM OTHOCHO BHCOKOPHUCKOBHTE
TPYIH MMAIMEHTH, HAIPUMED BH3PACTHH MMAIUCHTH, JIela, OPEMEHHH KEHH, KEHH 110 BpeMe Ha
MEHCTpYaI¥s WUIK TaKWBa, YUeTO (PU3NOIOTUYHO WIIH MAaTOJIOTUYHO CHCTOSIHUE Hallara crieluaiHa
npereHka;6.7. [Tapamerpu wim KpUTepHUH 3a OIICHKA Ha e(PUKACHOCTTa M PE3YJITaTH 10 OTHOIICHHUE Ha
Te3u napametpu;6.8. CtaTrcTuyecka OlleHKa Ha pe3yaTaTUTe, KOraTo TOBa Ce Hajlara oT Ju3aliHa Ha
W3MATBAHETO M HAMECEHUTE MMPOMEHIUBH (akTopu.7. OCBEH TOBA M3CIIEAOBATEIAT CIIC/IBA BUHATH J1a
M0COYBA CBOUTE HAOJIOJICHHUS BhPXY:a) BCUYKH MPU3HAIM HA IPUBUKBAHE, 3aBUCUMOCT HJIH TPYJHOCTH
[IPH TIPEO/I0JIABaHE Ha 3aBUCHMOCTTA Ha MAIHCHTH KbM JICKAPCTBEHHS MPOAYKT;0) BCHUKH
HaOJII01aBaHN B3aUMO/ICHCTBUS C IPYTH, CTHOBPEMEHHO MPHJIAraHu JIEKAPCTBEHH MPOJYKTH;B)
KPUTEPUHUTE, ONPEACIIAIINA U3KIIOYBAHETO HA JIaJCHU TMAUEHTH OT U3MUTBAHUATA;T) BCHUKA CMBPTHU
clly4ad, CTaHAJIM TI0 BpEMe Ha M3MHUTBAHETO WK B TIpocieasBamius nepruoa.8. [logpobuure nanHu,
Kacaeniy HoBa KOMOWHAIIHS OT JICKAPCTBEHU BEIIECTBA, TPSOBA J1a ca WICHTUYHHU HA TE3H, KOUTO Ce
M3HUCKBAT 32 HOBUTE JICKAPCTBEHU MPOAYKTH, KaTO CHIIEBPEMEHHO C€ MPUBEXK/IAT T0KA3aTEICTBA B
moJi3a Ha 6e30MmacHOCTTa U epuKacHOCTTa Ha KoMOMHamATa.9. [TbIHOTO MIIM YaCTHYHOTO MPOMyCKaHe
Ha JIaHHU TPsiOBa Ja ce 00siCHU. AKO 10 BpeMe Ha U3MHUTBAHUATA CE TMOTyYaT HEOUaKBAHU PE3yNITaTH,
TpsIOBa J1a ce MpoBeaT U MOJUI0KAT Ha aHAJIU3 TOMbIHUTEHU HEKIMHUYHN TOKCUKOJIOTUYHU U



¢dapmakonornynu u3nuTBanusA.10. AKo JIekapcTBEHUAT MPOJYKT € MpeIHA3HAUEH 32 JBJITOCPOYHO
MIPUJIOXKEHHUE, ClIeBa J1a Ce MOoJaaaT NoApOOHH TaHHU OTHOCHO BCUYKHU Pa3HOBUIHOCTH Ha
(bapMaKkoJIOTUYHO JIeHCTBHE, KOETO CE€ M3SBSBA CJIel MHOTOKPATHO MPHIIOKEHHE, KAKTO U yCTAaHOBSIBaHE
Ha JJO3WPOBKATa MpH JAbJITocpouHa ynorpeda.5.3.1. Joknaam ot 6uodapmarneBTHIHN
n3nuTBaHuAlIpecTaBsT ce TOKIaaN OT U3MUTBAHMS 32 OMOHAIMYHOCT, JOKJIAIU OT CPAaBHUTEIHU
U3IUTBaHKS 32 OMOHAIMYHOCT U OMOCKBHBAJICHTHOCT, TOKJIAJX OT U3MUTBAaHUI 3a IN VItro - in vivo
KopeJanus, KaKTo U JIOKJIAIH 3a U3MUTBAHUS upe3 OMOaHATMTHYHHN U aHATUTHYHH MeTo11.OCBEH ToBa
ce MpaBy OLIEHKAa Ha OMOHAJIMYHOCTTA, KBJETO € HEOOXOAMMO J1a e MOKake OMOEKBUBAJIEHTHOCT Ha
JIEKapCTBEHHUTE MPOAYKTH, onucanu B wi. 28, an. 1 3JIITXM.5.3.2. Jloknaau OT U3NMUTBaHUSI OTHOCHO
(bapMaKOKHMHETHKA C U3MOJI3BAHETO HA YOBEIIKU OMoMaTepuanuB Ta3u Bpb3Ka ce MpeACTaBsT TOKIaIn
OT U3NUTBAHUS 332 CBBP3BAHE C IUIA3MEHUTE NMPOTEHHHU, TOKIAU OT U3MUTBAHUS BbPXY YEPHOAPOOHUS
MeTaboJIM3bM U B3aMMOJICHCTBUSTA Ha aKkTHBHOTO(UTE) BeliecTBO(a) M JOKIH OT U3IMUTBAHUS C IPYTH
BUJIOBE YOBEIIKK Onomarepuainu.5.3.3. Jloknaay oT n3nuTBaHus Ha apMaKOKHHETUKATA MIPH
xopab.3.3.1. Ciequure hapMaKOKHHETHYHH XapaKTEPUCTHKH TPsOBa 1a ObAaT onucaHu:a) abcopomus
(cTemen u muamnas3oH);0) pasnpeaeiieHUe;B) MeTaboIUu3bM;T) eKcKpelusa. OnucBaT ce KITMHUIHO
3HAYUMUTE 0COOCHOCTH, BKIIFOUUTEIIHO 3HAYCHUETO Ha KHHETUYHHUTE JAaHHH 32 JI030BUS PEKUM,
0c00€HO IPY NAIMEHTHTE OT PUCKOBUTE TPYIH, KAKTO U Pa3IHUUATa MEX/y YOBEKa M )KUBOTUHCKUTE
BUJIOBE, U3MOJI3BaHN B HEKJIMHUYHUTE U3MUTBAHUA. B 1oMbIIHEHNE KbM CTaHJaPTHUTE MHOTOKPATHU
(bapMaKOKUHETUYHH W3MTUTBAHMS, TIOMYJAIMOHHN (hapMaKOKWHETHYHH aHAJIN3U, OCHOBAHU BBPXY
CIIy4aiiHO B3€TH OTJEJIHU MPOOH 10 BpeMe Ha KIMHUYHUTE U3MUTBAHUS, ChIIO0 MOTAaT Ja MpeIn3BUKAT
BBIPOCH OTHOCHO IPHUHOCA HA BHHITHUTE M BETPEHIHUTE (PaKTOPH KbM BapHaOMITHOCTTA HA
MIPUYMHHO-CJIEICTBEHATA BPb3Ka MEXy 1032 U (papMakOKMHETHYEeH OTroBop. [IpencrassT ce
JOKJIAINTE OT U3MUTBAHMS Ha (hapMaKOKMHETHKATa M IbPBOHAYAIHATA TOHOCHUMOCT TIPH 3/IPaBH
JNOOPOBOJIIIM U TIPU MAUEHTH, JOKJIATUTE OT (JapMaKOKMHETUYHHN U3MUTBAHU 32 OLIEHKA Ha €(heKTUTE
Ha BBHITHUTE W BHTPEHIHNATE (PAKTOPH, KAKTO U JIOKJIAJUTE OT U3MUTBAHUS 32 TIOITyJIallMOHHATA
¢dapmakokuHeTHKa.5.3.3.2. AKO JIEKapCTBEHUSAT NMPOJYKT OOMKHOBEHO C€ Ipujiara eJHOBPEMEHHO C
JpYTH JIEKapCTBEHH MPOIYKTH, CIEe/IBa Ja Ce aAaT NOApOOHU TaHHH OT MPOBEJICHUTE N3NUTBAHMS HA
CbBMECTHOTO MPUJIOKEHHE, KOUTO Jla MOKaKaT Bb3MOKHOTO U3MEHEHUE Ha (hapMaKOJIOTHYHOTO
neiicteue. apMaKOKUHETUIHHUTE B3aUMOJICHCTBUS MEKIY aKTHBHOTO BEIIECTBO U IPYTH JIEKAPCTBEHH
MIPOJYKTH UJTU BEIIEeCTBA TPsiOBa CHINO Aa ObaaT mpoydeHu.5.3.4. Jloknaau OT U3NMUTBAHUS HA
dapmakomHamukara npu xopad.3.4.1. dapMakoIMHAMHUYHOTO JCHCTBHE, CHIIOCTABEHO C
eukacHOCTTa, BKJIFOYBA (a) MIPUIMHHO-CIICICTBEHATA BPB3Ka MEXKAY 71032 U OTTOBOP U HEHHOTO
pa3BHUTHE BbB BpeMeT0;0) 000CHOBKA Ha JIO3UPOBKATA M YCIIOBHS 32 MPUIIOKCHUE;B) HAUMH HA
JeiicTBUE, aKo € Bb3MOKHO.OmnuUcBa ce papMakoIMHAMUYHOTO J€HCTBUE, HECBBP3AHO C
epukacHocTTa.J[eMOHCTpUpaHeTo Ha papMaKOoIMHAMUYHHATE €PEKTH BHPXY XOpa camMo 1o cede cH He €
JOCTaTh4YHO 32 0OOCHOBAaBaHE Ha U3BOJIUTE 10 OTHOILIEHHE HA BCEKH OT/IEJIeH NOTEHIIMAIeH
TeparneBTHUeH edekr.5.3.4.2. AKO JTeKapCTBEHUAT MPOITYKT OOMKHOBEHO Ce MpHJIara eTHOBPEMEHHO C
JPYTH JIEKapCTBEHH NMPOIYKTH, CIe/IBa Ja C€ 1aAaT NOJpOOHOCTH OTHOCHO MPOBEACHUTE U3MUTBAHUS Ha
CBHBMECTHOTO MPHUJIOKEHNE, KOUTO JIa MOKaKaT Bb3MOKHOTO M3MEHEHHE Ha ()apMaKOJIOTUIHOTO
neiicteue. apMakoAMHAMUYHUTE B3aMMO/ICHCTBHSI MEX/ly aKTUBHOTO BEILIECTBO M JIPYTH JIEKAPCTBEHU
MIPOAYKTH HMJTH BEIIeCTBa TPsIOBa ChINO /1a ObaatT npoydenun.5.3.5. Jlokimanm oT u3MUTBaHuUs 3a
eukacHocT u 6e3onacHoct5.3.5.1. Joknaau OT KOHTPOJIMPAHU KIMHUYHU TPOYUYBAHUS OTHOCHO
3asBeHUTe WHAUKANUUIIo MPUHITUT KIMHIYHUTE W3MTMTBAHUS TPIOBa /1a ce MPOBEXKIAT KaTo
"KOHTPOJMPAaHU KIMHUYHU U3MUTBAHUSA ', aKO € BH3MOXKHO, J1a Ca PAHJOMU3HUPAHU U aKO € MOIXOISIIO -
cpelty 1uiae0o u/uiu cpeiry yTBbPICH JISKApCTBEH MPOIYKT C J0Ka3aHa TeparneBTHYHA CTOHHOCT;
BCEKH JIPYT TU3aiiH Ha U3NUTBAaHETO TpsAOBa /1a Ob1e 000cHOBaH. JIeueHneTo Ha KOHTPOJIHUTE TPYITH
BapHpa IpH OTIEIHUTE CIYYaH, a CHIIO U 3aBUCH OT €TUYHU CHOOPAKEHUS U OT TepaleBTHYHATA
obnact. B Hskou ciaydan Moxe a Ob/ie I0-yMECTHO J1a Ce CPaBHU €(PUKACHOCTTA Ha JIa/ICH JIEKapCTBEH
MPOJYKT C Ta3W Ha Beue YTBBPACH JIEKAPCTBEH MPOJIYKT C I0OKa3aHa TepalleBTUYHA CTOHHOCT, BMECTO Ja



ce cpaBHsBa ¢ edexra Ha mianeo.1. JJoKoIKOTO TOBa € BB3MOXKHO M OCOOCHO B H3MUTBAHUS, KbIETO
eexThT Ha MPoIyKTa HE MOXKeE J1a O'bIe OOEKTHBHO U3MEPEH, CIIe/[Ba Ja Ce MPEIIPHEMAaT CTHIIKH, KOUTO
12 N30€rHaT OTKIIOHEHHATA, BKIFOUUTEIHO METOAUTE HA paHJOMHU3MpaHe 1 3aciensBane.2. [IpoTokonbt
OT M3MHUTBAHETO TPSOBA Jia BKIIOYBA [SUIOCTHOTO OIMCAHKUE HA CTATUCTHYECKUTE METOU, KOUTO Ce
U3M0J13BaT, Oposl MAIMEHTH U IPUYMHUTE 32 BKJIIOYBAHETO (BKJIFOUUTEIHO M3YKMCIICHUS 3a CHJIaTa Ha
U3IHTBAHETO), CTEIICHTA Ha BAKHOCT, KAKTO M OIMCAHKE HA CTaTHCTHYecKaTa eqununa. Ciessa ia ce
JTOKYMEHTUPAT B3ETUTE 32 N30ArBaHE HAa OTKIIOHEHUETO MEPKH, MO-CIICIUATHO METOIMUTE 32
panoMu3u3anus. BriouBaHeTo Ha rojsiM Opoil y4aCTHHIM B U3IHMTBAHETO HE TPsAOBa J1a ce pasriexia
KaTO PaBHOCTOMHO Ha MPAaBUIIHO KOHTPOJIMPAHO n3nuTBaHe./lanHuTe 32 Oe30macHOCTTa TpsiOBa J1a ce
Pa3IIIekKIaT, KaTo ce B3eMaT MPEeABU PHKOBOJCTBATA, MyOIMKyBaHH OT EBporeiickaTa KOMUCHS, KaTo
0co0eHO BHUMaHHE ce 00bpHE Ha CITy4auTe, MOSBUIIM Ce B pe3yiITaT Ha IPOMSHATA B JO3UPOBKATA HIIH
HEOOXOIMMOCTTa OT CHIIBTCTBAILO JICYUCHUE, CEPUO3HU HEXKEIIAHU CHOUTHUS, CHOUTHSI, KOUTO BOJIT JI0
OTIaJaHe, KaKTo U CMBPTHH citydan. TpsiOBa fa ce MACHTU(PHUIMPAT BCUYKH NAMCHTH WK TPYITH
HALUCHTH C MOBUILCH PUCK, KATO 0COOCHO BHUMAaHHKE CIIeBa J1a C€ OTJCIH Ha MOTCHIMAHO YSI3BUMHUTE
HAlMEHTH, YUUTO OPOH MOXKE J1a € HEe3HAYUTEIICH, HallpUMep Jiela, OpeMEHHHU KEHH, Bb3PACTHU X0pa C
KPEXKO 3JIpaBe, Xopa ¢ MPOSBEHN aHOMAIIMK B METa0O0IM3Ma HJIH B €KCKpelHsaTa U T.H. TpsOBa na ce
ONHMIIIe 3HAYEHHETO Ha OIleHKaTa Ha 6€301acHOCTTa 110 OTHOLICHHE Ha Bb3MOXKHATA YIIoTpeda Ha
JekapcTBeHus npoaykr.5.3.5.2. Jlokiaan OT HEKOHTPOJIUPAHH KIMHUYHU HU3UTBAHUS, TOKIAIH,
BKJIFOUBAIIY aHAIM3U HA IAHHUTE OT MOBEYE OT €JJHO M3MUTBAHE, U JIPYTH JOKIIAJN OT KIMHUIHU
u3nuTBaHU TpsiOBa J1a ce MpeACTaBAT Te3u Aokiaau.5.3.6. Jlokiaaam oT moCTMapKETHHTOBO
npocIeiiBaHeAKO JIKAPCTBEHUST IPOAYKT BeUe € MOTYYHII pasperieHue 3a ynorpeda B TpeTH
ABPXKABY, TIPH B3MOKHOCT C€ MPEACTaBs HH(GOPMAIHs OTHOCHO HEXKEJIAHUTE PEaKIUU Ha ChOTBETHUSI
JICKapCTBEH MPOAYKT U JICKAPCTBEHUTE NPOYKTH, KOUTO ChIIBPIKAT CHIOTO aKTHBHO(M) BeliecTBo(a)
BBB Bpb3Ka ¢ H3noia3Banute 103u.5.3.7. KIMHUYHU KapTH Ha MAMEHTHUTE U CIIUCHIIHU C OTACIHH
narnueHTnKoraro ce npeacTassT, ChIIIACHO ChOTBETHUTE PHKOBOCTBA, MyOIMKyBaHH OT EBporeiickata
areHnus 1o JIeKapcTBaTa, KIIMHUYHUTE KapTH Ha MAIMEHTUTE U CIIUCHIUTE C OTACTHM MallMeHTH TPsiOBa
1a ca OJIPE/ICHH U MPECTaBEeHH B CBIIUS PeJl, B KOMTO ca MPEICTaBeHH B IOKJIQJANUTE OT KIMHUYHUTE
W3MUTBAaHKUS U HICHTU(QHUIUPAHH IO U3MTHTBAHHS.

[Mpunoxenne Ne 6.1 kM . 7, an. 3/lokymeHTaIus 3a 3asBJICHUS TIPU U3BBHPEIHU
obcrositenctBaKoraro ceriacuo wi. 56 3JIIIXM 3asBUTENAT 10KaXe, Ue HE € B ChCTOSHUE Ja
MIpe/ICTaBU U3YEPIIaTeIHU JaHHU OTHOCHO e€(UKacHOCTTa U 0€30M1aCHOCTTa MPY HOPMAJIHM YCJIOBUS Ha
yrnoTpeba nopajau ToBa, ye:l. mokasaHusATa, 3a KOMTO € IpeJHa3HaueHa yrnoTpedara Ha MPOAYKTa, ca
TOJIKOBA PSAKO CPEIllaH!, Y€ 3assBUTENAT 0 00SCHUMHU IPUYMHU HE MOXKE J1a MPECTABU ITbJICH
JI0Ka3aTeJICTBEH MaTepuall, Win2. CbCTOSHUETO HAa HAyYHUTE MMO3HAHUA KbM MOMEHTA € TaKOBa, Ye He
MOJKe J]a ce TIPEJICTaB! U34epIiaTeiHa nH(opManus, Win3. Ou OUII0 MPOTUB OOMIONPUETUTE TPUHITHITH
Ha MEJUIIMHCKATa eTUKa J1a ce chOMpa TakaBa MH(OpMaIs, pa3pelieHre 3a ynorpeda Moxe aa ce
u3naze noj ycinosue. Te3u ycinoBus Morar Ja BKJIIOYBAT U3MBIHEHUETO Ha CIEAHUTE 3a1bJKeHus: .
3asiBUTEIAT 111€ U3MBIHABA ONIPEEIICHA porpaMa OT U3MUTBAHUS B PAMKHUTE Ha IEPUO/A OT BPEME,
onpeneneH oT M3nbIHUTENHATA areHIUs 110 JIEKapCTBATa, KaTO PE3YNTATUTE OT TE€3W U3NUTBAHHUS 11E
(dopMupaT ocCHOBaTa 3a MPEOLIeHKa Ha ChOTHOIIEHHETO No3a/prcK;2. JIeKapCTBEHUAT MPOAYKT MOXKE Ja
ce OTIIyCcKa caMo I10 JIEKapCKO MpeucaHue, KaTo B ONpeAeNieHH cllydyanl MOe Ja ce yoTpeOsiBa caMo
0] CTPUKTEH JIEKapCKU KOHTPOJI, EBEHTYaJTHO B OOJIHUYHO 3aBE/ICHUE, a MPU paanodapMarieBTULIUTE -
caMo IoJ1 KOHTpoJIa Ha KBanuduuupano nure;3. JIncroBkaTa, KakTo M BCSKa MEIUITMTHCKA HH(OpMAITHS
TpsiOBa J1a NPUBIMYAT BHUMAHHETO HA OOIIONPAKTUKYBALIHS JIeKap KbM (aKTa, 4e ChLIEeCTBYBAILUTE
JTAHHU 32 JIEKAPCTBEHMSI IPOJAYKT BCE OILE HE Ca 33I0BOJINTEIIHNA B HIKOU OTHOLIEHUS.

[Tpunoxxenue Ne 7 xpm uit. 7, an. 4CnenudyuyHr U3UCKBaHUS KbM MOayn 3, 4 u 5 3a
panuodapmanestuiy u npexkypcopul. PannodapmanesruniuMonyn 31. B cbcTaBa Ha KUT, KOHTO 111e



ObJe paTuoMapKupaH, el KaTo Obe JOCTaBeH OT MPOU3BOIUTENS, 32 aKTUBHO BELIECTBO CE CUUTA
OHAa3M YacT OT ChCTaBa, KOSATO € MpeJHa3HayeHa Ja HOCH WM Jia CBbpKe paauoHykiuaa. Onucanuero
Ha METO/ia Ha IIPOU3BOJICTBO Ha KUTOBE TPsA0Ba Ja ChAbpKa JaHHU 3a IPOM3BOACTBOTO HAa KUTA U IaHHU
3a MpenopbunTEIHATA KpaiiHa 00paboTKa WiIH Mpoleaypa 3a NojJyyaBaHe Ha paJHMOaKTHBHUS
JeKapCcTBEeH MpoAyKT. Heobxoaumure ciennpukaniy Ha paAuoHyKINIa, KbJIETO € He0OOXO0IUMO, ce
OIMCBAT B CHOTBETCTBUE C 00I1aTa MOHOrpadus WiK ¢ oTaeIHITe MOHOorpaduu Ha EBponeiickarta
¢dapmakornes. J[OMbIHUTEIHO cE ONUCBA BCSIKA ChCTaBKa, KOSATO € OT 3HAYCHHE 33 PAJOMapKUPAHETO,
KaKTO U CTPYKTypaTa Ha pauOMapKUpPaHOTO CheIUHEHNE.3a PaIMOHYKIUIUTE CE OIHCBAT
M3BBPUIBAILUTE CE SIIPEHU peaklnu.B renepaTopa 3a akTUBHU BEIIECTBA CE CUUTAT KAKTO MaTEpHUTE,
Taka U AbLIEpHUTE pafuoHYyKIuaAu.2. [IpeacTaBsT ce JaHHH 32 €CTECTBOTO Ha PaAHOHYKIH/IA,
UACHTU(UIMPAHE HA H30TOIA, BB3MOXXHUTE PUMECH, HOCUTEJS, KaKTO U yroTpedara u cnenuduyHara
aKTUBHOCT.3. V3X0qHUTE MaTepuaau BKIOYBAT MUILIEHHUTE MaTepraiu 3a oonbuBane. 4. [Ipencrassar
ce CbOOpaKEHUSI OTHOCHO XMMHUYHATA/paJHOXMMHYHATA YMCTOTA U HeWHATa BPh3Ka C
ouopaznpenenennero.5. Onucpar ce paguoHyKIUAHATA YUCTOTA, PAAMOXUMHUYHATA YUCTOTA U
cnenn(uYHaTa AKTUBHOCT.6. 32 TeHEpaTOpH ce M3UCKBAT MOAPOOHH JJAaHHU OT U3MUTBAHETO HA
MaTEpHUTE U ABUICPHUTE PAAUOHYKIUIN. 32 TEHEPATOPHU €llyaTH ce MPEJCTaBAT JaHHU OT
M3MMTBAHHUATA HA MATEPHUTE PATUOHYKIIUAN U Ha JPYTUTE ChCTAaBKHM HA TeHEpaTOpPHATA CHCTEMA. /.
M3ucKBaHeTO /1a Ce M3pa3u ChAbPKAHUETO HA aKTUBHOTO(MTE) BEIIECTBO(a) Ype3 MacaTa Ha aKTHBHATA
4yacT Ha MOJIEKYyJIaTa BaXu caMmo 3a kutoseTe. [1o oTHoLIeHNe Ha paAMOHYKIIUUTE PaJO0aKTUBHOCTTA
ce u3passiBa B OeKkepey KbM OIpeieieHa JaTa U IPH HEOOXOAUMOCT ce JaBa BPEMETO, OTHECEHO KbM
yacoBara 30Ha Ha Pemmrybnuka bearapus. [locousa ce BuapT Ha paauanusta.8. [Ipu kutose B
crenu(puKauuTe Ha KpalHUS IPOAYKT C€ BKIIOYBAT U3MUTBAHUS 32 KayecTBaTa Ha MPOAYKTa CIIe]
paavomapkupase. BkirouBat ce moaxoasiiy MeToIu 32 KOHTPOJI HAa paJUOXUMUYHATA U
paAMOHYKIIMIHATA YUCTOTA HA PaJOMapKUPAHOTO CheAMHEeHnEe. Beeku MaTepual, KOMTo € BaKeH 3a
panmoMapKupaHeTo, TpsiOBa aa ce uaeHTuduUIMpa 1 1a ce onpeneny konnaectseHo.9. [peacrass ce
uHpopMalus 3a CTAOMIIHOCTTa Ha PAJMOHYKIINJIHUTE TeHEPaTOpH, KHTOBETE U PaJUOMapKUpPaHUTE
MpOAYKTHU. 3a paguodapMaIeBTUII B MHOTO030BH (hJIaKOHU CE€ JOKYMEHTHPA CTA0OMITHOCTTA MIPU
u3non3BaneTo uM.Monyn 4CuuTa ce, ye TOKCHYHOCTTa MOJKE J1a € CBhP3aHa ¢ paJHallMOHHaTa J103a.
[Ipu nuarHocTuka ToBa € MOCIeANIIA OT U3MOI3BaHETO HA palnodapMalleBTHK; PU Tepanus TOBa €
eJlaHo cBoMCTBO. ClieJoBaTEHO MPH OIIeHKaTa Ha 0€3BpeTHOCTTa U €(pUKACHOCTTA Ha
paanodapMaleBTULIMTE C€ B3eMaT IPEeBU] U3UCKBAHUATA 32 JIEKAPCTBEHU MIPOJYKTH U aCLIEKTUTE HA
paJualoHHaTa Jo3uMeTpHs. JJokyMeHTHpa ce OpraHHOTO/TbKaHHOTO U3JIaraHe Ha 00JTbYBaHe.
N3uucnsBa ce abcopbupaHaTa paaualoHHa /1032 Ype3 MOCOYEHA MEXTYHapOIHO MIpU3HaTa cucTeMa
IIPU CHOTBETHHUS T Ha BbBEXJ1aHe.Moyn SPe3ynrature oT KIMHUYHY U3MUTBaHUS TpsAOBa Ja ce
MIPEJICTaBAT, KOTaTo € MPpUJIOKUMO. B mpoTuBeH ciayyail ce mpencraBs 000CHOBKA B MPETJIEAUTE Ha
kIuHUYHUTE AaHHu. ||, PagrodapmaneBTHUHN IpeKypcopH 3a LeuTe Ha paaruomMapkupaneB
crenupuUHuA caydail Ha pagnodapMalieBTUYEeH MPeKypcop, IpeIHa3HayeH eIMHCTBEHO 3a LIeJTUTe Ha
pazmoMapKUpaHEeTO, OCHOBHATA LeJI € J1a Ce MPEeCTaBU HHPOpPMalIKs, HACOUEHAa KbM Bb3MOXKHHUTE
MOCJICANIA OT HETOCTAThYHO €PUKACHOTO PAIMOMapKUPaHe WM JUCOIMUpaHe iN VIVo Ha
pazmoMapKUpaHUs KOHIOTaT, TOECT BBIIPOCH, CBbP3aHU C Bb3JCHCTBUETO Ha CBOOOIHUS PaAHOHYKIIH
BBpXY nanuenTta. Heo6xoaumo e n1a ce npeacTaBu U ChbOTBETHATA HHPOPMAIIHS BbB BPb3Ka C
npo¢ecoHaTHI PUCKOBE, CBbP3aHH C PAJUAIMOHHOTO 00JIbUBaHE HA OOJTHUYHMS NIEPCOHAT U Ha
OKOJIHaTa cpesa.B HaKou ciiydau, KbJETO € IPUII0KUMO, Ce TIPECTaBs ciieqHaTa nHopmanus: Moy
3Pa3znopendure Ha MOy 3 BakaT 3a paanodapMaleBTUYHUTE IPEKYPCOPH, KaKTO € TOCOUYEHO MO-Tope
(touxu ot 1 10 9), Koraro e npuoxkumo.Mozyin 4I1o oTHOIIEHHE HAa TOKCHYHOCTTA MIPU €THOKPATHO U
IIPU MHOTOKPATHO MpHJIaraHe ce MPEeACTaBAT Pe3yJITaTUTE OT MPOBEACHUTE N3IUTBAHUS B CHOTBETCTBUE
C pa3nopenouTe, OTHACAIIHU ce 0 1o0paTa JabopaTopHa MpaKkTUKa, MPEIBUICHU B JIUpEeKTUBH
87/18/ENO u 88/320/EUO, ocBeH ako He € 000CHOBAHO 1O APYT HauuH.V3MUTBaHWs 32 MyTareHHOCT Ha
PaMOHYKIIMIUTE HE C€ CUUTAT 3a MOJIe3HU B TO3M ciyyail.llpencTaBsaT ce JaHHM OTHOCHO XMUMHUYHATa



TOKCHYHOCT M OMOpa3npeieleHne Ha ChOTBETHUS HEpaaHoakTUBEH n3oTon.Moayn SKinananata
uHpopMalus, MOITy4eHa OT KIMHUYHU U3MUTBAHUS C U3MOJI3BaHE HA caMusl PEKypCop, HE ce CUMTa 3a
yMeCTHa B CHIEIIU(PUUHUS caydail Ha paanoQapMaleBTUIeH IPEeKypcop, KOWTO € IMpeHa3HaYeH
€IMHCTBEHO 3a LIeJINTEe Ha pajuoMapkupaHe. Beiipeku ToBa ce npeacrass MH(GOpMalus, 1oKa3Balla
KIMHAYHATA TI0J132 OT paanoQapMalieBTUIHNUS IPEKYPCOp TOraBa, KOraTo ChUIUAT € MPUKPETIEH KbM
CBHOTBETHUTE HOCEIIHU MOJIEKYIIH.

[Tpunoxenne Ne 8 kM wi. 7, ain. 5(M3m. - JIB, 6p. 33 or 2010 r., B cuita ot 05.04.2010 r.)Crneunduanu
M3HUCKBaHUS KbM JIOCHETO Ha JIEKAPCTBEHU MPOAYKTH 3a MoJiepHa TepanuslIpu pa3peniaBane 3a
ynoTpe0a Ha JISKapCTBEHHU MPOJYKTH 3a MOJIEpHA TEpaIusl Ce CJIeBAT U3UCKBAHUATAa OTHOCHO dopmara
(Momynu 1, 2, 3, 4 u 5), mocoyenu B ui. 7, ain. 1, 1. L.IIpunarar ce TeXHUUECKUTE U3MCKBAHUS 32 MOYJIN
3, 4 u 5 3a OMOIOTHYHUTE JIEKAPCTBEHU IIPOJAYKTH, ONMcaHu B npuiokerus 4.1 u/umu 4.2, 5 u 6.
CriennaaHUTE WU3MCKBAHUS 32 JICKAPCTBEHUTE MPOIYKTH 32 MOJICPHA TEpAI¥sl, OMUCAHH B yacTH A, b u
B Ha npuiioskeHreTo, 00SCHSIBAT 110 KAKbB HAYMH U3UCKBAHUATA OT npriioxeHus Ne 4.1(4.2), 5u 6 ce
MpuJIarat KbM JISKapCTBEHHUTE MTPOYKTH 32 MOJICpHA Tepanus. B 1onmbIHeHHE TaM, KbJIETO TOBA €
1enecr00pa3Ho, U ¢ OrJie] Ha crienrdukara Ha JIeKapCTBEHUTE MPOAYKTH 32 MOJIEpHA Teparnus ca
OTIpe/ICTICHU ¥ IOTBITHUTEITHU U3ncKkBanus. [lopaau cienuuaHOTO €CTECTBO Ha JICKAPCTBECHUTE
MIPOJYKTH 32 MOJIEpHA Teparus PpHU ONpEeeNIIHE Ha CTETIEHTA, 10 KOSITO B 3asBICHUETO 3a pa3pelieHue
3a ynorpeba TpssOBa ga ObAAT BKIFOYCHU JAHHH OTHOCHO Ka4eCTBOTO, KJIMHHYHU U HCKJIMHUYHY JTaHHHU,
MOJKE J]a C€ U3I0JI3Ba MIOIX0]] B 3aBUCUMOCT OT PUCKA B CHOTBETCTBUE C HAYYHUTE yKa3aHUSI OTHOCHO
KauecTBOTO, 0€30MacHOCTTa ¥ €(PUKACHOCTTA Ha JIEKAPCTBEHUTE MPOYKTH, KAKTO Ca IPUETH OT
KomuTeTa 3a IekapcTBEHH MPOAYKTH 32 XyMaHHa ynotpeda u myoaukyBaHu ot EBporneiickara areHus
o siekapctBara (EAJI), kakTo u ocTaHanuTe pbKoBojcTBa Ha OOIIHOCTTa, MyOnuKyBanu ot Komucusra
B pa3nuuHu TOMOBE Ha [IpaBuiTHuKa 3a JIeKapCTBEHUTE MPOAYKTH B EBpornieiickaTa 0OIIHOCT. AHATU3BT
Ha prcKa MOXe J1a o0XBallla Iesus Mpoliec Ha pa3paboTka. PuckoBute dakTopu, KOUTO MoraT Jia ObaaT
pasraeKIaH!, BKIIOYBAT: IIPOM3X0/1 Ha KIIETKUTE (ABTOJIOKHHU, aJIOTCHHU, KCEHOT€HHH), CIIOCOOHOCT Ha
KJIETKUTE Ja npoiudepupar u/wmu faa ce qudepeHiupar u a npeau3BUKaT MMyHHA PEaKIns, HUBO Ha
KJIEThYHA MaHUITYJIAIMs, 3aMbPCSIBaHE HAa KIIETKUTE C OMOAKTUBHU MOJICKYITH WU CTPYKTYPHH
MaTepuaiy, eCTECTBO Ha JEKapCTBEHUTE MPOAYKTH 3a T€HHA Teparus, CTENeH Ha CIOCOOHOCT 3a
PEILTHKAIHS Ha BUPYCH WIIH MHKPOOPTaHU3MH, U3IOJI3BAHHU IN VIVO, HUBO Ha MHTETPAIUsA Ha CEKBEHIUH
OT HYKJICMHOBU KHUCEJIMHH UM T€HU B TEHOMA, IBJITOCPOYHA (PYHKIIMOHATHOCT, PUCK OT OHKOT€HHOCT U
HAYMH Ha IPWJIOKEHUE WIN yroTpeda. B ananmu3a Ha pucka 1moji BHUMaHHE MOTAT Ja ObJIaT B3€TH U
JPYTU MPUIOKUMH HATMYHU HEKJIMHUYHU ¥ KIMHUYHY TaHHU WK OIUT C APYTH, CBbP3aHU
JICKapCTBEHH MPOJIYKTH 32 MOJICPHA Teparnus. BesSko eJHO OTKIIOHEHUE OT M3UCKBAHUSTA HA TOBA
MIPUIIOKEHHE ce 000CHOBaBa HAyYHO B MOAYIM 2 OT 3asBleHueTo. Koraro ce mpuiara onucaHusT
MO-TOpE aHAJIN3 Ha PHUCKA, CHIIHUAT C€ BKIIOYBA M OMKCBA B MOTYJ 2. B TakbB cilydail m3noii3BaHara
METOJIOJIOTHS, ECTECTBOTO Ha YCTAHOBEHUTE PUCKOBE U U3BOANTE OT OCHOBAHUS HA PHUCKA MOIXO/
CHpSIMO TIpoTrpamaTa 3a pa3paboTBaHe U OlleHKa ce 00CHKIAT, KaTO Ce ONUCBAT BCHYKH OTKJIOHCHHUS OT
M3HMCKBaHUSATA HA MIPUJIOKEHUATA KbM Ta3u Hapea0a BCIeACTBHE HA aHaK3a Ha pucka. [Ipu
pasperaBane 3a ynorpe0a Ha JISKapCTBEHH MPOJAYKTH 32 MOJICpHA Teparus 10 CMUCHIIA Ha YICH 2,
naparpa¢ 1, Oyksa a) ot Pernmament 1394/2007 na EBponetickus napiaamenT u CbBera Ha EBpomneiickus
ChI03, 00H., L OB, 0p. 324 ot 10 nexemBpu 2007 1., ce ciaenBaT U3UCKBAaHUATA OTHOCHO hopMaTa
(Monmymu 1, 2, 3, 4 u 5), nocoyenu B Ta3u Hapenoa.A. CrienuaiHd U3UCKBAHUSI KbM MOJYJ 3 OT IOCUETO
Ha JICKApCTBEHU MPOAYKTH 32 MojiepHa Tepanus:1l. CrienuaaiHu H3UCKBAHUS 32 BCHYKH JICKApCTBEHU
MPOJYKTH 3a MoziepHa Tepanus [IpencTass ce onucaHue Ha CUCTeMAaTa 3a MPOCIEAUMOCT, KOSTO
MIPUTEKATEIAT HA pa3pelICHUETO 3a yIoTpeda Bb3HAMEPsBa Jia Ch3/1aJIe M J1a TIOTbpKa ¢ e Ja
rapaHTUpa, 4€ BCEKH MPOJYKT, KAKTO U HETOBUTE U3XOJIHU MAaTepUAIH U CYPOBUHH, BKIFOUUTEITHO
BCHYKH BEIIECTBA, KOUTO CE€ ChIABPIKAT B HETO U BJIM3AT B KOHTAKT C KJIETKUTE M ThKAaHUTE, MOTaT Ja
OBbJAT MPOCIEACHH 110 BpeMe Ha OCUTYPSIBAHETO HA MAaTEPUAINUTE, IPOU3BOACTBEHHUS MPOIIEC,



OIIaKOBAHETO, ChXPAHEHUETO, TPAHCIIOPTA U IOCTAaBKATa /10 JICYEOHOTO 3aBEJICHNE, B KOETO CE U3I0JI3Ba
npoaykThT.CHcTEMaTa 3a MPOCISTUMOCT TPSOBa Ja € IOIbJIBAIla U ChOTBETCTBAIIA HA H3UCKBAHHSATA
Ha 3aKOHA 3a TPAaHCIUIAaHTAUs Ha OPTaHu, ThKaHHU U KJIETKH U Ha 3aKOHA 3a KPbBTA, KPHBOJAPSBAHETO U
KPBBOIPEIMBAHETO U TIOA3aKOHOBUTE aKTOBE IO MpHJIaraHeTo uM. 2. CrenuaiHi W3UCKBaHUS KbM
JeKapcTBeHH MpoaykTH 3a renHa tepanus (JIIII'T): 2.1. BeBenenue: kpaeH JeKapcTBEH MPOAYKT,
aKTHBHO BEIIECTBO U M3X0aHU Marepuanu 2.1.1. JlekapcTBeHH MPOAYKTH 3a TeHHA TEpaIus,
ChIbpIKAIIM CeKBEHIUs (M) HA PCKOMOMHAHTHA HYKJICHHOBA KUCEIMHA WM TeHETUIHO Moauduiiupan (1)
MHUKpOoOpranu3sm(3mu) win Bupyc(u)KpaliHUST JeKapCTBEH MPOAYKT Ce ChCTOM OT CeKBeHIUs (1) Ha
HYKJICHHOBA KUCEJIMHA WM FeHETUYHO Moauduipan (1) MUKpoOpraHu3bpM(3Mu) uin Bupyc(u),
MOCTaBEH B ITbPBUYHA OIAKOBKA U MpEJHA3HAYCH 3a ynorpeba. KpailHUST TeKapCTBEH MPOJAYKT MOXKE
na Obae KOMOMHUPAH C MEIUIIMHCKO U3JeNne 1o Wi. 2, ai. 1, T. 3 ot 3akoHa 32 METUITUHCKUTE U3ICIHUs
WJIH C aKTHBHO MMIUTAHTHPYEMO MEIUIIMHCKO H3/Ieie. AKTUBHOTO BEIIECTBO C€ ChCTOU OT
CEKBEHIMsI(M) HAa PeKOMOWHAHTHA HYKJICMHOBA KUCEIMHA MM TeHETUYHO MOTuHIupaH(n)
MHKpOOpranu3bM(3Mu) win Bupyc(u).2.1.2. JlekapcTBeHH POIYKTH 3a TEHHA TEParus, ChIAbPXKAIIN
TEHETUYHO MOIU(UIPAaHH KICTKUKPpaHUAT JTIEKapCTBEH MPOAYKT CE CHCTOM OT T€HETUYHO
MOTUGUIIMPAHH KIIETKH, TOCTABEH B I'bPBUYHA OIAKOBKA U MPEIHA3HAYECH 3a YIoTpeda, U MOXe Ja
ObZie KOMOMHUPAH C MEAUIIMHCKO M3JIeNne 0 Wi. 2, ait. 1, T. 3 oT 3aKoHa 32 MEAMIUHCKUTE U3IEIHUs
WK C aKTHBHO MMIUIAHTUPYEMO MEIUIIMHCKO M3/1eHe. AKTUBHOTO BEUIECTBO CE ChCTOU OT KJICTKH,
TEHETUYHO MOTU(PHUIUPAHH C IIOMOILTA HA €MH OT MPOAYKTUTE, ONMUCAHU B 4acT A, T. 2.1.1 oT ToBa
npunoxenne.2.1.3. [Ipu npoayKTH, ChCTOSIIIU C€ OT BUPYCH WM BUPYCHH BEKTOPH, H3XOJIHU
MaTepHalii ca KOMIIOHEHTUTE, OT KOUTO € MOJIy4eH BUPYCHUST BEKTOD, T.€. OCHOBHATA KYJITypa 3a
BUPYCHHSI BEKTOP WX TUIA3MUANTE, H3IIOI3BAHH 32 TPAHCQEKIIHs Ha TTAKETaXXHUTE KICTKH, 1 OCHOBHATA
KJIeThYHA OaHKa 3a JIMHUATA Ha MaKeTaXHUTE KieTku.2.1.4. [Ipu mpoayKTH, ChCTOSIIMU CE OT TUTa3MHIH,
HEBUPYCHU BEKTOPHU M TCHETHYHO MOAUDUIIMPAHH OPTaHU3MH, Pa3JIMUHU OT BUPYCH M BUPYCHH
BEKTOPH, U3XOTHI MaTEpUaI ca KOMIIOHEHTHTE, 3TIOJI3BAaHH 33 TEHEPUPAaHEe Ha MMPOU3BOIUTEIIHATA
KJIETKA, T.€. TUIa3MUbT, OaKTEpHUsATa TOCTONPHEMHUK U OCHOBHATA KJIEThYHA OaHKa OT PEKOMOMHAHTHH
Oakrepuanau kieTku.2.1.5. [lpu reneTnyHo MoauQUIMpPaHU KIETKA U3XOAHA MaTepHal ca
KOMITOHEHTHTE, U3MO0JI3BaHU 3a MMOJy4aBaHEe Ha FTeHETHYHO MOAN(DUIIMPAHUTE KIIETKH, T.€. H3XOJHHUTE
MaTepHali 3a IMOoJIydaBaHEe Ha BEKTOPA, CAMHST BEKTOP M YOBEIIKUTE WM KHUBOTHHCKHUTE KIICTKH.
[TpuHIMnIHTEe HA MOOpAaTa MPOU3BOCTBEHA MPAKTHKA CE TPUIaraT HaIoJy [0 BepUrata CYuTaHo OT
cucTeMara oT OaHKH, U3IOJI3BaHa 32 MPOU3BOJICTBOTO Ha BekTopa.2.2. Crenuanau n3nckBanusiOCBeH
W3HCKBaHUATA, onpenenenu B T. 3.2.S u 3.2.P ot npunoxxenue Ne 4, ce mpuiarar u ClieIHUTE
usuckBanusi:a) [IpencTaBs ce MHPOpMAIHS 32 BCHIKH U3XOHU MaTepHaIH, H3IOJI3BaHU B
MPOM3BOACTBOTO Ha aKTUBHOTO BELIECTBO, BKIFOYHUTEIIHO 3a MPOAYKTHTE, HEOOXOIMMH 32 TCHETHYHO
Mo UUIpaHe HA YOBEIIKY WM )KUBOTHHCKU KJIETKH, ¥ IOKOJIKOTO € PUIIOKHUMO, 32 TTOCIIeIBAIIO
KYJITUBUPAHE M ChXPaHSBAaHE HA TCHETUYHO MOIU(PUIIMPAHUTE KICTKH, KaTO CE UMa MPEIBU]T
eBEHTYAIHOTO OTCHhCTBUE HA €TANU HA MPEYMUCTBAHE B IPOU3BOICTBEeHNUS mpoiiec.0) [Ipu mpoaykTuTe,
ChIBPIKAIIY MUKPOOPTAaHU3MH WJIM BUPYCH, CE MIPEICTABST JaHHU 3a TEHETHYHATa MOJHU(pHUKAIIHS,
aHaJM3a Ha CEKBEHIIHSTA, aTEHIOMPAHETO Ha BUPYJICHTHOCTTA, TPOIM3Ma IO OTHOIICHNE Ha KOHKPETHH
BUJIOBE ThKAHU M KJIETKH, 3aBUCUMOCTTa Ha MUKPOOPTraHU3Ma MM BUPYCa OT KJICThUHUS IIUKBJ,
MaTOreHHOCTTA U XapaKTePUCTUKUTE Ha U3XOAHUS 11aM.B) CBbpP3aHHUTE C IPOU3BOACTBOTO
OHEYMCTBAHUS U TE3H, CBbP3aHH C MPOAYKTa, CE ONMMCBAT B ChOTBETHUTE Pa3/Ieii Ha IOCUETO, KaTO
MO-CIIEI[MATHO C€ OMKMCBAT MOTCHIIMAIHUTE BUPYCHH 3aMBbPCHUTEIU C TIOTCHIMAT 32 PeruinKaIius (ako
BUPYCHUSAT BEKTOP € pa3pabdOTeH KaTo TakbB 0€3 BE3MOKHOCT 32 PEIUTMKAIINS).T) 32 TUIa3MHUIUTE Ce
MIPaBU KOJIMYECTBEHO OTPEJIENISTHE Ha PA3IMYHATE TUIA3MUIHN (POPMH 32 TENTUsI CPOK Ha TOJHOCT Ha
NPOJyKTa.l) 3a TEHETUYHO MOTU(PHUIMPAHUTE KICTKH C€ M3CIIEBAT XapaKTEPUCTUKUTE Ha KICTKUTE
MIPEIH U CJIe]] TeHeTHYHATa MOAN(UKAIINS, KaTo MPEIU U CIIe]] €eBeHTYaTHH MPOIeTypH Ha
3ampassiBaHe/ChbXpaHeHHe.3a FTeHETHYHO MOAN(BHUIIMPAHY KICTKH B JIOBIHCHNAE KbM CIICIIHATHUTE
n3uckBanus 3a JIIII'T ce mpuitarat W3MCKBaHUSATA 3a JICKAPCTBEHHU MPOAYKTH 3a TEpaANus CbC COMaTUUHU



KJICTKU ¥ 33 TIPOJYKTHUTE, MOJyYCHHU Upe3 ThKaHHO HHKXEHEPCTBO (BXK. 4acT A, T. 3 OT ToBa
npuioxenne).3. CrienuarHi U3UCKBaHHS KbM JICKAPCTBEHHU MPOIYKTH 32 TEPAIHs ChC COMATHYHH
KJIETKH U KbM MPOJYKTH, MOJIYYEHH Upe3 ThKaHHO HHKeHepcTBO3.1. BbBeeHue: KpaeH JeKapcTBeH
IPOAYKT, aKTUBHO BELIECTBO U U3XOAHU MaTepruanuKpalHUAT JIeKapcTBEH NMPOJIYKT CE ChCTOU OT
aKTUBHOTO BEIIECTBO, IOCTaBEeH B IbPBUYHA OMAKOBKA U MPEJIHA3HAYEH 32 ynoTpeOda 1 B HeroBara
OKOHYaTeJIHa KOMOMHAaNUs 32 KOMOMHUPAHUTE JIEKAPCTBEHU IPOAYKTH 32 MOJIEpHA Tepanus. AKTUBHOTO
BEILIECTBO C€ ChCTOM OT KJICTKUTE U/WITH ThKaHUTE, MOJIyYCHHU Ype3 KJICThUHO WU ThKaHHO
UHXXECHEPCTBO./[OMbIIHUTEIHUTE BELIECTBa (HAIIPUMEp CKENIeTH, MaTPUIIM, U3JeTIHsl, OHOMaTepraly,
OMOMOJIEKYITH W/WITH PYrH KOMIIOHEHTH), KOUTO ca KOMOMHHPAHU C MAHUITYJIMPAHU KJIETKH, C KOUTO T
IIPEJCTaBIABAT HEAEIMMa YacT, Ce CUUTAT 3a U3XOJCH MaTepuall, I0pHU U J1a He ca OT OMOJIOrMYeH
npousxoa.MaTepuanuTe, U3MOA3BaHU 110 BpeMe Ha IMPOU3BOJICTBOTO HA AKTUBHOTO BEIIECTBO
(HarmpuMep XpaHUTENHA Cpelia, PACTeXHH (HaKTOPH), KOUTO HE ca MpeHa3HaYeHH Ja (OPMHUPAT YacT OT
aKTUBHOTO BEIIECTBO, CE CYUTAT 3a CypoBUHH.3.2. Criennannu n3uckBaHUsIOCBEH N3UCKBAHUSITA,
onpenencHu B T. 3.2.S u 3.2.P ot npunoxxenue Ne 4, ce mpwiarat u ClieIHUTE U3UckBaHus:3.2.1.
Wzxomuu matepuanullpencrass ce 0600miena nHGpopManus 3a 1apsiBAHETO, OCUTYPSIBAHETO U
JMAarHOCTHKATa HA YOBELIKU ThKAHU M KJIETKH, U3I0JI3BaHU KAaTO U3XOAHU CYPOBUHU U MaTepuanu. Ta3u
nHpopManus TpsOBa J1a € B CbOTBETCTBUE C M3UCKBAHUATA HAa 3aKOHA 32 TPAHCIUIAHTALIMS HA OPTaHH,
ThKaHU U KJIeTKH. Korato KaTo U3X0A€H MaTepHuaj ce U3M0a3BaT 00JIECTHO IPOMEHEHH KIIETKH WU
ThKaHU (HampuMep paKoBH KJIETKH), TAXHATa yHoTpeda TpsioBa na Ob1e MoTuBupana.Korato ce
oopMAT cOOpHU MOMyNIALMKU OT AJIOT€HHU KJIETKH, TPSAOBa J]a c€ ONUILAT CTPaTerMuTe 3a Ch3/aBaHe Ha
Te3u COOPHU MOMYIAUU U MEPKHUTE 32 OCUTYpsIBaHE HA MPOCICANMOCT Ha OT/ACTHHUTE SIEMEHTH Ha Ta3u
nonynanus.[Ipu Banuaupane Ha MPOU3BOACTBEHUS IIPOLEC, IPU XAPAKTEPUZUPAHETO HA AKTUBHOTO
BEIIECTBO U HAa KPAHMS MPOAYKT, TP pa3padOTBAHETO HA aHAJIU3H, IIPH ONpPEACIIsTHE Ha
crienu(pUKaUUTE U MPU U3MUTBAHUATA 32 CTAOMIIHOCT ce 0Opblja BHUMaHKUE Ha MOTEHLMAIHATa
BapHaOMITHOCT, IbJDKAIIA CE€ HA YOBEUIKUTE WIIH KUBOTHHCKHUTE ThKaHU WM KieTku. I lpu npoxykTn Ha
OCHOBATa Ha KCEHOTECHHHU KJIETKH ce MpeacTaBs HH(pOpMaIusaTa 3a MPOU3X0/1a Ha )KUBOTHUTE
(reorpadcku Mpou3xo, OTIIICKIAHE, Bh3PACT), HATMYMETO Ha CICHUATHI KPUTEPUH 328 0JI00PSBAHETO
UM, MEPKHUTE 32 IPEAOTBPATSIBaHE U MPOCiIeAsIBaHe Ha HHPEKIIMUTE B )KUBOTHHUTE - U3TOUHHIIU/ IOHOPH,
M3CJIEIBAHETO HA KMUBOTHHUTE 32 IPUYNHUTEIN Ha MHPEKIIMO3HU 3a00IIBaHuUs, B T.4. BEPTUKAITHO
npeJaBaHd MUKPOOPIaHU3MHU M BUPYCH, KAKTO M JOKA3aTeJICTBA, Y€ MPEABUICHUTE 3a )KUBOTHUTE
MOMEMICHUS ca MOIXOSIIH 32 nenTa.llpu npoxykTi Ha OCHOBAaTa Ha KJIETKH, TOJYYEHH OT TEHETHYHO
MOJUGUIMPAHH KUBOTHH, C€ ONUCBAT CENU(DUIHUTE XapaKTEPUCTUKU Ha KIETKUTE, JbJDKAIIU Ce Ha
reHHaTa Monugukaus. JlaBa ce moapoOHO onrcaHe HAa METO/Ia Ha Ch3/IaBaHE HA TPAHCTEHHOTO
’KMBOTHO U Ha HETOBHUTE XapakTepucTuku.Ilpu reneTnuHa MonupuKaius Ha KJIETKH ce Ipuiarat
M3WCKBAHUATA, OTIMCAHM B YacT A, T. 2 OT ToBa npuiioxerne.OnrcBa ce U ce MOTHBHpPA
MOCJIEIOBATEIHOCTTA HA U3MTHUTBAHE HA TIOMOIIHUTE BELIECTBA M KOMIOHEHTH (CKEJIeTH, MaTPHIIH,
MEUIIMHCKY U3/IeTUsI, OMoMaTeprai, OMOMOJICKYIIH WU JPYTH KOMIIOHEHTH), KOUTO ca KOMOMHUPaHU
C KJIETKH, TOJIy4YEHH Ype3 KIEThYHO HHKEHEPCTBO, U KOUTO MPEAICTaBIABAT HeJlernMa yacT oT Tax.[Ipu
CKEJIETH, MaTPHUIU WM PYTH U3AEIHs, KOUTO TONaiaT B 00XBaTa Ha OMPEIeICHUETO 32 MEAHIIMHCKO
u3zenue no 4wi. 2, ai. 1, T. 3 ot 3akoHa 3a MEAMIIMHCKUTE U3JIENUs WK 32 aKTUBHO UMILJIAHTUPYEMO
MEIUIIMHCKO U3JIENNE, Ce TIPEICTaBsl HH(POpPMAITUs, TOCOYEHA B 4acT A, T. 4 OT IPUIIOKEHUETO, 32
OLIEHKa Ha KOMOMHUPAH JIEKapCTBEH MPOIYKT 3a MojiepHa Tepanus.3.2.2. [Ipous3BojcTBeH

nporiecl [pon3BOACTBEHUAT MPOIIEC Ce BATMAMPA C IIe]l TapaHTUPaHEe Ha TOBTOPSEMOCTTA Ha TIAPTHIUTE
U Ha mpolieca, (yHKIMOHATHATA ISUTOCT Ha KJIETKUTE MO BpeMe Ha IMPOU3BOICTBOTO U
TPAHCHIOPTHPAHETO JI0 MOMEHTA Ha TpUJIaraHe WK U3M0JI3BaHe, KAKTO W MOIXOISIIHS CTaAni Ha
mudepentmanyst. Korato KIETKUTE ca KyJATHBUPAT TUPEKTHO BHB/BBPXY MaTpPHIIA, CKEJIET WU U3/IEITHE,
ce mpeacTaBst HGOpPMAIHS 33 BAIHIUpPaHe Ha Tpolleca Ha KJIETHYHO KYJITHBHPAHE MO0 OTHOIIICHHE Ha
KJIEThYHUA PACTEX, GYHKIUS U MHTETpUTETa Ha KoMOMHanuATa.3.2.3. XapakTepu3upane u
koHTpoillpencrass ce nHpopmanys OTHOCHO XapaKTepU3HpaHe Ha KJIEeThbUHATA MOMYJaLHsl UK



KJIEThYHATA CMEC [0 OTHOUICHUE HA MICHTHYHOCT, YUCTOTa (HAIMYME HA TIPUMECH, MHKPOOHO
3aMBbpCSBaHE), JXH3HECIIOCOOHOCT, aKTHBHOCT, KApHOJIOTHs, TYMOPOTCHHOCT U aJIeKBaTHOCT Ha
MPEIBUICHOTO IMOKa3aHue 3a mpuioxenue. Heobxoaumo e qoka3BaHe Ha FTeHETUYHA
crabmiHoct.IIpeacrass ce nHpopMalyst OTHOCHO Ka4e€CTBOTO, U IOKOJIKOTO € Bb3MOKHO, KOJINYECTBEHA
uHpopManys 3a 3aMbPCIBAHUATA, CBbP3aHH € IPOLIEca U C IMPOIYKTa, KAKTO U 32 BCIKAKBU MaTEpPHAIIH,
KOHTO 110 BpeMe Ha IPOM3BOJICTBEHMS IIPOLIEC MOTaT Jja JOBeaT [0 II0ABaTa Ha pa3nalHu MPOJYKTH.
JlomycTrMara CTereH Ha 3aMbpcsiBaHe TpsiOBa j1a 0b1e MoTuBHpana. Korato He Moxe n1a Obe
M3BBPILICHO U3IUTBAHE 3a CTENIEHTa Ha OCBOOOX/1aBaHEe Ha aKTUBHOTO BELIECTBO MJIM HA KpaHUS
HPOJIYKT, a CE OCHILECTBSIBA CAMO HAa MEXKIMHHUTE MPOYKTH W/WIIM KaTo U3MUTBAHE 10 BpeMe Ha
IIPOU3BOJICTBOTO, TOBA TpsAOBa J1a Obae MoTUBUpPaHO.IIpu Hanuure Ha OMOJOrMYHO AKTUBHHU MOJIEKYJIU
(pacTexxHu (hakTOpH, IMTOKUHH) KaTO ChCTABKU Ha JICKAPCTBEH MPOJIYKT, ITOJYYEeH Ha OCHOBATa Ha
KJIETKH, TSXHOTO Bb3/ICHCTBHE U B3aUMOJEHCTBUE C OCTAHAIUTE ChCTABKM HA AKTUBHOTO BEILECTBO
TpsiOBa 1a 6b1e xapakrepuszupano.Koraro 3D cTpykTypa € 4acT ot npeaBuaeHaTa GyHKIHS Ha
IIPOAYKTa, ce MpeacTaBs MH(GOpMaIUs OTHOCHO CTaaus Ha AudepeHuuanys, CTpyKTypHaTa u
(GyHKIIMOHATHATA OPTaHU3AIMS Ha KJIETKUTE M KBJETO € MPUIIOKIMO, M3BBbHKIIEThYHA MaTpuIia. Korato
€ Heo0X0MMO, (PU3MKOXMMUYHATA XapAKTEPUCTUKA CE JOIbJIBA OT HEKJIIMHUYHYU U3NUTBaHu:.3.2.4.
[TomomHu BemecTBa3a MOMOIIHUTE BEIECTBA, H3MOI3BAaHH B JICKAPCTBEHH MPOAYKTH Ha OCHOBATa Ha
KJIETKH WM ThKaHH (HallprMep KOMIIOHEHTH Ha TPAHCIIOPTHATA CPeJia), Ce MPHJIaraT U3UCKBaHUsITA 32
HOBHTE TIOMOIITHH BEUIECTBA, ONPEICICHH B MPUIIOKECHUATA KbM Hapea0aTa, OCBEH aKo UMa JJaHHH
OTHOCHO B3aMMO/ICHCTBUATA MEX/y KJIETKUTE WIM ThKaHUTE U IIOMOIIHHUTE BelecTna.3.2.5.
dapmaneBTHYHO pa3zpaboTBaHeB onmucanneTo Ha mporpamara 3a pa3paboTBaHe Ha MPOAYKTa TPsOBa 1a
ce 00bpHE BHUMAaHUE Ha W300pa Ha MaTepuajIy U IpOLECH, M MO-CIELUAIHO Ha [IeJIOCTTa Ha KJIeThYHaTa
nomyJnanus B KpaitHoto ¢popmynupane.3.2.6. Pedpepentnn marepuannOnucsa ce pehepeHTHUSIT
CTAHJAPT, MPHUIOKUM H CIeH(UYCH 32 aKTUBHOTO BELIECTBO /WK KpaliHus npoaykT.4. Crienuantu
M3HCKBAHUS KbM JICKAPCTBEHH MPOAYKTH 32 MOJICPHA TepaI¥sl, ChIIbPKAIIN METUIIMHCKA U3ICITUS
(koMOMHHMpaHU JTEKapCTBEHH MPOIYKTH 3a MoJiepHa Tepanusi):4.1. JlekapcTBEeHU MPOIYKTH 3a MOJIepHA
Tepamnusi, ChAbPKAIIA MEIUIIMTHCKH U3JIENINs B CbOTBETCTBHUE C pa3rnopendara Ha wieH 7 oT PermameHT
(EO) Ne 1394/2007TIpencrass ce onucaHie Ha GU3MICCKUTE XapaKTEPUCTHKH, HA ISHCTBUETO HA
MPOAYKTA U ONMCAHKME HA METOJIUTE 3a Ch3AaBaHe Ha MpoayKTa.OnucBa ce B3auMOJICHCTBHETO U
CHhBMECTUMOCTTA MKy T€HHUTE, KICTKUTE U/WIH ThKaHUTE U CTPYKTYPHHTE KOMITIOHEHTH.4.2.
KomOuHupan JiekapcTBeH MPOIYKT 32 MOJIEpHA Tepanusa3a KJIeTbuyHaTa Wi ThKaHHaTa 9acT Ha
KOMOMHUPAHUS JIEKapCTBEH MPOJYKT 32 MOJIEpHA Teparnus ce Mpuiarar celuaJHuTe H3UCKBAHUs 32
JIEKQpCTBEHHUTE TPOIYKTH 32 TEPANUs ChC COMATUYHH KIETKH U TPOJYKTH HA ThKAHHOTO MHKXEHEPCTBO,
OIMCaHM B 4acT A, T. 3 OT TOBa NPHJIOKEHHE, a TPU FEHETUYHO MOAUDUIIMPAHH KIIETKH - CHICLIUATHUTE
M3HCKBAaHUS KbM MPOAYKTUTE 3a TeHHA TepaIus, ONMCAHM B 4acT A, T. 2 OT TOBa

npuIokeHne. MeTUIMHCKOTO U3Aeue o wi. 2, ai. 1, T. 3 oT 3aKoHa 32 MEIUIIMHCKUTE U3ETUS UITH
AKTUBHOTO UMIUIAHTHPYEMO MEIUIIMHCKO U3/IENINE MOXKE J1a € HeJleIMMa 4acT OT aKTUBHOTO BEIIECTBO.
Koraro MeauumHCKOTO M3/1enue 1o ui. 2, ai. 1, T. 3 ot 3akoHa 3a MEUIIMHCKUTE U3JEHs WK
AKTUBHOTO UMILIAHTHPYEMO MEIUIIMHCKO U3/IENINe € KOMOWHUPAHO ¢ KIETKUTE 110 BpeMe Ha
MIPOU3BOJICTBOTO CH WJIM MPH MPHIJIATAHETO WM BBBEKAAHETO Ha KpAaHUS MPOAYKT, KIETKUTE CE CUUTAT
3a HeJleMMa JacT OT KpaitHus npoaykt.Ilpeacrass ce nHbopManys 3a ChOTBETHOTO METUIIHHCKO
u3JeNue, KosATo € He0OX0/IMMa 3a OlleHKaTa Ha KOMOMHHUpaHHs JISKapCTBEH MPOJYKT 3a MOJIepHa
tepanus. MabopmanusaTa TpsOBa na BitouBa:a) MHbopmaius 0THOCHO U300pa U Ipe/IBUICHATA
(GyHKIMS HAa MEUIIMHCKOTO M3/eaue 1o wi. 2, ai. 1, T. 3 oT 3akoHa 3a MeIUIIMHCKUTE U3EHs UIH Ha
AKTUBHOTO UMIUIAHTHPYEMO MEJIUIIMHCKO MU3JIENIE U JOKA3aTeICTBa 32 CbBMECTHMOCTTA Ha U3IEIUETO C
OCTaHAJIUTE ChCTABKH Ha JICKAPCTBEHHsSI MPOAYKT.0) Jloka3aresncTBa 3a ChOTBETCTBUE HA MEAUIIMHCKOTO
u3zenue 1mo wi. 2, ai. 1, T. 3 ot 3akoHa 3a MEAMIIMHCKUTE U3JIENNS ChC ChIIECTBEHUTE N3UCKBAHUS
cbriiacHo HapenOaTta 3a ChIieCTBEHUTE U3UCKBaHUA U MPOLIEAYPUTE 32 OI[CHSIBAHE HA ChOTBETCTBUETO
CBHC CBIIECTBEHUTE N3UCKBAHUS HAa MEIUIIMHCKUTE U3IENN 110 WI. 2, ail. 1, T. 3 oT 3aKoHa 3a



MeauuuHckuTe uznaenus, nprera ¢ [IMC Ne 186 ot 2007 r. (06H., 1B, 6p. 65 ot 2007 r.; u3Mm. u gom.,
op. 106 ot 2008 r.) uu 10Ka3aTeICTBO 3a CHOTBETCTBHE HA AKTHBHOTO MMILIAHTHPYEMO MEIUITHHCKO
U3JIeJHE ChC CHIIECTBEHUTE U3UCKBaHUs ChriacHO Hapenbara 3a chllleCTBEHUTE N3MCKBAHUS U
MIPOIIEYPUTE 32 OLICHSBAHE Ha CHOTBETCTBUETO ChC CHIICCTBEHUTE N3UCKBAHUS HA aKTUBHU
UMILTaHTUpYeMH MenuiHcKy u3aenus, npueta ¢ [IMC Ne 185 ot 2007 r. (06H., IB, 6p. 65 ot 2007 r.;
u3M. u Jo1t., 6p. 106 or 2008 r.)B) Jloka3aTencTBa 3a ChOTBETCTBHE HAa MEAMIIMHCKOTO M3EIHE 10 YiI. 2,
an. 1, T. 3 ot 3aKoHa 3a MEAMIUHCKUTE U3/ICJINS WM Ha UMIUIAHTHPYEMO MEIUIIMHCKO HU3/ISNIUE 110 Yl
2, an. 1, 1. 3 ot 3aKoHa 32 MEIUIIMHCKUTE U3JIENIUS C U3UCKBAHUATA OTHOCHO CIIOHTH(OpMHA
eHiiedagonaTys Mpu ropejiata/TpaHCMHUCHBHA CTIOHTH(GOpMHa eHIedaonatus ceriacHo Hapenbara 3a
CBIIECTBEHUTE N3UCKBAHUS U MPOIEAYPUTE 32 OIICHSBaHE HA ChOTBETCTBUETO ChC CHIICCTBEHUTE
M3HUCKBAHUS Ha MEAUIIMHCKUTE U3 110 4. 2, ait. 1, T. 3 0T 3akoHa 3a MEAMIIMHCKUTE U3ICIIHS,
KOTaTo € MPUJIOKUMO.T) Pe3ynraTu oT olieHsIBaHE Ha MEAMIIMHCKOTO M3JENUe Mo wi. 2, an. 1, T. 3 oT
3akoHa 3a MEMIIMHCKUTE U3/ICIIHS WA Ha aKTUBHOTO MMIUTAHTUPYEMO MEIUIIMHCKO M3JIEIHe, KOraTo
TaKOBa CE U3BBPIIIBA, OT HOTU(UIMPAH OpraH B ChOTBETCTBUE ¢ Hapendara 3a chIecTBEHUTE
M3HUCKBAHUS M MTPOLETYPUTE 3a OIICHSIBAHE Ha ChOTBETCTBUETO ChC CHIICCTBEHUTE U3UCKBAHUS HA
MEJIUIUHCKUTE W3NS 10 Wi. 2, all. 1, T. 3 0T 3aKoHa 32 MEAMIIMHCKUTE U3JIENINsI, PECTICKTHBHO C
Hapenbara 3a chIIeCTBEHHTE U3UCKBAHUS ¥ ITPOIICYPUTE 3a OIICHSABAaHE HA ChOTBETCTBHETO ChC
CBIICCTBEHUTE N3UCKBAHUS HA aKTUBHU MMIUIAHTUPYEMHU MEIUIUHCKH u3nenus. Hornduupanust
OpraH, U3BBPIINI OILICHIBAHETO, TPAOBA Ja MpeocTaBu npu nmoucksane ot MAJI Beskaksa
uHpoOpMaIKs, CBbp3aHa ¢ Pe3yJITaTUTE OT Hero. ToBa MOXe Jla BKJIFOUBA HHPOPMAIIUS U TOKYMEHTAITUS,
CHJIBPIKAIIH C€ B ChOTBETHOTO 3asIBJICHUE 32 OIICHSIBAHE HAa CHOTBETCTBUETO, KOTaTO TAKMBA Ca
HEOOXO0/IMMHU 3a OICHSIBAaHE HA KOMOMHUPAHUS JIEKAPCTBEH MPOJIYKT 32 MOJICPHA Teparnus KaTo 1sio.b.
CrienaHi U3UCKBAHUS KbM MOJYJ 4 OT OCHETO Ha JIGKAPCTBEHU MPOIYKTH 32 MOJIEpHa Tepanusl.
CrienaiTHu U3MCKBaHUS 332 BCHUKH JIGKAPCTBEHU MPOYKTH 332 MOJICpHA Teparusi Bb3MoKHO € mopau
YHHUKAJTHUTE U Pa3HOOOpa3HU CTPYKTYPHH U OMOJIOTHYHH CBOMCTBA HA JIEKAPCTBEHUTE MPOIYKTH 32
MoOJIepHa Teparnus u3nckBanusaTa Ha [Ipunoxenue Ne 5 oTHOCHO (hapMaKOIOrHYHOTO U
TOKCHKOJIOTHYHOTO M3CJIeIBAHE Ha JIGKAPCTBEHUTE MPOAYKTH HEBUHATH Ja ObJIaT yMeCTHH. Tam,
KBJIETO TOBA € IeJIeChoOpa3Ho, U ¢ OrJIe]] Ha crienuuKaTa Ha JISKAPCTBEHUTE MPOAYKTH 3a MOJICPHA
Teparus ca ONpeIeIeHN U TOMbIHUTEIIHU U3UCKBaHNs. MOTHBAIIMATA 32 HEKJIMHIYHA pa3paboTKa U
KPUTEPUHUTE, U3MOI3BaHH 3a H300p Ha ChOTBETHUTE BUAOBE U Moenu (in Vitro u in vivo), ce npeacTaBsT
¥ 000CHOBABAaT B HEKJIMHUYHHS Tiperien. V30panusaT(Te) Mozaesn(1) Ha OpraHu3MH MOTar Jia BKITIOYBAT
KHUBOTHH, KOUTO Ca UMYHOKOMITPOMETHPAHU, HOKAYTHU, XyMaHU3UPAHU WIIH TPAHCTEHETUYHH.
Pasriex/ia ce U3Moa3BaHETO Ha XOMOJIOKHH MOIETH (HarmpuMep KJICTKH Ha MUIIKH, aHAIU3UPAHU Y
MHUIIIKH) U MOJIEIIN, UMUTHPAIIN 3a00JIsBaHKs, 0COOEHO TP MPOYyYBaHE HA IMYHOTEHHOCTTA U
UMYyHOTOKCHYHOCTTa. OCBEH M3UCKBaHMATA OT mpritoskeHust Ne 1 - 6 ce mpejcraBsaT 6€30MacHOCTTa,
YMECTHOCTTA U OMOCHBMECTUMOCTTA Ha BCHUKH CTPYKTYPHH KOMITOHEHTH (KaTo MaTPHIIH, CKEJIETH U
W3JICNTNS) U Ha JOMTBJIHUTETHUTE BellecTBa (KaTo KICThYHH MPOAYKTH, OHOMOJICKY/IH, OMoMaTepraiu 1
XMUMHYECKH BEIIECTBA), ChIIbPIKAIIU CE B KPailHUs MPOAYKT. B3emar ce nmpeasua TexHuTe Gu3ndHH,
MEXaHUYHU, XAMHYHHU 1 OMOJIOTHYHK CBO¥cTBA.2. CieMa i U3NCKBAHHUS KbM JIEKAPCTBEHU TIPOTYKTH
3a reHHa TepanusC 1eN onpeeNsiHe Ha CTENeHTa ¥ BU/a Ha HeKJIIMHUYHUTE U3MUTBAHMS, HEOOXOTUMHU
3a OTpe/IeNITHE Ha YMECTHOTO HUBO HAa HEKJIMHUYHUTE JaHHU 32 0€30MacHOCT, TPSOBa J1a Ce OTYUTAT
n3paboTKaTa ¥ TUIIBT Ha JICKAPCTBEHHMSI MPOJYKT 3a reHHa Tepanus.2.1. ®apmakonoruslIpencrapsr ce
npoy4BaHus iN VIVO U in Vitro BsB Bpb3Ka ¢ MPEIaraHoToO TEPAreBTUYHO MOKa3aHKe, B KOUTO ca
M3II0JI3BAaHU MOJICITH M ChOTBETHUTE )KUBOTUHCKHU BUJIOBE, C IIEJ JIa CE TIOKAaXKE, Y€ CEKBEHIIUATA OT
HYKJICHHOBA KUCEJIMHA JOCTHUTA JI0 MPEABHUCHATA 111 (TPHUIIEIeH OpTraH WIH MPHUIIETHH KICTKH) U
U3ITBJIHSABA CBOsATA PYHKIUSA (CTETNCH HA eKCIIpechs U (YHKIIMOHATIHA aKkTUBHOCT). [Ipecrass ce
MIPOIBJDKUTEITHOCTTA Ha JICHCTBUE Ha CEKBEHITUATA Ha HYKJICMHOBATa KUCEJIMHA U TIpejIaraHara j03a 3a
KIMHUYHUTE u3nuTBanus. [Ipuiiesina ayBcTBUTENIHOCT: KOraTo IeKapCTBEHUAT MPOIYKT 32 TCHHA
Tepamnus € MpeIHa3HaueH J1a MMa CeJICKTUBHA MJIH 11EJIEBO OTpaHryYeHa (DYHKITMOHATHOCT, CE IPEACTaBsAT



NPOY4YBaHHs, KOUTO J1a TIOTBBPIAT cenu(pUKaTa H MPOIBbJDKATEITHOCTTA HA (PYHKIIMOHATHOCTTA U
JEHCTBUETO B MPUIIETHUTE KJICTKH U ThKaHH. 2.2. dapmakokuHeTnkal[poydyBaHusTa Ha
OuopasnpeeiecHHeTo BKIFOYBAT aHAIM3H Ha MEPCUCTEHIIMATA, KIMUPbHCA U MOOMIIU3AIMATa KAKTO U Ha
pHCKa OT TpeaBaHe Ha 3apouiIHaTa JuHus. OCBEH OLICHKaTa Ha PUCKa 32 OKOJIHATA Cpelia ce
NPE/ICTABST U aHAJU3M 33 OTACISIHETO Ha BUPYCUTE U PUCKA OT MPEIABAHETO UM Ha TPETH CTPaHU.
Koraro Te3u ananu3u He ca POBECHH, TOBA ce 000CHOBABA B 3asBIICHUETO Bh3 OCHOBA HA TUIIA Ha
cboTBeTHUS TPOAYKT.2.3. TokcukonorusOneHsBa ce TOKCHYHOCTTA Ha KpalHHs JIGKapCTBEH MPOJYKT 32
reHHa Tepanus. B 3aBHCHMOCT OT BHJIa HA IPOJYKTA M KaTO ce B3eMar IPEBH/]] WHIUBHYaTHUTE
aHaJIM3M Ha aKTHBHH BELIECTBA U HA TIOMOIIIHHU BELIECTBA, CE OLCHIBA ePeKTHT IN VIVO Ha MPOAYKTHTE,
CBBP3aHH ChC CEKBEHIUATA HAa EKCIIPECHpaHaTa HyKJICHHOBA KUCEINHA, KOUTO HAMAT IpeIHA3HAYCHHE
0 OTHOIICHHE Ha (u3uonornyHara pyHkiys. [[poyuBaHusaTa 3a TOKCHYHOCT Ha CIMHUYHATA 71032
MOTaT Jia Ce ChUeTasT ¢ (papMaKkoIOrHyHy U (hapMaKOKMHETUYHH M3MUTBaHUA 3a Oe3omacHoct.Korato
NPOJIYKTBHT 1Ie Ob/Ie MpHIaraH MHOTOKPATHO, TPSIOBa Ja ce MPEACTaBSIT NPOYYBaHHs 32 TOKCHYHOCT MIPU
MHOTOKPATHO MpuiiokeHne. HaunHbT u cxemara Ha NpUIIoKeHHe TPsiOBa Ja OTpa3siBaT B TOJsiMa CTEICH
IUIaHUpaHaTa KJIMHIYHA JIO3UPOBKa. B cirydanTe, Korato eaMHIYHATA /1032 MOXKE Ja JTOBEE J10
HPOJIbDKUTENHA (YHKIMOHATHOCT Ha CEKBCHIMATA HA HYKJIICMHOBA KUCEINHA, CE Pa3rIeKaa
HEOOXOJMMOCTTA OT MPOYYBAHHUS 32 TOKCHYHOCT P MHOTOKPATHO Tpriioxkenue. [IpoabiokuTenHocTTa
Ha NPOYyYBaHUsATA MOXKeE Jia ObJIe O-roJsIMa OT Ta3d Ha CTaHJAPTHUTE MPOYYBAHHS 32 TOKCUYHOCT B
3aBUCHMOCT OT MEPCUCTEHIIMATA Ha JICKAPCTBEHHS MPOJYKT 3a TCHHA TEPAIKsl U OYaKBAHUTE BH3MOXKHH
puckose. [Ipencrass ce 000CHOBKA Ha MPOAbKUTENHOCTTA. [IpOyYBaHst 32 TCHOTOKCHYHOCT:
CraHJapTHU M3MUTBAHUS 32 TCHOTOKCHYHOCT CE MPOBEXKIAT CaMO aKO TaKMBa ca HEOOXOAUMH 32
U3CIICIBAHETO HA KOHKPETCH 3aMbPCHUTEIT HJIM KOMIIOHEHT Ha cHCTeMara 3a joctaBka.llpoyuBanus 3a
KaHIeporeHHocT: He ce M3ncKBa MpoBeXIaHEeTO Ha CTAaHJAPTHUTE M3CIICABAHHS 32 KAHIIEPOTCHHOCT C
rpu3adu, HaOJII0aBaHHU TIPE3 LEHs UM JKU3HEH LUKbJI. BbIpeK: ToBa B 3aBHCUMOCT OT BHUJIa Ha
NpOJIyKTa TYMOPOTSHHHUSAT MOTEHIIMA CE OLICHSIBA MO0 ChOTBETHHTE IN VIVO/in Vitro

MoenH. PenpoiykTHBHa TOKCHYHOCT M TOKCHYHOCT 10 OTHOLIEHUE Ha Pa3BUTUETO: MPEICTABSIT Ce
npoy4BaHus BbpXY pepTuimtera 1 o0IIaTa pernpoaykTuBHa GyHKIus. B 3aBUCHMOCT OT BH/a Ha
NPOJIyKTa Ce MPEICTABAT MPOYYBAHMUS 10 OTHOIIEHHE Ha eMOpro-(eTanHaTa U nepuHaTaiHa
TOKCUYHOCT ¥ MPOYYBaHMsI Ha MPEJAaBaHETO Ha 3apO/IUIIHATA JIMHUS (OCBEH aKO HEMPOBEKIAHETO HA
TaKHBa MPOYYBAHUS HE € HAyYHO 000CHOBAHO). IOIBIHUTEIHH NPOYYBAHUS 32 TOKCHYHOCT:a)
[MpoyuBaHusi 32 MHTETPUTET:3a BCEKH JICKAPCTBEH MPOYKT 3a TEHHA Teparus ce MPEICTaBsT
NPOY4YBaHMS Ha MHTETPAIMATA, OCBEH aKO OTCHCTBUETO HA TAaKWBA MMPOYYBAHUS HE € HAYYHO ONPABIAHO,
HaNpUMep NOPaJIH TOBA, Y€ CCKBCHIIMUTE HAa HYKJIIEMHOBA KHCEIMHA HAMA J]a IPOHUKHAT B siipaTa Ha
kietkute. [Ipy nekapcTBeHUTE MPOAYKTH 3a TEHHA TEPaITus, 32 KOUTO HE Ce OYaKBa Jja ca CIIOCOOHH Ja
Ce MHTErpHpar, He ce MPOBEKIAT HHTEIPAIIMOHHY NTPOYYBAHUS, aKO JaHHUTE 32 OMOPa3IPeIeTICHUETO
couar PUCK OT MpeJaBaHe Ha 3apo/HIIHATa JTHHU.0) IMyHOreHHOCT 1 MMyHOTOKCHYHOCT: IIpoy4Bar ce
MOTCHIUATHUTE €(DEeKTH Ha UMYHOTCHHOCT M UMYHOTOKCHUYHOCT. 3. CrieliMaiHi U3UCKBAHUS KbM
JIEKapCTBEHH MPOIYKTH 32 TEPAHsl ChbC COMATUYHU KIIETKH U KbM TMPOJYKTH, IOJTYUYEHH Ype3 ThKaHHO
umkeHepctBo3.1. ®apmakonoruslIspBudHNTE HapMaKOJIOTUIHN H3MUTBAHUS TPSOBa Jla ca TOCTAThYHU
3a JIoKa3BaHe Ha KOHIENIuATa. [I[poyuBa ce B3aMMOJISHCTBIUETO Ha MPOJAYKTHTE HA OCHOBATa HA KIIETKU
¢ 00KpBKaBamaTa T ThkaH.Ompeiels ce KOJIMYECTBOTO MPOAYKT, HEOOXOANMO 3a OCTUTaHEe Ha
KenaHus eexT (ormpenensHe Ha 703aTa), U B 3aBUCUMOCT OT BHUJIa Ha MPOAYKTA YeCTOTaTa Ha
npuiiokeHne. Bropuunu (hapMakoJOrHIHU MPOYYBAHUS CE B3EMAT MPEIBHUI C IIEJT OLICHKA Ha
NOTEHIUATHUTE (PU3HOJIOTHYHH €(PEKTH, KOUTO HE ca CBbP3aHU C )KEJIaHUs TepaneBTH4eH eeKT Ha
JIEKapCTBEHHS MPOIYKT 3a TEPAIHsi ChC COMATUYHHU KJICTKH, Ha MPOIYKTA, MOJYYEH Uupe3 ThKaHHO
WH)KEHEPCTBO WJIM Ha JIOIBIHUTEIHUTE BEIIECTBA, Thil KATO OCBEH MPECTABIISBAILIUTE HHTEPEC
MPOTEUHM MOTaT Jia ObJIaT CEKPETUPAHU M OMOJOTMYHO AKTUBHH MOJICKYIIH HJIH TIPE/ICTABIISBAIIMTE
MHTEpEeC MPOTEHHU MOTAT Ja UMAaT HEXKEJIaH! LIeJIeBU MecTonooxkenns.3.2. PapmakokunernkaHe ce
U3MCKBaT KOHBEHIIMOHAJIHU (papMaKOKMHETHYHH MTPOYYBAHUS 32 OLICHKA Ha abcopOIHs, pa3npeerieHue,



MeTa0oIN3bM U eKCKpenus. [lapamerpu KaTo *KU3HECTIOCOOHOCT, TPOABIKUTETHOCT Ha )KUBOT,
pasmpeseneHne, pacTex, TudepeHnanus 1 MUTPalis Ha KJISTKUTE TpsiOBa 1a ce nicnensar. Koraro
TOBa IPOYYBAHE HE € IPOBE/ICHO, TOBA C€ 00OCHOBABA B 3asBJICHUETO Bb3 OCHOBA HA TUIIA HA
CHOTBETHHMS IPOIYKT.3a JIEKApCTBEHUTE MPOJIYKTH 3a Teparnus ChC COMAaTHYHH KIJIETKU U 32 TIPOJYKTH,
MOJIyYeHU Ype3 ThKAaHHO WHKEHEPCTBO, KOUTO MPOU3BEKIAT OMOIOTUYHO AKTUBHU MOJICKYJIH, TPAOBa
7la ce MPEACTABST NPOYYBAHHS 32 pa3NpeaeIeHue, TPOIbIDKUTEITHOCT Ha ACHCTBUETO U CTENICH Ha
excrpecust Ha Te3u MoJiekynu.3.3. TokcukonorusOnensBa ce TOKCHYHOCTTa Ha KPalHUS POJIYKT.
Bzemar ce mpeaBu aHaim3 Ha aKTUBHOTO BEIIECTBO, TIOMOITHUTE BELIECTBA, JOIBIHUTECITHUTE
BEIIECTBA M €BEHTYAIHO CBBP3aHUTE C TPOU3BOICTBEHHSI Mpoliec 3aMmbpesBanus.IIpu onpenensne
IPOIBJDKATEITHOCTTA Ha MIPOYYBAHUATA TPSAOBA 12 Ce MMa NPEABU OUYaKBAHHAT )KU3HEH IIUKBJI Ha
JIEKapCTBEHHS MPOAYKT, KAKTO U HETOBUAT (hapMakoAMHAMHYEH U (hapMaKOKWHETUYEH MPOQUIL
[TpencraBs ce 000CHOBKA Ha MPOABIDKUTENIHOCTTA. He ce M3MCcKBaT KOHBEHIIMOHAIHY NTPOYYBAHUS 32
KaHIEPOT€HHOCT U TEHOTOKCUYHOCT OCBEH 10 OTHOIIICHHE HAa TYMOPOTE€HHUS MOTSHIIUAN Ha

npoxykra. TpsOBa 1a ObJaT npecTaBeHN MPOYYBAHUS 32 Bb3MOKEH HIMYHOTCHEH M UMYHOTOKCHYCH
edext.Koraro nmpoaykTu Ha OCHOBaTa Ha KJIETKU ChIbPXKAT KUBOTHHCKH KIETKH, TpsiOBa /1a ce
IPEACTaBST NPOYYBAHHS Ha crielM(UYHHUTE IPOOJIEeMH, CBbP3aHH ¢ 0€30I1aCHOCTTA, KaTo HaIlpuMep
BEPOSITHOCTTA OT IpeJaBaHe Ha YOBEKa Ha KCEHOTeHHM natorenn.B. Cnenuanau n3MCKBaHUS KbM
MOJyJI 5 OT IOCHETO Ha JIEKapCTBEHU MPOIYKTH 3a MoJiepHa Tepanusal. CrienuaiHy U3UCKBaHUS KbM
BCHYKH JICKQPCTBEHH MPOAYKTH 32 MOJIepHa TepanusiKorato KIMHUYHOTO MPUIIOKEHUE Ha JIGKAPCTBEHU
NPOJYKTH 32 MOJIEpHA TepaIys U3UCKBa CIIeUaHA ChII'BTCTBAIA TEPaIUs U Mperoiara
XUPYPrUYEeCKH WHTEPBEHIINH, TPSAOBA J1a c€ aHAJTM3UPA U ONUILE TePAleBTUIHATA MTPOLEAYPA.
[Tpencras ce nHGOPMAIHS 32 CTAaHAAPTU3UPAHETO U ONTUMHU3UPAHETO Ha TE3H MPOLEAYPH 110 BpeMe Ha
KIIMHUYHOTO pa3paboTBaHe Ha MpoaykTa.Korato MeIMIMHCKUTE N3eNus, U3IIOJI3BAaHN IO BpeMe Ha
XUPYPIrHYHHA MaHUIYJAIMHK 32 IPHJIaraie, MMIUIAHTHPAHE WK OCTAaBSHE Ha JIEKAPCTBEH MPOAYKT 3a
MOJIEpHA Teparus, MOTaT Ja OKaKaT Bb3JIEHCTBHE BBPXY 0€30IacHOCTTa M e(hUKACHOCTTA Ha TPOTYKTa,
ce npeacTaBs nHbopManus 3a Te3u u3nenus. Onpenensr ce creuaaTu3upaHnuTe eKCIIepTHU MO3HAHUS,
HEOOXOIMMU 32 U3BBPIIBAHE HA JCWHOCTUTE IO MPHJIAraHe, UMIUIAHTHPaHe, TIOCTaBsiHE U
nocienBamure neicteus. Korato e HeoOxoumo, TpsiOBa aa ce mpescTaBH IJIaH 3a 00ydeHHue Ha
MEIUIUHCKUTE CIEIHAIMCTH 110 TPOLEYPUTE TI0 yroTpeda, Mpruiiarane, UMIUTAHTHPAHE WITH ITOCTaBsSHE
Ha Te3u npoaykTu.Karo ce uma mpeasu, ye mopajiu eCTeCTBOTO Ha JIEKapCTBEHUTE MPOAYKTH 3a
MOJIEpHA Teparnus MpoIechT Ha TAXHOTO MPOU3BOICTBO MOKE JIa CE TPOMEHH 10 BpeMe Ha KIIMHUYHOTO
pa3paboTBaHe, MOXKE Jla Ce M3MCKAT JOMbIHUTEIHU MPOYYBaHUS 32 JI0Ka3BaHe Ha cbliocTaBuMoctTa.llo
BpeMe Ha KIIMHUYHOTO pa3padoTBaHe TPsOBa Ja ce HANlPaBH HEOOXOAUMOTO 11O OTHOIICHUE Ha
PHUCKOBETE, Bb3HUKBAIIM OT MOTEHIIMATHN UH(EKINO3HU IPUYMHUTENN WIN OT U3MO0I3BAaHETO Ha
MaTepHall, MoJlydeH OT )KUBOTUHCKY U3TOYHHIIM, U HA MEPKUTE, IPEATNPHETH 32 TIXHOTO
HamassBaHe.M1300pbT Ha J103aTa U cXemara Ha MPUIIOKEHHE Ce OMPEAEIAT Ype3 NPOyUBaHU 3a
yCTaHOBSIBaHE Ha MOAXo smara 1o3a. EdukacHocTTa 3a mpeyiaraHuTe MOKa3aHus 3a MPHIIOKEHHUE ce
MOJIKPETIs ¢ Pe3yJTaTH OT KIMHUYHH W3MUTBAHMSI, U3OI3BAIM KIMHUYHO 3HAYUMHU KpaiHU TOUKH 32
1esieBaTa ynotpeda Ha mpoaykta. [Ipu HsIKoM KIMHUYHH CHCTOSHHS MOKE J1a ObIaT N3UCKAHH
JI0Ka3aTeNICTBa 3a IBJIrocpouHa egukacHocT. [Ipencrass ce cTparerus 3a olleHKa Ha JbJITOCpPOYHATa
eduxacHocT.IImanbT 32 ynpaBneHne Ha prucKa TpsOBa Jja BKIFOUBA CTPATETHS 3a JBITOCPOTHO
npoclneasBane Ha 6e30macHoCTTa U eukacHocTTa. llpn KoMOMHMpaHHUTE JIEKapCTBEHH MPOIYKTH 32
MOJIEpHA Tepamnus MPOyIBaHMATA 32 O€30IMaCHOCT M e(hUKACHOCT Ce TUIAHUPAT 32 KOMOWHUPAHUS
MPOAYKT KaTo IS0 U Ce U3BBPIIBAT ¢ Hero.2. CrenuaHy U3UCKBAaHMSI 3a JIEKapCTBEHU MPOAYKTH 3a
renHa tepamusi2.l. [IpoyuBanus 3a papmakoknHeTHKa y YoBekallpoyuBanusTa Ha (hapMaKOKHHETHKATA
y 4OoBeKa TpsiOBa Aa chabpikar:a) [IpoydBaHust Ha BUPYCOOTIACISHETO C [IeT HHPOPMAIHI OTHOCHO
SKCKpeIHsATa Ha JISKapCTBEHUS MPOAYKT 3a TeHHa Tepanus.0) [IpoyuBanusi Ha OMOpa3NpeIeICHUETO.B)
®apMaKOKMHETHYHU MPOYYBAHUS Ha JEKApCTBEHUS MPOAYKT HAa IPOAYKTHTE Ha reHaTa eKcripecus.2.2.
[TpoyuBanus Ha hpapmakomuHaAMUKaTa y yoBekadapMakoANHAMUYHNTE MTPOYYBAHUS Y YOBEKa TpsiOBa 1a



BKITIOUBAT EKCIIpecHsITa U (GYHKIUATA HA TEHHATA CEKBEHIIMS CTIE/I IIPUJIaraHe Ha JICKapCTBEHUS
MPOAYKT 3a reHHa tepanus.2.3. [IpoyuBanus 3a 6e3omacHoctlIpoyuBanusTa 3a 6e30macHOCT TpsiOBa 1a
BKItouBat:a) [losiBa Ha criocoOHU Ha perrKaius Bektopu.0) [Tossa Ha HOBH 11amMoBe.B) [IpecopTupane
Ha ChIECTBYBAIIM TeHOMHH CeKBeHIMK.T) Heomasmena nponudepaliys BCISACTBIE Ha HHCEPLIUOHHA
MytareHHOCT.3. CriennaaHy H3UCKBAHUS KbM JICKAPCTBEHUTE MPOAYKTH 33 TEPANUS ChC COMATUIHU
kietku 3.1. JIekapcTBEHUTE IPOAYKTH 32 TEPANusl ChC COMATUYHH KICTKH, TPU KOUTO MEXaHU3MBT Ha
JICMCTBHE € HA OCHOBAaTa HA MPOU3BOJICTBO HA ACPUHUPAHU OMOIOTHYHO aKTHBHHU MoJieKynuKoraro e
MPUIIOKKMO, C€ TIPeACTaBsl apMaKOKUHETUIHHUAT POQIIT HA TE3U MOJICKYIIH, H MO-CICIIHATHO
pasmpeneneHue, MPOIbIKUTSITHOCT U KOJIMYECTBO Ha ekciipecus.3.2. buopasnpeaenenue,
MIEPCUCTEHIUS B IBJITOCPOYHA aJXe3Usl Ha KOMIIOHEHTHTE Ha JICKAPCTBEHUTE TIPOIYKTH 32 TEPAITHsI ChC
coMaTUYHM KJIeTKullo BpemMe Ha KIMHUYHOTO pa3padoTBaHEe ce pa3TiekIaT OMopa3npeeiecHUeTo,
MEPCUCTEHIUATA U ABITOCPOYHOTO IPUKPEIBAHE HA KOMITOHEHTHTE Ha JICKAPCTBECHHUTE TPOIYKTH 32
Tepanus ch¢ coMatuyau Kietkn.3.3. [IpoyuBanus 3a 6e3omacHocT. IIpoyuBanusTa 3a 6€30MacHOCT
TpsiOBa 1a BKJIrouBaT:a) PasnpenencHue u aaxes3us ciiej npuiokenne.0) EKTONHYHO MpUKpenBaHe.B)
OnkoreHHa TpanchopMalus U JOCTOBEPHOCT Ha KIEThYHUTE/ThKaHHUTE JTUHUK. 4. ClieinaaIHu
W3HUCKBAHUS KbM MPOAYKTUTE, OJYICHU Ype3 ThKaHHO HHKEeHEpCcTBO4. 1. DapMakOKMHETHYHU
MIPOYYBAHUSAKO KOHBCHIIMOHATHUTE ()apMAKOKMHETHYHH TIPOYIBAHUS Ca HETIOAXOISIIH 32 TO3H BH/T
JICKApCTBEHH MPOAYKTH, [0 BpEME Ha KIIMHUYHOTO pa3paboTBaHe ce pa3riekKaaT OMOpa3peICIICHUETO,
MIEPCUCTEHITUATA M PA3TPAXKITAHETO HA KOMIIOHCHTHTE Ha TIOTYICHHS Ype3 ThKaHHO WHKCHEPCTBO
npoaykt.4.2. dapmakoauHaMuyHu poyuBaHusl [poyuBaHusiTa Ha papMakoJMHAMUKATA CE€ Pa3padbOTBaT
W QJIalITUpPAT criope] crienu(ukaTa Ha MOJIyYeHUTE Ype3 ThKaHHO WHKEHEPCTBO MPOoyKTH. [IpencraBst
ce JI0Ka3arescTBa 3a "'J0Ka3BaHe Ha KOHIENIMATA" U KHHETHKATa Ha MPOAYKTa 3a MMoJlyJyaBaHe Ha
1[eieBaTa pereHepanus, Bb3CTaHOBSBaHE WM 3aMsiHA. B3emar ce mpeIBuI O IX O ISIIUTE
bapmMakoaMHAMUYIHA MapKepH, CBbp3aHH ¢ reneBata GyHkimsi(u) u crpykrypa.4.3. [IpoyuBanus 3a
Oe3omacHocTB3eMar ce mpeaBuI M3UCKBAHUATA, ONTUCAHM B 4acT B, Touka 3.3 OT TOBa NMPUIIOKEHUE.

[Tpunoxenne Ne 9 kM uin. 9CnenndruyHN N3MCKBAHUSA KBM JJOCHUETO 3a pa3pelaBaHe 3a ynorpeda Ha
JIEKapCTBEHH MPOAYKTH 10 Wwi. 28, wi. 29, an. 1 u wn. 32 3JIIIXM1. 3a nekapcTBeHN MPOAYKTH I10 UJI.
28 3JIIXM(c u3kiroueHne Ha OHOIOTMYHUTE JICKAPCTBEHH MPOIYKTH - 33 TAX BXK. npuiioxerne Ne 10)
ce mpeacTassaT:a) Moayn 1, 2 u 3 Ha qocueTo chriacHo npunokenus Ne 2, 3 u 4.0) Jlanuu, mokas3Baru
OMOHATMYHOCT M OMOEKBUBAJIEHTHOCT C peepeHTHHUS JIeKapCTBeH MpoaykT.Koraro akTuBHOTO
BEIIECTBO HA T€HEPUYECH JICKAPCTBEH MPOAYKT ChABPIKa ChIaTa TEPANIEBTUYHO aKTHBHA YacT KaTo
paspeleH 3a ynorpeda pedepeHTeH JeKapCTBEH NMPOAYKT, HO Mo (popMaTa Ha pa3IuyHa coJl, ecTep,
KOMILIEKC WJTM TIPOU3BOIHO, TPsIOBA /1a Ce MPENCTaBsT JJOKA3aTeICTBa, Y€ HsIMa IPOMSIHA BbB
(apMaKOKMHETHKATA HA TEPANIEBTUYHO aKTUBHATA YacT, (papMakoAnHAMHUKATa U/UITH TOKCHYHOCTTA,
KOUTO OMXa MOTJIM J1a IPOMEHST Npoduiia Ha 6e30macHoCT U euKacHOCT. B mpoTuBeH ciyyaii
aKTUBHOTO BEIIECTBO CE pa3riiexk/ia KaTo HOBO aKTUBHO BemlecTBO.[IpernenuTe Ha HEKITUHUYHUTE U
KJIMHUYHUTE JIaHHHU U pe3roMeTara TpsiOBa Jia ca HACOYCHHU KbM ClIeIHUTE elieMeHTH:a) OCHOBaHUATA 14
ce TBBP/IH, Y€ NPOIYKTHT € reHepudeH.0) KpaTbk nperien Ha mpuMecHTe, HAIMYHU B TAPTHIA OT
aKTHBHOTO BEIIECTBO(a), KAKTO U TE3W B KPAWHUS JICKAPCTBEH MPOAYKT (BKIFOUUTEITHO Pa3TPaIHUTE
NPOJIYKTH, KOUTO CE IOJIy4aBaT 110 BpeMe Ha CbXPAaHEHUETO), 3a€JHO C OLIEHKA Ha 0e30MacHOCTTa Ha
Te3u npuMecu.B) OICHKa Ha U3MUTBAaHKUATA 32 OMOCKBUBAJICHTHOCT WJIM OOOCHOBKA, 3aIll0 TAKKBA HE ca
MIPOBE/ICHH, B ChOTBETCTBHE C PbKOBOACTBOTO "M3cienBaHe 3a OMOHAINYHOCT U
OMOEKBHUBAICHTHOCT ".T) AKTyaJiHa IyOJMKYyBaHa JUTEpaTypa 1Mo OTHOIICHNE Ha BEIECTBOTO BbB
BpB3Ka ChC 3asBICHUETO.) BCsko TBbpAEHUE B KpaTKaTa XapaKTEPUCTHKA Ha IPOJYKTa, KOETO HE €
W3BECTHO WJIM HE CJIe/IBa OT CBOWCTBATA Ha JICKAPCTBEHUS MPOAYKT W/WIIK HEroBara TepaneBTUIHA
rpyna, TpsiOBa ja ce 00CHXK/a B perieIuTe Ha HeKITMHUYHNATE/ KIIMHMYHNATE JaHHU/pe3ioMeTaTa u Jia e
HOJAKPEIICHO ¢ IMyOJIMKYBaHa JIUTepaTypa U/uin JOMbIHATEIHN H3UTBaHus.¢) B ciydail Ha pa3nunyHn
COJIM, €CTE€PH, €TEPH, U30MEPH M CMECH OT U30MEpH, KOMIUIEKCH WJIM IPOM3BOIHHU HA Pa3peIleHo 3a



ynotpeba akTUBHO BEIIECTBO, aKO C€ TBBP/IH, Y€ MPOAYKTHT € TEHEPUUYEH, CE IPEICTaBSAT
JOITBIHUTETHY JIaHHU 32 JI0Ka3BaHEe Ha €KBUBAJICHTHOCTTA HA CBOMCTBATA IO OTHOLICHHE Ha
Oe3omacHOCTTa U ehprukacHOCTTa.2. 3a JICKAPCTBEHH MPOIYKTH ) C pa3IHuCH ITbT Ha BhBEXKIaHE;0)
[peJHa3HauYCHM 3a [IPHUJIaraHe B pa3IMvHa J103a KK J03UpOBKa;B) mo wi. 29, an. 1 3JIIIXM,ocBen
JAHHWTE, TIOCOYCHH B T. 1, CE MPEICTaBAT PE3yATATUTE OT MOIXOISIIN TOKCHKOJIOTUIHH U
(bapMakoIOTHYHU U3MUTBAHUS W/ KIMHUYHHA U3MUTBAHKA. 3. 3 JICKAPCTBEHHU MPOAYKTH 10 1. 32
3JIIIXM ce npencrassat:a) Moaynu 1 u 2 Ha qocueTo cbriiacHo npuioxenus Ne 2 u 3.0) Jleranusupano
MUCMO 32 UH(POPMHUPAHO ChITIACUE OT IPUTEXKATENsl Ha pa3pelIeHUETO 3a YIoTpeda Ha JeKapCTBEHUS
MIPOJYKT 3asBUTEIIAT Ja IT0JI3Ba ChABPIKAHUETO HA HETOBUTE MOIYIH 3, 4 1 5 U ja UMa JOCTHII 10
ChIbprKallara ce B TX UH(opManus rnpe3 IsUI0TO BpeMe, TOKaTO MPOAYKTHT, 32 KOUTO c€ OTHACSA
3asIBJICHUETO, € pa3pelleH 3a ynorpeda. AKO B TaKbB CIIy4aid Ce TOJI3Ba U OCHOBHO JIOCHE Ha aKTUBHO
BELIECTBO, CE MPEACTaBs U ChOTBETHO MHCMO 32 JOCTHII BbB BPb3Ka ChC 3a8BICHUETO 3a pa3peliaBaHe
3a yrotpeba Ha JeKapCTBEHHS MPOIYKT.

[Mpunoxxerne Ne 10 kpm wi. 10Cnennduann N3MCKBaHUS KbM JJOCHETO 3a pa3pelraBane 3a ynorpeda Ha
10/T00HN OMOJIOTHYHH JICKAPCTBEHH MPOAYKTH/OKOIKOTO HHPOPMAIUATA, KOSTO CE U3UCKBA 32
TCHEPUYHH JICKAPCTBCHH MTPOYKTH, HE TIO3BOJISABA JIa CE JJOKaXKe M0100Ke Ha JBa OMOJIOTUYHU
JICKApCTBEHH MPOAYKTA, TPsIOBa J1a ce MPEICTABST JOIBIIHUTEIHU JAaHHU, OCOOCHO 332 TOKCUKOJIOTUYHUS
u xuHIYHAS poduin.KoraTo cien n3tnyane Ha eproja Ha 3aluTa Ha JAHHUTE HE3aBHCHM 3asIBUTEIT
MCKa pa3pelieHue 3a ynorpeda Ha OMOJIOTHYCH JICKApCTBEH MPOIYKT C TT030BaBaHe HA pedepeHTeH
JICKApCTBEH MPOJYKT, 32 KOWTO € M3/IaJICHO pa3pelieHue 3a ynorpeda B paMkuTe Ha EBpornelickus chio3,
M3HUCKBaHUATA KbM J0cHeTo ca cieanute:l) [peacrasat ce Mmoaymnu 1, 2 u 3 chritacHO mpuiIokeHust Ne
2, 31 4, TONbJIHEHH C JaHHU 32 OMOEKBUBAIEHTHOCT U OnoHamnuHOoCT.2) [IpecTaBsaT ce HEOOX0IUMHTE
JOMBJIHUTEIHHN JaHHU. BUABT M KOJIMYECTBOTO HA AOMBIHUTEIHUTE JaHHH (T.€. TOKCUKOJIOTUYHU U
APYTH HEKIIMHUYHU U TTOJXOIAIIN KIMHUYHN JaHHH) CE OMPEIENIAT 3a BCEKH OT/IENIEH CiIydail ChrilacHO
CHhOTBETHUTE HayuyHH pbKoBocTBa.3) [Topaau pasHooOpa3reTo Ha OMOJIOTHYHUTE JICKAPCTBEHH
npoaykTH M3mbIHUTENHATA areHIus 1o JIeKapcTBaTa U3MCKBA ONpeIeJICHH U3MUTBAHUsI, IPEIBUICHU B
Monymu 4 u 5, karo ce B3eMaT npeABU CIIeU(GUIHATE 0OCOOSHOCTH Ha BCEKHU OTICIICH JICKapCTBEH
mpoaykT.OOIIKTe MPUHIIUITH, KOUTO CJIe/IBa J]a ce MpHIaraT 3a pa3IuYHUTe BUIOBE OMOIOTUYHH
JICKapCTBCHH MPOJIYKTH, ca MyOIMKyBaHHW B PHKOBOJICTBATA HA CTPAHMIIATA B MHTEPHET Ha
EBporeiickara arenuus mo nekapcTBata. B ciayuail, uye ekapCcTBEHUST MPOAYKT, Ha KOWTO ce MO30BaBa
3asIBJICHUETO 3a pa3pelraBaHe 3a ynorpeda, iMa moBede OT eIHO IMoKa3aHue, ehPUKaCHOCTTA U
0€30MMacHOCTTa Ha JICKAPCTBEHUS MPOIYKT, 32 KOWTO ce TBBP/H, Ue € MoA00eH, TpsOBa 1a ce 000CHOBAT
WJIA aKO € He0OXOUMO, Ja Ce JOKA)KaT IMOOTACIHO 3a BCIKO OT ITOCOYEHUTE ITOKA3aHHS.

[Mpunoxxenue Ne 11 kM un. 11Cnennduyan H3MCKBaHUS KbM JIOCHETO 3a pa3pelliaBaHe 3a ynorpeda Ha
JIEKapCTBEHH MPOJIYKTHU C BIHM3alI0 B ChCTaBa JEKAPCTBEHO BEIIECTBO C T0Ope ycTaHOBeHa yrnoTpeba3a
JICKaApCTBEHM MPOAYKTH C BIU3AIIN B ChCcTaBa akTUBHO(M) BemecTBo(a) ¢ 100pe ycTaHOBEHa yroTpeda ¢
npu3HaTa epUKacCHOCT U MPHEMIIMBO HUBO Ha 0E30IaCHOCT Ce MpUiIarar ClIeIHUTE CrieupUuIHN
npasuia:l. [Ipexcrassat ce mogynu 1, 2 u 3 cprimacHo npuoxkerust Ne 2, 3 u 4.11. B mogynu 4 u 5 ce
MPEJCTaBAT NOPOOHU HAYUHH JIUTEPATYPHHU JaHHU 110 OTHOIICHHE Ha HEKJIMHUYHATA U KJIMHUYHATA
undopmanus.lll. C men ga ce nokaxe mobpe ycraHoBeHaTa yrnoTpebda ce mpuiarar CiaeaHuTe
cnenupuynu npasuia:l. Gakropure, KOUTO TPsIOBa Jia Ce B3eMaT MPEABH/I 3a JIOKa3BaHe Ha J00pe
yCTaHOBEHATa yrnoTpeda Ha aKTHBHUTE BEIECTBA Ha JICKAPCTBEHUTE MPOIYKTH, Ca:a) BPEMETO, Tpe3
KOETO BEIIECTBOTO € OMIIO YIOTpeOsBaHO;0) KOJTMYECTBEHUTE aCTIEKTH Ha yrorpedara Ha BeIeCTBOTO;B)
CTEICHTA Ha Hay4YeH UHTEpEC KbM YIOoTpeOaTa Ha BEHIECTBOTO (OTpa3eH B MyOIMKyBaHaTa HAy4YHA
JUTEpaTypa), Ur') €AHO3HAYHOCTTA Ha HAyYHHUTE OIIeHKU.CIIeI0BaTeTHO € Bb3MOKHO J1a ca HEOOXOAUMHU
pa3IMYHM IEPUOIN OT BpEME 3a JOKa3BAaHETO Ha JOOpE YCTAHOBEHA yIOTpeOa Ha pa3IMYHHUTE BEIIESCTBA.
BB Bceku cimydaii 06ade nepuoabT OT BpeMe, KOMTO ce M3MCKBa 3a JOKa3BaHETO Ha T0Ope yCTaHOBEHA



yrnoTpeda Ha BEIIECTBO OT ChCTaBa Ha JIaJIeH JIEKapCTBEH MPOAYKT, HE MOXKeE J1a € IO-MaJIbK OT JAeCeT
TOAMHU OT IIbpBaTa CUCTEMHA U JOKYMEHTUpPaHa yrnorpeba Ha TOBa BEIECTBO KATO JIEKApCTBEH MPOAYKT
B pamkute Ha EBpomneiickara o0mHocT.2. B tokyMeHTanusATa, npeicTaBeHa oT 3asBUTENS, TPSOBa Ja ca
00XBaHATH BCUYKHU aCIIEKTH Ha OLICHKaTa Ha 0€3BPEIHOCTTA U/WITH e(PUKACHOCTTA, KAKTO U JIa €
BKJIIOYEH WJIM J1a UMa [M030BaBaHE Ha MPETJIe]] Ha JIUTepaTypara o BIIPOCa, KaTO Ce B3UMAT MPEIBUT
U3CIeBaHUATA, IPOBEICHH MIPEIU IIyCKaHEeTO Ha Ia3apa M cjel] TOBa, KAKTO M BCUYKO, IyOJIMKYBaHO B
HAYYHHUTE M3aHUs 10 OTHOLICHHE Ha OMHUTA, 1o/ (hopMaTa Ha eMUAEMUOJIOTHYHY POYYBAHUS U
0c00€HO Ha CPaBHUTEIIHU €NHUIEMHUOJIOIMYHY ITpoyuBaHus. TpsaOBa 1a ce npeacTaBu 1suiaTa
JOKYMEHTAIMsl, BKIIFOYUTEIHO OjaronpusTHaTa u HeOnaronpustHaTa. OTHOCHO pasnopeaduTe 3a
"nmobpe ycTtaHoBeHa yrnoTpeda” oT ocoOeHa BaXKHOCT € Jia € sICHO, ue ''Oubauorpadckara cripaBka’’, B
KOSITO MMa MPENpaTKH KbM JIPYTH JOKa3aTeJICTBEHU M3TOYHHIU (M3CIIe/IBaHMsI, IPOBEICHHU CIIC]
IyCKaHe Ha J[aJICH JICKAPCTBEH MPOAYKT Ha I1a3apa, eMuAeMHOIOTMYHY [TPOYYBAHUS U JIp.), @ HE CaAMO
JAHHUTE, CBBP3aHU C U3MUTBAHUATA, MOXKeE J]a CIYKH KaTO BaJMIHO JJOKA3aTEJICTBO 3a 0€3BPETHOCTTA U
e(pMKaCHOCTTa Ha Ja/IeH MPOJIYKT, aKO 3assBUTEIIST [0 3aJOBOJIUTENIEH HAYMH 00SICHU U 000CHOBE
M3II0JI3BAHETO Ha Te3W M3TOYHHUIM Ha nHpopmanus.3. OcobeHo BHUMaHue TpsiOBa aa ce 00bpHE Ha
BCSIKAaKBa JIMIICBaIla HHpOpMaLKs, KaTo TpsAOBa J1a ce 000CHOBE 3al0 JOKa3BAHETO Ha MPUEMIIMBO HUBO
Ha Oe3BpeIHOCT U/Win ePUKACHOCT MOXKeE Ja ObJie TIOTBBPICHO BBIIPEKH JIUTICATA HA HAKOH
u3nuTBanus.4. B nperieanTe Ha HEKIMHUYHUATE W/WIM KIMHAYHUTE JAHHH TPsiOBa J1a ce 00sCHH
3HAYCHUETO Ha BCAKAKBU MPE/ICTABCHU JaHHU 110 OTHOLICHHWE Ha MPOAYKT, KOWTO C€ pa3ianyaBa OT
IIPOAYKTa, IPEBU/IEH 3a IIyCKaHe Ha ma3apa. Tps0Ba 1a Obje HanpaBeHa MpeLeHKa Jaau NPOyYeHHST
MPOAYKT MOXKE JIa C€ CYMTa 3a MOJ00EH Ha MPOIYKTa, 32 KOMTO € T0Ja/IeHO 3asBJICHHE 3a pa3peliaBaHe
3a yrnotpeda, BbIIPEKH ChIIECTBYBALIUTE Pa3IUKU.5. OT 0c0OEHO 3HaYEHUE € OIUTHT, IPUIOOUT Cie]
MyCKaHe Ha Ma3apa Ha IPYTU NPOAYKTH, ChIbPIKAIIU CHIIUTE BEIIECTBA, OPAIU KOETO 3asiBUTEIUTE
ciieiBa Jja HabjierHat oco0eHO BbpPXY TO3U BBIPOC.

[Mpunoxenne Ne 12 xbm ui. 17, an. 2(Otw™. - [IB, 6p. 47 ot 2011 1.)
[Mpunoxxenne Ne 13 kbm ui. 17, an. 4, 1. 1(Otwm. - [IB, 6p. 47 ot 2011 r.)

[Tpunoxxerne Ne 14 kpm wi. 17, an. 6/lombIHATETHA TOKYMEHTAINS 32 POMSIHA B Pa3pelieHue 3a
yrotpebalymocToBEpeHHE 3a PErUCTpallrs, CBbp3aHa ¢ OCHOBHO JIOCHE Ha aKTUBHO BeiecTBol. [Tucmo
3a JOCTBII JIO OCHOBHOTO JIOCHE Ha aKTUBHOTO BEIIECTBO ChIIIACHO TpritokeHue Ne 2.3.2.
[TpuapyKuTenHO MHUCMO 32 OCHOBHOTO JIOCHE Ha aKTUBHOTO BEIIECTBO, CHABPIKAIIO CIeIHATA
uHbOpMaIIKs, KaTo Ce MOJI3Ba MPEACTaBEHUAT MO/Ie:a) TaOIMYCH CITUCHK, 0000II1aBaIl] MPOMEHHTE,
U3BBPIIEHH OT IBPBOTO CHCTABAHE HA OCHOBHOTO JIOCHE HA aKTHBHOTO BEIIECTBO;0) ChITOCTaBKa Ha
CTapoOTO U HOBOTO ChIbPIKaHUE Ha OCHOBHOTO JIOCHE Ha aKTUBHOTO BEIIECTBO;B) MH(OPMAIUS Tain
poMsiHaTa Beue € MpHeTa, OTKa3aHa MM OTTETJICHa OT Ipyra JbpKaBa WICHKA;T) UMeHaTa Ha
CHOTBETHHUTE 3asIBUTEIIH, IPUTESIKATEIIN Ha pa3pelIeHus 3a yrnorpeda U pa3pelieHusTa 3a ynorpeoa;n)
MOCOYBaHE HAa HOBATA YaCT Ha 3asBUTENS M/WIIU YacT C OrPaHUUCH JIOCTBIT ChC ChOTBETHUTE HOMEpPA Ha
BEPCUUTE;E) aKTyaTM3UpaHo 00III0 pe3toMe Ha KauecTBOTO/eKcnepTeH JoKIaa. YacT OT mpuapyKUTETHO
IMICMO 332 OCHOBHO JIOCH€ Ha aKTUBHO BellecTBOTOBa OCHOBHO JOCHE Ha aKTHBHO BEIIICCTBO CE ITOJaBa
BBB BPh3Ka ChC 3asBJICHHE 3a MPOMSHA B pa3pelnieHne 3a ynmorpeda:Homep Ha nporneaypara:Mime Ha
npoaykTa:MimMe Ha 3asBUTEIS/IPUTEKATEIS HA Pa3pellieHUEeTo 3a ynorpeda 1Mo CbOTBETHOTO
3aHBHeHHe:3aceFHaTI/I }I’Bp)KaBI/I YJICHKHN HpI/I B3aMHO HpI/ISHaBaHe:I/I OITrucCBa HpOMeHI/I B
MIPOU3BOJICTBEHHS MTPOIIEC U CIICNU(UKAIUUTE HAa aKTUBHOTO BEIIECTBO (MJIM HA €THO OT aKTUBHUTE
BEIIIECTBA) B TOBA 3asBJICHHE 3a IPOMSIHA Ha pa3pelicHue 3a ynorpeba.liMe Ha akTHBHOTO
BeliecTBo:HoMepbT Ha BepcusATa HAa TOBA OCHOBHO JIOCHE Ha aKTUBHOTO BEIIECTBO €:- HOMEp Ha
BEepCHUATA Ha YacTTa Ha 3asBUTEIISA.- HOMEP Ha BEPCHATA HA YaCcTTa C OTPaHUYEH JOCTHIT: TOBa OCHOBHO
JI0CH€ Ha aKTUBHO BEIIECTBO € M0/IaBaHO MPEN 3a OI[EHKA ChC 3asBICHHE 32 pa3pellaBaHe 3a



yrnorpeba/mpoMsiHa Ha pa3pelleHne 3a ynorpeda Ha JiekapcTBeH npoaykT B EBpomneiickus cpro3: L1 Hel]
Ja, 1o cneaHaTa HaMOHAIHA, EHTPAIU3UPAHa, JeIEeHTPAIH3HpaHa I MPOIEaypa 110 B3aHMHO
npusHaBaHe:Homep Ha HalmoHanHaTa, HEHTPAIU3UPAHaTa, AELeHTpalIn3upaHaTa Wil IpoleaypaTa mno
B3aUMHO NpHU3HaBaHe:VIMe Ha MPoyKTa IO HAIlMOHAJIHATA, IEHTPAIU3UPaHaTa, JIeIeHTpAIn3upaHara
WJIN TIpOLIelypara 110 B3auMHO Npu3HaBaHe: Homep Ha pasperieHueTo u Jata Ha ofo0psiBaHe Ha
CHOTBETHUTE NMPOAYKTH:{OKIaquuK uin pedepeHTHa IbpKaBa WiCHKA:3aCerHATH IbP)KaBU WICHKH ITPH
B3aUMHO MPHU3HaBaHe/ IeleHTpai3upana npouenypa: Homep Ha BepcusiTa Ha yacTTa Ha

3asBuTeNs: Homep Ha BepcusTa Ha 4acTTa ¢ OrpaHuydeH JocThIl:3a0enexka. IHpopmarmsTa, otoenszana
C KypCHB, MOXe€ J1a HE C€ IOITBJIBA, aKO He € u3BecTHa.MlHbopmMarusTa, oTOens3ana ¢ HopMajieH mwpudr,
CE U3UCKBA 33JbJDKUTEITHO.

[Mpunoxenne Ne 15 kpm wi. 18, 1. 1(Ot™m. - /1B, 6p. 47 or 2011 1.)
[Mpunoxerne Ne 16 kbm wi. 19, 1. 1(Otwm. - IB, 6p. 47 ot 2011 1.)

[Mpunoxxerne Ne 17 kbm ui. 19, 1. 2(U3m. - [IB, 6p. 47 ot 2011 r.)/JokymeHTalus 3a IPEXBBPIISTHE HA
IpaBaTa BbpPXY pa3pelieHne 3a ynorpeda Ha JIeKapCcTBEH MPOAYKT3a MPEXBbPIIsTHE HA MpaBaTa BbPXY
paspelnieHre 3a ynorpeda Ha JIEKapCTBEH MPOAYKT Cce MojaBa cienHaTa JoKyMeHTaus: 1. nexkmapamus
OT HACTOAIIUS IPUTEKATEN HA pa3pEIICHUETO 3a ynoTpeda, 4e LsAI0TO JOCUE Ha JIEKAPCTBEHUS
MPOAYKT, OCBbBPEMEHEHO KbM MOMEHTA Ha MPEXBBHPISHETO, € MPEAOCTABEHO HA IOPUIUIECKOTO
nuie/00e TMHEHUETO, Ha YHETO UME IIIe Ce MPEXBBPIIN Pa3peIIeHUETO 3a yoTpeda
(mpeanaranus/ObaenIHs TPUTEKATEN HA PA3PEIICHUETO 3a yroTpeda);2. AeKIapanus OT PHITIECKOTO
nuie/00e TMHEHUETO - peyiaran/0b el MPUTEKATEN Ha Pa3pelIeHUEeTOo 3a ynoTpeda, ue HaCTOSIIUST
MPUTEXKATEN HA PA3peLICHUETO 3a yroTpeda My € MPeIOCTaBIII ISIIOTO JJOCHE Ha JIGKAPCTBEHUS
MPOJYKT, OCHBPEMEHEHO KbM MOMEHTA Ha MPEXBBHPISAHETO;3. opUlIMaIeH TOKYMEHT, U3aJIeH OT
KOMIIETEHTEH OpraH, ChIJIACHO ChOTBETHOTO HAIMOHAIHO 3aKOHOAATEJICTBO, JOKa3Balll, ye
npeaaaranusaT/ObASUAT MPUTESKATEN Ha Pa3pelIeHUETO 3a yoTpeba € yCTAaHOBEH Ha TEPUTOPHUSITA Ha
EUII - nannm 3a Equaaus uaeHTHGUKAITMOHEH KO/ HA IPY>KECTBOTO OT ThPTOBCKUS PETUCTHD, a 3a
Jpy’KecTBaTa, perUCTPUPAHU B IbprKaBa - WieHKa Ha EBporelickus chio3, WK B IbpKaBa - CTpaHa Mo
Crnopa3zymenueTo 3a EBporeiickoTo HKOHOMUYECKO TIPOCTPAHCTBO - 3aBEPEH MPENHC OT JOKYMEHT 3a
aKTyaliHa perucTpaIys Mo HAlMOHATHOTO 3aKOHOJATENICTBO, U3/1aJIcH OT KOMIIETEHTEH OpraH Ha
CHOTBETHATA JIbPKaBa, TPEBE/ICH U JICTATM3UPaH 110 ChOTBETHUS pejl;4. T0Ka3aTeiIcTBa OTHOCHO
Mpe/ICTaBUTENIHATA BJIACT Ha JIMIIATa, MOANUCAIN AeKIapaluuTe 1o T. 1 u 2;5. 1anHu, AoKa3Balu, 4e
npeanaranusaT/ObACUAT MPUTESKATEN Ha Pa3peIIeHUETO 3a yoTpeda € B ChCTOSIHHE J1a M3ITBJIHSIBA
BCHUYKHM OTTOBOPHOCTH Ha MPUTEXKATeJ Ha pa3pelieHue 3a ynoTpeda ChIilacHO 3aKOHOIATEIICTBOTO,
MO-CIEIHATHO a) JAHHHU 3a KBATH(UIUPAHOTO JIMIIE 0 JIeKapcTBeHa Oe3omacHoCT mo wi. 186, an. 1
3JITIXM 3aemHo ¢ aapec, eIeKTPOHEH ajpec, Homep Ha TenedoH u dakc u 6uorpadus. B ciyuait ue
crcTeMaTta 3a JiekapcTBeHa OezomacHocT (Moayn 1.8.1) e oreHsBaHa KaTo 4acT OT Mpoleaypara mo
pasperiaBane 3a ynorpe0a Ha JeKapCTBEHHUs MIPOAYKT, YUETO pa3pelleHne 3a ynorpeda ce mpexBbplis,
Cce IpeJICTaBs JAeKIapalys 3a TOBa, MOANKCAHa OT MpeyiaraHus/ObaeIus MpUTekKaTes Ha
paspelnieHreTo 3a ynorpeda 1 oT KBanupUIMpaHoTo JuLe. B ciayyaii, ue cucremara 3a iekapcTBeHa
0€301acHOCT HE € OLIEHsIBaHa, Clie]] U3/1aBaHEeTO Ha pa3pellieHNueTo 3a MPEXBbPIISIHE Ha Pa3peLIeHUETO 3a
yrnoTpeda HOBUAT NMpUTEKATEN Ha pa3pelIeHneTo 3a ynorpeda 1moaaBa 3asBjIeHHUE 3a IPOMSIHA ChIIIACHO
Hacokute mo 4. 15r.6) aapec, Homep Ha TeiaedoH u (pakc Ha HAYIHOTO 3BEHO, OTTOBAPSIIIO 3a
uHpOpMAIHATA OTHOCHO JICKAPCTBEHUS IPOIYKT;B) MOKYMEHTH (IThJTHOMOIIHO | JIp.) 32 OTpeAesHE Ha
npeacraButel mo wi. 26, an. 2 3JITIXM Ha npetaranus/Obaeiins IPUTSKATE Ha Pa3peIIeHueTo 3a
ynorpeda ciiel IPEeXBHPISTHETO MY; T') IBITHOMOIIIHO 32 JIUIETO, KOETO I OCHUIECTBIBA KOHTAKT MEXKTY
WAJI u npennaranust/Obaeniys MpuTeKaTeNl Ha pa3pelicHUETO 3a yrmoTpeda o BpeMe Ha mporeaypara

1o npexBbpIisiHeTo.JlokymMenTuTe 1o Oyksu "B" U "T"' ce mpeacTaBAT ChC 3aBEpKa, yIOCTOBEpSBaIIa



MPEICTABUTEIIHATA BIACT HA YITHITHOMOIIUTES, IPEBEACHU U JICTAIU3UPAHU IO ChOTBETHUS Pell.6.
MIPEUIO’KEHHE 3a J]aTaTta, Ha KOSTO e Ob/ie BbBEICHO PEXBBPIITHETO Ha Pa3pelIeHueTOo 3a yrnorpeoda:
JaTaTa Ha BbBEKIAHE € JlaTara, OT KOATO MpeIaraHusT/ObICIIUAT MPUTEKATEN Ha PAa3PEIICHUETO 3a
yrnoTpeda npuo0uBa BCHUKH OTTOBOPHOCTH KaTo MPHUTEXKATes Ha pa3pelieHue 3a ynorpeda Ha
JIEKapCTBEHHSI MPOIYKT, 0€3 ToBa J1a mpeIpeiiaBa KpaHOTO pelieHre Ha M3mpIHATeTHATa areHIIHS 110
JIeKapCcTBaTa; /. KpaTKa XapaKTepHCTUKa Ha MPOAYKTa, MAKETH HAa IbPBUYHA M BTOPUYHA OTAKOBKA U
JMCTOBKA Ha OBJATapCKH €3UK, B KOMTO Ca OTPA3CHHU JaHHUTE Ha mpeaiaranus/Obaeiiys IpUTeKaTes Ha
paspenieHueTo 3a ynorpeba;8. aeknapanus, ye B KpaTKaTa XapaKTepUCTHKA Ha TPOJIYKTa, B OMTAKOBKATa
Y B JINCTOBKATa HsAMA JPYTU POMEHHU OCBEH T3, CBBP3aHU C IPOMSHATA HA IPUTEKATEIS Ha
paspenieHneTo 3a ynorpebda Ha JeKapCTBeHUS MPOAYKT;9. TOKYMEHT 3a IJIaTeHa TaKca ChIIIACHO
tapudara mo 4i. 21, an. 2 3JIIXM.

[Mpunoxenne Ne 18 kbpm wi. 20, an. 1, T. 1(Otm. - [IB, 6p. 47 ot 2011 1.)

[Mpunoxxerne Ne 19 kum 4. 20, 1. 2(M3m. - JIB, 6p. 47 ot 2011 r.)/lokymeHTalMs 3a TOJIHOBSBAHE HA
paspermienue 3a ynorpeballpeacrass ce 000011ieHa Bepcust Ha JOCHETO 110 OTHOLICHHE Ha Ka4eCTBO,
0e30macHOCT U e(hUKACHOCT, BKJIFOUBAIlA BCHYKU OJJOOPEHH MPOMEHH CJIe]l U3[]aBaHEe Ha pa3pelieHueTo
3a ynorpeba. O6o0mieHaTa Bepcus Ha TIOCHETO ChIbpKa Hall-MaJIKO CieHaTa JOKyMeHTalus: Moy
1:1.0. Ipunpysxutenno nucmo.l.1. M3yepmnarento cwabpxkanue.l.2. (u3m. - [IB, 6p. 47 ot 2011 1.)
3asiBJICHUE ChC CIICAHUTE NpUIIoKeHus:a) CIUCHK B TabarueH (opMaT Ha BCHYKHU pa3pelleHH 32
yrorpeba pasHOBHIHOCTH Ha MPOIYKTa, 32 KOMTO CE MCKa MMOIHOBsABaHe.0) JlaHHM Ha iuara 3a
koHTakT:KBannduuupano nuue B EBponelickoTo NKOHOMHUYECKO IIPOCTPAHCTBO 3a JIEKAPCTBEHA
6e3omacHocT.JIuIe 3a KOHTAKT, HOCELIO LAJIOCTHA OTTOBOPHOCT IIPU OTKJIIOHEHUS B Ka4ECTBOTO Ha
MPOAYKTA U IPU U3TETISIHETO MY OT Ma3apa.JIuiie 3a KOHTaKT OT Hay4HO 3BeHO B EBporeiickoro
UKOHOMHYECKO IPOCTPAHCTBO, OTTOBAPSIIO 32 HHPOPMALIUITA OTHOCHO JICKAPCTBEHHS PO/IYKT.B)
Criucek Ha IbpkaBUTE B EBpONEicKkOTO MKOHOMHYECKO TPOCTPAHCTBO, B KOMTO MPOIYKTHT € Ha
nazapa, KaTo 3a BCsIKa JIbpKaBa ce I0CcoYBa KOM Pa3HOBUAHOCTHU Ha MPOAYKTA ca MyCHATH Ha Ma3apa
Ha KOs J1aTa (3a mporeaypa 1Mo B3auMHO MPU3HABAHE U JICIICHTPAIN3UPaHa MPoIe/ypa).T)
XPpOHOJIOTHYEH CIIUCHK Ha BCUUKH 3asBJICHMs], TOJa/IEHH CIIe/l pa3pelliaBaHeTo 3a ynorpeda Uit cies
MOCJICHOTO MOTHOBsIBaHE (BCUYKH 0JJ0OOPEHH WIIK B MIPOLIAypa Ha pasriexaane npomenu tun IA/1b u
tun ||, pasmupsiBanus Ha 06XBaTa Ha pa3pelICHUETO, U3MEHEHU ChIVIacHO Wi. 18, cenHu MepkH 3a
0e30IMMacHOCT), KaTo ce MoCOYBa HOMEPHT Ha ChOTBETHATA MPOLIEAYpa, AaTaTa Ha MoJaBaHe, JaTtaTa Ha
ono0OpeH#He (ako ca 0100peHH) U KPAaTKO ONMKCAHKNE Ha MPOMSIHATA. /) XPOHOJIOTHYCH CIIUCHK Ha
MOCJIEABAIINTE MEPKU/TIOCTH 33 IbJDKSHHUS CIIeT pa3peliaBane 3a ynorpeda.e) CTaHOBHIIE WIH
cepTuduKaT (aKO € HaIU4eH) 32 ChOTBETCTBHE C M3UCKBAHUATA HA T00paTa MPOM3BOACTBEHA MPAKTHKA,
HE [0-CTap OT TPH T'OJIMHY, 33 TIPOU3BOIUTENSI(UTE) Ha JISKAPCTBEHUS MPOAYKT, OCO4eH (1) B
3asBJICHUETO, U3/IaJIeH OT KOMIIETEHTEH OopraH Ha EBponeickoTo MKOHOMUYECKO MPOCTPAHCTBO WM OT
KOMIIETEHTEH OpTaH Ha IbpKaBa ChC CIIOpa3yMeHHe 3a B3aMMHO Npu3HaBaHe. [IpenpaTka kpM Oa3ara
nanau Ha EudraGMP mie e nocrarpuHa, KOraTo € HalM4YHa. k) 32 MecTata Ha IPOU3BOJICTBO Ha
JIEKapCTBEHHS MTPOAYKT, Pa3oI0KEHH U3BHH EBPOIEHCKOTO HKOHOMUYECKO TIPOCTPAHCTBO MIIH Ha
TEPUTOPUSATA HA IBPXKABH ChC CIIOPA3yMEHHUE 32 B3aUMHO NPU3HABaHe, Ce MPEICTaBsl CIUCHK Ha
MOCTICTHUTE TTPOBEICHN HHCIIEKITUH 32 T00pa MPOU3BOJICTBEHA IPAKTHKA, KATO CE TIOCOYBA JIaTaTa,
WHCTICKTUPALIUAT SKUIT U Pe3yATaThT OT uHcnekunuTe.3) CoritacHo wi. 160, an. 1, 1. 1 u 2 3JITIIXM ot
MIPUTEKATEINTE HA Pa3peIIeHIe 3a MPOU3BOJICTBO C€ M3MCKBA KaTO M3XOIHU MaTEPUAIH Ja U3IOJI3BAT
CaMoO aKTHBHH BEIIECTBA, KOUTO Ce MPOU3BEXKIAT B ChOTBETCTBHE C PHKOBOCTBATA 3a 100pa
MIPOM3BOJICTBEHA MTPAKTHKA 32 aKTUBHH BEIIECTBA, MpUETH OT EBpomnelickus cpro3. [Ipencrassr ce
CIIeIHUTE JIeKIapaiuu: JIexnapanus oT KBaTu(pHUIUPAHOTO JIUIE Ha BCEKU OT MPUTEXATeIUTe Ha
paszpelleHue 3a IpOu3BOJCTBO, TOCOUYECHHU B 3asIBJICHUETO, KbJIETO aKTUBHOTO BEILIECTBO C€ MU3I0JI3BA
KaTO M3XO0JIeH MaTtepuai.Jlexnapanus oT KBaTu(QUIIMPAHOTO JIKIIE Ha TIPUTEKaTeNs(UTe) Ha pa3penicHue



3a IIPOU3BOJICTBO, TOCOYCHO B 3asBJICHUETO KaTO OTTOBOPHO 332 OCBOOOXKIaBaHe Ha MapTuau.B Te3u
JEeKJIapaluy TpsOBa Jja ce TIOCOYH, Y€ BCUYKH ITPOU3BOIUTENIN HA aKTHBHU BEIIECTBA, TOCOYCHH B
3asBJICHHETO, U3BBPIIBAT IPOM3BOACTBEHUTE MPOIIECH B CHOTBETCTBHE C PHKOBOJICTBATA 32 100pa
MPOM3BOICTBCHA MPAKTHKA 33 aKTHBHH BeIllecTBa (HE ce OTHACS 3a aKTUBHH BEIIECTBA, TPOM3BEICHH OT
KPBB WK KpbBHU CbcTaBku).1.3. MHpopmanms 3a npoaykra.lIpencraBsaT ce kpaTka XapaKTepuCTHKA Ha
MPOAYKTA, TEKCTOBE M MOCTPH Ha IbPBUYHATA U BTOPHYHATA OMAKOBKA U JIUCTOBKA. [Ipn HallMOHAITHUTE
NPOLICAYPH Ce MPEICTABAT M TEKCTOBETE Ha JIMCTOBKATA M HA IbPBUYHATA M BTOPUYHATA OITAKOBKA HA
AHIJIMICKU €3UK, 0JJ0OpEHH BBB BCSKA AbprKaBa - WwieHKa Ha EBpomnelickus cpro3.1.4. Mapopmanus 3a
ekcriepra.1.4.1. 3a kauecTBOTO (BKIIFOYMTEIIHO MOANIUCAHA JIeKapaius u ouorpadus)l.4.3. 3a
KJIMHUYHWUTE JaHHU (BKIIOYMTEIHO MMOANKCaHa AeKiapanus 1 ouorpadpus)Momayn 2:2.3. 0610 pesrome
Ha Ka4eCcTBOTO (EKCIEPTHO CTAaHOBHUILIE 110 Ka4eCTBOTO) EKCIIEPTHOTO CTaHOBHUILIE 110 KAYECTBOTO TPsiOBA
Jla BKIIIOYBA JISKJIapalys, Y€ MPUTEKATEISAT Ha Pa3pelIeHUETO 3a yrnorpeda ce choOpa3siBa ¢ HAyuYHUS U
TEXHUYECKHS IPOTPEC 10 OTHOLICHUE HAa METOMTE Ha MPOU3BOJICTBO U KOHTPOJ M Y€ BHBEXK/IA BCUYKH
HEOOXOIMMHU U3MECHEHUS, 32 J]a MOJXKE JIEKAPCTBEHUSAT MPOYKT Ja Ce MPOU3BEKIA U KOHTPOJIHPA Upe3
OOIIONIPHUETHTE HAYYHN METO 1. EKCIIEpTHOTO CTaHOBHIIE TI0 KAUeCTBOTO TPSIOBA J]a BKIIFOUBA OIIIE:a)
[ToTBBpIKACHNUE, Ye 32 BCHYKU H3MEHEHUS, CBhP3aHH C KAYeCTBOTO Ha MPOJYKTa, Ca MOJaICHU
CHOTBETHH 3asBJICHHUS 32 TIPOMEHU B Pa3pElICHUETO 3a yoTpeda U ue MpOoayKTHT OTroBaps Ha
M3HCKBAaHUSATA Ha aKTYaJIHUTE PHKOBOJICTBA 3a KauecTBO Ha KoMuTeTa 3a JiekapcTBEHU MPOJIYKTH 32
XymaHHara meaunuHa.0) [ToTBbpiKIaBaHe Ha MOCICAHUTE 000OPEHH CIICU(PHUKALUN HA aKTUBHOTO
BEIIECTBO U Ha KpalHKsI MPOAYKT (C JaTara Ha MOCIEIHOTO 0J00psABaHe U HOMEpa Ha MpoLeaypara).s)
KauecTBeH 1 KOJIMYECTBEH CHCTAB 10 OTHOIICHHE HA aKTHMBHHU M IIOMOIIIHHU BellecTBa (C JaraTa Ha
MOCJIEAHOTO 0100psiBaHe U HOMepa Ha mpoiieaypata).2.5. [Iperien Ha KIMHUYHUTE AaHHH (KIHHHYHO
eKCIIePTHO CTaHOBUIIE) KITMHUYHOTO EKCIIEPTHO CTAaHOBHILE TPSIOBA J]a 0TPa3siBa aKTYaTHOTO
CHOTHOIIIEHHUE MOJI3a/PUCK 3a POIYKTa, OCHOBABAIIIO CE HA JJAHHUTE OT MEPUOAMYHUS JTOKIIA 32
0€30MMacHOCT U Ha JIAHHUTE 332 ChOTHOILICHUETO 0e30MacHOCT/PUCK, HATPYIIAHU CIIE] pa3pelIaBaHeTo 3a
yrotpeba Wi ciiell IToCiIeTHOTO MOAHOBIBaHE, KaTo Ce MOCOYBAa ChOTBETHATA HOBA

uHpopMarus. KIIMHUYHOTO eKCIIepTHO CTaHOBUIIE TPsiOBa Jia BKIIFOUBa onie:a) [loTBbpkacHME, Ye HIAMA
HAJMYHU HOBU (HEKITMHUYHM U KIMHUYHU JaHHH), KOUTO IPOMEHST MIJIM BOJAT JI0 HOBA OI[CHKA Ha
ChOTHOIICHUETO Moi3a/puck. Korato nMa HOBM HEKIIMHUYHHU JTaHHH, PUTEKATEIST HA PA3PEIICHUETO
3a yrnotpeba MoXKe J1a IPEeICTaBH SKCIIEPTHO CTAHOBUILE 338 HEKIIMHUYHUTE TaHHU.0) [ToTBBpKICHHE, Ye
OT TJIe/THA TOYKa Ha 0€30IMacHOCTTa pa3penIeHneTo 3a yrnoTpeda Ha MPOAYKTa B Kpast Ha METTOAUITHHS
CPOK MOXe Ja Objie TIOJHOBEHO 32 HEOTPAHUYEHO BPEME WIIM Y€ BCSAKO JICHCTBUE, MPETIOPBHUAHO HITH
3aMoYyHaTo, TpsOBa aa ObJe MocoueHo u 000cHOBaHO.B) [ToTBBpXKIEHHUE, Ye V3MbIHUTETHATA areHIUS
10 JIeKapcTBara ¢ Ouia nHPOpMHUpaHa 33 BCAKAKBH JOIIBJIHUTCITHH TAHHU, KOUTO Ca OT 3HAUCHHE 32
OlIEHKaTa Ha ChOTHOIICHUETO MoJ3a/pUcK 3a CbOTBEeTHHS PoayKT.CepTrdukaT(u) 3a ChOTBETCTBUE Ha
MoHorpacdusita Ha EBporeiicka hapmakores: OTHOCHO crioHrupopmuuTe eHiedanonatuu (TSE
ceprudurar).Mozayn 5:5.3.6. Jlokaaau OT onuTa ciie]] MycKaHe Ha 1ma3apa Ha JIeKapCTBEHUS
nponyktlIpeacrass ce meproauyeH J0KIa 3a 0€30MaCHOCT M/WIIH JOBIHUTENICH TIEPHOIUYEH TOKIIaT
3a 0€30MMaCHOCT, W/WiI TOAPOOHHU CIIUCHIH, H/WiTH 00001ecHH TabaumHK (T.€. MEPHOANYEH JOKIaT 3a
0€30MacHOCT W/WITN TONIBITHUTEIICH MEPUOIMYCH JOKIa] 32 0€30MacHOCT, 00XBaIlalll IIEPHO/Ia OT
nocJeTHaTa KpaifHa gara 3a BKIFOUBaHE HA JaHHU B MPEIUIIHAS JOKJIA 0 KpaifHaTa aara 3a
BKJIIOYBAHE Ha JJAHHH B TIOCJICTHUS TOKJIA, KOSTO € B paMkuTe Ha 60 JHU OT JaTaTa Ha 1MojiaBaHe Ha
3asBJICHHE 32 TOIHOBSIBAHE HA pa3pelIeHUeTo 3a ynoTpeda). JJaHHUTe OT NepHOANYHNUS TOKIIAT 3
0€30IacHOCT 3ae/IHO C BCEKHU MPEJICTaBEH MPEIH TOBA TOKIIAI TPSOBa 1a 00XBaIaT Nepuo OT 4 TOANHH
1 4 Mecena OT 1aTaTa Ha pa3peniaBaHeTo 3a yrnorpeda WM oT MOCIeTHOTO My TogHOBsBaHe. [IpencTass
ce 00oO01IaBa cBbp3Balll JOKJIAA, aKO € IPUI0KHUMO.

[Mpunoxenne Ne 20 kpm § 3(M3m. - [IB, 6p. 47 ot 2011 r.)M3uckBanus KbM OpOSt €K3EMILIAPH OT
AJOCHUETO U KbM HpO6I/ITe, KOHUTO CC IMMPCACTABAT B M3obiaaurennara arcHuus 1o JiCKapcTBara npu



paspeliaBane 3a ynorpeba/perucrpaiius, IpOMsHA B pa3pelIeHUETO 3a ynoTpeda/perucrpanus u
MTOAHOBSIBAHE Ha pa3pelieHUeTo 3a yrnorpeda Ha jgexkapcTtBenu npoayktul. locuel. Jlocuero mo 4. 2,
ast. 1 ce mpeacTaBst HA €JIEKTPOHCH HOCUTE B JiBa ek3eMiuisipa. MH(popmarusTa 3a mpoaykra (KpaTka
XapaKTEepPUCTHKA Ha MPOJIYKTa, JMCTOBKA 3a MAIllMeHTA, JaHHH BbPXY IbPBUYHATA) CE MPECTABS BbB
dopmat Word (6,0 nim nmo-Bucoka BepcHsi) H3BbH OCHOBHUSI (hopMar Ha eJIEKTPOHHOTO J0CHE.2.
Hocueto 1o ui. 2, ajn. 2 ce NpeAcTaBs Ha eJIEKTPOHEH HOCUTE B JiBa €K3EMIUISIPa WM 110 U3KITIOUCHHE
Ha XapTHUEH HOCHUTEI B eIuH ek3eMIuisip. MHpopmanusra 3a npoaykra (KpaTka XapakTeprCcTHKa Ha
NpOJIyKTa, JUCTOBKA 3a MAaIlMEeHTa, JaHHH BbPXY II'bpBUYHATA) ce npeactass BB popmar Word (6,0 niu
M0-BHUCOKA BEPCHUsI) M3BbH OCHOBHUS (POpPMAT HA €IEKTPOHHOTO Jocue.3. EAHOBPEMEHHO ¢ I0CHETO o
4JI. 2, ann. 1, cbOTBETHO MO 4JI. 2, ajl. 2, KaTO JOIMbIHUTEIHU eK3eMIUISIPU Ha XapTUEH HOCUTEI Ce
MPEJCTABAT U CJACIHUTE JOKYMCHTH ) 3asiBIICHUETO B J{BA CK3EMILIAPA - C OPUTHHAJICH TOIKC Ha
3asBUTEJISI;0) MPUAPYKUTSITHOTO MHUCMO - C OPUTHHAIICH MOJIITKC;B) MIBJIHOMOIIHUTE;T) ACKIapaluuTe; )
uHpopManusTa 3a npoaykra (KpaTka XapaKTepUCTHKA Ha MPOJYKTa, JUCTOBKA 3a MAllUeHTa, JaHHU
BBbPXY II'bPBUYHATA M BTOPHYHATA OMIAKOBKA) Ha OBArapcku e3uk. 4. [Ipu nmporeaypuTe mo B3auMHO
MPHU3HABAHE ¥ JCIICHTPAIM3UPAHUTE MIPOLICIYPH 10 pa3peliaBane 3a yrnorpeda/moiHoBsIBaHe Ha
paszpeleHueTo 3a ynorpeda nnpopmanuara 3a npoaykra mo 1. 3, Oyksa 'a'" ce mojaBa Hail-KbCHO J10 5
JTHY CIie/l Kpas Ha MEeXTyHapoIHaTa ¢a3a Ha MpoIlelypaTa, MPUAPYKEeHa OT ChIilacyBaHATa
uH(popMalug 3a MPoayKTa Ha aHTIuicKH e3uk.D. [To mpeuenka MAJI moxe f1a n3ncka TOMbIHUTEHU
XapTHEeHH KOomus Ha yacTu oT gocueto. |l. IIpobu 1. [Ipobu oT KpaeH JeKkapcTBEH MPOIYKT UIH OT
MEKIUHHE TPoayKTUlIpeicTaBAT ce IpoOH OT Hal-MaJIKo JBE Pa3aIHYHK MapTHIH (TPU pa3IudHH
NapTUIM 33 TApEHTEPATHHU MPOYKTH) M CTAHAPTHHU BEIIECTBA B KOJMYECTBA, TOCTAThYHH 32
U3BBPIIBAHE HA J[BA ITBJIHK aHaIu3a. 2. [I[poOu OT U3X0qHH MaTepuaii (AKTHBHU M TOMOIIHU BEICCTBA)
[Ipencrassar ce B konmuyectBa, mocodenn ot MAJL. 3. IIpobute o T. 1 u 2 ce mpeacTaBsAT B CPOK 10 7
paboTHM 1HU cien nmouckBane ot MAJL.

[Mpunoxxerne Ne 21 kbm 4. 15a (Hoso - /1B, 6p. 33 ot 2010 r., B cuna ot 30.04.2010 r.)JIekapcTBeHu
OPOJYKTH 110 yTBbpAeHa perentypal. Spiritus salicylicus 1 % cutaneous solution2. Spiritus salicylicus 2
% cutaneous solution3. Spiritus Aethylicus 70 per cent cutaneous solution4. Tinctura iodi 5 per cent
cutaneous solution5. Paraffinum liqguidum (Oleum Vaselini) oral liquid 6. Spiritus Camphoratus 10 %
cutaneous solution7. Norsulfazolum (Sulfathiazol) cutaneous powder8. Antimyco-Acid cutaneous
solution9. Antimyco-Beta cutaneous solution10. Spiritus Mentholi 1 %11. Tinctura crataegi, drops12.
Magnesium sulphate powder13. Carbo activatus14. Wishnevsky ointment15. Solutio Rivanoli (Solution
Ethacridine lactate 0,1 % cutaneous solution)16. Solutio iodi spirituosa (Alcocholic iodine solution) 5
per cent cutaneous solutionl17. Hydrogen peroxide 3 per cent cutaneous solution18. Spiritus Lavandulae
1 % cutaneous solution19. Lactic acid solution 3 per cent vaginal solution20. Ammonia solution 10 per
cent cutaneous solution21. Solution Fuchsini 1 % w/w cutaneous solution22. Anestesol cutaneous
solution23. Solutio Pyoctanini cutaneous solution24. Permethrin cutaneous solution25. Tinctura
"Castellani - Hefe" cutaneous solution26. Menthol 2 % ointment 27. Rivanol 1 % ointment 28. Tinctura
Valerianae drops29. Mixtura alba (Zinc ointment 1 g/10 g) cutaneous suspension30. Kalii Permanganas
(Potassium permanganate) powder for cutaneous solution31. Salicylic acid/resorcinol cutaneous
solution32. Ichthyol 50 %, 10 % ointment33. Oleum Ricini solution 34. Emulsio benzyl benzoate 25 %
cutaneous emulsion35. Dermatol cutaneous powder36. Tinctura Menthae, drops37. Expectorans Ne 5,
syrup38. Jodaseptadon cutaneous solution39. Spiritus Aethylicus 90 per cent cutaneous solution40.
Spiritus Aethylicus 95 per cent cutaneous solution41. Tinctura Castelani cutanfous solution.

[Mpunoxxenne Ne 22 xvm wi. 15a(Hogo - JIB, 6p. 33 ot 2010 r., B cuia ot 30.04.2010 r., u3m. - /IB, Op.
47 ot 2011 r.)Monyn 1: AnmunuctparusHa nHpopmanmsl.O. [puapyxurento mucmol.1l. Crabpikanue
Ha IU10TO Jocue (Ha BcHuku Moayiu ot 1 no 3 Bkimounrtenno)l.2. (u3m. - JIB, 6p. 47 ot 2011 1.)
3agBneHue cbritacHo wi. 7, ai. 1, T. 1, 6yksa "a"IlocouBat ce MMETO U afApechT Ha 3asIBUTENS, KAKTO U



MMETO U aJPeChT Ha MPOU3BOJUTEIIUTE M HA MECTaTa, KbJETO CE U3BHPIIBAT PAIMYHUTE €TAIH OT
MPOM3BOACTBOTO (BKJIIOYMTEIIHO MPOU3BOAUTENS HA KPAHUS TIPOIYKT U MPOU3BOAUTEIUTE HA
aKTUBHOTO(UTE) BelecTBo(a), a KOraro UMa BHOCUTEN - U KIMETO U aJipechT Ha BHOcUTesA. KaHauaaTsT
TpsOBa J1a TOCOYM BU/IA HA 3asIBJICHUETO M KaKBU MPOOM U CTAaHAAPTHH BEILIECTBA Ca MPUIOKEHH, aKO
nMa TakuBa.Kakto e mpeaBuaeHo BBB GopMyIisipa 3a 3asBICHUE, 3asIBUTEIIUTE TPSIOBA Ja MPEACTABAT
JAHHU 3a JIEKapCTBEHHS MPOIYKT, KOMTO € MpeAMET Ha 3asBICHUETO, 3aKOHOBOTO OCHOBAHHE Ha
3asIBJICHHETO, NIPE/JIaraHus MPUTESKATE Ha Pa3peIICHUETO 3a yrnoTpeda u npoussoautess(ure). 1.3.
WNudopmanus 3a nponykral.3.1. Kpatka xapakTepucTika Ha MPOIYKTa, MPOEKT 3 TaHHUTE BbPXY
I'bPBUYHATA ¥ BTOPHYHATA OMAKOBKA U MPOEKT 3a JINCTOBKA Ha ObIATapcKku e3uk. KpaTkara
XapaKTepUCTHKA Ha MPOJyKTa € chriaacHo npuiiokenue Ne 11. ITpoekT 3a naHHUTE BbpXY MbPBUYHATA U
BTOpHUYHATA OMAKOBKA U MPOEKT 32 JINCTOBKA Ca B CHOTBETCTBUE C M3MCKBaHUATA Ha ri1aBa VI Ha
3JIIIXM u Hapen6ata mo wi. 170 3JITIXM.1.3.2. MakeTn Ha MbpBUYHATA U BTOPUYHATA ONAKOBKA U
JMCTOBKUTE 3a JICKAPCTBEHUS MPOAYKT B ChOTBETCTBUE C M3UCKBaHUsATa Ha Ty1aBa VI na 3JITIXM u
Hapen6ara o wi. 170 3JITIXM.1.3.3. MocTpu OT IbpBHYHA U BTOPUYHA OMTAKOBKA M JINCTOBKA (110
BB3MOkHOCT).1.4. MUHdopmanus 3a ekcnieprureExcnieprute no wi. 27, an. 4 3JIIIXM tpsida na
U3TOTBSAT MOAPOOHU JOKIAIAH OT OLIEHKATa Ha IOKYMEHTUTE U IaHHUTE, ChbPXKAIIU CE B JIOCHETO 32
paspeiaBane 3a ynorpeda, ¥ B YaCTHOCT B MOJYJ 3 U eKcIepTHUTE cTaHoBHIIA. OT TAX CE MU3MCKBA J1a
pasriieaT KpUTUYHHUTE BBIIPOCH, CBBP3aHU C KAYECTBOTO HA JIEKAPCTBEHUS MPOIYKT, KATO U3THKHAT
BCUYKH JaHHH, KOUTO Ca OT 3HAYCHHE 3a olleHKaTa. Te3n u3uckBanus TpsOBa qa ObAaT U3ITBIHEHH MO/
(dbopMaTa Ha MpeACTaBeHU B MOAYJI 2 Ha JOCHETO 32 pas3peliaBaHe 3a ynorpeda o01io pesrome Ha
KauecTBOTO. B Momyn 1 ce mpeacTaBsaT nekiapamnud, MOAMMCAaHU OT eKCIIEPTUTE, 3aeHO C KpaTKa
nH(popMalug 3a TAXHOTO 0OpazoBaHue, o0yueHue u npodecuonanex onut.Excrieprure TpsOBa na umar
MOJIXOIAIIA CIIeUaTHa i podecruonanna kpammdukanus.IIpodecnonansara Bpb3Kka MEKIY
eKcIiepTa u 3asaBHUTeNs TpsAOBa aa 0b1e o0sBeHa.1.5. Crnenuduyny U3UCKBaHUS KbM JOKYMEHTALHUSTA
1.6. Onenka Ha prcka 3a okoyiHaTa cpenalaM, KbJeTo € IPUII0KUMO, 3asIBJIICHUATA 32 pa3peniaBaHe 3a
ynoTtpeba TpsaOBa JAa BKIIOYBAT MPETJIe/ Ha OlIEHKA Ha PUCKa, B KOATO CE J]aBa OLIEHKAa OTHOCHO
BB3MOKHUTE PHCKOBE 3a OKOJIHATA CPeJia BCJCACTBUE HA U3IMOI3BAHETO U/MITH U3XBBHPJSHETO HA
JIEKapCTBEHUSI POIYKT, KAKTO U MPEATIOKEHUS 32 IOIXO SN YKA3aHUS U IPEIyNPEXKICHUS B
uHpopManusTa 3a npoaykra (KpaTka XapakTepHCTHKA Ha MPOYKTa, JUCTOBKATA U OITAKOBKHUTE).
Nudopmanuara mo oTHOIIIEHHE HA PUCKA 32 OKOJHATA CpeJia Ce MPEACTaBs KaTo JOMBIHEHNE KbM
monyin 1.1.7. Uudopmarius o oTHolLIEHHE Ha JekapcTBeHaTta 6e3onacHoctl.7.1. Cucrema 3a
nekapcTBeHa 6ezonacHocTlIpencTass ce moapoOHO omMKcaHKe Ha CHCTeMaTa 3a JIeKapCTBEeHa
0e30I1acHOCT, KOATO Ie ObJe BbBEIEHA OT 3assBUTENS, ChIiacHO wi. 27, ai. 1, T. 12 3JIITXM.To TpsoBa
7la BKJIFOYBA JIOKA3aTEJICTBO, Y€ 3asIBUTENAT pas3nojara ¢ KBaau(uIMpaHo JIMIe, OTTOBAPSIIO 32
JeKapcTBeHaTa 0e30macHOCT chrtacHo wi. 186 3JITIXM, u ¢ HeoOXOAMMHUTE CPEJICTBA 33 ChOOIIIaBaAHE
Ha BCSKAaKBa HEe)KeJaHa JIEKapCTBeHA peakiivs, Bb3HUKHANA B EBponeiickaTa OOIIHOCT UK B TpeTa
crpana.To3u pa3jen ce H3UCKBA IPH BCSIKO HOBO 3asBiIeHHE (BKIIOYMTEIHO 3a paslIMpsBaHe 00XBaTa Ha
pasperienueTo 3a ynorpeba).1.8. JlokymeHTHTE, TOcoueHu B pa3zen 6 Ha mpuioxenne Ne 11.9.
Cepruduxar 3a [[obpa mpon3BoACTBEHA TPAKTHUKA WK CEPTU(HUKAT, YAOCTOBEPSIBAII, Y&
MIPOM3BOJICTBOTO Ha JIEKAPCTBEHHS MPOAYKT € U3BBPIIEHO B ChOTBETCTBUE ChC CTAHIAPTH,
CKBHBAJICHTHHU HA CTaHAapTUTE HA JloOpara Mpou3BOACTBeHA MPAKTUKA, U3/IaJICH OT KOMITETEHTSH OpraH
Ha JbpkaBa OT EBpomeiickoTo HKOHOMHUYECKO MPOCTPAHCTBO WIIK OT IbpPKaBa, C KOSATO € B CHJIa
CTIIOpa3yMeHHeE 3a B3aUMHO Npu3HaBaHe Ha uHcnekuuTe.1.10. Ciuchk Ha AbpKABUTE, B KOUTO
JIEKapCTBEHHSIT MPOJIYKT € pa3peliieH 3a ynoTpedaB cirydail ue nekapCcTBEHUST MPOAYKT HE € pa3pelieH
3a ynoTpe0a B IbprkaBaTa Ha MPOU3BOJICTBO, C€ TocoYBaT mpuunHUTE 3a ToBa.1.11. Ciuchk Ha BCHUKH
IbpKaBH, B KOUTO € MMOAaJICHO 3asiBICHHE 32 pa3pemaBane 3a ynotpedal.12. JlokymeHTH,
YIOCTOBEPSBAIIH, Ue JINIIETO, KOSTO ITO/IaBa 3asBICHUETO, € YIThTHOMOIIICH ITPEICTABUTEIT Ha JIUIIETO 110
yi1. 26 3JIIIXM1.13. JToroBop Mexay NMpUTEkKaTENs Ha Pa3pelIeHUueTo 3a ynorpeda 1 OTTOBOPHUTE 3a
0cBOOOKIaBaHe Ha mapTuu/mpou3BoacTBO/BHOCL. 14, Jleranusupana aekaaparius, MoIMMUCcaHa OT



KBTU(DUIIUPAHOTO JIUIIE, 32 ChIIIACKE 32 TIPOU3BOACTBO, KOHTPOJI U T.H., BB3JIOKEHO C JIOTOBOP OT
NPUTEKATENS Ha Pa3pelICHUETO 3a ynoTpeba (Che 3aBepKa Ha MOAMUCA U MPABOMOIIUITA Ha

kB uipanoro aune).Moayn 2: JlekapcTBeHU MPOAYKTH 1O YTBBp/EHA peuentypaPesromerara Ha
JaHHUTE B MOJIYJ 3 ChIbpKaT OMOIMOTrpadcKu TaHHU WM €KCTIEPTHH CTAHOBUINA 32 JIBJITOTOJUIITHATA
u 6e3omacHa ynoTpeda Ha npoaykTa.Moayn 3: XuMuko-papManeBTUIHa TOKYMEHTALUS 32
JICKapCTBEHH MPOAYKTH I10 YTBBpEHa penentypa |. O0moro chabpikaHue Ha MOAYI 3 €, KAKTO
ciensa:3.l. Ceabpkanue Ha Moayn 33.2. Jlanuu3.2.S. AktuHO BemecTBo3.2.S.1. O6mma
nadopmanua3.2.S.1.1. Homenkmnarypa3.2.S.1.2. Ctpykrypa3.2.S.1.3. O6mu cBoiicta3.2.S.2.
ITpousBoactr03.2.S.2.1. IIpousBoauren(un)3.2.S.3. KoHtpos Ha akTHBHOTO BetiecTBo3.2.S.3.1.
Crnemudukanun3.2.S.3.2. AHanuTudHu MeTonkn3.2.5.3.3. Banuaupane Ha aHaTUTHIHUTE
Metonukn3.2.S.3.4. Ananus Ha naptuan3.2.S.4. Cucrema onakoBKka-3aTBapsHe3.2.S.5.
Crabunnoct3.2.P. JlekapctBeH npoaykT3.2.P.1. Onucanue u chcTaB Ha JIeKapCcTBEHUS TPoaykT3.2.P.2.
dapmaneBTuuno pazpadorsane3.2.P.3. [IpoussoactBo3.2.P.3.1. [Ipoussoauren(u)3.2.P.3.2.
[TpousBoacTBeHa perentad.2.P.3.3. Onucanue Ha IPOU3BOJICTBEHHSI MPOIIEC U KOHTPOJIA MO BpeMe Ha
pou3BoicTB0T03.2.P.3.4. KOHTpOJI HAa KPUTUYHUTE €Taly U MEKAMHHUTE MPoaykTu3.2.P.3.5.
Banuaupane u/unum orieHka Ha mpousBozacTBenus npoiec3.2.P.4. KoHTpos Ha TOMOIIHUTE
BemectBald.2.P.4.1. Cnemmdpukanmu3.2.P.5. Kontpon Ha nexapcTBenus npoaykr3d.2.P.5.1.
Crenuduranus(u)3.2.P.5.2. Anamurnuan metoauku3.2.P.5.3. Banuaupane Ha aHaTUTHYHATE
metoaukn3.2.P.5.4. Ananu3 Ha naptuau3.2.P.6. CrangapTHH BelecTBa WM CPAaBHUTEITHH
matepuanun3d.2.P.7. Cuctema onakoBka-3arBapsine3.2.P.8. Ctabunnoct3.2.P.8.1. O6o0uieHue Ha
M3MUTBAHKUATA 33 CTAOMITHOCT 1 3akmodeHne3.2.P.8.2. [lannu 3a crabminoct3.2.R.3. Ceprudukar(u) 3a
ceotBercTBUEll. OcHOBHM npuHIMIH U M3UCcKBaHus1l. IHopMalusTa ce mpencTaBst B JB€ OCHOBHU
gacTu: yacT 3.2.S - 3a aKTUBHUTE BEIIECTBa, 1 yacT 3.2.P - 3a kpaifHus nexapcTBeH mpoaykT. Korato
JICKApCTBEHHSAT MPOAYKT ChIBPiKa MOBEYE OT €IHO aKTUBHO BEIIECTBO, B YacT 3.2.S ce MPelCTaBsl IIbJIHA
nH(OpPMAIIHS 32 BCIKO aKTHBHO BEIIECTBO MOOTAENHO.2. MoHorpaduute Ha EBponeiickata gpapmakories
ce MpuJiaraT 3a BCHUKH BEIIeCTBa, MpenapaTy 1 JeKapcTBeHU GOpMHU, KOMTO ca BKIIOYEHU B Hes. 3a
JPYTUTE BEIIECTBA BCSIKA JbPrKaBa WIEHKA MOXeE Jla M3MCKBA ClIa3BaHEe HA HAIIMOHATHATA CH
dapmaxones.[Ipy aHanuTHYHU METOIMKH, BKItoueHH B EBpomneiickaTta papmakomnes, omucaHUETO BbB
BCEKH pa3Jiell MOXe Jia O'bJie 3aMEHEHO ¢ TOYHOTO UM ITOCOYBAHE B ChOTBETHATA MOHOTpadusi(1) Win
obma(n) rmasa(u) Ha hapMakornesnTa, ako TaM METOJMKHUTE ca OMHUCAHH JOCTAThuHO MOAPoOHO.3. B
clTydail ue U3X0J/IeH MaTepua, CypoBHHA, aKTUBHO BEIIECTBO MJIHM ITOMOIIIHO BEUIECTBO HE Ca OMMCAaHU
Huto B EBpormeiickara hapmakornesi, HUTO BbB papMakornes Ha IbpKaBa 4ieHKa, O MOTIIO J1a ce IpHeMe
CBhOTBETCTBUE C MOHOTpadus OT apMakornesTa Ha TpeTa IbpkaBa. 4. Jlo UMETO Ha BCEKH pa3jiel Ha
gacT 3.2.S ce mocoyBaT UMETO Ha AaKTUBHOTO BEIIECTBO, 3 KOETO Ce OTHACS ChbOTBETHHSAT pasjien, u
HETOBUST MTPOU3BOANTEIN. J|0 MMETO Ha BcekH pasnen Ha JacT 3.2.P ce mocouyBat nuMeTo Ha
JIEKapCTBEHMsI MPOJIYKT, 32 KOMTO ce OTHACS pa3/ieNnbT, M ChOTBETHATA JekapcTBeHa ¢popma. B Moy 3
Ha JOCHUETO CIEMAITHO BHUMAHUE Ce OTAEN Ha CIIEAHUTE eleMeHTH . 3.2.S. AKTUBHO BemectBo3.2.S.1.
O6ma nnpopmanua3.2.S.1.1. Homenknarypalludopmarusta OTHOCHO HOMEHKJIaTypaTa Ha aKTUBHOTO
BEIIIECTBO BKITIOYBA MPEMOPBHUYAHOTO MEKTYHAPOIHO HEMATCHTHO MMe; (hapMaKoneinHo uMe (B
EBporneiickara gapmakores Win ako B Hesl HIMa - B Jpyra GapMakores), XiMHYHO uMe/MMeHa; GUpMeH
WK TabopaTopeH KOJI; APYTU HeMATeHTHH UMEHA; periucTpalioHeH Homep chritacHo Chemical Abstract
service (CAS Ne).3.2.S.1.1.1. 3a pacTUTEeTHH BEIIECTBA: OOTAHMUECKOTO HAYYHO MME Ha pacTeHUETo/sITa
(pom, BHI, BApHETET M aBTOP), XEMOTHII, OOIIONMPHETOTO UME Ha PACTUTEIIHOTO BEIECTBO HA JJATHHCKH
1 OBITApPCKU €3WK, U3MOI3BAHU YaCTH OT PACTEHUETO Ha JIATUHCKHU e3uK. 3.2.5.1.2.
CrpykrypallpeacraBsr ce chOTBETHATa CTPYKTYpHA (GopMyJia, BKIOYUTETHO OTHOCUTEIHA U
abconoTHa cTepeoxuMuyuHa GopMyiia, MOJeKylIHa (OpMylia U OTHOCHTETHA MOJIEKYyTHA
maca.3.2.S.1.2.1. 3a pacTUTEIHH BEIIECTBA: OMHUCAHNE HAa PACTUTETHOTO BEIIECTBO (MaKpo-,
MUKPOCKOIIHHU), ONIMCAHUE Ha ChbCTABKUTE C U3BECTHO TEPANICBTUYHO JeicTBHE Win Mapkepu.3.2.5.1.3.
O6mmm cpoiictBaTpsiOBa na ObAAT MOCOYCHH (PU3MKOXUMHYHUTE U JPYTUTE CBOMCTBA HA aKTUBHOTO



BEIIECTBO, HAIIPUMEP BHHILIEH BUJI, BT, (PU3HMYHO CHCTOSIHHE, pa3TBopuMocT, PH u pKa, Touku Ha
TOIEHE W/WIN KHIIEHE, XUTPOCKOMUYHOCT 1 Ap. 3.2.5.2. [IponsBoacrso3.2.5.2.1.
[Tpoussoauten(u)lIpencraBst ce UMeHaTa, aIPECUTE ¥ OTTOBOPHOCTUTE HA BCEKHU MPOU3BOTUTEI.
3.2.5.2.1.1. 3a pacTuTeNHU BEIIECTBA - UMEHATA, aJPECUTE U OTTOBOPHOCTHTE HA BCEKU MPOU3BOIUTEI,
HA4YMH Ha IPOU3BOJICTBOTO M CHOMpaHEe Ha PACTCHUSTA, BKIFOUUTEIIHO reorpa)CKUsT U3TOYHUK Ha
JIEKapCTBEHOTO pacTEHKE, YCIOBHATA 3a KyJITHBHPaHe, ChOUpaHe, 00paboTka, cyiieHe (BKIYUTEITHO
MIPOU3BOJICTBEHH ChOPBIKCHHUS, BKJIFOUCHHU B POU3BOICTBEHUS Mpoliec/ ChOMPaHETO), OMaKOBKa U
ycioBus Ha cbxpaHeHune.3.2.S.3. 3a paCTUTEIIHN BeIecTBa - HH(popMaIus 3a MeCTHIUIH, TeKKH
MeTad, adIaTOKCUHU U MEKPOOMOJIOTUYHO KadecTBo.3.2.S.4. KoHTpoI Ha aKTUBHOTO
BemectBo3.2.5.4.1. CnermudukanuslIpeacrass ce cienudukanusTa Ha 3aIBUTEIS 32 PYTHHEH KOHTPOJ
Ha aKTUBHOTO BemlecTBo.3.2.5.4.1.1. 3a pacTuTenHN BENIECTBA - M3MUTBAHUS 32 IECTHUIIMIN, TEKKH
MeTaiau, adIaTOKCUHU U MUKPOOHOJIOTUYHO KauecTB0.3.2.5.4.2. Ananutnanu metoaukulIpencrassr ce
AHATUTUYHUTE METOJIMKH Ha 3asBUTENIS 32 U3MUTBAHE HA aKTUBHOTO BemlecTBo.3.2.5.4.3. Banuaupane
Ha aHaMUTUYHUTE MeToauKkulIpeacTaps ce nHbopMalus 3a BaTUAUPAHETO HA AHATTUTUYHUTE METOTUKU
3a M3MHUTBAHE HA aKTUBHOTO BemiecTBo.3.2.5.4.4. Ananu3 Ha napruaullpencraBsar ce pe3ynrature ot
KOHTPOJIA, TPOBEJICH BbPXY OTICIHH MAPTH/IH, U OMMCAHKE Ha ChOTBETHUTE MAPTHIH (IaTa U MsICTO Ha
POM3BOCTBO, rojieMuHa Ha napruaute). 3.2.S.5. Cucrema onakoBka-3atBapsiHellpeacrass ce
OIMCaHWe Ha CHUCTEMaTa OT OMAaKOBKaTa U HEHHOTO 3aTBapsiHe, KaKTO U TexHUTe cnenuduxanmm.3.2.S.6.
Crabmiaoct3.2.5.6.1. O6001menre Ha M3MUTBAHKSTA 32 CTAOMIIHOCT U 3aKioueHue TpsoBa fa ce
00001IAT BUAOBETE MPOBEACHHU U3MUTBAHMS, U3MOI3BAHUTE MPOTOKOIH U PEIYATATUTE OT
W3MHUTBAHUATA. B 3aKIIFOUEHUETO Ce TTOCOYBAT YCIIOBUSATA 33 ChXPAHCHHE, KAKTO M CPOKBT, CIIEC]T KOMTO €
He00X0IMMO MOBTOPHO U3MHUTBAHE, WM CPOKHT HA TOAHOCT, 0OOCHOBAHU C PE3yNTATUTE OT
u3nuTBaHuATa 3a crabmiHocT.3.2.P. JlekapcTBen npoaykr3.2.P.1. Onucanue u chCTaB Ha JIEKAPCTBEHUS
npoaykrtlIpeacrass ce onucanue Ha KpalHUS JIEKAPCTBEH MPOAYKT U HEroBus cberas. MHpopmanusara
BKJIFOYBA OTIMICAHHE Ha JIGKApCTBEHATa (popMa U ChCTaBa ¢ BCHYKH ChCTABKU Ha KPAWHUS JICKAPCTBCH
MPOJIYKT, TAXHOTO KOJIMYECTBO, KAKTO U (GYHKIIMHUTE HA ChCTABKUTE.a) AKTUBHHUTE BEIIeCTBA:3a
PacTUTEITHO BEIIeCTBO/TIpenapar - ONMCaHnue Ha PaCTUTETHOTO BEIIeCTBO/Ipenapar, BKIOYUTEITHO
(GU3MYHO CHCTOSIHUE, CHOTHOIIIEHUE Ha PACTUTEIHO BEIIECTBO KbM PACTUTENIEH MpernapaT; U3MOI3BaHH
pa3TBOPHUTENH 3a eKCTpakiius. 0) [ToMoIHUTE BelecTBa HE3aBUCHMO OT TSIXHOTO €CTECTBO U
U3IMOI3BAHOTO KOJIMYECTBO, BKIIFOUUTEIIHO KOHCEPBAHTUTE, CTAOUIN3aTOPUTE, CTHCTUTEIUTE,
eMYJITaTOpUTe, OJOOPSIBAIIMTE BKyCa U apoMara BemecTBa u Ip.ChCTaBKUTE HA JICKAPCTBCHUTE
MPOIYKTH ce 00sIBSIBAT 110 CJIeIHMS HaukH:a) BerecTBara, BKIroueHu B EBporneiickara hapmakores,
WJIM aKO HE ca BKJIFOYEHU TaM, B HallMOHAJIHATA (papMaKoIles Ha HIKOS OT AbP)KaBUTE WICHKH - Upe3
3arJaBHeTo Ha BhIIpOCHaTa (papMakoreiiHa MoHorpadus ¢ mocouBane Ha hapmakomnesnTa.0) OcraHanure
BEIlECTBA - upe3 MexayHapoHoTo HenateHTHO ume (INN), mpenopbuano ot CBeTOBHATA 37jpaBHA
OpraHM3allys, Uil ako HiIMa TaKoBa - TOYHOTO HAYYHO 0003HAYEHHE; BEIIECTBATa, KOUTO HSIMAT
MEXTYHAPOIHO HEMATEeHTHO MME WJIM TOYHO HAYYHO 0003HAYCHHE, CE OMUCBAT Ype3 IOCOUYBAHE KaK U
OT KaKBO ca MPOU3BEICHH, TOMBIIHEHO, aKO € HEOOX0AUMO, C APYTU BaXXHU MOAPOOHOCTH.B 3aBHCHMOCT
OT JIeKapcTBeHaTa (hopMa KOJIMYECTBOTO Ha BCSIKO aKTHBHO BEMIECTBO B KPAHHUS JICKAPCTBEH MPOAYKT
ce MOCcoYBa 4Ype3 J030Ba eIWHUIIA WK 33 eANHNIIA Maca uiu 00em.3.2.P.2. dapmarieBTHYHO
paszpaborBaneTo3u pa3nen TpsOBa 1a ChabpkKa KpaTka HH(POpMAIUsS OTHOCHO ChCTaBa, JIEKapCTBEHATA
¢dbopMa, MPON3BOACTBEHHS MPOIIEC, CHCTeMAaTa OT OMIAaKOBKATa M HEMHOTO 3aTBapsHE,
MHUKpPOOHOIOTHYHUTE XapakTepucTuku.3.2.P.2.1. 3a pactutenHo BemiecTBo/mpenapar - KbJETO €
MIPUIIOKHUMO, c€ 00CHKIAT Pe3yATaTUTE, KaTO ce CPaBHIBA (PUTOXUMHUYHHUAT CHCTAB HA IPOJAYKTUTE,
M3IOJI3BaHU B MOJKpena Ha Oubmuorpadcku JaHHU, U Ha pa3paOOoTBaHUs paCTUTENIEH JIEKAPCTBEH
npoaykTt.3.2.P.3. IIpousBoactBo3.2.P.3.1. [IpousBoauren(u)locouBar ce UMeTO, apechT U
OTTOBOPHOCTTA HAa BCEKH IMPOM3BOINUTE, BKITFOUATEITHO TIOIU3ITBTHATEIUTE, KAKTO U BCHYKU MeCTa Ha
MIPOM3BOJICTBO MJIM MECTa, HA KOMUTO CE€ M3BBPIIBAT MPOM3BOACTBO U M3NUTBanus.3.2.P.3.2.
[IpousBoncTBena peuental Ipencrass ce mpou3BoACTBEHATA pelleNTa, ChAbpIKAIla CIIUCHhK Ha BCUYKU



CHhCTABKH, KOUTO CE M3IMOI3BAT B IPOU3BOICTBEHHUS MPOIIEC HA JIEKapCTBEHaTa (popma, TEXHHUTE
KOJIMYECTBA 32 MapTU/a, BKIIOUUTEIHO U3UIIBIUTE, U MpernpaTka KbM CTaHIAPTUTE 32 TAXHOTO
kauecTBo.3.2.P.3.3. Onucanue Ha MPOU3BOICTBEHUS MTPOLIEC M KOHTPOJIA TI0 BpeMe Ha
MPOoU3BOICTBOTOONUCAHUETO HAa HAYMHA Ha ITPOU3BOJICTBO TPsOBA J1a € MPEACTaBeHO Taka, ue /1a JaBa B
JOCTaTh4HA CTENeH HH(OPMAITHS 3a €CTECTBOTO Ha OMEpAIMKUTE M Jia BKJIFOYBA Hali-MaJIKO CJICTHOTO:a)
[TocoyBaTt ce pa3IMYHUTE €TaIu OT IPOU3BOJICTBOTO, BKIIOYUTEIHO KOHTPOIBT Ha Mpolieca u
CHOTBETHUTE KPUTEPHUH 32 MPUEMaHE, TaKka 4e Jla MOXKe JIa C€ HAIpaBU OICHKA /1Al M3MOJI3BAHUTE 32
MIPOM3BOJICTBOTO Ha JieKapcTBeHaTa (hopma mpolecu Orxa MOTJIH Jia 10BeAaT 0 HeOIaronpusTHa
POMSIHA B ChCTABKUTE HA NIPOAYKTa.0) [Ipy HempekbCHAT IPOU3BOICTBEH MPOIIEC CE MPEICTABS MTbJIHA
nH(pOpMaLKsg OTHOCHO MPHJIATAHUTE MEPKU 33 OCUTYPSIBAHE HA XOMOT'€HHOCTTA Ha KpalHUs JIEKapCTBEH
npoaykT.3.2.P.3.4. KOHTpOI Ha KpUTUYHUTE €TalHl U MEKIMHHUTE MPOAYKTUBKITIOUBAT ce NaHHH 3a
KOHTPOJIHUTE U3MUTBAHUS HA MPOAYKTA, KOUTO CE MPOBEXKIAT HA MEXJAUHEH €Tal OT IPOU3BOJCTBEHHUS
poIIeC, 3a JIa CE OCUT'YPH IMOCTOSHCTBO MPH MPon3BoAcTB0T0.3.2.P.3.5. Banuaupane u/viam omeHka Ha
MIPOU3BOJICTBEHUS TporieclIpeacTaBsaT ce onrcanue U pe3yaTaTd OT eKCIePUMEHTAIHUTE U3CIIeIBAaHUS
3a BaTMAMPaHe HA KPUTUIHHUTE €Tall U KPUTHIHUTE U3MUTBAHUS B IIpoIieca Ha Mpou3BoicTBo.3.2.P.4.
KonTpon Ha nomoniaute BeuiectBal Ipencrass ce uHpoOpMaIis OTHOCHO KAa4€CTBOTO U KOHTpPOJIa Ha
Te3u Marepuanu. [Ipeacrass ce nHbopManus, KOSATO J1a TIOKa3Ba, 4e MaTepUATIUTE OTTOBapsIT Ha
MOAXOJISAIIN CTAaHJAPTH C OTJIe]] Ha MpeaHa3HaueHneTo um.3.2.P.5. Kontpon Ha nekapcTBeHus
POYKTMaKCHMAaITHOTO JOMYCTUMO OTKIIOHCHHE OT ChIABPKAHMETO HA aKTHBHOTO BEIIECTBO B KpAaWHUS
JIEKapCTBEH MPOJYKT TpsiOBa Ja He mpeBuIaBa £ 5 % mo BpeMe Ha MPOU3BOACTBOTO, aKO HIMA
JOCTaThYHO OCHOBAHUE 32 IMO-TOJIIMO OTKJIOHCHHE. 32 PACTUTEITHH MPOIYKTH: JOITyCKa CE
MaKCHMaJIHOTO OTKJIOHEHHE OT ChABPKAHUETO Ha aKTUBHOTO BelecTBO 1aa O0bae + 10 % mopaau
MIPUPOJTHUS MY IIPOU3X0]], MHOTOKOMIIOHCHTEH ChCTaB 1 MUHUMAJTHA KOHIICHTPAIUs Ha BEIIECTBATA,
U3MOJI3BaHu 3a Mapkepu. B u3dpoenuTe mo-a0iy pas3aenu ce npeacrass noapodHa nHbopMaius 3a
cnenupukauuTe (3a 0CBOOOKTaBaHE U 3a CPOKA Ha FOJHOCT), 000CHOBaBaHE Ha N300pa UM, METOIUTE
3a aHanu3 U TAXHOTO Banuaupane.3.2.P.5.1. Crnenmdukarms(u)[Ipeacrapsr ce cnenupuKanuuTe mpu
0cBOOOKIaBaHE U 32 CPOKA HA TOJTHOCT Ha JIeKapCTBeHHS MpoaykT.3.2.P.5.2. Ananmutrnanu
metonukn3.2.P.5.3. Banunupane Ha aHanutuuaute metoquku3.2.P.5.4. Ananu3 Ha maptuaullpencrapsr
Ce pe3yNITaTuTe OT aHAJIN3 HA IAPTHU/IU M ONTUCaHKE Ha ChOTBEeTHUTE mapTuan.3.2.P.6. CtannaptHu
BeleCTBa WM CpaBHUTEIHH MaTtepuanullpenapaTute 3a cpaBHEHUE U CTaHIAPTUTE, KOUTO CE U3IMOI3BAT
3a M3MHUTBAHE HA KPaHUS JIEKAPCTBEH MPOJIYKT, CE IOCOYBAT M CE OIKCBAT IMOAPOOHO, aKO HE ca
onucanu B pazzen 3.2.5.5.3.2.P.7. Cucrema onakoBka-3arBapssHeOmnucBa ce cucreMaTa OT OMaKoBKa U
HEHHOTO 3aTBapsHE, BKIIFOUNTEITHO WICHTUIHOCTTA Ha BCEKH MaTepHall 3a M3pad0TBaHEe Ha ITbPBUYHATA
OTIaKOBKa, U ce mpeacTaBsaT cnenudukanuute uM. 3.2.P.8. Ctabunnoct3.2.P.8.1. O6o0muieHne Ha
M3MUTBAHUATA 32 CTAOMITHOCT | 3akitoueHneO000111aBaT ce BUAOBETE MPOBEICHN W3MUTBAHUS,
W3MOI3BAHUTE MPOTOKOIM U PE3YATATUTE OT U3MHUTBAHUATA. 3aKIIOUEHUETO TPsiOBa J1a ChabpKa
MPEIIOKEHHUE 3a CPOK Ha TOJTHOCT M YCIIOBUS 33 ChbXPaHCHHE, BKIFOUYUTEITHO CJIe/I OTBapsHE, CIIe]
pasTBapsine/paspexxaane/cycrnenaupane (KbAETO € MPUIOKHUMO), 000CHOBAHO C PE3YJITaTH OT
M3MUTBaHMUATA 3a cTadmHocT.3.2.P.8.2. JlanHu 3a ctabmnHOCTB moaxossir ¢opmar ce nmpencTaBst
MOAPOOHUTE PE3YNITATH OT U3CIEABAHUATA 32 CTAOMIHOCT, BKIIFOUUTETHO HHPOPMAIUS OTHOCHO
AQHATMTUYHUTE METOJIMKH, U3TIOJI3BAHU 32 MOJyJaBaHEe HAa JaHHUTE, U BATHIMPAHETO HA T€3W METOUKH.



