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To3m KOKYMEHT e cpecTBO 32 I0KYMEHTHpPaHe W He 00BbP3Ba MHCTUTYUHHTE

JIAPEKTHUBA 2001/83/EO HA EBPONIEMCKHS MAPJAMEHT U HA CHBETA

ot 6 HoemBpu 2001 ronuna

3a YTBBPKIAaBaHEe HA KOJAEKC Ha OOIIHOCTTA OTHOCHO JIEKAPCTBCHU MPOAYKTH 3a XyMaHHa

ynorpeda
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JIAPEKTUBA 2001/83/EO HA EBPOIIEMICKHS TAPJJAMEHT
N HA CBBETA

ot 6 HoemBpu 2001 roguna

3a YTBbp:KAaBaHe Ha KoAekc Ha OOIIHOCTTAa OTHOCHO JIEKAPCTBEHH
MPOIYKTH 32 XyMaHHa ymoTpeda

EBPOITEMCKMAT TIAPJJAMEHT ¥ CBBETHT HA EBPOIIEMCKHUSA
CBIO3,

karo B3exa mnpensun J[loroBopa 3a cwe3maBaHe Ha EBpomneiickara
OOIIHOCT, U MO-CIENHUATHO WieH 95 oT Hero,

KaTo B3€Xa MNpEABUI MNPEHIOKCHHUCTO HA KOMI/ICI/I}ITa,

Karo B3exa MpEIBH][ CTAHOBHINETO Ha VIKOHOMHYECKHS W COLHAIHHS
kommurer (1),

B CBOTBETCTBHE C HPOIleypara, mocoueHa B wieH 251 ot orosopa (3),

KaTO uMat mnpeaBui, 4e:

(1)  Hupextusa 65/65/EVIO na CbBera ot 26 stHyapu 1965 r. oTHOCHO
cOMMKaBaHETO Ha 3aKOHOBUTE, IOA3aKOHOBU U aJIMHHUCTPATHBHU
pasmopenou, CBbp3aHu ¢ JiekapcTBeHuTe npoaykra (3), JupexTusa
75/318/ENO na CoBeta ot 20 Mait 1975 1. 0THOCHO cOMMKaBaHETO
Ha 3aKOHOJIATENICTBATa HA AbPKABUTE-WICHKH, CBBP3aHU C aHaJH-
THYHUTEC, TOKCI/IKO—q)apMaKOJ'IOFI/I‘{HI/ITe U KIIMHUYHUTEC CTaHJapTHU U
MIPOTOKOJTH TI0 OTHOIIICHHE Ha M3ITUTBAaHETO HA IIATEHTOBAHM JIeKap-
creenn npoayktu (*), HupektuBa 75/319/EMO na CpBera oT
20 wmaii 1975 1. OTHOCHO CONIDKaBaHETO Ha 3aKOHOBHTE,
MOI3aKOHOBH M 2IMHHICTPATUBHH Pa3nopenOn, CBbP3aHU C aTeH-
TOBaHM JiekapcTBeHu mpoayktu (°), dupextuBa 89/342/EMO Ha
CoBera ot 3 mait 1989 1. 0THOCHO pa3mMpsiIBAaHETO HA TIPUIIOKHOTO
none Ha upextusu 65/65/EMO u 75/319/EVO u ycTaHOBsIBaHE Ha
JOUBIHUTEIHH DPA3Nopeadr 3a HMYHOJIOTHYHHUTE JIEKAPCTBEHU
MPOJYKTH, IPEICTABISABAIIY BAKCHHU, TOKCUHHU, CEPYMH H ajnepre-
uu (%), HMupektuBa 89/343/EVIO ma ChwBera or 3 mait 1989 r.
OTHOCHO pa3IIMPsIBAHETO Ha MPUIOKHOTO Mojie Ha J{UpeKTHBU
65/65/EMIO n 75/319/EVIO u ycraHOBsSBaHE Ha JOMBJIIHUTEIHU
pasnopendu 3a panrodapmarierunute (7), JupekTrBa
89/381/EMIO na Cbieta oT 14 roHu 1989 r. oTHOCHO pa3mups-
BaHETO Ha MPWIOKHOTO mone Ha J[upektuBu 65/65/EMIO un
75/319/EMO OTHOCHO COJIMKaBaHETO Ha 3aKOHOBUTE, ITOA3aKO-
HOBUTE M aJMUHHCTPATUBHHUTE DAa3NopenOdH, OTHACAU ce OO0
JICKAPCTBEHUTE NPOJAYKTH, W YCTAHOBSBaHE Ha CIELHAIHU
pasmopenOM  3a  IATCHTOBAaHHUTE  JIGKAPCTBCHH  NPOIYKTH,
MPOM3BOMHM Ha dYoBemka KpbB mwin 1miasMma (}), Jlupekrtusa
92/25/EMO na CbBeta o1 31 MapT 1992 r. oTHOCHO AUCTpUOYIHUATA
Ha €IpO Ha JIEKApCTBEHM MNPOAYKTH 3a XyMaHHa ymnorpeoa (°),
Jupextusa 92/26/EVIO nHa CobBera ot 31 mapt 1992 . oTHOCHO

(") OB C 368, 20.12.1999 r., ctp. 3.

(®>) Cranosumie Ha EBpomneiickus mapnament ot 3 roau 2001 1. (Bce omie Hemny6-
nukyBaHo B Oguyuanen éecmuux) n Pemenne Ha CbBeTa oT 27 cenTeMBpU
2001 r.

() OB 22, 9.2.1965 1., ctp. 369/65. [upekTvBa, MOCIENHO HW3MEHEHA C
Jupextusa 93/39/EMO (OB L 214, 24.8.1993 r., ctp. 22).

(*) OB L 147, 9.6.1975 r., ctp. 1. JlupektrBa, MOCIEAHO U3MEHEHa ¢ JIUpeKTHBa
1999/83/EO na Kommucusra (OB L 243, 15.9.1999 r., ctp. 9).

(®) OB L 147, 9.6.1975 r., crp. 13. [IupexTuBa, MOCICIHO H3MEHEHA C
Jupexrua 2000/38/EO ua Komucusra (OB L 139, 10.6.2000, ctp. 28).

(°) OB L 142, 25.5.1989 r., ctp. 14.

() OB L 142, 25.5.1989 r., ctp. 16.

(®) OB L 181, 28.6.1989 1., ctp. 44.

(°) OB L 113, 30.4.1992 r., ctp. 1.
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K1acu(UKanuATa IpH OTIYCKAaHETO HA JICKAPCTBEHU NPOAYKTHU 3a
xymanHa ymorpeba (1), dupextusa 92/27/EMO na CbBera OT
31 mapt 1992 r. OTHOCHO €TUKETUPAHETO U yI'BTBAHUATA 3a JIEKap-
CTBEHHTE TIPOAYKTH 3a XyMmaHHa ymotpeba (?), JlupektuBa
92/28/EVIO nHa CoBera or 31 MapT 1992 r. OTHOCHO pexilamara
Ha JIeKapCTBEHWTE MPOAYKTH 3a xyMmaHHa ymortpeba (P) wu
HupextuBa 92/73/EMO na CwBera ot 22 centemBpu 1992 .
OTHOCHO pa3LIMpsABaHE HA MPWIOKHOTO Ioye Ha JIUpeKTHBU
65/65/EMO u 75/319/EVO 0THOCHO COIMKaBaHETO Ha 3AKOHOBHTE,
[OI3aKOHOBUTE M AJAMHHUCTPATHBHUTE Ppa3lopei0H OTHOCHO
JeKapCTBEHATE TPOLYKTH M YCTaHOBSBAaHE HA JONBIHUTCIHU
pasnopesdu OTHOCHO XOMEONAaTHIHUTE JIeKapCTBEHH HPOIyKTH (*),
ca IPOMEHSHH HEKOJIKOKPaTHO M To chinecTBeHo. [Topaau ToBa, 3a
[O-rojsiMa SICHOTA M PAlMOHAIHOCT, HOCOYEHHMTE JIUPEKTHBU
ciezBa Aa ObAaT KoaubHULIUpaHU 4Ype3 ChOUPAaHETO UM B €IUHEH
TEKCT.

CopulecTBeHaTa Il HA BCHYKH MpaBHIa 3a HPOM3BOICTBOTO,
Pa3MpOCTPaHEHUETO M ymoTpedaTa Ha JICKApPCTBEHHTE MPOMYKTH
TpsiOBa Ja € 3ammurara Ha OOIIECTBEHOTO 3JIpaBe.

Ta3u 1en obaue TpsAOBA Jla ce MOCTUTHE ChC CPENCTBA, KOMTO Ja
HE BB3IPEISTCTBAT PA3BUTHETO HA (hapMaleBTUYHATA HPOMHIL-
JICHOCT WM ThPrOBHATA C JICKAPCTBCHU MPOAYKTH B PAMKUTE Ha
OOmHocTTA.

Paznmuumsta Mexny HAKOM HAIMOHAIHU pa3nopeadH, u Io-
CHELMAIHO B pa3nopeaduTe, OTHACSIIM CE 1O JIEKapCTBEHHUTE
NpoAyKTH (C M3KJIIOYCHHWE Ha CYOCTAaHIMHUTE WIM ChCTABKUTE,
MPEACTaBISIBAIM XpaHH, XpaHU 3a JKMBOTHU WIM XUTHEHHU
mpenapaT) BB3MPENATCTBAT THPrOBUSATA C TAX B paMKHUTE Ha
OOImHOCTTa 1 TOpagyl TOBA MPSAKO BIHSAT BBPXY (YHKIHOHH-
paHeTo Ha BBTPELIHHMS Iazap.

TakuBa TpeukH TPsAOBa CHOTBETHO Ja OBJAT OTCTPAHEHH; KATO
UMaT MpeJBUJ, Y€ 3a TOBa € HeOOXOJMMO CONMKaBaHE Ha ChOT-
BETHHUTE Pa3nopeadu.

3a HamaIsIBaHETO Ha BCE OLIC CHIICCTBYBAIIMUTEC pa3IMYHA CJICABA
Ja C€ OIpCAcsIT MIpaBUja 3a KOHTPOJ Ha JCKAPCTBCHHUTC
NPpOAYKTH MU Aa C€ YTOYHAT 3aAbJDKCHHUATA HAa KOMIICTCHTHUTE
OpraHvd Ha AOBbPKABHUTC-UYJICHKHU C OrJI€d OCUI'ypsABAHE Ha CBbOT-
BCTCTBUETO C MNPABHUTC HU3UCKBAHUA.

[lonsTusra ,,BpenHOCT™ U ,,TEpPAlleBTUUHO JIEHCTBHE MOTraT /a ce
pasriexaar caMo B TSAXHATa B3aWMOBPB3KAa W HMAaT CaMo
OTHOCUTENIHO 3HAUEHUE B 3aBHUCHUMOCT OT pa3BUTUETO Ha
Hay4YHUTE MO3HAHMS U KaTo ce B3eMe IMPEeIBU] MPEeIHA3ZHAYCHHETO
Ha JIEKAPCTBEHUS TPOIYKT. [[OKyMEHTHTe W IaHHHUTE, KOWUTO
TpsiOBa Ja ce mpuiaraT KbM 3asBICHHETO 3a pa3pellieHue 3a
TBPrOBUS, JIOKa3BaT, 4Ye TepamneBTHYHATA CPEKTHMBHOCT Ha
MPOAYKTa HaAJeNsiBa HaJ MOTEHIUAIHUTE PHCKOBE.

CraHnapTuTe ¥ NPOTOKOJHWTE 3a HM3BBPIIBAHE HA TECTOBETE U
M3MUTAHUATA HA JIEKAPCTBEHUTE MPOIYKTH, KOUTO ca €(hEKTUBHO
CPEICTBO 3a TEXHHMA KOHTPOJI M CJIEJOBaTEHO 3a Ola3BaHE Ha
OOIECTBEHOTO 3/]paBe, MOraT Jia YJIECHST Ppa3IpOCTPaHEHUETO
Ha JIEKapCTBEHHUTE MPOIYKTH, KaTO OMpeNeNsaT OOmHM MpaBHia 3a
MPOBEXKJIAHE HA TECTOBETE M M3IUTAHUSATA, ChCTaBSHE Ha JOKY-
MEHTAIUATa U MPOBEPKa Ha 3asABICHUATA.

L 113, 30.4.1992 r., ctp. 5.
L 113, 30.4.1992 r., ctp. 8.
L 113, 30.4.1992 r., ctp. 13.
L 297, 13.10.1992 r., ctp. 8.
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OnuTHT NOKa3Ba, Ye € NMPEHOPBUUTENIHO Ja Ce YTOUHAT Mo-100pe
CIlydaWTe, NPH KOUTO HE € HEoOXOAWMO Ja ce MpeJCTaBAT
pe3yaratd  OT  TOKCUKOJOTUYHM,  (hapMaKoJIOTUUHM WU
KIMHUYHM M3IOUTAHMUSA 33 [OJIy4YyaBaHE Ha paspelleHUe 3a
JIEKapCTBEH MPOLYKT, MOJOOEH IO CBIIECTBO HAa BEUE pa3pelleH
MPOJYKT, KaTO c€ BHHMAaBa IO-HOBUTE NPEINPHATHS Ja He ObaaT
OLIETSABAHU.

CruiecTByBaT 00aue ChOOpa)KeHHUs, CBBpP3aHH C OOLIECTBEHOTO
61aro, 3a TOBa, Ja HE CE W3BBPILIBAT MHOTOKPATHH H3MUTAHUSI
BBpPXY XOpara U >KUBOTHHUTE, 03 TOBA Jla € HAJOKHTEITHO.

HpI/IGMaHCTO Ha €JHM W CbIIM CTaHAAPTH H IPOTOKOJU OT
BCUYKH IOBPXKaBU-YJICHKHW 1€ OaA€ BB3MOXHOCT Ha KOMIICT-
CHTHUTC OpraHd nAa B3€MaT pCHICHHUATAa CH BB3 OCHOBAa Ha
CIVWHHU M3IIMTAHUA U B 3aBUCHUMOCT OT 06IJ.II/I KPUTCPUU U CIICI-
OBaTCJIHO 1€ OOIIPHUHECE Oa CC H30erHaT pa3inyusATa B OLCHKATA.

C M3KIIOYCHHE HA JICKAPCTBCHHUTE NPOIYKTH, KOUTO Ca IPEIMET
Ha IeHTpalIn3upaHarta mporenypa Ha OOLIHOCTTa 3a MOMydaBaHe
Ha paspelleHuero, ycraHoBeHa c¢ Permament (EMO) Ne 2309/93
Ha CobBeta or 22 ronmu 1993 r. 3a ycraHOBsSIBaHE Ha OOIIHOCTHHU
HpOIEAypH 3a paspelieHuss W KOHTPOJI Ha JIGKapCTBCHUTE
MPOAYKTH 32 XyMaHHa yrnorpeba M 3a BeTepHHapHa ynorpeda u
3a cb3maBaHe Ha EBporeiicka areHIms 3a OIEHKAa HA JEKApCTBCHU
npoayktH (1), paspemieHHeTo 3a TBProBUs C  MEIHIMHCKH
HOPOAYKTH, NPENOCTABIHO OT KOMIIETGHTEH OpraH B eIHa
JbpKaBa-wieHKa, Ou clenBago jAa ObJe NPU3HATO OT KOMIIET-
€HTHNTE OPTaHW Ha OCTAHAINTE IbPXKABH-WICHKH, OCBEH aKO Te
UMaT CepHO3HH OCHOBAaHMS Ja JOIyCKaT, 4e pa3pelIaBaHeTo Ha
JAICHOTO JIEKapCTBO MOXE Ja NPEACTaBsBa PUCK 3a OOLIECT-
BEHOTO 37paBe. B ciywail Ha Hecwriacme MexIy Ibp)KaBHTE-
YJIEHKH OTHOCHO KauecTBOTO, OE3BPEAHOCTTa M e(UKACHOCTTa
Ha JIGKapCTBEHHUS MPOIYKT, ClIe[[Ba [a C€ MPUCTBIN KbM HaydHa
OLICHKA Ha IMpo0JieMa B CHOTBETCTBHE C OOIIHOCTHHTE CTaHAApTH,
3a Jla ce CTHI'HE IO €IMHHO U 3aIbJKUTENHO 3a CHOTBETHUTE
IBpXKaBU-WICHKN pemieHne. Karo wmmaT mpexBmi, de ToBa
pelieHue ciuensa ga ObAe NPUETO IO YCKOPEHa Ipouexypa HIpu
TSICHO CBHTPYIHHYECTBO Mexny KomucuaTa u IbpiKaBUTE-4ICHKH.

3a Tasu men ciexBa Ja ce chb3aane Komurer 3a maTeHTOBaHU
JIEKapCTBEHH MPOAYKTH KbM EBpomeiickata areHuus 3a OLEHKa
Ha JIEKapCTBCHHUTE IPOIYKTH, y4YpelIeHa CBIVIACHO NUTHUPAHUS
no-rope Pernament (EMO) Ne 2309/93.

Hacrosiuata nOupekThBa MPEACTaBIsiBA BaKHA CTBIKA KBM
OCBILECTBSIBAHETO Ha LENTa — CBOOOMHO IBIDKCHUE Ha JeKap-
ctBeHute mnpoayktd. llle Obmar HeoOxomumu obave  Imo-
HATATHIIHA MEPKU 3a MPEMaxBaHE Ha BCE OLIE ChHINCCTBYBAIIUTE
OGapuepu mpen CBOOOJHOTO JIBUKEHHE Ha JICKAPCTBEHUTE
OPOAYKTH, KAaTO C€ B3eME IOJ BHHMAHHE NPHIOOUTHST OIIWT,
MO-CIICIIMATHO B paMKUTe Ha mocodeHus KoMuTeT 3a mareH-
TOBAHHU JICKAPCTBEHU IPOIYKTH.

3a mo-mobOpa 3ammTa Ha OOIIECTBEHOTO 3/paBe W 3a Ja Cce
1/136€FH3.T U3JIMIITHUTE l'IOBTapﬂU_II/I ce yCI/IJ'[I/Iﬂ o BpeMe Ha
MPOYYBAHE HA 3asBJICHUATA 33 Pa3pelICHUE 3a ThPrOBUS C JIeKap-
CTBEHHUTE NPOIYKTH, IbPKABUTEC-UICHKH CIJI€IBA CHUCTEMAaTHYHO
Jla W3TOTBAT JOKIAAM 3a OIICHKA Ha BCEKH Pa3pelieH OT TAX
JICKapCTBEH MPOAYKT W Ja T'M TPEACTaBiAT IPH TOUCKBAHE.
OcBeH TOBa [JIbp)KaBUTC-WICHKH ClieBa Jla Morar jJa
MPEyCTAaHOBAT TMPOYYBAHETO Ha OINPEJCICHO 3asABJICHHEC 32
paspelieHue 3a THPrOBUS Ha JIEKAPCTBEH NPOIYKT, KOHTO ce
MpoyYBa aKTHBHO OT JIpyra IbpKaBa-ujeHKa, C Orjen naa Obiae
MPU3HATO B3ETOTO OT IIOCJIEHATA IbpKaBa-4JCHKA peIlICHHE.

() OB L 214, 24.8.1993 r., crp. 1. Permamenr, usmenen ¢ Permament (EO)

Ne 649/98 nHa Komucusara (OB L 88, 24.3.1998 r., ctp. 7).
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Cren ycTaHOBSIBAHETO Ha BBTPELIHUS Iazap, MOXe Ja ce
paspemn mpeMaxBaHe Ha CHEeHU(DUYHUTE KOHTPOJIHU HPOLELYPH,
YUATO 1Ied € JAa TapaHTUpa KauyecTBOTO HAa BHECEHUTE OT TPETU
CTpaHM JIEKAPCTBEHHU IMPOAYKTH, CaMO aKO MMa HaJUIEKHHU JI0TO-
BopeHocTH ¢ OOLIHOCTTa, KOMTO IapaHTUpaT, Y€ HEOOXOAUMHTE
KOHTPOJIHU TIPOLEAYPU €A M3BBPIICHH B CTPAHATa M3HOCHUTEINKA.

Heobxoanmo e na ce npuemar cueluuiHn pasnopeon 0THOCHO
UMYHOJIOTHYHHTE, XOMCONATUYHUTE JICKAPCTBEHH IPOIYKTH,
paanodapManeBTHIINTE, KAKTO M JICKAPCTBEHHUTE MPOLYKTH Ha
6a3aTa Ha YOBELIKAa KPBB M IIJIa3Ma.

Benukn mpaBuna 3a paamodapManeBTUIMTE TpsOBa ga OT4eTar
Jupexrusa 84/466/Epparom Ha CbBeTa oT 3 centeMBpu 1984 r.
OTHOCHO OMNpefesiHe Ha OCHOBHHUTE MEPKH 3a DPaJnOJOTHYHA
3al[UTa Ha JINNATA, MOIJIOKCHH Ha MEJUIIMHCKH H3CICABAHUS
win nedenue (). CremBa OCBeH TOBa Ja Ce B3eMe MPEABHI M
JupextuBa 80/836/EBpatom Ha CwbBeta ot 15 romm 1980 r. 3a
U3MEHEHHE Ha JUPEKTUBUTE OTHOCHO YCTaHOBSIBAaHE Ha
OCHOBHHTE CTaHZapTH 3a OE30MacHOCT ¢ OrJiel Oma3BaHe
3[paBeTO Ha OOILECTBEHOCTTa U PAOOTHULMTE CPELLy ONaCHOCTU
B pe3yjirar OT MOHM3Mpalla pamuarnus (?), W 4usaTo Lel € Ja
OCUTYpH 3alllUTaTa Ha PaOOTHHIHMTE WM HAa MANUCHTHTE CPEIly
[IPEKOMEPHUTE MM HEHYXKHO BHCOKM paBHUIA Ha HOHM3U-
pamTe JTBYEHHS, IO-CIELHaIHO B WICH 5B OT Hes, CIopen
KOWTO C€ WU3UCKBAa IPEIBApUTENIHO pa3pellleHHe B cilydail Ha
npubaBsHE Ha PAJAMOAKTHBHHU BELIECTBA KbM JIEKAPCTBEHHTE
NPOIYKTH, KakTO W TpPH BHOC Ha MOJOOHH JIeKapCTBEHH
HPOAYKTH.

OO6mHocTTa ToAKpenss Oe3ycinoBHO ycuinusta Ha CbBeTa Ha
EBpoma na HachpuaBa JOOPOBOIHOTO OE3BB3ME3NHO HapsiBaHE
Ha KPBB W IUIA3Ma, C TCHACHLMS KbM CaMOCTOSTEIHOTO OCHIY-
psiBaHe B pamkuTe Ha 1sutata OOIIHOCT ¢ KPHBHU MPOAYKTH H 32
J1a OCHUTYPH CIa3BaHETO HA €TUYHHTE NPHHIMIN B THPrOBHATA C
TEparneBTHYHN CYOCTaHIMH C XYMaHEH MPOHM3XOJ.

IlpaBunata, mMpeaBHACHH [a TapaHTUpPAT KavyecTBOTO, Oe3Bpes-
HOCTTa © ©(pEeKTHBHOCTTa HA JICKAPCTBEHHUTE MPOIYKTH,
NpOU3BOMHM Ha 4YOBENIKA KPBB M IUIa3Ma, TpsOBa Ja ce
OpHIaraT €IHAKBO KbM MyOJMYHHTE W YaCTHHUTE MPEIIPHUATHS,
KaTo CBIIOTO C€ OTHACAd M IO KPBbB M IUIa3Ma, BHOC OT TPETH
CTpaHH.

Karo ce wmmar mpemsmj chenuUYHATE XapaKTEPHCTUKH Ha
XOMEONATUYHUTE JIEKAPCTBEHM MPOAYKTH, KaTo HaIpuMmep
MHOTO HHUCKaTa KOHLEHTpalMs Ha aKTUBHU CBCTAaBKU B TAX U
TPYAHOCTTa IPU HPUIAraHETO KbM TAX Ha KOHBEHLMOHAJIHATA
CTaTUCTHYECKA  METOAMKA IIPH  KIMHUYHUTE  M3IUTAHMUA,
JKEJIaTeTHO € Ja ce NpeABHAU Mpoueaypa 3a cClienualHa
ONPOCTEHA PErucTpalys 3a TO3M BUJA XOMEONATUYHU JIeKap-
CTBEHU MPOMYKTH, ITyCHATH HA Ias3apa 0e3 TeparneBTHYHH WHIH-
Kanuu, BbB (papmaneBTHyHa (opMa U B J03U, KOUTO HE IpeA-
CTaBJIABAaT PHUCK 3a IAlMEHTa.

AHTPONOCO(CKUTE  JICKAPCTBEHW  MOPOJAYKTH, ONUCAHH B
ojpunmanHa ¢apmakores W TPUTOTBEHH IO XOMEONaTHYeH
METOJ, M0 OTHOUICHHE HA PETHCTPAIMATA W PaA3PEIICHUETO 3a
TBPrOBHs, C€ OTHACAT KBM XOMEONATHYHHUTE JICKAPCTBEHU
TPOJYKTH.

(") OB L 265, 5.10.1984 r., crp. 1. JlupeKkTHBa, OTMEHEHA, CYMTAHO OT

13.5.2000 r. ¢ Hdupextua 97/43/EBparom (OB L 180, 9.7.1997 r., ctp. 22).
(®» OB L 246, 17.9.1980 r., ctp. 1. upextuBa, u3MeHeHa ¢ JIupeKTHBA
84/467/Esparom (OB L 265, 5.10.1984 r., crtp. 4), OTMEHEHa, CYUTAHO OT
13.5.2000 r. ¢ dupexrusa 96/29/Epparom (OB L 314, 4.12.1996 r., ctp. 20).
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Heobxonmumo € Ha moTpeOUTEeNMTe HAa XOMEONAaTHYHHU JeKap-
CTBEHH MPOAYKTH MPHOPUTETHO Ja C€ MPEAOCTaBs sCHa
WHIMKAIUs 33 XOMCONATHYHUS MM  XapakTep, KakTo W
JOCTaThYHU TapaHIMK MO OTHOIICHHE Ha TAXHOTO KadyeCTBO U
0Ge3BpEaHOCT.

IpaBuiara 3a MPOMU3BOACTBOTO, KOHTPOJA W MHCIIEKTUPAHETO HA
XOMEOMAaTHYHHUTE JIEKAPCTBEHH Cpe/CcTBa TpsiOBa ja ObaaT xapMo-
HM3UPaHU, 3a Jia Ce paspellid pasNpOCTPaHCHHETO Ha IjsiiaTa
Teputopust Ha OOIMIHOCTTa Ha JICKAPCTBEHH IPOIYKTH, KOUTO ca
6e3BpeqHU U ¢ A0OPO KauecTBO.

ITo oTHOmIEHHWE HA MyCHAT HA Ma3apa XOMEONATHYeH JIEKapCTBEH
MPOAYKT C TEparneBTHYHM MHIUKAIWK WIn (opMma, KOATO MOXKeE
Jla TPENCTaBIIsiBA PHUCK, CBBP3aH C TBPCEHUS TeparneBTHICH
edekT, KoWTto TpsAOBa nma Obne OanmaHcupaH, ciefBa Ja ce
npwiarat oOMYailHUTE MpaBHia 3a pa3pelicHUE 3a THProBUS Ha
JIEKapCTBEHH TPOAYKTH. [lo-crenuanHo Ibp)KaBUTE-WICHKH C
TpagulMM B XOMeEONaTHATa CcliefBa Ja MoraT Ja Ipujarar
cnenuUYHN MpaBHia 32 OLEHKAa Ha pe3ylTaTuTe OT H3MHUTa-
HUSTA, KOWTO HMMAaT 3a LeJM Ja YCTaHOBST Oe3BpedHOCTTa U
e(MKacCHOCTTa Ha Te3M JIEKAPCTBEHH (OPMHU, IMPH YCIOBHE Ue
ru HoTuduuupar Ha Komucusra.

3a 1ga ce yIeCHH pa3NpOCTPAHCHHETO Ha JICKApPCTBEHHUTE
OPOAYKTH W Ja ce u30er€e W3BBPIIBAHETO B JIpyra JbpiKaBa-
YJICHKa Ha BEYe W3BBPILICH KOHTPOJI B JAajieHAa AbPXKaBa-dICHKA,
creqBa Oa Ce ONPEHCiAT MHHHMAIHATE W3HUCKBAHUS —3a
MPOU3BOJICTBO U BHOC OT TPETH CTPaHH, KAKTO W 3a U3/IaBAHETO
Ha CHOTBETHOTO pa3perlicHHE.

CJ'IC,HBa Ja C€ OCUTr'ypd MH3BBPHIBAHETO Ha Ha6J'IIO,HeHI/IGTO u
KOHTpOJIa Ha IPOU3BOACTBOTO Ha JICKAPCTBCHUTEC IPOAYKTH B
ABPXKABUTC-WICHKN OT JHIE, KOCTO Ja OTroBapsAd Ha MHHH-
MaJIHUTE YCJIOBHSA 3a KBaJ’II/I(l)I/IKaLII/Iﬂ.

Ilpequ nma ce m3mame paspelieHHE 3a THPrOBUSL IaiCH HMYHO-
JIOTWYEH JICKapCTBEH TIPOAYKT WIH JICKAPCTBEH MPOMAYKT,
MpOU3BOJICH Ha 4YOBCIIKa KpPbB W IUIa3Ma, IMPOU3BOAUTEIIAT
TpsiBa Ja JOKaXke, 4e MOXE [a OCHUIYpsiBA CHOTBETCTBHC Ha
KaueCTBOTO Ha pAa3UYHUTE NapTHAW. lIpeu W3MaBaHETO Ha
paspemieHne 3a TBProOBUS C  JICKAPCTBEHHTE IPOIYKTH,
MPOU3BOJHA HA YOBENIKA KPHB WM IUIa3Ma, MPOU3BOJUTEINSAT
TpsiOBa CBHIIO Taka [a JHOKaXe, IOKOJKOTO Ppa3BUTHETO Ha
TEXHUKATa [O3BOJISABA TOBA, Y€ HsAMA Crenu(UYHAa BUPYCHA
3apasa.

Crenpa Ja ce XapMOHU3UPAT YCIOBHATA, PETYJIHPAIIN CHAOMIS-
BaHETO C JIEKAPCTBEHUTE NMPOAYKTH.

3a Tasu 1eN BCSKO JIMIE, KOSTO ITbTyBa B pamkuTe Ha OOmHOCTTA
MMa MpaBo J1a HOCH ChC cebe cH 3a COOCTBEHa yroTpeda pa3yMHO
KOJIMYECTBO JICKAPCTBEHH MPOAYKTH, NPUAOOUTH IO 3aKOHCH
HayMH. 3a JMIaTa, yCTAHOBEHH B JaJeHa JbpKaBa-dyJIeHKa,
TpsiOBa Ja MMa BB3MOXKHOCT Ja TOJIydaBaT OT Jpyra JIbpiKaBa-
YICHKA pPa3yMHO KOJHYECTBO JICKAPCTBCHH MPOAYKTH 32
coOcTBeHa ymorpeba.

Oceen ToBa, mo cwiara Ha Permament (EO) Ne 2309/93/ENO,
HSKOW JISKApCTBEHW MPOJYKTH ca TPeAMET Ha paspelleHue 3a
Thproeusi B OOIHOCTTa. B TO3M KOHTEKCT € HeoOXOAWMO aa ce
M3rOTBM  KIAcHHKAlMs 3a JOCTaBKaTa Ha JICKAPCTBEHU
MPOAYKTH, MOJYYHIH paspeuicHue 3a ThproBus B OOIIHOCTTA.
CrneoBaTeIHO € BaXXHO Ja OBJAT ONpEICICHU KPUTCPHH, Bb3
OCHOBa Ha KOHMTO Jia C€ B3eMaT pCUICHUSATa OT CTpaHa Ha
OOGmHOCTTA.
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ITopaau ToBa Ha MBPBO BpeMe € MOIXOANIO JIa Ce XapMOHU3UPAT
OCHOBHHUTE TPUHIWIH, IPHIOKHMH 32 KIaCH(HUKAIMATA II0
OTHOIIIEHME HAa JOCTaBKaTa Ha JekapcTBa B OOLIHOCTTa WM B
CBHOTBETHATa IbPKaBa-wIEHKA, KAaTO CE B3€MaT I0J BHUMaHUE
Beue YCTAHOBEHUTE NPHUHIMIMN B Ta3u obmacT or CbBera Ha
EBpomna, kakTo W u3BbpLIeHaTa paboTa MO XapMOHM3ALMATa B
pamkute Ha OOH mo OTHOLIEHUWE HA HAPKOTUYHUTE U ICHXOT-
POIIHUTE CpeJCTBa.

PasmopenOure, OTHacsmM ce N0 KilacH(pHUKAIMATa Ha JeKap-
CTBEHH MpPOAYKTH 3a IIeJMTe Ha JOCTaBKaTa, HE 3acsrat
pasnopenduTe Ha HANMOHAIHUTE pPAa3MopeadH 3a COLHUAIHO
OCUTYpsiBAHE BHB BPb3Ka C BBH3CTAHOBSIBAHETO HA CYMHUTE WIIU
0e3rIaTHOTO  MOJy4YaBaHE  HA  JICKAPCTBEHH  MPOAYKTH,
M3UCKBAIlIN PELeTTa.

Penuna onepanny, BKIIOYBALIM AUCTPHOYIMS HAa €IpO Ha JeKap-
CTBEHHUTE NPOJYKTU 3a XyMaHHa yrorpeba, Morar aa oOXBaHAT
€IHOBPEMEHHO HSKOJIKO JbP)KaBH-YJICHKH.

Heo6xoaumo e ia ce ynpaxHsIBa KOHTPOJI BbPXY IsUIaTa JUCTPH-
OyTopcka Mpexa 3a JIKapCTBEHHU NPOIYKTH, OT IPOU3BOACTBOTO
M ot BHoca B OOLIHOCTTA 10 Mpojax0aTa UM Ha HACEIICHHETO,
Taka 4e Ja Ce TapaHTHpa 3ala3BaHeTO, TPAHCIOPTUPAHETO U
MaHHITYJIMPAHETO UM IPU TOIXOASAIIM YCIOBHs. V3uCKBaHUsITA,
KOUTO TpsiOBa Ja Ce MNpHeMar 3a Ta3d e, [Ie YJIECHIT B
3HAYMTENHA CTEMeH M3TErVSIHETO OT IMa3apa Ha JAedeKTHH
OPOAYKTH W I JafaT BB3MOXKHOCT 3a MHo-eekThBHa OGopba
cpeuty danmuduIMpaHeTo Ha JEKaPCTBEHH MPOJIYKTH.

Bcekn y49acTHHK B AMCTPHOYIHATA HAa JIEKapPCTBEHUTE HPOTYKTH
Ha eIpo clelBa Ja IpUTexaBa CIElUanHO paspemienue. OT
M3UCKBAHETO 3a TaKOBa pas3pelleHne cieiBa 3a ObAaT OCBO-
OoneHN (hapMameBTUTE M JHIATa, ONPABOMOIIEHH Ja JOCTaBAT
JIEKapCTBEHU IPOAYKTH Ha HACENEHHETO U 4YUATO IEeHHOCT ce
OrpaHM4aBa caMoO [0 TOBA. 3a LEJIUTE Ha KOHTPOJA Ha ILiijara
JUCTpUOYTOpCKa Mpexka 3a JIEKapCTBEHU IPOAYKTU obaue e Heob-
XomuMo (apMaIleBTHTE W JIHIATa, OMPAaBOMOIICHH Ja JOCTaBST
JIEKapCTBEHU IPOAYKTH HAa HACEJICHUETO, Ja BOASAT PETUCTPUTE,
B KOMTO €a IOCOYEHHM CIEIKUTE IO IOJIyYeHUTE JIEKaPCTBEHU
HOPOJYKTH.

PaspemenneTo TpsiOBa na Obae MpeAMET Ha ONPEeSICHH OCHOBHHU
W3MCKBAHWS, YHETO CIa3BaHE € OTTOBOPHOCT Ha CHOTBETHATA
IbpKaBa-wiIeHKa;, KaTo HMarT TPEIBHI, Ye BCAKA IbpiKaBa-
4leHKa TpsOBa [Ja MpU3HABA MPEIOCTABCHHTE OT OCTAHAIUTE
JUbPKaBH-WICHKH pa3pelieHusl.

Hsxou nbp:kaBU-4I€HKU HalaraT Ha ThPrOBLUTE HAa €IpO, KOUTO
JIOCTaBAT JIEKapCTBEHH IPOJYKTH Ha (apMalleBTUTE U Ha JIULIATA,
OIIPaBOMOLICHH [a JOCTABAT JEKAPCTBEHH IPOJYKTH Ha Haceje-
HHETO, U3BECTHM 3aJb/DKCHUS OT OOILECTBEH  MHTEpEC.
JbpxkaBuTe-uleHKH TpsiOBa Ja MoraT Ja HpoAbKaBaT Ja
HajaraT Te3d 3aIbIDKCHHsS Ha ThPrOBLUTE Ha €IpO, YCTAHOBUIIU
ce Ha TsixHa Teputopus. Te TpaOBa na MUMAT BB3MOXHOCT CBHIIO
Taka [a TW NPHIAaraT KbM TBHPIOBLUTE Ha €IpPO B OCTAHAIIUTE
JbP’KaBU-WICHKH, IPU YCJIOBUE Y€ TE3M U3UCKBAaHMSA HE ca IO-
CTPOTH OT HAJOXKEHUTE Ha TEXHWTE THPrOBUM Ha €Ipo, M ue
TaKkUBa 3aJbJDKEHUS MOraT Ja C€ CYMUTaT 3a OIpaBJaHU OT
r7efHa TOYKa Ha OMa3BaHE Ha OOLIECTBEHOTO 37IpaBe M 3a ChOT-
BETCTBALIM Ha LIEJMUTE HA TaKaBa 3alllUTa.

Crensa ma ce ompenessiT MpaBUia OTHOCHO HAUMHMUTE Ha Ipea-
CTaBsiHE HAa €TUKETHPAHETO M Ha JIMCTOBKHUTE C YIbTBAHMA.
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Pasnopenbure, perynupamu WHPOpPMALUATA, MPEAOCTaBSIHA Ha
NOTpeOuTeNnnTe, ClIeABa Jla OCUTYpSIBAT BHCOKO pPaBHUIIE Ha
3alUTa Ha MOTPEOUTENHNTE, Taka 4Ye JIEKAPCTBEHUTE MPOIYKTH
Jla MoraT Jia ce ymoTpeOsiBaT NpaBHIHO BH3 OCHOBAa HA H3Yep-
naTeiaHa u pazbupaeMa HHGOpMALUS.

TobproBusta ¢ JE€KapcTBEHH IPOAYKTH, YUETO ETUKETHpaHe U
JUCTOBKM C YIbTBAHMS OTrOBAapsAT Ha M3UCKBAHUATA Ha
HACTOAIIATa AUPEKTHBA, HE CleABa Ja ce 3a0paHsBa WM BB3Ipe-
MATCTBAa IOpaJd OCHOBAaHUS, CBBP3aHM C ETHUKETHPAHETO WU
JIUCTOBKUTE C YI'bTBAHMUS.

Hacrosiiata nupexTuBa He 3acsira NPWIAraHeTO Ha MEpKUTeE,
npuetd B u3nbiaHeHue Ha JlupextuBa 84/450/EMMO ma CobBera
ot 10 centemBpu 1984 r. OTHOCHO CONMKaBaHEe Ha 3aKOHOBUTE,
MOJ3aKOHOBUTE W  aJAMHUHUCTPATHBHUTE  paslnopendu  Ha
JbP)KAaBUTE-YICHKH, CBBP3aHH C moaBexaamu pexmamu (1).

OcBeH TOBa BCHUYKHU JbPXKABU-WICHKU Ca IIPUEIH HO-HATATBIIHU
crnenuUIHN MEpKH, CBBP3aHH C peKjIamMara Ha JIEKapCTBEHHTE
npoaykTH. B Te3u Mmepku obade uma pasnuuus. Te3u pasnuuus
MOraT Ja OKakaT BIHMSHHE BBPXY (YHKIHOHMpAHETO Ha
BBTPEIIHUS Ia3ap HOpagd TOBa, Y€ pa3NpoCTpaHsBaHATa
pekinama B Ja/ieHa JbpiKaBa-4wiIeHKa MOKE J1a OKaKe BIMSHUE U
B OCTAHAJINTE AbPKABU-UJICHKH.

HupextuBa 89/552/EMMO na CwBera ot 3 oktomBpu 1989 r.
OTHOCHO CBIVIACYBaHETO HA HSIKOM Ppa3mopeadu, YCTAHOBCHH B
JIEWCTBAIN 3aKOHH, MOJ3aKOHOBH M aJMHHHCTPATUBHH aKTOBE
Ha JIBP)KaBUTE-WICHKH OTHOCHO H3BBPIIBAHETO HA TEICBH3MOHHA
neitroct (%) 3abpaHsiBa TeJIEBH3MOHHATA PEKJaMa Ha JICKapCTBEHU
IPOIYKTH, KOUTO MOTaT Jia ce IOJydYaT CaMo Cpelly pelenta oT
JeKap B IbpXKaBaTa-wiICHKa, MO YHATO FOPUCIMKIHS € TEJICBH-
3MOHHOTO pasnpocTpaHeHue. To3W HpUHIMI cieaBa Ja Obae
000 MPHIIOKKUM Ype3 Pa3IPOCTHPAHETO MY U 3a IPYTHTE MEIHH.

Pexnamara cpell HaceneHUETO Ha JIEKAPCTBEHU IIPOJIYKTH, KOUTO
ce OTmyckar 0e3 JIeKapCKO IpeANuCaHhe, MOXKe Oa OKaxke
BJIMSIHUE BBPXY OOILIECTBEHOTO 31[paBe, aKo € IpeKalieHa U HeoO-
mucieHa. Korato e paspemieHa, T4 cienBa a OTroBaps Ha HIKOH
OCHOBHH KPUTEPHH, KOUTO clieBa 1a ObaaT GpopMylupaHH.

OcBen ToBa TpsiOBa jna ce 3a0paHu Oe3ruiaTHaTta IUCTPUOYLUS
Cpell HaCeICHUEeTO Ha MOCTPH C PeKIIaMHa M.

Pexyamata Ha J€KapCTBEHH MPOAYKTH Tpen JHIA, WMAIlH
IPaBOCIOCOOHOCT Ja I'M IpPEANUCBAT WIKX OTIyCKAaT, JOIPUHACS
3a TAXHaTa MHpopMHupaHocT. Tasu peknama obaue cielxBa jaa ce
U3BBpIIBA TIPH CTPUKTHU YCIIOBHUS W Ja TOIJIEKH Ha e(heKTHBEH
MOHHMTOPHHI, KaTo C€ B3eM€ IPEABHJ IO-CIELHAIHO W3BbP-
menara B pamkuTe Ha CbBera Ha EBpoma.

PexylaMupaHeTo Ha JIEKapCTBEHH MPOIYKTH CJEIBa Ja ¢ 00SKT Ha
CHOTBETCH M e(EeKTHBEH KOHTPOJ. B TOBa OTHOLICHHE cieaBa aa
ce HWMaT MpelBH] MEXaHU3MHTE 3a KOHTPOJ, YCTaHOBEHH C
HupextuBa 84/450/EVO.

THpProBCcKUTe MpEACTABUTENH 33 (apMalEBTHYHH IPOIYKTH
UrpastT BakKHa PO 3a peknamara WM. llopaau ToBa cieaBa
TpsiOBa Ja UM Ce HAJOXKAT HIKOM 3aIbJDKCHHUS, W IO-CICI[HAIHO
3aBJDKCHUETO 1a MPEJICTaBAT Ha MMOCETCHOTO JIMIE XapaKTepuc-
THKUTE HAa ChOTBETHHS MPOIYKT B 000OIICHHE.

(") OB L 250, 19.9.1984 r., crp. 17. HupekruBa, usMenena c¢ JlupexTuBa
97/55/EO (OB L 290, 23.10.1997 r., ctp. 18).

(®» OB L 298, 17.10.1989 r., crp. 23. [dupektuBa, u3MeHeHa ¢ JIupeKTHBa
97/36/EO (OB L 202, 30.7.1997 r., ctp. 60).
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Jlunata, mpuTeKaBaly IPABOCIOCOOHOCT Jla MPEIHCBaT JeKap-
CTBEHH NPOIYKTH, TPAOBa Ja OBIAT B CHCTOSHUE J1a M3IIBIHABAT
Te3W (QYHKUMHM MpPU IbJIHA OOEKTHBHOCT, 0€3 l1a ce BIHUASAT OT
MPEKU MM HENpeKr (UHAHCOBU MOAOYIH.

CrieiBa 12 ©Ma BB3MOXKHOCT 32 pa3jaBaHe Ha OE3IUIATHH MOCTPH
Ha JICKapCTBEHH MIPOJYKTH, KaTO CE CIa3BaT HAKOM PECTPUKTHBHU
yCJIOBHS, Ha JIHIA C MPABOCHOCOOHOCT [a TMPEAIHCBAT WIN
OTIlyCKAT TAaKWBAa, 3a Ja MOrarT Te [a CC 3all03HASIT C HOBHTE
JICKAPCTBCHU MPOAYKTH M Ja MPUAOOHAT OMHUT MO OTHOIICHUE
Ha ymnoTrpedaTa MM.

JInmata, IMamyu NMpaBOCTIOCOOHOCT Aa MPEAIHCBAT MM OTITYyCKaT
JIEKapCTBEHU MNPOIYKTH, TpsOBa Aa pasnojaraT ¢ HEyTpalHH U
OOEKTUBHM U3TOYHMLM Ha HHGOPMAIMsi 3a JIEKApCTBEHHUTE
OpOoAyKTH Ha masapa. Karo wmmar mnpeasum obade, de e
3abIDKCHAE Ha JBP)KAaBUTE-WICHKH [a B3eMaT BCHYKH HE00-
XOIMMH MEpKH 3a Ta3H IIeJ, B 3aBHCHMOCT OT CHeIu(pHIHATA
UM CUTyalus.

Besiko mpeamnpusitie, KOETO NMPOU3BEX/Ia MM BHACS JICKAPCTBEHU
MIPOAYKTH, Clle[Ba Jla pasnojara ¢ MEXaHHW3bM, KOWTO Ja JaBa
BB3MOXHOCT Ja C€ rapaHTHpa CbOTBETCTBHETO Ha HH(pOpMa-
[UsATa, NPEJOCTaBeHA 3a NaJleH JIEKapCTBEH NMPOLYKT, Ha 0700-
pEHHTE YCIOBHS 3a yrnoTpeda.

3a na ce rapaHTupa Oe3BpeIHOCTTA Ha JICKAPCTBEHUTE TPOAYKTH,
KOUTO ca B yHnoTpeba, € HeoOXOIUMO CHCTEeMHTE 3a (apMako-
nornyeH Ham3op B OOIIHOCTTa IOCTOSHHO JAa Ce aJanTHpar
KbM Hay4YHHS M TEXHHYECKHS MPOrpec.

HeobOxomumo e J1a ce JbpXKH CMeTKa 32 IIPOMCHHUTE,
HOPOU3THYALIN OT MEXKIYHAPOIHOTO XapMOHM3HpaHEe Ha jJe(uHH-
[UATE, TEPMUHOJOTUATA W TEXHOJOTMYHHTE TOCTHKCHUS B
obnactra Ha (papMakoJIOTHYHUS HAA30D.

HapacTBamoTo u3moi3BaHe Ha  EIEKTPOHHUTE MPEXKH  3a
npegaBaHe Ha HWHGOPMAIMA OTHOCHO BPeIHH CTPAaHWYHH
e(heKTU Ha JEeKapCTBEHUTE MPOLYKTH, ThPI'yBaHU Ha TEPUTOPUATA
Ha OOmHOCTTa, UMa 3a Ied Ja JAajJe BB3MOXKHOCT Ha KOMIIET-
SHTHHTE OPTaHH 3a €IHOBPEMECHEH OOMEH Ha MH(OpMAIHS.

B uHTepec Ha OOIIHOCTTA € Ja OCHIYpH, CHIVIACYBAaHOCTTA Ha
cucreMuTe 3a (apMaKoJIOTMUEH HAA30p Ha JIEKApCTBEHHUTE
MPOIYKTH, KOUTO ca OOEKT Ha IEeHTpalM3MpaHa Ipolexypa 3a
paspellieHHe, W Ha OCTaHAIUTE, KOUTO ca OOeKT Ha Jpyra
paspemmTenHa mpoueaypa.

Turynspure Ha paspelleHHe 3a TbPrOBUS ClleBA Ja HOCAT
aKTHBHA OTTOBOPHOCT 3a TEKYIIUs (papMakoJIOTHUSH HAA30p Ha
JICKQpPCTBCHUTE MPOAYKTH, KOMTO T€ IyCKaT B ThProBCKaTa
Mpexa.

Cnenpa na ce yTBBPST HEOOXOOMMUTE MEPKH 3a NpHiaraHe Ha
HAcTOsAIATa JUPEKTUBA B ChoTBETCTBUE ¢ Pemenue 1999/468/EO
Ha CpBera or 28 1oHm 1999 1. OTHOCHO YyCTaHOBSIBaHE Ha
HAYMHHUTE 33 YNPAXKHIBAaHE HA H3IIBIHUTEIHUTE MPABOMOLIMS,
nosepenu Ha Komucusra ().

Komucusita crienBa ja Oblie ONMPaBOMOIICHA J1a TMPHEME BCHUKH
HEOOXOIUMH TPOMEHH B MpHWIOXKeHHe [, 3a Ja ru choOpasu ¢
HAYYHHS W TEXHHYECKHUS MpOrpec.

Hacrosimara AUPCKTUBA HE CJICIBa [a 3acsAra 3aAbJDKCHHsATA Ha
ABPKABUTC-WICHKN 110 OTHOHICHUE Ha CPOKOBETEC 3a TpaHC-
MOHHUPAHC Ha OAUPEKTUBUTEC, MMOCOYCHU B MPHUIIOKCHUC H, qacT B,

(') OB L 184, 17.7.1999 r., ctp. 23.
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MMPUEXA HACTOSIIATA JUPEKTHBA:

JULT 1
JEOUHULINU

Ynen 1

Ilo cmucwbna Ha HacTosAlmaTta AUPCEKTHBA CJICAHUTC TCEPMHUHU HMAT
CJICTHOTO 3HAYCHUC!

2.

3a.

Jlexapcmeen npodykm:

a) Bcsko BemiecTBo MM KOMOMHALIMS OT BEILIECTBA, MPEACTABEHH
KaTo MPUTEKABAIM CBOMCTBA 3a JICKYBaHE WM MPO(UIAKTHKA
Ha 0OJIECTH IO YOBEKa; WM

0) Bcsko BemiecTBO MM KOMOMHAIMS OT BEIECTBA, KOETO MOXKE
na Oblle M3MOJI3BAaHO WM MPEIIHCBAHO Ha XOpaTa WM C el
BBb3CTaHOBJBAHE, KOPCKIIMA HWJIKM IIPOMsAHA Ha q)HSI/IOJ'[OFl/I‘{Hl/lTC
GbyHKUME Ype3 yhpaKHsBaHE Ha (PapMaKOJIOTHYHO, HMYHO-
JIOTUYHO WA METabOMMTHO AEHCTBUE, WU C IEJ MOCTABSHE
Ha MEIHIMHCKa AWArHO3a.

Cybocmanyusi:
Bcesiko BelecTBO, O€3 orjies Ha MpoM3XoAa My, KOHTO Moxe 1a
Obe:
— XyMaHEH, KaTO HAIPUMEp:
YOBeIIKaTa KPbB U KPBBHHUTE HPOJYKTH OT Hel,

— JKUBOTHHCKH, KaTO HAIpuUMep:

MHUKPOOPraHnu3Mu, LEJIU XUBOTHH, YaCTH OT OpraHu, >XUBO-
THHCKH CCKPETHU, TOKCUHH, CKCTPAKTH, KPBbBHU IIPOAYKTH,

— PaCTUTECJICH, KaTO HaIIpUMEP:

MHUKPOOPraHU3MH, PacTe€HHs, YaCTU OT PACTEHMs, PACTUTEIHU
CEKPETH, EKCTPAKTH,

— XHUMHYECKHU, KaTO HAIIpUMEP:

€JIEMEHTH, HATypaJlHM XUMHMYHHM BEIIECTBA M XHMHUYHHU
HPOIYKTH, NIPEepaOb0TEeHN WIM CHHTETUYHH.

Axmuero seuiecmaeo.”

Besko BemecTBO MM CMeC OT BELIECTBA, IPEJHA3HAuYCHH 3a
U3I0JI3BaHE 3a IPOM3BOACTBOTO Ha JIEKAPCTBEH NPOJYKT, KOMTO
IIPY U3MOJI3BAHETO CH B HETOBOTO MPOM3BOJCTBO CE€ NMPEBPBIIAT B
aKTHBHA ChCTaBKAa HAa TO3M NPOAYKT, MpEIHA3HAUCHA 3a YIpax-
HsBaHE Ha (hapMaKOJIOTWYHO, MMYHOJIOTHYHO WMIH METabOIUTHO
JleficTBUE C 1eJl Bb3CTAaHOBSBaHE, KOPUI'MpaHe MM NPOMsHA Ha
(dusnonornyHy (QyHKIMHM WIM 33 [OCTaBSHE HA MEIUIIMHCKA
JTMarHosa.
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30. Excyunuenm:

Bcesika cbcraBka Ha JIeKapCTBEH MPOILYKT, pa3inuyHa OT aKTUBHOTO
BEIIECTBO M ONAKOBBYHHUS MaTepHall.

4.  Hmynonocuuen nexapcmeen npooykm:

Bceku nexapcTBeH MPOAYKT, CHCTOAL] CE OT BAKCHUHH, TOKCHHH,
CEPYMHU WU aJEPreHHH IPOMYKTH:

a) BaKCHHHU, TOKCUHHU U CEPYMHU, KOUTO BKIIFOUBAT ITO-CIICIITUAJIHO:

1) areHTH, W3MON3BaHH C 1IN CBh3JaBaHe HAa AaKTHBCH
UMYHHUTET, KaTO HampuMep XosiepHaTa BakcuHa, BIDK,
TOJIMOMHENTHATA BAKCHHA, BapHOIHATA BAKCHHA;

il) areHTH, W3MON3BaHM 3a [JUArHOCTMKAa HAa HMYHHOTO
CBhCTOSIHUE, BKIIOUMTENHO TyOepkynuH PPD, Tokcunu,
u3noi3BaHy 3a TecroBere Ha Illuk u Jluk, Opyuenus;

iil) areHTH, M3MOJI3BaHU 33 Ch3JlaBaHE HA MACHBEH UMYHUTET,
KaTo HampuMmep AU(PTEpHEH aHTHAOT, IPOTUBOBAPHOJICH
r100yIuH, TUMQOLUTEH UMYHOITIO0YIIHH;

0) ,,aJlepreHHu MPOLYKTH — BCEKU JIEKapCTBEH IPOAYKT, Mpel-
Ha3HaueH 3a HICHTU(QUIMpaHE M TPEIW3BHKBaHE Ha
crermGUIHO W TPHAOONTO HM3MEHEHHE Ha HMYyHOJOTHYHATa
peakius Ha JafeH aleprushpall areHr.

4a. Jlexapcmeen npodykm 3a MoOepHa mepanus.

IIpoxykT ceriaacHo ompeneneHueTo B wieH 2 ot Pernament (EO)
Ne 1394/2007 na EBpomeiickus mnapnameHT u Ha CbBeTa OT
13 moemBpu 2007 T. OTHOCHO IIEKAPCTBEHHTE TIPOIYKTH 3a
MojepHa Tepanus (1).

5. Xomeonamuuen nexapcmeen npoOyKm:

Bcekn  nekapcTBEH MPOOYKT, IPUTOTBEH OT  BEIECTBAara,
HapCeYCHU XOMCOIIAaTUYHHU MaTepuajii B CbOTBETCTBHUC C XOMEOIIa-
THYHATa TPOU3BOJICTBEHA TpOIEnypa, onucana oT EBpomeiickaTta
¢dapmakoriess WM, IpU JIMIICa HAa TakaBa, OT (hapMakoreure,
opurmanHO M3MON3BaHM B MOMEHTa B IbPKaBHTE-UICHKH.
XOMEONaTUYHUAT JIEKAPCTBEH IMPOAYKT MOXE Ja ChIbpiKa
penuna ChbCTaBHHU BELIECTBA.

6. Paouogpapmayesmux :

Bcekn nexapcTBeH NpOIYKT, KOWTO, Bede TOTOB 3a yrorpeoa,
ChObpXKA €AMH WIM HAKOJKO PpaJvoOHYyKIUAXd (PagoakTUBHU
W30TOIHN), BKIIOUEHH B HEr0 ¢ MEAMIMHCKA L.

() OB L 324, 10.12.2007 r., ctp. 121.



200110083 — BG —16.11.2012 — 011.001 — 12

7. Tenepamop Ha paouoOHYKIUOU:

Besika cuctema, chabpikaiia ONpesieseH OCHOBEH pPaHOHYKIH,
KONTO ce H3MoJI3Ba 3a IPOU3BOJICTBO HAa IPOM3BOAEH pPaJuo-
HYKJIUJI, TOJTy4€H 4pe3 W3BIMYaHE WIM BCAKAKbB APYI METOI U
BKJIFOYECH B paauogapMareBTHKA.

8. »M4 Kum <:

Bcekn mpemapar, KOWTO TpsibBa na ce mpeoOpasyBa MM
KOMOWHMpa C PaJHMOHYKIHIN B KpacH paauodapMaiieBTHK, OOUK-
HOBEHO HEIOCPEICTBEHO HpEIH MpHEMA.

9. Paouonykiuden npexypcop:

Bcekun Apyr paaMOHYKIHI, NPOU3BEXKIAH 3a pPaJHOaKTHBHO
MapKdpaHe Ha Jpyra CcyOCTaHIUS HEMOCPEACTBEHO Mpeau
npHeMa.

10.  Jlexapcmeenu npoOykmu, RpOU360OHU OM HOGEUWKA KPb8 UIU
naasma:

JlexapcTBeHM NpOMyKTH Ha 0a3zaTa Ha MPOMUILICHO NMPOU3BEICHU
OT IBPIKABHH WM YaCTHH (HHPMHU KPBBHH CHCTaBKH; TE3H JIEKap-
CTBEHH TPOJYKTH BKJIIOYBAT MO-CIEIHAATHO aJOYMHH, KPBBOCH-
cupBaiii (akTOpyd U YOBEUIKH UMYHOTJIOOYJIHHU.

VYM10
11.  Cmpanuuen epexm:

BpellHa M HE)KeJlaHa Peakiys Ha JaJeH JIEKapCTBEH NPOIYKT.

12.  Onacen cmpanuuen egpexm:

CrpannyeH eeKT C JerajeH H3XO[, T.C. MOCTaBs B OMACHOCT
’KMBOTa Ha MAIMEHTAa, U3MCKBa XOCIHMTAIHM3AIMS WU MPOIbIDKA-
BaHETO I, NPHYMHIBA WHBATHIHOCT MM TEXKKA WIH TpaiHa
HETPYZAOCHOCOOHOCT WM C€ M3pa3siBa B aHOMAJIHS/KOHICHUTAIIHA
Mandopmanus.

13.  Heouaksan cmpanuuer egexm:

CrpanndeH edekT, YMeTo eCTeCTBO, OCTpOTa WM DPa3BUTHE HE
ChOTBETCTBAT Ha O00OOIIEHHMETO Ha XapaKTEepUCTUKUTE Ha
MPOYKTA.

VYM10

15.  Ilpoyusame 3a 6e3onacnocm cied NOAy4asane Ha paspeuienue:

BCSIKO TPOYYBaHE, CBBP3AHO C pa3pellieH JIEKapCTBEH MPOIYKT,
IPOBEXJAHO C LEN Ja ce UACHTU(UIUpA, XapaKTepUsHpa WIU
oTlpeneny pa3MepbT HA PUCKA IO OTHOIICHHE Ha 0€30MacHOCTTa,
MNOTBBPAN NPOGUIBT Ha OE30MACHOCT HA JICKAPCTBEHHS MPOIYKT
WIM M3MepH e(CKTHBHOCTTA Ha MEPKUTE 3a YIpaBlICHHE Ha
pHcKa.

16.  3noynompeba c nexapcmeenu npooyKmuL:

Cp3HaTenHa NpeKajeHa, OCTOSHHA WM CIIopaJiiyHa yrnoTrpeba Ha
JICKQPCTBEHU MPOAYKTH, NMPUIPYKEHA C OMAcCHU (PU3NYECKU WU
NICUXOJIOTHYECKU PEaKIHN.
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17.  Hducmpubyyus Ha edpo Ha neKkapcmeeHu npooyKmu.

Besika  neifHOCT, KOATO BKIIOYBA CHAO/sBaHe, IPUTEKAaBaHE,
JIOCTaBKa MJIM €KCHOPT Ha JIKAPCTBEHU NMPOAYKTH, C U3KIIOUEHHE
Ha cHaOJsgBaHE Ha HaceleHHueTo. Te3n ACHHOCTH Ce OCHIIESCTBIBAT
C MPOU3BOJIUTEIIUTE WIH C TEXHHUTE JICTIO3UTAPH, C BHOCHUTEIIHUTE, C
JIpyTH THPrOBUM Ha €po, WIM ¢ (apMaleBTHUTE M C JIMLATA,
ONpPABOMOIICHU JIa JIOCTaBAT JIGKAPCTBEHH MNPOAYKTH HAa Hace-
JICHUETO B CHhOTBETHATa Jbp)KaBa-uJICHKA.

VYMl1
17a. Ilocpeonuuecmso 6 obnacmma ma aekapcmeeHume npoOyKmu:

Bceuuku geffHOCTH, CBBP3aHU € MPOoJak0aTa MM 3aKyIyBaHETO Ha
JIEKapCTBEHN MPOAYKTH, C H3KIIOYEHHE Ha IUCTPHOYIHMATa Ha
€lpo, KOMTO HE BKIIOYBAT (PU3UUECKO OOpaBeHE U KOUTO ce
u3pas3sBaT B JOrOBapsHE, HE3aBUCHMO M OT HMMETO Ha Jpyro
IOPUANIECKO WM (QU3UUECKO JIUIIE.

18.  3advaoicenue om nybauuen unmepec:

3agbKeHUe, CHOpeJ KOETO ChOTBETHUTE TBPrOBLUU HAa €IpO
TpaOBa Ja TapaHTHPaT HENMPEeKbCHATO HAaJHYMETO Ha MOIXOJSII
ACOPTUMEHT OT JIEKapCTBEHH MPOAYKTH, KOUTO OTroBapsAT Ha
W3UCKBAaHMUATA Ha JaJeHa Treorpad)cky ompeneseHa TEepUTOpHs,
KaKTO U Jla OCUTYpsBaT MCKaHWUTE JOCTABKH 3a LsilaTa BBIIPOCHA
TEPUTOPHUS B MHOTO KPaTKH CPOKOBE.

18a. Ilpedcmasumen na mumynapa Ha paspeuieHue 3a mbpeosus.

HI/IHGTO, OOMKHOBEHO H3BECTHO KAaTO MECTEH MNpeaCcTaBUTEI,
YOBJIHOMOLICHO OT TUTYJIKIpAa HAa PA3pCHICHUCTO 3a THProBud Aa
ro mnpeacrasjisiBa B CbOTBETHATA AbpiKaBa-4JICHKA.

19.  Meouyuncko npeonucarnue:

Besko mpesnucBaHe Ha JICKAPCTBEHH MPOJAYKTH OT CTpaHa Ha
MPaBOCIIOCOOEH MPOGECHOHATIHCT.

20. Haumenosanue na nexapcmeenus NpoOyKm:

HanmenoBanunero mMoxe 1a Objie M3MHCICHO HAaHMCHOBaHHUE, 32
Jla He ce O0BbpKBa C OOLIONPUETOTO HMME MU OOIIONPHETOTO
WIM HayYHO HaWMEHOBaHWE, MpPUAPYKEHO OT ThProBCKaTa
MapKa WM HAaNMEHOBAHHETO Ha THUTYJApa Ha pa3pelieHHeTo 3a
THPrOBHSL.

21.  Obwonpuemo HaumeHo8aHUE:

MexIyHapOIHO HEMaTeHTOBAaHO HAHMMEHOBAaHHUE, MPETNOPHYaHO OT
CBeroBHaTa 3JpaBHA OpraHM3alus, a aKo HsAMa TakoBa —
00MYaHHOTO MEXIYHAPOIHO OOIIONPHUETO HAMMEHOBaHHE.

22.  Cuna Ha nexkapcmeenus npoOyKm:

ChbIbpKaHHETO HA aKTHBHU CYOCTaHIIMH, M3Pa3eHO KOJIHMIECTBEHO
4ype3 CAMHMIA 33 IpPUEM, O0eM WM Terjao, B 3aBUCHMOCT OT
(dopmara Ha mo3upaHe.
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23.  Ilvpeuuna onakosxa:

Cpn nmm apyra ¢popMa Ha OIAKOBKA, KOMTO ca B HETOCPEACTBEH
KOHTaKT C JICKQpPCTBEHUS MPOIYKT;

24.  BvHwna onakoska:

OHaKOBKaTa, B KOATO € NOCTaB€HA IIbPBUYHATA OITAKOBKA.

25.  Emuxemupane:

I/IH(I)OpMaIII/IHTa BbpXYy MObpPBUYHATA WJIM BBHINHATA OIIAKOBKA.

26. Jlucmoska ¢ ynvmeane:

JIucTtoBKa, chabprkala MHGOPMANUATA 3a MOTPEOUTENS, IPUAPY-
JKaBallla JEKapCTBEHHUS MPOIYKT.

27. Aeemyusa:

EBporeiickata areHuusi 3a JEKapCTBEHH NPOAYKTH, ydupeleHa C
Permament (EO) Ne 726/2004 (1).

28.  Puckoge, cévp3anu ¢ u3NON36aAHEMO HA JIEKAPCMBEHUS NPOOYKM.:

— BCCKM PHUCK 32 Ka4eCTBOTO, OE3BPEAHOCTTA HWIU E(PEKTHB-
HOCTTa HA JIGKAPCTBCHUs MPOJYKT [0 OTHONICHHE Ha
3[IpaBeTO Ha MAIMCHTHTE WM OOIIECTBEHOTO 3/paBe;

— BCEKHM PHUCK OT HEKEIaHO BB3/ACHCTBHE BBPXY OKOJIHATA
cpena.

28a. bananc puck-nonza:

OrneHka Ha TIOJNIOKHUTEIHUTE TEPaNeBTUYHH e(EeKTH OT JeKap-
CTBEHHMsI MPOJYKT IO OTHOIICHHE Ha PHCKOBETE, ONpEACICHU B
TouKa 28, TBPBO THUpE.

VYMI10
286. Cucmema 3a ynpaeieHue HA pucka:

HAaOOp OT JCHHOCTH W WHTEPBEHIMHA Ha (apMaKoJOrHYHATa
OMUTENHOCT, TpelHA3HAYCHH 3a HICHTH(GUIUpPAHe, XapaKTepH-
3upaHe, MPENOTBPATsABaHE WIH CBeXKIAHE [0 MHHHMYM Ha
PHCKOBETE, CBBp3aHH C JIEKAPCTBCH MPOIYKT, BKIOYHTEIHO
OlLlcHKa Ha e(eKTHBHOCTTA HA TE3W JCHHOCTH M HHTCPBEHLIHUH.

28B. Ilnam 3a ynpasnenue Ha pucka:

HO,Z[p06HO OlmMCaHue Ha CHUCTEMaTa 3a YIIPpAaBJICHUEC Ha pHCKaA.

28r. Cucmema 3a apmakonocuuna OOUMENHOCH.!

cHcTeMa, U3IOJI3BaHa OT TUTYJLSIPS Ha pa3pelieHue 3a ThProBUs U
OT JBP)KABUTE-WICHKU 3a W3IBIHEHUE HAa 3aJauuTe M OTrOBOP-
HOCTHTe, M30poeHHM B s [X, W mpenHa3Ha4YeHa 3a OCHILIECT-
BABaHE Ha HaOdroneHHe Ha Oe30MacHOCTTa Ha pa3pelIeHUTe
JIEKapCTBEHU MPOLYKTH W 3a OTKPUBAHE HAa BCSAKa IMPOMSHA Ha
TexHHs OallaHC PUCK- IMMOJ3a.

(') OB L 136, 30.4.2004 r., ctp. 1.
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YM10

281. Ocnogna OOKyMenmayus Ha cucmemama 3d Qapmaxoiocuuna
60umennocm:

noApoOHO  OmHMCaHME Ha cucTemMara 3a  (hapMaKoJIOrHM4Ha
OIUTENHOCT, U3MOA3BaHAa OT TUTYJSAPS Ha paspelieHHe 3a
THPrOBUS TI0 OTHOIIEHHE HA €IUH WJIM TIOBEYE Pa3peleHu JIeKap-
CTBEHH NPOAYKTH.

29.  mpaduyuonen pacmumenen i1eKaAPCMEeH NPoOOYKm.:

pacTHTeNeH JIEKapCTBEH MPOIYKT, KOWTO OTroBapsi Ha YCIOBHATA,
ompeneneHy B wieH 16a, maparpad 1.

30. pacmumenen nexapcmeen NPoOYKm:

JICKApCTBEH IPOAYKT, CBHCTOANl CC HUIKIHOYUTCIHO OT €JHO WJIN
HAKOJIKO PpAaCTUTCIIHM BEIIECTBA WJIM OT C€JIWH WKW IIOBCYC
PpacTUTCIHA Iperapatu, WIK OT €JHO HWIM HIKOJIKO TaKWBa
PaCTUTCIIHA BCIIECTBA B KOM6I/IHaHI/IH C €IMH HWJIN II0BCUC
PaCTUTCIIHU IIpEIIapaTH KAaTO aKTHBHH BCIICCTBA.

31. pacmumennu eewecmea:

CBHBKYITHOCTTa OT 1M pPACTCHUs, PpAcTeHHS Ha YacTH WIH
OTpsI3aHM pacTeHHs, 4YacTH OT pacTeHHs, BOAOpPACIH, I'bOWH,
JIUIIEH, TPEAUMHO B HENpepabOoTeHO CHCTOSHUE, OOMKHOBEHO
M3CYIICHH HO TOHSKOTa B MPSCHO ChCTOsiHUE. HsikoW ekcynarty,
KOUTO HE ca MpEeMHHAIM Tpe3 CheluanHa oO0paboTka, ChIIO ce
CMsTaT 3a PACTUTENHU cyOcTaHIuH. PacturemHurte CyOCTaHIMH
Ce ONpeAeIAT MPENU3HO B 3aBUCHMOCT OT M3MOJI3BaHATA 4YacT Ha
pacTeHHeT0 W OOTaHMYECKOTO  HAWMEHOBAaHHE  CBHIVIACHO
cUCTeMaTa ¢ M3MOJ3BaHe Ha ABE MyMH (PO, BHUI, PA3HOBHIHOCT
U aBTOD).

32.  pacmumenHu npenapamu:

npenapatite, I[OJAyYaBaHM dpe3 MOJJaraHe Ha PaCTUTCIHH
BemecTBa Ha 00paboTKa, KaTO HAampUMep CKCTPAKIHs, IEeCTH-
nanys, U3NeKAaHe, (paKUHOHMpAHE, MPEYHCTBAaHE, KOHIICH-
Tpupane win (epmeHtupaHe. Te BKIIOYBAT CTPUTUTE HA Ipax
pacTUTENHU CYOCTaHIMH, TUHKTYpHUTE, €KCTPAKTUTE, CTCPUYHUTE
Maclla, COKOBETe, IMOJYYCHH dpe3 ITpecoBaHe W 00paboTeHHTE
eKCyJaTH.

YMil
33.  @anuuguyupan nexapcmeen npoOOyKm.

Bceku nexapcTBeH MpOAYKT, IPU KOMTO ca IpeACTaBeH! HEBSPHO:

a) HEropara HWIACHTHYHOCT, BKJIHYUTCIIHO HETOBATa OIIAaKOBKa H
JaHHW Ha C€THUKETa, HEroBoro HWME WJIN CbAbpPXaHUE, II0
OTHOIICHHUE Ha KOATO MU Jia € OT HECIrOBUTC CHCTAaBKH, BKIIIO-
YUTCIHO CKCIHUMIIMCHTHUTEC, W KOJIHMYCCTBOTO Ha AaKTHUBHOTO
BCHICCTBO B N030Ba €AWHHUIA 34 TC3U CHCTAaBKU,

6) HETOBUAT HU3TOYHHUK, BKIIIOUUTCIHO HETOBUAT NPOU3BOJUTECI,
CTpaHaTa, B KOATO € NMPOU3BCIACH, CTpaHaTa Ha MPOU3XO0J WA
TUTYJIAPA Ha paspClICHUETO 3a TbpProBUATA MY, WA

B) XpoHOJIOTHUsATA, BKIOYUTCIIHO 3allUCUTEC W  JOKYMCEHTHUTE,
CBBP3aHN C M3IIOJI3BAHUTC KaHaJIN 3a I[I/ICTpI/I6yLII/IH.

Hacrosimoro onpenenenne He BKJIIOYBA HeNpeIHAMEPEHH HeIoC-
TaTBIY 110 OTHOIICHHWE Ha KAa4eCTBOTO M HE C€ OTHACA J0 Hapy-
[ICHUsTA HA IpaBaTa BbPXY HHTEIEKTyalHaTa COOCTBEHOCT.
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PA3JIEJI 11
OBXBAT

Ynen 2

1.  Hacrosmara nupekTuBa ce Ipwiara 3a JIEKapCTBEHUTE IPOIYKTH
3a XyMaHHa ynoTpe0a, npelHa3HAuYeHH Aa ObIaT IMyCHAaTH Ha Ia3apa Ha
IbpP)KaBUTE-4JICHKH, KOUTO Ca WJIM NPOMUIIJIEHO NPUTOTBEHH, WM ca
MPOM3BENEHH 0 METOJ, KOWTO BKJIIOYBA MPOMHMILIEH HPOILIEC.

2. B cimydan Ha CbMHEHHE, KOraTto, B3eMaillku IOA BHHUMaHUE
BCUUKUTE MY XapakTEepUCTHKM, IPOAYKTHT MOXKE Ja TIOHajHe B
paMKuTe Ha JAepUHHLUATA ,,JJEKAPCTBEH MPOAYKTI® M B PaMKUTE Ha
JeduHMIEATa Ha MPOLYKT, KOHTO € IpeAMeT Ha ApYyr 3aKOHOJATeNeH
akt Ha OOmHOCcTTa, ce mpwiIarar pasnopeaOuUTe Ha HacTosIaTa
JUPEKTUBA.

vMu
3. HesaBucumo or maparpad 1 oOT HacTosIIUS WieH M 4WICH 3,
maparpad 4 man IV oT Hactosmara IOUpEKTHBA Cce Tpuiara 3a
MIPOM3BOJCTBOTO HA JIEKAPCTBEHHUTE NPOJAYKTH, NpPEAHA3HAUYEHH CIIUH-
CTBEHO 3a H3HOC, W 32 MEXIHHHH TNPOAYKTH, aKTUBHH BEIIECTBA M
EKCIUIUEHTH.

4. Tlaparpad 1 He 3acsra uneHoBe 520 u 85a.

Ynen 3

Hacrosiiata AupeKkTHBa HE ce mpuiara 3a:

1. JlexapcTBeHUTE NPOSYKTH, M3TOTBIHM B alTeKa MO MEAULUHCKO
MIpeanrcaHie 3a OTAEJIeH MalUueHT (M3BECTHH KaTo ,,eKCTEeMIIOPAIHU

dbopmu*).

2. Bceku nexapcTBeH MPOAYKT, KOWTO c€ MPUTOTBA B anTeka, B CHOT-
BETCTBHE C MpEIIHCaHusITa Ha (apmakonesTa, U € MpeaHa3HayeH 3a
JUPEKTHO JOCTABSIHE Ha MAI[EHTHTE, 00CITy’)KBAaHH OT ChILATa aIrTeKa
(OOMKHOBEHO M3BECTCH KAaTO TaJCHOBH (OPMH).

3. JlexapcTBeHHTE NPOAYKTH, NpeTHAa3HAUSHHW 3a HayJIHO-H3CIIeHOBa-
TEJICKA W3MUTAaHUS, HO 0Oe3 Ja ce HapyllaBaT W3UCKBAaHHUATA Ha
Hupextua 2001/20/EO na Eponeiickust napiameHt u Ha CbBera
ot 4 anpun 2001 T. OTHOCHO cONMXaBaHe Ha 3aKOHOBHUTE, IOI3AKO-
HOBUTE U AaJIMUHHUCTPATUBHUTE AaKTOBE Ha Jbp)KaBUTE-WICHKH,
OTHOCHO TIpWJIaraHeTo Ha Jo0paTa KIMHUYHA [PAaKTUKA IpH
NPOBEKAAHE HA KJIMHUYHU M3CIIEABAHUS BBPXY JIGKAPCTBEHU
MPOXYKTH 3a XyMaHHa ymorpeba (1).

4. MexIVHHATE TPOAYKTH 3a II0-HATATBIIHA 00pabOTKa OT YIBI-
HOMOILIEH MPOU3BOJHUTEN.

5. PapuoHyknuau, U3MION3BaHU B 3amedaTaHa Qopma.

6. LlsnocTHata KpbB, IUIa3Ma WM KPBBHU KJIETKHM OT YOBELIKU

Ipou3xoa, C M3KIYCHHE Ha IuIla3Mara, KOATO C€ MPUTOTBA IIO
METOJ, BKJIIOYBAII MPOMUIJICH ITPOLICC.

() OB L 121, 1.5.2001 r., ctp. 34.
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7. Bcexu nexkapcTBEH MPOAYKT 3a MOAEpHA Tepamus, OIpeAeneH B
Pernament (EO) Ne 1394/2007, koHTO ce HM3rOTBS 3a KOHKPETEH
ciydail cbpoOpasHO crenubUYHM CTaHIAPTU 32 KadyeCcTBO U Ce
M3M0JI3Ba B DPaMKHTE HA ChINaTa Abp)KaBa-4wieHKa B JiedeOHO
3aBeJIeHHe Ha M3KIIIOYHMTENHATa Mpo(decHoHaHa OTrOBOPHOCT Ha
CHOTBETHO KBaMU(UIMPaH NPAKTUKyBall JeKap 3a W3IbIHCHHE Ha
MHIUBHIYAITHO JIEKAPCKO NpeNNucaHue 3a MPOAYKT MO MOpBYKa 3a
OIpeZeNeH IalUeHT.

ITpoM3BOACTBOTO Ha TE3W MPOAYKTH CE paspelaBa OT KOMIETCHTHHS
OpraH Ha JIbpKaBaTa-wieHKa. JIbp)KaBUTe-WIEHKH OCHTYPSBAT CHOT-
BETCTBUETO HAa HAIMOHAIHHTE WM3UCKBAaHMSA 32 MPOCICAIEMOCT H
(dapMakosoruuHa ~ OIUTETHOCT, KaKTO W Ha cHeuu(UYHUTE
CTaHJApTH 3a KauecTBO, IIOCOYSHHM B HACTOSIIATA TOYKA, C Mpel-
BHUIACHUTEC Ha O6l_l_lHOCTHO PaBHUIIC MO OTHOIICHUE HA JICKAPCTBCHUTEC
MIPONYKTH 32 MOJIEpHA Tepamus, 3a KOHTO ce M3HCKBA pa3pelleHre
cerinacHo Permament (EO) Ne 726/2004 na EBponeiickus mapiaMeHT
u Ha CwBeta ot 31 mapt 2004 r. 3a yCcTaHOBsIBaHE Ha MPOLEAYypH Ha
OOmHOCTTa 3a pa3pellaBaHe W KOHTPOJI Ha JIEKAPCTBEHH MPOIYKTH
3a XyMaHHa M BETepHHApHa ymorpeba M 3a ch3maBaHe Ha EBpo-
meiicka areHmus 1o jexapcrsara (1).

Ynen 4

1. Hwuro emHa OT pas3mopenAOHTE Ha HACTOSIIATA JHPEKTHBA HE
Jeporupa npasuiata Ha OOIIHOCTTa, OTHACSIIM C€ 0 PaJUOJIOrHYHATA
3alMTa HA MOMJIOKEHHTE Ha Tperyiend WIM JIeYeHHe JHIa, WIH
npaBuiara Ha OOIIHOCTTA 3a ONpeJeNisiHE HA OCHOBHHUTE CTaHIApTH 3a
3[paBHA 3alIlMTa Ha HACENIEHWETO W Ha PAOOTHHLHUTE OT OMACHOCTTA OT
WOHM3UpALUTE JTBYCHUS.

2. Hacrosmara nupekTHBa He 3acsra pasnopendute Ha Pemenne
86/346/EMIO na CsbBera oT 25 1oHM 1986 I. OTHOCHO NPHEMAHETO OT
uMeTo Ha OOmHOcTTa Ha EBporeiickoTo crnopa3dymeHne 3a oOMeHa Ha
TEepareBTHYHH CYOCTaHIMK C YOBEIIKH MPOM3XOX (2).

3. PaSHOpC,H6I/IT€ Ha HacTodmaTta JUPCKTHBA HE 3acdarar IIpaBo-
MOIUsATa Ha OpraHUTE Ha ABbPIKABUTC-WICHKU HHUTO IO OTHOLICHHUE Ha
ONIPEACIIAHCTO Ha NEHUTC Ha JICKAPCTBCHUTC IPOAYKTH, HHUTO IIO
OTHOIIICHWE Ha BKJIIOYBAHETO MM B 00XBaTra Ha HallMOHAJIHUTE 3JpaB-
HOOCUT'YPUTCJIIHU CHUCTECMH, Ha Oazata Ha 3ApaBHH, HKOHOMHUYCCKU H
COLMaJIHA YCJIOBUS.

4.  Hacrosmara AMpeKTHBa HE 3acsira NpUIaraHeTo Ha HAllMOHAIHUTE
3aKOHOJATENICTBA, 3a0paHsBally WIM OrpaHHYaBally Mpoaaxoara,
JIOCTaBKaTa WM yrnorpebara Ha MPOTHBO3aYaThbUuHH WM  IPE.-
W3BUKBalIM  a0OpT  JICKAPCTBEHHM MPOAYKTH. JIbp’KaBUTE-WICHKU
crobmasar Ha Kowmmcusita 3a CHOTBETHOTO HAIMOHAIHO 3aKOHOA-
TEJICTBO.

5. Hacrosmara qupexTHBa U BCUYKHM pErJIaMEHTH, ITOCOYEHH B Hes,
He 3acsAraT NpWIaraHeTo Ha HAIIMOHAIHOTO 3aKOHOJATENICTBO, 3abpa-
HSBAIIO0 WJIM OTpaHUYaBallo yrmoTpedaTa Ha KOHTO M Ja € crenupudeH
BUJ YOBEIIKH WJIM )XHUBOTHHCKHM KIIETKH, WJIM NpoJakdara, JOCTaBKara
WM U3MO0J3BAHETO Ha JICKApPCTBEHU MPOJYKTH, ChABPXKALIM, CHCTOALIH
Ce WIM TOJy4YeHH OT TaKuBa KJIETKH, MO0 ChOOpaKeHHs, KOUTO HE ca
MIOCOYEHH B IIOCOYEHOTO 3aKOHOAATeNcTBO Ha OOmiHocTTa. [IBpKaBuTe-
wieHKH cbhoOmaBar Ha KomucusTa TEKCTOBETE Ha ChOTBETHHTE aKTOBE
OT HaLMOHAJIHOTO 3aKoHozaTencTBo. Kommucusra ocurypsBa ImyOaudeH
JOCTBII 10 Ta3u MHGOPMAIHs Ype3 MOCOYBAHETO M B PETHUCTBHP.

() OB L 136, 30.4.2004 r., ctp. 1. Pernamenr, usmenen ¢ Permament (EO)
Ne 1901/2006 (OB L 378, 27.12.2006 1., ctp. 1).
(®» OB L 207, 30.7.1986 r., ctp. 1.
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Ynen 5

1. JlameHa qbpkaBa-wiI€HKa MOXKE, B CbOTBETCTBHE C NPUIOKUMOTO
3aKOHOJATEJICTBO U B M3ITBJIIHEHHE HA CHEIUAIHU HYXIH, J1a W3KI0YBa
OT pa3nopenOUTe Ha HACTOSIATA TUPEKTUBA, JIEKAPCTBEHUTE IMPOJYKTH,
JIOCTaBeHN 1O J00pOCHBECTHA M HE3asBEHA IOpHUKa, (HOpMyTHpaHa B
CBbOTBETCTBHE CbC CHeUU(UKANUUTE Ha YIBIHOMOLIEH 3paBeH
CMELHUANINCT U 3a ynorpeda OT MHAMBUAYaJeH MalUeHT, IOA AUPEKTHA
JIMYHA OTTOBOPHOCT Ha 37paBHUS CIICIIUAJIHCT.

2.  JIbpXaBUTE-WICHKH MOTaT BPEMEHHO Ja pa3peliaT pasmpocTpa-
HCHHETO Ha HEepaspelIeH JICKApCTBEH MPOLYKT B OTrOBOP Ha Mpej-
MoJlaraeMo WIJIM MOTBBPJACHO pPa3NpOCTPaHEHHWE HA MATOTCHHH arcHTH,
TOKCHHH, XHMHYECKH areHTH WM SAPEHO H3TbYBAHE, BCIKO OT KOUTO
MOXeE Ja MPUYMHK Bpea.

3. bBes ma ce 3acsra maparpad 1, IBp)KABUTEC-WICHKH OIpPENEIAT
pasmopenOw, 3a 1a rapaHTUPaT, Y€ THTYJSIPUTE Ha Pa3pelleHns 32 ThProBusl,
MPOM3BOUTEIIUTE U 3PABHUTE CHEMATUCTU HE Ca 00EKT Ha MPKAAHCKa WU
AIMUHHCTPATHBHA OTTOBOPHOCT 32 BCHUKH ITOCIIE/ICTBYS B PE3yINTar OT yIoT-
pebata Ha JIeKapcTBEHUS IPOAYKT IPH MOKA3aHUs, Pa3JIMYHH OT pa3pelleHuTe
WM OT NPWIAaraHeTo Ha HepaspelleH JIeKapCTBEH IPOIYKT, OCBEH KOraTo
TakaBa ymnotpeba ce Mpernopbya WA W3UCKBA OT KOMIICTEHTEH OpraH, B
OTrOBOP Ha MPEINoJIaraéMoTO WM IIOTBBPJICHO paslpOCTpaHEHHE Ha
TIATOT€HHH areHTH, TOKCUHH, XMMHYECKH areHTH WM SIPEHO H3ThYBAHE,
BCSIKO OT KOETO MOXKE J1a IPUYMHU Bpena. Tes3u pasmopendu ce mpuiarar,
HE3aBHCHMO JIAJIU € TIPEI0CTaBEHO HALOHAIHO MM OOLITHOCTHO Pa3pelleHHE.

4.  OrtroBopHOCTTa 3a HeeKTHH MPOAYKTH, NpeaBHacHa B JIMpeKTHBa
85/374/EMO Ha CuBerta ot 25 1o 1985 1. 0THOCHO cOMMKaBaHe Ha 3aKO-
HOBHTE, MO/3aKOHOBHM M aJMUHHCTPATHBHH pPasnopel0M Ha IbpIKaBHTE-
YWICHKH OTHOCHO OTTOBOPHOCTTA 3a jedexrtHa mpomykuus (1), He ce Biwsie
ot naparpad 3.

PA3JIEJI 111
IIYCKAHE HA ITA3APA

TTIABA 1

Paspeme}me 3a TbProBust

Ynen 6

VM5

L »M6 P Cl1 JlekapcTBeH MPOAYKT HE MOXKE Ja Ce IIyCKa Ha rasapa
B JbP)KaBa-wICHKA, OCBEH aKO € U3/aJICHO pa3pellcHHe 3a IyCKaHe Ha
mazapa OT KOMIIETEHTHHUTE OPraHHM Ha ChIaTa JbpiKaBa-4eHKa B CBOT-
BETCTBHE C HACTOSILIATa JUPEKTUBA, WX aKO € MU3/aJIeHO pa3pelleHHe B
cborBeTcTBHE ¢ Pernmament (EO) No 726/2004 BbB Bpb3Kka ¢ Permament
(EO) Ne 1901/2006 na Espormeiickus mapiameHT u Ha ChbBera OT
12 nexemBpu 2006 T. OTHOCHO JIEKAPCTBEHUTE MPOAYKTHU 3a MEAUATPUYHA
ynorpeda (?) u Permament (EO) Ne 1394/2007. 4 <«

Korato 3a nameH jexkapcTBeH MNPOAYKT € HU3AAJCHO IIbPBOHAYAIHO
paspeuieHue 3a ThProBUsl B CHOTBETCTBUE C I'bpBa ajMHEs, 32 BCUYKH
JOIBJHUTENHN KOHIIEHTpauud, (apManeBTHYHH (GOPMH, HAYMHH Ha
npuiarane, MpeAcTaBsHMs, KaKTO U BCUYKH NMPOMEHH U YABIDKCHUS Ha
CPOKOBE, C€ HM3/1aBa pa3pelieHHe, B ChbOTBETCTBHE C I'bpBa aJlUHEs, WIN

(") OB L 210, 7.8.1985 r., ctp. 29. JlupekTuBa, MOCIEIHO H3MEHEHa C
JupextuBa 1999/34/EO na EBponeiickus mapnament n Ha Cwsera (OB
L 141, 4.6.1999 r., ctp. 20).

(®» OB L 378, 27.12.2006 r., ctp. 1.
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ce BKJIIOYBAT B ChCTaBa Ha MbPBOHAYAIHOTO pa3pelieHHe 3a ThPrOBHS.
Bcuuke Te3u pa3peleHus 32 TProBHs CE CYUTAT 3a CHAIAIld KbM CIHO
U ChIIO OOIIO paspelieHHe 3a THPrOBUs, MO-CICLHMATHO 33 IIENUTE 3a
npuinarane wieH 10, nmaparpad 1.

la.  TutynapbT Ha pa3pelIeHHETO 3a TBHPrOBUS OTroBaps 3a
TBPrOBUATA C JIEKapCcTBeHUs NpoAykT. HasHauaBaHeTo Ha mpejacTaBuUTelN
HE OCBOOOXKJaBa THUTYJSpa Ha pa3pelleHHEeTO 3a ThProBHS OT 3aKO-
HOBaTa MY OTTOBOPHOCT.

2. Tlocoyenoto B maparpad 1 paspelieHHe ce W3MCKBA CHIIO TaKa 3a
TeHepaTopy Ha paauoHyknauau, P M4 xutose € u paguodapma-
IEeBTHIM, CBABPXKAIIM NPEKYypCOpPH Ha PaJAHOHYKIHINWTE, KaKTO U 3a
IIPOMHIIIICHO M3TOTBEHATE Pagno(apMarieBTHIIH.

Ynen 7

He ce wu3nckBa paspemieHue 3a THProBus 3a paaunodapManeBTUIM,
MIPUTOTBEHH OT JIMIE WIIM WHCTUTYIUS B MOMEHTa Ha ymoTpebaTa mMm,
KOUTO CIIOpeJl HALMOHAJIHATO 3aKOHOJATEJCTBO Ca OMpPaBOMOIIECHH [a
U3II0I3BaT TE3M JIEKApCTBEHH NMPOAYKTH, ChIBPIKAIIM CAMO pa3pelIeHH
TeHEpaToOpy Ha  pajuoHyknuau, W M4 xurope € UIM  TEXHH
IpPeKypcopu ChOOpa3’HO HMHCTPYKIMHTE Ha IPOU3BOAUTENS U B
0Z00peHO 3IPaBHO 3aBEICHIE.

Ynen 8

1. 3a pga Opae MONy4YEeHO pa3pelleHHe 3a THProBUA C JIAJCH
JI€KapCTBeH IPOAYKT, HE3aBUCHMMO OT MpOliefypara, YCTaHOBEHa C
Pernament (EMO) Ne 2309/93, npen chOTBETHHMS KOMIIETEHTEH OpraH
Ha JbpKaBaTa-4JICHKA Ce BHACS 3asiBIICHHUE.

2.  PaspemieHue 3a THProBHs Ce HM3[aBa CaMO Ha YCTaHOBWJI C€ B
OOIIHOCTTa 3asIBUTEI.

3.  KbM 3asgBieHueTo ce mpuiarar CIeJHUTE NaHHU U JOKyMEHTU B
CBbOTBETCTBHE C NpHIIOkKeHue I:

a) wuMe wi (UPMEHO HAaWUMEHOBAaHME M TIOCTOSHEH aJpec Ha
3asBUTEINS, @ KBJECTO € MPUIOKHUMO, HA TPOU3BOIUTEIIS;

0) HaMMEHOBaHHE Ha JICKAPCTBEHHUS MPOIYKT;

B) KayeCTBEHHTE W KOJHYECTBEHH CBOWCTBA Ha BCHYKH CHCTaBHU
YacTH Ha JICKAPCTBEHUS IPOAYKT, BKIIOUUTEIHO IO30BaBAHETO
Ha MEXIyHapOJHOTO My HemareHToBaHO HamMmeHoBanue (INN),
nperopbyano ot C30, kbaeto cpiiectByBa INN 3a sekapcTBeHHs
IIPOIYKT, WIN TI030BaBaHE Ha CHOTBETHOTO XMMHYECKO HAaMMEHO-
BaHHE;

Ba) OIICHKA HAa NOTCHUIHMATHHTE PUCKOBE 3a OKOJHATA Cpefia OT JeKap-
cTBeHUsI TpoxykT. ToBa BIMSHHE Ce OICHABA M Ha 0asara
OTJICTIHUTE CIyYal Ce MPEABIKAAT CHEIU(PUYIHU TOrOBOPEHOCTH
3a OrpaHUYaBAHETO MY;

F) OonrcaHue Ha METOAa Ha NPOU3BOJACTBO,

O) TEpAleBTHYHM yKa3aHWs, NPOTHBOIOKA3aHWS M  CTPAHWYHH
edexTy;

e) JnosupaHe, ¢apmaineBTuyHa (opMa, METOJ U HauMH HAa IIPUEM,
HpeAroiaraeM CpoK Ha TOHOCT;
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%) OcHoBaHMA 3a IpeANpUeMaHe Ha INPEJOXPAHUTENHH MEpPKU U
MEpKH M0 0e30MacHOCTTa Ha CBHXPAHEHHETO Ha JIeKapCTBEHUS
IIPOJYKT, HETOBOTO IpHEMaHe OT MAlMEHTU U 3a YHHII0)KaBaHE
Ha OTHAJHUTE NPOJYKTH, 3acJHO C IIOCOYBAHETO HA IOTEHIU-
aJIHUTE PUCKOBE, KOMTO JIEKApCTBEHHMAT IPOLYKT IIPEJCTaBIIsiBA
3a OKOJIHAaTa CpeJa;

3) Omnucanue Ha METOIUTE 3a KOHTPOJ, H3IOJI3BAHU OT IPOHU3BO-
JIATETIS;

3a) IlucMeHO MOTBBPXKAEHUE 3a TOBA, Y€ MPOU3BOJUTEINAT Ha JEKap-
CTBEHHsI NMMPOLYKT € MPOBEPHII CIIa3BaHETO OT CTPaHa Ha MPOU3BO-
JUTENS HAa aKTUBHOTO BEIIECTBO HA MPUHIMIIUTE U PHKOBOACTBATA
3a 100pa NpON3BOJACTBEHA MPAKTUKA Ype3 IPOBEKIAHE Ha OJUTH B
CBHOTBETCTBHE C wWieH 46, OykBa ). [IMcMEHOTO MOTBBPXKACHHE
BKJIIOYBA IIOCOYBAHE HAa MOMEHTa Ha OJMTa U JAEKIapanus 3a
TOBAa, Y€ pe3ylTaTuTe OT OAWTa  HOTBBPXKIABaT, 4e
MIPOU3BOJCTBOTO € B CBOTBETCTBUE C MPUHIUIIUTE M PBKO-
BOJICTBATa 3a JOOpa MPOM3BOACTBEHA MPAKTHKA;

u) Pesyaratute ot:

— ¢apmaneBTuuHuTe (PU3UKO-XMMHUYECKH, OWOJIOTHYHH MU
MHUKPOOHOJIOTHYHH) H3CIIeIBaHUs,

— TPEIKIUHAYHY (TOKCHKOJIOTUYHH U (HapMaKOJIOTHIHN) U3CIe]I-
BaHMUs,

— KIIMHUYHHU HU3CJICABAHUA,

VYM10
na) oboOueHue Ha cucremara 3a (papmakoysiorudHa OJHMTENHOCT Ha
3asBHUTENS, KOCTO BKJIIOYBA CICIHUTE CIEMEHTH:

— JI0Ka3aTeJCTBO, Y€ 3asBUTEISIT pasmonara ¢ KBaauduImpaHo
JIMLE, OTTOBAPSIIO 32 (apMaKoJOruiHaTa OIUTEITHOCT;

— ObPXKaBUTC-YJICHKH, B KOHUTO KBaHH(bHHHpaHOTO JIALe
Hpe6I/IBaBa U U3IbJIHABA CBOUTC 3aJaydu;

— JaHHHU 3a KOHTAKT Ha KBaJ'II/I(bI/IL[I/IpaHOTO JIAIE,

— JACKJlapanus, TIIOATNKMCaHa OT 3adBUTCIA B CMUCBJ, Y€
3a4BUTCIIAT  pasriojiara C HeO6X0,I[I/IMI/ITe cpeacrtea  3a
W3I'BJIHCHUE Ha 3aJa4YUTEC U OTTOBOPHOCTHUTE, I/I36p06HI/I B 151
IX;

i

— mpenpaTka KbM MSCTOTO, KBJETO C€ IOJIbpKa OCHOBHATA
JOKyMEHTallMsl Ha cHUcTeMaTa 3a (apMaKoJOrH4Ha OJUTETHOCT
Ha JIEKApCTBEHUS IPOIYKT;

Waa) IIaH 3a yIOpaBICHHE Ha PHCKAa C ONHCAHWE HA CHCTEMaTa 3a
yIOpaBieHHE HA PUCKA, KOMTO 3asBUTEIAT IIE€ BBHBEOEC 32 CBHOT-
BETHHS JIEKAPCTBEH MPOJYKT, 3a€JHO ¢ 000O0IICHHE Ha IUIaHa;

n0) 3asBieHHe 3a TOBa, 4e¢ e(PEKTHT OT KIMHUYHUTE H3MUTAHUS,
NPOBS)KIAHU M3BBH EBPONEHCKHS CHIO3, OTrOBapsAT Ha CTHYHHUTE
n3ucksanus Ha {upextuBa 2001/20/EO;

i) OO6oOuieHne, B ChOTBETCTBUE C WieH 11, Ha XapaKTEpHUCTUKUTE,
MaKeTa Ha BBHINHATA OIAKOBKA, ChHABpPIXKAIIA JAHHUTE, MPE-
BUJICHU B WieH 54, ¥ Ha IbPBHYHATA OMAKOBKA HA JICKAPCTBEHMS
MPOAYKT, ChABPIKAIIA JAHHHUTE [0 WICH 55, 3a¢[JHO C JIMCTOBKAaTa
Ha OIIAKOBKaTa, B ChOTBETCTBHE C WIeH 59;

K) JOKYMEHT, OT KOHTO € BHJHO, 4Ye IPOU3BOAUTENAT HMa
paspelieHue OT CBOsITa CTpaHa Ja IPOM3BEXJAa JIEKApCTBEHU
MIPOYKTH;
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YM10

J)  KOMHA OT CJIEIHOTO:

— BCSKO pa3pelieHue, MONyYeHO B Apyra JbpiKaBa-WwICHKA HIH B
TpeTa cTpaHa, 3a MyCKaHe Ha JISKapCTBEH MPOAYKT Ha mMas3apa,
0000IIEHe Ha JaHHUTE 3a O€30IIaCHOCT, BKJIIOYHUTEIHO
JNAHHWUTE, CHABPXKAIIA CE€ B MEPUOAUYHUTE AaKTyaTU3UpaHU
IOKJIaad 3a 0e30IacHOCT M, KOraro TaKMBa ca HaJuIIE,
JNOKITaJUTe 3a NpENNoNaracMd CTPaHHYHH e(QEeKTH, 3aeIHO
CbC CIHUCHK HA IbP)KABUTE-WICHKH, B KOWUTO 3asBICHHE 3a
paspenieHue, TOAaACHO B CHOTBETCTBHE C HACTOsIIATA
JIMPEKTHBA, € B MPOIEC HAa MPOYyUBAHE,

— 0000IIeHNeT0 Ha XapaKTePUCTHUKUTE Ha IPOJYKTa, IIpe-
JIO)KEHO OT 3asgBUTENsI B CHOTBETCTBHE ¢ wieH 11 wnm
0/100pEeHO OT KOMIIETCHTHHSI OpraH Ha JbprkaBaTa-uJicHKa B
CBHOTBETCTBHE C wieH 21, W JUCTOBKaTa C ymbTBaHE, NpEa-
JIOKEHA B CHOTBETCTBUE C WICH 59 Wi 0700peHa OT KOMIIET-
SHTHUS OpraH Ha /JbpXKaBaTa-4wieHKa B CBHOTBETCTBUE C
ujieH 61;

— JJaHHU 32 BCSIKO peHOICHHe 3a OTKa3 3a W3JaBaHe Ha
pasperienne, HesaBucuMo nanmd B Cpro3a wim B Tpera
CTpaHa, KaKTO U MOTHBHTE 3a TOBa PEIICHHE.

M) eK3eMIUIIp 3a MpeJHa3HauyeHWsTa Ha JieKapcTBaTa CHpAlH,
cermacHo  Permament (EO) Ne 141/2000 na EBpomneiickus
napiameHT U Ha CoBeta oT 16 gexemBpu 1999 r. oTHOCHO Nekap-
crBata cupanu (1), CHIPOBOKAAH OT €K3EMIUIIP HA CHOTBETHOTO
CTaHOBUIIIC HA arcHIMsATA,

JlokymeHTHTe ¥ HHGOPMALHATA 32 Pe3yJNTaTUTE OT (papMaIeBTUYHHUTE
NPEIKINHAYHN W3CIEABAHMS W KIMHUYHATE M3IUTAHUS, MMOCOYCHH B
OykBa M) Ha I'bpBa aluHes ce NPUAPY’KaBaT OT NMOAPOOHU 00O0OIIEHUS
B CBOTBETCTBUE C WieH 12.

v M10
Cucremara 3a ynpaBieHHE Ha PUCKA, IOCOYEHA B IIbpPBA alMHEs, TOUKA
iaa), € TWpONMOpPUMOHANHA Ha HIACHTHOUIMPAHUTE W IOTCHIHAIHU
PHCKOBE Ha JIEKapCTBEHHS MHPOIYKT M Ha HEOOXOAMMOCTTa OT JaHHH
3a 0e30IacHOCT ClIef MOJy4aBaHE Ha pa3pelieHHe.

Hudopmarisra, TOcoueHa B MbpBa aluHes, Cce aKTyalu3upa B
CIIy4auTe, KOraTo TOBa € LeIechoOpasHo.

Ynen 9

OcBeH M3MCKBaHMATa Ha wieH § u Ha wieH 10, maparpad 1, 3asB-
JEHUETO 3a pa3pelIeHHe 3a THPTOBUS C TEHEPaToOp Ha PaIMOHYKIHIH
ChIbpXKA CBLIO cleAHaTa UHGOPMALUI U JaHHU:

— 00110 omnmcaHHe Ha CHCTEMAara, KaKTO M IMOJIPOOHO OMHCAaHUE Ha
KOMIIOHEHTHTE Ha CHCTEMAaTra, KOMUTO MOrar Ja IIOBIMAAT Ha
ChCTaBa WJIM KAyeCTBOTO Ha Tpenapara, ChAbPIKAIL MPOM3BOACH
HYKJIHI,

— KAueCTBEHHUTE M KOJMYCCTBEHHTE XApPAKTCPUCTHUKH Ha €IyeHTa WIIH
cybnumara.

(') OB L 18, 22.1.2000, ctp. 1.
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Ynen 10

1.  Upes neporauus ot wieH 8, maparpad 3, OykBa u) u 0Oe3 na ce
3acsira 3aKOHOATENICTBOTO B 00JIacTTa Ha 3allUTa Ha WHAYCTpUAJHATA
THProOBCKaTa COOCTBEHOCT, OT 3asBUTENS HE CE M3UCKBA Ja MPEIOCTABH
PEIYIATATUTE OT NPCAKIMHUYHUTE U3CJICABAHUA U OT KIMHUYHUTC U3IIHN-
TaHWs, aKO MOXKE [a IOKakKe, 4€ JIEKAPCTBEHHAT MPOLYKT € FeHepHUCH
Ha pedepeHTEH JIEKapCTBEH MPOIYKT, KOWTO € MM € OWJI pa3peuieH 1mo
4iIeH 6, 32 He II0-MaJKO OT OCeM TOAWMHH B HSKOS IbpP)KaBa-dICHKA WITH
B OOmHocCTTA.

'eHepuyeH JileKapCcTBEH NPOAYKT, pa3pelnieH B CHOTBETCTBHE C
HacTosIaTa pasmopenda, He ce JOMyCKa Ha Iasapa OO M3THYaHE Ha
10 rogwHM cCllel TBPBOHAYAHOTO pa3pelieHre 3a pedepeHTHHS
MIPOYKT.

[TepBata anuHes ce Mpriiara U ako peepeHTHUT JIEKApCTBEH MPOIYKT
HE ¢ pa3pelleH B Ibp)KaBaTa-4iICHKa, B KOATO € IOIaJCHO 3asBICHUETO
32 TEHEPUYCH JIEKAPCTBEH MPOLYKT. B TakeB ciydail 3asiBUTEIST
nocoyBa B OJaHKaTa 3a 3asBJICHHE MMETO Ha IbpiKaBaTa-4icHKa, B
KOSTO € WM € Omn paspemeH pedepeHTHUST JEKapCTBeH MPOAYKT. [1o
WCKaHe Ha KOMIICTCHTHHS OpraH Ha IbpiKaBaTa-4JIcHKa, B KOATO €
HOJA/ICHO 3asBJICHUCTO, KOMIECTCHTHHAT OPraH Ha [pyrara IbpiKaBa-
4JieHKa MpeaaBa B CPOK 10 | Mecel MOTBBbpKACHHE, Y€ pedepeHTHUST
JIGKapCTBEH HPOAYKT € MM € OWJ pa3pelleH, 3a¢AHO C ITBJIHUS CHCTaB
Ha pe(epeHTHUS MPOAYKT U, aKO € HEeOoOXOAMMO, Apyra HeoOXoauma
JIOKyMEHTAIIUSI.

JleceTroMIIHMAT CPOK 10 BTOpa alliHEs ce yAbJKaBa Hal-MHOIO JI0
eIMHa/leceT TOJIMHM, aKo II0 BpeME Ha II'bPBUTE OCEM OT Te3U JIECET
TOJVHU TUTYJISIPBT Ha pa3pelIeHHEeTO 32 ThProBUS NOJYYH pa3pelieHHe
3a €IHO WIM TI0BEY€ HOBU TEPANEBTHUYHM MOKA3aHUSA, KOUTO IO BpeMeE
Ha Hay4yHaTa IpOBEpKa Ipelu TAXHOTO pa3pellaBaHe € IMPELEHEHO, 4e
ca OT 3HAYWTEJHA KIMHUYHA TI0JI3a B CPABHEHHE ChC CHILECTBYBAIUTE
TeparuH.

2. Ilo cMuchia HA HACTOSIIMS YJICH:

a) ,,pedepeHTEH JIeKapCTBEH MPOAYKT 03HayaBa JICKAPCTBEH MPOIYKT,
KONTO € paspelleH 1Mo 4wieH 6, B ChbOTBETCTBUE C Pa3MoOpeaOUTe Ha
4jieH §;

0) ,,FEHEpHUCH JIEKAPCTBEH MPOAYKT O3HAyaBa JIEKAPCTBEH MPOAYKT,
KOWTO MMa ChIIMS KA4eCTBEH M KOJMYECTBCH CHCTAB B AKTHBHHTE
BellecTBa M chliaTa (apmaneBTuuHa (opma, karo pedepeHTHHS
JIEKapCTBEH IPOAYKT, U YUATO OMOEKBHBAJIEHTHOCT C peQepeHTHUs
JICKapCTBeH MPOAYKT € [OKa3aHa CbhC CHOTBCTHHUTE OMOHAIMYHH
u3cienBaHus. Pa3lMYHUTE CONM, €CTEpH, H30MEPH, CMECH Ha
M30MEpH, KOMIUICKCH HJIA HPOM3BOJHH HAa aKTHBHO BEIIECTBO CE
CYMTa, Y€ ca CBUIOTO AaKTHBHO BEIIECTBO, OCBEH ako He ce
pa3nryaBaT 3HAYMTENIHO TI0 CBOWTE CBOWCTBA 110 OTHOIICHUE
Oes3BpemHocTTa W/WiM  epEeKTHBHOCTTa WM. B TakuBa ciydau
3asBUTEIAT TPsIOBa [1a MPEACTABH JOIBJIHMATENHA MH(GOPMAIHUS KATO
JIOKAa3aTejICcTBO Ha Oe3BpeqHOCTTa W/wid e()eKTHBHOCTTA Ha
pa3IMYHUTE COJM, CCTePH WM INPOM3BOJHM HA paspeuIeHOTO
aKTHBHO BelecTBO. PasmuyHure mepopanHd  (apMaleBTHYHH
dbopMH ¢ HENOCpPEeNCTBEHO OCBOOOXIABaHE CE CUHMTAT 3a eIHA U
chima (QapmaneBtiuHa (opma. He ce wu3uckBa 3asBUTENSAT JIa
npencraBs OHOHAIMYHOCT, aKO TOW MOXE Ja JIOKaXe, 4e TeHe-
PUYHUAT JIEKAPCTBEH IPOIYKT OTrOBapsi Ha ChbOTBETHUTE KPUTEPHUH,
KaKTO ca ONPEIEICHA B ChOTBETHUTE IMOAPOOHH PHKOBOJCTBA.
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3. B cmyyaure, Korato JEKapCTBEHUAT MNPOAYKT HE Iomnajga B
paMKHTE Ha JeUHUNNATA TeHEpHYEH JIeKapCTBEH MPOIYKT, IpeIBHICHA
B naparpa¢ 2, OykBa 0), WM KOraTo OMOEKBUBAJIEHTHOCTTAa HE MOXeE J1a
ce JOKake MOCPEICTBOM OMOHANMYHM H3CIIEABAHUS, WIM B CIy4aW Ha
MIPOMEHH B aKTHBHOTO(-MTE) BELIECTBO(-a), CE IPENOCTaBsT TepareB-
TUYHWUTE TIOKAa3aHMs, KOHLEHTpauus, GapMmaneBTuuHu Qopmu umm
HaYMHU 32 MpHEMaHe, Vis-a-vis pe(epeHTHUs JIEeKapCTBEH IIPOXYKT,
pesynratuTe OT HEOOXOIUMHUTE NPENKIMHUYHU H3CIEABAHUA MU
KIVMHUYHE W3MHTaHUA.

4. Korato pnameH OHWOJOTMYEH JICKAPCTBEH TMPOAYKT, KOWTO €
nogobeH Ha pedepeHTHHs OHOJOTHYEH MPOAYKT, HE OTroBaps Ha
ycloBuATa B AeDUHULMATA 32 TEHEPUYHH JIEKAPCTBEHH HPOIYKTH, II0-
CHEeMAJIHO IIOpajy paszidu4yus B CypOBMHaTa WM pa3luuus B
IMPOU3BOACTBEHHUA IIPOLEC Ha 6I/IOHOFI/I‘IHI/I$I JICKApCTBECH MNPOAYKT U
pedepeHTHHS OMOJOTHYEH JIEKapCTBEH IMPONYKT, TpAOBa Aa ce Tpen-
CTaBSIT PE3YJNTAaTHTE OT ChOTBETHHUTE NPEAKIMHUYHHU W3CICIBAHMUS WIN
KIMHUYHA HM3IUTAHMS, OTHACSIIM CE€ JO TEe3H YCIOBHUS. THUIBT M KOJH-
YECTBOTO JOMBJIHUTEIHH JAaHHU, KOUTO TpsiOBa Ja ce€ IIpelOCTaBsT,
TpaOBa [a OTroBapsAT HAa CBHOTBETHHTE KPHUTEPUH, I[IOCOYECHH B
npuinoxkenue | M Ha cBbp3aHHTE MOAPOOHHU pBKOBOICTBA. He ce mpen-
CTaBSIT PE3yJdTaTHTE OT APYTH HM3CIEABaHUS M NPOBEPKH Ha JTOKYMEH-
TauusATa Ha pedepeHTHHUS JIEKApCTBEH MPOTYKT.

5. B pmomwnHeHwe KbM pasmopendurte, ompezaeicHd B maparpad 1,
KOTaTo ce TojaBa 3asBJICHHE 3a HOBO MOKa3aHWE 3a YTBBPACHO
BEILIIECTBO, CE MPENOCTaBs HEKyMYJAaTHBEH CPOK OT eIHa TOJMHA 3a
eKCITy3WBHOCT Ha JaHHUTE, IPH YCIOBHE Y€ Ca U3BBPIICHU 3HAYUTCITHU
NPEAKINMHUYHNA WIN KIMHUYHU H3CJICABAaHUSA 11O OTHOIICHHUEC HAa HOBUTC
[TOKA3aHHSL.

6. IlpoBexxmaHero Ha HEOOXOTUMHUTE NMPOYUBAHHS W H3CIIEABAHMUS, C
ornes npujarade naparpadu 1, 2, 3 u 4, KakTO ¥ MOCJEBAIIUTE MPAK-
THYECKH M3UCKBAaHUS, HE C€ CUNTa, Ye NPOTHBOpPEYaT Ha IATCHTHUTE
mpaBa WIM Ha cepTHUKATUTEe 32 MOIBJIHHUTENHA 3alUTa 3a JieKap-
CTBEHUTE MPOJTYKTH.

Ynen 10a

Upe3 neporanuss or wieH 8, maparpad 3, OykBa u) U 0e3 ma ce
HapyllaBa 3aKOHOJATEICTBOTO B 0O0JAcTTa Ha 3alUTa Ha WHIYCTPHU-
ajlHaTa U THProBcKaTta COOCTBEHOCT, OT 3asBHUTENs HE Ce M3MCKBA Ja
TpeNCcTaBs Pe3yNTaTH OT TPEAKIMHWYHH HW3CIEABAHMS WIH  OT
KIIMHUYHW HM3IHUTAaHUsA, aKO MOXKE Ja AOKaXE, Y€ aKTHUBHHUTC BCILICCTBA
Ha JICKapCTBEHHs] MNPOAYKT ca OHIM YTBBPAGHH KaTO JIEKApPCTBEH
nponykT B OOmHOCTTAa 3a Half-MalKoO AeceT TOJAMHU, C IpU3HATa
e(UKacHOCT M NMPUEMIMBO HHMBO Ha OE3BPEJHOCT CBIVIACHO YCJIOBHSATA,
omnpeseleHH B IpmiioxkeHHe 1. B TakwB ciydaif, pe3yiraTuTe OT H3IH-
TaHUATa U U3CJICABAaHHUATA CC€ 3aMCHAT CHhC CHOTBCTHATa Hay4dHa JIMTC-

parypa.

Ynen 106

Ilpu nexkapcTBEHHTE MPOAYKTH, KOUTO ChABPKAT aKTHBHH BCLICCTBA,
KOUTO C€ M3IOJN3BaT B CBhCTAaBa HA Ppa3pCUICHHUTE JICKAPCTBEHH
NPOAYKTH, HO KOMTO HE C€ MH3ION3BaT 3a HACTOsIIATA 1T B
KOMOWHAIMS 332 TEepameBTUYHU LEIH, PEe3yATaTHTe OT HOBH Mpe-
KIMHAYHKM W3CJCIABAaHMS WM HOBHM KIMHWYHH W3IHMTAHHS, CBBP3aHH C
Ta3u KOMOWHAIWS, Ce IPEJOCTaBAT B CHOTBETCTBUE C WiEH 8, maparpad
3, OykBa M), HO HE € HEOOXOJMMO Jla C€ MPEICTAaBIT HAy4YHU pede-
PEHLINH 33 BCSIKO MHAMBHAYaTHO AKTHBHO BEIIECTBO.
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Unen 106

Cren w3maBaHe Ha paspellieHHe 3a THProBHs, TUTYISIPHT Ha
pa3pelieHHeT0 MOXKE Ja paspemid Ja ce H3Moi3Ba (hapMaleBTHYHATA,
MPEAKIMHAYHA U KIMHUYHA JTOKYMEHTAIHs, ChAbpIKAIA Ce B TOKyMEH-
TanUiTa Ha JICKAPCTBEHMS MPOIYKT, C OIJIE] aHAIU3UpaHe II0CIe/-
BAaI[UTC 3asBICHUSI 32 [PYI'W JICKAPCTBCHH IPOLYKTH CBC ChHIIHUS
Ka4eCTBEH M KOJHUYECTBEH CHCTAB IO OTHOIICHUE aKTUBHUTE BEIIECTBA
U enHakBara (apMarieBTU4Ha (opMma.

Ynen 11

OO000IEHNETO HA XapaKTEPUCTUKUTE HAa IPOAYKTa ChABPXKA, B OLpEA-
eNeHNs IO-J0NTy pell, CleJHaTa MH(pOpPMAIHs:

1. UMeTO Ha JIEKAPCTBEHHS HPOAYKT, MMOCJICABAHO OT KOHICHTPALMSITA
u dapmaneBTHYHATa Hopma.

2. Ka4eCTBEH M KOJHMYECTBEH CHCTaB II0 OTHOIIEHHE HA aKTUBHHUTE
BEIlECTBA ¥ KOMIIOHEHTH Ha EKCLIUIIMEHTa, MO3HAHHUATA 32 KOUTO
ca HEoOXOJMMH 3a TPAaBWIIHOTO NpENNHCBaHE Ha JIEKApCTBEHHS
nponykT. M3mom3Bar ce OOHIONpUETHTE HAaUMECHOBAHUS WU
XAUMHYECKH OIHMCAHUSL.

3. ¢apmaneBtuuHa (opma.

4. KIUHUIHH JaHHU:

4.1. TepaneBTHYHU ITOKA3aHUS,

4.2. N03MpOBKA M HAYMH HA TPEANUCBAHE MPU BB3PACTHU U KBJAETO
€ HeoOXouMo, TIpU Jiela,

4.3. TIpOTHBOIIOKA3aHUs,

4.4. cneuuanHu NpeAyNpeXICHUs M IpeanasHu MEpKH 3a YIOoT-
pebata M B ciyyail Ha MMYHHH JICKQpCTBEHU IPOAYKTH,
BCSAKaKBU CIELMAIHU Npeana3sHu MEpKH, KOMTO ClelBa Jia ce
B3eMar OT JMIara, OOpaBelld C TakhBa TMPOAYKTH U
Opuiaramy TW Ha [AalUEeHTH, 3aeAHO C BCHYKM JPYyrd
Mpeana3sHd MepKH, KaKTO M IpennasHUTe MEpKH, KOWUTO
ciesiBa J1a Ce B3eMaT OT IalUEHTa,

4.5. B3aMMOJICHCTBUE C JPYrd JCKAPCTBEHH NPOAYKTH M JPYTH
(dhopMH Ha B3aUMOJCUCTBUS,

4.6. ynoTpeba 1Mo BpeMe Ha OpPEMEHHOCT W KbpPMEHE,

4.7. ebext BBpXYy cmocoOHocTTa 3a ympaeinenne Ha MIIC un
MallIiHH,

4.8. HexenatenHu eQeKTy,

4.9. npenosupaHe (CUMITOMH, CIEIIHH TNPOLELYpU, HNPOTHUBOOT-
pOBH).
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VYM10

5. ¢apMaxkoJOrMYHH CBOWCTBA:

5.1. dapmakoJMHAMUYHH CBOWCTBA,

5.2. ¢apMakOKMHETHYHHU CBOICTBa,

5.3. NpeAKIMHUYHM JaHHU 3a O€3BPEIHOCT.
6. ¢apmaleBTUYHU JaHHU:

6.1. CIIUCHK Ha EKCIMITHEHTUTE,

6.2. OCHOBHH HECHBMECTHUMOCTH,

6.3. CPOK Ha TOIHOCT B HEOTBOPEHO CBHCTOSHHE, IMPH HEOOXO-
JUMOCT CJIeJl PEKOHCTUTYLMS Ha JIEKAPCTBEHUS NPOJIYKT WM
KOTaTO IbPBUYHATA ONAKOBKA CE OTBOPHU 3a ITbPBH ITBT,

6.4. crenuantHA MEpPKH 3a ChXpaHEHHE,
6.5. ecTecTBO M ChIbp)KaHHWE Ha KOHTEiHepa,

6.6. crenualHu MEpPKH 3a YHMILO’KaBaHE Ha M3IO0JI3BaH JIEKAPCTBEH
MPONYKT WM Ha OTMAJbUHH MaTepHajd, IONyYeHH OT TaKbB
JIEKapCTBEH MPOAYKT, KOraTo € MOJIXO/SLIO.

7. TUTYISp Ha paspelleHue 3a ThPrOBHS.

8. Homep(a) Ha paspemieHue(-51) 32 THPrOBHSL.

9. nata Ha I'BPBOTO pa3pellCHUE WU MOJHOBSIBAHE HAa Pa3pelLICHUETO.
10. nmata Ha mpepasriexiaHe Ha TeKCTa.

11. 3a paguodapMameBTHIN — MBIHA JaHHH 3a IO3UMETpHATa HA
BBTPEIIHOTO JIbYEHHE.

12. 3a papguodapManeBTUIM — AONBIHUTEIHU MOJAPOOHU HHCTPYKIUHU
332 €KCTEMIIOPAJIHO IIPUTOTBSHE M KOHTPOJ HAa KAYECTBO HA TAKOBA
[IPUTOTBSHE M KBJETO € HEOOXOAUMO, BPEMETO Ha MAaKCUMAaJIHO
CbXpaHEHUE, IIPE3 KOETO BCEKU MEKAUHEH IpPerapar, KaTo ellyeHT
WM TOTOB (hapMaleBTUUEH NMPOAYKT CHOTBETCTBA Ha CIELU(UKa-
LUMTE.

3a pa3pemenusra mo wieH 10 He € HEOOXOANMO Ja ce TMpuiIaraT OHE3H
yacTh 0T 00OOIIEHHETO Ha XapaKTEpPUCTHKHUTE Ha MPOAYyKTa Ha pede-
PEHTHHS JICKAPCTBEH MNPOJYKT, OTHACAIIM C€ [0 T[OKa3aHHWATa WM
¢opmHuTe Ha JO3MpPOBKAaTa, KOUTO BCE Olle ca OwiM mnpeaMer Ha
MaTeHTHO 3aKOHOJIATEJICTBO, KOTaTO T€HEPUUYHUST JICKAPCTBEH MPOIYKT
e OWJ mpejyiaral Ha masapa.

3a JleKapCTBEHUTE TMPOAYKTH, BKIFOUCHH B CIUCHKA, MOCOYEH B uiieH 23
ot Pernmament (EO) Ne 726/2004, 006001IeHHETO HA XapaKTEPUCTUKUTE
Ha MpPOIYyKTa BKIIOYBA JeKiapanusTa: ,,T03M JIeKapCTBEH MPOIYKT
MONJICKA Ha IOMBIHUTEIHO HaOmIoJeHne 3a Oe3omacHocT. “‘Jlekia-
paumsATa ce MpeJiecTBa OT YEPHHS CHMBOJ, MOCOYCH B wieH 23 ot
Pernament (EO) Ne 726/2004, u ce ciensa oT MOIXOMSNIO CTaHAAPTHU-
3UpAHO OOSICHUTEIHO H3PEUYCHHE.
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YM10

3a BCHYKHU JICKAapCTBCHU INPOAYKTH H3PUYHO CC BKIIOYBA CTAaHAAPTCH
TEKCT, KOWTO NpHKaHBA 3/PaBHUTE CHELMAIUCTH J1a JOKJIAaJBAT BCEKH
OpeanonaraeM CTpaHudeH e(eKT B CHOTBETCTBUE C HaIMOHAJIHATa
cUcTeMa 3a CIIOHTAaHHO JIOKJaJiBaHe, mocodyeHa B wieH 107a, maparpad
1. Pa3znuyHu HauuHM HaA JOKJIAJBaHE, BKIIIOYUTEIHO €JIEKTPOHHO
JOKJITaZBaHe, ca HAJMYHM B CHOTBeTcTBHE ¢ wieH 107a, maparpad 1,
BTOpa aJHHes.

Ynen 12

1. Ilpeau mpeACTaBSIHETO UM Ha KOMIICTCHTHHTE BIIACTH, 3asBUTEIIST
OCHI'ypsiBa M3TOTBSIHETO M NOAINMCBAHETO Ha MOAPOOHHUTE 0000IICHUS,
IIOCOYCHH B IIOCJIE/HATA allMHesl Ha wieH 8, maparpad 3, oT ekcrepTH ¢
HEOOXOJUMHUTE TEXHHYECKH W  NpOo(eCHOHATHH  KBalTU(HUKALUH,
u30poeHU B KpaTka Ouorpadus.

2. Jlunmara ¢ TeXHMYECKH M NPOPECHOHATIHM KBaTU(DUKAIMH,
ompexneneHn B maparpad 1, oOOCHOBaBaT HM3MOJ3BAHETO HA BCIKAaKBa
Hay4yHa JuTeparypa no wieH 10a, B ChOTBETCTBHE C YCIIOBHSTa Ha
npuiioxenne 1.

3. TlompoOuute 000OIIEHHUS MPEACTABISIBAT YacT OT JOCHETO, KOETO
3asiBUTEJISAT MPEACTaBs Ha KOMIIETEHTHUTE BIIACTH.

17I4BA 2

Cnenuannu  pa3nopeadu, MNPUIOKHMH 32  XOMeONATHYHHTE
JIEKAPCTBEHU MPOAYKTH

Ynen 13

1.  JIppKaBUTE-WIEHKH OCHUTI'YPSIBAT PErHCTpPALMATA U Pa3peliaBaHeTo,
B ChOTBETCTBHE ¢ wieHOBe 14, 15 u 16, Ha XOMEONaTHYHHUTE JeKap-
CTBEHHM MPOAYKTH, KOMTO ca IPOU3BEJCHM U IIyCHaTH Ha Ias3apa Ha
OOmHOCTTa, OCBEH KOraTo perucTpanusiTa WIM pa3pellaBaHeTO Ha
TE3W JIGKAPCTBEHH IPOAYKTH € OOEKT Ha HAIMOHAIHOTO 3aKOHOJa-
TencTBo Ha wiH npean 31 nexemBpu 1993 r. B ciywaii Ha peructparst
ce mpuiarar wieH 28 u wieH 29, naparpadu 1 mo 3.

2. JIppXaBUTE-WwIEHKH YCTAHOBSBAT OIPOCTEHA PErUCTpPallMOHHA
Ipoleaypa 3a XOMEONAaTHYHHUTE JIEKAPCTBEHH INPOAYKTH, IOCOYEHU B
yieH 14.

Ynen 14

1. Ha cnenumanHa ompocTeHa MpoLeaypa 3a PerucTpUpaHe MOAIexaT
€/IMHCTBEHO XOMEONAaTUYHHTE JIEKAPCTBEHH MPOAYKTH, KOUTO OTTOBapsT
Ha BCHYKHM HW30POCHH I0-JI0NTy YCIOBHS:

— OpaJieH IpHeM WM BBHIIHA yrnorpeba,

— JIMICAa Ha CIIENUaJHa TEpalneBTHUYHA HMHIWKAlMA Ha ETHUKETa Ha
JIEKapCTBEHUs MPOAYKT WM B IisulaTa MH(GOPMAIUS OTHOCHO JIeKap-
CTBEHHS TIPOAYKT,
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— JOCTaThYHA CTENCH Ha  pa3TBOPUMOCT, KOETO  TapaHTHpa
0e3BpeHOCT Ha JICKAPCTBCHHS MPOAYKT; TOH IIO-CIICHHATIHO HE
MOJe J1a ChIbpika HUTO MoBeue oT eaHa dacT Ha 10 000 oT KOHIEH-
Tpata, HUTO MO-MAJKO OT €IHA CTOTHA OT Hal-MajKaTa 103a, CBEH-
TyaJlHO W3MOJI3BaHa B AJONATHYHUTE (OpMH 3a aKTHBHHTE CyOcC-
TaHOUH, YUCTO HAJIUYUC B TAX 3aABJDKUTCIHO HM3UCKBA IIPEIACTa-
BSIHETO Ha JIEKAPCKO IMpPEIIHCaHHE.

Koratro HOBO Hay4yHO [OKa3aTeJCTBO JaBa OCHOBAaHHE 3a TOBA,
Komucusita Moxke na M3MEHH TPETOTO THpE OT MbpBa anuHes. Tasu
MsApKa, TMpelHa3HauyeHa Ja M3MEHH HECBIIECTBEHU €JIEMEHTH OT
HacTosLIaTa AUPEKTUBA, C€ MpUEMa B CHOTBETCTBHE C IpOLEAypara Io
peryiupaHe ¢ KOHTpPOJI, rmocodeHa B wieH 121, maparpad 2a.

IMpu perucrpammsaTa IbpXKaBUTE-WICHKH ONPEHENAT KiIacH(UKaLusITa
OTHOCHO OTIIyCKaHETO Ha JIEKapCTBEHHS MPOIYKT.

2.  Kpurepuute u mpaBwiara, NpeaBuAeHU B wieH 4, maparpad 4,
uned 17, maparpad 1 u unenose 22 no 26, unenose 112, 116 u 125,
Ce OTHACAT IO AHAIOTHS KbM CIIE[alHaTa ONPOCTeHa IMpoleaypa 3a
perucTpupaHe 3a XOMEONATUYHUTE JIEKAPCTBEHH IPOAYKTH, C
M3KITIOYeHUE Ha JO0Ka3aHWUTe (HaKTH 33 TeparneBTHIHUS e(EeKT.

Ynen 15

3asABICHHETO 3a CICHUAIHO OIPOCTCHO pPErHCTPHPaHEe MOXe [a
BKJIIOYBA CEpUsi OT JICKAPCTBEHH MPOAYKTH, MONYYCHH OT CHINUS/TE
XOMEOIaTHYCH/HH 1iam/oBe. KbM 3asBICHHETO Ce MpIIaraT CJICAHHTE
JNOKYMEHTH, C WeN MO-CICIHAHO Ja C€ JOKaXaT TepareBTHYHUTE
Ka4yeCTBa U XOMOI'CHHOCTTA Ha MPOU3BEACHUTC MapTUANX OT TE3U JICKaAp-
CTBEHH TPOILYKTH:

— HAyYHO WJIM JIPyro HauMeHOBaHHeE, GUTypHpaIIo BB (hapMaKoresTa
Ha XOMEOIATUYHMA/TE I[aM/OBE, KaTO C€ II0COYBAT pa3IMUHHUTE
HAYMHU HA MpHeM, GapManeBTHUHHTE HOPMHU M CTEIECHH Ha Pa3TBO-
PHMOCT, KOUTO TpsiOBa Ja ce perucrpupar,

— B JIOKyMEHTaIlUsATa Ce OICBa KaK e/ca IOIMy4YeH/H M YIPAaBIIABaH/H
XOMEONAaTUYHUS/UTe MaTepual/u, U O0OACHABAa HETOBOTO/TSIXHOTO
XOMEONAaTUYHO W3IOI3BAHE, HA OCHOBAaTa Ha ChOTBETHATa OMOJIMOI-

padus,

— MNpPOM3BOJACTBEHA M KOHTPOJHA [OKyMEHTalusi 3a Bcsgka (apma-
neBTMUHa (opmMa M omMcaHWMEe Ha METOAWTE 3a TIOJlydaBaHEe Ha
Pa3sTBOpPH M 3a paslpallaBaHe,

— paspelieHHe 3a TPOU3BOACTBO Ha CHOTBETHHUTE JIEKAPCTBEHU
MIPOAYKTH,

— KOIIME OT PErUCTPAUUTC WJIN Pa3pCIICHUATA, ITOJYUCHU CBEHTYAJTHO

34 CbIIUTC JICKAPCTBEHU NPOAYKTH B APYTH ABbPKABU-UICHKH,

— eIMH WIM TOBeYe MAaKeTH Ha BBHIIHATA ONAKOBKAa M ITbpBHYHATA
ONAKOBKA Ha JICKAPCTBEHUTE MPOLYKTH, KOUTO CIEABA Oa CE€ perHc-
TpHpar,

— JIaHHM OTHOCHO TpalHOCTTa Ha JIEKAPCTBEHMS NPOIYKT.
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Ynen 16

1. XomeonaTW4yHUTE JIEKAPCTBEHH NPOIYKTH, PAa3IMYHU OT MOCO-
yeHute B wieH 14, mnaparpad 1, mnomydaBaT paspelieHHE U Ce
eTukeTupar cbriacHo P M4 unenose 8, 10, 10a, 106, 10B u 11 <.

2. JHazneHa ObpxaBa-uwIeHKa MOXKE J1a BbBEXKAA WIM IIPUIIara Ha CBOS
Teputopus ~ ocobeHn  pasmopendu  3a P M4 npeaxIMHUYHHTE
n3cnenpanys <€ U KIMHUYHUTE W3MHTAHHUSA HA XOMEOMATHYHUTE JIeKap-
CTBEHM IPOJNYKTH, pa3INyHU OT MOCOYeHHTe B wieH 14, maparpad 1,
CBITTACHO NPHUHIWINTE W CIEeNU(HUKATa HA XOMEONATHIHATA MEIHIIHA,
IpaKTUKyBaHa B CHOTBETHATa JbpXaBa-wICHKA.

B T03u cnyuaii choTBEeTHaTa ObpiaBa-wieHka HoTHUdumpa Komucusra
3a JielcTBanmMTe 0COOCHHUTE pa3mopeadu.

3. Pasmopexbure nHa asn IX ce mpuiarar 3a XOMEONATHYHUTE
JIEKapCTBEHU MPOJYKTH, C M3KIIOUEHHE Ha MOCOYCHHTE B wieH 14,

naparpad 1.

IJIABA 2a

CneuuajaHu pa3nopeadu, NPUIOKHMHU CHPSIMO TPAAULIMOHHHTE
PACTHUTEJIHH JIEKAPCTBEHH NPOAYKTH

Ynen 16a

1. BweBexnma ce ompocTeHa Mpoleaypa 3a perucrpanus (Io-HATaThK
Hapu4aHa ,,perucTpalys Ha TPaJUIMOHHA yNoTpeba™) 3a pacTHTEIHUTE
JICKApCTBCHH TPOLYKTH, KOUTO OTTOBApST HA BCHYKU CICIHH KPHTCPUH:

a) MMar IT0Ka3aTelll, KOUTO ca XapaKTEpHH M3KIIOYHUTETHO 32 TPaIUIH-
OHHHTE PACTUTEIHU JICKAPCTBEHH MPOJYKTH, KOUTO MOPAaUd CBOS
ChCTaB M ymoTpeOa ca Ch3AaICHH M NpEAHA3HAYCHH Ja ObIaT
M3M0JI3BaHN 0e3 HaOIIoIEeHHE OT MEIMUIMHCKO JHUIE C IeJl Juar-
HOCTHKA, Ha3HayaBaHE WM HaOJIOJEHUE Ha JICUYEHHUE;

0) mpemHAa3HAYECHW Ca W3KIIOYUTENHO Ja OBJaT NMPEINUCBaHU CHITACHO
YKa3aHU KOHLEHTpAlus U JTO3UPOBKa;

B) TOBa ca IpenapaTy 3a MepopajHa, BHHIIHA YHNOTpeOa, W/WUAM UHXa-
JpaHe;

T) HepuobT HAa TPAAWIMOHHATA yIOTpeba, TOCOYeH B 4iIeH 6B,
naparpag 1, OykBa B), € U3TEKBI;

II) JaHHUTE€ OTHOCHO TPaJULHOHHATa YyHoTpeda Ha JIeKapCTBEHUS
HPOAYKT ca JOCTaThUHHM; MO-CIIEIHAHO, JOKa3aHa € Oe3BpeAHOCTTa
Ha NpPOAYKTa IpU YKa3aHUTE yCIOBHsS Ha ymnorpeda U (apmakoio-
ruaHATe eekTH WM e(hHKAaCHOCTTa Ha JIEKapCTBEHMS MPOTYKT
HOpafy MPOABIDKUTENIHOCTTAa Ha yHnoTpebara My M Ha HaTpylaHHs
OITIUT.

2.  HesaBucumo or Tekcrta Ha wieH 1, maparpad 30, HaluuueTo B
pAacCTUTENHHS JIEKAapCTBEH NPOAYKT, HAa BHUTAMHHHM WM MHHEPAIH,
YUATO OE3BPEHOCT € HAIJIEKHO AOKyMEHTHpaHa, He € Npedka 3a ToBa
HOPOAYKTHT Ja OTroBaps Ha YCIOBHATA 3a PETHCTPAIUA CBITACHO
naparpad 1, npu mnojgoxeHue ue NEHCTBHETO HA BUTAMHHUTE U MMHE-
panuTe € CIOMaraTesHo CIpsAMO ACHCTBHETO Ha PACTUTEIHUTE aKTHBHH
CBCTaBKH CBITACHO M3UCKBAHUATA HA CIICNU(PUIHHUTE [TOKA3ATEIH.

3. B ciyuante obade, KOraro KOMIIETCHTHUTE OPTaHM IIPELEHAT, 4e
JaJeH TPAAWIMOHEH PAaCTUTEJICH JIEKapCTBEH IPONYKT OTroBaps Ha
KPUTEpUHTE 32 IOJyYaBaHEe Ha pa3pellieHre ChIIacHO WIeH 6 Wi 3a
perucTpupane ChriaacHo wieH 14, pasmopenbure Ha HAcTosIIATa IJIaBa
HE ce Mpuiarar.
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Ynen 166

1. 3asgBUTENAT W THUTYJIAPHT HA PA3pPEIICHUETO 33 PETHCTpaLUsl ca
ycraHoBeHd B OOIIHOCTTA.

2. C uen momy4yaBaHe Ha PETMCTPAlUs HA TPAJMIMOHCH JICKApPCTBCH
MPOAYKT, 3asBHUTCIAT IOAABa 3asBJICHHAC 0 KOMIICTCHTHHS OpraH Ha
ChOTBETHATA JIbPKABA-WICHKA.

Ynen 166
1. KoM 3asBneHueTo ce mpuiarat:
a) TOAPOOHHUTE JAHHW U TOKYMECHTHUTE:

i) mocoueHu B wieH 8, maparpad 3, OykBu a) 10 3), U OYKBH M) U
K);

ii) pesynrature OT papMaleBTHYHUTE M3MHUTAHHS, TTOCOYCHH B YICH
8, maparpad 3, OykBa ), BTOPO THUDE;

iii) 000OIIEHHETO HA XapaKTEPUCTUKUTE HA MPOAYKTa, O3 JaHHUTE,
nocouyeHu B wieH 11, maparpad 4;

V) O OTHOIICHHE HA KOMOWHALMKTE, TIOCOYCHU B wieH 1, maparpad
30, u B uieH 16a, maparpad 2, ce mNpenocTaBAT ITaHHUTE,
mocoueHn B wieH 16a, maparpad 1, OykBa J), OTHOCHO camara
KOMOWHAIMS; AaHHUTE CHIIO Taka CE OTHACAT 10 Pa3IHYHHUTE
aKTHBHH CBHCTaBKH, aKO T€ HE Ca OCTATHYHO ITO3HATH;

0) BCHMYKHU pa3pelleHHs] WIM PETHCTPalluy, KOUTO ca Bede MONyYeHH OT
3asBUTENI B Jpyra IbpXKaBa-uwiIeHKa HJIM B TpeTa CTpaHa C Lex
IyCKaHe Ha I[a3apa Ha JIEKapCTBEHUS MNPOAYKT, U TNOAPOOHUTE
JJAHHM B pEUICHUATa 3a OTKa3 3a IpeJOCTaBsHE Ha pa3pellieHue
WIM perucrpauusra, B paMmkuTe Ha OOMmHOCTTa WIM B TpeTa
CTpaHa, KaKTO U MOTHMBUTE 3a TE3U PELICHUS;

B) OuOnmuorpacKuTe JNaHHM WM JOKJIagd Ha EKCHEepPTH, KOUTO
MOKa3BaT, 4Ye JICKAPCTBEHUAT MPOAYKT WIH CKBHBAICHTEH MPOIYKT
€ C MeIMIMHCKa ynoTpeba Haii-manko oT 30 roAvHU Npeau garara
Ha TIOJjaBaHE Ha 3asABJICHHUETO, OT KOWUTO Hai-manko 15 roamHu B
pamkute Ha OOmmuoctTa. Ilo WCKkaHe Ha Jbp)KaBaTa-4ieHKa, B
KOSTO € MOAAAEHO 3asABICHUETO 3a PErHCTpalys Ha JIEKapCTBEH
NOPOOYKT C TpagulUoOHHA ymorpeda, KOMHUTETBT MO pacTHTENHHTE
JICKApCTBECHU MNPOAYKTHU H3IOTBSA CTAHOBUILC OTHOCHO aJICKBATHOCTTAa
Ha JIOKa3aTeJiCTBaTa, YCTAHOBSBALIM NPOABIDKUTETHOCTTa Ha YIOT-
pebaTta Ha JIeKapCTBEHHS MPOAYKT MM Ha €KBUBAJICHTHUS MPOAYKT.
JIbpkaBaTa-diIeHKa M3Mpalnia JOKYMEHTHTE, KOUTO ca B MOAKpena Ha
M3MIpaTeHaTa Ha KOMUTETa JTOKYMEHTAIHs;

r) Oubmmorpadcku 0030p Ha JaHHUTE OTHOCHO OE3BpEIHOCTTA,
HOPUPYKEHU OT EKCIEpTeH AOKJIAMA, a B ClIydail Ha JONBIHUTEIHO
UCKaHe OT CTpaHa Ha KOMIIETEHTHHUS OpraH, JaHHUTE, HEOOXOIUMH
3a OlleHKa Ha OE3BpENHOCTTA Ha JEKAPCTBEHUS MPOLYKT.

IMpumoxenne 1 ce mpuiara 1Mo aHAJIOTMYEH HAYMH KBM CBEICHHATA U
JIOKYMEHTHUTE, [T0COUeHH B OYyKBa a).

2. OmnpeneneH TPOAYKT € CKBHBAICHTEH, KaKTO € MPEABUICHO B
naparpad 1, OykBa B), KOraTo c€ XapakTepH3Hpa ChC CHIIUTE aKTHBHU
ChCTaBKH, HE3aBUCHMO OT W3IOJ3BAHUTE CKCIHIMCHTH, CBINUS MK
nogo0eH ThpCeH e(eKT, eKBUBAJIICHTHA KOHIICHTpPAIMS U JO3UPOBKA U
CBIIMS WK MOJO0OCH HAYMH Ha [PHEMaHe.
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3. MsuckBaHero 3a JoKa3BaHe Ha ymnoTrpeba Ha JIEKapCTBEHUS
MPONYKT B THpoxbmkeHue Ha 30 ToawHM, MocodeHo B maparpad 1,
OykBa B), € YAOBIETBOPEHO, JOPH aKO IIyCKaHETO Ha Ia3apa Ha
NpOAyKTa HE € OHIO U3BBPIICHO BH3 OCHOBA HA CIEHUATHO
paspemenne. CpIIo Taka Td Ce CuUUTa 3a JOKa3aHa, ako OposT Ha
CHbCTaBKUTE B JICKAPCTBEHUS IPOLYKT HIM TIXHOTO KOJIMYECTBO €
OmI0 HaMaJIeHo TI0 BpeMe Ha MMOCOYEHHs B HACTOSIIUS maparpad Tpuae-
CETrOJIUIIEH MEPHON.

4. Axo mpoaykThT € OWn mW3mon3BaH B pamkuTe Ha OOMIHOCTTAa OT
MO-MaJIKO OT 15 TOIWHM, HO MO OCTaHAJIWTE MapaMeTpH OTroBaps Ha
Ipoleaypara 3a ONPOCTeHA PETHCTPaLusl, Abp)KaBaTa-1wIeHKa, B KOSTO €
MOJA/IeHO 3asBJIIEHUETO 3a PErucTpUpaHe Ha JIEKapCTBEH MHPOLYKT C
TpaAuIMOHHA ymoTpeba, IpenaBa mpoaykra Ha Komwurera mo pactu-
TETHUTE JICKAPCTBEHW MPONYKTH. JIbpkaBaTa-wieHKa W3IMpama JOKY-
MEHTHUTE, KOMTO Ca B TMOJAKpENa Ha M3MpaTeHaTa Ha KOMUTETA JIOKYMEH-
Tanusl.

KomurersT pasriexzaa BbIIpoca AW OCTAHAINTE KPUTEPUH OTHOCHO
ONpOCTEHATa perucTpamnusi, MOCOYeHH B uileH 16a, ca uU3LAJIO
U3IBJIHEHH. AKO KOMHTETHT CUeTe 3a BB3MOXKHO, TOH ChCTaBs
MOHOTpadusi Ha pacTeHHsATa C MEAMIMHCKA ymoTpeda B paMKHUTE Ha
OOmHOCTTa, Taka KakTo € NpenBUICHO B WieH 163, maparpad 3,
KOSTO Jbp)KaBaTa-wieHKa B3eMa 0]l BHHMaHHE, KOraTo B3eMa
KpalHOTO CH pelIeHHE.

Ynen 162

1. be3 ma ce 3acsra wied 163, maparpad 1, rmasa 4 ot nsn III ce
HpHjara Mo aHaJOTHs Ha PETrHCTPAIMUTe, U3IafAeHN ChITIacHO WieH 16a,
IpU YCJIOBHE 4Y€:

a) e Omina chcTaBeHa MoHOrpadusi Ha pacTEHHATA C MEAWIMHCKA
ynotpeba B pamkure Ha OONIHOCTTa, ChIJACHO wieH 163,
naparpad 3, win

0) pacTHTENHHAT JIEKAPCTBEH MPOLYKT € CBCTaBEH OT PACTUTEIHU
BEIIECTBA, PACTUTEIHM NpenapaTd WIM KOMOWHAIMKM OT TaKWBa
MpernapaTy, BKIIOYEHH B CIHCHKA, IMOCOYEeH B uieH 16e.

2. OTHOCHO OCTaHaIUTE PACTUTEIHM JIEKAPCTBEHU IPOIYKTH,
HOCOYEHHM B wieH 16a, Bcsika Ibp)KaBa-ujeHKA, KOTaToO OLCHSBA 3asB-
JIEHUETO 3a perucTpupaHe Ha TpaJULMOHHATA My YIOTpeOa, OT4UTa
Ha[UIOKHO pErHCTpalliuTe, UW3AafAeHH OT Jpyra Abp)KaBa-4JIeHKa
CBITIACHO pa3NopenOuTe Ha HACTOSAIIATA TJIaBa.

Ynen 160

1. Perucrpauusita Ha JIEKapCTBEH NMPOAYKT C TPaJUIMOHHA yrnoTpeba
ce OTXBBpJIA, aKO 3asBICHHETO HE OTroBaps Ha pasnopeiouTe Ha
yieHoBe 16a, 160 wiau 16B WM ako € HaNIWIE HalW-Mallko €IHO OT
CIICIIHUTE YCJIOBHSI:

a) KaueCTBEHWAT W/WITH KOJIMYECTBCHUAT ChCTAaB HE OTroBaps Ha IEKIIa-
pPHUpaHUs ChCTaB;

0) TOKa3aTeNuTe HE OTrOBAapAT HA YCIOBUATA, OTPE/ACICHU B WieH 16a;

B) MPOAYKTHT OM MOT'BJ Ja MMa BPEIHO BB3ICHCTBHE MPH HOPMAIHHUTE
yclloBHs Ha ymnortpeoa;

I) JaHHUTE OTHOCHO TPaJMIMOHHATA YHoTpeda Ha JIEKapCTBEHMS
IPOAYKT ca HEJOCTAThYHH, IO-CIELHATHO aKo (hapMaKoIOTHYHUTE
epekTn WM epHKacHOCTTa My HE MOraT na ObJaT CYHTaHU 3a
MpUeMJIMBU Ha 0a3ara Ha NPOJB/DKUTENHA ynorpebda M HaTpynaH
OITIUT.



200110083 — BG — 16.11.2012 — 011.001 — 31

1) (apMaleBTUYHATE MYy KauyecTBa HE ca JOKa3aHU IO 3aJI0BOJIUTEIICH
HaYWH.

2. KoMmereHTHHTE OpraHd Ha JIbpXKABUTE-WIEHKH HOTH(UIMpPAT
3asBuTensd, KoMmucusra m mpu NOMCKBaHE KOMIIETEHTHUTE BIAcTU 3a
IPUETUTE OT TAX PELICHUS 3a OTKAa3 Ha PErucTpalys Ha JIEKapCTBEH
HPOIYKT C TpaJWLMOHHA ynoTpeda, KakTO U MOTHBUTE UM 3a TOBA.

Ynen 16e

1.  CermacHo mpornenypara, rnocoueHa B wieH 121, maparpad 2, ce
W3rOTBSl CIHCHK HAa PACTUTEIHUTE BEIECTBA, MNpenapaTd H KOMOH-
HAaI[MUTE OT TAKMBA MpEMapard, C IeJl TIXHOTO M3IMOJI3BaHE B Tpau-
UOHHHM PACTHUTEIIHU JIEKAPCTBEHH NMPOAYKTH. TO3M CIUCHK ChIbpKa 3a
BCSAKO OT PACTHUTEIIHUTE BEILIECTBA HETOBOTO HAWMEHOBAHHE, yKa3zaHara
KOHLICHTpalls W JO3MPOBKA, HAYWHA Ha MpUEMaHe W BCIKa Ipyra
UHPOpMAIH, KOSITO € HeoOXoanma 3a 0e30MacHO U3MOJI3BaHEe HA PACTH-
TEJIHOTO BEIIECTBO KATO TPAIUIMOHEH JICKAPCTBEH MPOIYKT.

2. Akxo 3asdBICHME 3a PErHCTpalysl Ha JEKapCTBEH NPOLYKT C Tpaju-
HOHHA yrmoTpeda 3acsra ONpenesieHO PacTHTENHO BEUIeCTBO, Ipenapar
WM OIpefeNeHa KOMOMHaIuUs OT TakuBa IIperapaTtd, KOUTO ca
BKJIIOYECHH B CIMCHKA, MpeABUACH B maparpad 1, He e HeoOXoauMo na
ObIaT mpenocTaBsSHM JaHHHUTE, MOCOYEHH B wieH 168, maparpad 1,
OykBu 0), B) u T). B TO3M ciyuaii He ce mpuiara wieH 16j, naparpad
1, OykBH B) # T).

3. AKO OIpeAeneHo pacTUTEIHO BELIECTBO, IIpemapar MU
ompeneneHa KOMOWHAIMsA OT TaKWBa IIpemapaTd OBJAT 3alldeHH OT
CIIUCBHKa, BU3UpaH B naparpad 1, perucrpanuure Ha pacTUTEIHU JeKap-
CTBEHHU TPOAYKTH, KOUTO CHABPKAT TOBA BEIIECTBO, N3aJACHN CHIIACHO
maparpag 2, ce OTMEHST, OCBEH aKO JaHHUTE U JOKyMECHTHTE, IOCOUCHH
B wieH 168, maparpad 1, He ObEaT NPENOCTaBEHH B CPOK OT TpHU
Mecera.

Ynen 16o1c

v M10

1. Unen 3, maparpadu 1 u 2, unen 4, naparpad 4, uien 6, naparpad
1, unen 12, unen 17, naparpad 1, wrenose 19, 20, 23, 24, 25, 40 - 52,
70 - 85, 101 - 1086, unen 111, maparpadu 1 u 3, unexose 112, 116,
117, 118, 122, 123, 125, umen 126, Bropa ammHes u wieH 127 ot
HacTosaTa AWpeKTHBa, kakto wu JlupektmBa 2003/94/EO Ha
Komucusara or 8 oxrtomBpu 2003 T. OTHOCHO YCTaHOBSBaHE Ha
NPUHOWIA W HAcOKM 3a JJo0pa IpOHM3BOJACTBEHAa TIPAaKTUKa MO
OTHOIIICHWE Ha JIGKAPCTBEHHTE MPOAYKTH 3a XyMaHHa ynorpeba u
W3MHUTBAHUTE JIEKAPCTBEHH TMPOAYKTH 3a XymaHHa ymorpebda (1) ce
npuiIaraT 1Mo aHaJoOrvs KbM PErHCTpalusTa Ha JIEKApCTBEH HPOJIYKT C
TPaAWIMOHHA YyHOTpeOa, NpeloCTaBeHa CBIVIACHO paslopendure Ha
HACTOsIIIATa TJIaBa.

2. OcBeH U3UCKBAaHMATA HAa WICHOBE OT 54 10 65, eTUKETUPaHETO U
JHCTOBKATa C YITBTBAHUS B OINAKOBKAaTa CBHIBPXKAT HMH(POPMAIHSA, KOSITO
10COYBa, 4e:

a) MPOLYKTHT € TPAAWUIMOHEH PAcTUTENICH JIEKAPCTBEH MPOIYKT, KOHTO
UMa €IHO WIM HSKOJIKO OT YKa3aHOTO(-MTe) moKazaHue (-51),
OCHOBaHM M3KJIIOUYUTEIHO Ha NPOABIDKUTETHOCTTa Ha ymoTpebarta
My, U

(') OB L 262, 14.10.2003 r., c1p. 22.
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6) moTpebuTeNnsAT cliefBa Ja ce KOHCYJITHpa C JieKap WM ¢ KBaIu(U-
[MPaHO MEIHLMHCKO JHIE, aKo CHMITOMHTE MPOJb/DKAaBaT [a ce
HpOsIBSIBAT 10 BpeMEe HA yrmoTpedara Ha JICKAPCTBEHUS MPOIYKT
WIM aKo ce MpOSBAT HEOTOCNSI3aHH B YI'BTBAHETO CTPAHUYHU
edexru.

Enna nppixaBa-uieHKa MOXKE Ja TIOMCKa €TUKETHPAHETO W JINCTOBKATa ¢
YIbTBAaHHUATA B OINAKOBKAaTa Ja IOCOYBAT CHIIO Taka E€CTECTBOTO Ha
BBIIPOCHATA TPAIMIIOHHA yIOTpeda.

3. OcseH M3HUCKBaHUATa Ha wieHOBe OoT 86 1m0 99 Bcsaka pexiiama Ha
JIEKapCTBEH IPOAYKT, PErUCTPUpAaH CBIJACHO HACTOsIaTa IJIaBa,
CBHIObpXKA CIEAHUS TEeKCT: TPAaIWLHOHEH pacTUTENeH JeKapCTBEeH
IOPOJYKT, KOMTO ce M3MON3Ba IPU €JHO WM HIKOJIKO OT YyKa3aHHUTE
MIOKA3aHUS B3 OCHOBA M3KIIOYUTETHO HA MIPOIBDKUTEIHOCTTA HA YIIOT-
pebaTa my.

Ynen 163

1.  VYupenssa ce Komuter mo pacTuTenHHTE JIEKAPCTBEHH MPOIYKTH.
KomurersT € moJuMHEeH Ha areHIHATa U MMa CIEIHUTE KOMIETCHIHH:

a) IO OTHOLICHHWEC Ha NPOUCAYPHUTC IO ONPOCTEHA PErucTpanus, TOH €
HaTOBapCH Ma:

— U3NBJHBA 33/1a4MTE, KOUTO TNPOU3TUYAT OT pasMopenduTe Ha
wieH 168, naparpadu 1 u 4,

— WBIBIHSABA 3a/adlTe, KOWTO MPOU3THYAT OT pPa3MopenOuTe Ha
yjeH 16r,

— MOJTOTBU IPOEKT 3a CIUCBK HA PACTUTEIHUTE BELIECTBA,
mperapatH M KOMOWHAIIMUTE OT TaKWBa IIperapaTé CHITIACHO
unieH 16e, maparpad 1, u

— m3pabotun MoHorpapuu Ha OONIHOCTTa HA TPAAUIMOHHHUTE
pacTUTENIHU JIEKapCTBEHUW NPOJYKTH ChIVIacCHO maparpad 3 Ha
HACTOSILUS YJICH;

0) MO OTHOLICHME HA W3aBAHETO HA pAa3pPCUICHHS HA PACTUTEIHHUTE
JICKAPCTBEHU TMPOAYKTH TOM mMMa 3a 3ajgada Ja u3paboTBa
MoHorpaduu Ha OOIIHOCTTA Ha pPACTEHHsATA C MEIAMIMHCKA
yrnorpeba, HM3MOJ3BAHU B PACTUTEIHUTE JICKAPCTBEHUTE MPOLYKTH
chritacHoO maparpad 3 OT HACTOSIIUS YJICH;

B) 10 OTHOILICHHE Ha [M030BAaBaHMsITA HA areHIMsTa ChIJIACHO I1aBa 4 oT
man I, Ha pacTuTenHHWTE IJIEKApCTBEHW MPOAYKTH, KOUTO ca
MOoCOYeHH B wieH 16a, Aa U3MBJIHSABA 3a/auydTe, YIOMEHATH B
yjaeH 32;

I) B Cllyyail 4e Jpyrd pPacTUTENHH JICKAPCTBEHU INPOIYKTH Ca Mpe-
CTaBeHW TIpen areHIwsITa cbrmacHo tmaBa 4 ot man I, ma
MPEACTaBs MPU HEOOXOAMMOCT CBOETO CTAaHOBMILE OTHOCHO CBOT-
BETHOTO PACTUTEITHO BEIIECTBO.

OcBen TOBa KOMHTETBT MO pPACTHTETHHTE JIEKAPCTBEHH IPOIYKTH
W3MBJIHABA BCSIKA JApyra QYHKIHS, KOSTO MY € BB3JI0XKEHa OT MPaBOTO
na O6mHOCTTA.

IMoxaxonsmaTa xoopauHanus ¢ Komurera mo nekapcTBEHHTE NMPOTYKTH
3a XyMaHHa yIoTpeda ce OCHTypsBa OT IPOIERypa, KOSATO CE OMpeels
OT M3MBJIHUTEIHUA [UPEKTOp Ha areHuusTa CcbIrjiacHo wwieH 57,
naparpad 2 or Permament (EMO) Ne 2309/93.
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2. Bcska gpprkaBa-ule€HKa Ha3HauaBa 3a IEPHOA OT TPH TOAMHU C
BB3MOXKHOCT 3a IIOJHOBSIBAHE €IUH WIEH U €IUH aJTEPHATUBEH YIECH
B KoMutera no pacTUTeNIHUTE JEKAPCTBEHU MPOLYKTH.

AJITepHaTI/IBHI/ITC WICHOBC IIPCACTABIABAT YJICHOBCTC M TIJjlacyBaT OT
TIXHO HMME B TIXHO OTChCTBUE. UlieHOBEeTE U AJITCPHATUBHUTEC
YJICHOBE CC I/I36I/IpaT B 3aBUCUMOCT OT pOJIATa U OIIUTAa UM HPU OLCHA-
BAaHCTO Ha PACTUTCIHUTE JICKAPCTBCHU MNPOAYKTH H MPEACTABIABAT
KOMIICTCHTHUTEC HAllUOHAJIHHU OpPraHU.

T'openocoYeHUAT KOMHUTET MOXE Ja KOOINTHpa MAaKCUMyM 5 JIOMbI-
HUTEJHM 4ICHOBE, M30paHM Ha 0a3ara Ha cCrelWallHaTa MM Hay4Ha
KOMITETEHTHOCT. Te3M wWiIeHOoBe ce€ Ha3HadaBaT 3a IMepuojy oT 3
TOJVHU, KOHTO MOXE Ja ce IOAHOBSBAa, W HAMAT aJTePHATUBHU
YJICHOBE.

C men KOONTHUPAaHETO HAa Te3U UJICHOBE TIOPEIOCOYEHUSAT KOMHUTET
ompeness JONBIHUTENHATA CHENMAIHA Hay4YHa KOMIIETCHTHOCT Ha
nombaHuTEeTHUS(-UTe) wieH(oBe). KoonTupanute uineHoBe ce m30mpar
U3MEXY EKCHEepTHTE, KOUTO Ca TMOCOYEHH OT IAbPIKAaBUTE-UICHKHU WU
areHuusTa.

UneHoBeTe Ha TO3M KOMMTET Morar ja 6’1))13,T npuapyxaBaHu OT
C€KCIIEPTU B KOHKPCTHUTEC HAYYHHU HIN TEXHUYCCKHU o0sacTu.

3.  KoMHTETBT HO PaCTUTEIHHTE JIEKapCTBEHH IPOIYKTH H3paboTBa
MoHorpagpuure Ha OOIIHOCTTA HA pacTeHHATa C MEAUIMHCKA
yrmorpeba, M3MOI3BAHU B PACTUTEIHUTE JICKAPCTBEHU MPOIYKTH, C el
npunarane Ha wieH 10, maparpad 1, OykBa a), ii), KAKTO U M3MOI3BaHU
B TPAIULIHUOHHHA PACTUTENHHU JIEKAPCTBEHH NPOAYKTH. TO3M KOMHTET
M3IIBIIHSABA M JIPYTH 3aJBJDKCHUS, KOUTO Ca My BB3JIOKCHH CBITIACHO
pasmopenOuTe Ha HAcTOsIIATa IJaBa M CBHIVIACHO APYTH AaKkTOBE Ha
O6mrHOoCTTA.

Cren m3rorBsiHeTo Ha MoHorpaduure Ha OOLIIHOCTTa HA PAacTEHHATa C
MeIUIMHCKA YIoTpeda ChIIAaCHO HacTosIus maparpad, Te ce B3eMar
MOJi BHUMAaHHWE OT JbPXKABUTE-WICHKH IIPU Ppa3rIeKJaHETO Ha
oIpezeNneHo 3asBieHue. J[okaTto Bce ome He € M3roTBeHa MoHorpadus
Ha OOWIHOCTTAa Ha pacTeHUATa C MEIUIMHCKA yrnoTtpeba, MOXxe aa ce
HalpaBy I030BaBaHE HA OPYI'M IMOAXOIAIIM MOHOrpaduu, myOnukanuu
WIN JTaHHH.

Cren M3roTBsHETO Ha HOBAa MOHOrpadus Ha OOIIHOCTTA HA pacTeHUsTa
¢ MEIUIMHCKA YIoTpeda, TUTYIApBT Ha PETHCTPAIUATA MPELICHABA Al
€ Heo0XOJMMO CBOTBETHO J]a C€ MPOMEHHU AOKYMEHTALUsTa IO PEeruct-
paruaTa. TUTYIAPBT HA pPerHCTpaniiaTa HOTU(HIMpPA BCAKA €BEHTyallHa
IpOMSHAa Ha KOMIIETEHTHHs OpIraH Ha 3acerHaraTra JAbpiKaBa-wICHKA.

HsrorBennte MoHOTpadMM HA PAaCTEHMATa C MEIWIMHCKA yrmoTpeba ce
my6IUKyBar.

4. OOmmre pasnopenou Ha Permament (EMO) Ne 2309/93 otHOcHO
Komurera 1m0 IJileKapcTBEHHTE MNPOAYKTH C XyMaHHA ymnorpeba ce
npujiaraT Mo aHaJiorus 3a Komutera 1o PaCTUTCIHUTE JICKAPCTBECHU
MIPOIYKTH.
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Ynen 16u

Haii-kbcHo no 30 ampun 2007 r. Komwucusita npencrass Ha Epo-
neiickus mapiamMeHT u Ha CpBeTra MOKIAJ OTHOCHO IMPWIIATAaHETO Ha
HACTOsIIATA TJIaBa.

JloxnagsT BKIIOYBA OICHKA HAa BB3MOXKHOCTTA 32 pas3lIHpsBaHe Ha
mpolenypara IO PErucTpUpaHe Ha TpaJUIMOHHA ymIoTpeba chpsmMo
JIPYTH KaTerOPHU JEeKapCTBEHHU MPOAYKTH.

IJIABA 3

IIpouenypu, cBbp3aHU ¢ pa3pelieHHETO 32 THPrOBHS

Ynen 17

1.  JIbpaBUTe-wIEHKH NpEANpHEMAT MOAXOIAIIUTE MEpPKH 3a
NPUKIIOYBAHE MpoLeAypaTa MO H3J1aBaHE pa3pelleHue 3a THProOBUS C
JIEKapCTBEHU MNPOAYKTH Haii-mHoro no 210 mHHM cien mogaBaHETO Ha
BaJIMJIHO 3asiBJICHHE.

3asBleHMATa 32 DPA3PELIMTENIHH 3a TBPrOBHS B JBE WIM IOBeue
AbPXKaBU-YJICHKN 1[I0 OTHOIICHUME Ha C€IWMH W CblIl JICKApCTBCH
TPOIYKT, ce mojaBaT B choTBeTcTBHE ¢ P> M10 wnenose 28 <« mo 39.

2. Koraro IbpkaBUTe-WwICHKH OTOENSA3BAT, Y€ CE Pasmiexnia APYyro
3asIBJICHHE 33 pa3pellieHHe 3a TBProBUs CbC CBIIMS JIEKAPCTBEH
NPOAYKT OT Jpyra JIbpiKaBa-uj€HKa, CbOTBETHATa JbpiKaBa-ujeHKa
OTKa3Ba [a pasriiex]a 3asBICHHETO W YBEJOMSBA 3asBUTENS, Ue
npunara »M10 uienose 28 <« mo 39.

Ynen 18

Korato nbpkaBa-ulieHKa € WHQOpPMHpaHa B CHOTBETCTBHE C WieH 8,
naparpad 3, Touka 1, dYe Japyra AbpKaBa-wICHKa € pa3pelnia
JIEKapCTBEH MPOJAYKT, KOWTO € NpeAMET Ha 3asBIICHHE 3a pa3pelleHHe
3a THPrOBUS B ChOTBETHATA JbPKaBa-YJICHKA, TS OTXBBPJISI 3asSBICHUETO,
OCBEH KOraTo TO € MoJaneHo B choTBeTcTBHE ¢ P M10 uneHose 28 <«
no 39.

Ynen 19

3a ga Tpoyud 3asABJIICHMETO, TMPEICTABEHO B CHOTBETCTBHE C
» M4 unenoBe 8, 10, 10a, 106 u 10B <, KOMICTCHTHUAT OpPraH Ha
J'bp)KaBaTa-4JIeHKA:

1. TpsbBa 1a mpoBepM Janu MpeACTaBeHAaTa MOKYMEHTAlUs ChOT-
BeTcTBa Ha nutupanutre P M4 unenose 8, 10, 10a, 106 u 108 <,
W Ja TpOoydYd Jald YCIOBHATA 32 HM3JaBaHE HA pa3pelicHHe 3a
MyCKaHe Ha JIGKapCTBEHHTE MPOAYKTH Ha Masapa (paspeieHue 3a
TBHPTOBHUS) Ca CITa3€HH.

2. Moxe Ja MOJUIOKH JIEKApCTBEHHS MPOAYKT, CypOBUHUTE 32 HETO U
ako ToBa € HEO00XO0AMMO, MEXIMHHUTE TMPOAYKTH WIH JPYTH
M3XOMHU TIPOAYKTH Ha KOHTPON OT cTpaHa Ha P>M4 odunmanHa
nabopaTopusi 3a KOHTPOJ HaJl JIEKAPCTBEHUTE NPOMYKTH WM J1abo-
partopus, ompenesieHa 3a LenTa oT Abp)kaBHa-wieHka <, ¢ Lell Ja ce
YBEpH, Y€ H3IOJ3BAHUTE OT MPOHM3BOIUTENS U ONMUCAHU B JOKYMEH-
TalUsATa METOAU 33 KOHTPOJ OTrOBapsIT Ha pasnopeaduTte Ha 4ieH 8,
naparpad 3, OykBa 3).
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3. B cnydaii 4e ToBa € yMECTHO, MOXKE Ja H3MCKa OT 3asBUTENS Ja
JOOIBJIHU  JOKyMEHTAllMsATa II0 OTHOLIEHHE Ha eJIEMEHTHUTE,
nocoueHd B M4 unen 8, maparpad 3 u unenose 10, 10a, 106 u
10B 4. AKO KOMIETECHTHHAT OpraH ce I030BaBa Ha TOBa MpaBo,
CPOKOBeTe, TpeIBUACHN B wieH 17, ce cnupar, AokaTo ObJar mnpen-
OCTaBCHHU H3HUCKBAHHUTC JOIIBJIHUTCIHU OJaHHHU. OcBeH TOBa Te3H
CPOKOBE C€ CITUpaT, ako € HeoOXOIMMO, 32 BPEMETO, MPEIOCTABEHO
Ha 3asBUTENS, 32 Ja JaJe YCTHU WIM IHUCMEHU OOSCHEHHMS.

Ynen 20

HLp)KaBI/ITC-‘IJ'IeHKI/I B3MMAT BCHUYKHU HCO6X0)II/IMI/I MCEpKH C LCII:

a) KOMIICTGHTHHTEC OPraHd [a MPOBEPSABAT AAIH MPOU3BOAUTEINTE H
BHOCHTEIIUTE HA JICKAPCTBEHH MPOAYKTH OT TPETH CTPAHH MOTar 1a
OCHIYpST ~HPOHM3BOJACTBO B CHOTBETCTBHE C YyKa3aHHWATa 3a
U3IIbIIHEHNE Ha wieH 8, maparpad 3, OykBa r), WK Ja yIpaKHsIBaT
KOHTPOJI IO MECTOAUTE, ONMHMCAHU B JOKYMCHTalLUATAa B CbOTBCTCTBUC
¢ wieH 8, maparpa¢ 3, Oyksa 3);

0) KOMIIETEHTHHUTE OpPraHM MOTaT Ja pa3peliaBaT Ha MPOU3BOUTEIIHTE
U Ha BHOCHTEIMTE HA JICKAPCTBEHH MHPOAYKTH OT TPETH CTPAHH,
»M4 B onpasnanu ciaydau <, ja TOBepsABaT Ha TPETH JHIA
HsKOM (ha3u OT NMPOU3BOJCTBOTO H/WIIM KOHTPOJHH (PYyHKIMH, TIpe.-
BUJICHH B OyKBa a); B TO3H CIy4ail MPOBEPKHTE HA KOMIICTCHTHHTE
OpraHu €€ M3BHpPLIBAT CHIIO B MOCOYCHOTO NPEANPUATHEC.

Ynen 21

1. Koraro ce wu3maae pa3pelicHHEe 3a THProBUs, KOMICTCHTHHST
OpraH Ha CHOTBETHATA [IbP)KABA-WICHKA HH(GOPMUpA THUTYJIApa, dUe
0/100psiBa 000OILIEHNETO HA XapaKTEPHUCTUKUTE Ha NPOIYKTa.

2.  KoMmereHTHHAT OpraH B3eMa BCHYKH HEOOXOAWMH MEPKH,
JAaHHUTE B 000OIIEHUETO Ja ChOTBETCTBAT HA MPUETHUTE NPU H3/1aBAaHETO
Ha Pa3pelIeHHETO 32 THPrOBHS MM MPUETH MO-KbCHO.

VM1
3. HamumoHanHWTe KOMIIETEHTHH OpraHW  He3a0aBHO  IPaBAT
MyOJIMYHO JTOCTOSIHUE Pa3pelICHUETO 3a ThProBUS 3a€AHO C JIMCTOBKATa
C ymbTBaHe, OOOOIIEHHETO HAa XapAaKTEPUCTUKUTE HA TPOJAYKTA U
BCSIKAaKBU YCJIOBUS, YCTAHOBEHH B CHOTBETCTBHE C wieHOBe 2la, 22 u
22a, 3ae/IHO ChC CPOKOBETE 32 M3ITBIIHCHHETO HA TE€3W YCIIOBHS, 32 BCEKH
JIEKapCTBEH NMPOAYKT, 32 KOHTO ca MPEIOCTaBUIM pa3pelicHue.

4.  HanmoHamHHWTE KOMIIETEHTHH OPTaHW H3TOTBAT JOKIA 32 OLECHKA
U TIPECTAaBAT KOMEHTApH MO JTOKYMEHTAIMATA [0 OTHOLICHHUE Ha pe3yll-
TatuTe OT (papMameBTHYHUTE M NPEAKIMHUYHH TECTOBE, KIMHUIHUTE
M3NUTAHUS, CUCTEMAaTa 3a yIpaBJeHHe Ha pHCKa M CHCTeMaTta 3a (apma-
KOJIOTWYHa OAUTEITHOCT Ha CHOTBETHHUS JIEKAPCTBEH MPOAYKT. JlOKIaxbT
3a OLEHKAa C€ aKTyaJu3upa BCEKHM IIbT, KOraTo € HajHle HOBa
uH(opMaIysg OT 3HAUCHHE 32 OLIEHKAaTa Ha KayecTBOTO, 0E30MacHOCTTa
7 e(pUKACHOCTTa Ha CHOTBETHHUS JIEKAPCTBEH IPOTYKT.
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HanuoHanHuTe KOMIIETGHTHH OpraHM He3a0aBHO MpaBsiT IMyOIMYHO
JIOCTBIIEH JOKJIaZa 32 OLIEHKA 3a€JHO C MOTHMBMTE 3a CTaHOBHILETO CH,
cliell KaTo OTCTPaHSAT BCSKaKkBa WHQPOpPMAIMs OT IOBEPUTEITHO
TBProBCKO ecTecTBO. OOOCHOBKaTa ce MPEACTaBsS OTIACTHO 32 BCSKO
II0Ka3aHue, 3a KOCTO Ce I[10JaBa 3asBJICHUE.

OOImIecTBEHHAT TOKIA 3a OIEHKa BKJIIOYBA OOOOIIEHHE, HAIMCAHO II0
HauMH, KOUTO € pa3bupaemM 3a oOmecTBeHocTTa. (O0600IIEHHETO
ChIBPXKA, MO-CIELUATHO, pPa3fiell, CBbP3aH C YCIOBMATA Ha yrnoTpeda
Ha JICKapCTBEHUS IPOIYKT.

Ynen 2la

B nombiHeHHe KbM pa3nopenOuTe, yCTaHOBEHH B wieH 19, paspelieHue
3a TBProBus Moxke Ja ObIe MpeJoCTaBeHO, NpU YCIOBHE 4e ObaaT
CIa3€HU €IHO WJIM [10BeYe OT CIECJHUTE YCIOBUS:

a) 1a ce MpeanpueMar OIpPEACNICHH MEpKH 3a TapaHTHpaHe Ha
Oe3omacHaTa ynoTpeda Ha JICKQpCTBEHUS TPOIYKT, KOMTO Ja ObaaT
BKJIFOUCHH B CHCTEMaTa 3a YIpPaBJCHHE Ha PUCKA,

6) Ia ce MpOBEXAAT MPOyYBaHHsS 332 OE30MACHOCT CJEl MOTydYaBaHe Ha
paspeleHue;

B) /Ia ce Cmas3BaT 3aJbJDKCHHATA 32 PETHCTPHPAHE WM JIOKJIAJBaHE Ha
Mpe/roNaraéMi CTpaHUYHUA €(EeKTH, KOUTO ca IMO-CTPOTH OT I0CO-
yeHuTe B asa 1X;

I) BCAKAaKBU JPYIM YCIOBUSI WM OrPAaHUYEHHs TI0 OTHOIICHHE Ha
Oe3onacHaTa M eQeKTHBHA ynoTpeba Ha JICKAPCTBEHUS MPOIYKT;

L[) HaJIMYMETO HA aJA€KBaTHa CHUCTEMa 3a Q)apMaKOJ'IOFI/I‘IHa 6)11/ITCJ'IHOCT;

€) /Ja ce W3BBPUIBAT MPOYUBaHUs 3a €)UKACHOCT CIICH MOJy4aBaHE Ha
paspelieHue, Koraro ca YCTaHOBEHH ONACEHUs, CBbpP3aHH C HIKOHU
aCTeKTH Ha eMKACHOCTTAa Ha JICKAPCTBEHUS MPOAYKT, KOUTO MOTaT
Ja ObJAT paspelieHn caMo CJIe]l KaTo JICKApPCTBEHHUAT MPOIYKT ObJie
Mpe/UIOKEH Ha ma3apa. TakoBa 3aIbJDKEHUE 3a MPOBEXKIAHE Ha
TaKkMBa MPOYYBAHHUS CE OCHOBaBa Ha JCJICTUPAHUTE aKTOBE, NMPHETH
ChIIIacHO wieH 220, KaTo ChHIIEBPEMEHHO C€ OTYUTAT HAay4HUTE
HAacoKHu, mocodyeHu B uwieH 108a.

Koraro e Heo0Xoaumo, B pa3peLICHUETO 3a THProBUs Ce 3ajnarar
CPOKOBE 32 M3ITBJIHCHHE HA TE3H YCIOBHSL.

Ynen 22

Ipr M3KIFOYUTETHN OOCTOSITEICTBA U CIIE KOHCYJITALMS ChC 3asBHTCIIS
pa3pelIeHNeTo 3a ThProBUs MOXE Jia Ce MPENOCTABU MPU OMPEICIICHU
YCJIOBHS, MO-CIICHUAIHO CBBP3aHH C 0E30MACHOCTTa Ha JICKapCTBEHUSI
MPOJYKT, YBEAOMSBAHETO HA HAIMOHAIHHTE KOMIICTCHTHH OpPraHd 3a
BCCKHM MHIUACHT, CBbpP3aH C HETroOBaTa yrIOTpe6a, n Z[CP’ICTBPIHTa, KOHUTO
clieqBa 1a Ce MpeaIpueMar.
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PaspenieHnero 3a ThProBusi MOXke Oa ObJe NMPEAOCTABCHO EIHHCTBEHO
KOraTto 3asBHTCIAT MOXKE Ja IIOKaXe, dYe mopagd OOCKTHUBHH,
MOJICKANIM Ha yIOCTOBEpsIBAHE MPUYMHU HE MOXE Ja OCHTYPU H34ep-
MaTeJHU JaHHA OTHOCHO e(UKAaCHOCTTa W 0E30MacHOCTTa Ha JieKap-
CTBEHHS NPOAYKT TIPH HOPMAJIHH YCIOBHS Ha ymorpeba, U
paspeleHneTo TpsOBa Ja Ce OCHOBaBa Ha €IHO OT OCHOBAaHMATA,
ompeesieHH B MpHiIoKeHue 1.

IpoxbinkaBaHETO Ha CPOKA Ha Pa3pelICHHETO 3a ThPrOBHS € CBBP3aHO C
©KETo/{HaTa MPEOIICHKA Ha CHOMEHATHTE YCIOBHSL.

Ynen 22a

1. Cnmexg mpemocTaBsSHETO Ha paspelieHHe 3a TBHProBHS, HALUO-
HaJIHUAT KOMIICTEHTEH OpraH MOXKe Jia HaJ0XM 3aJb/DKEHHE Ha
TUTYJISIpS. Ha PaspelICHUE 3a ThPrOBHS:

a) la IpoBeJe IpoydyBaHE 3a OE30MacHOCT cjel MOoJlydaBaHe Ha
paspelleHue, ako ca HaJWIE ONAaceHHs OTHOCHO pHUCKOBETE,
CBBpP3aHU C pa3pelleH JICKapCTBEH MPOAYKT. AKO €IHH U ChUIH
OMaceHHs ce OTHAcAT 3a MOBe4Ye OT EJUH JICKapCTBEH HPOILYKT,
cien koHcyntauuu ¢ KomuTera 3a oleHKa Ha pucka B objacTra Ha
(hapmakosornuHaTa OAWTETHOCT, HAIIMOHAIHUAT KOMIIETCHTEH OpraH
HachbpuaBa ChOTBETHHTE THUTYJISIPU Ha pa3pelieHHs 3a ThProBus Ia
IpOBEJaT ChBMECTHO NPOYYBaHE 3a 0E30IacHOCT Clie]l IOJIydaBaHe
Ha paspelleHue;

0) ma mpoBeae mMpoyuBaHe 3a e(UKACHOCT CIlieA TMOJlyyaBaHe Ha
pa3peleHne, Korato pa3oupaHeTo Ha 0OJecTTa WM Ha KIMHUYHATA
METOJIOJIOTHSI TTOCOYBAT, Ye MPEIUIIHUTE OLCHKA Ha e(hUKACHOCTTA
O MOTJIO J1a ce HAJIOXH Ja ObaT PeBU3UPAHU 3HAYUTENHO. 3aIbJI-
KEHHETO 3a MPOBEKIaHE HA MpPOydYBaHE CjeJ MOoNydaBaHe Ha
pa3pelieHHe Ce OCHOBaBa Ha JEJIETHPAaHHTE AaKTOBE, MPUETH
CBIVIACHO WieH 220, Karo CBHIIEBPEMEHHO C€ OTYHTAT HAYYHUTE
HAacoKHu, mocodyeHu B uwieH 108a.

Hanaranero Ha TakoBa 3aabDKCHHE C€ 000CHOBaBa HaJJIC)KHO U CC
C’bOGIHaBa B IIMCMCHaA (bopMa, KaTO BKJIIOYBa HEJIUTE M BpEMCBaTa
paMKa 3a MpEACTaBAHETO U MPOBCKAAHCTO Ha IPOYUBAHETO.

2.  HauuoHamHUAT KOMIIETEHTEH OpraH IPeJOCTaBs Ha TUTYJIAps Ha
paspenieHue 3a THProBUsI B3MOXKHOCT Jla IPEICTaBH MHUCMEHHU OeIekKH
B OITOBOP Ha HAJaraHeTO Ha 3aJb/DKCHUETO B PAMKUTE HAa CPOK,
OIIpeAeNeH OT OpraHa, ako TUTYJAPAT Ha paspelleHHe 3a TbProBUs
moucka ToBa B cpok oT 30 OHM OT MoJlyyaBaHE HA MHCMEHOTO
YBEJOMJICHUE 3a 3a/lbJDKCHUETO.

3. Ha ocHoBara Ha NMCMEHUTE OENEKKH, NPEICTABEHH OT TUTYIAPS
Ha paspelieHne 3a THPTOBHUs, HAIHMOHAIHHAT KOMIIETEHTEH OpraH
OTMEHS WU IHOTBBPXKIABAa 3aiblkeHUeTo. Koraro HalMOHAIHUAT
KOMIIETEHTEH OpraH HOTBBPAM 3aJbDKCHHETO, paspelleHHeTo 3a
TBPrOBHS C€ H3MEHS, 3a Ja ObAe BKIIOYEHO 3aJbIDKCHHETO KaTo
yCIOBHE Ha DPa3pelIeHHeTO 3a ThProBHs, a CHUCTEMaTa 3a yIpaBieHUE
Ha PHCKAa CHOTBETHO CE aKTyalH3HpA.

Ynen 226

1.  C ornen ompenensHe Ha CIydauTe, B KOUTO MOTaT Jja C€ M3MCKBAT
IpoyuYBaHUs 32 €(PUKACHOCT Clle]l MOJIy4aBaHe Ha pa3pelleHUe ChITIacHO
yineHoBe 2la u 22a oT Hacrosimara aupekThBa, Kommcusara moxe na
rpueMa IOCPEACTBOM JIEJIETMPaHU aKTOBE B ChOTBETCTBHE C wieH 121a
U IpU ycloBHATa Ha wieHoBe 1216 u 121B Mepku, ombaBaiu
pasnopenouTe Ha uwieHoBe 2la u 22a.



200110083 — BG — 16.11.2012 — 011.001 — 38

YM10

2. Ilpu npuemane Ha TakuBa jAejerupanu akrose Komucusra neiictsa
B CHOTBETCTBHE C pPa3lOpenOHTe Ha HACTOSIIATA JHPEKTHBA.

Ynen 226

1.  Tutynsapsat Ha paspelieHHe 3a THProBUSI BKJIIOYBA B CBOSITA
CHCTEMa 3a YINpaBJICEHUE Ha pPHUCKA BCHUYKH YCIOBHS, IOCOYECHHU B
yieHoBe 21a, 22 unu 22a.

2. JIppxaBuTe-wieHKH MHPOpMUpAT ATEHIMATA 33 pa3pelleHHsTa 3a
TBPrOBUS, TPENOCTABEHH OT TAX, NPU CIAa3BaHETO HA YCJIOBHSTA
ChINIacHO uwieHoBe 21a, 22 wim 22a.

Ynen 23

1. Ilo oTHOIIEHHE Ha METOAWTE HA MPOHM3BOACTBO U KOHTPOJ, MpPEA-
BUCHU B wieH 8, maparpad 3, OykBU T) M 3), Clel NPEAOCTaBSIHE Ha
pa3pelieHre 3a THPrOBHUs, THTYISPST Ha pPa3peliCHHE 3a ThPTrOBUS
TpssOBa J1a OTYETE MOCTIIKCHUSITA HA HAYYHO-TEXHHYCCKHUSI HAMPEABK U
Jia BbBEJC BCHUKH HEOOXOIMMH HM3MEHEHHS, 32 Ia MOXKE JICKAPCTBEHUSAT
MPONYKT Ja Ce TMPOU3BEXKAA M KOHTPOIUpPA CIOpelN OOIIONpPUETUTE
Hay4YHHU METOIU.

Te3n u3MeHeHus MoIeKaT Ha 0)106peHI/Ie OT CTpaHa Ha KOMIETCHTHUA
Oprad Ha CHOTBE€THATa AbpiKaBa-dICHKA.

2. TurynsapsaT Ha pa3pelleHHe 3a ThProBUs He3a0aBHO NPEIOCTaBs Ha
HAaIMOHAJHNTE KOMIICTEHTHH OPraHH BCsSKa HOBa HMH(OpMAaLus, KOSTO
O0u Morna ja JoBele A0 WU3MEHEHHE Ha JaHHUTE WIM JOKYMEHTHUTE,
nocoueHn B wieH §, maparpad 3, wienoe 10, 10a, 100 u 11, wm
wieH 32, nmaparpad 5, win npunoxenue I.

[lo-cneunanHo THUTYNApAT Ha paspellleHHe 3a ThProBUs BeAHAara
nHQOpMHpa KOMIETCHTHHS OpraH 3a BCSAKAKBH 3a0paHH WM OTPaHH-
YeHHs, HAIOXKEHH OT KOMIIETEHTHUTE OpraHM Ha KOATO M Ja Ouio
Ibp)KaBa, B KOSTO C€ ThPryBa JICKAPCTBEHUAT MPOAYKT, U 3a BCAKAKBa
Jpyra HoBa HMHGpOpMalMs, KOATO MOXKE Ja IOBIMAE Ha OLIEHKaTa 3a
MIOJ3UTE W PHUCKOBETE Ha CHOTBETHHS JIEKapCcTBEH HpomyKT. MHdop-
MalysTa BKJIIOYBA KaKTO IIOJOXKUTENIHHTE, Taka W OTPHUIATEIHUTE
pe3yiaTatd OT KIMHUYHHUTE H3MHUTAaHHUS WM JPYr'd TpPOYYBAaHUS Ha
BCHYKHM TIOKa3aHWA W IOMYJalW{, HE3aBUCHUMO JajHd ca BKIIOYCHH B
Pa3pelIeHUeTo 3a THProBUs, KaKTO U JIaHHHU 3a ymoTpebaTa Ha Jekap-
CTBEHHMS NPOIYKT, KOraro Ta3u ymoTrpeda € H3BBH YCJIOBHATA HA
Pa3pelLIeHUETO 32 THPrOBUS.

3. Tutynspsat Ha paspelIieHHE 3a THPrOBHs rapaHTupa, ue HH(OOp-
MalMATa 3a MPOAYKTa C€ aKTyallu3upa C TEKYIIUTE HAyYHU IO3HAHWUS,
BKJIFOYUTEIHO  3aKJIFOYCHHUATA OT OICHSBAHETO U  IMPEMOPBHKHUTE,
OINOBECTEHH IYOJIMYHO IOCPEICTBOM €BPOICHCKHUS WHTEPHET IOpTall
3a JIeKapcTBaTa, Ch3JaleH B CHOTBETCTBUE C ujeH 26 or PermameHt
(EO) Ne 726/2004.

4.  3a ja MOe TOCTOSIHHO Ja OLICHsIBa OajlaHca pUCK—II0N3a, HAIMO-
HAJIHUAT KOMIIETEHTEH OpraH MOXe IO BCSKO BpeMe Ja IOHCKa OT
TUTYJSPS Ha pa3pellleHre 3a THProBHS Jia MPEJOCTaBH JAaHHU B JOKa-
3aTeJICTBO Ha 3ala3BaHETO Ha OJaronpusATeH OallaHC PHCK-TION3a.
TUTynApAT Ha pa3pelIeHUETO 3a THProBUs OTroBaps HM3UEpHATEIHO U
OBP30 Ha BCSIKO TaKOBa HCKAHE.
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HanuoHamHUAT KOMIIETCHTEH OpraH MOXKE Ja MOWCKAa IO BCSKO BpeMe
OT TUTYJIAps. Ha pa3pellleHHe 3a THPrOBHs Ja IPEJOCTaBU KOMHE OT
OCHOBHATa JIOKyMEHTallMs Ha cucTeMara 3a (apMaKoJOrH4Ha
OmurenHOCT. TUTYMSApAT Ha paspelieHdue 3a THPrOBHS IPEIOCTaBs
KOIIMETO He MO-KbCHO OT CEIEeM JHHU CleJ| MOJy4aBaHe Ha HCKaHETo.

Ynen 23a

Cnen wm3gaBaHe Ha paspelleHHe 3a ThPrOBUSA THUTYJISIPBT Ha
pa3pelIeHUeT0 YBEAOMsBa KOMIICTEHTHHMS OpraH Ha JIbpKaBara-
wIeHKa, U3/aja pa3pelieHneTo, 3a JaraTta Ha JAEHCTBUTEIHOTO ITyCKaHe
Ha Ta3zapa Ha JIGKapCTBEHUs MPOAYKT 3a XyMaHHa yrmotpeda B Ta3d
I'bp)KaBa-wICHKA, KaTO OTYMTA PA3JIMYHUTE Pa3pelICHU MpPEICTABSHHUS.

vmi2

Ilpn BpeMeHHO WM TIOCTOSHHO IPEYCTAHOBSBaHE HA ITyCKAHETO HA
NpPOAYKTa Ha Maszapa Ha JIbp)KaBa WICHKAa THUTYJSPAT Ha paspelieHue
32 THProBHs HOTH(GHUIMpPAa KOMIETEHTHHS OpraH Ha ChIIaTa JbpiKaBa
wieHKa. OCBEH NpH U3KIIOYUTEIHH OOCTOATENICTBA, Ta3U HOTU(UKAIHA
ce OTIpaBsl HE MO-MaJKO OT JBa Mecella Npeay NpeycTaHOBSIBAHETO Ha
IMyCKAaHEeTO Ha Ma3apa Ha NpoAyKTa. TUTYISApAT Ha pa3pelieHHeTo 3a
THProBusi MH(GOpPMHUpAa KOMIIETEHTHHsS OpraH 3a NPUYMHUTE 33 TOBa
JICHCTBHE B CHOTBETCTBUE C wieH 123, maparpad 2.

ITpu uckaHe OT KOMIETEHTHATa BIACT, 0COOEHO B KOHTEKCTa Ha (apma-
KOJIOTWYHAaTa OAWTENTHOCT, TUTYJISAPBT Ha pas3pelieHHe 3a ThProBUs
IPEeOCTaBs HAa KOMIICTEHTHHS OpraH BCHYKM JaHHU 3a oOeMa Ha
npojaxOuTe Ha JIEKapCTBEHUS NMPOAYKT M BCSAKAKBH JIAHHHU, KOMTO ca
Ha HETOBO PAa3IONIOKEHHE, OTHOCHO o0eMa Ha TPEAINICaHUsATa.

Ynen 236

1.  Komucusita mpuema NOIXOISAIIM MEPKH 3a TpPOBEpKa Ha H3Me-
HEHHsTa B YCJIOBHATA Ha pa3pelIeHUsATa 3a IyCKaHe Ha masapa, Ipef-
OCTaBEHHM B CHOTBETCTBHE C HACTOSIIATA TUPEKTHBA.

2.  Komucusata mnpuemMa MepkuTe, MOCOYeHH B maparpad 1, mon
(dopmara Ha peryiaMeHT 3a Ipmiarane. Ta3sw MspKa, IIpeIHAa3Ha4YeHa Ja
U3MEHHU HECBIECTBEHU €JIEMEHTH Ha HACTOsIIaTa JUPEKTUBAa 4Ype3
JOIBJIBAHETO M, CE IPUEMA B CBHOTBETCTBHE C IpOLELypara IO pery-
JHMpaHe ¢ KOHTPOJ, MOCOYeHa B wieH 121, maparpad 2a.

3. TIlpm npuemaHeTo Ha MEpPKHUTE, IOCOYeHH B maparpad |1,
Komucusara momara ycwinmsi 3a paslIMpsBaHe Ha BB3MOXKHOCTTA 32
MOJ]aBaHE Ha €JMHHO 3asBJICHHE 3a €JHO WJIM [TOBEYE MJICHTUYHH U3MeE-
HEHHs, BHECEHU 0 OTHOIICHHE Ha IOBeYe pa3peleHus 3a IycKaHe Ha
nasapa.

4. JIppkaBa-uJeHKa MOXe Ja MPOJBIDKU J1a Mpuiara HallMOHAJHUTE
pasmopendu OTHOCHO M3MEHEHUSTa, MPHIOKAMH OT BIM3aHETO B CHIJIA
Ha perjaMeHTa 3a MpWIaraHe IO OTHOIIEHHWE Ha pa3pelleHus 3a
MMycKaHe Ha Tasapa, mpefoctaBeHu mpenu 1 smyapu 1998 r., 3a mekap-
CTBEHU NPOJYKTH, KOUTO Ca pa3pelIeHd E€JUHCTBEHO B Ta3W JbpiKaBa-
wieHka. Koraro 3a nazseH jnekapcTBeH NPOIYKT, KOHTO € MpeaMeT Ha
HaIlMOHAJHU pasnopef0M B CHOTBETCTBUE C HACTOSIIUS  WIIEH,
BIIOCJIECTBHE € IPEJOCTABEHO pa3pellleHHe 3a IyCKaHe Ha Ia3zapa B
JIpyra Ibp)kKaBa-wieHKa, PErIaMeHThT 3a IpHIaraHe ce Mpuiara 3a
TO3H JIEKapCTBEH NPOIYKT OT Ta3u Aara.

5. Koraro nppkaBa-4iIeHKa peIld Aa MPOXBIDKH Aa Ipuiara Hammo-
HaITHHUTE pasnopendu cbriiacHo naparpad 4, Ts uadopmupa Komucusra
3a ToBa. AKO YBEJIOMIIEHHETO He € u3BbpiieHo 1o 20 suyapu 2011 r.,
ce Ipuiara periiaMeHThT 3a MpHIaraHe.
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Ynen 24

1. bBe3 na ce 3acsrar naparpadu 4 u 5, pa3pelieHHeTo 3a ThbpProBUs €
BaIIUJHO 5 TOAMHM.

2. PaSpeIHBHI/ICTO 3a TbProBUA MOXKE Ja 6’bﬂe NOAHOBCHO CJIEH IIET
TOAWHHN BB3 OCHOBA MPCOLCHKA Ha OanaHca PHUCK-II0JI3a, U3BBPIICHA OT
KOMIICTCHTHTA BJIACT Ha paspeliaBaliaTa AbpiKaBa-dJICHKA.

vM10
3a Ta3u LeNn TUTYJSPAT Ha paspellieHre 3a THPrOBHS NPEJOCTaBs Ha
HallMOHAJIHUA KOMIICTCHTCH OpraH KOHCOJIMAUupaHa BEPCUA HA JOKYMCH-
TamusTa [0 OTHOLICHHE Ha KadecTBOTO, Oe30macHocTTa W edukac-
HOCTTa, BKIIOUUTENHO OIICHKaTa Ha JaHHUTE, CBHABPXKAIIM CE B
JOKJIAMUTEe 3a MPEANOJIaraeMH CTPAHUYHH e(PEeKTH U NEePUOAUYHHTE
aKTyaJIM3UPaHN JOKJIAAW 3a 0e30MacHOCT, MOAaBaHH B CHOTBETCTBUE C
st IX, u uHpopManus 3a BCUYKM M3MEHEHHsS, BBBEACHU CIIe/ Ipe.-
OCTaBSIHETO HA Pa3pELICHHETO 3a THPrOBHUSI, HAW-MalIKO AEBET Mecela
Tped U3THYaHEe HA BATUIHOCTTA HA PA3PEUICHHETO 338 ThPrOBUS B CHOT-
BeTcTBUE ¢ maparpad 1.

3. BenHbpX NOAHOBEHO, pa3peIIEHUETO 3a THPrOBUS € BaJIMIHO 3a
HEOrpaHUYEH CPOK, OCBEH aKO HAI[MOHAJIHHIT KOMIIETCHTCH OpraH He
pel mopaad OCHOBATENHH MPUYMHH, CBBP3aHH C (hapMaKOJIOTHIHATA
OIMTETHOCT, BKJIIOUUTEHO MOPaay €KCIIO3UIMA Ha HelocTaTh4yeH Opoi
TIAIEHTH Ha CHOTBETHUS JIEKAPCTBEH MPOAYKT, J1a aje JOIMBIHUTEIHO
NETTOUIITHO MPOABIDKEHHE B ChOTBETCTBHE C maparpad 2.

4. BanmuagHocTra Ha BCAKO pa3pellieHHE, KOETO OO TPU TOAMHU OT
MPEOCTaBSHETO My HE € IOCIEeIBAHO OT ACHCTBUTENHO ITyCKaHE Ha
paspeleHns MpoAyKT Ha Ma3apa Ha paspellaBallara JbpiKaBa-uleHKa,
ce IPeyCTaHOBSBA.

5. Koraro pa3spemeHusT IpoayKT, KOWTO € OWI TO-paHo ITyCKaH Ha
Ia3apa Ha paspellaBallaTa Ibp)KaBa-4JIeHKa, B JEHCTBUTEIHOCT Beue HE
MPUCHCTBA Ha Ta3apa TPU IOCIEAOBATEIHM TOMWHH, BaIWIHOCTTA HA
pa3pelIeHUeTo 3a TO3M MPOAYKT CE MPEYyCTaHOBSBA.

6. KomnerenTHusar OpraH MOX€, B U3KJIFOYUTCIIHA O6CTO$[TCJ'ICTB8. H B
WHTEpeC Ha OOIIECTBEHOTO 31paBe, MOa JOIyCHEe M3KIIOYEHHs OT
naparpagu 4 u 5. TakuBa M3KIIIOYCHUS TpPsAOBa Ja ca HaJJIENKHO 000C-
HOBAHH.

Ynen 25

PaspemenneTo 3a THProBusl He 3acAra rpaxJaHcKaTa M Haka3aTelHa
OTTOBOPHOCT Ha TMPOU3BOMUTENS, a KbBIETO € TMPHIOKHMO, W Ha
TUTYJIpa Ha Pa3peleHueTo 3a ThProBHUs.

Ynen 26

1. Paspemenune 3a THProBHsS Ce€ OTKa3Ba, ako CIliell MPOBEpKa Ha
JAHHUTE U JOKyMEHTHTe, u3bpoenu B uieHose 8, 10, 10a, 106 u 108,
CTaHe sICHO, Ye:

a) 0aJaHChT PHUCK-TIOJI3a HE CE CUMTA 3a OJAronpuaTeH; WU

0) TepareBTHUHATa MYy €(EKTHBHOCT HE € JOCTaTh4HO OOOCHOBAaHA OT
3asBUTEIIS; WU

B) Ka4CCTBCHUAT W KOJUYCCTBCHUAT MY CbCTaB HE OTToBaps Ha
3as4BCHMU.
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2. Pa3zpemenue chUI0 ce OTKa3Ba, ako MONAIACHUTE JaHHH WIH
JOKYMEHTH B IOJKpEIa Ha 3asBICHHETO HE OTrOBapsAT Ha WICHOBE 8,
10, 10a, 106 u 10B.

3. 3asBUTENAT UIH TUTYJISAPBHT HA Pa3pCUICHUC 3a ThbProBUs OTroBaps
3a TOYHOCTTAa Ha NMPECAOCTABCHUTE NOKYMCHTH W JaHHH.

Ynen 27

1. C1>3)1aBa C€ KOOpAMHAIIMOHHA T'pyIlla 3a CICAHUTC LCIIU:

a) paslNIeXIAaHe HAa BCUYKU BBIPOCH, CBBP3aHU C pas3pelleHHe 3a
TBPrOBUs Ha JIEKAPCTBEH IPOAYKT B JBE HJIM II0OBEYE IbpPKABU-
4YIEHKH B CHOTBETCTBUE C NPOLEAYpUTE, ONpPEAEICHH B Ii1aBa 4;

0) pasriiekJaHe Ha BBIPOCH, CBBp3aHM C  (apMakoJIOTHYHATa
OMUTENHOCT 1O OTHOUIGHHE Ha JICKAPCTBEHUTE MPOAYKTH,
pa3pelIeHd OT ABbPIKABUTC-WICHKH, B CBHOTBETCTBHEC C YICHOBE
1078, 1071, 107x, 107x u 107p;

B) pa3miieXXIaHe Ha BBIIPOCH, CBBP3aHU C U3MEHEHHsS Ha pa3pelieHus 3a
ThpPTOoBUsA, NPEAOCTaBEHHU OT AbPIKABUTC-UWICHKHU, B CHOTBETCTBUE C
uieH 35, maparpad 1.

AFGHIII/I}ITa ocurypsBa CEKpe€TapruaTa Ha Ta3W KOOpJAWHAIIMOHHA TI'pyIia.

3a M3MIBIHEHHETO Ha CBOUTE 3aJayd 1Mo (hapMaKOJIOTHYHA OIUTEITHOCT,
BKJIFOUHMTEITHO OJI00pSIBaHETO HA CHCTEMHUTE 32 YIpAaBJICHHE HA PHCKA U
HaOJIoeHHe Ha TAXHAaTa eQEKTUBHOCT, KOOpAMHAIMOHHATA TIpyIa
pa3umTa Ha HaydyHATa OICHKa M Mpenopbkure Ha KomuTera 3a oleHKa
Ha pucka B oOjactra Ha (hapMakoJIOTHYHATA OJAWUTEITHOCT, MPEIBUICH B
unen 56, maparpad 1, OykBa aa) ot Permament (EO) Ne 726/2004.

2. KoopauHanyoHHaTa rpyna ce CbhCTOM OT IO €IUH IPEeICTaBHUTEI
Ha Jbp)KaBa-wiIeHKa, Ha3HAuY€H C MaHJaT OT TPH TOAMHHU, KOHTO MOXe
Jla ce MojHOoBsABA. JIbpikaBUTE-4JIEHKH MOTraT Jla Ha3HauyaBaT 3aMECTHHUK
3a MaHIaT OT TPU T'OAMHHU, KOMTO MOXeE Ja ce MMOoJHOBABA. UneHoBeTe Ha
KOOpAMHALMOHHATA TPpyNa MOraT fa ObJaT NPUAPYKABAHU OT EKCIIEPTH.

3a M3IIBJIHEHUETO HA CBOUTE 33a1aud WICHOBETE HA KOOPAMHALMOHHATA
rpyna ¥ eKCHEepTHTE I0J3BaT Hay4yHHTE M PeryjgaTOpHH PecypcH, ¢
KOUTO pasnoJjiaraT HaOUOHAJIHUTEC KOMIICTCHTHU OpraHu. Bcekn
HAl[MOHAJICH KOMIIETCHTEH OpraH OCBIIECTBSIBA MOHHUTOPHHI Ha
eKCIICPTHOTO paBHUIIE HAa M3BBPIICHUTE OLEHKM M IOJIOMara
JeffHOCTHTEe Ha HAa3HAYCHUTE WICHOBE HAa KOOPAMHALMOHHATAa Ipyna 1
eKCIIEepPTH.

Unen 63 or Pernament (EO) Ne 726/2004 ce mpuiara 3a KOOpIHHAIU-
OHHATa Tpyna Mo OTHOLICHHE Ha MPO3PAavyHOCTTa M HE3aBHUCHUMOCTTA Ha
HEWHNUTE YIIEHOBE.

3. KoopauHamyoHHaTa Tpyma W3rOTBS COOCTBEH TpOIEoypeH
NpPaBUJIHUK, KOHTO BIM3a B CHJIAa CJ€J IOJOXKUTENIHO CTAHOBUILE HA
Komucusra. Te3n npouenypHu HpaBHiIa ce OMOBECTSBA MyOIHIHO.
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YM10

4.  M30bIHUTENHUAT AUPEKTOp Ha ATreHIUATa WIM HEroB Ipel-
CTaBUTEN U IpencTaBuTend Ha KomucusaTa UMaT IpaBo 1a NPUCHCTBAT
Ha BCUYKM CpELY Ha KOOPAMHALMOHHATA IpyIa.

5.  UneHoBeTe Ha KOOPJMHAIMOHHATA IPyIa TapaHTHpaT, 4ye € HaINLe
ChOTBETHATa KOOPJAWHALIMS MEXIy 3a/lauuTe Ha Ta3u Ipyna u padorara
Ha HAlIMOHAJIHUTE KOMIETEHTHH OpPraHH, BKJIIOYMTEIHO KOHCYJTa-
TUBHHUTE OPraHH, aHTKUPAHH C pa3pelICHUATa 3a MyCKaHE Ha masapa.

6. OcBeH ako B HacTofllaTa AUPEKTHBA HE € MPEIBHIACHO IPYro,
JbpP)KaBUTE-WICHKH, MPEACTaBEHH B  KOOPJAMHALMOHHATA TIpyIa,
TonaraT BCHYKH YCHJIUS Ja MOCTHTHAT ITO3MIMSA C KOHCEHCYC OTHOCHO
JeiCTBHETO, KOETO e ce NpeAnprueMe. AKO IOCTUIAHETO Ha KOHCEHCYC
€ HEeBB3MOXKHO, IIpHEMa C€ CTaHOBMILETO HA MHO3HHCTBOTO OT
JbPKAaBUTE-WICHKH, MPEICTaBEHH B KOOPAMHAIMOHHATA TpyIa.

7. UieHoBeTe Ha KOOpAMHALIMOHHATA Ipyla c€ 3aibJKaBaT, JAOpU
cllel IpeKpaTsBaHe Ha TeXHUTe (YHKIMH, Aa HE pa3KpuBaT HHOOP-
MaIys, YMeTO eCTECTBO M3MUCKBA 3aIla3BaHETO Ha MpoQecroHaTHa TaifHa.

TJIABA 4
Mpouexypa 3a B3aMMHO NpPHU3HABAHE W JeLHEHTPATU3MPAHA
npoueaypa
v M4
Ynen 28
1. C orien u3gaBaHe Ha pas3pelICHUE 32 THPIOBUS C JICKAPCTBEH

MPOAYKT B TMOBEUe OT €IHA JbpXKaBa-4jCHKA, 3asBUTEIAT I10/1aBa
3asBlieHHME Ha 0a3aTa Ha MJCHTUYHA JOKYMEHTAIUi B TE3U JbpKaBH-
wieHKU. JloKyMeHTalmara chIbpka WHpOpMaIuara U JOKYMEHTHTE,
onpenenenn B wienoBe 8, 10, 10a, 106, 10B u 11. Ilomamenure
JIOKYMEHTH BKIIIOYBAT CIHCHK Ha JbP)KABUTE-YICHKH, 32 KOHWTO C€
OTHACSI 3asBICHHUETO.

3asBUTENAT WM3MCKBA €IHA Abp)KaBa-4ieHKa jaa jeiicTBa Karto ,.pede-
PEHTHa IbprKkaBa-4iIeHKA™“ U Ja MOATOTBU OLEHBUEH JOKIAM 3a JIeKap-
CTBEHHUS MPOAYKT B CHOTBETCTBUE C maparpadu 2 wiu 3.

2. Koraro nekapcTBEHUAT NMPOAYKT BeUue € MOIy4us paspelieHHe 3a
TBProBHs TIPH MOAABAHETO HA 3asBICHHETO, CHOTBETHATA IbPKaBa-
YJIeHKa INPU3HABA Pa3pelICHUETO 3a TBHPIOBHS, H3MAJCHO OT pede-
pEHTHATa JbpXKaBa-wIEHKA. 3a Ta3W el TUTYISPBT Ha pas3pelleHue 3a
TBPrOBHsl H3HCKBAa pe(epeHTHATa Ibp)KaBa-wICHKAa WIH Ja H3TOTBH
OLICHBYCH JOKJIAJ 3a JIEKapCTBCHHS HMPOAYKT, WIH aKO € HEOOXOAMMO,
Ja aKTyalH3Wpa ChINECTBYBAlll OIEHBYCH MOOKIan. PedepentHara
IbprKaBa-WICHKA HM3TOTBS WM aKTyalu3upa OLEHBUYCH Nokiaan 10 90
JHU clefl TodydYaBaHe Ha BalWAHO 3asBieHHe. OIEHBPYHHAT OKIAT,
3a€HO ¢ OZOOPEHOTO 00O0OLIEHUE HAa XapaKTEPUCTUKUTE HAa IPOIYKITa,
€TUKETHPAHETO U JIUCTOBKATa C YIIBTBAHUS 3a OMAKOBKAaTa, CE€ M3MpaInar
Ha 3aMHTEpPECOBAaHATa JbPXKaBa-WICHKA M Ha 3asABHUTEIS.

3. B ciuydamre, KOraro JEKapCTBEHUSAT MPOAYKT HE MOIydH
pa3pelieHre 3a ThProBusl IpU MOAABAHETO Ha 3asBJICHUETO, 3asSBUTEIIAT
W3KMCKBa pedepeHTHaTa AbpKaBa-wICHKA Ja W3TOTBU MPOCKT HAa
OLIEHBYCH JIOKJIAJ, MPOEKT Ha 000OIIEHHETO Ha XapaKTepUCTUKUTE Ha
MPOIYKTa U MPOEKT HAa €TUKETHPAHETO M Ha JIMCTOBKATa C YII'BTBAHMS 3a
omakoBKkaTa. PedepeHTHATa AbpKaBa-4ICHKA W3TOTBS TE3U MPOEKTOJ0-
KyMeHTH 10 120 aHM ciefn mojlydaBaHETO Ha BAJIMAHO 3asBICHUE U TH
W3Mpania Ha 3auHTepecoBaHATa JAbpKaBa-WwieHKA W Ha 3asBUTEIIS.
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4. Jlo 90 g oOT moiayuyaBaHE HA JOKYMEHTHTE, IIOCOYEHH B
naparpadu 2 w3, BBIPOCHUTE AbPKABU-WICHKH  0J00psBaT
OLICHBYHHS JIOKJIaJ, OOOOIIEHUETO Ha XapaKTEepPUCTUKUTE HA MPOIYKTa
U CTHKETUPAHETO M JIUCTOBKaTa C YI'BTBAHUS 32 ONAKOBKaTa W
nHpopMmupaT pedepeHTHaTa Jbp)KaBa-WwieHKa 3a ToBa. PedepeHTHaTa
I'bp)KaBa-uwiIeHKa OTOENs3Ba ChHIJIACHMETO Ha BCHYKH CTPaHM, 3aKpHUBa
nporeaypara 1 HHQOpPMHUpPa CHOTBETHO 3asBUTEIIS.

5. Bcsxa nppkaBa-uiieHKa, B KOSATO € IOJAICHO 3asBICHHE B ChOT-
BeTcTBUE ¢ maparpad 1, nmpuema pelieHue B ChOTBETCTBHE C 0100pEHUS
OLICHBYEH JIOKJIAJ, 0000IEHNETO HA XapaKTePHCTHKUTE Ha MPOAYKTa U
eTUKETUPAHETO M JIMCTOBKATA C YIbTBAHUS 32 ONAKOBKATa, KAKTO ca
omobpenu, 10 30 qHHU Clie[l KOHCTATHPaHE Ha ChIIIACHETO.

Ynen 29

1. AKko B paMKuTe Ha Cpoka, MmocoueH B wieH 28, maparpad 4,
JaJeHa AbpXKaBa-wWICHKA HE MOXeE Ja 0100pU OLIEHBbYHUS J0KIaj, 0000-
IIEHHETO Ha XapaKTePUCTHKUTE Ha MPOAYKTAa M ETUKETHPAHETO |
JUCTOBKAaTa C YMBTBAHUS 3a OIAKOBKAaTa IO IPUYMHU, CBBP3aHU C
MOTEHIMANIEH CEPUO3EeH PUCK 3a OOILIECTBEHOTO 31paBe, TS IPEICTaBs
MOJPOOHO M3NIOKEHUE Ha TNMPHYMHHUTE 3a MO3WIHATA CH Tpen pede-
peHTHaTa AbpKaBa-4wiCHKA, IPEJ OCTaHAJUTE 3aCerHAaTH JIbpKaBH-
YIEHKH W TpeJ 3asBHUTENs. Beopocure, MO KOMTO CHINECTBYBAaT HECHI-
nacusi, He3a0aBHO Ce OTHACAT A0 KOOpAWHAIIMOHHATA TpyIa.

2.  Kommucusta TpsiOBa na mnpHeMa pPHKOBOJCTBA 32 OINpPEICISHE
HOTCHIHAIHHS CEPHO3EH PHCK 32 OOIIECTBEHOTO 3/paBe.

3. B koopauHamMOHHATa TIpylma  BCHYKH  IbPXKABU-WICHKH,
ompeneneHn B maparpad 1, momaraT HEOOXOOWMHTE YCHIHSA, 32 Ja
MOCTUTHAT ChIVIACHE MO ACWUCTBHSTA, KOUTO Ja ObaaT mpeanpueru. Te
MPEAOCTaBIT Ha 3asABHUTENSI BB3MOXKHOCT Jla W3pasd CBOSTA TJeTHA
TOYKa, YCTHO WIM B nucMeHa ¢opMa. Ako no 60 nHu cien cboOla-
BAaHETO Ha CHOPHHUTE BBIIPOCH AbP)KaBUTE-WICHKH IOCTUTHAT ChHITIACHE,
pedepeHTHaTa AbprKaBa-wICHKA OTOEIA3BA CHINIACHETO, 3aKPUBA IIPOIIe-
nypara ¥ uHGOpPMHpa CHOTBETHO 3asBuTens. Ilpumara ce wieH 28,
naparpad 5.

4. Axo mppKaBUTe-4JIEHKH HE TOCTHTHAT chriacue B 60-THEBHHS
CpoK, ompezaeieH B maparpad 3, areHuusTta He3abaBHO OuBa WHQOP-
MHpaHa 3a MpHWiaraHeTo Ha mpouexypata mo wienoBe 32, 33 u 34.
Ha areHuusita ce mpemocraBsi MoJpoOHO ONHCAaHWE Ha CHCTOSHHUETO Ha
BBIIPOCHUTE, TI0 KOUTO IBP)KABUTE-WICHKH He ca OWJIM B CHCTOSHUE 1A
MOCTUTHAT ChIJIACHE€ M NPUYMHHUTE 3a pa3nuuusaTa UM. Exzemruisip ce
U3Ipalnia Ha 3asBUTEIS.

5. BepHara oM 3asiBUTEISAT ObIE YBEIOMEH, Y€ BBIPOCHT € OTHECCH
[0 arcHUMsATa, TOW He3a0aBHO H3Mpalla Ha arcHIUATa CK3EMIUBIP OT
uHOpMaIMATa U JOKYMEHTHTE, MOCOYCHH B MbpBA aluHes Ha UWiIeH
28, maparpad 1.

6. Ilpm obGcrosTencTBara, ompeaeneHd B maparpad 4, Ibp)KaBHTe-
YJIEHKH, KOUTO ca OJOOpHIM OIEHBYHHUS JAOKIa], 0000IIeHHEeTO Ha
XapaKTEpUCTUKUTE Ha MPOAYKTA M ETHKETHPAHETO M JIHCTOBKATa C
yI'BTBaHMS 32 OMAKOBKaTa Ha pedepeHTHaTa Jbp)KaBa-4ICHKA, MOTaT,
M0 WCKaHe Ha 3asABHUTENS, Ja pa3pelraBar JeKapCTBEHHUs MPOLYKT, 6e3
Jla M349aKBaT pe3yiTara OT IpOIEaypara, ompenaeieHa B uwieH 32. B
TaKbB Cydail W3MaJEHOTO pa3pelieHHe He 3acsira pe3yiTata OT Ta3d
mporeaypa.
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Ynen 30

1. Koraro nBe win moBeue 3asBJICHUS Ca MONAJCHU B ChOTBETCTBUC
uieHoBe 8, 10, 10a, 106, 10B u 11 3a paspemieHue 3a THPrOBHS C
orpeJiesieH JIEKapCTBEH NMPOAYKT M aKO JIbp)KaBUTE-WICHKH ca HpUesn
pa3JTI/I‘IHI/I peI]JCHI/Iﬂ OTHOCHO paSpCLHCHI/ICTO Ha T’prOBI/IﬂTa C aaacH
JICKApCTBEH TMPOAYKT, WM MPEyCTAaHOBSBAaHE Ha JCHCTBHETO WJIH
OTMsIHaTa My, JIbpXaBara-4wieHKa, KoMucuara WM 3asBUTENAT WIA
TUTYJISAPBT Ha pa3pelicHHe 3a THPrOBUS MOTraT Jia OTHECcaT BBIpoca
no Komwurera 3a nexkapcTBeHM MpOAYKTH 3a XyMaHHa yrnorpeoa,
HapuyaH Tno-A0dy ,KomMuTersT, 3a mpuiaraHe mporexypara IO
uynenose 32, 33 u 34.

2. 3a ;ma cTuMyiupa XapMOHHU3aLUATa Ha pPa3pelleHHsTa 3a I03BO-
JICHUTE JIeKapCTBEHW TpoAykTh B OOIIHOCTTa, BCSIKa TOAWHA
JbPXKABUTC-WICHKH HM3MpallaT Ha KOOPAMHAIIMOHHATA Tpyna CHHCHK
Ha JIEKapCTBEHHUTE NMPOAYKTH, 33 KOWTO ClellBa Ja C€ M3TOTBH XapMo-
HI3HUPaHO 0000IIeHHEe Ha XapaKTEePHCTHKUTE HA IPOTYKTA.

KoopannaunonHata rpyma ompenens CIHCBK, KOHTO B3UMa IMOJ
BHUMAaHME IPEAJOXKEHHUATA OT BCHYKH ABPXKABU-WICHKU, U Ipenpamia
TO3M cnucbk Ha Komwucusra.

Komucusta nnm gppkaBa-wieHKa, B CbhIVIACHE C areHUMsATa U KaTo
B3MMa I10Jl BHUMaHHE CTaHOBMIIATA HA 3aMHTEPECYBAaHH CTPAHH, MOXKE
Ja oTHece Te3u NmpoAykTu 1o Komwurera, B choTBeTcTBHE ¢ maparpad 1.

Ynen 31

1.  »MI10 B onpeneneHu ciydad, KOTaTo ce 3acAraT HHTEPECHUTE Ha
Cpro3a, AbpkaBUTe-wieHKH, Komucusara, 3asBUTENIAT WIN TUTYJIPAT HA
paspeleHne 3a THPTOBUS MOTaT Ja OTHecaT BbIpoca mo Kommrera c
Le]l [puilaraHe Ha IOpolelypara, ycTaHOBeHa B uieHoBe 32, 33 u 34,
mpeqd B3eMaHe Ha pelIeHHe II0 3asBICHHEeTO 3a IoJTydyaBaHe Ha
paspellleHde 3a ThPrOBHsS WM 3a CHUPAHETO Ha JAeiCTBHETO WIM 3a
OTMsHATa Ha pa3pelIeHNeTO 3a THPrOBHS MIM 332 KaKBOTO H JAa €
JpYro HEoOXOAUMO U3MEHEHUE Ha Pa3pelleHUeTo 3a Thprobus. <«

vM10

B ciy4aute, KOraro cesuMpaHeTo € B pe3yJTaT Ha OLCHKAa Ha JaHHH,
CBBp3aHU C (hapMaKOIOrHYHATA OMUTEIHOCT Ha Pa3pelleH JICKapCTBEH
MPOJYKT, BBIPOCHT ce OTHacs 10 Kommurera 3a OlleHKa Ha pHCKa B
obmactra Ha (apMakosoruuHara OauTenHocT u wieH 107i, maparpad
2 Moke &a ce mpmiara. KOMUTETHT 3a OLEHKAa Ha pHcKa B 00lacTTa Ha
(apmakosornyHata OMUTETHOCT MPEACTaBsl MpPENOpbKa ChIIACHO
npoueaypara, nocodeHa B wieH 32. OKOHYATeNHAaTa MpPENOpbBKa Ce
npenpamia Ha KoMHUTeTa MO JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHA
yrmotpeba Wid Ha KOOPAMHAILMOHHATA IPyIa, MO LEIeChOOPa3HOCT, H
ce mpuiara mpoleaypara, nocoueHa B wieH 107k.

VMI12
Koraro obaue e cmaszeH eIuH OT KpUTepuuTe, U30poeHH B wieH 107w,
maparpa¢ 1, ce mpummara TpomexypaTa, yCTaHOBEHa B HWICHOBE
107u—107k.

CrpoTBeTHaTa JIbpKaBa-wieHka win Komucusara sICHO omnpeaensr
BBIIpOCa, KOWTO ce orTHaca no Komurera 3a pasriexnaHe, Hu
uH(OPMHPAT 3asBUTENS WIM TUTYJSIpA Ha Pa3pelIeHHETO 33 ThPrOBHS.

JIbp:KaBUTE-UIICHKH W 3asABUTEIAT WIM TUTYJIAPBT Ha paspellcHue 3a
TBHProBusl IpenocTaBiT Ha Komurera nsnata HanuuHa HHGOPMAIUA,
HMMalla OTHOLICHHE KbM PAas3IyIekKIaHus BBIIPOC.
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VYM12

2. Koraro BBHpocsT, KOiTO ce oTHacs A0 Komurera, 3acdra rpyna ot
JIEKapCTBEHU INPOMYKTH WM TEepaleBTUYEH Kiac, ATeHIMATa MOXeE 1a
OrpaHU4M IpoleLypaTa 10 ONPEAEICHN KOHKPETHH YacTH OT pa3pelle-
HHETO.

B TaxbB cnyuail wieH 35 ce mpuiara 3a TE€3M JIEKAPCTBEHH HPOLYKTH,
caMo aKo Te ca O0EKT Ha MPOIEAypHTE IO pa3pellaBaHe, MOCOYCHH B
HacTosIIaTa TiaBa.

Korato 00xBaThT Ha IpoLexypaTa, 3al04HAaTa 10 HACTOSIIMS UICH,
3acdara rpyna oOT JICKaApCTBEHH IMNPOAYKTH HIM TEPAICBTUYCH KJiac, B
mpoleypara ce BKJIIOYBAT M JIEKAPCTBEHHTE MPOAYKTH, PaspelieHH B
cporBercTBUe ¢ Permament (EO) Ne 726/2004, cmagamu KbM IOCO-
YeHaTa IpyIa WM TepaneBTHYeH Kiiac.

3.  bBe3 nma ce 3acsara maparpad 1, majeHa IbpkaBa WiICHKa MOXE,
KOTaTO € HeoOXOJMMO CHENIHO JAEHCTBHE 3a 3aluTa Ha OOLIECTBEHOTO
37paBé Ha HAKOHW eTam OT MpolueaypaTa, Ja cCIpe AEeHCTBHETO Ha
pa3penIeHneTo 3a THProBHs M 1a 3a0paHu ymorpedara Ha CHOTBETHHS
JIEKapCTBEH MPOAYKT Ha CBOSITA TEPUTOPHS IO NMPUEMaHETO Ha OKOHYa-
tenHoto pemenue. Ts uHpopmupa Komwucusita, AreHiusara U JpyruTe
Ibp)KaBU WICHKH 32 NPUYMHUTE 32 CBOETO ICWCTBHE HE IMO-KBCHO OT
cienBamys pabOTEeH JIeH.

4.  Korato B 0oOxBara Ha 3al04YHAaTa I10 HACTOSIIMS 4YICH MpPOIeaypa,
OIlpefeNeH B CHOTBETCTBHE C maparpad 2, ce BKIIOYBAT JIEKAPCTBEHU
MPOAYKTH, paspelieHd B cborBercTBue ¢ Permament (EO) 726/2004,
Komucusara Moxke, Koraro € HEOOXOAMMO CIELIHO JeiicTBHe 3a
3amuTa Ha OOIIECTBEHOTO 3[paBe Ha HAKOHM €Tam OT mpolexypara, aa
crpe ACWCTBHETO Ha pa3pellleHHATa 3a ThProBHS M Ja 3a0paHd yIOT-
pebaTta Ha CHOTBETHUTE JIEKAPCTBEHM NPOAYKTH A0 NPUEMAHETO Ha
OoKoH4YaTesHO pemeHne. Komucusara wuHpopmupa AreHumara u
IBP)KaBUTE WICHKH 32 NMPUYMHHUTE 332 CBOETO IEHCTBHE HE IMO-KBCHO
cienBamys paboOTeH JeH.

Ynen 32

1. Koraro ce mpaBu MMO30BaBaHE Ha MpOlEAypaTa, OIMpeeiicHa B
Hacrosiust wieH, KoMuterbT o00CHXaOa pasriexnaHus BBIPOC U
m3maBa oOocHOBaHO craHoBHIle A0 60 OHH OT 1garara, Ha KOSTO
BBIIPOCHT € OTHECEH J0 HETO.

Ilpu crnydaute, npeactaBeHd Ha KomuTeTra B CHOTBETCTBHE C UICHOBE
30 u 31 obaue, TO3u mepuo] Moxe na Obae yabinkeH oT Komurera 3a
JOMBIHUTENECH CPOK 110 90 JIHHM, KaTo ce B3eMaT MOJ BHUMAHHE CTAHO-
BUI]ATA Ha 3asBUTCNHUTE WM 3aUHTEPECOBAHUTE THUTYIApU Ha
pasperieHust 3a ThProBHs.

B u3BBHpenHU cilyya W O NPEIJIOKEHHE OT HETOBUS Npeacenarel
KomurersT Moke a npuemMe M MO-KpaTbK KpaeH CPoOK.

2. 3a ga pasriena BeIpochT, KOMUTETHT Ha3HayaBa €AMH OT CBOHTE
YJIeHOBE 3a IOKIaTYuK. KOMHUTETHT MOXKe CBIIO Taka Ja Ha3HadyaBa
WHIWBUIYaTHH EKCIEPTH 32 KOHCYJITAlM IO CIElU(pUYHA BBIPOCH.
Koraro HazHayaBa excriepTH, KoMHTETHT ompenmens TEXHUTE 3aladdl U
CPOK 3a M3ITBJIHEHHETO Ha TE3M 3aJlayu.

3. Ipemu jma mpeacTaBu CTAaHOBUIIETO CH, KOMUTETHT mpenocTaBs Ha
3ad4BUTCIIA WM Ha TUTYJIIpa Ha pPa3spClICHHUC 3a TbProBUsl BB3MOXKXHOCT
Ja TPEICTaBU YCTHO HIJIHM B TNHUCMEHa (opma OOSCHEHHS B CPOK,
ompeseseH OT HEro.

Cranouiiero Ha Komwurera ce mpuapyxkaBa oT MpoeKT Ha 0000IIeHne
Ha XapaKTEPUCTUKUTE Ha NPOJYKTa W TPOCKT HAa TEKCT HA ETUKETH-
paHETO W JIMCTOBKATa C YI'bTBAHHUS 33 OIAKOBKATa.
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[Mpu HeoOxoaumocT KOMHUTETHT MOXKE Ja Ce TMO30BE Ha BCSIKO JPYro
JHILE, KOETO J1a MPeNoCTaBu WH(OpMaLus MO PasriekAaHus BBIPOC.

KoMutersT MOXeE Aa CIIpe CPOKOBETe, MocoueHu B maparpad 1, 3a nma
TI03BOJIM HA 3asBUTENS WINM HA TUTYJAPa Ha Pa3pelieHHETO 32 ThProBUs
Jla U3rOTBH OOSICHEHUSITA.

4.  AreHnusaTta He3za0aBHO MH(pOpPMHUpA 3asBUTENS, WIM TUTYJspa Ha
pa3pelleHUeTo 3a ThProBHsA, Korato craHoBuilero Ha Komwurera e
CIIEHOTO:

a) 3asABICHHETO HE OTrOBaps HAa KPUTEPUHTEe 3a W3[aBaHe Ha
paspelleHue; WK

6) 0000ImEeHNeTO Ha XapaKTEPUCTHKUTE HA IpPOXAYKTa, NpelaraH oT
3asBUTEIS, WIN OT THTYJSIpa Ha Pa3pelIeHHETO 332 ThPrOBUS B CHOT-
BETCTBHE ¢ ujieH 11, cienBa J1a ce U3MEHHM; WK

B) pa3pelIeHHeTo cielBa a ce M3Jaje NPH ONpeNeNeHd OCHOBAHWUS, C
OIJIe/l Ha YCJIOBUATA, KOUTO C€ CUMUTAT 3a CHLIECTBEHH 3a Oe3Bpel-
HOCTTa WM €(QEeKTUBHOTO H3MON3BaHE HAa JIEKAPCTBEHUS MPOIYKT,
BKJIFOUHTENHO (hapMaKoJIOTHYHaTa OJUTEITHOCT; HIIH

r) IefCTBHETO HA Pa3pelICHHETO 3a THProBUs ClieqBa na Obae mpeycra-
HOBEHO, Pa3pelleHneTo Ja ObJe U3MEHEHO MM OTMEHEHO.

B pamkute Ha 15 aHU cieqn rmony4yaBaHe CTaHOBHUIIETO, 3asIBUTEINAT, WIN
TUTYJISAPBT HA pPa3pelICHHETO 3a THProBUs, MOXKE Ja HOTHPHIHpPA
areHIusTa B NMUCMEHa (opMa 3a HAMEPEHUETO CH Jia MOUCKa Ipepas-
TIeXKIaHe Ha CTAaHOBHUINETO. B TakwpB cimywyail Toil mpeacraBs Ha
areHuusTa MojApoOHM OCHOBaHMs 3a Moibarta no 60 aHU cien moiy-
YyaBaHe Ha CTAHOBHIIETO.

Jlo 60 mHuM ciex monydaBaHe OCHOBaHHMATA 3a Mosbara KomuTeThT
Npepasriiexia CTAaHOBHUIIETO CH B CHOTBETCTBUE C UETBbPTATa aJHHEs
Ha uieH 62, maparpad 1 ot Permament (EO) Ne 726/2004. Tlpuunnure
3a MOCTUTHATOTO 3aKIIIOYEHHE C€ IpujaraT KbM OLEHBYHHS JOKIa,
MOCOYCH B maparpad 5 OT HACTOSIMS YJICH.

5. AI‘GHHI/IS{Ta usrpania OKOH4YaTCJIHOTO CTAaHOBUIIIC Ha Komurera no
AbPIKaBUTC-YWICHKHU, KoMucusita u 3asgBUTEIA WM TUTYJsIpa Ha
Pa3sp€ICHUETO 3a ThProBUs, 3a€AHO C JOKJIaJa 3a OLCHABAHE HaA JICKap-
CTBCHUS TPOAYKT M OCHOBaHHUATA 3a PCUICHUETO CU J0 15 nuum cuen
HETOBOTO ITPUEMAHEC.

B ciyyaii Ha cTaHOBHIIE B [M0J3a HA M3[aBaHE WIHM MPOJb/DKABAHE Ha
paspelieHune 3a MyCKaHe Ha ChOTBETHUS JICKapCTBCH MPOAYKT Ha mas3apa,
KBbM CTAHOBHILETO CE IPUJIAraT CICIHUTE JOKYMCHTH:

a) MpOeKT Ha o0000IleHHe Ha XapaKTEPUCTHUKUTE Ha IPOAYKIa,
MMOCOYEHH B ujieH 11;

0) BCHYKU YCJIOBHS, OTHACAINM CE N0 Pa3pelICHHETO, MO CMHCHIA Ha
naparpad 4, OykBa B);

B) JaHHM 3a BCHYKH TNPENOPHYAHH YCIOBHS WM OrPAHHYCHHS 10
OTHOIICHHE Ha Oe3BpeHOTO M €()EKTUBHO H3IOJI3BaHE Ha JieKap-
CTBEHHUSI TIPOIYKT;

F) npeaiaraHust TCKCT BbPXY €THUKETAa U JIMCTOBKATa.

Ynen 33

B cpok or M4 15 nuu <« OT moOJy4YaBaHe Ha CTaHOBHIIETO,
Komucusra moAroTesl MpoeKTOpeNIeHne, B3eMaiKy 10T BHUMAHHE 3asB-
JICHHETO M ChOOpa3sBaiiku ce ChC 3aKOHOAATENCTBOTO Ha OOIIHOCTTA.

B cuyuait We mMPOEKTOpPENIEHHETO MpEIBIKIA NPEIOCTaBsIHEe Ha
paspeuieHue 3a ThProBUS, AOKYMEHTHTE, NpeaBuacHH B P> M4 ujeH
32, maparpad 5, Bropa anunes <, cieaBa Ja ObJaT MPHIOKCHU.
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Koraro mo uskiroueHue MPOCKTOPCIICHUETO HE € B CHOTBECTCTBUE CHC
CTaHOBHUIIICTO Ha arcHOUATA, Komucusta npuiara HOIIpO6HO o0sicHECHHUE
Ha NPUYUHUTE 3a pasjindusiara.

HpOCKTOpeHIeHI/IeTO CC IpeIipania Ha ABPKABUTC-UICHKN W 3asABUTCIIA.

Ynen 34

1. Komucusta B3eMa OKOHYATEIHO pellIeHHEe B CBOTBETCTBUE C
nporeypara, nmocoueHa B wien 121, maparpad 3, mo 15 aum HelHOTO
MPUKITIOYBAHE.

2. IlpouemypHusT npaBWIHUK Ha IIOCTOSHHMA KOMHTET, yupeleH ¢
wieH 121, maparpad 1, ce u3MeHsIT, 3a Ja ce B3eMaT MPEIBH]L 3a/1a4HTe,
KOUTO ca 3aJbJDKUTEIHYU 32 HEro ChITIACHO HACTOAINATa IJIaBa.

Te3n M3MEHEHUs HAJaraT CICIHUTE Pa3nopeadu:

a) C U3KJIIOUEHHE Ha CiIydauTe, IOCOYEHH B TpeTus naparpad Ha dieH
33, cranoBumero Ha IIOCTOSHHMSI KOMMTET ce€ JaBa B IHMCMEHa

dopma;

0) IbpKABHTE-WICHKH pasmoiaraT ¢ 22 JHH Ja TPEACTaBIT Ipej
KoMucusta mUCMEHUTE CH 3a0€NIeKKH MO MPOCKTOPEHICHHETO. AKO
obaue TpsiOBa qa Obje B3ETO PEUICHUE CIICUIHO, MPEICEAATENSAT MOXKE
Jla OMpEJeNH IMO-KpaThbK CPOK, CIIOpEN CTEMEHTa Ha HEOTIOXKHOCT.
To3u KpaeH CPOK, OCBEH IIPH H3KIIOYHTEIHH OOCTOSTENICTBA, HE €
MO-KpaThK OT 5 JIHH;

B) ABPIKABUTC-UJICHKN HMaT I/I360p Ja MpeaAcTaBAT NMUCMCHO HCKAaHE 3a
06C"b)I(Z[aHe Ha TMPOCKTOPCHICHUETO Ha IUICHApHO 3aCCHaHUC Ha
IlocTOSITHHUSI KOMUTET.

Koraro cwrimacHo cranosumieTo Ha KomMucusara mucMeHUTE 3a0eIeKKH
Ha OBPIKABUTC-YJICHKH MOBAWIaT HOBU BaXXHU BBIPOCH OT HAYUHO WU
TEXHUYCCKO C€CTCCTBO, KOUTO HE Ca OmIn OOCKT Ha CTaHOBHIIICTO Ha
areHuusATa, NpeAceaaTeiiAT NPCyCTaHOBABA poLeAypaTa U OTHACA 3asB-
JICHUETO O6paTHO A0 arcHuusTa 3a OOIBJIHUTCIIHO pa3rjeKaaHe.

Komucusita npuemMa HeoOXOZMMHTE pasnopendu 3a IIpUiIaraHe Ha
HacTosIMS maparpad, B CbOTBETCTBHE C IpOIieypara, OIpeieseHa B
unen 121, maparpag 2.

3. Pemenuero mo maparpad 1 ce aapecupa OO BCHYKH JIbp>KaBU-
YIEHKH W Ce OTYHTa KaTo MHGOPMAIHMA IO THTYISApa WIH 3asBHTEIS
Ha Pa3pelIeHUETO 3a ThProBUs. 3aUHTEPECOBAHUTE IbPXKaBH-UICHKU U
pedepeHTHaTa AbpkaBa-dICHKA M3[aBaT MM OTMEHAT Pa3pelIeHHeTo 3a
TBHProBUS WM MPOMEHAT yCIOBHATA My CIOpE] HEOOXOAMMOCTTa Ja ce
Cb0OPA3AT C peIIeHueTo B Cpok OT 30 IHU OT HOTU(UIIMPAHETO MY U ce
mo3oBaBaT Ha Hero. Te mH(bOpMHpaT cpoTBeTHO Kommcuara u areH-
LUATA.

M2
Korato B o0xBata Ha oOpa3dyBaHata mo wieH 31 mnpoueaypa ca
BKIIFOUCHH JIEKAPCTBEHW MPOAYKTH, pa3pelieHd B CHOTBETCTBHE C
Pernament (EO) Ne 726/2004, cyrinacHo unen 31, maparpad 2, Tpeta
QIMHes OT HACTosIIaTa IUpeKTHBa, KoMmucusaTa mpu HEOOXOIUMOCT
rpueMa pelleHHus 3a MPOMsSHA, CIHpaHe Ha JeHCTBHETO WM OTMsHA
Ha pa3pellCHUATa 3a THProBUs MWIM OTKa3Ba IIOJHOBSIBAaHE Ha CHOT-
BETHUTE pa3pelieHus 32 ThPrOBHSL.

Ynen 35

1.  Bcsko 3asBICHUE OT THTYJApa Ha PaspelICHHUETO 3a THProBHS 3a
IPOMSHA Ha Pa3peleHueTo 3a ThProBUs, MPEIOCTABEHO B CHOTBETCTBHE
C pasnopea0uWTe Ha HACTOsIIATAa TIJIaBa, CE MPEIOCTaBsi Ha BCHYKH
ABbPKAaBU-UICHKH, paspClInIi NPEAu TOBa THProBUsATa CbC CbOTBETHHUA
JIEKapCTBEH MPOIYKT.
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2. B cuyuait Ha apOutpax, mperoctaBeH Ha Kowmwucusra, mpoie-
nIypata, ompeneneHa B wieHoBe 32, 33 u 34 ce mpuiara mo aHaJIOTHs
3a TIPOMEHHTE, HANPABeHU B Pa3pEICHHUATA 32 THPrOBUS.

YM10

VB

Ynen 37

»MI12 Ynen 35 ce mpunara € 1O aHAJNOTHSA 33 JIEKAPCTBEHM
MIPOLYKTH, Pa3pelieHd OT Ibp>KABUTE-WIEHKH CHIVIACHO CTAHOBHIIE Ha
Komurera, naneHo B cborBercTBHe ¢ wieH 4 ot Jupekrtusa 8§7/22/EVO
npenu 1 suayapu 1995 r.

Ynen 38

1. ArcHuusata myOJMKYBa TOJHIICH JOKJIaJ 3a JCHCTBHATA IO
mpularaHe Ha IpOLEAYpUTE, YCTAaHOBEHM B HacToslaTa IjaBa U
mpenpaiia goknaga 1o Espomeifckus mnapiaameHT u no CeBeta 3a
uHpopmarys.

2.  Haii-mManko Ha Bceku JeceT roguHu Komucusra myOianKyBa JHOKaR
3a MpUAOOUTHS OMUT Ha 0a3a MpOILEAypHUTE, OMKMCAHW B HACTOSIIATA
IJIaBa, W Tpeyiara U3MeHEHHs, KOUTO OMXa MOIIH J1a ObJaT HEOOXOAUMHU
3a TONOOpSBaHETO Ha Te3W mpolenypu. Komucusra wusmpama TO3d
noxnan Ha EBponetickus mapiameHt u Ha CbBerta.

Ynen 39

Unen 29, naparpadu 4, 5 u 6 u unenose 30 u 34 He ce mpuiarar 3a
XOMEOIIATHIHHUTE JIEKAPCTBEHU TPOIYKTH, OCOYCHH B WieH 14.

UnenoBe 28 mo 34 He ce mpwiaraT 3a XOMEONATHYHUTE JIEKApCTBEHU
IPOAYKTH, TOCOYCHN B WieH 16, maparpad 2.

JUUT TV
MPOU3BOJICTBO M BHOC

Ynen 40

1.  JIbpaBUTE-wWIECHKH IMpeIIpueMaT BCHYKU MOJXOJISIIM MEpPKH, 3a
Jla TapaHTUpaT, Y€ IPOU3BOJICTBOTO Ha JIEKAPCTBEHH IPOAYKTH Ha
TAXHaTa TEPUTOPHUS € IMpeaMeT Ha paspelieHue. ToBa paspelieHue 3a
MPOM3BOJICTBO CE M3UCKBA, BBIIPEKH Y€ JICKAPCTBEHUTE MPOIYKTH MOTar
na Oboar mpeaHa3sHaYeHH 3a M3HOC.

2. Paspemienuero, nmocoueHo B maparpad 1, ce U3UCKBa 3a ISIOCTHO
7 YaCTHYHO TPOHM3BOJACTBO, @ TaKa CHIIO M 3a Pa3UYHHUTE MPOLECH Ha
paszessiHe, IakeTHpaHe U IpeJCTaBsHE Ha Iasapa.

TakoBa paspemieHre obaue HE Ce M3MCKBA 3a MOJATrOTOBKA, pasfeiisiHe,
MIPOMEHU B MaKETUPAHETO WM TNpPEACTaBsHE, KOTaTo Te3W MPOIECH Ce
OCBINECTBSIBAT CIUHCTBEHO 3a MPOAaXOW Ha JpeOHO OT (apmaleBTH B
anTeKH, pasnpeaesaiy NPOLyKTUTE, WU OT JIUIa, UMAally pa3pelieHre
B JbP)KABUTC-WICHKH Jla M3BBPIIBAT MOJO0HA NEHHOCT.



200110083 — BG —16.11.2012 — 011.001 — 49

3. Paspemenue, mpeaBuaeHo B maparpad 1, ce M3UCKBa U IPU BHOC
OT TPEeTH CTPAaHH B Ibp)KaBAaTa-WICHKA; HACTOSIIMAT X1 W wieH 118
HaMUpaT CbOTBETHO IPUWIOKEHUE NPU TAKbB BHOC Taka, KakTO U IpPHU
HPOM3BOJICTBOTO.

vmit
4.  JIppaBUTe-WIEHKH BBBEXKIAT WHOOPMAIMATA OTHOCHO paspelie-
HHUETO, IIocoYeHa B maparpad 1 oT HacTOSIIMS WieH, B 0a3ara JaHHU Ha
Cpro3a, mocovyena B wieHn 111, maparpad 6.

Ynen 41

3a Ja IOJYy4YH pa3pClICHUEC 3a MPOU3BOACTBO, 3asABUTCIIAT OTTOBaps Ha
CJICIHUTC MUHHUMAJIHHU HU3HUCKBAHUA:

a) ompeneist JICKAPCTBEHUTE MNPOAYKTH U (hapMaueBTHYHH (HOPMH,
KOMTO TpsiOBa Ja ce MPOM3BEXKIAT WIM BHACAT, a CBUIO Taka H
MSICTOTO, KBJACTO T TPsiOBa Aa ObAT MPOM3BEKIAHU W/UIU KOHTPO-
JIMPaHy;

0) UMa Ha pasIOJIOKEHUE 3a MPOM3BOACTBO WM BHOC Ha T'OPHOTO
NOAXOAAIIA M JOCTaTHYHU MOMEIIEHHUS, TEXHUYECKO 00O0pyIBaHE H
BB3MOKHOCTU 3a KOHTPOJI, OTrOBapsIIN Ha 3aKOHOBUTEC U3WCKBAHMS,
KOHTO  CHOTBETHaTa JAbp)KaBa-WICHKA €  YCTAaHOBHIA  KBbM
HPOU3BOJICTBOTO, KOHTPOJIA M CKJIQAMPAHETO HAa JICKAPCTBEHHTE
MPOAYKTH, B ChOTBeTCTBHE C WieH 20;

B) pasmoJjiara C yCIyTUTe Ha IOHE €IWH KBaTH(UIMPAH CIELHUAIHCT 10
CMHCHJIA Ha ujeH 48.

B cBoero 3asBiieHHWE 3asABUTEIAT npeaocTaBd OaHHU B IIOAKpPENa Ha
TOPHUTC HU3HUCKBAHUSL.

Unen 42

1.  KoMmneTeHTHMAT OpraH Ha Jbp)KaBaTa-wieHKa M3/1aBa pa3pellcHHe
3a IPOU3BOACTBO CaMO Cle]l KaTo ce € yOeausl B TOYHOCTTA Ha Ipel-
CTaBEHUTE JAaHHU, CBIVIACHO wieH 41, ¢ MOMOILITa Ha NpPOy4YBaHE OT
HETOBU CHTPYJHUIIMU.

2. C pen rapaHTHpaHe Ha CIIa3BaHETO HA M3UCKBAHUATA, YCTAHOBEHU
B wieH 41, pa3pemieHHeTo MoXe Ja ObAe AaJeHO TPH YCIOBHE Ye ce
W3IIBJIHAT OIIPEJeNICHH 3a/IbJDKSHNUS, Bh3JI0)KEH! WM 110 BpeMe Ha Ipef-
OCTaBsSHE Ha pa3pelIeHHeTo, WIN Ha M0-KbCHA JaTa.

3.  Paspemenuero ce mpuiara camo 3a IMOMEIICHHUS, 3a JIEKapCTBEHN
OPOAYKTH U (apManeBTUYHU (HOPMHU, OLPEAENICHU B 3asiBICHUSATA.

Ynen 43

JbpKaBUTE-4JICHKH NpeANpueMaT BCHYKU TOAXOASIIM MEpPKH, 3a Ja
rapaHTHpaT BPEMETO 3a MPOBEXKJAHE Ha MpoLeaypaTa Mo MpelocTaBsHe
Ha pa3pelIeHueTo Ja He HaaxBbpias 90 AHU OT IeHs, B KOMTO KOMIIET-
EHTHUAT OpraH € IOJY4YHJI 3asBJICHUETO.

Ynen 44

B cnyuaif, ye TUTYISIpBT Ha DPa3pelIEHUETO 3a IPOU3BOJCTBO 3asBU
NMpOMsiHA B HSIKOWM OT 4YacTUTe Ha OykBM a) M 0) or maparpad 1 or
unen 41, CpPOKbT, ONpeneNieH 3a Mpoleaypara IO Ta3d MoJi0a, He
cnensa na Haaxsbpuid 30 nHU. B oTnenHu cilyuyaun TOBa BpeEME MOXKeE
na 0bae yabmkeHo no 90 mHu.
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Ynen 45

KOMIeTeHTHHAT OpraH Ha Ibp)KaBaTa-wWICHKA MOXE Ja H3HMCKAa OT
3asBUTENs TMoBede HH(OpMalus, 3acsramia AAaHHUTE, OCHUTYpSBaHU
cermacHo wieH 41 wiM 3acsArama  KBaTU(HUIUPAH CISIHAATUCT
CbIVIacHO wWieH 48; B ciydall 4e ChOTBETHUTE KOMIETEHTHH OpPIaHU
YIPaXHAT TOBa IPaBO, NPHIATaHETO Ha HM3HMCKBAHETO 3a KpaeH CPOK,
yKa3aHO B wieHoBe 43 u 44, ce mpeycTaHOBsiBa, JOKaTo HE C€ Ipen-
CTaBSAT M3MCKBAaHUTE IOIBIHUTEIHUTE HaHHU.

Ynen 46

TI/ITyJ'ISIpT)T Ha pa3pC€lICHUCTO 3a MPOU3BOACTBO € 3aJAbJDKCH IOHE:

a) Ja MMa Ha pa3loJIOKCHHUE CKHII, KOUNTO OTroBapss Ha 3aKOHOBUTC
HU3UCKBAaHUA, OIPCACIICHN B JObpiKaBaTa-wiICHKA, 3acdralu KaKTo
OTHOLICHHATA B MPOU3BOACTBOTO, TaKa WU B YIIPABJICHUCTO,

6) [Uracupa caMoO pPa3pClICHU JICKApCTBCHU HNPOAYKTH B CHOTBETCTBUC
CbC 3aKOHOAATCJICTBOTO Ha CHOTBETHATa AbpiKaBa-dJICHKA,

B) M3Ipalia IpeIBapUTeNHH OeNeKKM KbM KOMIICTEHTHHTE OpraHd 3a
KaKBUTO W Jia OWII0O TPOMEHH, KOMTO Kejlae Jia HalpaBH, ChIIIACHO
yieH 41; KOMIETEHTHUSAT opraH OuBa WHQOpPMHpaH He3a0aBHO B
clyyail Ha HeNpeInBHIeHa CMsSHA Ha KBATM(QHIUPAH CHEHUATHCT
CBhIJIaCHO 4IeH 48;

I) OCHTypsiBa JIOCTBI [O CBOHMTE IIOMEINEHHS Ha CHTPYJHUIMUTE HA
KOMIIETEHTHUTE OPraHd Ha JIbp)KaBaTa-4wICHKa IO BCAKO BpEME;

1) paspeliaBa Ha KBaJH(PUUUpPaHUs CIEHUATIUCT ChIVIACHO wieH 48 na
M3IIBJIHSABA 3aIbDKCHHATA CH, KaTO HAlpPHMEp IOCTaBs Ha HErOBO
Pa3moyioKeHHe BCUYKU HEOOXOIUMHU CPEICTBA;

VMt
€) Jla cra3Ba IPHHIMIIUTE U PHKOBOJCTBATA 3a J0Opa IPOU3BOACTBEHA
[IPaKTUKa Ha JIEKAPCTBEHU MPOIYKTU M Jja U3I0JI3Ba CaMO aKTHUBHUTE
BEIlleCTBa, KOUTO ca OWJIM NPOW3BENEHH B CHOTBETCTBUE C J0Opara
[IPOU3BOJCTBEHA IPAKTUKA 3a aKTUBHM BEIECTBA U ca OwIn pas3npo-
CTpaHEHH B CHOTBETCTBHE C HOOpUTE MUCTPUOYTOPCKH NPAKTHKH 32
aKTHBHHU BeLIeCTBAa. 3a Ta3M LEN TUTYIAPIT Ha paspellcHue 3a
MIPOM3BOJCTBO MPOBEPsABA CIA3BAHETO OT CTpaHa Ha MPOM3BOJUTEINS
U JqucTtpuOyTopuTe Ha  AaKTHBHM  BelllecTBa Ha  JoOpara
MPOU3BOJICTBEHA IPAKTHKA M JOOpUTE AUCTPUOYTOPCKH MPAKTHKH,
KaTO MpOBEXAa OIUTH B MPEANPUATUSATA 3@ IPOU3BOACTBO U
JUCTpUOYLUsT HAa TPOU3BOAMTENSI M Ha JUCTpUOyTOpHTE HA
aKTUBHM BellecTBa. [IpoBepkara 3a CHa3BaHETO Ha TE3U NPAKTHKH
ce MpOBeXJa OT TUTYJSIPS Ha pPa3pelIeHUETO 3a IPOMU3BOJICTBO
wi, 0e3 Ja ce 3acsra OTrOBOPHOCTTAa My CBIVIACHO HAcCTOSIIAaTa
JUPEKTUBa, OT CYOeKT, KOHTO JelicTBa OT HEroBO HME Ha
JIOTOBOPHO OCHOBAHHUE.

Tutynapsar Ha paspelleHHe 3a TPOU3BOACTBO TapaHTHpa, de
eKCIUIMEHTUTE ca TOAXOJSIIM 3a BJaraHe B JIGKAPCTBEHHU
MPOAYKTH, KaTO YCTaHOBSIBA MOIXOJSIINTE JOOPH IPOU3BOJCTBEHH
npakTHKU. Te ce ycTaHOBSBaT Bh3 OCHOBA Ha O(UIMaIHA OLEHKa Ha
pUCKa B CHOTBETCTBHE C TNPHIOKUMHUTE PHKOBOJCTBA, IIOCOYCHU B
wieH 47, mera anuHes. lIpum Ta3um OlleHKa Ha pUCKa C€ OTYHUTAT
W3HCKBAaHMUATA M HAa JAPYrHM MOAXOIAIIM CHCTEMH 3a KayecTBO,
W3TOYHUKBT M TIPEJHA3HAUEHHETO Ha eKCIUIUCHTUTE, KakTo H
MHUHAJIM ClIy4ad Ha HEJOCTATBhLIM II0 OTHOIIEHHE Ha KayeCTBOTO.
TUTYIApAT Ha pa3pelIeHUeTo 3a MPOU3BOJCTBO TapaHTHpa MpHila-
TaHETO Ha Taka yCTaHOBEHATa IMOJXOJsIia A00pa MPOU3BOACTBEHA
MpakTuka. TUTYJSPAT Ha pa3pelieHHEeTO 3a TMPOU3BOJICTBO JOKY-
MEHTHpPA MpEeANpPUeTUTE CHIVIACHO HACTOsAIATa aJuHes MEpKH;
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k) He3a0aBHO Ja MHpOpMHpa KOMIIETEHTHHUS OpraH M THUTYJAps Ha
paspelLIeHHeTo 3a THhProBUsl, aKO IOJy4d HH(OpMaIMs, de JieKkap-
CTBCHHTE MPOJYKTH, KOWUTO TOMajgaT B oOOXBaTa Ha HErOBOTO
paspelieHue 32  OPOM3BOJACTBO, ca  (QammupHUIUpPaHd KU
CBIECTBYBAT CHMHEHHS, Ue ca OWmH (ammupuIupaHy, He3aBHCHMO
OT TOBa, JanH TE3H JICKAPCTBEHM MPOIAYKTH ca OWIIM pasmpocTpa-
HSABaHM B paMKHTE Ha 3aKOHHATa BEpUra Ha JOCTaBKa WIH MO
HE3aKOHCH  HA4MH,  BKJIIOYUTENIHO  IOCPEJCTBOM  HE3aKOHHA
npojax6a upe3 yciayrure Ha HHGOPMAIMOHHOTO OOIIECTBO;

3) a MpOBEpH Aald NPOM3BOAUTENINUTE, BHOCHTEIHMTE WIH TUCTPUOY-
TOpUTE, OT KOUTO II0JlyyaBa aKTUBHHM BEILECTBA, Ca PErHCTPUPAHHU
OT KOMIIETEHTHHUS OpraH Ha Jbp)KaBaTa-4jICHKa, B KOSATO ca ycTa-
HOBEHU;

l/l) Ja MpOBEpHU aBTCHTUYHOCTTA M Ka4YCCTBOTO Ha AaKTUBHHUTEC BCUICCTBA
U Ha CKCHOUITMCHTHUTC.

Ynen 46a

1. 3a mpenure HaA HaAcTOsAMIaTa JUPEKTHBA MPOU3BOACTBOTO Ha
AKTUBHHUTE BEIIECTBA, HM3MOJI3BAHM 32 W3XOJHU MaTepualld, BKIOYBA
IIBJIHO U YaCTHUYHO MPOHU3BOJICTBO WJIM BHOC HA aKTHBHOTO BEIIECTBO,
M3I0JI3BAHO 32 M3XOJEH MaTepHual chbriacHo vact I, touka 3.2.1.1, 0),
NpUWIOKEHUE [, ¥ pa3iv4YHHUTE MPOIIECH HA JCJICHHE, NMaKeTHPaHE WU
MPeICTaBsHE MpeId Ja ObIC BIOXKEH B JICKAPCTBEHHUS MPOAYKT, BKIIIO-
YUTEJIHO TPENaKeTHpPaHe U MPEETHKETUPaHE, TaKa KaKTO Ce M3BbpILIBA
OT mucTpuOyTOopa Ha U3XOJHUTE MaTEpUAIIH.

2. Ha Komucusita ce mnpenocTaBsi MPaBOMOIIMETO Ja aJanTupa
naparpad 1, 3a 1a oTyeTe Hay4HO-TEXHHUYECKHs mporpec. Ta3u Mspka,
IpeJHa3HaYeHa Ja M3MEHH HECBIIECTBEHHM €JIEMEHTH OT HacTroslara
JTUPEKTHBA, ce MpPUEMa B ChOTBETCTBUE C IPOILELypaTa MO peryiaupaHe
C KOHTPOJ, MocovyeHa B uieH 121, maparpad 2a.

VY Mi11
Ynen 466

1.  JIppaBUTE-wWIECHKH INpeAllpueMaT IOAXOIAIIM MEpPKH, 3a Ja
rapaHTupaT, 4Ye MpPOM3BOJCTBOTO, BHOCHT M JAUCTPUOyIHATA Ha
AKTUBHM BEILECTBA HA TAXHA TEPUTOPHUS, BKIIOYUTEIHO HAa AKTHBHU
BEILlECTBA, IIPEAHA3HAUeHH 3a M3HOC, CHOTBETCTBAT Ha JoOpara
NPOU3BOJCTBEHA MpAKTHKAa M TOOpHTE NUCTPUOYTOPCKH MPAKTHKU 32
aKTUBHH BEILECTBA.

2. AKTMBHM BEIECTBA CE€ BHACAT, CAMO aKO Ca M3IbJIHEHM CIICIAHUTE
yCIIOBUSL:

a) akTHBHUTE BEIIECTBA ca OMJIM MPOU3BEACHH B CHOTBETCTBUE ChC
CTaHJapTH 3a J00pa INPOU3BOACTBEHA IIPAKTHKA, KOMTO Ca Haii-
MaJIKOTO PaBHOCTOHHM Ha ycTaHOBeHHTE OT Cbl03a CBIVIACHO WICH
47, Tpeta anuHes; U

0) aKTUBHHTE BELIECTBa Ca MPUAPYKEHU OT MHCMEHO IOTBBPKICHUE OT
KOMIIETEHTHHsI OpraH Ha TpeTaTa CTpaHa U3HOCHUTEIKA Ha CIEIHOTO:

i) crangapTuTe 3a J0Opa MPOHM3BOJICTBEHA NMPAKTHKA, MPUIOKHMH
KbM MPENNpUSATHETO, MPOU3BEKAANIO H3HECEHUTE AaKTUBHU
BEI[ECTBa, Ca HAH-MaJKOTO PAaBHOCTOWHHW HA YCTAaHOBEHHTE OT
Cnb1o3a cbriacHo wieH 47, Tpera aluHes;

il) ChOTBETHOTO TPOU3BOACTBEHO MPEANPUATHE TOMIEKH Ha
pEeOBEH, CTPOr M MpPO3padyeH KOHTPOI W B HEro ce TMpuiara
eeKTHBHO J00paTra MPOU3BOJCTBCHA IIPAKTHKA, KAaTO TOBA
BKJIFOYBA MHOTOKpDAaTHH W BHE3allHU HHCIEKLUUH, C IIe] TapaH-
THpaHE 3aKpuiia Ha OOIIECTBEHOTO 3/paBe, HAW-MalKo pPaBHO-
cToliHa Ha Ta3u B Cpbio3a; U
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iii) B cilyyail Ha KOHCTaTHUpPaHO Hecnas3BaHe MH(MOpPMAIMATa 3a TE3H
KOHCTaTallUM ce MIpefocTaBs He3a0aBHO Ha Chio3a OT TpeTaTa
CTpaHa H3HOCHTENKA.

ToBa MHUCMEHO MOTBBPXKACHHAC HE 3acsira 3abJDKCHHUSTA, [TOCOYCHH B
e 8 u wieH 46, Oyksa e).

3.  Usucksarero, mpeasuieHo B maparpad 2, OykBa 0) OT HaCTOSIINSA
4lIeH, He ce MpHiIara, ako CTpaHaTa HM3HOCHTENKa € BKIIOYEHa B
CIIMCBKA, MocoyeH B uiaeH 1110.

4. Tlo wuBKJIIOYEHHWE W KOraTo € HEoOXOJMMO Ja C€ OCUTYpHU
HAJIMYUETO Ha JICKAPCTBEHU TMPOAYKTH, KOTraTo MPEIIpHATHE 32
MPOM3BOJCTBO Ha AaKTHBHO BEIIECTBO 3a M3HOC € Owio 00ekT Ha
WHCIICKIUS OT AbpKaBa-4JieHKa U € YCTaHOBEHO, Ye CIa3Ba MPUHIIUITUTE
U PBKOBOJCTBATA 3a J00pa MPOM3BOJICTBEHA MPAKTHKA, YCTAHOBEHH B
CHOTBETCTBHE C uieH 47, Tpera ajuHes, BCIKA JbpiKaBa-ulicHKa MOXE
JIa NOMyCHe OCBOOOXIaBaHE OT CIA3BAaHETO HAa W3UCKBAHUATA, yCTa-
HOBeHHU B maparpad 2, OykBa 0) OT HACTOSNIMS YICH, 32 CPOK, HE IO-
IBIBI  OT CpOKa Ha BalWIHOCT Ha cepTudukarta 3a 1nobpa
HpOI/ISBO,[lCTBGHa HpaKTI/IKa. I["bp)KaBI/ITC-‘{HeHKI/I, KOUTO HM3II0J3BAT Ta3U
BB3MOXKHOCT 3a 0CBOOOXIaBaHe, choOImaBaT ToBa Ha Komucusra.

Ynen 47

[MpuHIMINTE U PBHKOBOACTBOTO 3a 100pa IMPOM3BOJCTBEHA MPAKTHKA 32
JIEKapCTBEHUTE MPOIYKTH, ITOCOYCHU B uiieH 46, OykBa €), ce IpHemar
noj ¢opmara Ha AMPEKTHBA. Ta3u MsApKa, NpenHa3HaueHa Jla U3MEHU
HECBILECTBEHU E€JIEMEHTH OT HACTOSIIATa JAUPEKTHBA Ype3 JOITBIBAHETO
M, ce IpueMa B CHOTBETCTBHE C IIpoLEAypaTa IO peryjupaHe ¢
KOHTpOJI, Moco4eHa B wieH 121, nmaparpad 2a.

IMogpoOGHO PBKOBOACTBO, OTHACAINO €€ JO TE3M IMPHUHIMIHN, Ce
nyOnukyBa oT Komucusra u ce peBu3npa IpH HEOOXOAMMOCT, KaTo ce
OTYHUTa HAYYHO-TEXHHYECKUAT IIPOTpec.

VMl
Komucusita mpuema ype3 menerupaHd akTOBE B CHOTBETCTBHE C WIEH
121a u cbruacHo ycioBusiTa Ha wieHoBe 1216 u 121B nmpuHuMOuTEe U
pBKOBOACTBaTa 3a A00pa MPOM3BOACTBEHA MpPaKTUKa 32 aKTHBHH
BEIlECTBa, MTOCOYCHN B wWieH 46, OykBa €), mbpBa anuHes U wieH 460.

[Mpunnunure Ha 1n00puUTe IUCTPUOYTOPCKH TPAKTHKH 33 aKTHBHU
BELIEeCTBa, IIOCOYEHU B wieH 46, OykBa €), IbpBa aluHes, ce Impuemar
ot Komucusara non ¢gopmara Ha pbHKOBOJCTBA.

Komucusita npuema pbKOBOJCTBA 3a OpHIMAIHATA OLIEHKA Ha pUCKa C
L[eJl yCTAaHOBSBaHE HA MOIXOAAIIATa A00pa MPOW3BOJICTBEHA MPAKTHUKA
3a eKCUMIIUEHTH, TIoco4YeHa B ujieH 46, OykBa €), BTOpa ajuHes.

Ynen 47a

1. Ilokazarenure 3a 6€30MacCHOCT, IOCOYEHU B WieH 54, OykBa 0), HE
ce IpeMaxBaT, HUTO 3aKpHBAaT YaCTHYHO WJIHM W3IS0, OCBEH aKo HE ca
W3MBJIHECHH CIICIHUTE YCIIOBHS:

a) TUTYJSIPSAT Ha DPa3pelICHHETO 3a IPOHM3BOJCTBO IMPOBEPSBA, IPEIH
YAaCTUYHO WIIM HAIBJIHO [a IPEMaxHe WM 3aKpHe [OKa3aTeinTe 3a
6€30MacHOCT, Tald CHOTBETHHAT JICKAPCTBEH MPOMYKT € aBTCHTHYCH
U Ay He € OWJI TOJIpaBeH;
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0) TUTYIAPAT HA paspelleHHe 3a IMPOU3BOACTBO CIas3Ba ujieH 54, OykBa
0), KaTo 3aMEHs TEe3W IIOKa3aTeNll 3a 0e30MacHOCT C IMOKa3aTelH 3a
6€e30MmacHOCT, PaBHOCTOMHH Ha TSX 10 OTHOIICHUE Ha BH3MOXKHOCTTA
3a TapaHTHpPaHE Ha ABTEHTHYHOCTTA, WACHTH(OUKAIMATA M OCHTYpS-
BaHETO Ha JIOKa3aTelICTBA 3a MOJIPABSIHETO HA JIEKAPCTBEHUS
nponaykT. Tasu 3aMsHa ce W3BBPIIBA, O3 Ja ce OTBaps MbPBHYHATA
OIIAKOBKA II0 CMHCBJIa HA ONpeJelIeHHeTo B dieH 1, Touka 23.

ITokazarenure 3a 0E30MACHOCT CE CUMTAT 3a paBHOCTOﬁHH, aKo:

1) OTroBapAT Ha W3UCKBAaHMATA, OMNPEACICHU B JICJIETHPAHUTE
aKTOBE, MPUETH B CHOTBETCTBUE C WieH 54a, maparpad 2; u

il) ca cpIIO TONMKOBa €(EKTUBHHU, KATO IMMO3BOJISIBAT IIpOBEpKara Ha
ABTCHTUYHOCTTA W  WICHTU(PUKALMATA HA  JICKQPCTBEHUTE
MIPOAYKTH U OCUTYpSBAHETO Ha JIOKA3aTeJCTBA 3a IMOJIPaBIHETO
Ha JICKAPCTBEHUTE MPOAYKTH;

B) 3aMsHATa Ha IIOKa3aTeJMTe 3a OE30IaCHOCT ce WU3BBPIIBA B CHOT-
BETCTBHE C MpUJIOXHMaTa Ja00pa NPOU3BOJICTBEHA IPAaKTHKA 3a
JICKapCTBEHU NMPOAYKTH; U

F) 3aMsHaTa Ha TOKa3aTeluTe 3a 0e30MacHOCT MOJJICKU Ha Haa30p OT
CTpaHa Ha KOMIICTCHTHHSA OpraH.

2. Turynsdpute Ha paspelieHUs 3a IPOU3BOJCTBO, BKIIOUUTEIHO
Te3H, KOHTO H3IBIHABAT JEHHOCTHTE, IOCOYeHM B maparpad 1 ot
HACTOSIIUS YJIEH, CE CUMTAT 3a MPOU3BOAUTENN U CIEJOBATEIHO HOCAT
OTrOBOPHOCT 3@ BPEAM B CIIlydauTe W IPH YCJIOBUATA, NPEIBUIEHHU B
HupekrtuBa 85/374/ENO.

Ynen 48

1.  JIbpKaBUTE-YICHKH MPEINPUEMAT BCHYKH MOJXOJISIIA MEPKH, 3a
Jla OCHTYPSIT Ha TUTYJISIpa Ha Pa3peuicHUETO 3a MPOU3BOJCTBO TI0 BCSKO
BpeME U HENPEeKbCHATO YCIYTUTe Ha TOHE €IUH KBaJU(pHUIUpPaH
CHCLUAINCT, B CHOTBETCTBHE C YCJIOBHSTA, MPEABUACHH B uieH 49,
OTIOBOPEH B YAaCTHOCT Jla H3IIBJIHSABA 3aJbJDKEHHSTA, OINpPEICIICHH B
e 51.

2. B cnywail 4We TUTYJSpPBT Ha pa3pelIeHHETO 3a IPOM3BOJCTBO
JUYHO OTroBapsi Ha YCJIOBHATA, OMpeneneHd B uieH 49, 1ol moxe
caM Jia moeMe OTTOBOPHOCTTA, 3a KOATO ce oTHacs maparpad 1.

Ynen 49

1.  JIppKaBUTe-WICHKH TapaHTUpPAT, Y€ KBAIU(GHULIUPAHOTO JIHLE
cpriacHo wieH 48 orroBaps Ha M4 ————— <« ycioBus 3a
KBaU(UKaIKs, yCTAaHOBEHH B maparpadu 2 u 3.

2. Kpanmuduuupanoro nuue IpUTEXaBa AUILUIOMA, CEPTU(PUKAT WIU
Ipyr IOKYMEHT 3a mpodecuoHanHa KBanu(uKanus, MOIYYEHO Clek
3aBBpIICH YHHBEPCHTETCKH Kypc Ha oOydeHHme WM Kypc, NpU3HAT 3a
€KBUBAJIEHTEH OT ChOTBETHATA JbPXKaBa-WICHKA C MPOJBIKUTEIHOCT OT
Hai-ManKo 4 TOIMHHU HA TEOPETHIHO M MPAKTHUECKO OOydUeHHe, Mo efHa
OT CIIC[HHUTE HAYYHH AUCLIUIUINHU: (hapMamusi, MEJWIMHA, BEeTepPUHAPHA
MEIMIVMHA, XUMUsI, (hapMalleBTUYHA XMMHS U TE€XHOJOTHUS, OHOIOTHS.

MpHHAMaNHaTa TPOABIDKUTEIHOCT Ha YHHBEPCHTETCKUS Kypc MOXe J1a
Obae 00aue TPH U MOJOBUHA TOAUHH, aKO € MOCNIEBaH OT LEJIOrONIICH
KypC Ha TEOPETHYHO M MPAKTHYeCKO oOyudeHHe, BKIIOYBAIL O-MeceueH
Kypc mo ¢dapmarnus B OOIIECTBEHA anTeka, yJOCTOBEPEH C H3IMUT Ha
YHHBEPCHUTETCKO HHBO.
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[Ipn Hamuume Ha JABa YHUBEPCUTETCKH Kypca WIH €THOBPEMEHHO
CBIIECTBYBAHE Ha JIBa Kypca, IPU3HATH OT JbpXKaBara 3a €KBUBAJICHTHU
B IbpKaBa-wICHKA, W aKO E€AWHMUAT NPOABIDKaBa YETHPU TOIUHH, a
JIpYTUAT — TPU TOAWHM, TPUTOJUIIHMAT, 3aBBPIIBALL C I0JyyaBaHe
Ha JUIUIOMa, CepTU(HKAT WIH IPYyro CBUICTEICTBO 3a OQHIUATHA
KBaIMN(UKAIMA, MOTYYEHO CJIE 3aBbPIIECH YHHBEPCUTETCKU KypC WIH
MIPU3HAT €KBHBAJICHT, C€ Pa3IJIieKJa KaTo OTroBapsll Ha YCIOBHETO 3a
MPOABIDKUTENIHOCT CBIJIACHO BTOpATa alMHes, JOKOJIKOTO JUINIOMUTE,
cepTU(UKATUTE WIH IPYTHTE CBUIETENCTBAa 32 OQHIMaNHA KBAIU(H-
Kalusi, MOJY4YEHU IpPU 3aBBPIIBAHETO HA JBaTa Kypca, ceé IpU3HaBar
32 €KBMBAJEHTHH OT BBIPOCHATA JAbpPXKaBa.

KypchT BKIIOUBAa TEOPETHYHO W MPAKTHIECKO OOy4YEeHHE, OCHOBABAIIO
ce Half-MaJlko Ha CIJIEJIHUTE OCHOBHH MNpPEIMETH KaTO MUHUMYM:

— EeKCIepUMEHTalHa (Qu3nKa

— 06].[13. N HCOpraHn4yHa XUMHs
— OpraHn4Ha XUMHA
— AQHaJIMNTU4YHA XHUMMHA

— (apManeBTHYHA XUMHs, BKIIOYBANIA AaHAIW3 HA JIEKAPCTBEHHTE
IPOIYKTH

— o0I1ma u npuiaokHa OMOXUMHUsS (MEIUIMHCKA)
— (uzuonorus

— MHKpPOOHOJIOTHUS

— ¢dapmaxonorus

— (apmameBTHYHA TEXHOJOTHS

— TOKCHKOJIOTHUS

— (dapmakorno3uc (uM3y4aBaHe Ha ChCTaBa M C(PEKTUTE Ha ECTECT-
BEHUTE AaKTHBHH CBCTaBKM OT PACTUTENCH M  )KUBOTHHCKHU
TIPOU3XOI).

OOyueHueTo 1o Te3u HpeAMETH ciiesBa Ja Obae Taka OanaHCHpaHO, de
Jla TIO3BOJIM Ha CHOTBETHOTO JIMIIA Jia H3IBJIHSABA 3aIbDKCHUSTA CH,
ompezeneHu B wieH S1.

Tpi KaTo HAKOM IUIUIOMH, CEPTU(HKATH HIM JOPYTH JNOKYMEHTH 32
npodecuoHanHa KBadH(HKALUs, ITIOCOYCHW B aJHMHEs IbpBa, HE
OTroBapsT Ha KPHTEPHHTE, YCTAaHOBEHH C HACTOSAIIUs maparpad,
KOMIIETEHTHUTE OpraHW Ha JIbp)KaBaTa-4JIeHKa CJIe/IBa J1a yJIOCTOBEPST,
4e CHOTBETHOTO JHMIE IPHUTEKABA CBUICTEICTBO 332 HEOOXOJMMHTE
3HaHUS M0 MO-TOpPE BKJIIOUEHHUTE MPEIMETH.

3. Or KBaNM(QUUUPAHOTO JMIE CE€ M3UCKBA Ja HMa Hail-Maliko
JBYTOAMILICH HPAKTHYECKH OMUT B €IHO M MOBEYE MPEAIPHATHS, B
KOMTO € pa3pelIeHO MPOU3BOACTBO Ha JIGKAPCTBEHU MPOAYKTH, 1A €
y4yacTBajJIO B KAYE€CTBCHU aHAJIU3 HA JICKAPCTBCHUTE MPOAYKTH, B KOJIU-
YECTBCHHUSI aHAIM3 HA aKTUBHUTE CyOCTAHIUH M B IPOBEPKATA M M3IUT-
BaHETO HA JICKAPCTBEHUTE MPOMYKTH.

HpOZ["bJ'DKI/ITeHHOCTTa Ha NPAKTUYCCKHA OIUT MOXKE Ja 6'[:2[6 HaMaJICHa C
€IHa TOAWHA B CIIYYaUTE, KOTaTO YHUBCPCUTCTCKUAT KypC € C INpOAbJI-
JKHTEITHOCT HaM-Majako 5 roavHu, U ¢ roavHa M IMOJIOBUHA B CIIy4YauTe,
Koraro € ¢ nNpoabJDKUTCITHOCT 6 TOOWHH.
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Ynen 50

1. Jlune, aHraxupaHo ¢ (QYHKIMUTE HA CHEHUAIUCT CHIIACHO HICH
48, or MomeHTa Ha mnpwiaraHero Ha J[upektuBa 75/319/EMO B
Ibp)KaBa-wICHKa, WMa IMpaBO Jia TNPOABIDKA Ja W3IbBIHABA TE3H
¢byukiun M4 B O6mHoctTa <, 6e3 a OTroBaps Ha paslopeaOuTe
Ha uneH 49.

2. TaTynasapbT Ha AWIUIOMA, CepTH(UKAT WIM JAPYT IOOKYMEHT 3a
npodecuoHanHa KBaNM(UKALWs, HW3JaJeHH TPH 3aBbPUIBAHETO Ha
YHHUBEPCUTETCKM Kypc MJIM Ha Kypc, MpU3HAT OT CHOTBETHATa
Ibp)KaBa-wIeHKa KaTo EKBHBAJCHTEH [0 HAy4YHH JUCLHUIUIMHH,
paspeuiaBalii My Ja H3I'bJIIHSABA (l)yHKHI/II/I Ha CHenuaJucCT CbhIJIAaCHO
e 48 U B CHOTBETCTBHE CHC 3aKOHOIATEJICTBOTO HA Ta3H Jbp)KaBa-
4JIeHKa, MOXe, B Cllydail 4e e 3amodHan Kypca mnpeau 21 mait 1975 r.,
Jla ce CYMTa 3a JOCTAThYHO KBaMM(UIMpaH Ja U3IBIHABA JACHHOCTHTE B
chlllaTa Jbp)KaBa ChbIVIACHO wieH 48, camMo ako e OWJl BKIIIOYEHO B
U3BBPIIBAHETO HA CJIEOHUTE MACHHOCTH 3a Hal-MalKo JABE TOJUHHU
mpeau 21 maii 1985 r., mocnenBanid HOTH(GHIIMPAHETO HA HACTOSIIATA
MUPEKTHBAa, B €IHO WJIM T[IOBeYe pa3pelieHH HampaBiCHUS 3a
MIPOM3BOJICTBO: YIPaBJIEHHE Ha MPOW3BOJCTBOTO /WM KOJIWYECTBEH M
Ka4yeCTBEH aHAJIM3 Ha aKTHBHUTE CyOCTaHIUM, KaKTO M HeoOXxoxumara
IpOBepKa M M3IUTBAHE NOA MPEKUs KOHTPOJ Ha JIMIE CHITIACHO WIEH
48, c 1en ocurypsiBaHe KayeCTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH.

B cuyuaii We CBOTBETHOTO JHIE IIPUTEkKABA IPAKTHYCCKH OIUT
ChIVIACHO IIbpBa anuHess npeau 21 wmait 1965 1., 3a nga Obae
BKJIIOYCHO B M3IBJIHCHHETO HA II0-TOPHUTE ICWHOCTH, OT HEro Cce
W3UCKBa JIa 3aBBPIIM JIOMBIHUATEIHO €IHOTOJUIIHO MPAKTHYECKO
o0ydeHHe, B ChOTBETCTBHE C YCIOBHSITA, YCTAHOBCHH B AIMHES ITBPBA.

Ynen 51

1.  JIbpaBUTE-4IEHKH MpPEIIpUEMaT BCHUKU MOJXOIAIINM MEPKH, 3a
Ja TapaHTUpaT, 4e KBANHM(DUIHMPAHUAT CHEHUAJHCT ChIIAacHO 4ieH 48
HE3aBHUCUMO OT OTHOLICHHATA My C TUTYJspa Ha pPa3pelleHHeTo 3a
TIPOU3BOJICTBO, HOCH OTTOBOPHOCT, B KOHTEKCTa Ha MpOLEAypHUTe, ycTa-
HOBEHHU C WIEH 52, 3a rapaHTUpaHe:

a) 3a JIEKapCTBEHH NPOJIYKTH, NPOU3BEJICHH B PAMKHUTE Ha CHOTBETHUTE
IbPKaBU-WICHKH, Y€ BCAKAa MapTHAAa JICKApCTBEHW IPOLYKTH €
Npou3BeiecHa W TMpOBEpeHa B CHOTBETCTBHE CBC 3aKOHUTE,
JieficTBaIllM B Ta3W IIbp)KaBa-wiICHKa M CHIVIACHO HM3UCKBAHUATA Ha
pa3peneHneTo 3a ThPTroBHUS;

0) B ciyyail Ha JIEKAPCTBEHU NMPOAYKTH C M3TOYHHK OT TPETH CTPaHH,
HE3aBUCHMO ) NPOJNYKTHT € Omi mpousseneH B OOmHOCTTa, 4e
BCsAKa MpPOM3BEICHA MapTUAa € NpEeMHUHAjJa B JIbpKaBaTa-4yJIcHKa,
IIBJIEH KAueCTBEH aHaju3, KOJIWYECTBEH aHalIM3 Hail-MaJko Ha
BCUYKH AaKTUBHH BEIIECTBA W BCHYKM JAPYT'M H3CIEIBAHUS WM
MIPOBEPKH, HEOOXOAMMH 3a OCHTYpSIBaHE Ha KauecTBOTO Ha JeKap-
CTBEHUTE HPOAYKTH B CHOTBETCTBHE C H3HCKBaHMATA Ha
pa3pelIeHUEeTo 3a ThProBUsl.

MU
3a JexkapCTBEHM NPOIYKTH, NpeJHA3HAuCHU 3a IyCKaHe Ha Iazapa B
Ch103a, KBATU(QHUIUPAHUAT CICHHAIUCT 10 uwieH 48 rapaHTHpa HaHa-
CSIHETO BBPXY ONAKOBKAaTa Ha [OKa3zaTelIuTe 3a Oe30MacHOCT,
MOCOYCHH B WiieH 54, OykBa 0).

[MapTuanTe OT JEKApCTBEHH MPOAYKTH, KOUTO ca OWJIM MOIUIOKEHH Ha
TaKbB KOHTPOJ B €IHA IbpKaBa-dylieHKa, clienBa jJa ObAaT OCBOOOICHU
OT KOHTPOJI, aKO c€ MpOoJaBaT B Ipyra IbpxaBa-wWICHKA, MPUAPYKEHU C
JOKYMEHTH 3a KOHTPOJ, MOAMUCAHH OT KBATU(QHUIMPAHUS CHEIUAIIHCT.
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2. B ciyuail ye nekapcTBEHHM NPOIYKTH, BHACAHU OT TPETa CTpaHa,
KBJIETO Ca CKIIOUCHH HEOOXOAMMHUTE cropasyMeHHs Mexxy OOmHocTTa
U CTpaHaTa W3HOCUTEN C LEJ TapaHTHpaHe, Y€ IPOU3BOAUTENAT Ha
JEeKapCTBEHHUs MPOAYKT NpUilara CTaHAApTH 3a Jo0pa IpOH3BOACTBEHA
[IPaKTHKA, €KBUBAJICHTHH Ha ycTaHOBeHUTe B OOINHOCTTA, a Taka ChIIO
W Y€ KOHTPOJBT, IOCO4YEH B OykBa 0) Ha mbpBaTa ajuHes Ha maparpad
1, ce ochIecTBABa OT CTpaHAaTa H3HOCUTEN, TO KBATU(DHUIMPAHUAT
CIELHAIUCT MOXe J1a ObJe 0CBOOOAEH OT U3BBPIIBAHE Ha KOHTPOIL

3. BbB BcuukM Cioydam M B YAacTHOCT Ha JIGKAPCTBEHH INPOAYKTH,
IMyCHAaTH B Npojax0a, KBaTH(QUIMPAaHUAT CHEIUATHCT TPIOBa a yIocC-
TOBCPU B DPCTUCTBP WM B CKBUBAJCHTCH NOKYMCHT 3a Ta3u LCJI, Y€
BCSIKA TapTHIA MPOAYKOWS OTroBaps Ha paslopenOuTe Ha HACTOSIIHS
YjieH; TOpENOCOYCHUSTAMEHATUAT PETUCThpP WM  EKBHUBAJICHTEH
JOKyMEHT TpsiOBa na ObAe ChXpaHSABaH 10 JAaTaTa Ha MPHUKIIOYBAHE
Ha BCHYKH OIEpaIU U TPAOBA 1a OCTaHEe Ha Pa3MOJIOKEHUE HAa CHTPYI-
HUIIMTE HA KOMIIETEHTHUS OpPTaH 3a IEePHO/I, ONPECICH B pa3nopeaouTe
Ha CHOTBETHATa IbpKaBa-ujieHKAa W BBB BCEKW CIy4aill Hali-mamko 3a 5
TOJIMHHU.

Ynen 52

JIbpKaBUTe-WICHKH TrapaHTHpaT, 4e KBAIM(UIHUPAHUTE CHELUATUCTH
CBITIACHO wieH 48 U3IBIHABAT 3aJbJDKCHUATA CH WIM 4pe3 IpHiIaraHe
Ha aJIMUHUCTPATMBHM MEPKHM, WM 4Ype3 HajJaraHe Ha Te3M JIMLA Ha
3abIDKCHHE 3a Clla3BaHe Ha NMpodecHOHANeH KOAEKC Ha IOBEJICHHE.

JIpprkaBa-ueHKa MOXKE /1a HAJIOKM BPEMEHHO OTCTPaHSIBaHE HA TaKOBa
JUIE Ype3 3alo4yBaHE HA aJIMHUHUCTPATUBHU W JUCUUILUTUHAPHH
MPOLIEYPH Cpelly HEro, B Cllyyail Ha HEeM3IbJIHEHHE Ha 3aJbJDKEHUSTA

My.
YM11
Ynen 52a

1. Buocurenure, NPOU3BOAUTEINTE U IUCTPHUOYTOPUTE HAa AKTHBHHU
BEIEeCTBA, KOUTO ca ycTaHOBeHH B Cbr03a, pEeruCTpUpaT JAEHHOCTTa CH
NpY KOMIIETEHTHHS OpraH Ha [bp)KaBaTa-4JieHKa, B KOSATO ca yCTa-
HOBEHHU.

2. O@opMymsApBT 3a pETUCTpalusl BKIIOYBA HaW-MallKo CiexHaTa
uHpopmarys:

1) uMe uau ¢upMa U MOCTOSIHEH alpec;

il) aKTUBHUTE BEIIECTBA, KOUTO I€ €€ BHACAT, IMPOMU3BEXKIAT WIN
Pa3IpOCTPaHsBAT;

iil) TaHHW OTHOCHO IIOMEIICHHATA WM TEXHHYECKOTO O0OpyIBaHEe 3a
JIEHHOCTTA HM.

3. Jlumara, mocoueHu B maparpad 1, momaBaT Qopmynspa 3a
perucTpauysi 10 KOMICTSHTHHUSI OpraH Hal-Majiko 60 IHU mpenu IUTaHH-
PaHOTO Hayajuo Ha JEHHOCTTA HMM.

4. KoMmeTeHTHHST OpraH MO)Xe, Bb3 OCHOBA Ha OIIeHKAa Ha pHCKa, 1a
pen Ja W3BBPIIM HHCIEKIHS. AKO KOMIIETCHTHHUST OPraH yBEIOMH
3asBUTENA B CpoK 60 IHM OT moiydaBaHe Ha (DOpMyJsipa 3a PErucT-
pamusi, 4e me Obae W3BBPIICHA HMHCIEKIHS, AEHHOCTTa He 3arodvsa,
npeay KOMIETEHTHUSAT OpraH Ja € yBEJOMMWII 3asBHUTEIs, Y€ MOXE Ja
3arovHe JeiHoCT. AKO B cpok 60 JHHU OT mosyyaBaHeTo Ha (opmysipa
3a perucTpands KOMIETEHTHHSAT OpraH He € YBEIOMIJ 3asBUTENS, de
me 6’};}16 U3BBPUICHA HWHCHCKIUA, 3adBUTCIIAT MOXE Ja 3alo4He
IEHHOCTTa CH.
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5. Jlumarta, mocoueHn B maparpad 1, eXEromHo NPeNCTaBAT Ha
KOMITETEHTHUS OpraH CIHCHK C BCUUKU HACTHIMIM MPOMEHH B HH(POP-
MalysATa, MPEJOCTaBeHa BBB (OpMyJsipa 3a perucrpanus. Bceudkn
MPOMEHH, KOUTO MOTaT Ja TOBIMSAT Ha KAaueCTBOTO WJIM Ha Oe3omac-
HOCTTa Ha aKTHBHHTE BEIIECTBA, KOMTO CE MPOM3BEXKIAT, BHACAT WIIH
pasnpocTpaHsBaT, TpsOBa a ObJaT chOOIEHH He3a0aBHO.

6. Jluuara, mocoueHu B maparpad 1, KOUTO ca 3amovHalIK JCHHOCTTa
cu npenu 2 suyapu 2013 1., mogaBatr ¢opMmyisipa 3a peructTpanus 0
KOMIIETEHTHUs opradH no 2 mapt 2013 1.

7.  JbpkaBUTe-wICHKUM BbBEXAAT HHGPOpPMalMATA, IMpPEACTaBeHa B
CBOTBETCTBHE C Maparpad 2 OT HACTOSIUS WIeH, B 0a3aTa JaHHH Ha
Cpro3a, nocodyeHa B uieH 111, maparpad 6.

8.  HacrosuusaT 4iaeH He 3acsra wieH 111.

Ynen 526

1. HesaBucumo ot uieH 2, maparpad 1 u 6e3 ma ce 3acsara gt VII,
IbPXKaBUTE-WICHKH MHpeAnpUeMaT HEoOXOJUMHUTE MEpKH, 3a JAa INpel-
OTBpaTAT MyCKaHeTO B oOpalleHne Ha JIEKapCTBEHUTE NPOLYKTH,
BbBeZeHH B CbI03a, HO HENpeJHA3HAueHU 3a IIyCKaHe Ha Iasapa Ha
Cpro3a, KOraro MMa JOCTaThYHO OCHOBAHMSA 3a CbMHEHHS, 4Y€ Te3U
HOPOAYKTH ca (almupUIpaHy.

2. 3a 5a ycTaHOBH KOHM ca HEOOXOAMMHUTE MepkH mo maparpad 1 ot
HacTosmus wieH, KoMucusata Moxe ma mnpuema, MOCPEACTBOM Jele-
TMpaHd aKTOBE B CBOTBETCTBME C wieH 12la um npu cnasBaHe Ha
ycioBuiTa Ha uieHoBe 1216 u 121B, Mepku 3a JOIbIHEHHE Ha
pasnopendute B maparpad 1 OT HacTOSIIHMS WICH MO OTHOILICHHE Ha
KPUTEpUUTE, KOUTO €€ B3eMaT MpelBHJ, U IO OTHOIIEHHE Ha
NPOBEPKUTE, KOUTO CE€ NPOBEXKJAT IPU OLECHKAaTa BBB BPb3KA C
BB3MOXKHOTO (hanmupuIupaHe HA JEKapCTBEHH IPOIYKTH, BHBEICHH B
Cpl03a, HO HENpeIHA3HAYEHU 3a IIyCKaHe Ha Iasapa.

vB
Ynen 53
PasnopenOure Ha Hacrosllara riaBa ce IMpWiaraT M 3a XOMEONAaTU4YHU
JICKAPCTBEHU MPOIAYKTH.
VY%
ETUKETUPAHE " JIMCTOBKA C YIIBTBAHE B OITAKOBKATA
Ynen 54
Bbpxy BBHIIHATA, MM aKO TaKaBa HsAMa, BbPXY ITbPBUYHATA OIMAKOBKa
Ha JICKAPCTBCHUTE MPOIYKTH CE€ MOCTABSAT CICAHUTE TAHHU:
VM4

a) HAUMEHOBAaHHMETO Ha JICKAPCTBEHUS MNPOAYKT, IMOCJIEABAHO OT
HeroBaTa KOHIIGHTpauus W (apMaleBTHYHa (opMa H IPH HEoOXo-
JUMOCT OT MHGOpMalMs Jalu € IpeJHa3HaueH 3a Oebera, Aela WK
BB3PACTHH; KOTaTO MPOXYKTHT ChABPKA A0 TPH aKTHBHH BEIIECTBA,
ce BKJIIOYBA MEXIyHapOJHOTO My HENaTeHTOBAHO
nanmeHoBaane (INN), mnm ako HsAMa TakoBa, OOMIONPHETOTO MY
HaMMEHOBAHHUE;
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0)

r)

1)

m

CbAbpPKAHNEC Ha AKTUBHUTEC BCUICCTBA, HM3PA3C€HU KOJHNYCCTBECHO H
Ka4€CTBCHO 4YpE3 CAWHHUIIaTa 3a J03a WK CIIOpEd HadyuHa Ha
npujiaraHe — 3a JaJcH 00eM W TErJI0, KaTOo C€ U3II0JI3BaT 001110~
NIPUETUTE UM Ha3BaHUS,

(dapmarieBTH4yHaTa (hopMa M TETJIOBHO ChIbpiKaHHe, 00eM miu Opoit
Ha JO3WUTE Ha NPOIYKTA;

CNIMCHK Ha JONBIHHUTEIHUTE BEIIECTBA C IO3HATO HEHCTBUE WIH
ebexr wu BrmoueHu B P M4 noapobHoTOo pBKOBOACTBO «,
W3AJICHO B CBHOTBETCTBHE C uieH 65. B ciyuaii obave, ue
IOPONYKTBT CE€ MHXKEKTHpa WM C€ Mpuiara JIOKalHO WIH € 3a
IIPUJIOKEHUE B OUYMTE, TPsOBa Na OBJAT BIUCAHM BCHYKH JAOIBJI-
HUTEJHHU CHCTaBKH;

MCETOA Ha IMpujlaraHe v, ako € HCO6XO}1HMO, Ha4YMH Ha IpHUCMaHE.
OcraBs ce MACTO 3a OTOEsI3BaHE Ha npeamnucanata J03MPOBKa,

CIICUAIHO NPEAYNPEIKACHUE, Y€ JICKAPCTBCHUAT NPOAYKT Tp$I6Ba Ja
C€ CBXpaHABa Oaj€d OT A€Ha W U3BBH 3PUTCIHOTO UM IIOJIC,

CHELMAIIHO TpEeAyNpEexXJeHue, ako € Heo0XoAuMO 3a TO3HU
JIEKapCTBEH IPOAYKT;

CPOKBT Ha TOIHOCT, MOCOYEH SCHO (MECeL/TOlINHA);

CIICIUAJIHU MEPKU IPU CBXPAHCHUE, aKO € IPHUIIOKHUMO,

ciequUYHN Tpenna3Hu MEepKH 3a OTCTpaHsSBaHE Ha HEymoTpeos-
BaHHUTE JICKAPCTBEHH MNPOAYKTH WIH OTHAABLIUTE, MOIYYCHH OT
JEKapCTBEHH IMPOAYKTH, KOraro € HeoOXOOUMO, KakTo H
mpernparka KbM BCSKa MOJXOJSIIA CUCTEMa 32 ChOUPAHETO UM,

UMETO W aJpechT Ha TUTY/Ispa Ha pas3pellieHHe 3a TbProBHs W,
KBJIETO € MPHIOKHMO, MMETO Ha NPEACTaBUTENS, YIBIHOMOIIECH
OT TUTYJsApa Aa ro NpeiCTaBIIABa;

HOMEPBT Ha Pa3pelIeHUETO 3a ThProBUs Ha JIEKApCTBEHUS NPOIYKT;

MIPOU3BOACTBCHUAT HAPTUACH HOMEP;

IIpU JIEKapCTBEHH MPOAYKTH, 3a KOMUTO HE CE H3UCKBAa DELENTa,
yKa3aHus 3a ynorpeoa;

3a JICKAPCTBEHH MPOIYKTH, Pa3lUYHH OT paanodapManeBTUIMTE,
MOoCcOuUeHH B WieH S54a, maparpad 1, mokaszarenu 3a 0Ge30MacHOCT,
KOMTO [aBaT BB3MOXKHOCT AUCTPHOYTOPUTE HA €IpO M JIMIara,
HOJIy4WJIM  pa3pellicHHe WIM MPaBO [a JOCTaBsT JICKAPCTBEHU
MPOAYKTH Ha MOTpPEeOUTENHUTE:

— Jla TIpOBepsIBAT aBTEHTHMYHOCTTA HA JICKAPCTBEHHS MPOIYKT, U
— Ja uaeHTU(GUIMPAT OTACIHU ONAaKOBKH,

KaKTO U CPEJICTBO, MO3BOJISBAIIO MPOBEPKa Ha TOBA, A BHHIHATA
OMakKkoBKa ¢ Ouiia MOJIpaBeHa.
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VY M1l
Ynen 54a

1. JlekapCTBeHUTE MPOMYKTH, 32 KOMTO C€ M3UCKBA JIEKApCKO Mpe.-
OKCAaHKE, Ca C HAHECEHH MOKa3aTesu 3a 0e30MacHOCT 1Mo wieH 54, Oyksa
0), OCBEH aKO HE Ca BKIIOUCHH B CHOTBETHHS CIIUCHK B CHOTBETCTBUE C
nporenypara mo naparpad 2, 6ykBa 0) OT HACTOSIIUS YJICH.

JlekapcTBeHUTE NMPOAYKTH, 32 KOHTO HE C€ HM3HCKBA JIEKAPCKO Ipel-
MHICaHKe, HAMAT HAaHECEHM IOKa3aTenu 3a 0e30macHOCT IO uieH 54,
OykBa 0), OCBEH aKo, MO HM3KJIIOYEHHE, HE Ca BKJIIOYEHH B CHOTBETHUS
CIIHCHK B CHOTBETCTBUE C Mpoleaypara mo maparpad 2, Oyksa 0) oT
HACTOSIIMS WIEH, ClIeJ KaTo ca MOJYYWIN OLEHKA, 4e ca M3JI0KEHH Ha
pHCK OT danmuduIupane.

2. Kowmmucwusra, ype3 enerupaHy akToBe B ChOTBETCTBUE C WieH 121a
W MU CHa3BaHe Ha yCJIOBUATA Ha wieHoBe 1210 u 1218, npuema Mepku
3a JIObJIHEHHE Ha 4jieH 54, OykBa 0) C LieJl YCTaHOBSIBaHE Ha MOAPOOHU
IpaBuia BbB Bpb3Ka C IIOKA3aTeIMTE 3a OE30IacCHOCT MO WieH 54,
OykBa 0).

B JACJICTUPAHUTEC aKTOBC C€ IMOCOYBAT:

a) XapaKTepPUCTHKUTE W TEXHUYECKUTE CIelu(pUKalu Ha WHIUBH-
NyaJHUs UICHTU(QUKAIMOHEH Oeller 3a MoKa3aTeuTe 3a 6e30IacHOCT
o wieH 54, OykBa 0), TIO3BOJISIBAIl IPOBEpKaTa Ha aBTEHTUYHOCTTA
Ha JICKAPCTBEHHUTE IMPOAYKTH M HACHTH(HKALMATA HA OTICIHHUTE
OIaKkoBKH. [Ipu ycTaHOBsIBaHE Ha IOKa3aTENUTE 3a OE30IaCHOCT Ce
OT/IeNs IBDKMMOTO BHHMAaHHE HAa Pa3sxoAHATa MM C()EeKTHBHOCT;

0) CIHECBHLUUTE, CHABPKAIIU JICKAPCTBCHUTE MPOAYKTH WM KATETOPUU
OPOAYKTH, KOUTO B CiydYail Ha JICKAPCTBEHH MPOJYKTH, 338 KOHTO
Ce WM3HCKBAa JIEKAPCKO IPEAIMCaHUe, He TpsOBa Ja ca C HAHECCHH
HoKa3aTelqd 3a OE30MacHOCT, a B ClIy4yauTe Ha JICKapCTBEHH
TPOAYKTH, 33 KOMTO HE Ce M3MCKBA JIEKAPCKO MPEAIMCAHUE, TPsIOBa
Jla ca ¢ HAHECEHHU MOKa3aTeln 3a 0e30I1acHOCT No wieH 54, Oykaa o).
Te3u cHUCHUM CEe M3rOTBAT, KAaTO CE B3eMa IPEABHJ PUCKBT OT
(damumdunpane U PUCKBT, TOPOJCH OT TakoBa (ammmduIrpane,
CBBp3aH C JIEKAPCTBEHH MPOAYKTH WM KATETOPUU JIEKAPCTBEHH
OPOAYKTH. 3a Ta3u LEN Ce MPUIaraT Hall-MajlKo CICIHUTE KPUTCPHH:

1) meHa ¥ 00eM Ha MpOAaXOUTE Ha JIEKAPCTBEHUs NPOAYKT;

ii) Opoii M dYecToTa Ha MHUHAJIMTE CJly4ad Ha Qanmupuuupanu
JIEKapCTBEHU MPONYKTH, PETHCTPUPaHU B paMkuTe Ha Cbhro3a U
B TPETH CTpaHH, M NpOMsSHA B Oposi U dYecToTa Ha MOAOOHHU
Cllydad B MCTOPHYECKH IUIaH;

1il) cneuupuUYHU XapaKTEPUCTUKU Ha CbOTBETHHUTE JIEKAPCTBEHU
HPOIYKTH;

V) TeXecT Ha 3a00JIABaHHSTA, YHCTO JICUCHHE CC LICIIH;
V) Opyr¥ MOTEHIMATHH PHCKOBE 32 OOIISCTBEHOTO 3/paBe;

B) IpoLeaypuTe 3a yBenomsBaHe Ha Komucusara cwbriacHo maparpad 4
U Obp3a cHCTeMa 3a OLCHKAa M B3€MaHE Ha PEIICHHE BHB BPB3Ka C
TEe3M yBEJOMIIEHHs 3a LEIUTe Ha MpUaraHeTo Ha OykBa 0);

T) penbT M YCIOBHATA 3a MPOBEpPKa Ha IMOKa3aTeauTe 3a 0€30MacHOCT 10
wieH 54, OykBa 0) OT NPOU3BOJUTENH, IAUCTPUOYTOpPH Ha elpo,
(dapManeBTM W JMIA, NOJNYYWIH pa3pelieHHe WIM TpaBo Ja
JOCTaBAT JIEKapCTBEHH NPOJYKTH Ha MOTPEOUTENUTE, U OT KOMIIET-
E€HTHUTE OpraHu. Te3u YCIOBUS W peja IO3BOJISABAT IPOBEpKa Ha
ABTEHTHYHOCTTAa Ha BCSKa JOCTAaBEHA OIAKOBKA OT JIEKAPCTBEHHTE
IPOJYKTH C HAHECEHU IIOKa3aTeldM 3a O0e30MacHOCT Mo uwieH 54,
OykBa 0) U ompeznenar o0XBaTa Ha MpoBepkaTa. [Ipu ycTaHOBSIBAHETO
Ha TE3W YCIOBHS W pEJ Ce B3eMaT HpeABHJ] OCOOCHHUTE XapakTe-
PHCTHKH Ha BEPUTHTE Ha JIOCTaBKa B IbP)KaBUTE-WICHKH M HEOOXO-
IUMOCTTa OT TapaHTHpaHe Ha MPOMOPLUUOHATHO BB3ICHCTBHE HA
MEpPKHTE 3a MPOBEpPKa BBPXY ONpPENENICHH YYaCTHHUIM BHB BEPUTHUTE
Ha JIOCTaBKa;
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II) pa3nopendy 3a YCTaHOBSBAHETO, YIPABJICHHETO U JOCTHIHOCTTA HA
cUcTeMaTa OT PErHCTPH, B KOUTO CE ChAbpPXKa MH(POPMALIUS OTHOCHO
rokaszarenure 3a 0e30MacHOCT, IMO3BOJsABAllA WACHTH(UKauusATa |
MpoBepKaTa Ha aBTEHTUYHOCTTA HA JICKAPCTBEHUTE IPOAYKTH,
KakTo € mpeaBuaeHo B wWieH 54, OykBa o). Pasxoaurte 3a
cuUcTeMaTa OT PErHCTPU Ce MOEMaT OT TUTYJISPUTE Ha pa3peuICHUsITa
32 MPOU3BOJCTBO HA JICKAPCTBEHHTE MPOIYKTH C HAHECECHH IOKa-
3aTeIM 32 0E30IacHOCT.

3.  Tlpu npuemaneTo Ha mocoueHuTe B nmaparpad 2 mepku Komucusra
o0pbIIa IBHKUMOTO BHUMAaHUE Hai-Mallko Ha CIIEIHOTO:

a) 3alMTaTa Ha JUYHUTE JaHHH, [IPEeABHAEHa B IpaBoTo Ha Cbio3a;

0) 3aKOHHHTE WHTEpPECH OT 3alliTa HA IOBEpPUTENHATa THPrOBCKA
uHdopmarus;

B) COOCTBEHOCTTa W IOBEPUTENHOCTTAa HA JAaHHWUTE, IOJIYYEHH dYpe3
M3M0JI3BaHETO HA TOKAa3aTeNuTe 3a 0Ee30I1acHOCT; U

r) pa3xoAHaTa €(eKTHBHOCT HAa MEPKUTE.

4.  HanwonamHWTe KOMIIETEHTHH oOpraHu yBegomsBar Komucusita
OTHOCHO JICKAapCTBEHU NPOJYKTH, 32 KOUTO HE CE M3MCKBA JIEKAPCKO
IpefnrcaHne, 3a KOUTO IO TAXHA MpEIeHKa CBIIECTBYBA PUCK OT
¢damuudunupane, ¥ Morat aa yBenomsT KommucusTa OTHOCHO JeKap-
CTBCHU IMNPOAYKTH, 3a KOUTO TC CHUHTAT, Y€ HE CHIICCTBYBa PHUCK
MpeIBU KpUTEpUHMTE, TOcOoYeHH B maparpad 2, OykBa ©0) ot
HACTOSIIIHSI YJICH.

5. 3a menure Ha BH3CTAHOBSBAHETO HA CPEICTBA HIIM Ha (apMaKoso-
rUyHaTa OIUTENHOCT BCSAKAa ABPXKAaBUTE-WIEHKH MOXE Ja pasluph
MpuwiIaraHeTo Ha HWHAWBUAYAJTHUS I/IJICHTI/I(i)I/IKaI_II/IOHeH 6GJ'IGF 10 4YJICH
54, OykBa O0) KBM BCHYKH JICKAPCTBEHH TMPOAYKTH, 32 KOHTO C€
U3HUCKBA JIEKApCKO IPEIIMCAHUE WIKM 33 KOUTO € IPEABUACHO Bb3CTa-
HOBSIBAHE Ha CPEICTBa.

3a menmuTe Ha BB3CTAHOBSBAHETO HA CPEACTBA, Ha (papMaKoJOTMYHATA
OIUTENTHOCT WK Ha (HapMaKOJOTHYHATA EMHUIEMHOJIOTHS IbpiKaBUTE-
YICHKH MOTar [a W300J3BaT HH(OpMAmusiTa, ChIbpXKalia ce B
perucTopa, nocodeH B maparpad 2, OykBa 1) OT HACTOSILIUS YICH.

3a menuTe HAa OCUTYPSBAaHETO Ha O€30MaCHOCTTAa Ha IAlUCHTHTE
IbpP)KaBUTE-YJICHKH MOTAT Jia Pa3IIUpAT NPUIAraHeTo Ha CPEICTBOTO
cpemry moAmpaBsHe IO wieH 54, OykBa 0) KbM BCSKAakbB Jpyr
JIEKapCTBEH NPOIYKT.

vB
Ynen 55

1.  HManuute, ycraHoBeHu ¢ P M4 B uneH 54 <, ce MOCTaBAT BbPXY
IbPBUYHATE OMAKOBKH, DAa3lIMYHM OT TE3H, 3a KOHTO C€ OTHACST
naparpadu 2 u 3.
2. Or0enszaHuTe TO-IONYy JAHHM C€ TIIOCTaBAT HAW-Mallko Ha
IIBPBUYHHTE OIIAKOBKH, KOMTO HMaT (opMmaTa Ha OIHMCTepH, U ce
IIOCTaBAT HA BBHIIHUTE ONAKOBKH, KOMTO M3IIBIHABAT M3UCKBAHUSITA
Ha wieHoBe 54 u 62.

VM4
— HAUMEHOBAHUETO HA JIEKApPCTBEHMs IPOAYKT, KAKTO € IIOCOYEHO B

OykBa a) OT ujeH 54,
VB

— HMETO Ha TUTYJISIpa Ha Pa3pelIeHUeTo 3a ThbProBUs Ha JIEKAPCTBCHUS
MIPOJIYKT,

— CPOKBT Ha T'OAHOCT,

— TapTUIHHUA HOMEP.
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3. Or6ens3anure IMO-AONy JAaHHU C€ IOCTaBIAT BBPXY MAJKHUTE
bPBUYHU ONMAKOBBYHU CIWHHIM, BBPXY KOMTO HE MoOrar ma ce
0TOENIEeXKAT JAaHHUTE CHIJIACHO WICHOBE 54 M 62:

— HAMMCHOBAHUETO HA JIEKAPCTBEHHS MPOAYKT, KAKTO € TMOCOYCHO B
OykBa a) OT WieH 54 u, ako ¢ HeoOXOJMMO, HAYMHBT Ha NPUEMAHE,

— MCETOABT Ha IIpUJIaraHe,
— CPOKBT HAa I'OJHOCT,
— HNapTUAHUAT HOMED,

— CbAbpKaHUATa 10 TErJIo, obeM wmiu [S10505050005 88

Ynen 56

JlaHHHTE CBHINIACHO WICHOBE 54, 55 u 62 ca MOCTAaTHYHO YCTIIMBH, SCHH,
pa3dupaeMu U HE3TUYHMHU.

Ynen 56a

HanMeHoBaHHETO Ha JICKAPCTBEHMS MPOMYKT, KAKTO € MMOCOUCHO B WICH
54, OyxBa a) cbLIO Taka TpsAOBa Ja ce u300pazu B OpaiinoB dopmar
BBPXY ONAKOBKaTa. THTYIAPBT Ha pa3pelieHueTo 3a THProBHsA
OCHTYpsiBA HalW4HWe Ha HH(OPMAIMOHHATA JIHCTOBKA Ha ONAaKOBKATa
Ipyd [OUCKBAaHE OT OpraHW3alMM Ha MAalUeHTH, BBB (QopMmaTu
TOAXOJAIIH 32 HE3PAIIN M YaCTHYHO 3PSAIIL.

Ynen 57

HesaBucumo ot wien 60, Ibp)KaBUTC-WICHKA MOTaT Ja H3HCKAT YIOT-
pebata Ha ompeneneHH (QOpPMH Ha ETUKETHPAaHE HAa JIEKapPCTBEHHS
MPOJYKT, KOUTO IaBaT BB3MOXKHOCT [a C€ YCTAHOBU:

— IIeHaTa Ha JIEKapCTBEHUS NPOAYKT,

— yCIOBHUSTA Ha 3alUIAlllaHe OT COIMATHOOCHTYPHUTEIHHTE OpPTaHH-
3aIH,

— 3aKOHOBH CTAaTyT 3a NOCTaBKa Ha HAallUCHTA, B CbOTBETCTBUC C JAJI
VI,

— ABTEHTHYHOCT W HWACHTH(HUKALMS B CBOTBETCTBAC C wWieH 54a,
naparpag 5.

3a nexapcTBeHM NPOINYKTH, paspemieHn cbriiacHo Permament (EO)
Ne  726/2004, xoraro mpuiaraT TO3M WIEH, JbpPKaBUTC-UJICHKH
cpOmo1aBaT MoApoOHUTE PBHKOBOJACTBA Ha 4iIEH 65 OT Hacrosmara
JTUPEKTHBA.

Ynen 58

3aIBIKUTENTHO € BKIIOYBAHETO HA JIMCTOBKA C YI'BTBAHUS B OIIAKOBKATa
3a BCHYKH JIEKapCTBEHH IMPOIYKTH IO BpeMe Ha IaKeTHPaHETO, OCBEH
aKo I1suiaTa MHQOpMaNysi, U3UCKBaHA OT WwieHOBE 59 U 62 € TUPEKTHO
HaHECeHA BBPXY BHHINHATA WM ITbPBHYHATA OIMAKOBKA.
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VM4
Ynen 59
1. JlucroBkaTa 3a OIAKOBKaTa CE W3TOTBS B CHOTBETCTBHE C 0000-
IIEHUETO Ha XapaKTEPUCTHUKHUTE Ha IMPOIYKTa; TS BKIIOYBA, B CICIHUS
pen:
a) 3a UACHTH(UKALUSA HA JICKAPCTBEHUS MPOIYKT:

1) HAaMEHOBAaHUETO Ha JICKAPCTBEHUS MPOAYKT, IOCIEIBAHO OT
HeroBata KOHICHTpalus u (apmarieBTHYHaTa GopMa U Mpu HEO0O-
X0AUMOCT HHGOpManus 3a TOBa, JalU € IpeAHa3HadeH 3a 6ebera,
Jela WIM Bb3pacTHH. BKiIroyBa ce W OOLIONMPHETOTO HAaMMEHO-
BaHME, KOTaTo MPOAYKTBT CBIBPXKA CaMO €JHO AaKTHBHO
BEIIIECTBO U aKO HAUMCHOBAaHHETO MY € H3MHCIICHO;

ii) ¢apmakoTepaneBTUYHATa Ipyla WIX THIA AKTUBHOCT C JIECHO
pa3bupaeMu OT ManMeHTa TEPMHHHU,

0) TeparneBTUUHUTE MTOKa3aHUS;
B) CIMCBK ¢ MH(pOpMAIMATA, HeoOXOAMMa Ipexu IOeMaHe Ha JeKap-

CTBEHUS TPOIYKT:

i) IPOTHBOIIOKA3AHUS;

il) HEOOXOIMMH TIpeana3sHu MEPKH 3a HM3IO0JI3BaHE;

iii) ¢opmu Ha B3auMoOICHCTBHE C APYTH JEKAPCTBEHH NPOLYKTH U
npyra GopMu Ha B3aMMOJCHCTBUE (HATIPUMEP AIKOXOJI, TIOTIOH,
XpaHH), KOUTO MOTaT Jia BB3AEHCTBAaT Ha JCHCTBUETO Ha JIeKap-
CTBEHHS NPOIYKT;

V) CHeLHaIHu NpeRyNpexICHus;

T) HeoOXOoAMMHTE M OOMYaiHM MHCTPYKIHMH 3a MpaBUIIHATA YyIIOTpeda U
B YaCTHOCT:
1) JIO3MpOBKaTa;
il) METoa U MpH HEOOXOJMMOCT, HAUMHA HAa MPUEMAHE;
iii) yectota Ha TpUEMaHEe, KAaTO IMpPH HEOOXOJUMOCT CE€ IOCOYBA
MOAXOMIIIOTO BpeMe, MO KOETO MOXe WIH TpsOBa mpa ce
HpHEMe JICKapCTBEHHSAT MPOIYKT;
7 CHOTBETHO, B 3aBHCHMOCT OT €CTECTBOTO Ha TPOAYKTa!
iV) IPOIBIDKUTENHOCTTA Ha JICYSHHE, KOraTo TO CIIeBa Ja € orpa-
HHUYEHO;

V) HEOOXOAWMHTE NEHCTBUS INMpPU Tpeno3upaHe (KaTo CHMIITOMH,
CIICIIHU TIPOLIEAYPH);

vi) KakBO Ja ce HalpaBH, KOTaToO € MMPOITyCHATO B3EMAaHEeTO Ha eIHa
WM TIOBEYE JI03H;

vil) mpu HEoOXOIUMOCT TNOKAa3aHUS 3a PUCKAa OT MpeKpaTsBaHe Ha
HpPHEMaHEeTO;

viii) cnenu$uuHa Openopbka 3a OOpBIIAHE KbM JEKapsd MM
(dapmarieBTa CHOTBETHO 3a BCSAKAKBH PAa3siCHEHUS 3a H3MOJN-
3BaHETO HA MPOIYKTa;

VYMI10

II) ONMCaHHE Ha CTPAHUYHHUTE €(EeKTH, KOUTO MOXE [a HACTBIAT IPU
obmnyaiiHa ynotpeba Ha JIeKapCTBEHHUS MPOIYKT U aKO € HE0OX0AUMO,
JIEWCTBHATA, KOUTO TPsAOBa Ja ce MpeAlpUeMaT B TaKbB CIydai.
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e) II0O30BaBaHE Ha CpPOKa Ha rOJAHOCT, IMOCOYECH BBPXY CTHUKETA, C:

1) mpeAynpexIeHHe Cpelly HW3MOoJ3BaHe Ha NPOJYKTa Ciel Ta3u
nara;

ii) mpu HEOOXOAWMOCT, CIELUAIHH MEPKU 32 ChXpaHEHUE;

iil) mpn HEoOXOAMMOCT, HPEenyNpPEXIACHHE 3a ONpeleleH! BUIMMHU
IIPU3HAIN Ha BPEAHO BB3JCHCTBHE,;

iV) LEeNHAT KaueCTBEH ChCTaB (Ha aKTHBHUTE BEIECTBA U CKCIUIIH-
EHTUTE) U KOJMYECTBEH ChCTAB HAa aKTUBHUTE BEILIECTBA, KATO CE
W3M0JI3BaT OOIIONPHETH HAUMEHOBAHUS 3a BCSKO IIPE/ICTaBSIHE
Ha JIEKapCTBEHUS IPOIYKT;

V) 3a BCSIKO MpEJACTaBsSHE Ha MpoayKTa (apmarieBTHYHATA QopMa U
CBIBpXKAHUE MO TErJo, 00eM WM SIUHUIM Ha 032,

vi) UMETO U aZpeca Ha TUTYJIIpa Ha Pa3pelIeHUETO 3a ThProBUS U
KBJIETO € IPHUIO0KUMO, MMETO Ha HETOBUTE YIBIHOMOIIEHH
IIPEACTABUTENIN B IbPiKaBUTE-UICHKHY;

vil) UMETO M ajapeca Ha MPOU3BOAUTEIIS;

) KOTaTo JICKApPCTBEHUAT MPOAYKT € pa3pelieH B ChOTBETCTBUE C
qieHoBe 28 1m0 39 mox pa3nuyHU HAUMEHOBaHWS B CHOTBETHUTE
I'bP)KABU-WICHKH, CIHCHK Ha pa3pelIeHUTe HANMEHOBAaHUS BbB
BCSAKa OT JbP)KABUTC-WICHKH;

3) JlaTaTa, Ha KOSATO JIMCTOBKATa Ha MAaKeTa € peAaKTHpaHa 3a IOCICACH
IObT.

vM10
3a nexkapCcTBEeHUTE MPOIYKTH, BKIIOUYEHH B CIIHCHKA, TIOCOUEH B WieH 23
ot Pernament (EO) Ne 726/2004, ce BK/IIOYBA ClieAHATA JOMBIHUTEIHA
JeKIapanus: ,, 1031 JIEKapCTBEH MPOJYKT € MPEJAMET Ha JOMBIHUTEIHO
Habmoaenue”. Ta3u geknapaiys ce NPEIIIecTBa OT YSPHHS CHMBOJ,
nmocodyeH B wieH 23 ot Permament (EO) Ne 726/2004, u ce cinenBa ot
MOJXOIAIIO CTAHIAPTHO OOSCHHUTEIHO W3PEUYCHUE.

3a BCHYKM JICKQPCTBEHH MPOIYKTH C€ BKIIOYBA CTAaHIAPTEH TEKCT,
KOWTO W3pUYHO IpUKAaHBAa MAIMEHTHUTE Ja JAOKJIaABaT BCEKU Tpen-
mojaraeM cTpaHWdeH e]eKkT Ha CBOs Jiekap, (apMameBT, 3IpaBeH
CMEIHANTNCT WM JAUPEKTHO HAa HAIMOHAJHATA CHCTeMa 3a CIIOHTaHHO
JOKIIa/iBaHe, mocoueHa B wieH 107a, maparpad 1, kaTto ce yTOYHSBAT
pa3NMYHUTE HATWYHU HAYMHU Ha JOKJIaJBaHE (CIEKTPOHHO NOKIaIBaHE,
MIOLICHCKU aJpec W/WIIK JPYTH), B CbOTBETCTBHE ¢ wieH 107a, maparpad
1, BTOpa amuHes.

2. CnoucekbT, onpenesieH B OykBa B) or maparpad 1:

a) B3eMa MpEeIBHI KOHKPETHOTO CHhCTOSIHUE Ha OMPEACTICHU KaTeropuu
noTpedurenyu (mena, OpeMEeHHH WM KbPMaukH, Bb3PACTHH, JIUNA ChC
cneur(UYHU MATOJIOTMYHU ChCTOSHHA);

0) moco4Ba, ako € HEoOXOAMMO, BB3MOXKHUTE €(EKTH BBPXY CIIOCO0-
HOCTTa Ja Ce yMpaB/siBa MPEBO3HO CPEACTBO WM JAa ce paboT ¢
MaIlHHY;

B) M30pOsiBa CKCLIMIHCHTHUTE, MMO3HAHUATA 32 KOUTO Cca HEOOXOIUMH 3a
0e3BpEAHOTO M e(EKTHBHO H3IOJ3BAHE HA JICKAPCTBEHHUS MPOIYKT,
KOMTO ca BKJIIOYEHH B MOAPOOHOTO PBKOBOACTBO, IyOJIMKYBaHO
CBIJIACHO WIEH 65.
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3. JlucroBKaTra Ha ONAaKOBKaTa OTpa3siBa PE3YJNTaTHTE OT KOHCYI-
TAUMHTE C L[EJECBH IPYNH IALMCHTH W € YeTIMBa, sICHA M JIECHA 3a
THOJI3BAHE.

vM10
4. Jlo 1 smyapu 2013 r. Komucusara mpencraBs Ha EBpomelickus
napnaMeHT U Ha CbBeTa JOKJIal 3a OLIEHKA HA HACTOSILUTE HEJOC-
TaTblX B O0OOIIEHMETO HAa XapaKTePUCTUKUTE Ha MpPOLYKTUTE U
JHUCTOBKUTE C YITBTBAHE, M IO KAaKbB HAUMH Te OMXa MOTTH jaa ObmaT
nofoOpeHy, 3a Ja OTroBapsiT MO-100pe Ha NOTPeOHOCTUTE Ha Malu-
eHTHTE W 37paBHUTE creruanucTi. KomucusaTra, ako ToBa € Lenechoo-
pa3HO, U Bb3 OCHOBA Ha JOKJIAJa M KOHCYITAUHUTE CbC CHOTBETHUTE
3aUHTEPECOBAHU CTPaHM, NpPaBU MNPEIJIOKEHHS 3a IMoxoOpsBaHE Ha
pazbupaeMocTTa, O(OPMICHHETO W CHABPIKAHUETO HA TE3W JOKYMEHTH.

Ynen 60

JbpKaBUTe-WIEHKH HE Morar Ja 3a0paHsBaT WIM [a IpensTcTBaT
MMyCKaHETO Ha Iaszapa Ha JIEKapCTBEHHW NPOMYKTH HA TAXHA TEPUTOPHSA
MO MPUYUHU, CBBP3aHU C CTUKETHPAHETO WJIM JIMCTOBKATA C yIIbTBAHUS
B OIIAKOBKaTa, aKO T€ OTrOBapAT KbM M3UCKBAHMATA HA HACTOSIIMA S

Ynen 61

1. Exus win noBeye MakeTa Ha BHHIIHATA OMAKOBKA U ITbPBHYHATA
OIIAKOBKA Ha JICKAPCTBEHHS IMPOJIYKT, 3a¢HO C IPOCKTa Ha JIMCTOBKATa
32 ONAKOBKaTa, Ce MpPEACTAaBIAT HA OpPraHUTE, KOMIICTCHTHH [a
paspeliaBaT ThProBUATA MPH MOUCKBAHE HA Pa3peIICHUE 33 THPrOBUSL.
Pesynrarture OT OLIEHSBAHETO, W3BBPIIBAHO B CHTPYIHHUYECTBO C
[ENeBUTEe TPYMH MAlUCHTH, CBINO CE MPEJOCTABAT HA KOMIIETCHTHUS
opras.

2. KowmmereHTHHTE OpraHM OTKa3BaT pa3pellieHHEe 3a THPrOBUs, aKO
€THKETHT WJIM JIMCTOBKATa C YIIbTBAHUS B OMAKOBKAaTa HE CHOTBETCTBAT
Ha pasnopendHTe B HACTOSIIIMS IsUI, WIM aKO Te HE CHOTBETCTBAT Ha
JaHHUTEe, W30poeHH B OOOOLIEHMETO Ha XapakTePUCTUKUTE Ha
MPOIYKTA.

3. Bcuukum mpepnaraHd OPOMEHH B €THKETHPAHETO WM JHMCTOBKATa
Ha ONAKOBKAaTa, YTOYHEHH B HACTOSILMUS JISUI, KOUTO HE ca CBBpP3aHHU C
0000IIeHNeTO Ha XapaKTepUCTHUKHTE Ha NPOAYKTa, C€ HW3Ipamar Ha
OpraHuTe, KOMIIETEHTHH 3a H3/laBaHE Ha pa3peuieHHe 3a ThProBHUS.
AKO KOMIIETEHTHUTE OpPraHM He Ce IIPOTHBOIOCTABAT Ha MpeloKeHaTa
rnpomsiHa B TedueHne Ha 90 JHU OT MpesrCTaBsHE Ha 3asBKATa, 3asSBUTEIIAT
MOX€E Ja BbBEJE MPOMsHATA.

4.  @akTpT, Y€ KOMIIETEHTHHST OpraH HE OTKa3Ba pa3pellieHue 3a
TBHProBUsl CHINIACHO Taparpad 2 WM NPOMsHA B STUKETUPAHETO WM
JMCTOBKAaTa C YI'BTBAaHUS B OINAKOBKATa B CHOTBETCTBHE ¢ maparpad 3,
He nmpoMeHs ofmara IpaBHA OTFOBOPHOCT Ha HPOM3BOJHUTEINS
»M4 u <« TuTynsAp Ha paspelieHHE 33 ThPIOBHUS.

Ynen 62

BhbHIIHATA OMaKOBKa W JHMCTOBKATA B OIMAKOBKATA MOTAT Ja BKJIIOYBAT
CHMBOJIM WM ITUKTOIPaMH, INpeJHA3HAYCHHW Ja H3ACHAT OlpesereHa
uHpopMalys, oroenszaHa B wieH 54 u wieH 59, nmaparpad 1, kakTo u
npyra uabOpMaIHs, CbBMECTAMA C 0000IIECHHETO Ha XapaKTePUCTUKHUTE
Ha JIEKapCTBEHUs MPOIYyKT, mone3Ha P M4 3a manuenta <, kaTo ce
M3KIFOYM BCAKAKBB CJIEMEHT OT MPOMOLMOHAIHO €CTECTBO.
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vB
Ynen 63

VYMI12
1. Jlanuwute OT eTHKeTa, M30poeHH B WieHOBe 54, 59 u 62, ce u3mucBar Ha
o(uIMaeH e31K WM Ha OUIIAIHITE €3UIIM Ha IbPKaBaTa WICHKA, B KOSTO
JIEKapCTBEHUST MPOJYKT Ce IyCKa Ha ra3apa, Taka KakTo ca ONpe/esIeHH 3a
L[ETIMTE Ha HACTOAIIATA AUPEKTHBA, OT ChIATa Abp)KaBa WICHKA.

vB
[IbpBaTa anWHEs HE MPEMATCTBA H3MUCBAHETO HA TE3W JaHHH Ha
HSIKOJIKO €3MKa, HO €aMO CJeJ KaTo Ce rapaHTupa, 4€ Ha BCHYKHU
W3MOJI3BaHU €3UIM CE M3MKCBAT CJHU W ChIIU JTaHHU.

VM4

B ciydante Ha ompeneNeHM JIEKapCTBaHM CPEJICTBA 3a CHpaLy
u30poeHUTe B WICH 54 JOaHHM MoraT NpH OOOCHOBAaHO HCKaHE Ja
¢durypupar camo Ha eiuH OT oduuuanHuTe e3unu Ha OO6LIHOCTTA.

vmi12
2. JlucroBkara ¢ yIbTBaHMS B OIAKOBKaTa TpsOBa Jla € HalMCaHa U
odopMeHa 1Mo TaKbB HAYMH, Y€ JIa € SICHA U pa30upaema, KaTo MO3BOJIsIBa
Ha [OTpebuTeNnuTe a MpeAnpueMar MOAXOIAIY AeHCTBUS, IpH HEO0X0-
JUMOCT C TIOMOIITa Ha 3IpaBHU CHENUaTUCTH. JIMCTOBKaTa ¢ yIbTBaHUS
B ONAaKOBKara TpsA0Ba Ja Oble JecHa 3a 4eTeHe Ha odulualieH e3UK WU
Ha Oq)l/lLlI/IaJ'lHI/ITC €31l Ha AbpiKaBaTa YICHKA, B KOATO JICKAPCTBECHUAT
MIPOIYKT Ce IycKa Ha Ia3apa, Taka KaKkTo ca OMNpeleieHN 3a LeNUTe Ha
HACTOAIIATa AUPEKTUBA, OT ChILATa JbpiKaBa WICHKA.

H'BpBaTa AJIMHEA HC € MPEYKa JUCTOBKAaTa C YIIbTBAHUA B OIIaKOBKaTa Ja
Ce MeyaTH Ha HKOJKO €3HMKa, P yCJIIOBHE Ye HA BCHYKU H3IIOJI3BAHH
€3MIH ce MpeAaBa €Ha M ChIIa HHPOPMAIHS.

vM12

3.  Koraro nexapcTBEHMST MPOAYKT HE € MpeAHa3Ha4yeH 3a JAUPEKTHA
JIOCTaBKA HA MALEHTA HIM KOTaTo Ca HAIIMIE CEPHO3HHI NPOOJIEMH C HATY-
HOCTTa Ha JIEKAPCTBEHMs IIPOAYKT, KOMIIETEHTHUTE OpPraHM MOrar, IIpu
Cra3BaHE HAa MEPKUTE, KOWTO TE€ CUMTAT 32 HEOOXOAMMHU 3a 3alluTa Ha
YOBEIIKOTO 37paBe, Ja IPENOCTaBAT OCBOOOXIABaHE OT 3aIb/DKEHUETO
OmpelieNieHd JaHHW Ja (HUrypHpaT BbpXY €THKeTa M B JIMCTOBKara C
VITBTBaHUS B ONAKOBKara. Te ChIIO Taka MOraT Jia pas3pellar IbJIHO WM
YaCTHYHO OCBOOOK/IaBaHE OT 3aJB/DKEHHETO CTHKETHT W JIMCTOBKara ¢
YI'BTBaHUSI B ONTAKOBKATa Jia ObJIaT Ha O(HIHAICH €3HK WK Ha OQUIMATHHTES
€3MIM Ha JAbP)KABaTa YICHKA, B KOSTO JICKAPCTBEHUST MPOAYKT CE ITycKa Ha
Tazapa, Taka KakTo ca OIpe/IeNieHH 3a IIeJITe Ha HACTOSIIATa AUPEKTHBA, OT
ChIllaTa AbPKaBa WICHKA.

Ynen 64

B cnyqaﬁ 4e paSHOpCH6I/ITe Ha HACTOAIIUA I8 HE Ca HU3NBJIHABAT U
HarpaBe€HaTa 3a0elle’)KKa KbM CHOTBETHOTO JIMIEC OCTaHC 0e3 nociaca-
CTBHs, KOMIICTCHTHUTE OpPraHd Ha ABPKABUTC-WICHKW MOTaT Ja CIipaTr
JICCTBHETO Ha PaspCICHUETO 3a THProBUsA, AOKATO CTUKCTUPAHETO U
JIMCTOBKAaTa C YHObTBAHHUA B OIIaKOBKAara Ha BBIIPOCHHUA JICKAPCTBCH
MNpOAYKT HE 61))laT C’L06pa3eHI/I C U3HMCKBaAHUATA HA HACTOANIMUA OJI.

Ynen 65
Cren KOHCYNTAalldst C JIbp)KaBUTE-WIEHKH M 3aCETHATHUTE CTPaHH,
Komucusara u3roTBst ¥ NyOJHKyBa MOJAPOOHO PBHKOBOACTBO, KOETO IO-
CIIELUAJIHO 3acAra:

a) QopMmyimpoBKaTa Ha ONpENENICHH CIICHUATHU MPEAYIPEKISHUS 32
oTpeJieNieHH KaTerophH JIEKapCTBEHU MPOAYKTH;

0) moTpeObHOCTTA OT crhenManHa WHQopMalMs 3a JIEKapCTBEHUTE
MPOJYKTH, 32 KOUTO HE Ce U3HCKBa PEIEITa;

B) YEeTJIUBOCTTA HA JAHHUTC B’pry C€THKETA U JIUCTOBKATa C yHT)TBaHI/Iﬂ
B OIIAKOBKATa;
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I) MeTomuTe 3a HMIACHTH(UKAIWsS W pas3lo3HAaBaHE HA JIEKAPCTBEHUTE
HPOTYKTH;

I1) CHHUCBKBT Ha EKCIMIIMEHTUTE, KOUTO TpsAOBa na OBJAT MOCOYCHH
BbpPXy €THKETa Ha JIEKAPCTBEHHs] MPOAYKT W Ha4dMHA, 1O KONTO
TE3W EKCIUIMEHTH TPsOBa Ja ObJaT 0003HAUCHH,

€) XapMOHM3HMpaHU pa3nopenOu 3a NpuiaraHe Ha 4ieH S57.

Ynen 66

1. DBoHmmHara KapTOHEHa ONAKOBKa MW CHOBT 32 JIEKAPCTBEHH
TPOJYKTH, ChIBPIKAI] PAAUOHYKIHUIN CE CTUKETHPAT B CHOTBETCTBHE C
ypendaTa OTHOCHO O€30IIacHOTO TPAHCIOPTHPAaHE HA PaJHOAKTUBHU
MaTepuaiy, YCTAaHOBEHH OT MexIyHapoIaHaTa areHnus 3a aToMHa
eHeprusi. OCBeH TOBa ETHKETHPAHETO € ChOOpa3eHo C pasmnopeadure,
rocoueHu B naparpadu 2 u 3.

2.  ETukersT BBpPXY 3alMTHOTO (OIMO  CHAbPXKA JAHHUTE,
orbenszan B uwieH 54. B JombiHeHWe, TO3M ETHKET pa3sICHsBA
U310 KOAUPAHETO, U3MOI3BAHO BBPXY (IIakoHa, U IOKa3Ba IpU HEOO-
XOJUMOCT, B NPOJIB/DKEHHE Ha JaJileHO BpeME U Jara, KOJIMYECTBOTO
PagNOaKTUBHOCT Ha 1032 WM Ha (JIAKOH, KaKTO M Opos Ha KaICyIuTe,
WIN 32 TCYHOCTUTEC — KOJHUYCCTBOTO MWIMJIHUTPHU B CbhbJaA.

3. Bopxy erukera Ha ()IaKOH ce MOCOYBA CiefHaTa UH(OpMAIHs:

— HAUMCHOBAHHCTO MJIM KOJA Ha JICKApCTBCHUS IMPOAYKT, BKIIIOYBAIL]
Ha3BaHUECTO WM XMMHUYCCKHA CHMBOJI Ha paJUuOHYKIIHIA,

— wuaeHTH(OUKAOUITA Ha TMapTHAATa ¥ CPOKA Ha TOJHOCT,

— MCXAYHApOAHUAT CUMBOJI 3a PaJUOAKTHBHOCT,

— HMMETO M aJpeca Ha NMPOU3BOAUTEIIA,

— KOJIMYECTBOTO PAAWOAKTHBHOCT, KAKTO € OIPECACIICHO B Haparpa(b 2.

Ynen 67

KomnereHnTHaTa BiacT ocCHrypsiBa MOCTaBSIHETO B OINAKOBKaTa Ha
JMCTOBKAa € MOApPOOHA WHCTPYKIHMS B ONAKOBKAaTa Ha paauodapMarieB-
TUIHTE, PAJUOHYKIUIHUTE I€HEPATOPH, PAAUOHYKIUIHUTE KUTOBE WIIH
PaMOHYKIUIHNUTE MPEKypcopH. TeKCThT Ha Ta3M JIMCTOBKA ChOTBETCTBA
Ha pasnopeaduTe Ha 4jeH 59, KaTo OCBEH TOBA JIMCTOBKAaTa ChIbpiKa
BCUYKHM TMpeINa3sHd MEpKH, KOUTO cieiBa Ja ObJaT B3€TH OT
moTpeOuTeNs WM MAaIHeHTa 10 BpeMe Ha IPHUTOTOBICHHETO M NpHIIa-
TraHeTO0 Ha JIEKAPCTBEHUS MPOAYKT, KaKTO W CIEIHMaIHd MEPKH IpH
OTCTPaHJABAHETO Ha ONAKOBKATa M HEU3IOI3BAHOTO ChIbpIKAHUE.

Ynen 68

Be3 na ce 3acsarar pasnopendure Ha WwieH 69, XOMEONaTUYHUTE JIeKap-
CTBCHU TPOAYKTH CE€ ETHKETUPAT B CHOTBETCTBUE C pPas3NnopeadUTe Ha
HACTOSIIHUS pa3/iell, Taka Y€ XOMEONaTHYHOTO UM €CTECTBO Jla MOXE J1a
Oble HIOCHTUQUIMPAHO MO TEXHUTE CTUKETH, HANKMCaHH SCHO U
YETIUBO.
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Ynen 69

1. B ponwiHeHue Ha sAcHaTa ynorpeba Ha u3pasa ,,XxOMEONaTH4eH
JEKapCTBEH MHPOMYKT* ETHKETHPAaHeTO W IPHU HEOOXOAUMOCT HH)Op-
MalyATa B OIAKOBKATa OTHOCHO JIEKAPCTBEHUTE IPOLYKTU CBIIACHO
unen 14, maparpad 1 cienBa ma chObpXKaT CliefHaTa M HUKAKBa Apyra
uHbOpMaLUs:

— HAYYHOTO HAaMMCHOBAHWE Ha HU3XOJHOTO BCHICCTBO WJIM HU3XOJHUTE
BEUIECTBaA, CJCABAaHO OT CTCICHTAa Ha pa3pexKaaHe, KaTo C¢C
H3M0J3BaT CHMBOJIM Ha (I)apMaKOHe}ITa, B CBOTBETCTBHC C YJICH 1,
naparpa(’p 5; AKO XOMCONATUYHUAT JICKAPCTBCH MPOAYKT C€ CHCTOU
OT ABC WM I1O0-MaJIKO M3XOJHHU BCUICCTBA, HAYYHUTC HAMMCHOBAaHUA
Ha HM3XOJHUTEC BEIIECTBA BBPXY C€THUKETA MOraT Ja C€ AOIbJBAT C
HU3MHUCJICHOTO HAaMMCHOBAHUC,

— HMETO U aJpecCa Ha pPErucCTpupaHust TUTYJIAP, a NpU H€06XOZ[I/IMOCT
— W Ha IPOU3BOOAUTEIIA,

— MeTo/ia Ha IpHIaraHe, a ako ¢ HeOOXOAMMO M HAdyWHa,
— SICHO O3HAYCH CPOK Ha TOIHOCT (MECEL], TOJIMHA),

— (apmaneBTuyna (opma,

— CBhABPKAHHE HA THPTOBCKOTO IPEACTAaBSIHE,

— CIENUATHAd MEPKH MPU ChXPaHEHHE, akO MMa TaKWBa,

— CIENWaTHO MPEAYNpPEXICHNE 3a JIEKapCTBEHHS TPOAYKT, aKo €
HEO00X0UMO,

— MapTUIHUS HOMEDP Ha IPOU3BOIUTES,
— PETUCTPALMOHHMS HOMED,

— ,,XOMEOIaTHYEeH JIEKapCTBEH MpPOAYKT 0e3 000peHH TepareBTHYHU
HHAUKAIIN ',

— TpeaynpexIeHne, KOeTO ChbBETBa MOTPEOUTENSI Ja c€ KOHCYJITHpaA C
JIeKap, ako CUMIITOMUTE MPObIDKABaT.

2. HesaBucumo ot maparpad 1, IbpXKaBUTE-WIEHKH MoOraT Ja
U3HUCKAT M3MON3BAHETO HA OMpeEJeNeH THI eTUKETHpaHe C el Ja ce
MOKaXe:

— [eHaTa Ha JICKAapCTBCHUA NMPOAYKT,

— YCJOBUATA 3a Bb3CTAHOBABAHC OT COMATTHOOCUTYPUTCIIHUTEC OPraHu.

JUSUT VI
KJACHOUKALIMS HA JEKAPCTBEHH NMPOJIYKTH

Ynen 70

1.  Koraro ce mpemocTaBu paspeuieHue 3a ThPTOBHs, KOMIETEHTHUTE
OpraHy ONpenessT Kiacu(pHKauaTa Ha JEKapCTBEHUs MPOAYKT KATo:

— JIeKapcTBEH MPOIYKT, NMPEeIMET Ha JIEKapCKO IpeAIUCaHue,

— JICKApCTBC€H IMPOAYKT, KOUTO HE € npeaMET Ha JICKApCKO Ipen-
nrucaHue.

3a Ta3m 1en ce mpuiarar KpUTEpUHMTE, MOCOYeHH B wieH 71,
naparpad 1.



200110083 — BG — 16.11.2012 — 011.001 — 68

2. KowmmereHTHHTE BJAacTH MoOrar Ja (HUKCHpAT IOJKATETOPUHTE
JIEKapCTBEHH MNPOJIYKTH, KOMTO C€ OTIYCKAaT CaMO IO JIEKAPCKO Mpel-
nucaHue. B TakbB ciyyail Teé OMBAT OTHECEHM KbM ClIJHATa KIacU(H-
Kalns:

a) JICKapCTBCHU MPOAYKTU IO MCIAUIIMHCKO NMPEANUCAHUEC 3a JOCTABAHE
¢ win 0e3 Bb3MOXKHOCT 3a IIOAHOBABAHE,

0) JeKkapCTBEHM MPOIYKTH, IPEAMET Ha CIEIHAIHO JIEKApCKO Ipea-
MIMCaHue;

B) JICKAPCTBCHU TMPOIYKTH IO ,,OFPAHMYCHO* MEIUIUHCKO Mpe.-
NKCaHKe, 3ala3eHo 3a ynorpeba B ONpENEIeHH CIElHATU3UPaHu
00J1acTy.

Ynen 71

1. HeKapCTBeHI/ITC NIPOAYKTH Ca NPEAMET Ha JICKapCKO MNPEAINCaHuEC,
Korarto:

— 00W4YaifHO MpEeNCTaBIsABAT IWPEKTHA WM HMHAUPCKTHA OIMACHOCT,
JIOPH KOTaTo Ce HM3MOJI3BaT KOPEKTHO, aKo ce ymoTpeOsiBaT 0e3
JICKapCKO HaOJIOJICHHUE, WITH

— YecTo M JI0 TOJsIMA CTETIeH Ce YIOTPeOsBaT HENPABUIIHO, B Pe3yiITaT
Ha KOETO OOMKHOBEHO MpEJCTaBIsABAT JUPEKTHA WM WHAWPEKTHA
OMAaCHOCT 3a YOBEHIKOTO 3/paBe, WU

— CBABpPXKAT CbCTAaBHH BCIICCTBA WM IIperiapaTd, YHUATO AKTHUBHOCT
W/WITH CTpaHUYHU e(l)eKTI/I HU3UCKBAT IMO-HATATHIIHO HM3CJICABAHC, UIIN

— OOMKHOBEHO Cce TpEeANucBaT OT JeKap, 3a Ja ObJaT INpuaraHu
MapeHTEePaHO.

2. Koraro nppixkaBUTE-4JICHKH OCUTYpsBaT 3a IOJKATErOpHs JeKap-
CTBCHH MPOAYKTH CIICHHATHO JIGKAPCKO MpEANUCaHue, Te B3eMar
MIpeABUA CIeqHUTE (HaKTOpH:

— JIEKapCTBEHUAT MHPOIYKT CBbABbPKA B HEOCBOOOJIEHO KOJIUYECTBO
CBCTAaBHO BEIIECTBO, OMPEIENEHO KaTO HAPKOTHK MM MCHUXOTPOITHO
[0 CMHCBHJIA Ha JAEHCTBAIIUTE MEKTYyHAPOTHHUTE KOHBEHIHH, KaTo
nHanpumep Konsennuure Ha OOH ot 1961 r. u 1971 r., unmn

— BB3MOKHOCT IPH HEMpaBUIIHA yNoTpeda JeKapCTBEHUAT NPOAYKT Aa
MIpeJCTaBIsiBa 3HAYUTEIHA ONACHOCT 3a JISKapCTBEHA 3JI0yNoTpeoa,
Jla JOBeAe [0 MpPUCTpacTABaHe WIM Ja Obae H3MOI3BaH 3a
HEJICTaJHU LeJd, WIN

— JIEKapCTBEHUAT MPOIYKT ChABpPXKA BEIIECTBO, KOETO MOPaJH TOBA, 4e
€ HOBO WM IOpaau CBOHCTBaTa cH, MOXeE Ja Oble pasIIexknaHO
KaTo CHajialio KbM Ipylara, MpeAcTaBeHa BBB BTOPO TUPE C L€
B3e€MaHE Ha MpPEeANa3sHU MEpKU.

3. Koraro nppxaBuUTe-wWIEHKH OCUTYpsIBaT 3a IMOJKATErOpHs JeKap-
CTBEHH INPOJAYKTH OrPaHMYEHO JIEKApCKO IpeNHucaHue, Te€ ClieABa Ja
UMart NpenBuj CleJHUTE (QaKTopu:

— JIEKapCTBEHUAT NPOAYKT, KOWTO MHOpaau CBOHMTE (apMaleBTHUHU
XapaKTepUCTUKH WIM HOBOCT, WJIM B HHTEpEC Ha Ola3BaHE Ha
0OIIIECTBEHOTO 3]paBe, € 3ala3eH 3a IpHuilaraHe caMo B OOJHHYHA
cpena,
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— JICKapCTBCHUAT NPOAYKT CC HM3IIO0JI3Ba 3a JICUCHUETO Ha CBCTOSHUS,
KOUTO Cli€Ba Ja 6'LI[aT JUArHOCTUIIMPAaHU B 0oIHMYHA 00CTaHOBKA
WIN B MUHCTUTYUHUU CHC CHOTBETHUTC NUATrHOCTUYHH BB3MOKHOCTH,
BBIIPEKH Y€ IMPOBCKAAHCTO HA JICHCHHUETO U IPOCICAABAHETO MOXKE
Jla C€ M3BBPUIBAT HABCAKBAC Apyraaec, Win

— JICKApCTBCHUAT MPOAYKT € NPECAHA3HAUCH 3a aM6ynaT0pH0 JICUCHUC
Ha mainyeHTH, HO HEroBaTa yHOTpC6a MOXKE a OOBEAC N0 CEPUO3HU
CTpaHNYHU PEAKIHU, W3HUCKBAIIW MNPEANNCAaHUE OT CHECHHUATIHUCT U
CIICNUAJICH KOHTPOJI IO BpEMC Ha JICUCHUECTO.

4.  KomrmereHTHa BIacT MOXKE J1a OTMEHHU MpUIIaraHeTo Ha maparpadu
1, 2 u 3, Karo ¥Ma MpeaBUj CIEIHOTO:

a) MakcHMaJlHATa eIMHUYHA J103a, MAKCUMaJIHATa THCBHA /1034, KOHIICH-
TpamusTa, apmaieBTHuHaTa Gopma, OmpeaeieHn THITOBE OMAaKOBKa,
/M

0) Apyru ciiyyaw Ha ynorpeba, KOUTO TOW € OIpeeITuII.

5. AKO KOMIETEHTHATa BJIACT HE pa3Jielisl JICKapCTBEHUTE NPOJIYKTU B
MMOJIKATETOPUH, KAKTO € YCTaHOBeHO B wieH 70, maparpad 2, BBIPEKH
TOBa TOM cJelBa Ja UMa NPEABU] KPUTEPHUTE ChITIACHO maparpadu 2 u
3 OT HacTOSIIMS WIEH IpU KIacuUIUpaHe Ha JIEKapCTBEH MPOIYKT
KaTo JIEKapCTBO, HA3HAYaBaHO CaMo II0 IpEIHCaHuE.

Ynen 72

JlexapcTBEHU NpPOAYKTU, KOUTO HE Ca IpeAMET Ha IpeAlucaHHue, ca
OHE3H, KOUTO HE OTrOBapsT Ha KpUTepUuTe, u30poeHu B wieH 71.

Ynen 73

KomnerenTHuTe OpraHy U3TOTBAT CIIMCBHK HA JICKAPCTBCHUTC IMPOAYKTH,
B 3aBUCHUMOCT OT JICKapCKO IMPCANMUCAHUC, Ha TAXHATa TCPUTOPUA,
OHpeﬂeJ’IHfIKH aKo € H606X0,HI/IMO, KaTeropudaTa Ha KJIaCI/I(I)I/IKaHI/IHTa.
Te 0OHOBSBAT TO3H CITUCHK CKEIroaHO.

Ynen 74

Koraro Ha BHUMaHHETO Ha KOMIIETEHTHUTE OPraHd ObIAaT MPEICTAaBECHU
HOBH [JaHHH, T€ MPOBEXKIAT M3CICIBAHMS M CHOTBETHO M3MCHSAT KJIACH-
¢uxanusaTa Ha JICKAPCTBEHUTE NPOAYKTH, KaToO NpPUJIaraT KpUTEPHUTE,
n30poeHu B uieH 71.

Ynen 74a

Koraro BB3 OCHOBa Ha BaXHU MPEAKIMHUYHHM U3CICIBAHUS WIU
KJIMHUYHY M3MUTaHMA, C€ pa3pellaBa MPOMsHA Ha KiacuduKauusra Ha
JIEKapCTBEH NMPOAYKT, KOMIIETEHTHHAT OPraH HE CE€ II030BaBa Ha pe3yll-
TaTUTE OT TE3U aHAIU3U WM U3CIEIBAHMA NIPH Pa3TIeKAaHETO HA 3asiB-
JICHHETO Ha JIPYT 3asBUTEJ] WU TUTYJAP Ha pa3pellieHHe 3a ThbProBus 3a
IIPOMsHA Ha KIAacH(HKANUATa Ha CBHIIOTO BEIIECTBO B NMPOIBIDKCHHE HA
€/lHa TOJMHA Cle] IbPBOHAYAIHOTO Pa3pelleHHe 3a INPOMsSHATa My.
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Ynen 75

Bceska roauna ABPIKABUTC-UIICHKN ChOOIAaBaT KakTO Ha KOMI/ICI/IﬂTa,
TakKa W Ha OCTAaHAJIUTEC ObPKAaBU-WICHKH IIPOMCHUTE, KOHUTO Ca
HallpaBCeHU B CIIMCBKA CHIIACHO YJICH 73.

JUUT VI

VM1l
JUCTPUBYIUA HA EJIPO U HOCPEJHHUYECTBO B OBJIACTTA HA
JEKAPCTBEHHU IMPOAYKTHU

Ynen 76

»M4 1. 4 JIppxaBuTe-4wiIeHKH, Oe3 Ja ce 3acara 4ieH 6, mpe-
mpUeMar BCHYKH HEOOXOAMMH NEHCTBHS, 3a Ja OCHLYPST JHUCTPH-
OylHMsATa HAa CBOS TEPUTOPHS CaMO Ha JIEKAPCTBEHH HPOAYKTH C MpPEa-
OCTaBCHO pa3pelICHHE 3a THPrOBUS CBIVIACHO 3aKOHOJATEICTBOTO Ha
OO6uHOoCTTA.

2. B cnyuaii Ha pa3mpocTpaHeHHE Ha €IpO M ChXpaHSIBaHE JeKap-
CTBEHHTE TIPOAYKTH ca OOEKT Ha pa3pelIuTeNIHO 32 TBHPrOBUA,
u3ganeHo B cvorBercTBue ¢ Permament (EO) Ne 726/2004, wnu ot
CTpaHa Ha KOMIIETEHTHHTE BJaCTH HAa Jbp)KaBaTa-wWIEHKa, B CHOT-
BETCTBHE C HACTOSIATa IUPEKTUBA.

M1

3. Bceku auctpuOyTOp, KOMTO HE € TUTYJIAp Ha paspelicHHue 3a
TBPrOBUS M KOHTO BHAcs JIEKAPCTBEH MNPOAYKT OT JApyra IbpikaBa-
YJICHKa, YBEIOMsBA TUTYJISPSA Ha Pa3pCHICHUETO 3a TbProBUSA U KOMIICT-
GHTHUS OpraH B Jbp)KaBaTa-4iIeHKa, B KOATO Ine ObJie BHECEH
IPOIOYKTHT, 32 CBOETO HAaMEpPEHHE [a BHEece IOCOUYCHHUS NPOAYKT. 3a
JIEKapCTBEHU MPOIYKTH, KOMTO HE Ca MONYUYMIH pa3pelleHne ChIIacHO
Pernament (EO) Ne 726/2004, xoMIIETEHTHUAT OpraH ce yBeaoMsBa, 0e3
Ja ce 3acAraTr JONBJIHHUTEIHHTE MPOLEIYpH, NMPEABUACHH B 3aKOHOJA-
TEJICTBOTO Ha ChlUIaTa Abp)KaBa-wiIeHKa, M TAaKCUTE, JBIDKMMU Ha
KOMIIETEHTHHS OpraH 3a pasIriekAaHe Ha yBEAOMIICHHUETO.

4. 3a 7nexapCTBEHH NPOMYKTH, KOHTO Ca TONYYHIH pa3pelIeHue
coermacHo Permament (EO) Ne 726/2004, muctpuOyTopbT OTIpaBs
yBEIOMJICHHETO 10 maparpad 3 OT HAcTOSIIMS WiIEH 0 THTYJSps Ha
pa3pelIcHHeTo 3a THProBus M A0 AreHiusaTa. Ha AreHmusara ce
3aIUlallia Takca 3a W3BBPIIBAHETO Ha MPOBEpPKa 3a CIA3BAHETO Ha YCIO-
BUSTa, MPEIBHACHU B 3aKOHOAATENCTBOTO Ha CBhI03a 3a JIEKapCTBEHHTE
NPOAYKTH U B pa3pelICHUATa 32 ThPrOBUS.

Ynen 77

Mt
1.  JIbpxaBHTe-wWICHKH B3eMAaT BCHYKH MOIXOMSIINM MEpKH, 3a [a
rapaHTHpaT, 4e 3a JTUCTPUOYNHUITA HA €lpO Ha JIEKAPCTBEHH MPOIYKTH
Ce M3KCKBA pa3peuICHre 3a M3BBPLIBAHE HA JCHHOCT KAaTO AUCTPUOYTOP
Ha €ApO Ha JIEKAPCTBEHH MNPOJYKTH, B KOETO C€ IOCOYBAT MOMEIIe-
HUSTA, PA3lONOKCHH HA TSIXHA TEPUTOPHS, 32 KOUTO € BaJIHMAHO
pa3peleHneTo.

2. B cayuaii 4ye nuia, omoOpeHH WM MMl NpaBo Ja cHaOsIBat
HACENICHHETO C JICKAPCTBCHH IIPOMYKTH MOTaT CBIIO TaKa, ChIJACHO
HAI[MOHAJHU 3aKOH, Ja ce BKJIIOYaT B mpojaxbara Ha expo, TO Te
creqBa 1a ca 00eKT Ha Pa3pelIeHUETO, MpeABHACHO B maparpad 1.
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3. Ilpurexanuero Ha pa3pelieHHe 3a MPOU3BOJCTBO BKIIOYBA U
paspenieHue 3a AUCTpUOyHHS Ype3 NpodaxxOM Ha enpo Ha JeKap-
CTBEHUTE TPOJYKTH, 0OXBaHATH OT TOBa paspeuieHue. llpurexanuero
Ha paspelleHre 3a BKIIOYBAHE B JEHHOCT IO mpojakda Ha eApo Ha
JIEKapCTBEHM NPONYKTH HE OCBOOOXIaBa OT 3aJAbIDKCHHETO 3a
NPUTEKAHUE Ha pa3pelieHUuEe 3a ITPOU3BOJACTBO U MPUABPKAHE KbM
YCIIOBHATA, HAJIOXKEHU B TOBA OTHOLICHHE, JOPH aKO IPOU3BOACTBOTO
WA BHOCHT MPEJCTABISABAT BTOPHUYHA ACHHOCT.

Mt
4.  JIppKaBUTe-WIEHKH BBBEXJAT MHPOPMALUATA 33 pa3pelleHHUsTa,
nocoueHn B maparpad 1 OT HacTosmuMs 4ieH, B Oazata JaHHU Ha
Cspro3a, mocoueHa B wieH 111, maparpadp 6. Ilo wuckane Ha
Komucusita nnm Ha abpKaBa-4jeHKA JbPKABUTE-YICHKH IMPEIOCTABST
IsIata  HeoOxomuMa WHGOpPMAanus BBB BpB3Ka C HMHAWBHIYAIHHTE
paspelieHus, KOWUTO ca NpPeJOCTaBWIM ChIJlacHO maparpad 1 ot
HACTOSIIUS YIEH.

5. IlpoBepkuTe Ha IuIATa, NOIYYWIN pa3pelIeHNe 3a U3BBPIIBAHE HA
JIEWHOCT KaTo AUCTPHOYTOPH Ha €Ipo Ha JIEKAPCTBEHH IPOMYKTH, KaKTO
U UHCHEKIUATa HAa TEXHWUTE IOMELIEHUS CE€ M3BBPIIBAT OT JbpiKaBaTa-
WIEHKa, KOATO € TMpeloCcTaBWiia pa3pelleHUeTo 3a IOMELICHHUsATa,
Pa3MoNI0KEHU Ha HEWHAa TepUTOpUsl.

6.  JlbpkaBaTa-ujieHKa, MPEAOCTaBHJIa  PA3pPEIICHUETO  CBITACHO
maparpa¢ 1, cimpa WIH OTMEHS TOBa pa3pelleHHe, aKo YCIOBHATA II0
pa3pelIeHueT0 He ce U3MbIHABAT. Ts He3abaBHO HMH(pOpMUpa oOcCTa-
HaJIUTe IbpKaBU-wWICHKH 1 Komucnsra 3a ToBa.

7. AkKo [nppKaBa-wiIeHKa CYHWTA IO OTHOIICHWE Ha JHIE, MPHUTE-
JKaBallo paspelleHHe, NPU3HATO OT Jpyra AbpkKaBa-wieHKa ChITIACHO
naparpad 1, ye ycnoBHATa Ha pa3pelICHUETO HE C€ M3IBJIHABAT, TS
He3abaBHO mHGpopMupa Kommcusara w japyrata 3acerHara Jbp)KaBa-
yieHka. OcBeH TOBa TS MpeanpuemMa HEOOXOAMMUTE MEpKU H
undopmupa Kommucusrta m mppBaTa IbpKaBa-wiIeHKa 3a PEIICHUATA U
MIPUYMHUTE 32 B3eMaHE Ha TaKHBA PEIICHHUS.

Ynen 78

JIbp)KaBUTE-UWICHKH TapaHTUPAT, Y€ BPEMETO, HEOOXOIUMO 3a Mpolie-
oypata 1O pasriiexIaHe Ha 3asBICHUATA 3a pa3pellieHHe 3a JUCTPH-
Oyuusi, He HaaxBbpyisgs 90 IHW, CYMTAHO OT JICHS, B KOWTO KOMIIET-
EHTHUTE OpraHM Ha CHOTBETHATa AbpXKaBa-4JeHKa IOJydaBaT 3asBlie-
HUETO.

KomnerentHute BiacTd Morar, ako € HEOOXOIMMO, Ja HM3UCKAT OT
3asBUTENS Ja NPEACTaBU IsIaTa HeoOXoauma HMHGpOpMAaIMs, 3acsraiia
YCIIOBHATA 3a NPEIOCTaBIHE Ha paspemieHue. Korato KOMIETEHTHUTE
OpraHd YIpaXHAT TOBAa CBOE IIPaBO, IEPUOABT, YCTAaHOBEH B
maparpad 1, ce crmmpa, TOKaTo He OBAAT MPEACTABEHH NOIBIHUTEIHO
W3UCKaHWUTE JaHHHU.

Ynen 79

3a nma ObpAe MONMyYeHO pas3pelleHue 3a AUCTPHOYIHS Ha JIEKapCTBEHU
MPOAYKTH, 3asBUTEIUTE TPAOBa Jla HM3MBIHAT CIEAHUTE MUHHMAaIHU
WU3HUCKBaHUS:

a) Te TpsAOBa Aa pasmojiaraT ¢ MOAXOASIIMTE M W3MBIHIBALIM HEOOXO-
JIIMUTE W3MCKBaHHs MOMENICHWs, WHCTAalluk U 00OpyIBaHEe, Taka
4e Ja OCUTYpST HEOOXOAMMOTO CBXpaHEHHE M AUCTPUOYLMS Ha
JIEKapCTBEHUTE TPOIYKTH;
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VMil1

VYMi1

6) Te TpsOBa na pasmosiaraT ¢ €KUI U B YAaCTHOCT C KBaIM(HUIUPAHO
JIMIIE, OTTOBOPHO 3a M3ITBIHEHHE Ha YCIOBHSTA, U3MCKBAHU OT 3aKO-
HOJIATEJICTBOTO Ha CHOTBETHATA JbPIKaBa-4ICHKA;

B) Te TpsiOBa MJa C€ AaHTaXHUPAT Ja W3INBIHABAT 3aJBJDKCHUATA,
BB3JI0)KEHH UM IO CMHUCHIa Ha 4ieH 80.

Ynen 80

Turynspure Ha paspelleHHe 3a TUCTpuOyLus TpsAOBa Ja OTroBapAT Ha
CIIEJHATE MMHUMAJIHM W3UCKBaHHMS:

a) TpsaOBa Ja OCHUTYpAT MOCTHI IO MOMEIICHHUSTA, MHCTANAIMUTE U
00opy/BaHETO, MOCOYCHH B wieH 79, OykBa a), MO BCSKO BpeMe
3a MHCIIEKIMS OT OTTOBOPHHUTE 3a TOBA JIHIIA,

6) TpabBa na mosyyaBaT DOCTaBKHUTE OT JIEKapPCTBEHH NMPOAYKTU CaMoO
OT JIML[A, KOWTO MHPHUTEXaBaT pa3pelieHHe 3a AUCTPUOYLHMS HIN
KOUTO ca OCBOOOJEHM OT IIOJMy4aBaHE Ha TAKOBAa pa3pelIeHHE IO
cMHCHIIa Ha 4ieH 77, maparpad 3;

B) TpsAOBa Aa cHAaOAABAT C JIEKAPCTBEHH HPOJIYKTH CaMO JIMIA, KOUTO
NpUTEXKABaT pas3pelieHue 3a JUCTPUOyHus HWIM Ha KOHTO €
pa3peleHo WiIM MMaT TpaBoO Jla JAOCTABAT JIEKAPCTBEHH IPOIYKTH
3a HAcEJIEHHETO B CHOTBETHATA IbPKaBa-uICHKA;

Ba) Te TPsiOBa Ja MPOBEPST AAM MONYYCHHUTE JICKAPCTBEHH MPOLYKTH
He ca (QamuupunupaHd, KaTO MPOBEPAT MOKa3aTeJIuTe 3a
6e30MacHOCT Ha BBHINHATA ONAKOBKA B CHOTBETCTBHUE C HM3UCKBa-
HUATA, NPCIBHICHH B JEICTHPAHUTE AKTOBE, OCOYCHH B UICH
54a, maparpag 2;

r) TpsOBa ga UMaT IUIaH 3a AEHCTBHE B MU3BBHPEAHH CHUTYallH, KOWTO
Jla rapaHTHpa e(eKTUBHOTO M3IIBIHEHNE HA KaKBAaTO U Jia € 3asBKa
Ha Ta3apa, HalpaBeHa OT KOMIICTEHTHHUTE OPraHW MM ChBMECTHO
M3NBIHEHHE Ha TakaBa C MPOW3BOJMTENS WIM TUTYISIpa Ha
pa3pelieHueTo 3a THProBUS 32 CHOTBETHUTE JIEKAPCTBEHU
TPOYKTH;

1) TpsOBa nda CbXxpaHsBaT JaHHU ©ox ¢Qopmara Ha QakTypu 3a
HOKYIKO-IPONaXON WM B €IeKTPOHEH BHA, WM TIOJ HAKaKBa
JIpyra ¢opma, BKIIOYBAILIM ClEAHATa MUHMMalHa MHpopMaunus 3a
BCSKA CIENKa C TONTy4YEeHH, H3MpallaHd HIM pPealn3hupaHd dpe3
MOCPEIHIMYECTBO JIEKAPCTBEHU IIPOIYKTH:

— Jara;
— HaMMEHOBAaHHE Ha JIEKAPCTBEHUS TMPOIYKT;

— TI0JTy4€HO, JIOCTABEHO WM PEATM3MPAHO Upe3 MOCPEIHHYECTBO
KOJINYECTBO;

— KM€ U aJpec Ha JOCTAaBYMKA MJIM IOJIy4aTells, B 3aBUCUMOCT OT
ciryyas;

— HOMep Ha MapTHUAaTa Ha JEeKapCTBEHUTE MPOMYKTH, Ha-Maiko
3a MPOAYKTH C HAHECEHH IMOKa3aTeaH 3a Oe30MacHOCT IO 4IeH
54, OykBa 0);

e) TpsaOBa Ia BOAAT B HPOIBIDKEHHE HA 5 TOAWHHM NOKyMEHTAIHATa,
OTHacsIa ce 10 OykBa 1), ¥ MPH HEOOXOAUMOCT Aa 5 MPEIOCTaABST
Ha KOMIIETEHTHHUTE OpPTaHM 3a IPOBEPKa,

K) TpsOBa Ja cra3BaT MPUHIMITUTE W PHKOBOJCTBOTO 3a A00pa AUCTPH-
OyUMOHHAa TIpaKTHKa Ha JIGKAPCTBEHUTE MPOAYKTH, KAaKTO €
IMOCOYEHO B ujieH 84;
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3) Tps0OBa Ja MOLNBPXKAT CHCTEMA 32 KaueCTBO, ONPEAEIIsia OTTOBOP-
HOCTHTE, MPOLIECUTE U MEPKHUTE 3a yIPaBICHHE Ha PHCKA, CBbP3aHN
C TEeXHHTE NEHHOCTH;

u) TpsOBa He3a0aBHO Ja HMHQOPMHUpPAT KOMIICTCHTHUTE OpraHH H,
KOTaTo € MPWIOKHMO, THTYJSIPS Ha Pa3pelIeHHeTO 32 ThPrOBHA
3a JIEKApCTBEHHM MPOLYKTH, KOWUTO ca IMOIYYWJIM WIH UM Cce
mpeiaraT ¥ 3a KOWTO ca YCTaHOBWIIM, 4Ye ca (anmmbuuupaHu
WM UMaT ChbMHEHUS, 4e ca (aamuuuupanu.

3a menute Ha OykBa 0), KOraTo JIEKapCTBEHUST MPOAYKT € IOIyYeH OT
Jpyr AUCTpUOYyTOp Ha e€Ipo, TUTYJIpUTE Ha pa3pelleHus 3a
OUCTpUOYLIUST HA €Apo TpsOBa Ja TMPOBEPAT Jalld  JOCTABSIIHST
JUCTpHOYTOp Ha epo CHa3Ba IPHHIMINTE U PBKOBOACTBATA 32 JOOPH
JUCTpUOYTOPCKU MPaKTHKU. ToBa BKIIOYBA M IPOBEpKa Ha TOBA, JaIH
JOCTAaBAMMAT ANCTPUOYTOp Ha eOpo TpUTEkaBa paspelleHHe 3a
JUCTpUOYLUs Ha eApo.

Korato nexkapcTBeHHAT NPOAYKT € IOIY4E€H OT IMPOM3BOIUTENS WIN
BHOCHUTEJIS, THTYJSIPUTE Ha paspelleHHs 3a AUCTpUOyLHsS HaA €apo
TpaOBa Ja TPOBEpAT Jadu MPOU3BOAUTEIAT WJIH  BHOCHTEIST
TIpUTEKaBa pa3pelieHre 3a MPOU3BOICTBO.

Koraro nekapcTBEHMAT HPOAYKT € MOIy4eH 4Ype3 MOCPEIHHUYECTBO,
TUTYJSIpUTE HA pas3pelieHuss 3a IUCTpuOynus Ha eapo TpsOBa na
MPOBEPAT JAaJIM Y4acTBAIUIMAT IMMOCPEIHHK OTroBapsi Ha W3UCKBAHMUSATA,
MpeIBUICHH B HACTOSIIATa TUPEKTHUBA.

Ynen 81

Ilo oTHOmIEHHWE Ha JAOCTAaBAHCTO Ha JICKApCTBCHU MPOAYKTH Ha
(papmaueBTn U Ha JiMaara, YIOBbJIHOMOIICHHM HWJIM OIIPaBOMOIICHH Ja
CHa6H$[BaT HACCJICHUCTO C JICKAPCTBEHU IIPOAYKTHU, ABPIKABUTC-UJICHKU
HC HaJaraT Ha THUTYJIsIpa Ha Ppa3pCHICHUETO 3a Ppa3npoCTpaHCHUEC,
n3gaacHo OT JApyra abpiKaBa-dJICHKa, II0-CTPOTM H3UCKBAaHHUA, I10-
CIICOUaIHO 3adbJDKCHHUA 3a 06HI€CTB€HI/I ycCiayru, OTKOJKOTO OHE3H,
KOWUTO HaJlaraT Ha JiMgaTta, Ha KOUTO T€ CaMHUTC Ca U3OaJIM Pa3spCIICHUC
3a U3BBpPHIBAHC Ha HO)106HI/I L[eﬁHOCTH.

TutynapbT Ha paspelleHHe 3a THProBHs C JIEKApCTBEH MNPOAYKT U
pa3NpoCTpaHUTENUTE Ha BBIPOCHUS JIEKAPCTBEH NPOAYKT, KOHTO B
JICHCTBUTEIHOCT € IyCHAT Ha I1a3apa Ha JbpKaBa-4JeHKa, OCHIYpsBaT,
B PaMKHUTE Ha CBOUTE 3aIbJDKCHHS, CHOTBETHUTE PEJOBHU JOCTaBKH HA
TO3M JIEKapCTBEH MPOMYKT 3a anTeKUTe U JIMIaTa, Ha KOUTO €
paspeleHo 1a OOCTaBsT JIEKapCTBEHM NPOAYKTH, Taka 4ye ce 3ajo-
BOJISIBAT MOTPEOHOCTHUTE HA MALMEHTH B 3aHMHTEPECOBaHATA JIbpKaBaTa-
YJICHKA.

JIoroBopeHOCTUTE 3a TpHJIAraHe Ha HACTOSAIINS WICH CJeIBa OCBEH
TOBa, J1a ObJaT 0OOCHOBaHM OT CHOOpaKEHHs 3a OIa3BaHE Ha OOLIeCT-
BEHOTO 3[paBe W Jia CHOTBETCTBAT Ha IEJITa Ha TOBA 3IpaBeolia3BaHe, B
CBHOTBETCTBHE C pasnopeadute Ha JloroBopa, Haii-Beue CBBP3aHHUTE CHC
CBOOOMHOTO JBMKEHHE HA CTOKHTE W KOHKYPEHIIHATA.

Ynen 82

3a BCHYKHM JOCTaBKM Ha JIEKAPCTBEHU IPOLYKTH Ha JHMIE, YIBIHO-
MOILIEHO MM MMaIlo MpaBo Ja CHA0MAsfBAa HACENEHHUETO C JIEKapCTBEHH
OPONYKTH B IIOCOYEHUTE  AbPKABU-UICHKH,  IPUTEKABALIUAT
paspellieHUe IpofaBady Ha €Ipo Ipuilara JOKYMEHT, KOHTo ynocTto-
BEpsiBA:

— jarara,
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— HaUMEHOBaHUETO U (QapMaleBTHYHaTa (OopMa Ha JIEKapCTBEHUS
OpOAYKT,
vB
— J0CTaBEHOTO KOJIHMYECTBO,
— MMETO M ajJpeca Ha JOCTaBYMKa WIM U3Ipaliaya,
VYMil
— HOMep Ha MapTHAaTa Ha JIEKAPCTBEHHTE MPOIYKTH, Hail-Malko 3a
IPOAYKTUTE C HAHECEHU IOKa3aTenu 3a 0e30HmacHOCT Mo wieH 54,
OykBa 0).
vB
JIbpKaBUTe-WIEHKH HpeAnpUeMaT HeoOXOMUMUTE MEPKH, 3a Ja rapaH-
THPAT, Y€ JIUNATa, YIBIHOMONIEHH WM HMMAIld MpaBoO Aa CHaOIsIBaT
HACENICHHETO C JICKapCTBEHHU IIPOIYKTH, MOTaT Aa MPeJoCTaBAT HHQOp-
Mauus, 4pe3 KOsATO Ja ce MPOCIeAM IBTIAT Ha AUCTPUOYLHS Ha BCEKU
JEeKapCTBEH MPOMYKT.
Ynen 83
Pasnopenbute Ha HacTOSIIUS AAN HE BB3NPEMATCTBAT IPHIATaHETO Ha
HO-CTPOTH MEPKH, YCTAaHOBEHH OT IBP)KABUTC-WICHKH, IO OTHOIICHHE
Ha IIpoJlaBaya Ha €Jpo MpH JUCTPHOyLUsATa HA:
— HApPKOTHYHM WIM NICHXOTPOIIHM BEIIeCTBa HA TAXHATa TEPUTOPUS,
— JeKapCTBeHHU NPOAYKTH Ha 0a3aTa Ha KPBB,
— HWMYHOJIOTHYHH JICKapPCTBEHU INPOIYKTH,
— paxuodapMareBTHIIN.
VM4
Ynen 84
Komucuara myOnukyBa pBKOBOJACTBA 3a JoOpaTa IpakTWKa Ha
JocTaBsgHe. 3a Ienta Td KoHCynTtHpa KommTera 3a JeKapcTBEHH
OPONYKTH 3a XyMaHHa ynorpeba u dDapManeBTHYHUS KOMHTET,
ce3manen ¢ Pemenne 75/320/EVIO na CoBerta (1).
Ynen 85
HacTosmusT 11 ce mpriara 3a XOMEOIIaTHYHH JICKapCTBEHU IPOTYKTH.
VYMI12

Ynen 85a

Unen 76 u unen 80, mbpBa anuHes, OykBa B) HE ce Ipujarar IpH
OUCTpUOyIMss HA €IpO Ha JIEKAPCTBCHH IPOAYKTH B TPETH CTPaHH.
OcseH ToBa wien 80, mbpBa anuHes, OykBu 0) W Ba) HE ce IpuJIarart,
KOTaTto JajieH MPOLYKT CE MOydYaBa AUPEKTHO OT TPETa CTpaHa, HO HE €
BHeceH. Hes3aBHCMMO OT TOBa, B TO3M CilIydall TBPrOBIHTE HAa €IpPO
rapaHTHpaT, 4e JICKapCTBEHUTE IPOAYKTH Ca IOJIYYCHH EIUHCTBEHO OT
JWIa, KOUTO MMaT pa3pellicHHe WM NPaBO Aa JOCTABAT JEKapCTBEHH
MNPOAYKTH B CBOTBECTCTBUEC C MPUIIOKUMHUTE IIPaBHU U aAMUHHUCTPATHUBHU
pasmopendM Ha CBOTBETHaTa TpeTa CTpaHa. B ciydaure Korato
TBPrOBIUTE HA EIPO JOCTaBAT JICKAPCTBEHHM IPOAYKTH Ha JIHIA B
TPETH CTPaHH, TE TAPAHTHPAT, 4 JOCTABKHTE Ca CaMo 3a JIMIa, KOUTO
UMaT pa3pellcHHe MM IPaBO Ja MOJIy4aBaT JICKAPCTBEHH HMPOIYKTH 3a
JUCTpUOYIHS HAa €IPO WM 33 I0CTaBKA Ha HACEJICHHETO B CHOTBETCTBUC
C TPWIOKHUMHTE IMPABHH M aIMHHUCTPATHBHH Pa3lopendd Ha ChOT-
BeTHATa TpeTa CTpaHa. VI3UCKBaHW:ATA, NpEIBHACHM B wWieH 82, ce
OpHUjIaraT 3a JOCTABKHTE HA JICKAPCTBEHH MPOMYKTH O JIMLA OT TPETH
CTpaHM, KOHMTO Ca IIONYyYMJIH pa3pellcHHe WIM IPaBoO Ja JOCTABST
JICKQPCTBCHH MPOJAYKTH Ha HACEICHHETO.

(') OB L 147, 9.6.1975 r., c1p. 23.
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Ynen 856

1. Jlumara, OChUIECTBSBAIY IMOCPEAHUYECTBO B 00JacTTa Ha JieKap-
CTBEHUTE MPOJIYKTH, TAPAHTUPAT, Ye PEATUIUPAHHUTE Ype3 MOCPETHUIECTBO
JICKapCTBEHU NPOIYKTH Ca OOXBaHAaTH OT pa3pelieHHEe 3a THProBus,
u3naneHo cerinacHo Pernmament (EO) Ne 726/2004 uan OT KOMIETCHTHUTE
OpraHd Ha JbpXKaBa-yJIeHKa B ChOTBETCTBUE C HACTOSIIIIATA AUPEKTHBA.

Jlunara, OChILECTBSABALIN ITOCPEAHUYIECTBO B 00JIACTTa Ha JIEKAPCTBEHUTE
MPOIYKTH, TPsIOBA 1a UMAT MTOCTOSTHEH afpec W AaHHH 32 KOHTAKT HA TePH-
Topusita Ha ChI03a, Taka 4e Jia Ce TapaHTUpa TOYHATA HICHTU(UKALMSL,
YCTaHOBsIBAHE Ha MECTOIIOJIOKEHUETO, BPb3Ka U HAI30p BBPXY TAXHATa
JIEWHOCT OT CTpaHa Ha KOMIIETEHTHUTE OpPTaHH.

3a MOCpPeTHHYECTBOTO B 00JacTTa Ha JICKAPCTBEHH TMPOAYKTH Ce
npuiarat mutatis mutandis W3UCKBaHUSATA, npeaBuieHn B wieH §0,
OyKkBU T')—H).

2. TlocpennuuecTBo B 00JIACTTA HA JICKAPCTBCHUTE IIPOLYKTH MOXE Jia Ce
OCBIIECTBSBA CaMO OT JIMI[A, KOMTO Ca PETHCTPHPAHH OT KOMIICTCHTHHTE
OpraHu Ha J(bpKaBaTa-wICHKA 0 TEXHMs IOCTOSIHEH aJpec, MOCOYEH B
maparpad 1. 3a 1a ce perucTpupar, Te3H JIMIA IIOCOYBaT Hal-MalKoO CBOETO
umMe, upma U noctosHeH aapec. Te 03 M3NMUIIHO 3a0aBsHE yBEIOMSBAT
KOMIICTEHTHHSI OpraH 32 HACTBIIMIN BbB BPb3Ka C TOBA [IPOMEHH.

JIuma, ochInecTBABAIIA MOCPEIHNYECTBO B 00NACTTa HA JIEKAPCTBEHHUTE
IIPOLYKTH, KOUTO cCa 3allO4Hald CBOsTa AEHHOCT Hpenu 2 sHyapu
2013 r., ce peructpupar HpHU KOMIIETEHTHHUs OpraH HE IO-KbCHO OT
2 mapt 2013 1.

KommeTeHTHHAT opraH BmHcBa HH(OpMamusTa IO IIbpBa AIUHES B
MyOJIMYeH PErucCThD.

3. PBKOBOACTBaTa, MOCOYECHH B uicH &4, BKIIOYBAT CICLHATHU
pasnopendr OTHOCHO MOCPEIHHYECTBOTO.

4.  Hacrosimst wieH He 3acsira pasmopeadure Ha wieH 111. 3a
M3BBPIIBAHETO HA HWHCIEKNWHUTE, MOCOuYeHH B wieH 111, oTroBaps
I'bp)KaBaTa-4JIeHKa, B KOSTO € PErHCTPUPAHO JIUIETO, OCHIIECTBSIBAILO
MOCPEAHUYECTBO B 00JACTTa HA JICKAPCTBEHUTE MPOIYKTH.

Axo JIMOE, OCBIICCTBABAIO ITOCPECIHUYCCTBO B obnacTra Ha JICKap-
CTBCHUTC TIPOAYKTH, HE€ Clla3Ba HW3HUCKBaHUATA, TMPCABUACHU B
HACTOAIIUA YWICH, KOMIICTCHTHHAT OpraH MOXE Ja peiur Aa 3aJIudn
TOBa JIMIOC OT PETUCTHpPA, IMOCOYECH B napar‘pa(l) 2. KommereHTHHAT
OopraH yB€IOMsBa JIMLETO 3a TOBA.

JUSUT VIIA

MNPOJAKBA HA INOTPEBUTEJIMTE OT PA3CTOSIHUE

Unen 856

1. bBe3 ma ce 3acsira HAIMOHAIHOTO 3aKOHOAATENICTBO, 3a0paHsBaILO Mpe-
JlaraHeTo 3a Mpojax0a Ha MOTPEOHTENNTe OT PA3CTOSHUE Ha JIGKAPCTBEHU
HPOIYKTH, 32 KOUTO CE M3HCKBA JIEKApPCKO MPEAIMCaHUe, Ype3 YCIyTHTe Ha
MH(POPMAIMOHHOTO OOIIECTBO, IBP)KABHTE-WICHKH TapaHTHPAT, 4e JIeKap-
CTBEHHTE NPOIYKTH Ce IpeylaraT 3a Ipojaxba Ha MOTPEeOHTENHTE OT
pa3CTOsIHKE Ype3 YCIyTuTe Ha HH(OPMAIMOHHOTO OOIIECTBO 10 CMHUCHIA Ha
JHupextuBa 98/34/EO Ha EBpornelickust mapnameHT n Ha CpBeta OT 22 OHH
1998 r., ycTaHoBsBaIla MpoLeLypa 3a MPEeJOCTaBIHEeTO Ha MH(OopMaIus B
cepara Ha TEXHHYECKHTE CTAHIAPTH M PErNIAMEHTH W IpaBHiIa OTHOCHO
yciyrute Ha HHGOPMAIMOHHOTO 001mectBo (1) IpHU ClIeIHUTE YCIIOBHSL:

a) (U3MYECKOTO WIM IOPUIMYECCKOTO JIHUIE, KOCTO Ipeiara Jekap-
CTBEHHTE TPOAYKTH, € TONY4YWJIO paspelleHHe Wi MpaBo Ja
JOCTaBsl JIGKAPCTBEHH IMPOIYKTH Ha MOTPEOUTENH U OT pPa3CTOSIHUE
CBIVIACHO HAI[MOHATHOTO 3aKOHOAATEJICTBO HAa JIbpKaBaTa-4ICHKA, B
KOSITO € YCTaHOBEHO;

(') OB L 204, 21.7.1998 ., ctp. 37.
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6) nunero, mocoueHo B OykBa a), € MPEJOCTABHIO Ha IbpiKaBaTa-
4ICHKA, B KOSTO € YCTAaHOBEHO, HAai-MalIKO ClieaHaTa WH(OpMAIKsL:

i) uMme win GupMa U TOCTOSHEH aJpec Ha MICTOTO Ha JAEWHOCT, OT
KOETO CE€ JOCTABAT TE3W JIEKAPCTBEHH IMPOIYKTH;

ii) JaTa, Ha KOATO € 3allo4yHala JAEHHOCTTa MO MpEeATIaraHeTo Ha
JICKQpCTBCHU TIPOMYKTH 3a mpoaaxba Ha MOTpeOHTENHTE OT
pa3CTOSIHUE Ype3 yCIYrHTe Ha MH(GOPMAIMOHHOTO OOIIECTBO;

iii) ampeca Ha ye0caiiTa, H3MOI3BaH 3a Ta3W IEJ, U IsUIaTa ChOTBETHA
uHopMaIsi, HeoOXoAuMa 3a HUACHTUPHUIUPAHETO HA TO3U
yeOcailt;

iV) ako e MPUJIOKHUMO — KJIacHU(UKaAIMATa B CHOTBETCTBHE C A1 VI
Ha JIeKapCTBEHHTE MPOMYKTH, MpelaraHu 3a Tmpojaxkda Ha
HOTpeOUTeNuTe OT PA3CTOSIHUE 4Ype3 YCIyruTe Ha HH(OpMaIu-
OHHOTO OOIIECTBO.

Ta3u undopmanus ce akTyaniusupa, KOraro € HeoOXOJUMO;

B) JIGKQPCTBEHHUTE MPOMYKTH CHOTBETCTBAT Ha M3HMCKBAHHUATA Ha HAIHO-
HAJTHOTO 3aKOHOJATEJIICTBO HAa Jbp)KaBaTa-uleHKA HAa MECTOHAa3-
HAuYeHHE B CHOTBETCTBUE C 4WieH 6, maparpad 1;

r) 6e3 Oa ce 3acAraT M3UCKBaHUATA 3a MHGOpMauus, NPEIBUICHU B
JupektuBa 2000/31/EO na Empomnetickusi mapiameHT W Ha ChbBera
ot 8 ronu 2000 r. 3a HAKOM IPaBHU aCIEKTH Ha YCIyruTe Ha MH(OP-
MalMOHHOTO OOINECTBO, U MO-CIELHATHO Ha eNeKTPOHHATa ThPTOBUS
Ha BBTpemHus masap (,,JlupekTnBa 3a enekTpoHHaTa THProBus™) (1),
yebcaliTbT, Ha KOHTO ce mpenaraT JIEKapCTBEHUTE IPOAYKTH,
CBABPIKA HAW-MAJKO:

1) JaHHUTE 3a KOHTAKT HAa KOMIIETEHTHUS OpraH MM Ha OpraHa,
ompezieNieH 3a Ta3W e, MocodeH B OykBa 0);

ii) Bpb3Ka KbM IOCOYEHHUs B maparpad 4 yeOcallT Ha IbprkaBaTa-
YJIeHKa Ha YCTaHOBSIBaHE;

iii) o0mIOTO JIOTO, TOCOYEHO B maparpad 3, MOMECTeHO Mo Jo0pe
BUIMM HA4YWMH Ha BCSAKA CTPAHHUIA OT yeOcaiiTta, CBbp3aHa C mpej-
JaraHeTo 3a MmpojaxOa Ha JIEKapCTBEHW NPOIYKTH HA MOTPEOH-
TeauTe OT pascrosHue. OOIMIOTO JIOr0 ChABPKA BPB3KA KBM
MO3MIMATA Ha JIMIETO B CIHCHKA, MOCOYeH B maparpad 4,
OykBa B).

2. JIbpXaBHTE-WICHKU MMAT IIPaBO Jla HAJlaraT yCcJIOBUs, 00OCHOBAaHH
OT CHOOpaKeHHs 3a 3aKpHila Ha OOLIECTBEHOTO 3/paBe U CBBP3AHM C
JOCTaBKHTE Ha APEeOHO Ha CBOS TEPHUTOPHS HA JEKAPCTBEHU IPOTYKTH
3a mpojax0a Ha MOTpeOMTENUTE OT PAa3CTOSHME UYpe3 YCIyrure Ha
UHGOPMALMOHHOTO OOIIECTBO.

3. Cs3maBa ce 00110 JIOro, KOETO € pa3no3HaBaemMo B 1enusi Cbio3 u
KOETO B CBHIIOTO BpeMe T03BOJISIBa ONPEACISHETO Ha JbpiKaBaTa-wIeHKa,
B KOSITO € YCTAaHOBEHO JIMLIETO, NpeJJlaramio JeKapCTBEHH NMPOLYKTH 3a
nponaxba Ha MOTpeOHUTENHTe OT pascrosHue. JIororo ce momecrBa Mo
no0pe BUIMM HauWH Ha yeOcalTOBETe, Ha KOWTO Ce Ipeljiarar Jekap-
CTBEHHM MNPOAYKTH 3a Hpofax0a Ha MOTPEOMTENUTE OT PA3CTOSHHE B
ChOTBEeTCTBHE ¢ maparpad 1, Oyksa ).

C menm XapMOHHM3MpaHE Ha H3IOJ3BAHETO Ha TOBa OOIIO JIOTO
Komucusra npriema akToBe 3a U3MBIHEHHE OTHOCHO:

a) TeXHUYECKUTE, CJICKTPOHHUTE M KpUNTOrpadcKuTe HM3HUCKBAHUS 32
MpOBEpKa Ha aBTEHTHYHOCTTA Ha OOLIOTO JIOTO;

(') OB L 178, 17.7.2000 r., ctp. 1.
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6) Mozena Ha OOIIOTO JIOTO.

Korato e HeoOX0auMO, aKTOBETE 3a H3IBIHCHHE CE M3MEHST, KaTo ce
B3eMa IpeIBH] HAyYHO-TEXHHYECKUST Mporpec. AKTOBeTe 3a
U3IBJIHEHHE C€ TMPHEMAT B CHOTBETCTBHE C MpOLEAypara, MocovYeHa B
wieH 121, maparpad 2.

4. Beska abpikaBa-uieHKa cb3faBa yeOcallT, KOHTO cbIbpka Hail-
MaJIKO:

a) mHpOpMaNUs OTHOCHO HAIIMOHATHOTO 3aKOHOJATENICTBO, IIPHI0KUMO
32 TpeAsaraHeTo Ha JIKApCTBEHW MPOJYKTH 3a Mpojaxba Ha
MOTpeOUTENNTE OT PA3CTOSIHUE YPe3 YCIyTruTe Ha HH(POPMALOHHOTO
00IIeCcTBO, BKIIOYUTETHO WH(OpPMAIMSI OTHOCHO (pakTa, 4e MOraT na
CBILECTBYBAT PA3IUUUS MEXKAY IbPKABUTE-YICHKH IO OTHOIICHHE
Ha KiacuuKanusaTa Ha JIEKAPCTBEHHTE NMPOAYKTH W HA YCIOBHATA
3a JIOCTaBSHETO UM;

6

~

MH(pOpPMALs OTHOCHO L€Ta Ha OOILIOTO JIOTO;

B) CIIMCBK HA JIMLATA, INPEJaralid JIeKapCTBEHH MPOAYKTH 3a
npogaxxba Ha MOTPEOUTENHMTE OT PA3CTOSHUE Ype3 YCIyruTe Ha
WH(POPMAIMOHHOTO OOIIECTBO B CHOTBETCTBHE ¢ maparpad 1, Kakto
U aJpecuTe Ha TEXHHUTE yeOCalToBe;

r) oOma wH(pOpPMAIKs OTHOCHO PHCKOBETE, CBBP3aHH C JICKAPCTBCHU
MPOIYKTH, JTOCTaBSIHH Ha MOTPEOMTEINTE HE3aKOHHO Ype3 YCIYTHTE
Ha WHPOPMAIHOHHOTO OOIIECTBO.

To3u yebcaiit cpabpika Bpb3ka KbM yeOcaiita, mocodeH B maparpad 5.

5. AreHuusra cb3fgaBa yeOcaiiT, Ha KOHTO ce mpenocTaBsi UHGopMa-
nuATa, MocovyeHa B maparpad 4, OykBu 0) u T), HHGOPMAIUS 3a 3aKO-
HojarencTBoTo Ha Cbro3a, NMPUIOKHUMO 3a (ammuupHUUUpaHu JeKap-
CTBCHH MPOIYKTH, KAKTO ¥ BPB3KH KbM yeOcaliTOBeTE Ha IbpIKABUTE-
4lieHKH, mocoyeHn B maparpad 4. Ha yeOcaiita Ha Arenmusra ce
[OCOYBA M3PUYHO, Y€ yeOcafiToBeTe Ha JbPIKABUTE-YICHKH ChIBPIKAT
uH(OpPMALKs 3a JIMLATA, KOUTO Ca MOYYIN Pa3pelIeHHEe WK MPABo 1a
JIOCTaBAT JICKAPCTBEHH INIPOXYKTH Ha IOTPEOMTEIMTE OT pa3CTOSHUE
4ype3 yCIOyrure Ha HMH(POPMAIMOHHOTO OOIIECTBO B CHOTBETHATA
IbpIKaBa-wICHKA.

6. bes na ce 3acsrar Jlupexrusa 2000/31/EO u npenBuieHUTe B TO3U
JST  W3MCKBAHUS, [IbPXKAaBUTE-WICHKH IpPEINpHEMaT HeoO0XOoquMuTe
MEpKH, 3a Ja TapaHTHpaT, 4e 3a JHIA, Pa3siIHdHH OT HOCOYCHHTE B
naparpad 1, KOUTO mpeanarar JEKapCTBCHH HPOLYKTH 3a IpoAaxoa
Ha TNOTPEOHTENHTE OT PAa3CTOSHHE W W3BBPIIBAT JEHHOCT HA TAXHA
TEpUTOpUs, ce Hpuiarat e()eKTHBHHU, NPOIOPLHUOHATHE M Bb3IMpAIIN
CaHKIHH.

Unen 852

be3 na ce 3acara KOMIETEHTHOCTTa Ha JbpKaBHTe-WIeHKH, KoMucusra,
B CBTPYAHHUYCCTBO C AFCHHI/IﬂTa U OpraHuTe Ha CbOTBETHATa IbpiKaBa-
YJICHKA, POBEXK/A MM HAChpUYaBa MPOBEKIAHETO HA WH(MOPMAIMOHHH
KaMIaHUd OTHOCHO OIMAcHOCTTa OT (ammuupuuupaHd JeKapCTBEHU
MPOJYKTH, HACOYEHH KbM MIMPOKATa OOIIECTBEHOCT. Te3d KaMITaHUH
MOBHUIIABAT MH()OPMUPAHOCTTA Ha MOTPEOUTENUTE OTHOCHO PUCKOBETE
OT JIGKapCTBEHH MPOLYKTH, AOCTABSHNA HE3aKOHHO Ha MOTPEOMTEINTE OT
pa3CcTosHHUE MOCPEACTBOM YCIyTUTE HA WHPOPMALUMOHHOTO OOILIECTBO, U
OTHOCHO W3MOJI3BAHETO Ha OOIIOTO JIOr0 M yeOcalToBeTe Ha
IbP)KABUTC-WICHKA M Ha ATEHLUSTA.
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JUSUT VI
PEKJIAMA

Ynen 86

1. Ilo cmucena Ha HacToSIIUSI [OA7 ,,peKjamMa Ha JIEKapCTBEHH
MPOAYKTH BKIIOYBAa BCsika (opma Ha HHDOpMAIMs MO IOMOBETE,
aruTaiioOHHAa aKTHUBHOCT HJIN CTI/IMyJ'II/IpaHe, HpCﬂHaSHa‘{CHl/I Ja npona-
TaHUpaT MPEANMKUCBAaHEeTO, OCTaBKaTa, MpoaaxbaTa win ynorpedara Ha
JICKApCTBEHU MPOAYKTH; B YaCTHOCT CE BKJIFOYBAT:

— PpeKJjlaMa Ha JIEKapCTBEHH IPOAYKTH CpeJl HacelIEHHETO,

— PCKJIaMa Ha JICKapCTBCHU NPOAYKTU CpEa Julara, KBaJ'II/I(bI/II_[I/IpaHI/I
Ja ' NpeanrncBaT Uik OOCTaBAT,

— MOCEIIECHUS Ha MEIULUHCKU ThPIOBCKU NPEACTABUTENN NIPU JIULIATA,
KBanuGHULUUPaHU Ja NPEINUCBAT JIEKapCTBEHU MPOLYKTH,

— MOpegocTaBsHE HA MOCTPH,

— OCHI'ypsiBaHE HA CTHMYJH C e MPEANHCBaHE WM [OCTaBKa Ha
JICKAPCTBEHU MPOJYKTH, KaTO HANMpPUMEP MOAAPBIM, MPEATIOKEHUST
WK ToNi3a uiau OOHyC, B mapu Wik B apyra ¢opma, camo ako
WCTUHCKAaTa UM CTOMHOCT € MUHHMAITHA,

— CIIOHCOPHMpAaHE Ha NPOMOLMOHAIHHM CPELI¥, HAa KOUTO IPHCHCTBAT
JMIa, MMallyd I[paBoO Ja IPEANUCBAT WM AOCTAaBAT JIEKapCTBEHU
MIPOAYKTH,

— CIIOHCOpUpPaHE Ha HAayYHH KOHIPECH, Ha KOMTO HPUCHCTBAT JIMIA,
MMalld [paBoO Ja MpeOIucBaT WIM JIOCTABAT JIEKAPCTBEHU
NPOAYKTH ¥ B YaCTHOCT II0€MaHe Ha IIbTHUTE PAa3HOCKH U
HOIIYBKH, CBBP3aHHU C TAX.

2. CJ'IGZLHOTO HC CC€ BKJIKOYBA B HACTOAIIMA IsJI:

— CTHUKCTHPAHCTO M IMOCTAaBAHETO HaA IIpUIApYKaBalla JIMCTOBKa B
OIlaKOBKaTa, NpeaAMET Ha pa3nopez[6HTe Ha i1 V,

— KODPECIIOHACHLMS, €BEHTYalHO MpUIpYyXKaBaHa OT MAaTepUaiv OT
HEIPOMOIIMOHATHO ~ €CTeCTBO, HEOOXOAWMH 3a OTrOBOpP Ha
crenu(UUHU BBIPOCH OTHOCHO AAJICH JIEKApPCTBEH IPOAYKT,

— ¢axTrueckr, WHPOPMALMOHHU CHOOLICHUS W pedepeHTHH Mare-
pHany, OTHACSIIM CE HANpUMeEp IO MPOMEHH B OMAKOBKATa, MPE.-
YIOPEXKACHNAS OTHOCHO CTPAaHWYHHMTE PEAKIMH KAaTO YacT OT OOIIuTe
JIEKAPCTBEHU TPEJNa3Hi MEpPKH, THPrOBCKA KaTalo3d U ICHOBU
JIMCTH, TIpA YCJIIOBUE Y€ HC MNPEIACTaBIdBaT MNPCTCHIOUHW KbM
MpPOAYyKTa,

— wuH(OpMaIMs 32 YOBEIIKOTO 3/paBe WM OOJIeCTH, NIPU YCIOBHE Y€
HsMa NpenpallaHe, A0pyd KOCBEHO, KbM JIEKAPCTBEHH MPOIYKTH.

Ynen 87

1.  JIppxaBuTe-wieHKH  3a0paHsABaT BCAKO  peKIaMHpaHe  Ha
JIEKapCTBEH NPOJYKT, 32 KOHTO HE € JaJCHO pa3pelleHUue 3a ThPTOBUS
CBITIACHO 3aKOHOIATEJICTBOTO Ha OOMIHOCTTA.
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2.  Bcuukn uyacTM Ha pekiamara Ha JajeH JIEKapCTBEH MPOIYKT
TpsiOBa Ja CHOTBETCTBAT HA OCOOCHOCTHTE, U30POCHH B 00OOIIECHHETO
Ha XapaKTEPUCTUKUTE HA JICKAPCTBEHUS MPOJYKT.

3. PexnmamupaHeTo Ha JIEKapCTBEH MPOAYKT:

— HachpyaBa panuOHANHATa ymoTpeda Ha JIEKApCTBEHHS IPOAYKT,
KaTro ro mpenacTaBs OOEKTUBHO M 0e3 Ja NpeyBelin4aBa HETrOBUTE
KayecTBa,

— He e 3a0iykmaBaria.

Ynen 88

1.  JbpxaBuTe-wieHKH 3a0paHsIBAaT PEKIAMUPAHETO INpeJ LIMpoKara
OOIIECTBEHOCT Ha JIEKAPCTBEHU MPOLYKTH, KOUTO:

a) ca JOCTBIIHM E€AMHCTBEHO 110 MEIWIMHCKO NpEANUCAaHUE, B CHOT-
BeTCTBHE ¢ 15 VI

0) chObpIKaT  BEIECTBA, ONPENENICHH KaTo IICUXOTPOIHH WU
HApPKOTHYHH OT MEKIYHAPOJHH KOHBEHIIMM, KAaKTO HaIllpuMep
Konsenmunre Ha Ob0enuuenn Hamuu ot 1961 m 1971 r.

2. Tlpex mmpokaTa OOIISCTBEHOCT MOraT Ja CE€ PEKIaMHpPAaT CIIOpea
CbCTaBa U ymoTpedara UM JIEKAPCTBEHH TPOAYKTH, KOMTO Ca MpeaHa3-
HaueHH U pa3paboTeHu 3a ynorpeda O0e3 HaMmecara Ha MEAUIUHCKO JIMIIE
C I JMAarHOCTHKA WM Ha3HAYABAHE WM MOHHTOPHHI Ha JICYCHHETO,
IpU KOHCYJITHpaHe ChC (hapMalieBTa MpU HEOOXOIUMOCT.

3. /lppkaBuTe-wIeHKM HMaT MpaBo Ja 3abpaHsBaT Ha CBOATa
TEpUTOpHS peKamara Mpel MIHpoKaTa OOIIEeCTBEHOCT Ha JIEKApCTBEHH
MPOAYKTH, YUATO CTOMHOCT IMOJUICKH HAa Bb3CTAHOBSBAHE.

4.  3abpanara o naparpad 1 He ce mpuiara Mpyu KaMIaHuK 3a BaKCH-
HALWs, U3BBPUIBAHA OT OpaHIa U 0JOOPEHH OT KOMIICTCHTHHUTE OpPraHH
Ha ObPKaBUTC-YJICHKHU.

5. 3abpanara, nocoueHa B maparpad 1, ce mpumara 6e3 ma ce
HapymaBa wieH 14 ot Jupektusa 89/552/ENO.

6.  JIppxaBHTE-wWICHKH 3a0paHsIBAT JUPEKTHOTO PA3IMpPOCTPAHCHHE HA
JIEKapCTBEHU MPOMYKTH Ccpe]] OOIIECTBEHOCTTa OT CTpaHa Ha OpaHIIa 3a
pEKITaMHH LISITH.

JAIT Vla
HH®OPMAILIUA U PEKJIAMA

Ynen 88a

B pamkuTe Ha TpU TOJUHU OT BIM3aHETO B cuia Ha JlupekTuBa
2004/726/EO, Komucusara, ciei KOHCYITAllMd C OpPraHU3allUUTe Ha
TMANUeHTUTe W MOTpeOHTeNnTe, OpraHM3aIluuTe Ha Jekapute U (apma-
LEBTUTE, IbPXKABUTEC-WICHKH U OCTaHAIUTE 3aUHTEPECOBAHU CTPaHH,
npenctaBaT Ha EBpomelickus mapmamenT u Ha CpBeTa JOKIAA 3a
CBLIECTBYBAllaTa IPAKTUKA IO OTHOIICHUE HA IPEIOCTaBSHETO Ha
uHpopmalys — Haii-Bede 1o VMHTEpHET — M 3a PUCKOBETE U IOJ3UTE
OT HEro 3a MalMEeHTUTe.
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Cnen aHanmu3upaHe Ha rOpHUTE AaHHM KoMmucusara, ako € He00X0IUMO,
mpesiara ch3/aBaHe Ha HHPOPMAMOHHA CTPATETrHs 3a MPeIOCTaBsIHe Ha
BUCOKOKAYeCTBEHa, OOEKTMBHA, HAJEKJAHA W  HENPOMOLMOHAIHA
uHopMaIMsg 3a JIEKAPCTBEHUTE NPOAYKTH W 3a APYTH Je4eOHU
CpelcTBa M ypexkIa BBIpPOca 3a OTTOBOPHOCTTA Ha HMH(GOPMALMOHHUS
HN3TOYHHUK.

Ynen 89

1. bes na ce 3acsra uien 88 IsJ1aTa peKiiaMa Ha JICKApCTBECH IMMPOAYKT
Cp€a HACCIICHUETO!:

a) CC H3rpaxjia mno TaKbB Ha4YuH, 4€ Ja € sCHO, Y€ C’bO6H.[eHI/IeTO €
PCKIIaMHO U Y€ NMPOAYKTBHT CC I/II[eHTH(l)I/II_[I/Ipa KaToO JICKapCTBCH,

0) BKJIFOUBA Hal-MaJIKO ciieJiHaTa UHQOPMAIHS:

— HAVMEHOBAaHHETO Ha JICKApPCTBEHUS NPOAYKT, KAaKTO |
00MYallHOTO HAaMMEHOBaHHWE, aKO TPOAYKTHT ChIbpPXKA CaMO
€/IHO aKTHBHO BEIECTBO,

— wuHdopManusTa, Heo0XoAUMa 3a MpaBUIIHATA yroTpeda Ha JieKap-
CTBEHHS MPOIYKT,

— W3pUYHA, SICHA TIOKAHA 332 BHUMATEJIHO YETE€HE HAa MHCTPYKLUUTE
B JIMCTOBKaTa Ha OIAKOBKAaTa WJIM Ha BBbHIIHATA ONAKOBKa, B
3aBUCHMOCT OT CIIydasl.
v M4
2. JIppxaBUTe-wWIEHKHU MOraT Ja IpUeMarT pelleHre, ye pekjamara Ha
JIEKapCTBEH MPOIYKT Mpel IMUPOKaTa OOLIECTBEHOCT MOXKE, HE3aBUCHMO
OT M3HMCKBaHUATA Ha naparpad 1, n1a cbIbpka caMO HAMMEHOBAaHHUETO Ha
JICKapCTBEHUS MPOAYKT WIM HETOBOTO MEXIYHApOJIHO HENAaTEeHTOBAHO
HaUMEHOBAHUE, KOraTo TO CHIIECTBYBA, MJIM ThPrOBCKaTa MapKa, ako €
IpeJHa3HaYeHa €AMHCTBEHO 3a HAIllOMHSHE.

Ynen 90

Pexnamara Ha JeKapcTBEHUS NPOIYKT Cpell HACEJICHHETO He ChIbpiKa
KaKbBTO U J1a € MaTepuai, KOUTo:

a) OCTaBsA BIICYATIICHUETO, Y€ MEAHMIMHCKATAa KOHCYJTalud WJIN XUPYP-
ru4ecCKa oIiepanus HE € HGOGXO,Z[I/IMa, B YaCTHOCT 4YpE€3 mpcjiaraHe
Ha AWar"Ho3a Wid IpEeNoOpbYBaHEC Ha JICYCHHC IO ITolIaTa;

6) BHymIaBa, 4e e(eKTUTE NPU IPHUEMAHETO Ha JIEKApCTBOTO Ca rapaH-
TUPaHHU, Y€ HE ca NPUAPYKEHH OT CTPAHWYHHM PEaKlLMU MM ca IO-
J0OpM OT WM EKBHBAJICHTHH Ha TE3W OT APYTO JICUYCHHE WIH JPYT
JIEKapCTBEH IPOIYKT;

B) BHYIIIaBa, Y€ 3[[PaBETO Ha TMOTPEOUTEN MOXe Jla Obae moJo0peHo ¢
B3eMaHe Ha JIEKapCTBOTO;

I') BHYyIIaBa, Y€ 3[PABETO Ha MOTPeOUTENS MOXKe Aa ObJie IOBIMSIHO TPH
HEB3E€MaHe Ha JIEKapCTBOTO; HacTosAllaTa 3a0paHa HE ce mpujara rnpu
KaMIIaHUKM 110 BaKCHHAIlMKM, 3a KOUTO C€ OTHacsd wieH 88,

naparpad 4;
J) € HacO4eHa M3KIIIOYHTEIHO MIIU 110 TPUHLUI KbM Jela;

€) ce I030BaBa Ha MPENOPbKM Ha Y4YEeHH, 3/IPaBHU CIEIHAJHCTH WIN
JIUIA, Pa3IMYHU OT TOPHHUTE, HO KOWUTO IOpaaW CBOATA M3BECTHOCT
OMxa MOIJIM J]a HachpyaT yrmorpedara Ha JIEKapCTBEHUTE MPOXYKTH;
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) BHyIIIaBa, Y€ JICKAPCTBEHUAT IMPOLYKT € XPaHHUTENCH, KO3METHIeH
MPOAYKT WJIM NPOAYKT 3a JIpyra KOHCyMallus;

3) BHyIIaBa, 4e Oe3BpeAHOCTTa M e(UKACHOCTTa Ha JICKAPCTBEHHUS
OPOAYKT CE IBDKMA Ha TOBA, Y€ € HaTypajcH;

I/I) OM MOT'BII gpe3 ONMMCaHueC HUIN JIeTaitiiHO npeacTaBsgHe Ha UCTOpUATA
Ha ciiy4dasd Oga JOBEIAC OO0 I'pClIHa CaMOAuarHosa,

i) TI030BaBa ce IO HEMOAXOAI, MPeIyNpeIUTeNIeH Uiu 3a0yK1aBalil
Ha4YMH Ha TBBHPJEHUS 32 BH3CTAHOBSIBAHE Ha 3/IPaBETO;

K) H3II0JI3Ba 1O HENOAXOAI, NPEAYNPEAUTCIICH WIA 336Hy)K,HaBaH.[
Ha4uH, Fpa(bI/I'{HO NnpeacTaBsgHe Ha IPOMCHU B YOBCUIKOTO TAJIO,
MPUIUNHCHU OT 3a00IIs1BaHe TN HapaHsgBaHC, WA Ha B'b3£[el>iCTBPIeTO
Ha JICKapCTBCH IPOAYKT BBPXY HYOBCHIKOTO TAJIO WJIM Ha YaCTU OT
HETO.

Ynen 91

1.  Bcsko pexiamupaHe Ha JICKapCTBEH NMPOAYKT Ha JIMLA, KBAIU(U-
IUPaHH Ja TPEeIINCBAT WM JOCTABAT TAKWBA MPOIYKTH, BKIFOUBA!

— ChlIecTBeHa MH(POPMAIHS, ChBMECTHMa C OOOOIICHHETO HA Xapak-
TEPUCTUKHUTE Ha MPOIYKTa,

— KJ'IaCI/I(i)I/IKaI_II/ISITa Ha JOCTaBKaTa Ha JICKApCTBCHUSA ITPOAYKT.

JIbpKaBUTE-4JICHKM MOTAaT ChIIO Ja M3UCKAT peKiiamara Ja BKI04YBa
MpOAAXKHATA LIEHA WJIM MPernopbhunTeNHaTa [I€Ha Ha pa3InYHUTE Ipe3eH-
TalMM, KAaKTO M YCJIOBUATA 32 BH3CTAHOBSBAHE HA IICHATa OT COLM-
AIIHUTE OCUTYPHUTEIHU OpPTaHU.

2. JIppxaBHUTE-4IEHKH MOTaT Jia IpueMaT pellieHue, 4e peKinamara Ha
JIEKapCTBEH MPOAYKT Hpel JINNa, KBaTH(GHUUUPAHHU JAa MPEINUCBaT HIH
JIOCTaBAT TE3W INPOJYKTH MOTaT, HE3aBHCUMO OT H3UCKBaHHUATA Ha
naparpad 1, na chappka camMO HAMMEHOBAaHHETO Ha JICKAPCTBEHHUS
MIPOAYKT WJIM HETOBOTO MEXIYHApOJHO HENaTeHTOBAHO HAaHMEHOBaHUE,
KOraTo TO CBIIECTBYBA, WM THPrOBCKAaTa MapKa, ako € IpeJHa3HaucHa
€IMHCTBEHO 3a HallOMHSHE.

Ynen 92

1. Bcesika JOKYMEHTalus, OTHAcsAlla c€ 1O JICKAPCTBEH MPOIYKT,
KOSATO Ce IpenaBa Karo 4acT OT IPEACTABIHETO Ha TO3H HPOAYKT Ha
nHIa, KBATH(PHUIUPAHU Ja TO MPEANUCBaT WIN JOCTAaBIT, BKIIOYBA Haii-
MaJIko u30poeHoTo B wieH 91, maparpad 1 u yJgocToBepsiBa narara, Ha
KOSITO € ChCTaBeHa WM € MpepadOoTeHa 3a IMOCIENICH IbT.

2.  Usnara wuHpopMmanms, CbabpKama ce B JOKYMEHTALUSATA,
mocoyeHa B maparpad 1, € TOYHA, axkTyaJM3WpaHa, IOCTOBEPHA H
JIOCTaThYHO IBJHA, 3a Ja JAaJe BB3MOXKHOCT Ha IOJydaTens Ja
CBCTaBU CBOE COOCTBEHO MHEHME 3a TEpaleBTHYHATa CTOHHOCT HA CHOT-
BETHHS JIEKAPCTBEH IPOJYKT.

3. lluratuTe, KakTo TAOMULIUTE W JPYTHTE WIIOCTPATUBHH MaTe-
pHaiy, B3eTH OT MEIUIIMHCKU CITMCAHUS WJIM JPYTd HAay4yHH pa3paboTKu
3a Hy>KAUTE Ha JOKyMEHTallMATa, [ocodeHa B maparpad 1, ce BB3Ipo-
W3BEX/IAT BAPHO M HM3TOYHHUKBT C€ LUTHPA TOYHO.
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Ynen 93

1.  MeauuuHCKUTE THPrOBCKU NPEACTABUTENN ca 100pe OoO0yueHH OT
¢upMara, KOATO T'M HaeMma, INPUTEKABaT JOCTATBYHO MEIHUI[HHCKH
[O3HAHMA, 3a Ja MorarT Ja IpeJoCTaBAT BB3MOXHO Hail-TouHa H
IbIHA UHGOPMAIHA 3a JICKAPCTBEHUTE MPOLYKTH, KOUTO Ipeiarart.

2. Ilpm Bcsiko cBOE TOCEIIEHHE MEAWIMHCKHTE THPTOBCKH IPEACTa-
BUTENM J]aBaT WJIM TPEJOCTaBAT Ha IOCETEHUTE JIMIA KpaTKa XapakTe-
PHCTHKa Ha BCEKH JIEKApCTBEH NMPOIYKT, KOHTO MPENCTaBAT, aKO 3aKO-
HOZATEJICTBOTO Ha JAbp)KaBaTa-wieHKa I[03BOJIsIBA TOBA, 3a€lHO C
HOAPOOHOCTH OTHOCHO ILI€HAaTa W YCIOBHATA 3a BB3CTAHOBSIBAaHE, 32
KOUTO ce oTHacs wieH 91, maparpad 1.

3. MeauuuHCKUTE THPrOBCKU MPEACTABUTEIH NPEAAaBaT HA HAYYHUTE
CKUIIH, MocoueHHu B wieH 98, maparpad 1, Bcska uHGOpMAIKss OTHOCHO
ynoTtpebara Ha JIGKAPCTBEHUTE MPOIYKTH, KOUTO TE PEKIaMHUpAT, KaTo
ce OTHens CHeUMaJHO BHHMAaHHE Ha BCAKAa CTpPaHUYHA pPEaKIys,
CbOOIEHa UM OT JIMIATa, KOUTO IOCEIaBar.

Ynen 94

1. Koraro nexapcTBeHH MPOLYKTH Ce MpeajaraT Ha JIMIa, KBaIu(u-
LUpPaHU J]a TIPEeANUCBAT WM JOCTaBAT TaKMBa MPOAYKTH, HE MOTaT Jia ce
N00aBAT HMKAaKBU IOAApbLM, HapUYHU OONarn wWiIu MpecTaluud B
HaTypa, KakTo M Ja ce IpelularaT Wid oOeIaBaT Ha TE3H JIMLA, OCBEH
aKo MOJApPBLUTE HE Ca C HUCKA CTOMHOCT M HE Ca CBBbP3aHHU C IPaKTH-
KyBaHETO Ha MEIUIMHCKA WK (hapMaLeBTHYHA ACHHOCT.

2. llpemoctaBsHHTE CTHUMYJM HpU [POMOLMOHAIHUTE MPOAAKOU
BUHAard c€ OrpaHMYaBa CTPUKTHO J0 OCHOBHOTO UM IIpelHa3HauCHHE
W He TpsOBa Ja ce pasnpocTpaHsBa BBPXY JAPYTH JHIA, OCBEH
3][PaBHUTE CIICIIUAIUCTH.

3. Jluuara, xBanubWIHUPaHH [a NPEANUCBAT WK TOCTABST JIEKap-
CTBEHHM MPOJYKTH, HE WUCKAT M HE MPUEMaT KAKBUTO M Ja € CTHMYJIH,
3a0paHeHu oT maparpad 1 Wiau B CMHCBHI, NMPOTHBEH Ha maparpad 2.

4.  Ceabpxanuero Ha maparpadu 1, 2 u 3 He oKka3Ba BIUSHHE BHPXY
CHIECTBYBAIIUTE MEPKH MM THPrOBCKa IPAKTHKAa B Ibp)KaBUTE-
YJICHKH, OTHACSIIM Ce OO LEHH, Map>KOBE U OTCTBIIKH.

Ynen 95

Pasmopenoure Ha unen 94, maparpad | He BB3NPENATCTBAT Mpe-
JIaraHeTo Ha CTHMYJH, MNPSKO WM KOCBEHO, INPH MEPONPHSITHS C
YHUCTO HpOCbCCl/lOHaJ'IHI/I U HaydYHHU MOCJIU; TaKoBa IPCAOCTaBAHC Ha
CTUMYJIM BHHATH CE OIPaHMYaBa CTPHKTHO IO OCHOBHATA HAy4YHA IIEN
Ha MEPONPHATHETO; TS HE TPsAOBa Ja ce paslpoCTpaHsIBa BBPXY APYrH
JIMI[A OCBCH 3/PABHHUTE CICLHAIKCTH.

Ynen 96

1.  be3muaTHM MOCTpU ce mpejaraT B H3KIIOYHMTENIHHU CIy4ad camo
Ha JIMNa, KBAIMGULIUPAHU [a MPEANUCBAT TaKUBa MIPOXYKTH, U TO HPH
CIICZIHUTE YCJIOBHSL:

a) eXErofHUAT Opod Ha MOCTPUTE 3a BCEKH JIEKapCTBEH IPOAYKT,
KOMTO Ce M3MHCBA C pelenTa, € OrpaHuYeH;
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0) JocTaBkaTa Ha MOCTPH CE€ M3BBPILIBA B OTFOBOP Ha IMHCMEHa MOJIOA,
MOANUCAaHA M JaTHpaHa OT JIMLETO, MPENUCBALI0 MPOIYKTa;

B) jJungara, AOCTaBAIIM MOCTPUTE, NOAABPIKAT CHOTBETHA CHUCTEMaA 3a
KOHTPOJ U OTYETHOCT,

r) Bcsika mpoba TpsibBa Ja € He TMO-rojisiMa OT HalW-MalKOTO KOJIH-
4YeCTBO, NPEICTAaBAHO Ha Ma3apa;

JI) BCSAKa MOCTpa € O3HaueHa C ,,0e3ILIaTHA JIEKapCTBEHa MOCTpa — HE
ce mpojaBa‘ win ¢ apyra (GopMyJaHpOBKa, MMalla ChIIOTO ChIbp-
JKaHHE;

€) BCsKa MOCTpa ce IpUIpy’kaBa OT Komue ¢ 00OOIEHUE Ha XapaKTe-
PUCTHKHUTE Ha JICKAPCTBEHHUS NPOIYKT;

) HE ce TpeajaraT MOCTPU Ha JICKAPCTBEHU MPOIYKTH, ChIbPIKAIIN
TICUXOTPOIHHA WMJIM HAPKOTHUYHU BEIECTBA, CHIVIACHO OIPENEIICHHETO
UM B MEXAYHAPOIHUTE KOHBEHIUH, KaTo Hampumep KoHBeHUIUUTE
Ha OGenunenute Hanuu oT 1961 u 1971 r.

2. JbpxaBUTe-wWIEHKH MOraT Ja IOCTaBIAT U JONBIHUTEIHU OIpa-
HUYEHUs] BBPXY AUCTpUOyHHMSATa HA MOCTPH Ha OINpeIeTeHH JeKap-
CTBEHH IPOAYKTH.

Ynen 97

1. JppxaBUTe-WICHKH OCHUIYpsBAT M3IOJI3BAHETO HA aJCKBaTHU U
e(eKTUBHM METOAM 32 MOHUTOPHHI' Ha pEKJIamara Ha JIEKapCTBEHU
npoaykTH. Te3um MeToau, KOUTO MOrar Ja ceé OCHOBaBaT Ha CHCTEMa
OT MNpPEIMIIHU IPOYYBaHUS, BbB BCEKH ClIydail BKJIIOUBAT 3aKOHOBHU
pasmopendu, CBIIACHO KOWTO JIMLA WIM OpPraHW3alllH, CYUTAHH OT
HAaIlMOHAJIHOTO 3aKOHOJATEJICTBO 3a HUMAllM 3aKOHEH MHTEepec Ja
3a0paHsABaT BCSAKO pEKIaMHUpaHe, HECHOTBETCTBAIIO HAa HACTOSIIUS
JISUI, MOraTr Ja HpeAnpHeMaT 3aKOHHM JEHCTBUS CpEIly TakoBa peKila-
MHpaHe WIM Ja OTHEcaT TOBa pEKJIaMHUpaHe Mpeja aJIMHUHUCTPATHUBHHUS
opraH, KOMIIETEHTEH Ja C€ IpOM3HECE [0 OIUIaKBaHWATa WU Ja
WHULMUPAT CbOTBETHATA IpaBHA IpoLEaypa.

2. CermacHo mnpaBHUTE pasnopendu Ha mnaparpad 1, abpkaBuTeE-
YJICHKH BB3JAraT Ha ChAeOHHTE WM aJMUHHCTPATUBHU OPTaHH IIPABO-
MOIIHSI, KOUTO UM J]aBaT Bb3MOXKHOCT B CIIy4au, B KOHUTO TE€ CUUTAT 3a
HEOOXOIMMO TIPHJIaraHeTO Ha TaKWBa MEPKH, Ja OT4YeTaT BCHYKH
MHTEPECH U B YaCTHOCT OOILIECTBEHHUs MHTEpEC, 3a Jia:

— pasnmopenisT TNPEYCTAHOBSBAHETO WM Ja BB3OYIAT MOJXOMAIN
NpaBHH MpPOLEAYpH 32 TPEYCTAaHOBsIBAHE Ha 3a0iyKIaBallin
peKiIamu, Win

— aKko 3a0My’KIaBallTe PEeKJIaMH BCE OlIE He ca OWIH MyONHKyBaHH,
HO TyOJHMKAIMATa UM € TIPECTOSAIIA, a PasmopeasT 3abpaHara Win
Jla MHULUHPAT TOAXOMAIINTE MpPaBHU HPOLEIypH 3a 3abpaHara Ha
MoI00HH TTyOJIMKAIINH,

nopu Ge3 noKa3BaHE Ha JACHCTBUTENHATA 3ary0a, Bpeia Wid HaMEpeHHE
WIH HeOPEXKHOCT OT CTpaHa Ha PEKJIAMHPAIIIOTO JIUIIE.

3. /IppkaBUTe-wICHKHM MpPEIBMXKIAT Ppaslopefdu 3a  MEpKUTE,
MOCOYEHH BBB BTOpaTa alMHes, KOWUTO cielBa jAa ObAaT B3eTH B
CIy4aif Ha yCKOpEeHa MpOoIeAypa C BPEMEHEH MM OKOHUYATEIeH e(eKT.

Besika nppikaBa-wieHKa peliaBa KOs OT JBET€ BB3MOXKHOCTH, YCTa-
HOBEHH B ITbpBaTa ajuHes, 1a nzdepe.



200110083 — BG — 16.11.2012 — 011.001 — 84

4.  JIppKaBUTE-WICHKH MOTaT Ja BB3JIOXKAT HAa ChACOHM WM aJMH-
HHACTPATHBHYA OpraHM 3aKOHOJATENHH TMPABOMOINMS, [aBalld WM
BB3MOXXHOCT C II€JI €JIMMUHUPAHE Ha NPOJIBIKUTEIHUTE MOCIEACTBUSA
OT 3a0iy’/aBallla peKjiama, 3a YHUETO MPEyCTAaHOBSBAaHE € B3ETO OKOH-
YaTEJHO PEIIEHUE:

— Jla M3MCKAT MyOJMKyBaHE Ha TOBA PEIICHHE B MBJICH MM YaCTHUYCH
o0em, ¥ BbB (hopMa, KOATO HAMHUPAT 3a aJCKBaTHA,

— Jla H3UCKAaT B JOI'bJIHCHUC Hy6JII/IKyBaHeTO Ha KOpurupamio
CTaHOBHIIIC.

5. Tlaparpagu or 1 no 4 He M3KIIOYBAT JOOPOBOJHHS KOHTPOJ Ha
peKIaMHuTe Ha JICKAPCTBEHH MPOIYKTH 4Ype3 OPraHd 3a CaMOKOHTPOJ
WM TpHOsTBaHe A0 IMOMONITa HAa TAaKWBa OPraHH, aKo JCHCTBUATA
npea 14X c¢a Bb3MOXHHU B AOIBJIHCHUE KbM IHOPUIAWNYCCKUTC WIHW aaAMHU-
HHUCTPATHBHU IPOLEAYPH, MOCOYCHH B maparpad 1.

Ynen 98

1. TurynapbT Ha pa3pelleHHe 3a THProBHs CH3JaBa B PaMKUTE Ha
CBOETO IpeIpHsTHEe Hay4yHa CIy>k0a, OTTOBOpHa 3a MH(pOpMauara 3a
JIEKapCTBEHUTE MPOJIYKTH, KOUTO TOH Iycka Ha masapa.

2. TurynsapbT Ha pa3pelIeHHE 3a THPrOBUS:

— MABbPXH Ha PA3MOJIOKCHUC WK U3IIpallla Ha OpPraHUuTE WJIW OpraHu-
3alJUUTEC, OTITOBOPHHU 3a IPOCICASIBAHEC PCKIAMHUTEC Ha JICKAPCTBCHU
MNPpOAYKTH, IO €IHAa MOCTpAa OT BCUYKHU PCKIaMU, KAKTO U 6}0J'ICTI/IH,
Ioco4Balll JjJuuara, KbM KOUTO € HAaCO4Y€Ha pCKjlamMara, HadyWHa Ha
PasnpoCTpaHCHUE U JaTaTa Ha IIbPBOTO PA3NpPOCTPAHCHUC,

— TapaHTupa, Y€ peKJIaMHpaHeTO Ha JIeKapCTBEHHM IPOIYKTH OT
HErOBOTO MPEANPHUITHE, OTTOBaps HAa M3MCKBAHUATA HA HACTOSIIUSL
T,

— MpoBepsiBa Jald THPrOBCKUTE MPEACTABUTENH 3a JIEKapCTBEHH
HNPOAYKTH, HACTH OT HEro, ca OWIM IOIXOAAIO OOy4YeHH WU
M3NBJIHBAT HAIBIHO 33JbDKCHUATA, BB3JIOKCHH MM OT wWieH 93,
maparpadu 2 u 3,

— ocurypsiBa WHpOpPMALUs W TOJIOMara OpPraHUTe WJIM OpraHu3a-
LUUTE, OTTOBOPHM 3a MOHMTOPHHI Ha PEKJIaMUPAaHETO Ha JieKap-
CTBEHHM IPOAYKTH, KOraTo TOBa C€ H3UCKBA 3a HU3IIBJIIHEHHE Ha
TEXHUTE OTTOBOPHOCTH,

— TapaHTHpa, Y€ PELIeHUATa, B3€TU OT OPraHUTEe WM OpraHU3alMuTe,
OTTOBOPHH 32 MOHHTOPHMHIAa Ha PEKJIAMHPAHETO Ha JIEKapCTBEHU
INPOIYKTH, €A M3IBJIHEHU HEe3a0aBHU M HM3LSIIO.

3. JIppkaBUTe-WICHKH He 3a0paHsABAT CHBMECTHUTE IIPOMOLIMH Ha
JIEKapCTBEH MNPOXYKT OT CTpaHa Ha THUTYJApa Ha pa3pelieHHeTo 3a
THPrOBUSL U €JJHO WJIM TMOBEYE JPY’KECTBA, MOCOUYEHH OT HETO.

Ynen 99

JIbpkaBUTE-WICHKH MOpEINpUeMar HEOOXOMMMHTE MEPKH, KOHUTO [a
rapaHTHUpar, 4e Ce¢ MpWiIarart pas3nopeAdHuTe B HACTOSIIUS U1 M
ONPEeNeAT B YaCTHOCT HaKa3aHMsATA, KOWTO Ce HamaraT B Cllydaif, 4e
pasnopeaOuTe OT HACTOSIIUS [T ObJAT HAPYIICHH.
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v M4
Ynen 100

PexnamMupaHeTo Ha XOMEOMATHYHHUTE JICKAPCTBEHH MPOAYKTH, TOCOYCHHU
B wieH 14, maparpad 1 ca npeaMer Ha pa3nopeaOUTE HA HACTOSIIUS
I, ¢ M3KITIOUeHHe Ha wieH 87, maparpad 1.
EnuucTBeHO uHpOpManusTa, ompenencHa B wieHa 69, maparpad 1,
obaye MOXe Ja ce WU3MO0N3Ba 32 peKiaMa Ha Te3W JIEKapCTBEHU
MPOJYKTH.

YM10

IS IX
®APMAKOJOTHYHA BIATEJIHOCT

1JIABA 1

O0mmu pa3nopendou

Ynen 101

1.  JIppXaBHTe-wWICHKHM TIpUiarat cucreMa 3a (apMaKkoIOrHYHa
OJMTEIHOCT, C LIeJ1 M3IIBIHCHHE HA CBOUTE 33734 IO (hapMaKoIOrHyHa
OMUTETHOCT W y4yacTHETO cH B JeitHocTuTe Ha Chio3a 1o (apmako-
JIOTUYHA OJMTEITHOCT.

Cucremara 3a ¢apMakoJOrudHa OJUTEIHOCT ce M3IOJ3Ba 3a ChOMpaHe
Ha MHGOpPMAIMs OTHOCHO PHCKOBETE OT JICKAPCTBEHHUTE MPOLYKTH MO
OTHOLICHHE HA 3[PAaBETO Ha MALMCHTUTE WIM OOIIECTBEHOTO 3/paBe.
Iocouenara wH(pOpPMAUS CE OTHACS IO-CIICHUAIHO JO CTPAHHYIHHTE
e(eKkTH TpH XOopaTa, BH3HUKHAIHM IIPU YIoTpedaTa Ha JIeKapCTBEHUS
OPOAYKT B PAMKHTE HAa YCIIOBHATA Ha Pa3pelICHHETO 3a THPTOBUSL,
KakTO W TpH ymoTrpeda W3BBH YCIOBHATA HAa pa3pelieHUETO 3a
TBPrOBUS, KaKTO M JO CTpaHMYHHUTE e(eKTH, CBBp3aHU C Mpode-
CHOHAJIHA CKCIO3HIIHSL.

2. TlocpeactBom cucremMara 3a (papMmakosorudyHa OIUTEITHOCT,
mocoueHa B maparpad 1, Ibp)kaBHTe-4ICHKH MpaBAT HaydHA OICHKA
Ha IpulaTa UHGOpMaIMs, PasriIexkaaT BapUAHTUTE 3a CBEXKAAHETO 10
MHHHMYM U TIpeIOTBPATSABAHETO HA PHCKAa M IpeINpHeMaT MpH HeoO-
XOAUMOCT PEeryJaTOpHU AeHCTBHS OTHOCHO Pa3pelIeHHETO 3a ThProBUSL.
Te penoBHO W3BBPIIBAT OAMUT Ha CBOATA CHCTeMa 3a (apMaKoJIOTMYHa
OIWTETHOCT M JIOKIAABAT pesynrarure Ha Kommcusra HE MO-KBCHO OT
21 centemBpu 2013 r. ¥ cien ToBa Ha BCEKM JBE TOJUHHU.

3. Bceska gppkaBa-uiieHKa OmpezeNss KOMIIETEHTeH OpraH 3a
OCBIIECTBSIBAHETO Ha 3aJlaunTe Ha (PapMaKoJIOTHYHATa OJUTETHOCT.

4. Komucusita Mmoxe Ja MOUCKa OT ABbPXKaBUTC-WICHKHU Ja y4acCTBar,
o4 KoopauHanusaTa OT AFGHHI/IS{T&, B MCEXAYHapOJAHATa XapMOHU3alUsa
U CTaHAapTu3alusad Ha TEXHUYCCKUTC MCPKU IO OTHOUICHHUC Ha (bapMa-
KOJIOrM4HarTa 6III/ITCJIHOCT.

Ynen 102

II’Bp)KaBI/ITe-'{J'ICHKI/IS

a) B3eMaT BCHYKH LENEChOOpa3sHHM MEpPKH 3a HachbpyaBaHE Ha MaIlH-
SHTHUTE, JeKapuTe, (papMaleBTHTe U OPYTUTE 3IPABHU CICIHATUCTH
Jia IOKJIa[BaT MPEANoIaraéMi CTPAaHUYHN e()EKTH HAa HAIIMOHATHHUTE
KOMIIETEHTHH OpPraHHW; 3a Ta3W Lel, 110 IeIecho0pa3HoCT, Morar Ja
61))13.T BKJIFOYCHU OpraHu3aliuuTe, MpeacTaBJIsaBalln HOTpe6I/ITCJ'II/ITe,
NAlMEHTUTE W 3IPABHUTE CIICIIHATUCTH;
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6) yJecHsABAaT JOKJIAJBAHETO OT CTPaHa HAa MAaLMEHTa upe3 MPefoCTaBsHe
Ha anrepHatuBHM (OPMH B JIONBIHEHHE KbM (Qopmure 32
JOKJIa[IBAHE MO CIEKTPOHEH IIBT;

B) B3€MaT BCHYKHU TMOAXOAAIINA MEPKH, 3a Ja MNojJydaT TOYHU U
IIPOBCPHUMH JaHHHU 3a Hay4YHaTa OIICHKAa Ha AOKIAAWTE 3a Ipearoa-
racMUTC CTpaHUYHU e(beKTI/I;

I) rapaHTHpar, 4e Ha OOIIECTBEHOCTTa CBOEBPEMEHHO CE€ IPENOCTaBs
BaKHa MH(pOPMAIMs 3a ONACEHHs, CBbP3aHM C (hapMaKOJIOTMYHATA
OOUTETHOCT 1O OTHOIICHWE Ha yHoTpedaTa Ha JajeH JIEKapCTBEH
OPOAYKT, upe3 MyONUKyBaHETO Ha TakaBa MHopMaunus Ha
MHTEPHET IopTalia M 4pe3 IPYTU CPeicTBa 3a OOIIECTBEHO OCBEIO-
MsBaHEe P HEOOXOJHMOCT;

~

rapaHTHpar, Ype3 METoJuTe Ha chOupaHe Ha MH(OpMAIUs U, KOraTo
€ Heo0X0IMMO, Ype3 MOceIBally JeHCTBUS IO AOKJIAAUTE 3a Ipel-
MoJaraéMy CTPaHWYHU e(eKTH, 4Ye Cce MpeArnpueMaT BCHUKH
CHOTBETHH MEPKH 3a SCHO HICHTU(QHIMpPAaHE HAa BCEKU OMOJIOTMYEH
JICKapCTBEH IPOJYKT, NPEANUCaH, OTIYCKaH WM IIPOAaBaH Ha TAXHA
TEPUTOPHS, KOWTO € TMpeIMeT Ha JOKJIaa 3a IMperoiaraeMu
CTpaHMYHHM €(EeKTH, KaTO HAJJICIKHO CE OTYMTAT HAUMEHOBAHHETO
Ha JIEKApCTBEHHS NMPOAYKT B CHOTBETCTBHE ¢ WieH 1, maparpad 20,
U HOMEPBHT Ha MapTHIATa;

a

€) mpeAnpueMaT HeoOXOQMMHUTE MEpKM, 3a Ja rapaHTupar, ue
TUTYJISIPAT Ha paspelieHue 3a ThProBus, KOWTO He M3IbIHABA 3a1bJI-
JKEHUATA, ONPENENCHU B HACTOSIIMS [, NMOJUIEXKU Ha €(EKTUBHHU,
MIPONOPLUOHAIHU U BB3MUPALIH CAHKLIUU.

3a nenute Ha MbpBa anuHes, OyKBH a) U 1), IbPKABUTE-YICHKH MOTar
Jla HajaraT CHeUU(QUIHU 3aTbIDKCHUs. KbM JIeKapuTe, (papMaleBTUTe U
JPYTUTE 37paBHU CIICIUATUCTH.

Ynen 103

Besxka AbpiKaBa-1JICHKa MOXKE Ja JACJCTUpa BCAKa 3aJada, KOsSTO H e
BB3JIOKEHA TII0 HACTOAIIWA [OsJI, Ha Jpyra JObpiKaBa-4JICHKa, IIPH
yciaoBUC Y€ IIOCI€AHaTa ¢ Jajla MIMHCMCHOTO CH ChIJIaCue. Beska
AbpKaBa-WICHKa MOXKE Ja IMpEACTaBIsiBa HE II0OBEYE€ OT €4Ha JApyra
ObpXXaBa-dJICHKA.

Jlenerupamata qbpxKaBa-dIeHKa HHGOPMHpa MHCMEHO 3a JIeIeTHPaHeTo
Komucusara, AreHuusara ¥ BCHYKH JpPYrd Abp)KaBU-4leHKU. Jleneru-
pamaTa Jbp)KaBa-uwIeHKA M ATEHIHATAa OIOBECTSABAT ITyOIMYHO CHOT-
BETHaTa MH(pOpMaLusl.

Ynen 104

1. 3a mBOBIHEHHE HA CBOMTE 3aJadd 10  (hapMaKOIOTHYHA
6}:[I/IT6J]HOCT TUTYJSIPAT Ha Pa3spClICHUC 3a ThProBUs IIpujiara CUCTeMa
3a (hapMakoJIOruuHa OAUTEIHOCT, CKBUBAJIICHTHA HA CHCTEMara IO “WIEH
101, nmaparpad 1.

2. TIlocpeactBom cucremaTa 3a (papMakonoruuHa OIUTENHOCT,
nocoueHa B maparpad 1, TUTYIApAT Ha paspelieHue 3a TbProBUs
MpaBU Hay4yHa OLIEHKA HA IisIaTta MH(POpMAIHMs, pasriexia BapHaHTUTE
3a CBEXJAHETO JO MMHMMYM M IPEIOTBPATSIBAHETO HAa PUCKA U TNpel-
npueMa HeoOXOAUMHUTE LENeChOOpa3HH MEpPKH.
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Tutynapar Ha paspelleHue 3a ThProBUs HM3BBPILBA PEIOBEH OAMUT Ha
cBosita cucreMa 3a (apmakonormgHa OauTtenHoct. To#  ocraBs
Oenesxka OTHOCHO OCHOBHHMTE KOHCTATallud HAa OJAUTAa B OCHOBHATa
JOKYMEHTallusl Ha cucreMara 3a ()apMaKoIOTMYHAa OXWTETHOCT W Ha
Bb3 OCHOBA Ha KOHCTAaTALIMUTE HAa OJWTA TapaHTHpa, Y€ € M3TOTBEH H
HPUIOXKEH IieJechoOpa3eH IUIaH 3a KOPEKTHBHH neicTBui. benexkkara
Moxe Ja ObAe 3aluucHa ciel LUIOCTHOTO M3IBIHEHHE Ha KOpEK-
TUBHUTE JEHCTBUS.

3. Karo wacr or cucremara 3a q)apMalconoqua 6Z[I/IT€J'IHOCT,
TUTYJPAT Ha paspClICHUC 3a ThbPrOBUA € IIIBXKCH:

a) 1a MMa IIOCTOSIHHO M HENpPEeKbCHATO Ha pa3NoJOKEHHe JHLE C
HOAXOAIA KBATU(HUKALKSA, OTroBapsmo 3a (apMakoJOrHyHATa
OUTEIHOCT;

0) oa moAabpXKa W Ja MPEJOCTaBs IPH IIOMCKBaHE OCHOBHATA MOKY-
MEHTaIUs Ha cucremara 3a (papmakosiorudHa OJUTEITHOCT;

B) Jla Ipujiara CUCTEMa 3a yHNpaBJICHHC Ha PUCKaA 3a BCCKU JICKAPCTBCH
TPOJLYKT;

I) /a OCBhIIECTBABA MOHUTOPHHI Ha pe3yJjiTaTa OT MEPKHTE 3a CBEXKIAHE
JI0 MUHHMYM Ha PHCKa, ChIBpPXAIM C€ B IUIaHA 32 YIpaBJICHHE Ha
pHUCKAa WJIM 3aJI0KEHH KaTO YCJIOBHSI 32 Pa3pelICHHETO 3a ThPrOBHS
chriaacHo wieHose 2la, 22 wiam 22a;

) Ia aKTyajqu3upa CUCTeMaTa 3a YIpaBJeHWe Ha pHCKa U Ja
OCBIIECTBSBA MOHUTOPMHT Ha JaHHUTE Ha (papMakoIoru4HaTa
OIUTENHOCT, 3a J1a ONpEeAeNd Najld Ca HAIMIE HOBH PHCKOBE HIIH
PHCKOBE ca ce NMPOMEHMIM, KaKTO M Jalld ca HajJWlle NMPOMEHH Ha
GanaHca MoJ3a-pUCK Ha JIEKAPCTBEHUTE MPOIYKTH.

KpanuduuupaHoto JMie, MOCOYEHO B IbpBa anuHes, OykBa a),
mpeOrBaBa MOCTOSHHO M M3BBpIIBa JAeitHOCT B CPHl03a, U € OTTOBOPHO
32 yCTaHOBSIBAHETO U MOAIBPIKAHETO Ha cUcTeMara 3a (hapMaKoJOrHyHa
6aurenHocT. TUTYISIpST Ha paspelieHre 3a ThProBHs MPEJOCTaBs Ha
KOMIICTCHTHHSI OpraH M AreHUusTa MMETO W AaHHUTE 32 KOHTAKT Ha
KBATM(DUIUPAHOTO JIHIIE.

4.  HeszaBucumo ot pasmopenbure Ha maparpad 3, HaIUMOHAJIHUTE
KOMIICTEHTHH OpraHM MOraT Ja H3WCKAaT Ha3HAYaBaHETO Ha JIUIE 3a
KOHTaKT MO mpoOjeMuTe Ha (QapMakoJornyHata OIMTEIHOCT Ha
HALMOHAJIHO pAaBHHUINE, KOETO AOKJIA[Ba Ha KBATU(DHUIMPAHOTO JHUIEC,
OTroBapsAlIo 3a ACHHOCTHTE MO (apMaKOJIOTHYHA OJUTEITHOCT.

Ynen 104a

1. Be3 na ce 3acsarar maparpadgu 2, 3 U 4 OT HACTOSIIMS YJICH, Ype3
neporanus ot wieHn 104, maparpad 3, OykBa B), OT THUTYJSIpHTE Ha
paspelieHus 3a THProBusi, mpeaoctaBeHu npeau 21 romu 2012 r. He
Ce W3UCKBa Ja MpHJaraT CUcTeMa 3a yNpaBlieHHE Ha pUCKa 3a BCEKU
JIEKapCTBEH NMPOIYKT.

2. HaumoHamHHAT KOMIICTGHTEH OpraH MOXKE Jia HAJIOXKH Ha
TUTYJSIPS Ha paspelieHre 3a THProBHS 3aJbJDKEHHETO Ja Ipuiara
cucTeMa 3a yIpaBJIeHHe Ha pHUcKa, mocodeHa B uieH 104, maparpad 3,
OykBa B), akO Ca HAJHUILE OINACEHUS OTHOCHO DPHCKOBETE, 3acsraiin
OajaHca pHCK—IION3a Ha pas3pelleH JICKapCTBEH IPOAYyKT. B To3M
KOHTEKCT, HAllMOHAIHUAT KOMIIETEHTEH OpraH 3aibJDKaBa THTYJSIPS Ha
paspelIeHHe 3a TBPrOBHS [a NPEAOCTaBM W MOAPOOHO ONHCaHWE Ha
CHCTEMaTa 3a yIpaBJIeHUE Ha PUCKA, KOATO Bb3HAMEPSBA [a BBBEIC 3a
CHOTBETHUSI JIEKAPCTBEH MPOJIYKT.
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Hamaranetro Ha TakoBa 3aJb/DKCHHE, HAJJIC)KHO OOOCHOBAHO, C€
cpbobIaBa B mMUCMeHa (opMa M BKJIIOYBAa BpeMeBaTa paMKa 3a Mpej-
OCTaBSHETO Ha MOAPOOHOTO OMHCAHWE Ha CHUCTEeMaTa 3a YIpaBIICHUE
Ha pHCKa.

3. HanuoHaJHUAT KOMIIETEHTEH OpraH NMPeIoCTaBsl HA TUTYILIPS Ha
paspeuieHne 3a ThProBusi Bb3MOXKHOCT J1a MPEJICTaBU MUCMEHU OEJIeKKH
B OTrOBOp Ha HAJATaHETO Ha 3aJBIDKEHHETO, B PaMKUTE Ha CPOK,
ompeJielieH OT OpraHa, ako THUTYJSPAT Ha pas3pellieHHe 3a ThProBUS
morcka ToBa B cpok oT 30 OHM OT mMoiy4YaBaHe Ha MHCMEHOTO
YBEIOMJICHHE 32 3aIbJKCHUETO.

4. Ha ocHoBaTa Ha MUCMEHHUTE OCNICKKH, MPEICTABCHU OT TUTYIAPS
Ha pa3pelieHHe 3a THPrOBHUs, HALMOHAIHHUAT KOMIICTCHTCH OpraH
OTMEHS WIIM TIOTBBPXKIAaBa 3aJbDKCHHETO. Korato HaIMOHATHHAT
KOMIIETCHTEH OpraH IOTBBPOM 33JBbJDKCHHETO, pPa3pelICHHETO 3a
THPrOBUSI C€ H3MEHS CHOTBETHO, 3a Ja BKIIOYH MEPKUTE, KOHTO
TpsiOBa 1a OBOAT B3ETH KATO 4YAacT OT CHUCTeMara 3a YIpaBICHHE Ha
pHCKa, Karo YCIOBUSI 3a Pa3pEIICHHETO 3a THPrOBHS, IIOCOYCHH B
uneH 21a, OykBa a).

Ynen 105

VYrpaBieHHeTO Ha CPEeACTBATa, PEJHA3HAYCHHU 34 JEHHOCTH, CBBP3aHHU C
(apmakonornyHaTa OJMUTEITHOCT, YIPAaBICHUETO HAa KOMYHHKALMOHHU
MpEXH W HaJ30pa Ha Ma3apa € IOJ MOCTOSHHHUS KOHTPOJ Ha HAIMo-
HAJTHWTE KOMIETEHTHH OpraHHW, 3a Ja Ce TapaHTHpa TSXHaTa He3aBH-
CHMOCT TIpH W3MBIHEHHETO Ha JeHHOCTHTE MO (hapMaKOJOTHYHA
OIUTEITHOCT.

[IppBaTa anuHEes HE U3KIIOYBA BB3MOXKHOCTTA  HAI[MOHATHHUTE
KOMIIETEHTHH OPraHu Jia ChbOMpAT TaKCH OT TUTYJSPUTE HA Pa3pelleHUs
3a ThProBUs, 32 U3BBPLIBAHETO HA CIIOMEHATUTE NEHHOCTU OT HAIMO-
HaJIHATEe KOMIETEHTHU OPraHu, NIPU YCJIOBUE Y€ TAXHATA HE3aBHUCHUMOCT
MIpY M3ITBITHEHUETO Ha Te3W NEHHOCTH MO (apMaKoJIOTHIHA OIUTEIHOCT
€ CTpOro rapaHTHpaHa.

1JIABA 2

IIpo3payHOCT U KOMYHUKALMS

Ynen 106

Besika pbprkaBa-uiieHKa Ch3JaBa M HOANBPIKA HAIMOHAICH HHTEPHET
HopTal 3a JICKapcTBaTa, KOHTO € CBBP3aH C EBPONCHCKUS HWHTEPHET
MOpTall 3a JIeKapcTBaTa, Ch3AaJeH B CHOTBETCTBHE C wWieH 26 0T
Pernament (EO) Ne 726/2004. ITocpeacTBOM HalMOHATHUTE WHTEPHET
HOpTalM 3a JICKapCTBATa JbP)KABUTE-YICHKH OIIOBECTBSIBAT Haii-MaJKo
CIIEHOTO!

a) OOIIeCTBeHM JOKJIAAM 3a OICHKA, 3aeqHO ¢ 0000IICHME;

0) 00001IEeHHsS HAa XapaKTEPUCTUKUTE Ha MPOIYKTUTE W JIUCTOBKH C
YITBTBAHHUS;

B) 0000IIEHUS HA IUIAHOBETE 3@ YIPABJICHUE HA PUCKA 3a JIEKAPCTBEHU
HPOJYKTH, Pa3peLICHH B ChOTBETCTBHE C HACTOSIIATA JHUPEKTUBA;

T) CIIMCBK Ha JICKAPCTBEHHTE INPOAYKTH, IIOCOYEH B wWieH 23 oT
Pernmament (EO) Ne 726/2004;

1) nHGOpPMANUs OTHOCHO Pa3NMYHATE HAYMHH Ha JOKIAIBaHE HA Tpej-
HoJaraeMy CTpaHUYHM €(eKTH, CBbP3aHU C JIEKAPCTBEHHUTE
HOPOJAYKTH, OT CTpPaHa Ha 3JPaBHM CIIELMAIUCTH M HALUEHTH KbM
HALUOHAJIHUTE KOMIIETEHTHH OpraHM, BKIIIOUUTENIHO CTPYKTYpU-
paHutre GOpMyJISpH B HUHTEPHET, IOCOYEHH B wieH 25 orT
Permament (EO) Ne 726/2004.
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Ynen 106a

1. Benmnara 1moM THUTYJISpAT Ha paspelleHHe 3a ThProBUs
Bb3HaMepsiBa Ja HampaBu MyOJMYHO CBHOOLIEHHE BBHB BpPB3KA C
“HpOpMAaNKs 32 OIMAacCeHUsl, CBbP3aHU ¢ (HhapMaKOJIOTHYHATa OIUTEIHOCT
OTHOCHO ymoTpe0aTa Ha JICKQpCTBEH MPOIYKT, W NPH BCHYKU CIy4au
€IHOBPEMEHHO ChC WM Tpeau jJa ObIe HAlpaBeHO ITyOIUYHOTO CHOO-
HIEHWE, TOH € ITbXEeH Ja HHPOpPMHpa HAIMOHAIHUTE KOMIETEHTHU
opranm, Arennusita u Komucusra.

TUTYAPAT Ha pa3pelleHre 3a ThPrOBUS TapaHTHpa, Ye WH(popMaImsTa
3a OOIECTBEHOCTTA C€ IPECTaBs OOCKTUBHO M HE € TOABEXAalla.

2. OcBeH aKo OIa3BaHETO Ha OOLIECTBEHOTO 3[paBe HE U3MCKBA 1a ce
HanpaBAT HEOTJIOXKHU MYOJIMYHHM CBHOOILEHHS, IbpPKABUTE-YICHKH,
Arennusta 1 Komucusara ce uHGOpMHpAT MOMEXIY CH HE IMO-MajKo
oT 24 daca npeay myOJMYHOTO CHhOOIICHUE, CBBP3aHO ¢ WH(OPMAIHITA
3a OIaceHUs], CBbP3aHU ¢ (hapMaKOJIOrHMYHATa OAUTEIHOCT.

3. 3a aKTHBHHTE BEIIECTBa, ChABPIKALIN C€ B JEKapPCTBEHH NMPOAYKTH,
pa3pelleHy B [0BeYe OT €JHA IbpiKaBa-4iIeHKa, ATEHIHUITa € OTTOBOPHA
32 KOOpJIMHAIMATA MEXAY HAIMOHAJHUTE KOMIIETEHTHH OpraHd Ha
CbOOIIEHUATA, CBBP3aHU C 0€30MacHOCTTa, W MpeAoCTaBs rpaduuy 3a
CpOKOBeTe, B KOUTO umH(popManusTa 1a 0bJe OMOBECTEHA IMyOIMUHO.

IMox xoopruHanuaTa Ha ATEHIUATA IbPKaBUTE-WICHKH I10jIaraT BCHUKH
YCWIIMSL B PaMKHUTE Ha Pa3yMHOTO Jia CE CIOpa3yMesT OTHOCHO OO0
U3BECTHE OTHOCHO 0O€30I1aCHOCTTa Ha CHOTBETHHUS JEKAPCTBEH MPOIYKT
¥ rpadHIM 32 HEroBOTO pasnpoctpaHeHue. [To MckaHe Ha ATEHIUsTA
KomurersT 3a oueHka Ha pucka B olOyiacTta Ha (hapMakoJIorHYHATa
OIUTEITHOCT MPEOCTAaBs CTAHOBHUILE OTHOCHO CIIOMEHATUTE ChOOLIEHUS,
CBBp3aHU C 0€30I1acCHOCTTA.

4. Korato AreHiusTa WIM HAIMOHATHUTE KOMIIETCHTHH OpraHd
OmoBecTsABaT MyONHMYHO HH(pOpMaNHUATA, TMOCOYeHa B maparpadu 2 u
3, Bcska HMHpOpMANUS OT JMYHO €CTECTBO WJIM MPEACTaBIsIBaIla
THPrOBCKa TaifHa, CE 3aJli4aBa, OCBEH aKO IMyOJIWYHOTO M OrJIacsiBaHe
€ HeoOXOIUMO 32 OIa3BaHETO Ha OOIIECTBEHOTO 37paBe.

I'JIABA 3

Perncrpupane, jJokiiaiBaHe W  OlleHKa Ha JaHHUTE OT
(apmakosornyHaTa GAUTEJTHOCT

Pazngen 1

PerncTtpupaHe m AokJaJBaHe Ha mpeanoJjaraeMu
CTPAHUYHU ePeKTH

Ynen 107

1.  Turynspute Ha pa3pelleHUs 3a THProOBUS PETUCTPHPAT BCHUUKU
npeAnonaraeMu ctpaHuyHu epextd B Cbro3a MM B TPETH CTpaHH,
JIOBEJICHW [0 TAXHOTO 3HAHWE, HE3aBUCUMO JaJld ca JOKJaJIBaHU
CIOHTAaHHO OT TMAalMEeHTH WIM 3/paBHU CIENUAJNCTH WIH ca
HacCTBIMIM B KOHTEKCTAa Ha TMpOydyBaHe clleJ [oJlyyaBaHe Ha
pasperieHue.

TI/ITyJ'IHpI/ITC Ha pa3speli€Hus 3a TbpTrOBUA rapaHTHpaAT, Y€ TC3U AOKIaAn
Ca IOCTBIIHU B €IMHHA TOYKAa B PAMKHUTC Ha Crro3a.

Upe3 pmeporamust OT IbpBa aJWHES MPEANONATAEMUATE CTPAHUYHH
C(l)CKTI/I, HAaCTBhIIWJIM B KOHTCKCTAa Ha KIMHUYHO HU3IIMUTBAHE, CC PEruc-
Tpupar W JOKiIaaBar B chorBeTcTBHE ¢ dupektuna 2001/20/EO.
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2. Turynspute Ha pa3pelllcHUs 3a TbPrOBUs HE OTKa3BaT Ja B3eMar
TIpeIBHU JOKJIAIH 3a MPEAIoIaraéMi CTPAaHNIHU e()eKTH, TOIyYeHHU II0
€JIEKTPOHEH I'bT WJIU IO KaKBbBTO U Jla € OWIIO IPYyTr HOAXOAAIL HAYUH OT
HALUEHTH U 3IPaBHU CHELUATHCTH.

3.  Turynsapute Ha pa3pelIieHHs 3a THPrOBHS MOAABAT MO €IEKTPOHEH
mbpT B 0azara JaHHM M Mpekara 3a oOpaboTKa Ha JaHHH, TIOCOYCHU B
wieH 24 ot Permament (EO) Ne 726/2004 (HapuuaHu 10-107y ,,0a3aTa
nanHu  Eudravigilance®), uH(popmanus 3a BCHYKM ONACHU Ipel-
HoJaraéMy CTpaHUYHH edekTH, HacTeimiau B Cbhl03a WM B TPETH
CTpaHH, B CPOK OT 15 mHM ciex AeHs, B KOHTO CBOTBETHHAT THTYIIAD
Ha paspelleHue 3a ThProBHUs € y3Hal 3a ChOUTHETO.

Tutynsapute Ha pa3penIeHus 3a ThPrOBUS IOJABaT IO €IEKTPOHEH ITBT B
6azata manHu Eudravigilance undopmanus 3a BCUUKU IpeaIIolaraeMu
CTpaHHYHH e(eKTH, KONTO He ca OMacHM, HacThImuiu B Chblo3a WIH B
TPEeTH CTpaHH, B CpoK OT 90 1IHM cilel [eHsd, B KOHTO CBHOTBETHUAT
THTYJISp Ha pa3pelleHHe 3a ThProBHs € y3Hald 3a CHOUTHETO.

3a JeKkapCTBEHHUTE IMPOIYKTH, KOMTO CHIBPXKAT AKTUBHUTE BEIECTBA,
MMOCOYCHH B CINUCHKA C MyONUKAIMH, MPEAMET HAa MOHHTOPUHT OT
cTpaHa Ha AreHuusta cbriacHo wieH 27 ot Permament (EO)
Ne 726/2004, TuTynspuTe Ha pa3pelleHHs 3a THPrOBUS HE ca UIHKHH
Ja pokmansar B ©Oaszata ganHu Eudravigilance npennonaraemute
CTpaHUYHH e(EeKTH, PEruCTpUpaHH B HM30pocHaTa MEIUIUHCKA JIHUTe-
paTypa, HO Te MPOCIEAsBAT IA1aTa Apyra MEIUIMHCKA JUTepatypa H
JOKJTaZBaT BCEKH MpEATOoNaraeM CTpaHHYECH e(eKT.

4.  Tutynspute Ha pa3pelICHUS 32 THPIOBHS YCTAHOBST IPOIEAYPH C
IeJT TOJlyJaBaHe Ha TOYHH M IPOBCPUMHM JAHHM 3a Hay4HaTa OLCHKA Ha
JOKJIaJUTe 3a IpeAnonaraeMuTe cTpaHumdHN edektn. Te chmo Taka
TpabBa na cbOuUpaT mociexBamara UHQOpPMALUs OTHOCHO TE3H
JOKJIAMN M Jla BHACAT aKTyaln3HpaHaTa mH(popMmaius B 06a3ata HaHHH
Eudravigilance.

5. TI/ITyJ'IHpI/ITe Ha pa3peuicHusi 3a TbProBuUs CHU CHTPyAHHYAT C
AreHnpsaTa u ABPIKABUTC-YWICHKU IIPpU OTKPHBAHETO Ha ,Hy6JII/IpaHI/I
CJIydad Ha JOKJIaAu 3a MpearnojaraéMu CTpaHUYIHU Cq)eKTI/I.

Ynen 107a

1. Bceska gbpxaBa-uJeHKa pETUCTpUpa BCHUKH IperioylaracMu
CTpaHWYHH e(eKTH, HACTBIIWIA HAa HEeWHa TEpPUTOpHUs, KOHTO ca
JIOBEJICHU 10 HEHHOTO 3HAHHE OT 3/IPABHU CHELMAIUCTH WU TMAI[MCHTH.
JbpaBuTe-wIEHKH BKIIOYBAT MAIMEHTUTE M 3IAPABHUTE CIEIUAIHCTH,
0 11eJeChO0Pa3HOCT, B MOCIEABAIIUTE JICHCTBUS BbB BPb3Ka C BCHUUYKU
MOJYYCHHU OT TSX JOKIAIH C OrJieA M3mbiiHeHue Ha 4ieH 102, OykBH B)
u ).

IL’I)p)KaBI/ITG-‘{J'IeHKI/I rapaHTupar, 4¢ AOKJIaJUTE 3a TE3U e(l)CKTI/I Mmorar
Ja Cc€ IoaaBaT IIOCPEACTBOM HAIMOHAJIHWUTC HHTCPHET IOPTaId 3a
JICKapCTBaTa WiIM IO APYrd HA4YWHHU.

2. B cnyuyaute Ha IOKJIanu, MOJYYEHH OT TUTYJSIP Ha pa3pelieHue 3a
TBPrOBUS, IbPKABUTE-WIECHKH, HA YUATO TEPUTOPHS C€ € TOSABWII Ipen-
MojlaraeMusIT CTpaHU4YeH eqQeKT, MoraT Aa BKJIIOYAT TUTYJSpS Ha
paspelieHde 3a ThProBUs B IOCIEABALIUTE JEWCTBUS BBB BpPB3Ka C
JTOKJIaJIUTE.

3. JIbp:KaBUTE-4JICHKHU CH CHTPYAHUYAT C ATEHUUATA U C TUTYJISIPUTE
Ha pa3pelleHus 3a ThPrOBUS IPH OTKPHUBAHETO HA MyONMpaHU CIIydaH
Ha JIOKJIaJIH 3a MPEANoIaraéMi CTPaHUYHH €(PEeKTH.

4. B cpok ot 15 gHu cien moiy4yaBaHETO Ha JOKJIAIUTE OTHOCHO
OIIACHU TpEJIoJlaraéMu CTpaHHYHU e(eKTH, mocouyeHu B maparpad 1,
bpKaBUTE-YJICHKH TOAABaT JOKJIAJAWUTE N0 EJIEKTPOHEH IbT B 0azara
nmanan Eudravigilance.
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B cpox or 90 mHuM ciex modydyaBaHETO Ha JOKJIAgUTe, IOCOYEHH B
maparpad 1, IbpKaBHTE-WICHKH MOJAABAT IOKIAJUTE OTHOCHO IIpel-
rojlaraeMy CTPaHUYHU e(EeKTH, KOUTO HE Ca OMNACHHU, II0 EJIEKTPOHEH
mbT B 0azara ganHu Eudravigilance.

Tutynsapure Ha pa3pelleHHs 3a TBPrOBUS HMAT JOCTBII OO Te3H
JOKITaau mocpeacTBoM Oazara manHu Eudravigilance.

5. JIppiKaBUTE-WICHKH TapaHTHUPAT, Ye JOKJIAJAMUTE 3a Mpe/roiaraeMu
CTpaHH4YHH e(EeKTH, BB3HMKHAJIM B pE3yJiTaT Ha TPELIKH Ha JeKap-
CTBEHATa Tepamus, KOMTO ca JOBEACHH J0 TAXHO 3HAHHE, C€ Mpe-
OCTaBAT Ha pasnoiokeHne Ha Oazata nanHu Eudravigilance m Ha
BCUYKH OpraHH, CTPYKTypH, OpraHH3allMd W/WIM WHCTUTYLHH,
OTrOBOPHH 3a 0E30MaCHOCTTAa Ha MAlMEHTUTE B PAMKHUTE Ha ChOTBETHATA
Ibp)KaBa-wieHKa. J[bpKaBUTE-YIEHKH TapaHTHpAT ChIO, Y€ OpraHuTe,
OTTOBOPHHM 3a JICKAPCTBEHHUTE MPOAYKTH B PAMKHUTE Ha CHOTBETHATa
Ibp)KaBa-wieHKa, ca WHPOPMUpaHH 3a BCEKH IpeArojaraem
CTpaHW4YeH e(eKT, TOBEJCH [0 3HAHWETO Ha BCEKU Jpyr OpraH B
paMKHTE Ha ChlaTa JIbp)KaBa-wieHKa. Te3u JOKIagu ce WICHTH-
¢dunmpar HamIekKHO upe3 (HOpMYJSIpUTE, TIOCOYCHH B wWieH 25 or
Pernament (EO) Ne 726/2004.

6. OraenHuTe IbpPKABU-WICHKM HE HalaraT Ha THUTYJSPUTE Ha
paspemieHusl 3a THPTOBUS HHUKAKBU JIOMMBIHUTETHH 3aIbJDKCHHAS 32
JIOKJIQJIBAHETO HA IpENIojaracMd CTpaHWYHH €(EeKTH, OCBEH aKo TOBa
HE € OMpaBJaHO MOpaju MPUYHUHK, CBBP3aHU C JCHHOCTHTE TO (apma-
KOJIOTMYHATa OJHUTEITHOCT.

Pazngen 2

Hepuoauunm AKTYaJM3HPaAHHU AOKJaaHU 3a
0e30mMacHOCT

Ynen 1076
1. Turynspute Ha pa3peuieHHs 3a ThPrOBHS Ca ITBXKHH Ja M0JaBaT B
ATeHIHATa TMEPUOANYHHN aKTyaJM3WpaHW IOKIagu 3a Oe30MacHOCT,

ChbAbpiKaliu:

a) 0000IeHnsT Ha JaHHM, HWMalld OTHOUICHHE KbM TIOJ3UTE U
PHCKOBETE Ha JICKAPCTBEHUS TPOAYKT, BKIFOUUTEIHO PE3YJITATUTE
OT BCHYKH HpOy‘{BaHI/IH C OTYHUTAHC Ha TIAXHOTO IIOTCHIMAJIIHOTO
BB3/IEHCTBHE BBPXY Pa3peIIeHHETO 3a ThPTOBHS,

6) Hay4Ha OlleHKa Ha 0ajaHca pUCK—IION3a Ha JICKAPCTBEHUS MIPOLYKT;

B) BCHYKU JaHHM 3a oOeMa Ha MpoAaxOUTe Ha JICKApCTBEHMS MPOIYKT
U BCAKAaKBU JaHHU, KOUTO Ca Ha pA3IOJIOKEHUE HA TUTYIIpA Ha
paspeleHre 3a ThProBusi, OTHOCHO o0eMa Ha IpeIIHCaHusTa, BKIIO-
YUTENHO NPUOJIHM3UTENIHO H3YHCIEHHEe Ha Opos Ha HaceJeHHeTo,
U3JI0’)KEHO Ha BB3AEHCTBUETO HA JIEKAPCTBEHMS MPOIYKT.

Ornenkara, mocoyeHa B OykBa 0), ce OCHOBaBa Ha BCHYKU HAIMYHHU
JAHHW, BKJIIOYUTETHO JaHHH OT KIIMHUYHYU HM3MUTAHHS 110 HEpa3pelleHH
HOKa3aHKs U IOIYJIAlUH.

HepI/IOHI/I‘IHI/ITe aKTyaJIu3upaHu JOKJIaAu 3a 0€30I1acHOCT ce noJaBar 1o
CJICKTPOHCH IIBT.

2.  AreHumsTta TpenOCTaBs IOKJIAaIUTe, NMOCOYeHH B maparpad 1, Ha
pa3nonoKeHHe Ha HAMOHATHUTE KOMIIETCHTHH OpraHH, WICHOBETE Ha
Komurera 3a oneHka Ha pucka B obOiactta Ha (hapMakoJOTHYHATa
omurenHocT, KomuTera mO JieKapcTBEHUTE MPOAYKTH 3a XyMaHHA
ynotpeba M KOOpPAMHALIMOHHATAa Tpyna, IOCPEICTBOM pEruCThpa,
mocoueH B wieH 25a ot Permament (EO) Ne 726/2004.
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3.  Upes neporauus ot maparpad 1 OT HACTOSIIUS YJICH, THUTYJISPUTE
Ha paspelleHHs] 32 THProBUS Ha JICKAPCTBEHH MPOLYKTH, IMOCOYCHH B
uned 10, maparpad 1, iy unen 10a, U TUTYISpUTE HA PErUCTpALMU 32
JIEKapCTBeHH MPOAYKTH, NOCOYeHH B wieHoBe 14 u 16a, momaBar
TIEPUOJIMYHYU aKTyaIM3UpaHU JOKJIaau 3a 0e30IacHOCT 3a Te3W JieKap-
CTBCHHU IMPOAYKTH B CJICTHHUTE CIIy4Yau:

a) KOraTo TOBa 33JbJDKCHHE € 3aJI0)KEHO KaTO yCJIOBUE B Pa3pelIeHUeTO
3a THPrOBUSI B CHOTBETCTBHE C wWieHoBe 21a wnu 22; unu

6) Koraro TOBa Ce HW3MCKBAa OT KOMIICTEHTEH OpraH Bb3 OCHOBA Ha
OIIACCHUs, CBBP3aHM C JAaHHU 3a (hapMaKOIOrMYHATa OJUTEIIHOCT,
WM TIOpajy HEJOCTHI Ha IEPHOANYHU AKTyaIM3UpPaHH JOKIaIN 32
0e30macHOCT BBB BpB3Ka C aKTHBHO BEHIECTBO, CIEI KaTo € Omio
HPENOCTaBEHO pa3pelleHne 3a Thproeus Jloknanure 3a OlLEHKa Ha
M3HMCKBAHUTE MEPHOANYHU AKTYaIM3UPaHH AOKJIAIH 3a 0e30MacHOCT
ce mpenaBar Ha KomwuTera 3a OleHKa Ha pucka B o0Oiacrra Ha
(apmakonornyHara OIUTENTHOCT, KOWTO pelllaBa Al CHIIECTBYBa
HEOOXOAMMOCT OT €IWHEH JOKJIaJ 32 OLCHKA 32 BCHUKH Pa3pelIeHHs
3a TBProBUs 3a JIEKAPCTBEHU IPOAYKTH, CBHABPXKALLM €JHO U CHLIO
aKTHBHO BEILECTBO, W CBHOTBETHO YBEJOMSBA KOOPAMHAIMOHHATA
rpyna wiu KomwuTera IO JEKapcTBEHHTE HPOAYKTH 33 XyMaHHa
ynoTpeba ¢ ILieJl HpuiaraHe Ha IMPOLEAypUTe, IIOCOYCHH B HICH
1078, naparpad 4, u unen 107x.

Ynen 1076

1. Yecrorara Ha TmoOJaBaHe HA TMEPHOJUYHUTE AaKTyaTU3WPaHH
JOKJIan 3a 0e30MacHOCT ce OIpejels B Pa3pelleHHeTO 3a ThPTrOBHAL.

ﬂaTl/ITe Ha noJlaBaH€ CBhIJIACHO OIlpe€acicHaTa 4€CTOTa C€ U34YUCIABAT OT
Jarara Ha pas3speiiaBaHCTO.

2.  Turyaspute Ha pa3pelieHHs 3a THPrOBHS, MPEIOCTABEHH IPEAU
21 romum 2012 1. ¥ 3a KOMTO 4YecTOTaTa WM JAaTHTE Ha IOJaBaHE Ha
TICPHOIUYHH aKTyaln3upaHu JOKIaaU 3a 0E30MacHOCT He ca 3aJ0KeHU
KaTo YCIIOBHE HAa DPa3pEeIICHHETO 3a THProBHs, OAABA I[EPHUOAUYHU
aKTyaJIM3UpaHU JOKJIagu 3a Oe30MacHOCT B CHOTBETCTBHE C BTOpAra
aIMHEesT OT HACTOAIIMS maparpad, TOKaTo Jpyra 4ecToTa WIIM JaTd Ha
[MoflaBaHe Ha [OKIAOWTe HE OBJAT 3al0KEHH B pa3peUICHHCTO 3a
THPrOBUSI WM ONPE/ACICHU B ChOTBETCTBHE C mnaparpadu 4, 5, mim 6.

IepronuyHyM aKkTyalu3upaHu AOKIATM 3a OE30IacHOCT ce MOoAaBaT Ha
KOMITETEHTHUTE OpraHH He3a0aBHO NPH MOUCKBAHE WA B CHOTBETCTBHUE
CBC CIIEIHOTO:

a) KOraro JICKApCTBEHHSAT MPOLYKT BCE OLIEC HE € IyCHAT Ha Iasapa,
Hali-MaJKO Ha BCEKH INECT Mecela CJeA pa3peliaBaHeTo M 110
MyCKaHeTO Ha masapa,

6) KoraTo JeKapCTBEHHMAT INPOJYKT € IYCHaT Ha fa3apa, Hali-Malko Ha
BCCKM IIECT Mecela INpe3 IbPBUTE [BE TOAMHHM Clel IbpPBOHA-
YaJIHOTO IIyCKaHE Ha Ia3apa ¥ BEIHbX B FOAUHATA IIPE3 CIIEABAILUTE
JIB€ TOJUHU, a cleJ TOBa Ha MHTEPBAJI OT TPU T'OAUHH.

3. Tlaparpad 2 ce mpuiara ChIIO Taka 3a JICKAPCTBEHUTE MPOIYKTH,
KOUTO Ca pa3pelieHd caMmo B €IHa JbpXKaBa-4JeHKa W 3a KOUTO HE Ce
npuiara naparpad 4.

4. Koraro IekapcTBeHHTE MPOLYKTH, MPEIAMET Ha pa3IHdHH
pa3pClICHNsd 3a THProBHUA, CbABPKAT CHIIOTO AKTHUBHO BCUICCTBO WIIHU
chljata KOMOMHANMS OT aKTHBHU BELIECTBA, YECTOTATa WIM JATHUTE Ha
HO/laBaHEe Ha NEPHONMYHUTE aKTyaJM3UpPaHU JOKIAIM 3a OE30IacHOCT,
[POM3TUYAIM OT MpuiaraHeto Ha maparpadu 1 u 2, morar ma Gpmar
W3MCHEHU U XapMOHHU3UPAHH, 33 J1a TI03BOJIAT U3BBPIIBAHETO HA EJWHHA
OlLlCHKAa B KOHTEKCTa Ha MPOIEAypa Ha MHOJAe/sHE Ha paborara BbB
BpB3Ka C MEPHOJUIHHS aKTyalM3UpaH JOKIa] 3a Oe30IMacHOCT W Ja ce
onpenenu pedepeHTHa aara Ha Chro3a, OT KOSTO CE M3YKCISABAT AATUTE
Ha TI0JaBaHe.
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XapMOHM3UpAHAaTa 4eCTOTa Ha MOJIaBaHEeTO Ha JOKJIAIUTe U pedepeHTHa
nata Ha Cpro3a Morar na ObIaT ONIpeneNieHd ciel KOHCYNTanus ¢
Komurera 3a oueHka Ha pucka B obOiacTra Ha (apMakoJIOrHYHATa
OIUTEIHOCT OT €HWH OT CJICAHUTE:

a) Komurera mo sekapcTBEHHTE MPOLYKTH 32 XyMaHHa ymorpeoda,
KOTaTo TOHE €JHO OT pa3peIlCHUATa 33 THPTOBUS 3a JEKAPCTBEHH
MPOJIYKTH, CBIBbP/KAIIH CHOTBETHOTO AKTHBHO BEINECTBO, € IIpEl-
OCTaBEHO B CHOTBETCTBHE C IEHTpAIM3UpaHATa MPOIEAYpa, Mpel-
BuzicHa B sl 11, rmaBa 1 ot Permament (EO) Ne 726/2004;

0) KOOpIMHAIIMOHHATA Tpyma, B CIy4Yad, Pa3iHYHA OT MOCOYCHUTE B
OykBa a).

XapMOHM3MpaHaTa 4eCTOTa 3a I0JaBaHE Ha JAOKIAAUTE, OIpe/eseHa
CBITIACHO IbpPBa M BTOpa aluHEs, CE€ OINOBECTsABA IyONMMYHO OT AreH-
nusaTa. TUTyIsIpuTe Ha paspelieHus 3a ThProBUs ChOTBETHO IPEICTABST
3asBJICHHE 32 U3MEHEHME Ha Pa3pelICHUETO 3a ThPrOBHUS.

5. 3a uenute Ha maparpad 4 pedepentHata nata Ha Chro3a 3a Jiekap-
CTBEHHU NPOJYKTH, ChABPKAIIM CHIIOTO aKTUBHO BEIIECTBO WJIM ChIIaTa
KOMOMHAIuUsI OT aKTHBHH BELIECTBA, € €IHA OT CICTHUTE:

a) JlaTaTa Ha IOBPBOTO pa3spelICHUC 3a THProBUSA B Cpro3a Ha JICKap-
CTBCHUA IMPOAYKT, CbABbPXKAIl CbOTBETHOTO AKTUBHO BEHICCTBO HWJIHU
CbOTBCTHATa KOM6I/IH3HI/I$[ OT aKTHBHHU BEIICCTBA,

0) ako jmarara, moco4yeHa B OykBa a), HE MOXe Ja ObJe yCTaHOBEHA,
Hali-paHHAaTa OT W3BECTHUTE [JATH HAa Pa3pelICHUSTA 32 ThPrOBHS Ha
JICKAPCTBEH MPOJYKT, ChABPIKAIL CHOTBETHOTO AKTHBHO BELIECTBO
W ChOTBETHATA KOMOWHAIMS OT aKTHBHH BEILECCTBA.

6. Jlomycka ce TUTYJSpUTE Ha pa3pelicHUs 3a ThProBHs Ja MOJaBaT
uckanust 1o Komwurera mo JekapcTBEHUTE NPOAYKTH 3a XyMaHHa
ymorpeba WM, B 3aBHCHMOCT OT Ciydas, 0 KOOpIWHAIIHOHHATa
rpyna 3a ompeneissHe Ha pedepeHTHa nara Ha Cploza WM 32
MpoOMsIHA HAa YeCTOTaTa Ha IMOJaBaHE Ha TEPHOIMYHM aKTyaIH3UpaHH
JOKJITaaM 3a 0e30IacHOCT Ha €JHO OT CJIEAHUTE OCHOBAHUS:

a) MPUYHHH, CBBP3aHU C OOLIECTBEHOTO 3/paBe;
6) 3a na ce uzberne QyOnupaHe Ha OLEHKA;
B) 3a J]a CE IOCTUTHE MEXIyHapOAHa XapMOHM3aLHs.

Te3u uckaHus ce mojgaBaT B IHCMEHa (opMa U ca HaJUIEXKHO 000c-
HOBaHUM. KoMmHTETBT 1O JleKapCTBEHHTE NPOAYKTH 3a XyMaHHa
yrmotpeba WIM KOOpAWHAIMOHHATa Tpyla, CIel IPOBeXIaHe Ha
koHcynTanusi ¢ Komurera 3a oleHka Ha pUcka B oOnacTTa Ha (apma-
KOJIOTHYHATa OJUTEITHOCT, OJ0OpsBa WM OTXBBPIA TE3H HCKAHUSL
Besika mpoMsiHa Ha JaTHUTE WIM 4YeCTOTaTa Ha IIOAaBaHe Ha IIEpUO-
JWYIHUTE AaKTyallM3UpaHH [OOKITaAM 3a OE30IMacHOCT Cce OIOBECTSBa
nyOonuyHo OoT AreHuusrta. TUTyIspuTe Ha pa3pelleHUus 3a TbProBUs
CBHOTBETHO IIPEACTABAT 3asBJCHUE 33 U3MECHEHUS Ha Pa3pelICHHETO 3a
TBProOBUS.

7.  AreHuusTa myOJMKYyBa CIIUCHK Ha pedepeHTHUTE naté Ha Chro3a
7 YecToTara Ha IOJaBaHe HA MEPUOAWYHU aKTyaJTU3HPaHU IOKIAAU 3a
0€e30MacHOCT MOCPEICTBOM €BPOIEHCKHS HHTEPHET IOpTal 3a JeKap-
CTBEHH TNPOIYKTH.

Besika mpoMsHAa Ha JaTUTE HA MOJABaHE W HA 4YECTOTaTa Ha IMEPUO-
OUYHUTE AaKTyaJIu3upaHu MOOKJIAAW 3a Oe30MacHOCT, ONpeleNieHH B
paspelieHUsTa 3a TBPrOBHS B pe3ylNTaT Ha MpUIaraHeto Ha
naparpadgu 4, 5, u 6, mopaxaa JCHCTBUE IIECT Mecela Cleja Jarara
Ha MyOJIHMKYyBaHETO I.
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Ynen 1072

HannoHamHUTe KOMIIETEHTHH OPraHd OICHSIBAT MEPHOMUYHHTE aKTya-
JIM3UPaHU JOKIaan 3a OC30MacHOCT, 3a Ja OMPEACIAT AAIH Ca HAIHIE
HOBM WJIH PHUCKOBETE ca C€ MPOMCHIIH, KaKTO M Jald ca HAIUIEe
HNpOMEHH Ha OajlaHca PUCK—IION3a Ha JICKApPCTBEHUTE MPOIYKTH.

Ynen 1070

1. EnuHHa oueHKa Ha MEPHOAMYHHUTE AKTyalH3HPaHU JOKIAmd 3a
0e30macHOCT ce HW3BBpIIBA 32 JIEKAPCTBEHH NPOIYKTH, paspelieHd B
ToBeYEe OT €JHa IbpKaBa-wWIeHKa, W B ciaydanmte Ha uwied 1078,
naparpagu 4—6 — 3a BCHYKHM JICKAPCTBEHU IPOJYKTH, KOUTO
CBIBPXKAT CBHUIOTO AKTHBHO BELIECTBO WJIM ChIIaTa KOMOWHAIUS OT
aKTUBHM BEIECTBA, M 3a KOUTO € yCTaHOBEHa pedepeHTHa laTa Ha
Cpl03a M 4YECTOTAa HAa NEPUOJUYHHTE AaKTyaJU3UpaHH JOKJIaau 3a
0€301acHOCT.

Enunnara OLICHKa CC€ H3BBpIIBA OT:

a) JAbp)KaBa-4JIeHKa, ONpeecHa OT KOOpIMHALMOHHATA Tpyra, KOraTo
HUTO €HO OT CHOTBETHHTE pa3pelieHUs 3a ThPrOBUS HE € Mpel-
OCTaBE€HO B CBHOTBETCTBUE C ILIEHTpPAIM3UpaHaTa MpOILEAypa, IMpe.-
BuzicHa B st 11, rmaBa 1 ot Permament (EO) Ne 726/2004; wmu

0) mokIaauuK, onpenenien oT Komurera 3a olleHKa Ha pucka B obiacTTa
Ha (apMakoJIOTHYHATA OJUTEIHOCT, KOraTo IIOHE €IHO OT ChOT-
BETHUTE pa3peIleHus] 3a THProBHs € MPEIOCTABEeHO B CHOTBETCTBUE
¢ LEeHTpalu3upaHaTa npouenypa, npeasuaena B nasi I, rmasa 1 ot
Pernament (EO) Ne 726/2004;

ITpu u3bopa Ha gbpkaBa-wieHKAa B CbOTBETCTBUE C BTOPA aluHes, OyKBa
a) KOOpAMHAIIMOHHATA TPyna B3eMa MPEIBUA [alu HIKOS IbpiKaBa-
4yleHKa € peepeHTHa IbpXKaBa-uIeHKa B CHOTBETCTBHE C wWieH 28,

naparpad 1.

2. JIppxaBara-wieHKa WM ChOTBETHO NOKJIAIYMKBT M3TOTBS JIOKJIAJ
3a OLEHKA B CPOK OT 60 AHHU OT IOJIyyaBaHETO Ha MEPUOAUYHMS aKTya-
JM3MpaH JOKJIAa 3a Oe30MacHOCT M TO HM3Mpanla Ha ATEHIHATa W Ha
CBbOTBETHUTE [Ibp)KaBU-WICHKU. ATEHIUATa M3Mpama JAoKiIaja Ha
TUTYJAPS. Ha Pa3pellicHHEe 3a ThProBHUS.

JbprkaBuTEe-4ICHKH U TUTYJSIPAT Ha pa3pelleHue 3a TbpProBHUs Morar ja
NPEACTaBAT KOMEHTapu B ATEHIMATA U J0 JOKJIaJA4iKa WK IbpiKaBaTa-
wieHka B cpok oT 30 IHM OT MOJIydyaBaHETO Ha JIOKJaJa 3a OLCHKA.

3. B cpok or 15 nHM OT moilydyaBaHe Ha KOMEHTAapHTe, TIOCOUYSHH B
naparpadg 2, MOKIAAYMKBT MM AbPXKABATA-WICHKA AaKTyaJIH3upa
JNOKTaja 3a OIeHKa, KAaro B3eMa NPEIBUI BCHUYKU MPEACTABEHH
KOMEHTapd, W TH mpenpama Ha Komwurera 3a oleHKa Ha pHCKa B
obmactra Ha (apmakosioruuHaTa OuTenHOCT. KOMHUTETHT 3a OIlCHKa
Ha puUcka B oOnacTra Ha (apMakoJOrMyHaTa OZUTEIHOCT IpUEMa Ha
CJICBAILIOTO CH 3acelaHue NOKIaja 3a OLEHKA ChC WM 0e3 IOombi-
HUTEIHU M3MEHEHMs U M3JaBa Ipenopbka. B mpenopbkara ce
[IOCOYBAT pa3jyaBalllUTe Ce€ TMO3MIMM U OCHOBAaHUATA 3a THX.
ATreHIUATa BKJIIOYBA MPUETHS NOKJIAH 32 OLEHKa M NpernopbKara B
PErucTBp, CBb3JaJeH cbridacHo uwieH 25a ot Permament (EO)
Ne 726/2004, w ru mpempaiia Ha THTYJSApS Ha pa3pelieHHEeTO 3a
THPrOBHSL.

Ynen 107e

Cnen oueHkara Ha IEPUOAMYHHMTE AKTYalM3UPaHUH JIOKIAgH 3a
6€e30MacHOCT HAlMOHAJIHUTE KOMIIETEHTHU OPraHU INPELEHsBAT Jalu €
HEoOXOIUMO JeiicTBHE OTHOCHO Pa3pelIeHUETO 3a ThProBUS HA CHOT-
BETHUS JIEKAPCTBEH IPOAYKT.
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Te 3amnasBaT, U3MCHAT, CIIUPAT WX OTMECHAT Pa3pClICHUETO 3a ThPTrOBUA
o uenecso6pa3Hocr.

Ynen 107

1. B cmyyaif Ha ennHHa OIGHKA HA TEPHOJUYHH aKTyalIU3HPaHH
JOKIaau 3a 0e30MacHOCT, KOATO IIpernopbuBa KakBOTO M Ja €
JelficTBHE OTHOCHO IOBEYe OT €IHO pa3pelleHHE 3a THPrOBHA B CHOT-
BeTcTBHE ¢ wieH 107x, maparpad 1, B KOUTO HE BKIIIOUBA pa3pelleHUE
32 TBPrOBHS, TPEAOCTaBEHO B CBHOTBETCTBHE C IEHTPaIM3HpaHATa
npouenypa, npeasugena B s II, rmaBa 1 ot Permament (EO)
Ne 726/2004, B cpox or 30 OHM OT MOIy4aBaHETO Ha JAOKJIaga Ha
Komurera 3a oneHka Ha pucka B obOiactta Ha (hapMakoJIOTHYHATa
OIUTEIHOCT KOOpAMHALMOHHATA Ipylla pasriexja JOKIaga U IOoCTUra
TO3HIIS OTHOCHO 3aMa3BaHeTo, N3MEHEHHETO, CIIMPAHETO MIIM OTMSHATA
Ha CBOTBETHMTE pa3pelleHUs 3a ThPrOBUS, BKIIIOUUTENIHO rpaduk 3a
U3IBJIHCHUE HA MO3MIMATA, N0 KOSATO € MOCTUTHATO ChIJIACHE.

2. Axo B paMKuTE€ Ha KOOpAMHALlMOHHATa TIpyNa MpeICTaBEHUTE
IObP)KABU-WIEHKM IIOCTUTHAT  CBIVIACHE C  KOHCEHCYC  OTHOCHO
JeHcTBUATa, KOUTO TpssOBa Ja ce mpeanpueMar, IpelceaTelsaT
perucTpupa ChbINIACUETO U IO HU3Ipalla Ha TUTYJIAPS Ha pa3pellieHHe
332 TBProBUs M Ha JAbp)KaBUTE-wWICHKU. JIbp:KaBUTE-4JIEHKH Ipel-
npreMaT HeoOXOAWTe MEpKH 3a 3alla3BaHe, M3MEHEHHE, CIIUpaHe HIH
OTMsIHA Ha CHOTBETHHUTE Pa3pELICHUs 3a THPrOBUS B CBOTBETCTBUE C
rpaduka 3a U3MBJIHEHUE, IPEABUACH B CIOPAa3yMEHUETO.

B cnyuail Ha wu3MEHEHME THUTYIAPAT Ha pas3pelleHHe 3a TbProBUS
1ojaBa /10 HALMOHAIHUTE KOMIIETEHTHH OpraHd  IOIXOASIIO0
3asBJICHHE 33 U3MEHEHUE, BKIIOYBAIO aKTyalU3HpaHO o00OIeHUE Ha
XapaKkTepUCTUKUTE Ha MPOAYKTa M aKTyaJu3upaHa JIMCTOBKa C
yIOBTBAaHE, B PAMKHTE Ha ONpPENENICHUS rpaduk 3a M3IBIHCHHUE.

Axo He Moxe nga ObIe IIOCTHTHATO CIOpa3yMeHHe C KOHCEHCYC,
MO3UIMATA HA MHO3MHCTBOTO OT AbP)KAaBUTE-WICHKHU, NPEJCTaBEHU B
paMKUTE Ha KOOpJMHALIMOHHATa Irpymna ce mnpeaaBa Ha Kommucusra,
KOSITO Ipuiara mpoueaypara, IpeaBujcHa B wicHoBe 33 u 34.

Koraro cmopa3ymMeHHETO, IOCTUTHATO OT IbP)KABHTE-WICHKH, MpPEa-
CTaBCHU B PAMKHUTC Ha KOOpJAWHAIIMOHHATA Irpylna, Wi IO3WIUuATa Ha
MHO3HHCTBOTO OT ABPXKABUTE-WICHKH CE pa3indaBa OT MpernopbKara Ha
Komurera 3a oneHka Ha pucka B obOiactta Ha (hapMakoJIOTHYHATa
OMTETHOCT, KOOPAWHAIIMOHHATA TPyIa HpHIara KbM CIOpPa3yMEHHETO
WJIK IIO3HMLMsTa HAa MHO3HMHCTBOTO HOﬂp06HO O6ﬂCHeHl/le Ha HAay4YHUTC
OCHOBaHHMS 3a PasIHYMATA, 3a€[HO C MPEIOpPHKATa.

3. B cnyuaii Ha enuHHA OIlEHKAa Ha NEPUOAWYHH AaKTyaIHM3UPaHU
JoKmaad 3a 0e30macHOCT, KOSTO TIIpernopbhbuyBa KakKBOTO U Jia €
JICHCTBUE OTHOCHO TIOBEYE OT €IHO pa3pelleHHE 3a ThProBHS B CHOT-
BercTBUe ¢ wieH 1071, maparpad 1, B KOUTO ce BKJIIOYBA IIOHE €IHO
paspeuieHue 3a ThProBUS, NMPENIOCTaBEHO B CHOTBETCTBHE C LIEHTpAIIHU-
3upaHara npoiieaypa, npeasuaena B st 11, rmasa 1 ot Pernmament (EO)
Ne 726/2004, B cpox or 30 gHM OT MOJy4YaBaHETO Ha JOKJIaJa Ha
Komurera 3a oneHka Ha pucka B obOiactta Ha (hapMakoJOrHYHATa
omurerrHOCT KOMHUTETBT TO JIEeKapCTBEHHTE MPOMYKTH 32 XyMaHHA
ynoTtpeba pasriexnaa JoKiIaja W NpueMa CTaHOBHILE OTHOCHO 3aras-
BaHETO, W3MEHEHHWETO, CIIMPAaHEeTO WM OTMsSHATa Ha CHOTBETHUTE
paspClICHU 3a THPTOBHA, BKIOYHUTCIHO rpac[)m( 3a H3IBJIHCHHUE Ha
CTaHOBHILETO.

Koraro ToBa cranoBume Ha KomuTera mo JekapCTBEHHTE NMPOXYKTH 32
XyMaHHa ynoTpeba ce pasnuuaBa OT mpernopbkarta Ha Komwurera 3a
OllCHKa Ha pucka B oOmacTra Ha (apMakoJIOTHYHATa OIUTEITHOCT,
KomuTeTpT 1O JNEeKapcTBEHUTE TPOAYKTH 32 XyMaHHa ymorpeda
npuiara KbM CBOETO CTAHOBHIIE IMOJIPOOHO OOSCHEHHE Ha Hay4yHHTE
OCHOBAHUS 33 Pa3NMYMATA, 3a€IHO C MpEropbKara.
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4. Ha ocHoBara Ha craHoBuuiero Ha Komurera mo jnexkapcTBeHUTE
MIPOIYKTH 3a XyMaHHa ymoTpeba, mocodeHo B maparpad 3, Kommucusra:

a) MpHUeMa pelIeHUe, YUUTO aJpecaTH ca AbpP)KaBUTE-WICHKH, OTHOCHO
HOJJIEKALIUTE HAa B3€MaHE MEPKU 110 OTHOIIEHHME HAa Pa3pelICHHATa
3a THProBUs, MPEAOCTAaBEHH OT JbPXKABUTE-WIEHKH U 3aCETHAaTH OT
npouenypara, NpeJBUCHa B HACTOAILMUS pa3fel; KakTo U

0) KOoraTo B CTaHOBMILETO CE€ 3asBsBa, Y€ € HEOOXOIUMO DPEryJiaTopHO
JIeWiCTBHE OTHOCHO Pa3pelIeHHeTO 3a THProBHs, MPHEMa pelIeHHne 3a
W3MEHEHUe, CIUpaHe WIM OTMSHA Ha pa3pelieHusiTa 3a THhPTOBHS,
MIPEIOCTaBEHH B CHOTBETCTBHE ChC IEHTpPATM3MpaHaTa MpoLeaypa,
npensuieHa Permament (EO) Ne 726/2004 w 3acerHatd OT Ipole-
JypaTa, IIpeABHACHA B HACTOSLIMS pasell.

3a mpueMaHeTo Ha PEeIeHHueTO, IOCOUYEHO B ITbpBa ajnHes, OyKBa a) OT
HacTosIIUs Haparpad, U 3a MpUjlaraHeTo My OT IbPKABUTE-UJICHKH, Ce
npuiarat wieHoBe 33 u 34 oT HacTosAIaTa AUPEKTHBA.

3a pelieHHeTo, MOCOYEHO B IbpBa ajuHes, OykBa 0) OT HacTOAIIUSL
naparpad, ce mpwiara wieH 10 or Permament (EO) Ne 726/2004.
Koraro Komucusira mpueMme TakoBa peLICHUE, TS MOXE Ja NpUEME U
pelleHye, YUUTO agpecaTH ca JAbP)KaBUTE-UICHKH ChIIIacHO wieH 127a
OT HACTOSIIATa JHPEKTHUBA.

Pazngen 3

IIlpuemMaHe HAa CUTHAJH

Ynen 1073

1. Ilo oTHomIEHHE Ha JICKapCTBCHUTEC MPOAYKTH, pa3pCli€HU B CHOT-
BCTCTBUEC C HacCTofAllaTa AOUPCKTHUBA, HAIIMOHAJIHUTEC KOMIICTCHTHH
OpraHv B CbTPYAHHYECTBO C AFCHHI/IS{T& B3€MaT CJICAHHUTE MCPKH:

a) M3BBPIIBAT HAOJIOJCHUE HA PE3yJiTaTa OT MEPKHUTE 33 CBEXAAHE 0
MHHHMYM Ha PHCKa, ChIBPIKAIIM CC B TUIAHOBETE 3a YIPAaBJICHUC Ha
pHCKa, WIM OT YCJIOBHSTA, IOCOYEHU B wieHoBe 2la, 22 wim 22a;

6) OLCHABAT aKTyalIM3allMUTC Ha CHUCTEMAaTa 3a YIPABJICHHUC Ha PHCKa,

B) M3BBpIIBAT HAOJIOCHUE HA JaHHHUTE B Oa3zara nanHu Eudravigilance,
3a [a Ompe;e/siT Jajlk Ca HajJWIe HOBH WM DPHCKOBE ca ce
MPOMEHMIIM, KakTO M Jald Te3W PHCKOBE OKa3BaT BB3JCUCTBHE
BBpXy OaynaHca pUCK—IION3a.

2. KoMuteTsT 3a OLICHKA Ha PUCKa B 00JacTTa Ha (papMaKoJIOruyHaTa
OIUTETHOCT M3BBPINBA ITBPBOHAYATHHUA aHANIU3 M ONpeNens pela Ha
IPHOPUTET HA CHTHAINTE 32 HOBH WM IIPOMEHEHH PHCKOBE WIH
npoMeHn Ha OanaHca puck—ion3a. Korato Toil cuuta, ye Moxe na
ca HEOOXOAMMH IIOCIIE/BAIM JICHCTBUS, OIEHKAaTa Ha TE3U CHTHAIH H
0JIOOPEHNETO Ha BCAKO IOCNENBAIIO JEHCTBME MO OTHOIIEHHE Ha
paspelieHne 3a ThPTrOBUs C€ W3BHPIIBAT 1O Tpaduk, CHOTBETCTBAII HA
00XBaTa M CEPUO3HOCTTAa Ha BBIIPOCA.

3. AreHuuAra U HAUUOHAJIHUTE KOMIIETCGHTHU OpPraHU, KakTo H
TUTYJSIPAT Ha pa3pellieHHe 3a ThProBUs ce MHGOpPMUpAT B CIydai, de
ca YCTaHOBEHM HOBHM WM IPOMEHEHHM PHUCKOBE, MM IPOMEHH Ha
GanaHca pUCK—IION3a.

JIbp)KaBUTe-WICHKH TapaHTHpaT, 4e THUTYIAPUTE HA paspelieHus 3a
THProBusi WHGOPMHPAT ATEHIWATA W HAIMOHATHHTE KOMIIETCHTHH
OpraHu, B Cllyyail 4e ca yCTaHOBEHH HOBM WJIM IPOMEHEHU PHCKOBE
I TPOMEHH Ha OanaHca pUCK—TIION3a.
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Paznen 4
CnemHa mpoueaypa Ha paBHumeTo Ha Cbh03a
Ynen 107u
YM12

1. Hanmena pgbpkaBa uwieHka win Komucusita, B 3aBUCUMOCT OT
cilydasi, 3ali0yBa Bb3 OCHOBA Ha ONACEHUs, MPOM3THYAIM OT OLEHKaTa
Ha JaHHM, CBBP3aHH C JAEHHOCTH MO (apMakoJIOrWiHa OIUTENHOCT,
mpoleaypara, TpeIBUICHa B HACTOSIIUS pasled, karo HHGOpMHUpA
JIpyTuTe AbpXkKaBU 4ieHKH, AreHuusra u Komucusara, korato:

a) pasriexaa Bh3MOKHOCTTA 3a CIHMPaHe HIM OTMSHA Ha Pa3pelICHHE
3a ThPrOBHS;

0) pasriiexxa Bb3MOXKHOCTTA 3a 3a0paHa Ha JOCTaBKHTE Ha JICKAPCTBEH
TPOJIYKT;

B) pa3miiekJa BB3MOXHOCTTa 3a OTKa3 Ha IOJHOBSIBAHETO Ha
pa3peleHre 3a THPrOBHUs; HIIH

r) e mHpOpPMHpaHA OT TUTYJSIPS Ha paspelleHde 3a THProBHs, Y€ Ha
OCHOBaTa Ha OIAcEHMs II0 OTHOLIEHHE HAa 0E30MacHOCTTa, TOH e
MIPEeyCTaHOBMWJI ITyCKAaHETO Ha Ia3apa Ha JEKapCTBEH MPOAYKT WIH €
MpeanpHuen ACHCTBUS 32 OTMsHA Ha paspelleHHe 3a ThpPrOBUS, WIIH
Bb3HAMepsBa Jla NpeAlpUeMe TakoBa AEHCTBHE, WM HE € IMOUCKal
[IOJTHOBSIBAaHE Ha pa3pelleHHe 3a ThProBHUS.

la. Hanmena nbpxaBa wieHka uinu Komucusita, B 3aBHCHUMOCT OT
ciydasi, HWHPOpPMHUpA JAPYrHTE JbpKaBH WICHKH, ATeHIHATa U
Komucusita Bb3 OCHOBa Ha ONAceHUs, MPOM3THYALM OT OLEHKAaTa Ha
JAHHH, CBBP3aHH C JCWHOCTH 1O (hapMakoJOTHYHA OJMUTEIIHOCT,
KOTraTro CYMTa, Y€ € HEeOOXOIMMO BBBEXKIAHETO HAa HOBO IPOTHUBOIIOKA-
3aHUE, HAMAJICHHUE Ha MPernopbhyBaHaTa /1032 WIK OrPaHUYCHUE Ha MOKa-
3aHUATA Ha JICKQPCTBEH NPOAYKT. B uH(OpMamusTa ce omucBaT mpen-
JIaraHoToO JISHCTBUE M NMPUYUHUTE 32 HEro.

Korato cumra, ue € HEOOXOAMMO CIICIIHO JIeHCTBUE, MajJicHa IbpiKaBa
wieHka wiu Komucusita, B 3aBHCHMOCT OT cCllydasi, 3alo4Ba Ipef-
BUJICHATA B HACTOSIIMS paslesl Npoleaypa BbB BCEKH OT CIIydauTe,
MMOCOYCHHM B HACTOSIIUS maparpad.

Koraro He e 3amouHarta npeiBUIEHATa B HACTOSINUS pa3fel IpoLenypa,
3a JIEKapCTBEHU IPOAYKTH, pa3pelieHHd B ChOTBETCTBHE C MPOILEIYpHUTE
no jan III, rmaBa 4, cioydasT ce OTHacs A0 KOOpAMHALMOHHATA IpyIa.

Unen 31 ce mpuiara B ciiy4auTe, KOraTo ca 3acerHaTH MHTEPECHTE Ha
Cnio3a.

16. Koratro e 3amouHara mpeABHAEHATa B HACTOSINUS pa3Jlel
mpolenaypa, AreHOusATa IIpOBEpsABa NAIM ONACCHHSITa BBB BPB3KA C
0e30MacHOCTTa Ca CBBP3aHU C JIEKAPCTBEHM MNPOJYKTH, PAa3IMYHU OT
JEeKapCTBEHHUs TIPOIYKT, 3a KOHTO ce oTHAcs MHGpOpMAIMATA, WIH ca
o0l 3a BCUYKU INPOAYKTH, CHafallld KbM CblIaTa Ipyla WIM Tepa-
NEBTUYCH KJiac.

B ciry9ait ye BBIPOCHUSAT TEKapCTBEH MPOMYKT € pa3pelleH B MoBede OT
e/lHa IbprKaBa WieHKa, AreHuusra 0e3 U3IMIIHO 3a0aBsHe MHPOpMUpA
3allOYHANUS TIpoLeqypaTa 3a pe3ylaTaTuTe OT Ta3sH IPOBEpKa H Ce
mpuiaraT IpouexypuTe, NpeaBuieHu B uwieHoBe 107if u 107x. B
NPOTHBEH CiIydail OmIaceHHATa BBB BpPB3Ka C Oe3omacHoOcTTa ce
pasriuexaaT OT CBhOTBETHaTa [ObpikaBa WIEHKA. ATCHIHATA WIH
IbpKaBaTa 4iIECHKA, B 3aBUCHMOCT OT ciyuas, MHGOpPMUpA TUTYJISIPUTE
Ha pa3peleHus 3a ThProOBHS 3a 3all0YBAHETO HA IPOIEAypaTa.
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2. bes za ce 3acarar pasnopendute Ha B M12 naparpadu 1 u la ot
Hacrosimust wieH <A, u wienoe 107i n 107k, mameHa mbpkaBa-dieHKa
MOX€E, KOraro € HEOOXOAMMO CIICIIHO [CHCTBHE 3a OIa3BaHE Ha
OOIIIECTBEHOTO 37[paBe, Jla CIpe JACHCTBHETO Ha pa3pelICHUETO 3a
TBProBusi M Ja 3a0paHu ynorpebara Ha CHOTBETHHUS JIEKapCTBEH
MPOAYKT Ha CBOSATA TEPUTOPUS 1O TNPHEMAHETO Ha OKOHYATEIHOTO
pemienne. Ts wuHbpopmupa Komucusra, AreHIUSTa W JPYTUTE
Ibp)KaBU-WICHKH 3a TMPUYMHHUTE 32 CBOETO JIEHCTBHE HE MO-KHCHO OT
cieBamys paboTeH JIcH.

3. Komucusata Moxe Ha BCEKH €Tall OT IIpOLENypaTa, IIOCOYEHA B
wieHoBe oT 1071 mo 107k, na moucka IbpXKAaBUTE-WIEHKa, B KOUTO
JEKapCTBEHUAT IPOIYKT € pa3pelleH, He3a0aBHO Ja MpearnpHeMar
BPEMEHHH MEpPKH.

Koraro 06xBaTsT Ha npouenypara, onpenencHa »M12 B chOTBETCTBHE
c maparpadu 1 u la <, BKIIOYBA JEKapCTBEHH MPOAYKTHU, pa3pelICHH B
coorBeTcTBHE ¢ Permament (EO) Ne 726/2004, Kommucusita mMoxe Ha
BCEKH eTall OT IpOoIenypaTa, 3alloyHaTa B ChOTBETCTBHE C HACTOSIIHS
pas3nen, na mpeanpueMe He3abaBHO BPEMEHHH MEpKH BBB BpB3Ka C
BBIIPOCHATE pa3pelleHus 3a IyCKaHe Ha Imasapa.

4.  Hudopmanusra, mocoUYeHa B HACTOSIIUS YICH, MOXE J]a C€ OTHACS
[0 OTAEIHM JIEKApCTBEHM MNPOAYKTH WIM IO acOPTUMEHT OT JeKap-
CTBEHHU IMPOAYKTH WM JO TEpareBTHYEH KJac.

Axo AFGHLII/I?{Ta YCTaHOBH, Y€ OIIaC€HUATA BBB BPb3Ka C 0e30IMacHOCTTa
Ca CBBbP3aHU C ITOBECYEC JICKAPCTBECHH NPOAYKTH, OTKOJIKOTO TEC3H, KOUTO
ca 00XBaHATH OT HH(bOpMaI_II/ISITa, Hnin 4¢€ € O6HI 34 BCUYKHU JICKApCTBCHU
MNpPOAYKTH, Ccnagallid KbM CBIIUA aCOPTUMEHT HMJIM TEPANIEBTUYCH KJiac,
T pasmiupsiBa CbOTBETHO obOxBaTa Ha npoaoeaypara.

Koraro 00xBarhT Ha MpOIEAypaTa, 3alOoYHATA MO HACTOSIIMS YICH,
3acsra ACOPTUMEHT OT JICKApPCTBCHH MPOAYKTH WIH TEPAleBTHYCH
KJlac, JICKAPCTBCHUTE TMPOAYKTH, pPAa3pelieHH B CHOTBETCTBHE C
Pernament (EO) Ne 726/2004, cnamaimiy KbM CIIOMEHATHS aCOPTUMEHT
WM TEPAareBTUYCH KJIAC, CHINO CE BKIFOYBAT B MPOLELYypaTa.

5. KbM MomeHTa Ha uHopmanusara, nocouesa P M12 B naparpadu
1 m la «, gppxaBaTa-wieHKa NPENOCTaBs Ha pa3MOJIOKEHUE Ha
AreHnusTa LsaTa UMalla OTHOLIEHUE HaydyHa HH(pOpMalMs, ¢ KOATO
pasmonara, ¥ BCAKa OIEHKA, HalpaBeHa OT JbprkaBaTa-dIeHKa.

Ynen 1071

1. Cnen momyyaBaHeTo Ha MHQoOpMaIMATa, ocoueHa »M12 B uieH
107u, naparpadu 1 n la <, AreHuusara myOnu4HO OOSBsIBA 3aIlo4-
BaHETO Ha TPOIeIypaTa MOCPEACTBOM €BPONEHUCKHS HHTEPHET MOPTall
3a JIEKapcTBa. YCIOPEIHO C TOBAa AbP)KAaBUTE-WICHKU MOraT IyOJIMYHO
na o0sBAT Ta3u MHGOPMAaNWs Ha HAMOHAIHUTE CH WHTEPHET IOPTaIH
3a JIEeKapCcTBa.

B o0sBrneHnero ce mocouyBa BBIPOCHT, BHECEH 3a pasIiIekAaHE OT
AreHIUATa B CHOTBETCTBHE ¢ WwieH 107, JekapCTBEHHTE MPOAYKTH H,
KOTaTO € NPHJIOXKHMO, aKTUBHHUTE BEILECTBA, 32 KOUTO TOI ce OTHacs.
To ceappka uHGOPMAIMSI OTHOCHO TIPAaBOTO Ha THTYJSAPHTE HA
paspelieHus 3a ThProBUs, 3IpPaBHUTE CHELHMAIUCTH U OOILECTBEHOCTTA
Ia momaBaT B AreHuusta uHGOpManus, KOSTO MMa OTHOIIEHHE KbM
mpoleaypara, U ce IOcoYBa IO KaKbB HA4YMH Ja OblIe MOoJaBaHa
TakaBa MHQOpMAIHs.

2. KoMuTeTsT 3a OlleHKa Ha pHCKa B 00yacTTa Ha (hapMaKoJIOTHYHATA
OMUTEITHOCT MPaBU OIEHKA HAa BHECCHHUs 3a pa3MNIekKAaHEe BBIPOC B
Arennusta B cborBercTBue ¢ wieH 107u. Jloxnaguukbr paboTH B
TSICHO CHTPYJHUYECTBO C IOKJIAJYHKa, TocoueH oT KommuTera mo nekap-
CTBEHUTE MPOAYKTH 32 XyMaHHa ynorpeba, U pedepeHTHara abpiKaBa-
YJIEHKa 332 BBIIPOCHUTE JICKAPCTBEHU MPOIYKTH.



200110083 — BG — 16.11.2012 — 011.001 — 99

YM10

3a menuTe Ha Ta3M OLIGHKA THUTYJLSIPAT Ha paspellieHUue 3a THPTrOBUSA
MOXe€ J1a IPEICTaBU MUCMEHH KOMEHTApH.

Koraro cremmHusT xapaktep Ha BBIpOCa M3UCKBA TOBa, KOMHUTETHT 3a
OILICHKa Ha pUCKa B 0o0iacTTa Ha (hapMakoJOrHyHaTa OJUTEITHOCT MOXKE
Jla IpoBe/e MyOJIMYHK W3CIYIIBAaHKsS, KOTATO CYMTA, Y€ TOBA € LEIeCh-
00pa3HO M HAAJEKHO OOOCHOBAHO, MO-CIICHHAIHO IO OTHOUICHHE Ha
00XBaTa M CEpHO3HOCTTA Ha OMACEHHUSITA BHB BPbh3Ka C OE30MaCHOCTTA.
W3cnyniBanusiTa ce MPOBEKIAT B CHOTBETCTBHE C YCIOBHATA, TIOCOUCHU
OoT AreHuusita, U ce OOSBSIBAT IOCPEACTBOM CBPOMCHCKHS HHTCPHET
MopTaNl 3a JIeKapcTBaTa. B OOSABICHHETO Ce OMPEAENAT YCIOBHSTA 3a
ydacTHe.

[Ipn nmyGmuYHOTO H3CIyIIBaHE C€ OTYMTA HAIUIEKHO TEPareBTHYHHAT
e(eKT Ha JIEKapCTBEHUS MPOIYKT.

AreHuusTa, Ccrnel KOHCYJITalMs ChC CHOTBETHHTE CTPAaHH, H3TOTBS
OPOLIEAYPHUTE MPABUIA OTHOCHO OPraHM3UPAHETO M MPOBEXKIAHETO Ha
myOJIMYHUTE W3CIYIIBAHUS B ChOTBETCTBHE C wWieH 78 oT PermameHt
(EO) Ne 726/2004.

Koraro Tutymsip Ha pa3pelieHHe 3a ThPrOBUSI WIH APYro JIHIE, KOETO
Bb3HaMepsiBa Ja MpEACTaBH WH(OpMaIHs, pasmojiara ¢ MOBEPUTETHA
uH(bOpMALHS, KOSNTO HMa OTHOLICHHE KbM PA3IIICKAAHUS B IIPOLE-
JypaTa BBIPOC, T€ MOXE J1a MOUCKAT pa3pelieHHe Ja MPEACTaBAT TE3H
naHHd Ha KomuTera 3a oleHka Ha pucka B oOyactra Ha Qapmakoso-
ruvHaTa OAMTENHOCT, KaTo OBJAT M3CIYIIAHH Ha 3aKPUTO 3acelaHme.

3. B cpox or 60 nHM OT mpeACTaBIHETO Ha HH(pOpMALUATA
KomurersT 3a olleHKa Ha pucka B oOyiacTra Ha (hapMakoJIOTHYHATa
OIMTETHOCT MpaBU MPENoOpbKa, KaTo MOCOYBA MOTHBHTE, HA KOHTO T
Ce OCHOBaBa, HAJUICKHO OTYHUTANKM TepaneBTHYHUS e(eKT Ha Jekap-
CTBEHMSI HPOAYKT. B mpemopbkara ce IOCOYBAT PA3IMYABALIUTE CE
HO3HWIMH M OCHOBAHMATA 3a TSAX. B ciydail Ha CICIIHOCT M IO Tpen-
JoXeHne Ha cBosi mpeacenaten KoMUTETBT 3a OlleHKa Ha pUCKa B
obnacTTa Ha (hapMaKOJIOTMYHATA OJUTEITHOCT MOXE Ja B3eME peIICHUE
Jia chkpatH cpoka. IIpemopbkara BKIIIOYBA KOSTO M Ja € WIH ChYCTAHUE
OT CIIeJHUTE 3aKIFOYCHUS:

a) ONBJIHUTEIHU OLICHKH WIM JCHCTBUS Ha paBHHIIETO Ha Chbio3a He
ca HEOOXOIMMH;

0) TUTYIAPAT HA pa3pelleHHe 3a THPrOBHS CIEABA Ja M3BLPLIM JOIBI-
HUTEJIHA OLIEHKAa Ha JAaHHHUTE 3aelHO C IIOCJE/ABAIIM ACHCTBHA IO
pe3ysTaTuTe OT Hes;

B) TUTYJSIPAT Ha pa3pelieHHe 3a THProBUs cJeIBa Ja CIIOHCOpHpa
opoyuBaHe 3a 0e30IacHOCT cieJ IOdy4aBaHE Ha paspelleHue
3ae[lHO C MOcCle/Balla OlleHKa Ha pe3yJlTaTHTe OT TOBa IIPOYYBaHE;

T) IBbPKaBUTE-WICHKH WIM THTYJSIPAT Ha pas3pelieHHe 3a TbProBUS
clelBa Ja TpHilaraT MEpKH 3a CBEXKIAHETO 10 MUHHMYM Ha PHCKa;

1) NeHCTBHETO Ha Pa3pellICHUETO 3a THProBHs Clie[Ba jAa ObIe CIIPSHO,
paspenieHueTo aa Obie OTMEHEHO WM Jia He ObJe MOJHOBEHO;

e) Pa3pCUICHUCTO 3a THProBusd CJICABA Ha 6'bZ[e HU3MCHCHO.

3a menure Ha IbpBa ajuHes, OykBa I') B IpeNopbKara ce ONpEeAeisirT
MPENOPbUYUTEIHUTE MEPKH 3a CBEXKJaHEe [0 MHUHHUMYM Ha pHUCKa U
BCAKAKBH YCIIOBMS WJIM OIpPaHMYEHHUs, Ha KOUTO cielBa Ja Obxae
MPEJMET Pa3peIIeHUETO 3a ThPTrOBHA.

Korato B cimyuaurte, mocoueHu B IbpBa ajuHEs, OyKBa €), € Ipero-
pbuaHa IpoMsiHa MM Jo0aBsiHe Ha MH(popMalus B OOOOLIEHUETO Ha
XapaKTepPUCTHKUTE Ha TPOTYKTa MIM B €THKETa, WM JIUCTOBKAaTa C
yIObTBaHE, B IIPENOpBKaTa ce Ipemntara (GpopMyIHpoBKaTa Ha IpoMe-
HeHaTa Wik jao0aBeHa MHGOpPMAIMsA U MSCTOTO M B 00OOLIEHHETO Ha
XapaKTePUCTHKUTE Ha MPOAYKTa, €THKETa M JHCTOBKATa C YIIBTBAHE.
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Ynen 107k

1. Koraro 00xBaThT Ha IpOLENYypaTa, ONpPEAEIeHa B CbOTBETCTBUE C
wieH 107u, maparpad 4, He BKJIIOYBA pa3pelIeHUE 3a THPrOBUS, MPE.-
OCTaBEHO B CHOTBETCTBHUE C IIEHTpAIM3MpaHaTa NpoLeaypa, IpeABUIeHA
B Pernament (EO) Ne 726/2004, B cpok ot 30 1HM OT MOJy4aBaHETO Ha
npenopbkara Ha KomuTera 3a omeHka Ha prucka B obnactra Ha dapma-
KOJIOTMYHATa OIUTENHOCT KOOPAMHALMOHHATA IpyIla pasriex/a Mperno-
pbKaTa W TOCTHra MO3WIMS OTHOCHO 3alla3BaHeTo, H3MEHEHHUETO,
CIHMpaHeTO, OTMSHATa MM OTKa3a 3a IIOJHOBABAaHE Ha CHOTBETHUTE
paspeleHusl 3a THProBusi, BKIIOYUTETHO TpadUK 3a H3INBIHEHHE Ha
MO3MIMATA, MO KOSTO € MOCTUTHATO chriiacue. Koraro e HE0OXoauMmo
CICIIHO MpHUEMaHe Ha IMO3MIHUATA, KOOPAMHAIIMOHHATA TpyNa MOXKE, IO
MpeIoKeHHe Ha CBOSl INpeAceiaTel, lla B3eMe pelleHHe 3a ChKpa-
IIaBaHe Ha CPOKa.

2. Axo B paMKHTe Ha KOOpAMWHAIlMOHHATa TpyIa MpeICTaBEHUTE
Ibp)KaBU-WICHKH TIOCTMIHAT ChIJIACME C  KOHCEHCYC  OTHOCHO
JOeWCTBHATAa, KOWUTO TpsiOBa Ja ce mpexnpueMar, IpenceaaTesT
perucTpupa ChITIACHETO M IO H3Ipalla Ha TUTYJSIpS Ha paspelieHHe
332 TBHProBUs M Ha JAbp)KaBUTE-wWICHKU. JIbpiKaBUTE-4ICHKH Ipen-
mpueMaT HeoOXOJWTEe MEpKH 3a 3ama3BaHe, W3MEHEHHe, CIIMpaHe,
OTMSIHA MM OTKa3 3a IOJHOBSIBAHE HAa CHOTBETHOTO paspelIeHHE 3a
TBPrOBUSI B CBOTBETCTBHE C TpadyKa 3a H3IIBJIHEHHE, NMPEABHACH B
CIIOPa3yMEHUETO.

B ciyyaii Ha DOCTUTHATO CBbIVIACHE 3a U3MEHEHHME TUTYJLIPAT Ha
paspellicHue 3a THProBusl I[0JaBa [O HALMOHAIHUTE KOMIICTEHTHH
OpraHd MOAXOJALIO 3asBJICHHME 3a H3MEHEHHUE, BKIIOYBALIO aKTyalH-
3UpaHO 000O0IEHHE HAa XapaKTepUCTUKUTE Ha IPOAYKTa U aKTyallu-
3MpaHa JIMCTOBKA C YIMbTBAaHE, B PaMKHMTE Ha OIpereneHus rpadux 3a
U3IBbIHEHHE.

Akxo He Moxe Jnga ObIe MOCTHTHATO CIIOPasyMEHHE C KOHCEHCYC,
MO3MIUATA Ha MHO3UHCTBOTO OT ABPXKABUTE-WICHKH, MPEICTaBCHU B
paMKHTe Ha KOOpIMHAIIMOHHATa TIpyna ce mpenaBa Ha Komwcusra,
KOATO TpwWiara Mpolenypara, yctaHoBeHa B wieHoBe 33 u 34. Upes
neporanus oT wieH 34, maparpad 1 obade ce mpuiara mpoueayparta,
mocoueHa B wieH 121, maparpad 2.

Korato crnopa3yMeHHETO, MOCTUIHATO OT AbP)KaBUTC-WICHKH, MpE-
CTaBeHM B PaMKHTE Ha KOOPAMHALIMOHHATA Ipyla, WM MO3WIMATA HA
MHO3MHCTBOTO OT JIbP)KaBUTE-WICHKH, NPEJCTABEHH B pPAMKUTE Ha
KOOpAMHALMOHHATa Tpyla Cce pas3audaBa OT IpernopbkaTa Ha
Komurera 3a omeHka Ha pucka B obnacTra Ha (apMakoJIOTHYHATA
OIUTEIHOCT, KOOPIMHAIMOHHATA TpyNa IpHiara KbM CHOPa3syMEHHETO
I TO3UIMATa HA MHO3WHCTBOTO MOAPOOHO OOSCHEHHE HAa HAYYHHUTE
OCHOBAHHUS 33 PA3IMUMATA, 3a€[HO C IPEropbKara.

3.  Koraro o6xBaThT Ha Mpoleaypara, onpejesicHa B ChOTBETCTBHE C
unen 107u, maparpad 4, BKJIIOYBA IOHE €IHO PA3pEIICHHE 33 ThPTOBHA,
MPEIOCTABCHO B CHOTBETCTBHE C ICHTPAJIM3MpaHaTa IMpoleaypa, mpe-
BuzeHa B s 11, rmaBa 1 ot Pernament (EO) Ne 726/2004, B cpok ot 30
MHU OT TOJy4aBaHETO Ha mpenopbkara Ha KomwureTa 3a OICHKAa Ha
pucka B obnactra Ha (papmakonornuyHata OxutTenHocT KoMuTeTsT mo
JICKApCTBCHUTE MPOJAYKTH 3a XyMaHHa yHoTpeOa pasriexia IMpero-
pbKata W TpHEMa CTAHOBHUINE OTHOCHO 3ala3BaHETO, W3MCHEHHUETO,
CIHMpAHETO, OTMSHATA MM OTKa3a 3a IOJHOBSBAaHE Ha CHOTBETHUTE
pasperieHus 3a Thpropus. Korato e HEOOXOIMMO CIICIIHO MpHEMaHe
Ha CTaHOBMILETO, IO TpEIIOKEeHHEe Ha CBOs mpexacenaresl KomurersT
MO JICKAPCTBEHUTE TPOIYKTH 3a XyMaHHa ynotpebda Moxe, Ja B3eMe
pelIeHrne CpoKbT aa ObAe MO-KpaThbK.

Koraro cranoBumero Ha Komwurera mo jekapCTBEHHTE MPOIYKTH 32
XyMaHHa ymnoTpeba ce pasnuuaBa OT mpernopbkarta Ha Komwurera 3a
OllCHKa Ha pucka B oOmacTra Ha (apMakoJIoTHYHATa OIUTEITHOCT,
KomuTeTpT 1O JNEKapcTBEHUTE TPOAYKTH 3a XyMaHHa ymorpeda
npuiara KbM CBOETO CTAHOBHIIE IMOJIPOOHO OOSCHEHHE Ha Hay4yHHTE
OCHOBAHUS 33 PAa3NMYMATA, 3a€IHO C MpEropbKara.
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4. Ha ocHoBara Ha crtaHoBuuiero Ha Komurera mo jnekapcTBeHUTE
MIPOIYKTH 3a XyMaHHa ymoTpeba, mocodeHo B maparpad 3, Kommucusra:

a) TpueMa pelIeHUe, YHUTO aJpecaTH ca JbpiKaBUTE-4JICHKH, OTHOCHO
MOJUIeKALIUTE HAa B3€MaHE MEPKH IO OTHOLIEHHE Ha pa3peuleHusATa
3a ThProBHUs, KOUTO Ca MPEJOCTABEHU OT IbPKABUTE-UICHKH U KOUTO
ca MpeIMeT Ha Mpolleaypara, NpEeIBUAEHA B HACTOSILIUS pas3zied;
KaKTO U

0) KOraTo CTaHOBHUILIETO €, Y€ € HEOOXOAMMO DPEeryJaTopHO HEHCTBHE,
npreMa pelieHHe 3a M3MEHEHHe, CIHpaHe, OTMsHa HJIH OTKa3 3a
MO/THOBSIBAaHE HA Pa3pelICHUsATA 32 THPrOBHs, PEIOCTABCHH B CHOT-
BerctBue ¢ Permament (EO) Ne 726/2004 u 3acernaTu OT mpolie-
Jyparta, MpeABUICHA B HACTOSIIHS Pa3mell.

3a mpueMaHeTo Ha PEHICHHETO, TOCOUEHO B ITbpBa alluHes, OyKBa a) OT
HacTosIMUs Taparpad, U 3a IPHIaraHeTo My OT JbpP)KaBUTE-WICHKHU, CE
npunarat wieHoBe 33 u 34 or HacTosiniata AupekTuBa. Upes neporanus
ot uwieH 34, maparpad 1 oT HacTosIaTa JUPEKTHBa 0Oade ce mpuiara
npolenypara, nocodesa B wieH 121, maparpag 2 ot Hes.

3a pelieHHETO, MOCOYCHO B IbpBa ajuHes, OykBa 0) OT HACTOAIIUS
naparpad, ce mpuwiara uieH 10 or Permament (EO) Ne 726/2004.
Upe3 peporamust ot wieH 10, maparpad 2 OT NMOCOYEHHS PETJIAMEHT
obaue ce mpuiiara mpolenypara, rnocoueHa B wieH 87, maparpad 2 or
Hero. Koraro Komucusra nmpueme TakoBa pellleHUE, TS MOXeE J1a IpHueMe
U pelleHne, YUUTO aJlpecaT ca IbpKaBUTe-WICHKH ChIIIacHO wieH 127a
OT HAcTOAINATa JUPEKTUBA.

Pazgen 5

NyoauKkyBaHe HAa OEHKH

Ynen 1071

AreHIMATa MyONUKyBa OKOHYATCIHHTE 3aKIIOYCHHs OT OLCHKATa,
HPENOpPbKUTE, CTAHOBHINATA W PEIICHHUATA, MOCOYCHH B UJICHOBE
1076—107k, mocpeacTBOM €BpOIEHCKHMS HHTEpHET MOpTal 3a JeKap-
CTBarTa.

IJIABA 4

KoHTpos1 Ha mpoy4yBaHusATA 3a Ge€30MaCHOCT cJiel MOJy4YaBaHe Ha
pa3speuieHue

Ynen 107m

1.  Hacrosmara riaBa ce npuiiara 3a HSHHTEPBEHIIMOHHH TPOYYBAHS
3a 0e30MacHOCT cjel| MOdydyaBaHE Ha pa3pelleHHe, 3al0YHATH, YIpaB-
JSIBaHU WM (DMHAHCUPAHU OT THTYJLIPS Ha paspeleHre 3a THProBUsl MO
HETrOBO JKENIaHWE WJIM TI0 3aJbJDKEHHE, HAJIOKEHO B CHOTBETCTBHE C
wieH 2la winu 4ieH 22a, KOMTO BKIOYBAT CHOMPAHETO HA JaHHHU 32
0e30MacHOCT OT MAlMEHTH WM 3APaBHU CIICLHATIMCTH.

2.  Hacrosmara riiaBa He 3acsra HallMOHAJIHUTE M3MCKBAHUSA M M3UCK-
BaHusTa Ha ChiO3a 3a rapaHTHpaHe Ha 0JIarOCHCTOSHHETO W MpaBara Ha
YY4aCTHUIUTE B HEMHTEPBEHIMOHHH INPOy4YBaHHA 3a OE30MacHOCT clies
MoJIyyaBaHE Ha pa3pelieHHe.

3. IIpoy4BaHMATa HE Ce¢ NPOBEKAAT B CIy4aWTe, KOraTO IIPOBEXK-
JaHeTO Ha MpPOy4YBaHE HachpyaBa ymorpedaTa Ha [aJeH JICKapCTBEH
TIPOIYKT.

4.  3amianiaHeTo Ha 3[paBHUTE CIEIMAIMCTH 3a y4yacTHE B HEHHTEp-
BEHIIMOHHM TIIpOy4YBaHHs 3a 0O€30macHOCT ciel IIoJlydyaBaHe Ha
paspellieHue ce OrpaHHYaBa [0 KOMIIEHCAIUsS 3a H3Pa3XO/ABaHUTE
BpEME M CpE/CTBa.
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5.  HanuoHanHMAT KOMIIETEHTEH OpraH MOKE /a U3UCKa OT TUTYJAPs
Ha paspelleHue 3a THProBHsA J1a NPEACTaBU IPOTOKOIA M AOKIAIUTE 32
HanpeabKa Ha KOMIIETEHTHUTE OPraHM Ha JAbP)KABUTE-WIEHKH, B KOUTO
Ce IPOBEXKAA NPOYYBAHETO.

6. TuTymsapar Ha paspelleHHe 3a THProBUsS H3Ipalla OKOHYATETHUS
JOKJIa[] Ha KOMIICTCHTHUTE OPraHH HA JbP)KaBHTC-WICHKH, B KOHTO €
MIPOBEJICHO M3CJICABAHETO, B CPOK OT 12 Mecena OT NMPHUKIIOYBAHETO HA
chOUpaHe Ha JIaHHH.

7. Ilo Bpeme Ha NpPOBEXIAHETO HAa MPOYYBAHETO THUTYIAPAT Ha
paspelieH’e 3a ThProBUsl OCHILECTBSIBA MOHHUTOPUHI Ha IMOJY4YaBaHUTE
JaHHU U pa3IeKAa IMOCIEeOULUTE OT TIX 3a OanaHca pHUCK—IION3a Ha
CHOTBETHUS JIEKAPCTBEH IMPOAYKT.

Bcesika HoBa mHGbOpManus, KosATo OM MOIJIa J1a MOBIMSAE HA OIEHKaTa Ha
OamaHca pHCK—TION3a HA JIEKAPCTBEHHWs MPOMYKT, cleaBa jga Obae
JOBEJleHa [0 3HAHMETO Ha KOMIIETCHTHUTE OpraHM Ha JIbpKaBaTa-
9IIeHKa, B KOATO JICKAPCTBEHHAT IIPOIYKT € pa3pelieH B CHOTBETCTBUE
c uneH 23.

3a1bDKEHHETO, YCTAHOBEHO BBB BTOpa alWHes, He 3acsra HHQOp-
MAaIFsATa OTHOCHO PE3YJTATHTE OT MPOYYBAHHUSATA, KOMTO TUTYJSPAT Ha
paspelieHne 3a THProBUsI MPEAOCTaBsl HA Pa3MOJIOKEHHE MOCPEICTBOM
MTEPUOINYHHUTE aKTyaIn3UpaHd TOKIaau 3a 6€30MacHOCT, MPEABUIECHH B
yien 1076.

8.  UnenoBe ot 1071 mo 107p ce mnpunaraT HU3KIIOYUTETHO II0
OTHOILIICHWE Ha TpPOy4YBaHMsATA, IMOCOYeHH B maparpad 1, xourto ce
W3BBPIIBAT 10 CHJAaTa Ha 3aJBJDKCHUETO, HAJIIO)KEHO B CHOTBETCTBHE C
wien 2la nim winen 22a.

Ynen 107u

1. Ilpenu mpoBeXJaHETO Ha MPOYYBAHE TUTYJLAPAT HAa pa3pellIcHHE
3a TBPrOBHUS € JTBXKEH Jla IPEJCTaBU MPOEKT Ha IpoTokon Ha Komurera
3a OlICHKa Ha pUCKa B o0OnacTra Ha (papMakojOruyHata OIUTENHOCT, ¢
U3KIIIOUYEHHE Ha MPOYyYBAaHUATA, KOMTO IOJUISKAT Ha NPOBEKAAHE CaMo
B €/IHa JIbp)KaBa-4JI€HKa, KOraTo C€ M3HMCKBA IIPOYyYBAaHE B ChOTBETCTBHE
c wieH 22a. 3a TakuBa NPOYYBAHUS TUTYJSPST Ha pa3pelIeHHe 3a
TBPrOBUSL TPEACTaBs MPOEKT Ha MPOTOKOJA HAa  HAIMOHAIHMA
KOMIIETCHTEH OpraH Ha Jbp)KaBaTa-4JIeHKa, B KOSTO C€ IIpOBEXka
TIPOYYBAHETO.

2. B cpok or 60 mHM OT NpPEACTaBIHETO HA IPOEKTa HA IPOTOKOI
HAI[MOHANHUAT KOMIICTEHTEH OpraH WM ChOTBeTHO KOMHTETHT 3a
OLlEHKa Ha pucka B oOiacTTa Ha (apMakojoryuHarta OJUTETHOCT
U3/aBa:

a) IHCMO, OZ00pSABAIO MPOEKTa Ha MPOTOKOJI;

6) moApOOHO MOTHBHMPAHO IMCMO 3a BB3PAXKEHUE, KOETO u3jara B
NOAPOOHOCTH OCHOBAHUSTA 33 BB3PAKCHHETO, MNPH BCEKH OT
CIICTHUTE CIIy4YaH:

1) CYeTEeHO e, Ye MPOBEKIAHETO HA MPOYYBAHETO HACHPYABA YIOT-
pebara Ha JnajgeH JeKapCTBEH MPOIYKT;

ii) CYeTEHO €, 4Ye MOJACIBT Ha MPOYYBAHETO HE OTroBaps Ha
HETOBUTE LIEJN; HIIH

B) IHCMO, C KOETO THUTYISAPAT Ha paspellicHHe 3a TBProBHSA Ce
yBE/IOMsIBA, Y€ IPOYYBAHETO IIPEJACTABIsABA KIMHUYHO M3IHTBAHE,
nonajamo B MpUIokHOTO none Ha Jupektusa 2001/20/EO.

3. IIpoyuBaHero MOXe Ja 3alOYHE €IMHCTBEHO KOTaTO € W3/aJeHO
MMUCMEHO O0J00peHHe OT HAIMOHATHHUS KOMIICTEHTEH OpraH WiIH
cboTBeTHO OT KommuTeTa 3a olleHKa Ha pucka B oOyiacTTa Ha (apMako-
JIOTUYHATa OJUTEIHOCT.
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Koraro e m3mazeHo mucMo 3a ofoOpeHHe, MOCOueHO B maparpad 2,
OykBa a), THTYJSIPAT Ha paspelleHre 3a THProBHs H3Ipalia MpoTOKoJa
Ha KOMIICTEHTHUTE OpraHM Ha [bPKaBUTE-UJICHKH, B KOUTO ILIE C€
MPOBEXJa MPOYYBAHETO, H MOXKE CIie]l TOBAa Ja 3all0YyHe MPOYYBAHETO
B CHOTBETCTBUE C OHO0OPEHUS IIPOTOKOIL

Ynen 1070

Cnen 3amoyBaHETO Ha MPOYYBaHE, BCHUYKM CbHIIECTBEHH HM3MEHEHUs B
[IPOTOKOJIA C€ MPEACTABIT, Ipeau Ja ObAaT MPUIIOKEHH, Ha HALIHOHAIHUS
KOMIICTEHTEH OpraH MWJM, B 3aBUCUMOCT OT ciydas, Ha Komwurera 3a
OLICHKA Ha pHCKa B 001acTTa Ha (hapMakonorudHara 6aurenHoct. Hamumo-
HAJTHUAT KOMIIETEHTEH OpraH WM, B 3aBUCHMOCT OT ciydas, KoMUTeTsT
3a OIlEHKa Ha pHCcKa B oOmactra Ha (hapMakoJOTHYHAaTa OJUTEIHOCT
OLICHSBA WU3MEHEHMATa M MHOpMUpa TUTYIApPS Ha paspellicHUe 3a
TBPrOBHS 32 CBOETO OXOOpEeHHe WM BB3paXKeHHe. THUTYmpsAT Ha
paspelieHne 3a THProBus MH(POPMHUpA, KOTaTO TOBA € IerechoOpasHo,
J'bP’KaBUTE-4JIEHKH, B KOUTO C€ MPOBEXk/Ja IPOyYBaHETO.

Ynen 107n

1. Ilpu 3aBbpIIBAHETO HA MPOYYBAHETO OKOHYATEIHUTE JOKIATH OT
HEro ce HpeHOCTaBHT Ha HAIMOHAJIHUA KOMIICTCHTCH opraH UJIN Ha
Komurera 3a omeHka Ha prcka B 0o0jacTTa Ha (hapMaKOJOTHIHATA
OIUTETHOCT B CPOK OT 12 Meceua ciell NPUKIIOYBAHETO HA CHOUPAHETO
Ha JIAaHHW, OCBEH aKO HAIMOHAJHHUST KOMIIETEHTEH OpPraH WM, B 3aBH-
CHUMOCT OT ciydas, KoMUTEeTBT 3a OllCHKa Ha pUCKa B oOiacTTta Ha
(apmakomorndHaTa OMUTEIHOCT MMCMEHO € OTMEHHJ TOBa H3HCKBaHE.

2. Turynspsr Ha paspelieHHe 3a ThPrOBUS IPELEHsABA AalIU pe3yil-
TaTUTE OT IMPOYYBAHETO HMMAaT BB3ACHCTBHE BBPXY Ppa3peLICHHUETO 3a
TBPrOBHSA M IPH HEOOXOAMMOCT IOIaBa B HAI[MOHATHUS KOMIIETCHTCH
OpraH 3asBJICHME 33 U3MEHEHHE Ha Pa3pELICHUETO 3a ThPrOBUS.

3. 3aemHO ¢ OKOHYATENHHs JOKIAX OT MPOYYBAHETO THUTYJPAT Ha
paspelieHre 3a ThPrOBHS IMPEJOCTaBs MO EICKTPOHEH BT pe3loMe Ha
pe3ysITaTuTe OT MPOYYBAHETO HA HAI[MOHAIHHS KOMIIETEHTEH OpraH WK
Ha Komwurera 3a OleHKa Ha pucKa B 00JacTTa Ha (hapMaKOJIOTHYHATA
OUTEITHOCT.

Ynen 107p

1. Bb3 ocHOBa Ha pe3yJNTaTUTE OT IPOYUYBAHETO U CIEJ KOHCYNITaLUs
C TUTYJAps Ha paspelieHue 3a Tbprosus KoMuTeTsT 3a OlleHKa Ha
pucka B obiacTTa Ha (apMakoJOrMuHaTa OJUTETHOCT MOXeE Ja
HalpaBd MPENOPBKH OTHOCHO pA3peIleHHeTO 3a THProBus, KaTo
1I0COYM MOTHBHUTE, Ha KOHMTO C€ OCHOBaBaT. B mpemnopbkure ce
yIOMEHaBaT Pa3lIN4aBalllUTe Ce MO3MIMHM U OCHOBAaHMATA 3a TAX.

2. Koraro mpemnopbkuTe 3a W3MEHEHHE, CHHpaHEe WIM OTMsIHA Ha
pa3peleHneTo 3a THPrOBUSI Ca HANpaBeHH 3a JIEKAPCTBEH IPOJIYKT,
pa3pelieH OT Ibp)KaBUTE-WIEHKH CBIVIACHO HACTOSIIATAa JUPEKTHBA,
IbpP)KaBUTE-4JICHKH, TIPEJCTABEHH B pPaMKUTE Ha KOOpAMHAI[MOHHATA
rpyna, IOCTHIaT ChIVIaCHE IO MO3MIMSA II0 BBIPOCA, KAaTO B3eMar
MpeNBHU] TIpenopbKaTa, IMocodeHa B maparpad 1, ¥ Kato BKIIOYBAT
rpaduK 3a M3IBJIHCHUE Ha MO3UIMATA, TI0 KOSTO € IOCTUTHATO ChIVIACHE.

AKO B paMKHTE Ha KOOpJHHALMOHHATA TPyla MPEICTaBeHUTE JAbpPIKaBU-
YJIEHKH TOCTUTHAT CIOpa3yMEHHe C KOHCEHCYC OTHOCHO JeHCTBHSATA,
KOMTO TpsiOBa Ja ce TpexnpHeMar, MpeACeNaTeNsiT perucTpupa
CBIIIACHETO W IO W3Mpalla Ha THUTYJAPS Ha pa3pelieHHe 3a ThProBUs
U Ha [JbpKaBUTe-WICHKH. J[bpikaBUTE-WICHKH MpeAnpueMaT Heoo-
XOIUTe MEPKH 3a HM3MEHEHHe, CIHpaHe WIA OTMSHA Ha CHOTBETHUTE
paspelieHns 3a MyCKaHe Ha 1a3apa B ChOTBETCTBHE C rpaduka 3a M3IbI-
HEHHe, TPEIBHICH B CIOPa3yMEHHETO.
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B cnywaii Ha NOCTMrHAaToO cbhriacue 3a HM3MEHEHHE TUTYIAPAT Ha
paspelieHne 3a THPrOBHSA II0[aBa [0 HAIMOHATHHTE KOMIIETEHTHH
OpraHd CBOTBETHO 3asdBICHHE 3a H3MEHECHUE, BKIIOUBAILO aKTyall-
3MpaHO 0000IIeHHe Ha XapaKTepPUCTHUKHTE Ha MPOLYKTa M AaKTyalH-
3UpaHa JIMCTOBKA C YI'bTBAaHE, B PAMKUTE Ha ONpeJeleHUus rpauk 3a
U3IBIHEHHUE.

CriopazyMeHHeTO ce MyOJIMKyBa Ha €BPONEWCKUS MHTEPHET MOopTall 3a
JIeKapCTBaTa, Ch3/1aJIeH B ChOTBETCTBHE ¢ wieH 26 ot Periament (EO)
Ne 726/2004.

Axo He Moxe Ja ObJe IOCTUTHATO CHOpasyMEHHE C KOHCEHCYC,
MO3HIMATA Ha MHO3HMHCTBOTO OT ABPXKABUTE-WICHKH, MPEICTaBCHH B
paMKHTEe Ha KOOpJIMHALMOHHATa Trpymna, ce npexaBa Ha Kowmwucusra,
KOATO TIpHUJIara MpoIeaypara, nmpeaBuaeHa B wieHose 33 u 34.

Koraro cmopa3yMeHHETO, MOCTUTHATO OT IbPXKABUTE-WICHKH, MpPE-
CTaBCHH B PAaMKUTE Ha KOOPAMHALMOHHATA IPyIa, WA IO3HMLHATA Ha
MHO3UHCTBOTO OT JbP)KaBHUTE-WICHKH Ce pa3liiyaBa OT MpernopbKara Ha
Komurera 3a oOleHKa Ha pHCKa B o0jacTta Ha (hapMakoIOrHyHaTa
OIMTEIHOCT, KOOPAWHAIIMOHHATA TPyIa NpHIara KbM CIOpPa3yMEHHETO
WK TO3ULHUITA HAa MHO3WHCTBOTO TMOAPOOHO OOsICHEHHE HAa HAyYHHTE
OCHOBaHHMS 32 PasIHYMATA, 3a€[HO C MPEIOpPHKATa.

IJIABA 5

I/ISH’I)J'IHCHI/IC, AeJierupaHe 1 HaAaCOKH

Ynen 108

C 1en XxapMOHU3UPaHE HA TPOBEXKAAHETO HA JICHHOCTHTE B 00JIaCTTa Ha
(apmakomorndHaTa OAUTETHOCT, MPEABUICHH B HACTOSIIATA JUPCKTUBA,
Komucusta mpuema MepKH 3a HM3MBJIHCHHE B CICAHUTE OO0JIACTH, 3a
KOUTO ca MPEABHUACHH ICWHOCTH MO (papMakoIOrMuHa OIUTENHOCT B
uneH 8, maparpad 3 u B wieHose 101, 104, 104a, 107, 107a, 1076,
1073, 1071 u 1071m:

a) ChIBP)KAaHHETO HAa OCHOBHATa JIOKYMEHTAallUs Ha CHUCTeMaTa 3a
(hapMaxooruyHa OMUTETHOCT M HEHHOTO MOIABpPKAHE OT THTYISAPS
Ha pa3pelleHue 3a ThProBUs;

6) MHUHHUMAJIHUTEC H3UCKBAaHUA 3a CHCTCMaTa 3a KadeCTBO Ha H3IIBJI-
HEHHUETO Ha JICHHOCTUTE B o0macTtra Ha Q)apMaKOJ'IOFI/I‘IHaTa
6,E[I/ITCJ'IHOCT OT HAUOHAJIHUTEC KOMIICTCHTHU OPraHu W OT THUTYJIAPA
Ha pa3pCUICHUC 3a THProOBHA,

B) ymorpebara Ha MEKIyHAPOIHO NpPHETa TEPMHUHOJOTHS, (opMaTH U
CTaHJApPTH 3a OCHIICCTBABAHETO HA JCHHOCTUTE MO (hapMaKoJOTHIHA
OIMTEIHOCT;,

r) MUHMMAJIHAUTE W3UCKBAaHWS 32 MOHHUTODHHIa Ha NOaHHH B 0Oa3ara
nanau Eudravigilance 3a ompenensHe Ha HaJMYMETO HAa HOBHU HIIU
NPOMEHEHH PHCKOBE;

1) dopmata U ChIBPKAHUETO HA MNPEJABAHETO IO EIEKTPOHEH IbT Ha
NPEANONaraéMUTe CTPAHUYHH €(QEeKTH OT IbPXKABUTE-WICHKH U OT
TUTYJISIPS. HAa pa3spellieHue 3a ThProBUs;

e) ¢opmara M ChIBPIKAHHETO HA EICKTPOHHHUTE MEPUOTUYHU AKTYyallH-
3WpaHd JOKJIaqu 3a Oe30MacCHOCT W IUIAHOBETE 3a YIIPABICHUC Ha
pHCKa;

) opMara Ha TPOTOKOIMTE, PE3FOMETATa M OKOHYATEIHWUTE IOKIIAIH
OT aHAIM3KTE Ha MPOYYBAHUATA 32 OS30IACHOCT CJIEA MONyYaBaHe Ha
paspereHue.
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Te3u MepkH B3eMaT TpeaBH paboTaTa, U3BBPIICHA 33 MEXIyHApPOIHA
XapMOHM3anusi B obmactra Ha (apMakoJOrH4HaTa OIMTENHOCT, H
KOraTo € HEeoOXOQMMO Ce IpepasriexIar, 3a Aa ce B3eMe IPEABUI
TEXHHYCCKUsT M HaydHHs nporpec. [10coueHHTe MEepKH ce MpueMar B
CHOTBETCTBHE C Mpolleaypara MO peryJiupaHe, mocoveHa B wieH 121,
naparpad 2.

Ynen 108a

C ornen ynecHsBaHE Ha W3BBPIIBAHETO Ha ACHHOCTUTE B 00JacTTa Ha
(dapmakomornynata OmgurenHoct B Cbhio3a, ATEHIHATa, B CHTPYIHH-
YeCTBO C KOMIICTEHTHHTE OPraHW M JpPyrH 3aHHTEPECOBAHH CTPaHH,
H3TOTBA:

a) HACOKM OTHOCHO JOOpHTE MpakTHKH B o0nacTra Ha (apMakoio-
THYHATa OJUTEHOCT KAKTO 338 KOMIIETCHTHHUTE OpraHH, Taka W 3a
TUTYJISIPUTE Ha Pa3pellieHHs 3a ThPIrOBHS,

0) HayYyHM HACOKH OTHOCHO IIPOYYBAaHMATA 33 €(hHKACHOCT CIEH IOJy-
YaBaHe Ha paspericHHe.

Ynen 1086

Komucusata myOnukyBa MOKJIAA 3a H3MBIHEHWETO Ha 33JauuTe I10
(dapmakonoruyHa OAUTETHOCT OT IBPXKABUTE-WICHKH HE IO-KBCHO OT
21 ronmu 2015 1. m cnen ToBa Ha BCEKU TPU T'OJUHM.

T X

CIIEHUAJIHU PA3IIOPEJIBHU 3A JIEKAPCTBEHHM HNPOJAYKTH,
HNOJYYEHHU OT YOBELIKA KPBB U IIJIABMA

Ynen 109

3a B3eMaHETO M JUAarHOCTHKaTa Ha YOBEIIKAa KPBbB M UYOBEIIKA KPHBHA
mrazma ce mnpwiara [upektuBa 2002/98/EO wa Espomeiickus
napaameHT U Ha CobBera oT 27 suHyapu 2003 1. 3a ompenensHe Ha
CTaHJApTHTE 32 Ka4eCTBO W O€30MacHOCT TPH B3EMAHETO, IUAarHOC-
TUKaTa, npepaboTkara, CbXpAaHEHUETO M Pa3IpEeeNTHETO Ha YOBEIIKa
KPbB M KPBBHH CBCTaBKM M 3a M3MeHeHHe Ha JlupexTuBa
2001/83/EO (V).

Ynen 110

JIbp)KaBUTE-WICHKH TpeanpueMaT HeoOXOJIUMHTE MEpKH, 3a Ja
CHIACUCTBAT 3a CaMOCTOSITEIIHOTO OCHIYpSBaHE B paMKHTe Ha
OOIHOCTTa C YOBEIIKA KPBB WM IUIa3Ma. 3a Ta3W Lel T HachpdyaBar
JOOPOBOJIHOTO OE3BBb3ME3HO JapsBaHe Ha KPBB W IUIa3Ma M Ipej-
npremMaT HEOOXOAMMUTE MEPKH 33 pa3BUTHE HA HPOM3BOICTBOTO H
yrnorpebara Ha MPOJYKTH, TOJYYCHH OT 4YOBENIKA KPBB W IUIa3Ma, B
pe3yiarar Ha I0OpOBOJHO OE3BB3ME3NHO AOHOPCTBO. Te HOTHU(HUUIMpPAT
Kowmucusita 3a mpeanpreMaHeTo Ha TAKUBA MEPKH.

(') OB L 33, 8.2.2003 r., crp. 30.
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JUIT X1
HABJIIOAJEHUE U CAHKIIUN
Ynen 111
YM11

1. B chTpyaHnyecTBO ¢ ATEHIMATa KOMIIETEHTHHUST OpraH Ha CHOT-
BETHaTa Jbp)KaBa-wICHKA OCHIYpsSBa CHa3BaHETO Ha 3aKOHOBHTE
M3UCKBAaHUA  OTHOCHO  JIGKapCTBEHUTE  MPOAYKTH  IOCPEICTBOM
MHCIICKIIMK, aKO € HeOoOXOOMMO BHE3allHH, KaTO H3UCKBa, KOTaTo €
nenecbobpazno, OduumanHara nabopaTopusi 3a KOHTPOJI HaJ JieKap-
CTBEHHTE TPOAYKTH WJIM Jpyra JabopaTopws, OIpeAeieHa 3a Tas3u
e, Ja M3BBPIIM H3CICABaHUS BbpPXy Mpobu. ToBa CHTPYIHHYECTBO
ce CbCToM B 0OMeH Ha MHpopManus ¢ ATEHIUATa OTHOCHO NPEIBHICHU
W W3BBPIICHH WHCIEKIWH. JIbp)KaBUTEe-WICHKH W ATEHIHUATa CH
CbTpyAHUYIAT IIPU KOOPAMHUPAHETO Ha HHCIICKIMKU B TPETH CTpPaHU.
WHcneknuuTe BKIIOYBAT NOCOUEHHTE B maparpadu la—Ile wHCHEKIuH,
6e3 a ce orpaHu4aBaT 10 TAX.

la. Ilo oTHolIeHME Ha IPOU3BOJUTEINTE, pasmoyioxkeHd B Chio3a
WA B TPETH CTPaHU, W JUCTPUOYTOpPHUTE HA €OpO Ha JIEKapCTBEHH
MPOAYKTH C€ MPOBEXKIAT MHOTOKPATHH WHCIIEKIHH.

16. KommeTeHTHHSAT OpraH Ha ChOTBETHATA JbpKaBa-ueHKa TpsiOBa
Jla pasloJyiara CbC CHCTEMA 3a HAJ30p, BKIIOYUTEIHO 4pe3 MHCIEKIUH,
W3BBPUIBAHM C TOAXOJIA, ChOOpa3eHa C pUCKa YecTOTa B PasIoiio-
JKEHUTE Ha HeWHaTa TEpUTOpHs MOMEIIEHHUs Ha MPOM3BOAMTENIUTE, Ha
BHOCHUTEJIUTE WJIM Ha IUCTPUOYTOpPUTE HAa aKTHBHU BEIECTBA, M 3a
MPUIAraHeTo Ha e(DEKTUBHH TIOCJIEABAILIM JICHCTBHUS.

Koraro KOMHETEHTHHAT OpraH CUWTa, Y€ CHIIECTBYBAaT OCHOBAHHS 32
CbMHEHME, Y€ HE Ce CIa3BaT 3aKOHOBUTE W3UCKBAHMS, NMPEIBUIECHH B
HacToOsIaTa IUPEKTHBA, BKJIIOYMATETHO HAa NPHUHLUIUTE H PBKO-
BOJICTBaTa 3a J00Opa MPOW3BOJCTBEHA MpPaKTHKAa W JOOpH IUCTpUOY-
TOPCKM TPAKTUKH, TMOCOYEHHM B wieH 46, OykBa e) u uneH 47, Toi
MOXE J1a U3BBPIIBA MHCIEKIMU B ITOMEIICHUATA Ha:

a) pasMoNIOKEHUTE B TPETH CTPAHU MPOU3BOIMTENHN WIH AUCTPHOYTOPH
Ha aKTHUBHH BEIECTBA;

0) POM3BOAMTENIUTE WM BHOCUTEIUTE HA EKCI[UITHCHTH.

1B.  Ilocouenute B maparpadu la u 10 mHCmekmmu Morar aa Obaar
n3BbpiIeHn B Chl03a U B TPETU CTPAHHM II0 MCKaHE Ha JaJicHa AbpKaBa-
unieHka, Ha Komucusara wim Ha AreHuusra.

Ir.  MHcnekuuu MoraT na ObAaT M3BBPIICHH W B IOMEIICHHATA Ha
TUTYJSIDUTE HAa paspellieHus 3a THProOBHS M Ha IIOCPEIHULUTE B
o0JylacTTa Ha JIEKapCTBEHUTE MPOAYKTH.

ln.  3a ma npoBepu Jany JaHHUTE, NPEJOCTABEHHU C LEN Ja ¢e MOIy4H
cepTudUKaT 3a CBOTBETCTBHE, CHOTBETCTBAT Ha MOHOTpadHHTE Ha
EBporneiickata Qapmakories, OpranbT 3a CTaHIapTU3UpaHE HAa HOMEH-
KJIaTypuTe M HOPMHTE 3a KayecTBO 10 cMMChbiaa Ha KonBeHnmsara 3a
paspaborBaneTro Ha EBponelickata dapmakones (EBpomneiickaTa
JUPEKLUs 10 KayecTBOTO Ha JIEKApCTBaTa U 3APaBEOIa3BaHETO) MOXKeE
Ja noucka ot Komucusara unu or AreHuusaTa Ja NOUCKaT U3BbPIIBAHETO
Ha TaKaBa MHCIIEKLHUA, KOTaTO 3a CbOTBETHUS H3XOAEH MaTepual MMa
MoHorpadus Ha EBponeiickara (apmakories.

le. KomnerenTHusAT OpraH Ha CBHOTBETHATA ObpiKaBa-dJCHKa MOXKE
Ja M3BBPIIU HHCICKIUH Ha NPOU3BOAUTCIINTEC Ha HU3XOAHU MaTCpuaid
110 U3PUYHO HMCKAHC HA IIPOU3BOAUTECIIA.
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1x. I/IHCI’ICKHI/II/ITG C€ U3BBpHIBAT OT MIBXHOCTHHU JiMLaA, MPCIACTaB-
JiIBallld KOMIICTCHTHHA OpPraH, KOUTO Ca OINPABOMOIICHU Ia:

a) MHCTIEKTHPAT NPOHM3BOJACTBEHHTE WIH TBPTOBCKATE OOEKTH Ha
OPOU3BOJUTENIUTE HAa JIEKAPCTBEHU IPOAYKTU, Ha  aKTUBHU
BEIIECTBA WM Ha EKCICMHeHTH, KaKTO M BCHYKH J1abopaTOpuH,
U3IO0JI3BaHU OT TUTYJSIPS Ha Pa3pellicHUETO 3a IMPOM3BOACTBO, 3a
Jla U3BBPUIBAT MPOBEPKU ChIIacHO uieH 20;

6

=~

B3eMar MpoOH, BKJIIOYUTETHO C OTJIe] U3BBPIIBAHETO HA HE3aBUCHMHU
u3clieBaHus OT oduIMaHaTa J1adopaTopus 3a KOHTPOJ HaJ JieKap-
CTBEHHMTE NPOIYKTH WM JApyra j1abopaTopus, ONpeleleHa 3a TasH
LeJl OT AbpKaBa-4JICHKa;

B) TPOBEpSIBAT BCUYKH JOKYMEHTH, CBBP3aHH C IMpPEIMETa Ha HWHCIICK-
ousTa, INpH Cla3BaHe Ha JeicTBamure KbM 21 wmait 1975 1.
pasnopendu B IbpKABUTE-YICHKH, KOUTO MPEABMKAAT OTPAHUYCHHS
Ha TE3W MPABOMOIIMS BHB BpPb3Ka C OIMCAHMETO HAa METOAa Ha
MIPOM3BOJICTBO;

I') MHCIEKTHpAT NOMEIIEHHsTa, apXUBHUTE, JIOKYMEHTUTE W OCHOBHATa
JMIOKYMEHTAIMsl Ha cUcTeMaTa 3a (DapMakoJIOTHYHA OIUTETHOCT Ha
TUTYJISIPS. HA pa3pellieHUe 3a THProBUs WM Ha APYTU NPEATPUSITHS,
W3MOJ3BAaHU OT HErO 32 M3BBPIIBAHETO Ha JEWHOCTUTE, OMHCAHU B
sr I1X.

13.  MHcmekiuuTe ce M3BBHPUIBAT B CHOTBETCTBHE C PBHKOBOJCTBATA,
rnocoyeHu B uieH 111a.

VB
2. JIppxaBUTe-wWICHKU IpeArpHeMaT BCUUYKU IMOAXOIAIIM MEpPKH, 3a
Jla TapaHTUpaT, 4e MpPOIECUTE, M3BBPIIBAHU IIPU MPOHU3BOACTBOTO HA
UMYHOJIOTHYHH TPOIYKTH, Ca CHOTBETHO OJOOPEHM M HOIIbpXKAT
€IHaKbB CbCTaB Ha OTIEIHUTE MapTHIU.

VM1

3. Cnen Bcsika MHCHEKIMSA, IOCOYeHA B maparpad 1, KOMIETEHTHUAT
Opran JOKJIaJBa JAJIM MPOBEPSIBAHUAT CYOEKT cra3Ba HPHHLUIUTE U
PBKOBOACTBaTa 3a 100pa IPOU3BOJCTBEHA NpaKTUKa U A00pU IUCTPU-
OyTOpPCKH TNPAaKTUKH, TIOCOYCHU B wicHOBe 47 u 84, B 3aBUCHMOCT OT
cilydas, WIM Jali TUTYJSIPSAT Ha paspellieHHe 3a THhPrOBUs CIa3Ba
WU3MUCKBaHUATA, IpeaBuIeH B 1s1 [X.

HpOBeHI/IHT HWHCICKOUATA KOMIICTCHTCH OpraH IIpeaaBa CbAbPKaHUETO
Ha TE3W AOKJIaAu Ha MPOBEPsBAHUA Cy6eKT.

IIpenu mpHeMaHETO Ha JOKJIAJa KOMIIETCHTHHSAT OpraH IpeIocTaBs
BB3MOXKXHOCT Ha CBOTBCTHUA l'lpOBepﬂBaH Cy6eKT aa Hpe)lCTaBI/I
OEIEKKH.

4.  be3 ma ce 3acArarT EBEHTYaJIHHTE [OTOBOPEHOCTH, CKIIIOUYEHHU
Mexay Cblo3a M TPETH CTpaHH, JajieHa IbpikaBa-wieHka, Komucusra
WM ATeHUusATa MOXK€E Oa TOWCKA IIPOM3BOJUTEN, YCTAaHOBEH B TpeETa
cTpaHa, a ObJe MOJUIOKEH Ha WHCIEKLUS ChIIACHO HACTOALIMS YJICH.

5. Koraro e mpmioxumo, B cpok g0 90 AHU ciei mocodyeHara B
naparpag 1 WHCHEKIHMS Ha NPOM3BOAWTENS, HA BHOCHTEIS WIM Ha
mucTpubyTopa Ha empo ce u3AaBa  ceptudukar 3a  mobpa
IPOU3BOJACTBEHA NMPAKTHKA WIHM 33 JOOPH IUCTPUOYTOPCKH INPAKTHKH,
aKo pe3yNTaThT OT MHCHEKNIHUATa IO0Ka3Ba, 4Ye IPOBEPSBAHUAT CYOEKT
Crmas3Ba IPEIBUICHUTE B 3aKOHOAATENCTBOTO Ha Cblo3a NPUHIMUNU U
PBKOBOACTBA 32 JO0Opa MPOW3BOJCTBEHA NMPAKTHKA WIM OOOpH AUCTpHU-
OyTOPCKH TIPaKTHKH.

CepTndukar ce m3aaBa, ako MHCIEKIMUTE CE MU3BHPIIBAT KAaTO YacT OT
npouenypara 3a ceptudunupane 3a MoHorpaguure Ha EBponelickara
(dhapmakories.
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6.  JIbp>kaBUTEe-WICHKU BHBEXKAAT M3JaBaHUTE OT TAX CEPTU(UKATH 3a
n00pa MPOM3BOACTBEHA MPAKTHKA U JOOPU IHCTPHOYTOPCKH HNPAKTUKU B
6a3a nanHu Ha Cblo3a, ynpaBisiBaHa OT AreHuusiTa oT umero Ha Chro3a.
CernacHo wieH 52a, mnaparpad 7 JIbpKaBUTC-JICHKH CBIIO Taka
BBBEXJAT B Ta3u 0aza MaHHW HMHQPOPMALUS OTHOCHO DPErucTpanusra
Ha BHOCHUTCIHUTC, MNPOU3ZBOAUTCINUTC U JII/ICTpI/I6yT0pI/ITe Ha AaKTHBHH
BemlecTBa. ba3ara maHHU e myOnHMYHA.

vM10

7. AKo pe3yJiTaTUTE OT MHCIEKIUATA, TocoyeHa B > M11 maparpad
I)x <, OykBu a), 0) U B), WIH OT pPE3YJTATHTE OT HHCICKIMS Ha
JUCTPUOYTOp Ha JICKAPCTBEHM NPOAYKTH WM aKTHBHH BEIIECTBA WIIH
Ha Npou3BOAMTEN Ha excuunueHtd, M1l ———— <« couar, ue
IIPOBEPSABAHHUAT CyOEKT He CHOIIOJaBa 3aKOHOBUTE W3MCKBAHMS H/UITH
NPUHIMINATE M PHKOBOJCTBATA 33 100pa MPOU3BOACTBEHA MPAKTHUKA HIIH
J00pu MUCTpHOYTOPCKH TPAKTHKHU, MPEIBUACHN B MpaBoTo Ha Chio3a,
uH(opmaraTa ce BbBeXJa B 0azata naHHu Ha Cblo3a, KakTo € Ipea-
BHJICHO B maparpad 6.

8. AkO OT pe3yaTaTHTe OT  HHCHEKIHATA, IIOCOYCHA B
»MI11 naparpad 1x, Oyksa r) «, crneapa, uYe TUTYIAPAT Ha
paspelieHie 3a THProBHsi HE ce ChoOpassBa che cucTeMara 3a dapma-
KOJIOTHYHA OJWUTEIHOCT, OIMCaHa B OCHOBHATa JOKYMEHTAlUWs Ha
cuctemara 3a (apmakonoruyHa OaurenHoct, u ¢ man IX, xommer-
CHTHMAT OpraH Ha CHOTBETHATa [JbpKaBaTa-wICHKA JOBEX/a
MPOIYCKUTE O 3HAHWETO Ha THUTYJSPS Ha pa3pelleHHe 3a ThPrOBHS U
My JaBa BB3MOXHOCT Jia NPEICTAaBH CBOHMTE OCIICKKH.

B TO3M cnydail chOTBeTHaTa IbpiKaBa-uwieHKa WHGOPMHpa APYTHTE
IbpXKaBU-wIeHKH, Arennuara u Komucusra.

Koraro e nenecr00pa3Ho, ChOTBETHATA AbP)KaBa-4JICHKA B3eMa BCUYKU
HEoOXOIUMHU MEPKH, 3a Ja TapaHTHpa, 4e TUTYJSPAT Ha pa3pelieHue 3a
THPrOBUSl TOIUIC)KH Ha €()EKTHBHHU, NPONOPLHUOHATHA W BB3MHPALIN
CaHKIIMH.

VY M1l
Ynen 111a

Komucusita npuema nmoapoOHU pPHKOBOJICTBA 3a OINpENENsHE Ha TPHH-
LUTIATE, TPUIOKAMU KbM WHCHEKIIUUTE, TTOCOUeHH B wieH 111.

JIbp)KaBUTE-WICHKH, B CBTPYAHUYECTBO C ATCHIMATA, YCTaHOBSBAT
(dopmara U CHIBPKAHUETO HA pa3pelICHHUETO, MOoco4eHo B uwieH 40,
naparpad 1 u unen 77, maparpad 1, Ha JNOKIamUTe, MOCOYCHH B WICH
111, maparpad 3, Ha cepruduxarure 3a JoOpa HPOU3BOJACTBEHA
npakTuka M ceprudukaTure 3a J00pH TUCTPUOYTOPCKH TMPAKTHKH,
mocoueHu B wieH 111, maparpad 5.

Ynen 1116

1. Ilo uckaHe Ha TpeTta cTpaHa KommucusTa M3BBpLIBA OLIEHKA Jalu
peryiaTopHata paMKa Ha Ta3W CTpaHa, NPUIOKUMA 3a AKTUBHUTE
BemecTBa, u3HacsHU B Cbio3a, M CHOTBETHHUTE M JICWHOCTH 3a
KOHTPOJI M HpaBOIpUIAraHe OCHIYpsABaT DPABHUIIE HAa 3aKpuila Ha
OO0IECTBEHOTO 3/IpaBe, PaBHOCTOWHO Ha ToBa B Cblo3a. AKO OIlEHKaTa
NOTBBPKaBa HAIMYMETO Ha TakaBa paBHOcToMHOCT, Komucusra
IpreMa pelIeHHe 3a BKIIOYBAHE Ha TpeTaTa CTpaHa B CIHCBK.
OueHkaTa ce U3BBpIIBA 10 opMaTa Ha Mperyie]l Ha ChOTBETHATA JHOKY-
MEHTalUs U, OCBEH aKO HE CBILECTBYBAT JAOMOBOPEHOCTH IO 4jeH 51,
naparpad 2 OT HacTosllaTa JUPEKTUBA, MPUIOKUMHU 32 Ta3U 00JacT Ha
JeHHOCT, Ta3M OIEHKa TpsOBa Ja BKIIOYBA Mperie] Ha MACTO Ha
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peryiatopHarta CHCTEMa Ha Tperara CTpaHa M, akO € HEeoOXOAuMo,
HaOJI01aBaHa WHCIICKIMS Ha CAWH WK M0Be4Ye 0OCKTH 33 IPOU3BOCTBO
Ha aKTHBHH BeIlleCTBA B Tperara cTpaHa. [Ipu Ta3u oleHKa ce B3eMmar
OPEIBUA [O-CHEI[HATHO:

a) npaBujiata 3a zlo6pa MNPOU3BOJACTBCHA IMPpAKTUKAa HA Tas3W CTpaHa,

0) decroraTa Ha MHCHEKIMUTE 3a NPOBEPKA HA CIa3BaHETO Ha Jo0OpaTa
NPOM3BOJCTBCHA IPAKTHKA,

B) e(i)eKTI/IBHOCTTa Ha OCHUTYPSBAHCTO Ha IPUIIAraHC€TO Ha a06paTa
IPOU3BOJICTBCHA IIPAKTUKA,

r) decrorata W OBp3WHATA, C KOSATO TpeTara CTpaHa MPEIOCTaBs
uH(OpMaIHsl 32 MPOU3BOJHUTEIUTE HA AKTUBHH BEIICCTBA, KOUTO HE
CIa3BaT M3HMCKBAHHATA.

2. Kommcnmsara mpremMa HEOOXOJUMHTE aKTOBE 32 M3IIBIHEHHE C IIEI
IpUJIaraHeTo Ha W3UCKBAaHUATA, NpeABUAeHH B maparpad 1, OykBu
a)—T) OT HACTOSIIMA WieH. Te3n aKkTOBEe 3a M3IIBIHEHHE Ce IpHeMar
B CBOTBETCTBHUE C IpoOLieAypara, ocoueHa B wieH 121, maparpad 2.

3. Kommucwusra mposepsiBa peJOBHO AaJH ca CIa3eHU MPEIBUICHUTE B
naparpad 1 ycnosus. [IppBara mpoBepka ce MpoBexkaa HE MO-KBCHO OT
TPU TOIMHHU CJIeJ BKIIIOYBAHETO HAa CTpaHaTa B CIUCHKA, MOCOYEH B
naparpad 1.

4. KomucusitTa uU3BBpIIBA OLEHKATa M IIPOBEpKAaTa, IIOCOUYEHH B
naparpagu 1 u 3, B CHTPYJHHYECTBO C ATCHIUATA U KOMIICTCHTHUTE
OpraHd Ha Ibp’KaBUTE-YJICHKH.

Ynen 112

JIbpiKaBUTE-WICHKH MPEANPHEMAT BCUYKH HEOOXOJMMH MEPKH, 3a Ja
rapaHTUpaT, Y€ TUTYJSAPBT Ha pa3pelieHre 3a ThPrOBUSA C JEKapCTBEH
MPOIYKT, & NP HEOOXOJMMOCT — W THTYJISAPHT Ha paspelieHueTo 3a
MPOU3BOJCTBO, MPEACTABAT [OKA3aTEICTBA 3a KOHTpOJNA Ha JeKap-
CTBEHHS TPOAYKT W/WJIM Ha HETOBHUTE CHCTABKH, KAKTO M 3a KOHTpOJA,
M3BBPIIBAH HA PA3IMYHUTC MEXKIMHHH €Tamd OT MPOU3BOJCTBEHHUS
MpOIIeC, B ChOTBETCTBHE C METOIUTE, YCTAHOBEHU B 4ieH 8, maparpad
3, OykBa 3).

Ynen 113

3a nenuTe Ha M3MBJIHEHUETO Ha wieH 112, mbpKaBUTE-4JIEHKH MOrat Jia
HM3UCKAT MPOU3BOIUTENNTE HA UMYHOJOTHYHHU MPOAYKTH J1a MPENICTaBsT
Ha KOMIIETEHTHUTE OpPraHM KONUS Ha BCUYKU JOKJIAAW MO KOHTPOIA,
MOJIMCAaHN OT KBAJU(HIIMPAHO JIMIE B ChOTBETCBUE C wieH S1.

Ynen 114

1. B ciyyaii Ha HEOOXOJMMOCT M B HHTEpPEC Ha OOIIECTBEHOTO
3/paBe, JAbp)KaBaTa-wieHKAa MOXe Ja H3HCKa OT TUTYJIsApa Ha
pa3pemeHueTo 3a ThPrOBHS:

— JKHWBH BaKCHHH,

— HUMYHOJIOTMYHM  JIEKAPCTBEHM  NPOAYKTH,  U3NOI3BAaHU  MpHU
II'bPBUYHATA UMYHM3aLUs Ha Jela WM JAPYT'M PUCKOBH TPYIH,
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— MMYHOJIOTHYHM JICKAPCTBEHU MPOIYKTH, M3IIOI3BAHU IPH OOLIECT-
BEHUTE MMYHH3AIlMOHHHU IPOTPaMH,

— HOBHM HMYHOJIOTHYHH JIEKAPCTBEHH MPOMYKTH WIM WMYHOJOTHYHH
MPOAYKTH, IIPOM3BEAEHM IO HOBH MWJIM TIPOMEHEHH BUIOBE
TEXHOJIOTHM WJIM HOBU 3a JaJeH NpPOM3BOAMTEN, II0 BpeMe Ha
MPEXOJHUSI NEPHOA, OOMKHOBEHO ONPENENICH B Pa3pelIeHHeTO 32
THPrOBUS,

Jla IPEIOCTaBU MPOOH OT BCSKA MapTHIA HA MPOU3BEACHOTO KOJHUYECTBO
W/MIM JIEKApCTBEHUs TPOAYKT 3a m3nmuTanne PM4 or Odunnanxara
nabopaTopusi 32 KOHTPOJ HAl JICKAPCTBEHUTE MPOAYKTH HIH Apyra
naboparopusi, ONpe/esieHa 3a Ta3u Iel OT JbpkaBa-wicHka <« mpeau
THProBHsl, OCBEH aKO B Ciy4ail Ha MapTuaa, MPOU3BEICHAa B Jpyra
JbpKaBa-wICHKa, KOMIIETCHTHUTE OPTraHd Ha Ta3W AbpPKaBa-dICHKa ca
U3IATAIN [PSIBAPUTEIHO BBIIPOCHATA MAPTHAA M Ca JCKIAPHPAIH, Ye
TS CHOTBETCTBa Ha OJ00peHUTe crerupuKanuu. J[bpKaBUTE-YICHKH
rapaHTHpar, 4e TaKOBa HM3IMTAHHE € MPHUKIOYCHO B paMkure Ha 60
IHH OT IOJy4aBaHe Ha MPOOHTE.

2. Ako B MHTEpeC Ha OOLIECTBEHOTO 3/]paBe 3aKOHWUTE Ha JbpiKaBaTa-
YJICHKA TPEIBIKAAT TOBa, KOMIIETCHTHHUTE BIACTH MOTAT JIa U3HMCKAT OT
TUTYyJsIpa Ha pa3pelIeHUETO 3a THProBUS C JIGKAPCTBEHU MPOIYKTH,
HOJly4eHH OT YOBEIIKAa KPBB WM IUIa3Ma, Ja MPEAOCTaBH HPOOH OT
BCSIKA TMPOM3BOJCTBEHA MApTHIA W/WIM OT JICKAPCTBEHHsS MPOAYKT 3a
msnutBane M4 or Odunuansara gabopaTopus 3a KOHTPON Haj
JICKQpCTBCHUTE IMPOLYKTH WM Apyra jabopaTopusi, OmpencicHa 3a
TasM LeN OT JbpxkaBa-wieHka <, IpeaM Ja ce IyCHaT B CBOOOIHO
OOpBILEHHE, OCBEH aKo KOMIIETCHTHHTE OpraHd Ha Apyra IbpiKaBa-
YlieHKa Ca M3MUTANIM BBIPOCHATA MapTHAa Tpend TOBa U ca JeKIia-
pUpanu HEWHOTO CBHOTBETCTBHE C OJOOpPEHUTE CHCHU(HUKALNY.
JbprxkaBUTe-4IICHKH TapaHTHPAT, Y€ BCAKO CHO TAaKOBA HW3IUTAHUC €
TPUKIIIOYEHO B paMKuTe Ha 60 JHU OT TMOJNy4yaBaHETO Ha MpPOOHTE.

Ynen 115

JIbpkaBUTEe-4JICHKM B3eMaT BCHYKH TOAXOAALIM MEpPKH, C KOWUTO Ja
OCUTYDAT, Y€ MPOM3BOJCTBEHUSAT IPOLEC U NMPOLECHT M0 MPEYUCTBAHE,
W3MO0JI3BaHU IPU NTPOU3BOJICTBOTO HA JIEKAPCTBEHU NMPOJYKTH, MOIYUECHU
OT 4YOBEIIKa KPbB WJIM YOBELIKAa IJIa3Ma, ca JCWCTBUTEIHO BaJIWIHH,
HOJIbPXKAT €HAKbB CHCTAB HAa PA3IMYHUTE NapTUAM U TapaHTHpAT
JIOTOJIKOBA, JIOKOJIKOTO CBCTOSIHUETO Ha TEXHOJOTMYHHUTE MPOLECH
MO3BOJISIBAT, OTCHCTBHE Ha CIIEUU(PHYHO BUPYCHO 3aMbpcsiBaHe. 3a
Tasy Lell TPOU3BOAMTENHNTE HOTU(GHIHMPAT KOMIICTEHTHHTE BIACTH 32
W3MOJI3BaHMsI METOJ] 32 HaAMaJIBaHE MM eTMMHHUpPAHE Ha MaTOT€HHHUTE
BUPYCH, KOMTO Morar pga ObAaT IpEeHECeHH 4pe3 JIeKapCTBEHU
MIPOAYKTH, ITOJYYEHU OT YOBEIIKa KPbB WJIM YOBelIKa Iuazma. Kommer-
CGHTHUTE BJIACTH MOraT Ja W3MNparaT Mnpodu OT OHUOJOTHYHHTE
MaTepuasy W/WIM OT JIeKapCTBEHHTE TPOAYKTH 3a TECTBaHE B
JbpKaBHATa JabopaTopus WIM B J1a0opaTopus, OIpeleleHa 3a Ta3u
LIeJI, WIK 110 BPEME Ha pas3IiIeKIAHETO Ha 3asABJICHUETO ChIJIACHO UJIEH
19, nnu cnen mojyyaBaHe Ha pa3pelIeHHETO 3a ThPTOBHSL.

YM10
Ynen 116

KomnerentHuTe opranu crupar, OTMEHST, WM U3MEHAT pa3pelieHue 3a
TBPrOBUS, aKO CE€ MPUEME CTAHOBHILETO, Y€ JICKAPCTBEHHUAT MPOAYKT €
BpEeNCH WIM 4Ye He TPUTEkKaBa TepalleBTHYHA e(PEKTUBHOCT, WIH 4e
0aaHChHT PUCK-TION3A HE € ONaronpusiTeH, WM Y€ Ka4eCTBEHUAT My U
KOJINYECTBEH ChCTaB HE € TaKbB, KaKbBTO € 3asBeH. Cuuta ce, ue Tepa-
MEBTUYHUAT €(QEeKT OTChCTBAa TOTaBa, KOTaTto ce YCTaHOBH, Y€ IpHU
ynorpeba Ha CHOTBETHHS JIEKAPCTBEH MPOAYKT HE ce IoJydyaBa Tepa-
TIEBTHYEH pPEe3yJITar.
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» C2 JleiicTBUeTO Ha pa3pelIeHUe 3a ThProBUs CBIIO Taka MOXE Ja Ce
CIpe, pa3pemieHHeTo Ja ce OTMEHH WJIM HM3MEHH, KOraTo IaHHHUTE B
MOJKperna Ha 3asBJICHUETO, NpeasuaeHu B wieHoBe 8§, 10, 10a, 100,
10B wiu 11, <« ca HEBEpHHU WU HE ca OMIM U3MEHEHU B ChOTBETCTBHE
C ujieH 23, WM KOraTo HSKO€ OT YCIJIOBHATA, IOCOUYEHH B 4JieHOBe 2la,
22 unu 22a, He € U3MBIHEHO, WIM KOTaTO KOHTPOJBT, MOCOYEH B UICH
112, He e Oun mpoBeneH.

vMmit
Bropa anmHes OT HAaCTOSIIMS WICH Ce IpWiara ¥ B CIyYaWTe, KOrato
TPOM3BOJCTBOTO HA JIEKAPCTBEHM MPOLYKTH HE € H3BBPIICHO B CHOT-
BETCTBUE ¢ MH(OpMaNusiTa, MPEIOCTaBeHa CBIIIACHO WIeH &, maparpad
3, OykBa I), WIM KOraTo KOHTPOJBT HE € YNPaKHEH B ChOTBETCTBUE C
METOJIMTE 32 KOHTPOJI, ONTMCaHU B wieH 8, maparpad 3, Oyksa 3).

Ynen 117

1. be3 nma ce 3acarat MepkuTe, NpeABUICHU B wieH 116, nbpxaBuTe-
YIEHKH MpearnpueMaT HeoOXOAUMHUTE CTBIKH Ja TapaHTHpaT 3abpaHara
Ha JOCTaBSIHETO Ha JICKAPCTBEHUS NPOJYKT U HU3TErISIHETO Ha JIeKap-
CTBEHHsI NMPOAYKT OT Ia3apa, ako ce IpHeMe, Ye:

a) JIEKapCTBEHMSAT NPOAYKT € BPEICH; WU

6) He mpuTexaBa TepaneBTHYHA €PEKTUBHOCT; WU

B) OajlaHCBT PUCK-TIOJI3A HE € ONaronpusiTeH; WK

I) Ka4yecTBEHHs My M KOJHMYECTBEH CHhCTAaB HE € TaKbB, KaKbBTO €
3asBCH; WU

1) KOHTPOJBT BBPXY JEKAPCTBEHUS TPOAYKT /WA BBPXY CHCTABHUTE
YacTH M KOHTPONBT IMPU MEKAWHHUS €Tal Ha MPOU3BOJICTBEHUS
mporiec He ca OWJIM OCBIIECTBEHH, WIIM aKO HE € OWJIO HM3IIBJIHEHO
JIPYTOTO W3UCKBAHE WM 3aIbJDKEHUE, OTHACAIIO CE IO M3IAaBAHETO
Ha pa3peIreHneTo 3a MPOU3BOCTRO.

2. KommeTreHTHHTE OpraHd Morat Ja OrpaHHdYaT 3a0paHara 3a
JIOCTaBKa Ha TPOAYKTa WIM M3TErJISHETO OT I[asapa J0 OHe3H
MapTHIU, KOUTO Ca MPEeIMET Ha CIIop.

vM10
3. KomnereHTHHAT opraH MoO)Ke, 3a JIEKapCTBEH NPOLYKT, UYUETO
JocTaBsHe € Omio 3a0paHeHo, WM KOHTO € OMI M3TEerNieH OT Ia3apa B
CBOTBETCTBHE ¢ Iaparpadu 1 u 2, 1a NO3BOJH, B U3KIIIOUUTEIHYU CIIydau
U 3a NIPEXOAEH IepHOJl, IOCTaBKaTa Ha JIEKApCTBEHMs HPOILYKT 3a
Mal¥eHTH, KOUTO BeYe Ca IOMJIOKEHH Ha JICYEHHE C TO3HU JIEKapCTBEH
MPOAYKT.

VYM11
Ynen 117a
1.  JIppkaBUTEe-YICHKH pasojiaraT ChC CHCTEMa, KOSATO MMa 3a el Jia

NpeaoTBpaT AOCTUI'aHECTO N0 IMallME€HTa Ha JICKapCTBCHU MPOAYKTH, 3a
KOHUTO CBIIECTBYBAT CBMHCHHUA, Y€ Ca OMACHHU 3a 3APABCTO.
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2. Cucremara, mocoueHa B maparpad 1, BKIIOYBa MOJIy4aBaHETO U
oOpaboTkaTa Ha CBOOLICHWS 3a JIEKAPCTBEHH TIPOAYKTH, 33 KOUTO
CBIECTBYBAT ChbMHEHHUS, 4Ye ca (aamuduuupaHd, KakTO U OTHOCHO
CBbMHEHHs 32 HEJOCTaThLM IO OTHOIICHWE Ha KAayeCTBOTO Ha JeKap-
cTBeHU NpoAaykTu. CucremMara BKIIOYBA M W33€MBAaHETO HA JICKAPCTBEHU
MNPOAYKTH OT CTpaHa Ha TUTYJIAPUTE HA Pa3spCUICHHSA 3a TbProBUA HIN
M3TETJITHETO Ha JIEKApCTBEHH MPOAYKTH OT Ia3zapa MO HapexaaHe Ha
KOMIIETCHTHUTE HAllMOHAJIHU OPraHd OT CHOTBETHHUTE YYAaCTHUIM BBHB
BepuraTa Ha JOCTaBKa KakTO IIpe3, Taka H HU3BbH HOPMAIHOTO
pabotHo Bpeme. Cucremara IO3BOJSBA CHIIO Taka H33€MBAHETO Ha
JIEKapCTBEHU IIPOAYKTH OT MAMEHTHTE, KOHTO €A TOJNYyYHIH TaKHBa
MPOAYKTH, KOTaTO € He0OXOAUMO — ChC CHJCHCTBUETO Ha 3[paBHUTE
CTIELHAINCTH.

3. AKO CbllIECTBYBa CbMHEHUE, Y€ CHOTBETHUAT JIEKAPCTBEH MPOAYKT
TIPEeICTaBIsIBA CEPHO3CH PHCK 32 OOIIECTBEHOTO 3]paBe, KOMIIETCHTHHSAT
OpraH Ha JbpXKaBaTa-WwiIeHKa, B KOSATO IPOAYKTHT € OMII OTKPUT 3a
OBPBU IBT, He3a0aBHO M3MpaIa CIEITHO MPEeayNpeXIeHHe N0 BCHIKH
JbpKABU-WIEHKM U BCHUUYKU YYacTHMIM BbB BEpUraTa Ha JOCTaBKa B
Tasu AbpXKaBa-wICHKa. AKO Ce€ CUUTa, 4Ye TE3M JICKApCTBEHH NPOAYKTU
ca JOCTUTHAAM 10 IALUEHTHTE, B paMKuTe Ha 24 uaca ce IIPaBAT
CNEIIHN MyOJMYHM CHOOLICHUS ¢ IIeN TE3M JICKApCTBEHM MPOAYKTH 1A
ObIaT W3TETTICHH OT MarueHTuTe. Te3W ChOOMIEHMS ChIBpPXKAT
JOCTaThYHO HH(OPMAIMs OTHOCHO CBHMHEHUSTA 3a HEJOCTAaThLM IO
OTHOIIEHHE Ha Ka4ecTBOTO MM 3a (ammmuIupaHe W CBBP3aHHUTE C
TOBA PUCKOBE.

4. Jlo 22 romu 2013 r. mppkaBUTE WIeHKH choOmaBatr Ha Komucusita
nopoOHU JaHHU OTHOCHO TEXHHTE ChOTBETHU HAI[MOHAJIHHU CHCTEMH IO
HACTOSIIIUS YJICH.

Ynen 118

1. KowmmereHTHHTE OpraHud NpPEyCTAaHOBSBAT [EHCTBHUETO HA WIH
OTMEHST pa3pelIeHHeTO 3a THPrOBHS 3a OIpeleNieHa KaTeropus
npenapaTd WM 3a BCHYKM IpENapaTH, 3a KOMTO HE € H3ITBJIHEHO
HUTO €IHO OT W3UCKBAHUATA, ONPEINEIICHH B wWieH 41.

2. B JombiaHEHHWE KbM MEpPKHTE, ompeieicHd B wieH 117, xomrer-
€HTHaTa BJIACT MOXKE Ja IpPeKpaTH IPOU3BOJICTBOTO WJIM BHOCA Ha
JICKApCTBEHU MPOAYKTH, HUIBAIIN OT TPETH CTPAHH, WM Ja MPEYCTaHOBH
JICCTBUETO HAa WM OTMEHH pa3pelIeHHETO 3a MPOU3BOJICTBO 32 JaJeHa
KaTeropusl Mpernapatd WK 3a BCHYKHU MperapaTtd B Cllydail, 4e 4JIeHOBE
42, 46, 51 n 112 He ca cna3eHH.

YM11
Ynen 118a

1.  JIbpKaBUTE-4wIEHKH YCTaHOBSBAT CHCTEMa OT CaHKIMU 3a
HapylleHHs Ha HAOUOHAIHUTE pasnopendH, TMpHeTH CBITACHO
HacToOsIaTa JAUPEKTHUBA, U MpPEINpHEeMaT BCUYKH HEOOXOIMMHU MEpKH,
3a Jla TapaHTHpaT MpWIaraHeTo Ha Te3W CaHKUWU. l[IpenBUACHUTE
CaHKIUH TpsiOBa na ObAaT e(PEKTUBHHU, MPOMOPIMOHATHHA U BB3MHPALIH.

Te3n caHKIMHU HE ca IMO-HUCKH OT NPUIOKUMHUTE 3a HAPYHICHUA Ha
HalilMOHAJIHOTO IIpaBO C HO)IO6€H XapaKTep U 3HAYCHUEC.

2. IlpaBunara no naparpad 1 ypexnar, infer alia, cieaHoTo:

a) TPOU3BOJACTBOTO, JIUCTPUOYLHATA, IOCPEIHUYECTBOTO, BHOCA U
u3HOca Ha (amuuduIUpaHd JEKapCTBEHH NMPOJYKTH, BKIIOYHTEIHO
npopaxbara Ha (QammupUIUpaHd JICKApCTBCHW MPOAYKTH Ha
MOTPEOUTENINTE OT PAa3CTOSIHUE Ype3 YCIyruTe Ha MHPOPMAIIHOHHOTO
00IIIECTBO;
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0) cayyaure Ha HapyuleHHMe Ha pasnopeaduTe, MNpeABUACHH B
HACTOSIIATa JAUPEKTHBA BbB BPB3Ka C MPOM3BOACTBOTO, AHUCTPHOY-
[UAATa, BHOCA M M3HOCA HAa aKTHBHU BEIIECTBA;

B) CJIy4auT€ Ha HapylHoieHHUE Ha pasr[opezl6HTe, npeaABUACHU B
HacTosdllaTa JUPEKTUBA BBB BPb3Ka C yn01pe6aTa Ha CKCIUIIMCHTH.

Koraro e mpmioKuMo, CaHKIMUTE ca ChOOpa3eHH ¢ pHCKa 3a oOIiecT-
BEHOTO 3/IpaBe, NOPOACH OT (QalmupuIUpaHETO HAa JICKAPCTBEHU
MIPOIYKTH.

3. IppxaBure-wieHkn HoTuduuupar Komucusara 3a HaIlMOHAIHHUTE
pasnopendu, MPHETH ChIJACHO HACTOSIIATa JUPEKTHBA, N0 2 sHyapu
2013 r. u He3a0aBHO CHOOINABAT 3a BCAKO ITOCNIEABAINO M3MECHECHME Ha
TE3U pas3nopendu.

Jo 2 anyapu 2018 r. Komucusara npencrass noknaj Ha EBponeilickus
napnaMeHT U Ha CbBeTa, ChABPXKAIL IIperje] Ha MEPKUTE 3a TPaHC-
MOHUPAaHE Ha HACTOALIMA WIEH OT JIbpP)KaBUTE-WICHKH, 3a€JHO C
OlleHKa Ha e(eKTWBHOCTTA HA TE3M MEpKH.

Ynen 1186

JIbp:KaBUTE-4JICHKM OpPraHU3MpaT CpEIld, BKJIIOYBAIY OpraHU3alUu Ha
MANUEHTUTE M HAa MOTPEOMTENNTEe W, aKO € HEOOXOAUMO — OCHTYpsi-
BAalllUTE MPUIIATAHETO CIY)KUTENU Ha IbpKABHUTS-WICHKH, 3a Ja ce
choOmM TyOnuMuHa WHpOpMAaIMs 3a JCHCTBHUSTA, TPEANPHETH B
oblacTTa Ha NPENOTBPATSIBAaHETO M TPaBONpPHIIAraHeTo C Iea Oopba
cperty anmudUIUpaHeTO Ha JIEKAPCTBEHH MPOIYKTH.

Unen 1186

[lpu npunaraHeTo Ha HacTosIIaTa JAWPEKTUBATa Ibp)KaBUTE-WICHKU
IpeanprueMaT HeOOXOOMMHTE MEPKH, 32 Jla Ce TapaHTHpa CBHTPYAHU-
YECTBOTO MEXJy KOMIIETEHTHHUTE OpPraHH IO JIEKAPCTBEHUTE MPOLYKTH
U MUTHUYECKUTE OpraHH.

Ynen 119

Pa3n0pe;16me Ha HaCTOALIWA OsJ1 C€ IpujiaraT 3a XOMCOIIaTUIHU JICKap-
CTBCHU MNPOAYKTH.

JUSUT XI1
MOCTOSIHEH KOMHUTET

Ynen 120

Komucusita npuema BCHYKH MPOMEHH, HEOOXOIUMH 32 a/IallTHPAHETO Ha
npunoxkenue I, 3a ga Obae OTYETEH HAYyYHO-TEXHHUIECKHUST MPOTpeEcC.
Te3n Mepku, mpeAHa3HAYEHU Jla M3MEHSAT HECHIIECTBEHH €JIEMEHTH OT
HacTosIaTa JUPEKTHBA, Ce IpHeMaT B ChOTBETCTBUE C MpOLEAypaTa 1o
peryiupaHe ¢ KOHTpOJ, TocoueHa B wieH 121, maparpad 2a.

Ynen 121

1. Komucusra ce noanomara ot IIocToSHHUSI KOMUTET 3a JIEKAPCTBEHU
NPOIYyKTH 3a XyMaHHa ymoTpebda, HapuyaH NO-1ony ,,JlocTosHHUS
KOMMTET®, B M3IIBJIHEHHE Ha 3ajadaTa 3a NPHUCIOCOOsSBaHE KbM TEXHH-
YeCKUsl MPOTpec Ha JUPEKTHBUTE 33 MPEMaxBaHE TEXHUYECKUTE Oapuepu
TIpeJl THPTOBUSTA B CEKTOpa 3a JIEKAPCTBEHH IPOIYKTH.
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2.  Koraro ce mpaBu I1030BaBaHe Ha HaCTOsIIUs maparpad, ce
npunarat wieHose 5 u 7 ot Pemenne 1999/468/EO, karo ce B3emar
NPEJBH]I U3UCKBAaHUATA HA WIEH § OT Hero.

[pensunenust B wieH 5, naparpad 6 ot Pemenue 1999/468/EO cpox
ce ompejieNsi Ha TPH Mecela.

2a. Ilpu mo3oBaBaHe Ha HACTOSIIMS maparpad ce mpuiaraT 4ieH Sa,
naparpapu 1—4 u unen 7 ot Pemenue 1999/468/EO, kato ce B3emar
MIPEABU pa3Mope0OUTe Ha WICH 8§ OT HEro.

3. Koraro ce mnpaBu IN030BaBaHE HA HACTOsLMA Haparpad, ce
npuinarat wieHoBe 4 u 7 Ha Pemenue 1999/468/EO, karo ce B3emar
MIPEABU M3UCKBAHUATA HA WIEH 8 OT HEro.

IMpenBunenust B wien 4, naparpad 3 or Pemenue 1999/468/EO cpox
ce ompeselsi Ha eIUH Mecell.

4. TIlpoueaypHHAT TpPABIWJIHAK HA TOCTOSIHHHS KOMHUTET cC€
OIoBeCTsIBa MyOIHYHO.

Ynen 121a

1. IlpaBomomsta 1a npueMa [eJIeTHMpaHUTE aKTOBE, MOCOYEHH B
»M11 unenose 226, 47, 526 u 54a 4, ce mpernocTaBs Ha
Komucusita 3a cpok or 5 romunu, cumrano ot 20 sayapm 2011 r..
Komucusita u3roTsi J0KJIa] OTHOCHO JAEJCTHPAHUTE MPaBOMOIIUS Hai-
KbCHO 6 Mecela Mpead HM3THYaHETO Ha METrOAMINHMSA Cpok. [leneru-
paHeTo Ha INPaBOMOUIMS CE€ IOJHOBSBA aBTOMAaTHYHO 3a CPOKOBE C
€/IHAKBa TPOBIDKUTEITHOCT, OCBEH aKo EBpOMEHCKHUSAT mapiaMeHT Win
CBBETHT HE TO OTTEIVIAT B CHOTBETCTBHE ¢ wieH 1216.

2. Bepnara cien kato mnpueMe JelieTMpaH akT, Komucusita HOTH-
¢unmpa enHoBpeMenHo EBpormeiickusi mapiameHT u ChBeTa 3a HEro.

3.  IlpaBomomusara fa npueMa JeIerupaHy aKTOBE Ce IPEJI0CTaBAT Ha
Komucusita npu ycioBusra, npeABHIcHA B 4ieHoBe 1216 u 1218.

Unen 1216

1.  Jlemerupaneto Ha mpaBoOMOINUs, mocoueHo B PMI11 uneHOBe
226, 47, 526 n 54a <, moxe na Objae OTTErNICHO MO BCAKO BPEME OT
Esponeiickus napaameHT win ot CobBera.

2. HWHcTuTyuwmsTa, 3amovHaia BBTPENIHA MpOIEAypa 3a B3eMaHe Ha
pelieHne Jaiu Ja OTTEerJIM JeNIeTMPaHeTO Ha IPaBOMOLIMS, IoJiara
yeunusi na uHGopMmupa Apyrata MHCTHTYIMs 1 Komucusata B pasyMmeH
CPOK IpeIy B3€MaHETO Ha OKOHYATENHO pelIeHHE, KaTO M0CoYBa Jele-
TUMpaHUTE IMpaBOMOIIMUA, KOUTO MOraT Ja 61))13.T OTTCTJICHU, KAaKTO H
€BEHTYATHHTE NPHIMHH 32 OTTETILIHETO.

3. C peuieHneTo 3a OTTENVIIHE C€ IpEKparsiBa [JelIeTHPaHeTO Ha
MIPaBOMOIIKS, MMOCOYEHH B CBHINOTO pemieHue. To mopaxkna neiicTBue
He3a0aBHO WJIM HAa TO-KbCHA JaTa, MOCOYEHa B HEro. PemieHuero He
3acsira BaJMIHOCTTAa Ha JEJEerMpaHUTE aKTOBE, KOUTO Bede ca B CHIIA.
To ce nybnukyBa B O¢uyuanen secmuuk na Esponetickus cvios.
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YM10
Ynen 1216

1.  EBpomneiickusar napaameHT win CbBETHT MOTaT Ja Bb3pas3siT CpelLy
JeNeTHpaH akT B CPOK OT JjBa Mecela OT JaTraTa Ha HOTU(HKAIHATA.

[To mannmatuBa Ha EBpormefickus mapmameHT win Ha ChBeTa TO3U CPOK
ce yIb/DKaBa ¢ JiBa Mecela.

2.  AKo KbM MOMEHTa Ha W3THYaHE Ha CPOKa, MocoveH B maparpad 1,
Huto EBponeiickusaT napiameHT, HUTO ChBETHT HE Ca Bb3pa3uiid CpeuLy
JIENIETUPaHus aKT, ToW ce mybnukyBa B O¢uyuanen secmuuk Ha Eepo-
netickus cvl03 U BIM3a B CUIa Ha IIOCOYEHATa B HErO Jara.

JenerupanusT akt Moxe aa ce nyonukyBa B OuyuaneH 6ecmHux Ha
Esponeiickus cvio3 1 Ia Biie3e B CHIA MPEIH M3THYAHETO HA TO3H CPOK,
ako EBpomneiickusat mapnameHT U CpBeTHT ca yBemoMuiun Komucusrta 3a
HAMEPEHUETO CH Jla HE MPAaBAT BB3PAXKCHUSL.

3. Axo EBpomeiickusar mapiameHT wid CbBETHT BB3PA3ST CpeEILy
JeNerupaH akT B CpOKa, MocoyeH B maparpad 1, Toi He Biu3a B
cuna. MHcTuTynMsATa, KOATO Bb3passiBa Cpelly JAEJIerUpaHus aKT,
II0COYBA NMPHYMHHUTE 32 TOBA.

JUST XIIT
OBLIHU PA3IIOPEJIBHU

Ynen 122

1. JIppxaBHTe-uleHKU TPEANpHEMaT BCUUKH HEOOXOIUMH MEPKH, 3a
Jla TapaHTHpaT, 4e 3aHHTEPEeCOBAHHTE KOMIETCHTHH OpPTaHM IpeaBatr
€IMH Ha Jpyr uHpopMauusaTa, HEOOXOAMMA 3a OCHUTypsiBAaHE Ha M3ITbJ-
HEHHETO Ha M3WCKBAHUATA 33 M3JaBaHE HA Pa3pelICHHATa, IIOCOYCHH B
uneHose 40 u 77, Ha ceprudukaTUTe, IOocoueHU B uneH 111, maparpad
5 nnm 3a pa3pemieHus 3a ThProBHS.

v M10
2. Tlpu mnomyuaBane Ha OOOCHOBAHO HCKaHE IbP)KaBUTE-UWICHKU
W3Mpalar 1o eJeKTPOHEH IIbT JOKJIAQAWTE, MocoyeHu B wieH 111,
naparpad 3, Ha KOMIICTEHTHHTE OpPraHM Ha Ipyra Abp)KaBa-4ICHKA
WM Ha AreHuusTa.

3.  3akiroueHHsATa, HANPABeHU B ChOTBETCTBHE ¢ wieH 111, maparpad
1, ca Bamuaau 3a msutata OOIIHOCT.

B wuskmrouuTenHu ciydau obade, ako bpKaBa-ule€HKa HE MOXeE, IO
HIPHYMHY CBBP3aHHU C OOILIECTBEHOTO 3/paBe, [a MpHeMe 3aKII0UCHUTA,
HaIpaBeHH CIIe]] U3BBPIIBaHe Ha MHCIEKIMsA 1o wieH 111, maparpad 1,
chlaTa AbpikaBa-duJeHKa He3abaBHO yBemomsBa Kommucusara M areH-
IUATa. ATEHIUATa yBEIOMSBA 3aCETHATHTE b KaBH-UJICHKIL.

Koraro Komucusita e ocBeroMeHa 3a Te3u pa3javyus B CTAHOBHIIATA, TS
MOXe, Clie]l KOHCYJITAllMd ChC 3aMHTEPECOBAHUTE JbPXKABH-UICHKH, Ja
TIOMCKAa WHCIEKTOPBT, N3BBPUIMI IIbpBaTa MPOBEPKA, Jja U3BBPIIN HOBA
NPOBEpKa; HMHCIEKTOPHT MOXKE Ja C€ CHIPOBOXAAa OT JBaMa JpyTH
MHCIIEKTOPH OT AbpP’KaBUTE-WIEHKH, KOUTO HE ca CTpaHa 0 pa3Horja-
CHETO.
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Ynen 123

1. Beska AbpXKaBa-dJICHKa IpeArnpueMa CbOTBETHUTE MCEPKH, 4YpE3
KOUTO Ja OCUT'ypH He3a0aBHO YBCAOMsABAHE Ha arcHOuUATa OTHOCHO
peuieHuATa 3a pa3pellaBaHe Ha TbProBUATA, 3a OTMSHA Ha PCEHICHHUC
3a OTKa3 WJIM OTMsAHA Ha Pa3pCHICHUETO 3a THPrOBHA, 3a 3a6paHa Ha
A0CTaBKaTa WM 3a U3TCITIAHE OT Ila3dapa Ha OHNPEACIICH MPOAYKT, KaKTO
U 3a NPUYUHHUTC, Bb3 OCHOBAa Ha KOUTO Ca B3CTH TCE3U PCUICHUS.

VM2
2.  TuTyaapsT Ha pa3pelieHHEeTO 3a THPrOBHS € 3aABIDKEH Ja HOTH-
¢unmpa He3abaBHO CHOTBETHHUTE IbPKABH WICHKH 33 BCAKO MPEATIPUETO
OT HEro JeicTBHE, CBbP3aHO C BPEMEHHO CIHpaHe Ha MPEAJaraHeTo Ha
rma3apa Ha ONpeJelieH JIEKapCTBEH MPOIYKT, U3TETJIHETO OT IMas3apa Ha
orpeJiesieH JEeKapCTBEH IMPOAYKT, MCKaHE 3a OTMSHA Ha pa3pellieHue 3a
THPrOBUSl WJIM HETIOMCKaHO MOAHOBSBAaHE HA pa3pelleHHe 3a ThPrOBHA,
KakTo ¥ Ja I0COYM INPHYMHUTE, TOpaju KOUTO € MpPEIIpHUEeTO TOBa
neiicrBue. TUTYNSApAT Ha pa3pelICHUETO 32 THPIrOBHS IMO-CHECHUAIHO
JeKJIapupa Jaly TOBa JEHCTBHE Ce OCHOBAaBa Ha HAKOE OT OCHOBAHMATA,
ycraHoBeHHW B wieH 116 wiun B unen 117, naparpad 1.

2a.  Tutynsapar Ha paspelieHHe 3a THProBUS OTIpaBsl CHIIO Taka
HOTH(UKAIMATA CBIIACHO maparpad 2 OT HACTOSIIMS WIEH, aKo
JEHCTBUETO € MPEINPHETO B TPEeTa AbpXKAaBa U CE OCHOBaBa Ha HSKOE
OT OCHOBaHUSATA, YCTAHOBeHU B wieH 116 wium B wien 117, maparpad 1.

26.  Turynsapst Ha paspellieHHe 3a ThProBUS ChILO Taka HOTU(UIUpA
AreHuusTa, B Clly4yauTe KOraTo JCHCTBHETO, MOCOYEHO B maparpad 2
WM 2a OT HACTOSIIWS WICH, CE OCHOBaBa Ha HAKOE OT OCHOBAHUATA,
nocoueHu B wieH 116 wium unen 117, maparpad 1.

2B.  AreHuusra 0e3 U3JIHUIIHO 3a0aBsHE M3IIpaIla 0 BCUUKU IbPXKABU
YJICHKH HOTH(HKAIWUTE, MOTyYeHH B CHOTBETCTBHE ¢ maparpad 20.

3.  /IepXaBHTe-wICHKH TapaHTHpaT pgocturane 1o CseToBHaTa
3IpaBHAa OpraHW3alMsd Ha CHOTBETHA HH(OpPMAIMI OTHOCHO Mpen-
[PUETUTE ASHCTBHS, KOMTO MOTAT Jia MOBJIHST ONa3BaHETO Ha OOLIeCT-
BEHOTO 3/]paBe B TPETU CTpaHHU, ChIVIAacHO maparpadu 1 u 2, 3aeqHO C
KOIIME JI0 areHLHsATa.

vMm12
4.  AreHnmsara myOJIMKyBa €XETOJHO CIUCHK Ha JICKAPCTBEHUTE
NPOAYKTH, 32 KOWTO pa3pelleHHETO 3a TBProBHUA € OTKa3aHo,
OTMEHEeHO Wiu cnpsiHo B Chi03a, YMHUTO JTOCTABKH ca 3a0paHEHH WIH
KOMTO Ca M3TErJICHH OT I1a3apa, BKIIOUUTEIHO NMPUYUHHUTE 32 MOJ00HO
JIEHCTBHE.

Ynen 124

JIbp)KaBUTe-WICHKH CH OOMEHAT IisuiaTa MHpOpMAalus, HeoOXoauma 3a
rapaHTUpaHe Ha KayecTBOTO W OEe3BPEIHOCTTa Ha XOMEONATHYHHTE
JICKApCTBEHU TIPOAYKTH, TPOU3BEICHM U TIpeAjaraHd Ha TMa3apa B
pamkure Ha OOIIHOCTTA, U MO-CHEIHATHO WHPOPMAIUATA, TOCOYCHA B
yjaeHose 122 u 123.

Ynen 125

Besxko peUICHUE, OTHACAIIO C€ A0 HaCTOsAIlaTa pa3nopea6a, B3€TO OT
KOMIICTCHTHUTE OpraHd Ha JaJicHa AbpiKaBa-4JICHKA, [IOCOYBa l'IOleO6HO
IPUYNHUTEC, HA KOUTO CE€ OCHOBaBA.
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CpoTBeTHaTa cTpaHa OuBa HOTH(HLHUpPAHA 3a TOBAa pelleHue, KaTo U ce
mpenocTaBs M MHGOPMAIMA  OTHOCHO  BB3MOXHOTO  CBITIACHO
JeHcTBaIuTe 3aKOHU 00€3ILIeTeHNe, KaKTo U 3a KpalHHUs CPOK 3a HOJy-
YyaBaHe Ha 00E3IETECHUETO.

Pemienusita 3a u3naBaHe WM OTMsIHA Ha pa3pelICHUE 3a THProBHUS Ce
MPaBAT IyOJIUYHO TOCTOSHUE.

Ynen 126

Paspemienne 3a THProBUsl Ha JICKAPCTBEH NPOAYKT HE MoOxXe Ja Obae
OTKa3aHO, HUTO JEWCTBHETO My Ja OBblIe NpPEyCTaHOBEHO WU
OTMEHEHO, OCBEH BBb3 OCHOBAa Ha pas3nopenOuTe, OINpeAeNeHH B
HacTOsIIaTa IUPEKTUBA.

He Moxe ma Obe B3€TO HMKAKBO PEIICHHE, OTHACSIIO CE 0 CIHpaHe
Ha TIPOM3BOJCTBOTO WMJIM BHOCA Ha JIEKAPCTBEHH IMPOXYKTH OT TPETH
CTpaHH, 3a0paHa Ha CHaOASBAaHETO WM H3TETNITHETO OT Masapa Ha
JMaaeH JIEKapCTBEH TMPOAYKT, OCBEH Ha OCHOBAHHSTA, OMpPEAETIEHH B
yjnenose 117 u 118.

Ynen 126a

1. Ilpu nunca Ha paspellieHue 3a THProBHS WIM Ha I0JaJeHO
3asBI€HHE 32 JIEKapCTBEH MPOAYKT, paspelleH B Jpyra Ibp)KaBa-
4lieHKa, B CHOTBETCTBHE C HACTOSIIATA JUPEKTHBA, JajJeHa Jbp)KaBa-
YJeHKAa MOXeE, [0 OIpaBAaHU IPHYMHU B HHTEpPEC Ha OOIIECTBEHOTO
3IpaBe, Jla pa3pelld ITyCKaHeTO Ha IMa3apa Ha CIIOMEHATHs JIEKapCTBEH
MPOIYKT.

vM10
2. Korato nmppkaBa-uiieHKa ce€ TOJ3Ba OT Ta3u BB3MOXKHOCT, TS
npremMa HeoOXOJMMHUTE MEPKH, 3a J]a TapaHTHpa, Y€ Ce Cra3BaT M3HMCK-
BaHMATA HA HACTOSIIATA IUPEKTHBA, M MO-CIEIHAIHO MOCOYCHHUTE B
msnose V, VI, VIIL, IX n XI. [IbppxkaBuTe-wieHKH MOrar jAa pellar,
ye wieH 63, maparpapu 1 u 2 He ce mpuiarat 3a JEKapCTBEHUTE
TIPOAYKTH, pa3pelieHd B ChbOTBETCTBHE ¢ maparpad 1.

3. Ilpemm pma mpemocTaBum TakoBa pa3pelieHHe 3a THPrOBHA,
J'bp)KaBaTa-4JeHKa

a) yBeIOMsBa THUTYJSIpS HA Pa3pelICHHETO 3a THPrOBHUS B IbpKaBaTa-
YJICHKa, B KOATO Pa3rIeKIAHUAT JEKapPCTBEH MPOAYKT € pa3pellcH,
3a MPeIJIOKEHUETO 3a MPEJOCTaBsSHE Ha paspelieHne 3a ThProBusl Mo
HACTOSIIMUS YICH 32 PasTiekKIaHUs JTEKapCTBEH MPOIYKT;

0) MOKe JJa IOMCKa OT KOMIIETEHTHHUSI OpraH Ha CHOTBETHATA IIbprKaBa-
4JIeHKa [a IPEJCTaBU KOMusl OT JOKJIaJa 3a OLIEHKA, IOCOUCH B WIEH
21, maparpad 4, ¥ OT pa3pelIeHHETO 3a THPTrOBHS, KOETO € B CHJIA 3a
CHOTBETHUS JIEKAPCTBEH NPOAYKT. AKO € OTIPaBEHO TAaKOBa HCKaHE,
KOMIIETCHTHUST OpraH Ha Ta3W IbpKaBa-4JCeHKa MPEIOCTaBs B CPOK
ot 30 mHUM OT MoyYaBaHe Ha UCKAHETO KOMHE OT JOKJIALa 3a OLIEHKa
U OT pa3peuieHHEeTO 3a THPrOBHS 3a CHOTBETHHS JIEKAPCTBEH
MPOIYKT.

4. Komucusara cw3gaBa MyOJIUYHO AOCTBIIEH PETMCTBP Ha JieKap-
CTBEHHTE MPOIYKTH, paspemieHn no maparpad 1. JbpikaBUTEe-4ICHKH
yBegomsiBaT Komwucusita, Koraro [aJeH JIeKapCIBEH MPOIYKT ce
pasperiaBa WIM [€HCTBHETO Ha Pa3peIICHHETO MY C€ IPEyCTaHOBSBA
chIIacHo maparpad 1, BKIIOYUTETHO U 32 HAMMEHOBAHUETO HMJIM KOPIIO-
paTUBHOTO HAaWMEHOBAaHWE M IIOCTOSHHMA aJpec Ha THUTYJsApa Ha
paspemienuero. KoMmucusra chOTBETHO H3MEHs perucTbpa Ha Jekap-
CTBEHUTE IPOAYKTH M IPaBU TO3M PETUCTBP IOCTBbIIEH Ha YyeOCT-
paHMLATA CH.
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5. He no-xbcuo ot 30 anpun 2008 r. Komucusra mpencrass AOKIaz
npen Espomeiickust mapmameHT u ChBeTa OTHOCHO NPHIIATaHETO Ha
HacTosIaTa pasnopenda, ¢ OriaeA Oa MPeilokKHU BCHYKM HEOOXOAUMHU
U3MEHEHHS.

Ynen 1266

3a ga rapaHTupaT HE3aBUCUMOCT M IPO3PauyHOCT, IbpiKaBUTE-UJIEHKU
npennprueMar HeoOXOJUMHTE MEPKH, WIEHOBETEe Ha ChCTaBa HAa KOMIIET-
€HTHHs OpraH, OTTOBOPHU 3a M3[aBaHE HA Pa3pelIeHHs, JOKIaIuUIUTe
U eKCIIePTHTE, OTTOBOPHHM 3a M3JaBaHETO Ha pa3pelleHus W 3a HaA30pa
BBPXY JIEKAPCTBEHHTE IPOXYKTH, Ja HSAMAT (MHAHCOBH WM JAPYTH
UHTepecH BbB (hapMaleBTUYHATA MPOMHILIEHOCT, KOWTO OM MOTBI na
MOBNUsle BBPXY TAXHATa Oe3mpucTpacTHOocT. Tesm Imma ImogaBat
€KEerojHa Jieknapanus 3a GUHAHCOBOTO CH CHCTOSHHE.

OCBEeH TOBa JbPXKABUTE-WICHKU TapaHTHUPAT, Y€ KOMIIETEHTHUST OpraH
IpaBu MyOJIMYHO IOCTOSHHE CBOS IPOLEAYPEH NMPAaBHIHHK M TE3H HA
KOMHUTETHTE My, THEBHHS p€Jl HA HETOBUTE CHOPAaHUS U MPOTOKOJIUTE OT
TSAX, 3a€JIHO C B3CTUTE PEIICHUs, IaHHM 3a IJlacyBaHMATAa U MOTUBUTE Ha
IJ1IaCyBaHUATA, BKIIOYHUTEIIHO CTAHOBHUINATA HA MAJIIMHCTBOTO.

Ynen 127

1. TIlo uckaHe Ha NPOU3BOAUTENSA, HM3HOCUTENS WIM OpPraHUTE Ha
TpeTa CTpaHa-BHOCHTEN, MABP)KABUTE-WICHKH YyHIOCTOBEPABAT, e
IIPOU3BOJUTENAT HA JICKAPCTBEHUTE MNPOAYKTU IPUTEXKABA Pa3pelIeHHe
3a mpousBoAcTBO. Korato m3maBaT TakuBa cepTUGUKATH, IbpiKaBHUTE-
YIEHKH C¢ TPHUABPKAT KbM CIICTHUTE YCIOBHS:

a) JAa B3e€MaT HOpeABUA OCHOBHUTC AJIMHHUCTPATUBHHU pa3nopez[61/1 Ha
CaeToBHATa 3[IpaBHa OpraHusalusi,

0) 3a JIeKapCTBEHH MPOAYKTH, NMPEIHA3HAYCHU 3a U3HOC, KOUTO BEye ca
paspelieHd Ha TAXHA TEPUTOPHS, Ja MOATOTBAT W 00O0OINEHHE Ha
XapaKTePUCTUKUTE Ha MPOJYKTa, KAKTO € MPUETO B CHOTBETCTBHE C
yieH 21.

2. Koraro mpoM3BOIHUTEISAT HE MPUTEKABa Pa3pELICHHUE 338 ThPTOBUSL,
TOW TMpeACTaBs TMpeJ OpraHuTe, OTIOBOPHH 3a H3IaBaHETO Ha
cepTUdUKAT ChbIIIacHO maparpad 1, nekiapais, MOSICHSABAIIA 3aIio0
JIMIICBA TAKOBAa pa3pellieHHe 3a ThProBUSL.

YM10
Ynen 127a

Koraro nexapcTBeH MPOIYKT MOMJIEKH HA pa3pelleHHe B CHOTBETCTBHE
¢ Permament (EO) Ne 726/2004 u KoMuTersT 1O JEKapCTBEHUTE
NPOAYKTH 32 XyMaHHa ynoTpeba B CTaHOBMIIETO CH C€ I030BaBa HA
TIPETIOPHUUTETHUTE YCJIOBHS WM OTPAHWYEHUSTA, MPEABUICHU B YJICH
9, naparpad 4, OykBu B), Ba), BO) WIK BB) OT NIOCOYCHHUSI PErIaMEHT, B
CHOTBETCTBHE ¢ WieHoBe 33 u 34 ot Hacrosmara qupektnBa Komucusra
MOXeE Jia TIpUeMe pelleHHe, YUUTO aJPEecaTH ca Abp)KaBUTE-WICHKH, 3a
IpUIaraHe Ha TE3W YCJIOBHS WM OTPaHHYCHUS.

Ynen 1276

JIbprkaBUTE-4JICHKH OCHTYpsIBAT HAIMYMETO HA HEOOXOJUMHUTE CHCTEMHU
3a cbOMpaHe Ha JIEKapCTBEHUTE NMPOLYKTH, KOMTO HE CE W3IOJI3BAT MU
ca C U3TEKBJ CPOK.
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JUSUT XTIV

SAKUIIOYUTEJHU PA3IIOPEJIGH

Ynen 128

Jupextusu  65/65/EVIO, 75/318/EMO, 75/319/EWO, 89/342/ENO,
89/343/EWO, 89/381/EMO, 92/25/EMO, 92/26/ENO, 92/27/ENO,
92/28/EVIO u 92/73/EMO, u3MEHEHU C JOUPEKTUBHUTE, IIOCOUCHU B
npunoxenne II, wact A, ce oTMeHAT 0e3 1a ce HapyllaBaT 3a]bl-
JKCHHATA Ha bP>KaBUTE-YJICHKH IO OTHOIIEHUE Ha CPOKOBETE 3a U3IIbBJI-
HEHUe, yCTaHOBeHW B npuioxenue I, wact b.

[To3zoBaBaHMsITa HA OTMEHEHUTE AUPEKTUBU CIIE/Ba Ja C€ THIKYBAT KaTo
TM030BaBaHUs HA HACTOSIIATA TUPEKTHBA W CJENBa J1a CE€ M3IMBIHSIBAT B
CHOTBETCTBHE C Ta0NMIaTa HAa CHOTBETCTBHE B mHpuioxeHue III.

Ynen 129

Hacrosiiara aupekTiBa BiM3a B CHJIAa HA [BAJECETHs JCH OT ITyOIIUKY-
BaHeTo U B Oguyuanen eecmuuk Ha Esponetickume obwnocmu.

Ynen 130

A)IpeCEiTI/I Ha HacCTosdAIaTa AUPCKTUBA Ca AbpPIKABUTC-UICHKHU.
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TIPUJIO)KEHUE 1

AHAJIMTUYHHU, ®APMAKOTOKCHUKOJIOTMYHH U K/IMHHUYHU HOPMHU H IPOTOKOJIA 3A

MU3IMUTBAHUATA HA JIEKAPCTBEHUTE NPOAYKTHU

CHbP)KAHUE

VYBoa u 00MIM MPUHIKANH

Yacr I:
1.
1.1.
1.2
1.3.
1.3.1.
1.3.2.
1.3.3.
1.3.4.
1.4.
1.5.
1.6.

2.1.
2.2.
2.3.
2.4.
2.5.
2.6.
2.7.

3.1
3.2.
3.2.1.
3.2.1.1.
3.2.1.2.
3.2.1.3.
32.14.
3.2.15.
3.2.1.6.
3.2.1.7.
3.2.2.
3.2.2.1.
3222,
3223.
3224,
3.2.2.5.
3.2.2.6.
3.2.2.7.
3.228.

4.1.
4.2.
4.2.1.

V3uckBanus 3a CTaHZapTH3MpaHa JOKYMEHTAUWs 3a pa3pellieHue 3a ThProBUs

Mopayn 1: AnmuHucTpaTnBHa HH(pOpPMALIUS

CpabpKaHue

DopmyJsip 3a 3asBICHHE

O06o01IeHre Ha XapaKTEPUCTUKUTE Ha NPOJAYKTA, ETUKETUPAHE U JIMCTOBKA C YI'BTBAHUS B ONAKOBKAaTa
O0001IeHne Ha XapaKTePUCTUKUTE Ha MPOJYKTa

ETukernpaHe U JIMCTOBKA C YI'bTBAaHUS B OIIAKOBKaTa

Maketn u 00pasnu

O0001IeHNsT HAa XapaKTePUCTUKUTE Ha MPOLYKTH, Beue OZOOPEHH OT IbpiKABUTE-UWICHKU
Wudopmanus 3a excriepTure

CrneuruyHN U3MCKBAHMS KbM PA3JIMYHUTE TUIIOBE 3asIBICHUS

OneHka Ha pUCKa 3a OKOJIHATa cpeja

Mogayn 2: O606mieHust

OO0 ChIaBpKAaHUE

YBoxa

IsrocTHO 0000IIIEHHE IO Ka4ueCTBOTO

O030p HAa HEKIMHUYHUTE XapaKTEePUCTHUKH

O030p Ha KIMHUYHUTE XapaKTEPUCTUKH

O0600mmeHne Ha HEKIMHUYHUTE XapaKTEPUCTHKH

O0001IeHNHe HA KIMHUYHUTE XapaKTePUCTUKH

Monyn 3: XumunuHa, QapmaneBTHyHa U OHOJNOTMYHA HMH(OPMALUS OTHOCHO JIEKAPCTBEHHUTE MPOILYKTH,
CHIABPXKAIM XUMUYHH W/UIM OUONOTMYHHM aKTHBHM BELIECTBA

dopmar u npeacTaBsiHe

ChIbpXKaHHe: OCHOBHU NPHHIUIN U M3UCKBAHMS

AKTUBHO/M BelIECTBO/a

O6uia uHpopManus U UHGOPMAILHS OTHOCHO M3XOAHUTE MaTepUaid U CypOBHHUTE
Iporec Ha MPOU3BOJICTBO HAa AKTMBHOTO/UTE BEIIECTBO/A

XapakTepucTHKa Ha aKTHBHOTO/HTE BEIIECTBO/a

KoHTpoJs1 BbpXY aKTHBHOTO/MTE BEIIECTBO/a

PedepeHTHH CTaHAAPTH WM MaTepHalu

Cucrema OT ChJIOBE U 3allyllIBaHe HA CHIOBETE 33 ChXpaH’IBaHE Ha aKTHBHOTO BEIECTBO
VYCTOHYMBOCT Ha aKTHBHOTO/UTE BEIIECTBO/a

l'oToB nexkapcTBEH MPOIYKT

OnucaHue U ChCTaB Ha TOTOBHS JIGKAPCTBEH IPOIYKT

®dapmarieBTHuHa pa3paboTka

IMporiec Ha MPOU3BOJACTBO HA TOTOBHUS JIEKAPCTBEH MPOLYKT

KoHTpon BbpXY €KCLMIHMEHTHTE

KoHTpOJT BEpPXY TOTOBHSI JIEKAPCTBEH MPOAYKT

PedepentHu cranpapTd U MaTepuanu

Cucrema ChJOBE U 3allyllIBaHe Ha CHAOBETE 3a ChbXpaHSIBaHE HA TOTOBHUS JICKAPCTBEH IMPOMYKT
VYCTOHYMBOCT HAa TOTOBHUS JISKAPCTBEH MPOAYKT

Mopnyn 4: HeknuHWYHN NOKIaan

dopmat U npeacraBsHe

ChIbpKaHHe: OCHOBHU NPHHIUIN U M3UCKBAHMS

dapmakonorust
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4.2.2.
4.2.3.

5.1.
5.2.
5.2.1.
5.2.2.

5.2.3.
5.2.4.
5.2.5.
5.2.5.1.
52.5.2.

5.2.6.
5.2.7.

Yacr II:

A T o

Yacr III:
1.

1.1.

1.2

2.

2.1.

2.2.

2.1.
2.2.

3.1
3.2.
3.2.1.
3.2.1.1.

3.2.1.2.
3.2.1.3.
3.2.14.

DapMaKOKHHETHKA

Toxcukonorus

Monyn 5: Jloknagy oT KIMHHUYHHUTE WU3CIEIBAHHS
®dopmar u npeacraBsHe

ChIbpxKaHue: OCHOBHU NPHHIUIN U M3UCKBAHHS
Jlokmaau oT GHoapMalieBTHUHUTE H3CIICABAHHS

IIOKJ'IaJlI/l OT U3CJICABaHHUATA, CBBP3aHU C (bapMaKOKl/IHeTI/IKaTa C M3IM0JI3BaHE Ha YOBEIIKH OHMOJIOIMYHU
MaTepuain

Jloknagu oT XyMaHHUTE (hapMAKOKHHETHYHH H3CIIC/IBAHUS

Jlokmaay oT XyMaHHHTE (papMaKOJUHAMHYHH H3CIICIBAHUS

Jlokmaau oT u3cnenBaHuATa Ha e(UKACHOCTTA U OE3BpEIHOCTTA

Jlokyagu OT KOHTPOJHMPAHUTE KIMHUYHH W3CIEABAHUS, OTHACSIIM CE J0 MPEACTABEHOTO MMOKa3aHUe

HOKH&I{I/I OT MU3CJICABaHUATA BbPXY AOKIAAUTE OT HCKOHTPOJIMPAHUTE KIMHHUYHU HU3CJIC/IBAHUS Ha aHAJIU3UTC
Ha JaHHUTE OT IOBEYC OT €QHO U3CJICABAHC U JPYTU AOKJIAAW OT KIMHUYHU H3CJICABAHUSA

ﬂOKJ'Ia,HI/I OT OIIuTa, HpI/IL[O6I/IT CJIE II0JTydaBaHE Ha pa3pelICHUC 3a TbhProBUS

Dopmynsipu 3a TOKJIAAH 1O OTACTHH CIydal M CHHCHIM C WHIMBUAYATHH HAlUEHTH

CrennduyHa JOKYMEHTALUs 32 Pa3peLICHUE 3a THPrOBHS M U3UCKBAHUS KbM Hes
JlexapcTBEHH HPOIYKTH C YTBBPIACHO JIEUCOHO IPUIIOKCHHE

CXOIHH HO CBIIECTBO JICKAPCTBEHH IPOTYKTH

JIOIBIHUTEIHY JaHHH, U3UCKBAHU B CHEUHU(DHYHU CHTYAIlHH

CxoHU OMOJNIOTMYHM JICKAPCTBEHH MPOJLYKTH

JlexapCTBEHH HPOJYKTH C YCTAHOBEHHM KOMOUHAIIHU

JloKyMeHTaIMsl 3a 3asBICHAS [PU W3KIIOUUTEIHH OOCTOSITEICTBA

KomMOuHupanu 3asBieHUs 3a pa3pelleHus 3a ThProBUs

CrienyaiHy JISKApCTBEHU MPOIYKTH

BronornuHm JleKapCTBEHH MPOIYKTH

JlekapcTBeHn mpoayKTH Ha 06a3ara Ha KpbBHATa IUIa3Ma

Bakcunu

PagnodapmaneBTHIM M TIpEeKypcopu

PangnodapmaneBTrim

PapgnodapmaneBTHYHN PEKypCOPH 3a LENUTE HA paJHOAaKTHBHATA MAapPKHPOBKA
XOMeonaTHuHH JICKAPCTBEHU HPOIAYKTH

PacTuTenHu JIeKapCTBEHU MPOIYKTH

JlekapcTBEHH NPOJYKTU CHpalU

JlekapcTBeHU NMPOAYKTH 32 MOJEPHA Tepamus

BoBenenne

OnpeneneHus

JlekapcTBEH HPOAYKT 3a TEHHA TEpaIus

JlekapcTBeHH NMPOJYKTH 3a Tepanus CbC COMATUYHU KIETKU

CrienivaliHi M3MCKBAHUS MO OTHOIICHHE HAa MOXYJT 3

CrienivaliHi M3MCKBAaHUS 32 BCHYKH JICKAPCTBEHU HPOJYKTH 3a MOJCpHA Teparus
CriennaliHy M3MCKBAaHUS 3a JIGKApPCTBEHHUTE NPOAYKTH 3a T€HHA Teparus
BbBeneHune: KpaeH NMPOAYKT, aKTHBHO BELIECTBO M M3XOIHH MaTepHalH

JlekapcTBeHH NPOAYKTH 3a I'eHHA Tepanus, ChIbPXKAIIM CEKBEHUMs(M) Ha PEKOMOMHAHTHA HYyKJIEHHOBA
KUCEJIMHA WM T€HEeTUYHO MOJU(PHLMPaH(M) MUKPOOPraHU3bM(M3MH) WM BUPYC(H)

HCKapCTBeHI/I TIPOAYKTH 3a I'€HHa Teparvs, CbAbpiKalll '€HETUIHO MO)Z[I/ICI)HL[I/IpaHI/I KJICTKU



200110083 — BG —16.11.2012 — 011.001 — 122

3.2.15.
3.22.
3.3.

33.1.
3.3.2.
33.2.1.
33.2.2.
3.3.2.3.
33.24.
3.3.25.
3.3.2.6.
3.4.
3.4.1.

3.4.2.

4.1.
4.2.
4.2.1.
4.2.2.
4.2.3.
4.3.

43.1.
4.3.2.
433.

5.1
5.2.
5.2.1.
52.2.
5.2.3.
5.3.
53.1.

5.3.3.
5.4.

5.4.1.
5.4.2.
5.43.

Cneuuam—m HU3HUCKBAHUA

CrienvaiHu U3MCKBaHMSA 3a JIEKapPCTBEHUTE MPOIYKTH 3a TEPalusi ChC COMATHYHM KIETKH U 3a MPOAYKTHUTE,
MOTy4eHH 4pe3 THKaHHO HMHKEHEPCTBO

BbBeneHne: kpacH MPOIYKT, aKTUBHO BEIIECTBO M HU3XOJHH MaTepHaIn

CrenuaiHd M3UCKBaHUS

W3xonuu marepuanu

[IpousBonacTBeH Mpoiec

XapaxTepusupaHe U CTpaTerust 3a KOHTPOII

TTomoninu BeliecTBa

Ananu3 Ha pa3pabOTBaHETO

Pedepentan mMatepuanu

Cneuuamm HU3HUCKBAHUS 3a J'leKapCTBeHl/l l'lpO}lyKTI/l 3a Moz[epHa Tepam/m, cwn;p)xaum usaenus

JlekapCTBeHH NPOIYKTH 3a MOICPHA Tepamus, ChIbPYKAIIA MCIUIMHCKA H3ICTUS B CHOTBETCTBHE C
pasnopenbara Ha wieH 7 ot Permament (EO) Ne 1394/2007

KomOuHMpaH nekapcTBeH MPOIYKT 3a MOJAEPHA Tepamnus, ChITIaCHO ONPEENICHNETO OT WieH 2, maparpad 1,
oykBa r) ot Permament (EO) Ne 1394/2007

CrienvaliHy M3MCKBaHUS 10 OTHOIIECHHWE Ha Moxyn 4

CrienivallHM M3MCKBAaHUS 3a BCUYKH JICKAPCTBEHU MPOJYKTH 3a MOJEpPHA Tepanus
CriennaiHu M3MCKBAaHUS 3a JIGKAPCTBEHHUTE NPOAYKTH 3a T€HHA Teparus
DapMakoIorus

dapMaKOKHHETHKA

Tokcukomnorus

CHCLII/IaJ'IHI/I H3UCKBAHU 3a JICKAPCTBCHUTE IIPOAYKTHU 3a TEpalldsg CbC COMAaTUYHU KJICETKU U 3a IMPOAYKTUTE,
TIOJIY4€HU 4Ype3 ThKAHHO HHIKEHEPCTBO

dapmakosorust

dapMaKkOKHHETHKA

Toxcukonorus

CrienivaliHy M3MCKBaHUS 10 OTHOIICHHE Ha MOXYJT 5

CrienivaliHM M3MCKBAHUS 3a BCHYKH JICKAPCTBEHU MPOJYKTH 3a MOJEpPHA Tepanus

CrienvaliHy M3MCKBAaHUS 3a JIEKApPCTBEHHUTE NPOMYKTH 3a T€HHA Teparus

IIpoyuBanus Ha (hapMaKOKHMHETHKATa y 4OBEKa

IMpoyuBanus Ha (hapMaKoAMHAMHUKATA y YOBEKa

[IpoyuBanus 3a 6€30MacHOCT

CrieniMajiHi M3MCKBAaHUSI OTHOCHO JICKAPCTBCHU HPOJYKTH 3a TEPAIHs ChbC COMATUYHH KIICTKH

JlexapcTBeHNn TPOAYKTH 3a Tepamus CbC COMATUYHHM KIETKH, NMPU KOMTO MEXaHU3MBT Ha JACHCTBHE € Ha
OCHOBATa Ha MPOU3BOACTBOTO Ha Je()MHUPAHH AKTHBHU OMOMOJIEKYJIH

bropasnpenenenue, NepCUCTEHIMA W ABITOCPOYHO IPHKPENBAHE HA KOMIIOHCHTHTE HA JIEKApCTBEHHS
MPOIYKT 3a Tepanusi CbC COMATHYHU KIIETKU

IIpoyuBanus 3a 6e30macHOCT

CrenyaiHy U3UCKBAaHUS 3a MPOAYKTHTE, MOMYUYEHH Ype3 ThKAaHHO MH)KCHEPCTBO
DapMaKOKMHETHYHH MPOYYBAHUS

DapMakoJUHAMHYHH [IPOYYBAHUSA

IIpoyuBanus 3a Oe30macHOCT
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YBoa u 001IH MPUHIUNH

(€)) JlaHHWTE U JOKyMEHTHUTE, NPUIPYy’KaBallli 3asBICHUETO 3a pa3pelieHue
3a THProBHs chriacHo wieH 8 u wien 10, maparpad 1 ce mpeacrasst B
CBOTBETCTBME C M3UCKBaHHUATA, (OPMYIMpaHH B  HACTOSAIIOTO
NPHIOKEHHE M CIeIBaT PBbKOBOJACTBATa, IMyOnMKyBaHn or Komwucusra
B [IpaBuiHuKa 3a nekapcTBeHUTe NpoaykTH B EBpomneiickara obuHocr,
toMm 2 b, [lpemoppka kbM 3asBuTenure, JlekapcTBEHH MPOAYKTH 3a
XyMaHHa ynorpeba, [IpencraBsHe M chIbpikKaHHEe Ha JIOKYMEHTALMATA,
061y TexHuuecku pokymeHnt (OT/I).

2) JlaHHWTE M TOKyMEHTHTE Ce€ IPEICTaBsAT B IIET MOAyJa: B MOIy’: 1 ce
MPEeJCTaBIAT KOHKPETHUTE aJMUHUCTPATHBHH NaHHU 3a EBpomeiickara
OOIIHOCT; B MOAYN 2 c€ TPEACTaBiIT OOOOMICHUATA 1O KadecTBOTO,
HEKJIMHWYHUTE W KIMHUYHNTE OOOOWICHWS; B MOAYNI 3 ce IpelcTaBs
XMMHYHA, (hapManeBTUYHA ¥ OHOJOrMYHA MH(pOpMaNus; B MOIYI 4 ce
MPENCTaBAT HEKIMHUYHUTE NOKJIAgM U B MOAYI 5 ce NpencTaBsT
KIMHUYHHUTE AOKIanu. ToBa IpeaCTaBsiHE ce HM3MBJIHABA HA OO 3a
Benukn pernonn Ha ICH (') (EBpomeiickara o6uiaoct, CheIHHCHHUTE
aMepuKaHCKU Imaty, Smonus). Te3n mer Moayna ce MpeICTaBiT B
CTPOTO CHOTBETCTBHE C popMarta, ChbIbPKAHUETO U CHCTEMaTa 32 HOMe-
pupane, moapobHo npencrasenn B ToM 2 b ot Benexkara kbM 3asiBu-
TEIHTE, M0COYEHA MO-Tope.

3) Ipencraesnero na OT/] Ha EBpomneiickara oOILIHOCT € MPUIOKUMO 32
BCHYKH BUJIOBE 3asBJICHHS 32 pa3pelleHUe 3a ThProBUs HE3aBUCHMO OT
NpUIOKMMATa Ipoueaypa (TOeCT LEHTpalu3UpaHa, Ha B3aUMHO
NpU3HABaHE WIM HALMOHANHA) U OT TOBA, Jald Te CE OCHOBABAT Ha
ITBJIHO MJIM ChKPATeHO 3asBieHue. IIpencraBsHeTo € MpUIIoXKUMO ChILO
U 32 BCUYKH TUIIOBE INMPOAYKTHU, BKIHOYUTCIIHO HOBUTC XUMUYHU O6p33-
yBanust (HXO), paamodapmaneBTuiure, NpoU3BOAHUTE OT KpPbBHATA
IUIa3Ma, BAKCUHUTE, PACTUTEIIHUTE JICKAPCTBEHU NPOLYKTH U T.H.

“4) IIpu cbcTaBsHeTO Ha [JOKYMEHTAlMsTa 3a KaHOUIATCTBaHE 3a
paspelieHie 3a THbProBHs 3asBUTENUTE B3€MAT IPEABHI CBIIO H
HAyYHUTE PBHKOBOJCTBA M0 OTHOLICHHE Ha KAauecTBOTO, OE3BPEIHOCTTA
u eduKacHOCTTa Ha JIGKAPCTBEHHTE MPOAYKTH 3a XyMaHHa yrHoTpeda,
KakTo ca mnpuetd oT Komwurera 3a NaTEHTOBAaHUTE JIEKAPCTBEHH
npoayktd (CPMP) u mybnukyBanu ot EBpomeiickara areHumust 3a
onerka Ha nekapcrBara (EMEA), kakto u ocraHanurte apManeBTHUHH
pbroBozacTBa Ha OOIIHOCTTA, MyOnuKyBaHu oT Komucusra B pa3inuvHu
TomoBe Ha [IpaBuiHMKa 3a JekapcTBeHHUTe NMponykTH B EBpomeiickarta
OOLIHOCT.

%) Ilo oTHOmIEHWE Ha YacTTa OT JOKYMCHTALUsATa, KOSATO C€ OTHACS J0
KadecTBarta (XMMHWYHM, (apManeBTHYHM ¥ OHONOTMYHHM), ca
MPWIOKUMH BCUYKH MOHOTpaduy, BKIFOYUTEIHO OOIINTE MOHOTpaduu
u obure riaaBu ot EBponeiickara apmakornes.

6) IIpOM3BOACTBEHUAT MpOLEC ClIEABA Ja CHOTBETCTBA HA W3MCKBAHHATA
Ha J{upextuBa 91/356/EMO na Komucusita 3a ycTaHOBsIBaHE Ha TPHH-
LUIUTE M PBKOBOACTBaTa Ha J00paTa NPOM3BOJCTBEHA MPAKTHKA
(AIIIT) 3a nexapcTBEHHWTE MPOLYKTH 3a XyMaHHa ymortpeba (?) u Ha
npuHOUOHUTEe U phkoBoAcTtBara Ha /I, mybmukyBanu ot Kommcusita
B IlpaBunHuka 3a ekapcTBeHHTEe POAYKTH B EBpormeiickata obmiHoCT,
TOM 4.

(@) I[sutata mHpOpManMs, OTHAacsAIa ce€ JO OLEHKAaTa Ha BBIPOCHHUTE
JICKapCTBCHH TMPOAYKTH, C€ BKJIIOYBA B 3asBJICHHETO, HE3aBUCHMO
nanm e OnarompusATHa WM HeOnarompusTHa 3a npoaykra. Ilo-
CIICUUATHO CE IMPEJACTaBAT BCHYKH IMOAPOOHOCTH OTHOCHO BCSKAKBU
HEe3aBbPUICHH WM  TNpeKpareHd  (HapMaKOTOKCHKOJIOTHYHH — WIIH
KIMHUYHE WM3MUTBAHUS WM OIUTH, TPOBEICHH BBB BPb3Ka C JeKap-
CTBEHHS TPOIYKT, /WK 3aBbPIICHH OMUTH, OTHACSIIN CE JIO TEPaIeB-
THYHWUTE TOKA3aHUS, KOUTO HE Ca BKIIOYEHH B 3asABJICHUETO.

(') MexayHapoaHa KOH(EpeHIHs [0 XapMOHHM3alMs HA TEXHMYCCKUTE H3MCKBAHMS IPH

perucTpupaHe Ha JICKAPCTBEHH MPOJIYKTH 3a XyMaHHa yrorpeda.
(3 OB L 193, 17.7.1991 r., ctp. 30.
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®) BevukM KIMHUYHE ONMTH, IPOBEICHH Ha Teputopusra Ha EBpo-
reiickata OOIIHOCT, clieBa Jla CHOTBETCTBAT HA H3MCKBAHMATA Ha
Jupextusa 2001/20/EO na EBponeiickus napnameHt u Ha CbBeTa 3a
cOmmwKkaBaHe Ha 3aKOHOBHTE, IMOJ3aKOHOBHTE M aJIMHHHCTPATHBHHTE
pasnopendu Ha IbpKaBHTE-WICHKH OTHOCHO INpPUJIAraHeTo Ha J1o0paTa
KJIMHHMYHA MPAKTUKA [PH MPOBEKAAHETO HA KIMHHYHU M3MHUTBAHHS Ha
JIEKapCTBeHH TPOAYKTH 3a XyMmanHa ymotpeba (1). 3a ma Obmar B3eTH
MpeBH TIPH OLICHSBAHETO Ha JaJeHO 3asBJICHHE, KIMHHYHUTE U3CIIE/I-
BaHMS, NPOBEJCHM M3BBH rpaHuiMTe Ha EBpomeiickara oOIIHOCT H
HMaIll¥ OTHOIICHHE KbM JICKAPCTBEHHUTE NMPOIYKTH, TNPEAHA3HAYCHH 3a
n3non3Bane B EBporeiickara OOIIHOCT, ce MPOEKTHPAT, M3IBJIHIBAT H
JOKJIA[IBAT, KAaTO C€ OTYUTAT A00para KIMHWYHA NPAKTHKA M CTHYHHTE
MPUHIMIM Bb3 OCHOBA Ha NPHUHLMIIUTE, KOUTO CHOTBETCTBAT HA 3aJIO-
sxeHute B pasmnopenoute Ha JupextuBa 2001/20/EO. Te ce mposexaat
B CHOTBETCTBHE C €TMYHHMTE NMPHUHIMIM, OTPa3eHH Hanpumep B Jlekia-
pammaTa oT Xen3uHKH.

) Hexnuuununautre  (papMakOTOKCHKONIOTMYHUTE)  HM3CICABAHHS  Ce
MPOBEXIAT B CHOTBETCTBHE C pa3MopeadUTe OTHOCHO no00para nabo-
patopHa mpakTHka, ycranoBeHu B JupektuBa 87/18/EMO nHa ChBera 3a
XapMOHM3UpaHE HA 3aKOHOBUTE, MOJ3aKOHOBUTE M aIMUHUCTPATHBHHUTE
pasnopendu, OTHACSIIM Ce JO NPHIAraHeTo Ha MPUHLMIUTE Ha godpara
nabopaTopHa TpPaKkTHKAa W IpOBEpKaTa Ha TIXHOTO MpWJIaraHe MpH
aHaM3uTe Ha XUMH4YHU BemecTsa (?) u JupextuBa 88/320/EMO Ha
CbBeTa OTHOCHO MHCIIEKLMATAa M NPOBEPKUTE Ha JobOpara gabopaTopHa
npaktuka (JUIIT) (3).

(10) JIbpxaBuTe-wiIeHKH ~ o0e3neyaBaT — MPOBEXKAAHETO  HAa  BCHUYKH
M3NUTBAaHUSL BBPXY JKUBOTHM B CBOTBeTCTBHE ¢ Jlupekrusa
86/609/EMIO nHa CwBera ot 24 nHoemBpu 1986 r. 3a cOmmkaBaHe Ha
3aKOHOBHUTEC, IIOA3aKOHOBUTE W aJIMHUHUCTPATUBHUTEC pa3nope)161/1 Ha
IbPXKAaBUTE-WICHKH MO OTHOLICHHE Ha 3all[UTarta Ha JKUBOTHUTE,
U3I0JI3BaHM 32 SKCIEePUMEHTAIHU U JPYTH HAYYHH LEeJIH.

(11 3a menuTe Ha MOHMTOpPMHra Ha OIIEHKAaTa PUCK—IION3a HAa KOMIIET-
SHTHHTE BJIACTH CE€ IPEJCTaBs BCSIKa HOBa MH(pOpMAIMs U3BBH MBbPBO-
HA4yaJHOTO 3asBJICHUE, KaKTO M Ipuiata HMHQOpMauus, cBbp3aHa ¢
(apmaneBTuyHara OxutenHoct. Ciel WM3AaBaHETO Ha pa3pelleHHe 3a
THPrOBUSI BCSIKO M3MEHEHHWE Ha JIaHHUTE B JIOKyMEHTalMsATa Cce
IpeicTaBs Ha KOMIIETEHTHHUTE BJIACTH ChIVIACHO M3UCKBAHUATA Ha
Pernament (EO) Ne 1084/2003 na Komucusra (*) u Permamenr (EO)
Ne 1085/2003 na Komucusra (°) WiIn ako € peseBaHTHO KbM BBIPOCa, B
CBOTBETCTBHME C HALMOHAIHUTE PA3NOpeNOu, KaKTO M C U3UCKBAHHATA
Ha ToM 9 or nyOmukaunmsra Ha Komwmcusra Illpasuna 3a nexap-
cmeenume npooykmu 6 Eeponeiickama obwmocm.

Hacrosimoro TNPUIIOKCHUE € Pa3ACICHO Ha YCTUPU pa3/IMUHU 4YacTH:

— B yacr I ca onucanu $popMaThT Ha 3asBICHHETO, 00OOLICHUETO Ha
XapaKTEePUCTHKUTE Ha TNPOLYKTa, €TUKETHPAaHETO M JIMCTOBKATA C
yI'BTBAHKS B OMAKOBKATa, KAKTO M M3MCKBAHHUATA 3a CTaHAAPTHUTE
3asBieHus (Moayiau oT 1 ;o 5).

— B wgacr Il e ypenena meporanmsita 3a ,,CrienuaiHUTe 3asBICHHS ",
TOECT YTBBPJICHU IPWIOKCHUS Ha JIEKapCTBEHUTE IPOIYKTH,
CXOIHM MO CBIIECTBO IPOAYKTH, YCTAaHOBEHH KOMOHMHAIWH,
CXOIHM OHOJIOTMYHM TPOAYKTH, W3BBHPEAHH OOCTOSTENICTBA,
KaKTO M CMECeHM 3asBieHHs (c Oumbnmorpadcka 9acT M dHacr,
IMOCBETEHAa Ha COOCTBEHHTE W3CIIC/IBAHHUSA).

— B wact Il ca pasrienanu ,,Oco0eHHTE W3UCKBAHUS KBM 3asBIe-
HHUETO MO OTHOUICHHE Ha OWOJIOTMYHWTE JICKApPCTBEHH IPOIYKTH
(OCHOBHA JOKYMEHTalUs 3a IUIa3Mara, OCHOBHA JOKyMEHTAaIWs 3a
BAaKCHHHH aHTHI€HH), paanodapManeBTHIM, XOMEONATHYHU JIeKap-
CTBEHH IPOIYKTH, PACTUTEITHH JIEKAPCTBEHH MPOIYKTH H JIEKapCTBa
cupany.

(") OB L 121, 1.5.2001 r., ctp. 34.

(®» OB L 15, 17.1.1987 r., ctp. 29.
() OB L 145, 11.6.1988 ., c1p. 35.
(*) OB L 159, 27.6.2003 r., ctp. 1.
() OB L 159, 27.6.2003 T., cTp. 24
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— B wacr IV ca pasrnenanu ,,JlekapcTBEeHUTE NMPOAYKTU 33 yCBBBP-
IOIEHCTBAaHA Tepamus M CIeNU(UIHUTE H3UCKBAaHUA KbBM JIEKap-
CTBEHUTE IIPOJYKTH 3a TeHHa Tepamus (C W3MOI3BaHE Ha
YOBEIIKAaTa aBTOJOTMYHA, AJOTCHHA WJIM KCEHOTEHHA CHCTEMa) U
JIEKApCTBEHNUTE TPOAYKTH 3a KICThUHA TEPamMs C YOBEIIKH N
KMBOTUHCKH HIPOU3XOJl, KaKTO M JIEKapCTBEHHTE IPOAYKTH 3a
KCEHOTEHHA TpaHCIUIAHTaIHUs.

YACT 1

MN3UCKBAHUS 3A CTAHIJAPTHU3UPAHA JOKYMEHTALHUA 3A
PASPEHIEHHUE 3A TBhPI'OBUSA

1. MOAVI 1: AAIMUHUCTPATHBHA UHO®OPMALIMA
1.1. Coabpixanue

HpCZ[CTaBSI C€ IIbJIHOTO CHABpPIKAHUE Ha MOAYJIA OT 1 o 5 or JOKY-
MEHTauusATa, MpeACTaBCHa 3a pas3spC€lICHUC 3a ThbpProBUSL.

1.2. ®opmyasp 3a 3asiBjIeHUE

JlekapCTBEHUAT MPOAYKT, KOWTO MpEICTaBsBa IpPEAMET Ha 3asBiie-
HHETO, CE WACHTU(UIHPA N0 COOCTBEHOTO CH HAUMCHOBAHUE M HaUMe-
HOBaHHETO Ha aKTMBHOTO/MTE BEIECTBO/a, 3aeIHO ¢ (apMaleBTUYHATA
cu GopMma, HaYMHA HA MPWIOKCHHE, KOHLCHTPALUATA U OKOHYATETHUSL
BHUJ], BKJIIOYUTEIIHO OIAKOBKATA.

[lomaBaT ce UMeTO W aApechT Ha 3asABUTENS 3a€IHO C UMETO U aapeca
Ha MPOU3BOJUTENIUTE, KaKTO M OOEKTUTE, YJacTBAIIN Ha pa3IUIHHTE
eTany OT MPOHM3BOJCTBOTO (BKIIOYUTEIHO MPOU3BOAUTENS HA KpailHHs
MPOAYKT W MPOU3BOJHUTEIUTE Ha aKTHBHOTO/HTE BEILECTBO/A, & KBACTO
€ MPWIOKHMO — U UMETO W aApechT Ha BHOCHUTENS).

3asBUTEIAT onpeneiil KakbB TUII 3asBJICHHUC 1€ I10JlaBa U II0COYBa
KaKBH 06pa3un Ca BKJIIOYCHH, aKO MMa U TaKHBa.

KBM aAMHUHUCTpAaTHBHUTE JaHHH CE IpHJIaraT KOMHs OT pa3pelIeHUETO
3a MPOU3BOJICTBO, KAaKTO € OompeJeneHo B wieH 40, 3aeJHO ChC CHHCHK
Ha CTpPaHUTE, B KOWTO € IOJY4EHO TaKoBa pa3pelleHHe, KOMHS OT
BCHUKM OOOOLIEHWS HA XapaKTePHCTHKUTE Ha IPOAYKTa B CHOT-
BETCTBHE ¢ WieH |1, KakTo € 0J0OpEeHO OT Abp)KAaBHUTE-WICHKH, KaKTO
W CHHCBK Ha CTpPaHUTE, B KOUTO € MPEACTaBEHO 3asABIICHHE 3a
paspenieHue.

Kaxrto e nmogueprano BbB GopMyIsapa 3a 3asiBICHHE, 3aBUTEIUTE NPeE]-
CTaBsT, inter alia, TOAPOOHOCTH 3a JIEKAPCTBEHUTE TPOLYKTH, KOUTO Ca
IpeAMET Ha 3asBJICHUETO, MpaBHAaTa OCHOBA 3a 3asBJICHHETO, Mpel-
JIOKEHUTE 3a pa3pelleHHe 3a THPrOBUSl THTYJSIP M IPOM3BOJMUTEN/H,
uHpOpMALMs OTHOCHO CTAaTyTa Ha JieKapcTBaTta CHpalM, HaydyHa
KOHCYJTAlusl ¥ Iporpama 3a HeaMaTpuyiHa pazpadoTka.

1.3. O0o0menne Ha XapaKTePUCTHKHTE HA NMPOAYKTA, eTUKeTHpPaHe H
JHCTOBKA ¢ YIBTBAHUS B OMaKOBKaTa

1.3.1. Obobwenue Ha xapakmepucmuxume HA NPOOYKma

3asBUTENAT MpeacTaBs 0000LIEHHE HAa XapaKTEPUCTHKUTE Ha HPOJYKTa
B CHOTBETCTBHE C wieH 11.

1.3.2. Emukemupal—te u qucmoseKka ¢ ynvmeanus 6 onaxKoekama

IpeacraBst ce MPEUIOKECHHWE 3a TEKCTa 3a CTHKET 3a IMbPBHYHATA U
BBHIIHATA OIIAKOBKA, 3aCOHO C MPEIJIOKCHHEC 3a JIHNCTOBKA C
YObTBaHUS B OIIAKOBKaTta. Te OTroBapsAT Ha BCHUYKHU 3aAbJDKATCIIHU
ycIoBHs, M30pOCHH B A1 V OTHOCHO CTHKETHTE Ha JICKAPCTBEHUTE
NPOJYKTH 332 XyMaHHa ynoTpeba (wieH 63) M JIMCTOBKA C YIbTBAaHHS
B omakoBkara (wieH 59).

1.3.3. Maxemu u obpasyu

3agBUTENAT NpencTaBs o0Opasell W/WIM MakeTH Ha IbpBHYHATA H
BBHIITHATA ONAKOBKA M 3a JINCTOBKATa C YIBTBAHUS B OIAKOBKATa Ha
JIaJICHUS JIEKapCTBEH MPOAYKT.
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1.3.4. Obobwenus na xapakmepucmuxume Ha npoOyKmume, eeve 000OpeHu
om 0vbpoIcagume-yieHKu

KbM anMUHHCTpAaTMBHUTE NAaHHM C€ IIpWIaraT KOMHUS OT BCHYKH
000011IeHNs Ha XapaKTePUCTHKUTE HAa IMPOAYKTA, KAKTO € ONpPEe/eNeHO
B wieHoBe 11 u 21, 0400peHH OT ABPKABUTE-WICHKH, KHICTO €
MPUIOKHUMO, 3a€JHO ChC CIMCHK HAa CTPAHUTE, B KOMTO € IPEICTABCHO
3asBJICHUE 3a pa3pelLICHHUE.

1.4. Hndopmanus 3a ekcnepTure

B cporBercTBue ¢ unen 12, maparpad 2 excrieprure TpsOBa na npen-
CTaBAT MOAPOOHM JOKJaAUd OT CBOUTE HAOIIONEHUS BBPXY MOKY-
MEHTUTE M JaHHMTE, KOWTO IIPEJCTaBIsABAT JOKYMEHTaLUATa 3a
paspeleHne 3a ThProBHs, U B YaCTHOCT MOAYJIH 3, 4 U 5 (XMMHUHA,
¢dapMaueBTHuyHa M OHOJIOTMYHA  JOKYMEHTAlMs U  CBOTBETHO
HEKJIMHUYHA M KIMHUYHA JOKyMeHTalus). OT eKCIepTHTe ce M3MCKBa
Ja pasriefaT KpUTHYHHTE TOYKH, CBBP3aHM € KauecTBOTO Ha JIieKap-
CTBEHHUsI NPOJYKT M HPOBEJECHUTE BBPXY MHUBOTHH M XOpa H3CIe]-
BaHUS, KaTo cbOeparT M NPEACTaBAT BCUUKH JaHHH, MMAllU 3HAuCHUE
3a OLICHKATa.

3a WM3NBJIHEHWETO Ha TE3W W3HUCKBAHUS Ce npeacraBss LAJIOCTHO
00001IeHIe 32 Ka4eCTBOTO, HEKIMHHYECH 0030p (ZaHHU OT MPOBEACHH
BbPXY JKMBOTHH W3CJIEABAHHUS), KAKTO M KIMHUYEH 0030p, KOHTO ce
BKJIIOYBA B MOAYJI 2 Ha [OKYMEHTAlUiTa 3a 3asBICHHETO 3a
paspemieHue 3a ThproBus. B Moxmyn 1 ce mpexncrtaBs Aekiapanus,
MOANMUCAaHA OT eKCHEepPTUTe, 3ae[AHO C KpaTka aBTOOHOrpaduuHa
CrpaBKa 3a TSAXHOTO oOpa3oBaHKe, OOy4YeHHE M CTaX HO Mpodecusra.
Excrieprure MMar Moaxo/sia TeXHHYECKa WM MPOo(ecuoHalHa KBaju-
¢ukamms. exnapupa ce U npod)eCHOHANIHATa BPb3Ka MEXIY EeKCIepTa
" 3asABUTCIIS.

1.5. CrneuM$puyHM M3UCKBAHHS KbM Pa3JIMYHUTE THUIIOBe 3asiBJIEHHS

CriennpuyHATE M3UCKBAHMS KbM pa3JIMUHUTE THUIOBE 3asBJICHUS ca
pasriefanu B yacT Il oT HacTOAIIOTO MpUIIOXKEHUE.

1.6. OneHka Ha pUCKa 32 OKOJHATAa cpeAa

Koraro e mnpuioxxuMo, 3asBICHUSATA 3a Pa3peIICHUS 3a ThPrOBHA
BKJIIOYBAT TMperjie]] Ha OlEHKaTa Ha pHCKa, B KOATO cCe€ JaBa
NIpPEleHKa OTHOCHO BB3MOXHHTE pPHCKOBE 3a OKOJHAara cpena
BCJIC/ICTBHE Ha H3IOJI3BAHETO W/WIM U3XBBPIISHETO HA JIGKAPCTBEHHS
MPOIYKT, KAKTO M MPEJIOKEHHUS 3a TMOJXOMSIIN Pa3nope0u 3a eTHKe-
THpaHeTo. Pasriexxna ce pPUCKBT 3a OKOJHATA Cpeia, CBBP3aH C
MyCKAHETO Ha JICKAPCTBEHH IMPOAYKTH, CHIBPXKAIIM HIH ChCTOSLIU CE
oT reHeTHYHO Moaupuipanu opranuzMu ('MO) mo cMmuchiIa Ha YIeH
2 ot Jupexrusa 2001/18/EO na EBponetickus mapiaament u Ha ChBera
ot 12 mapt 2001 T. OTHOCHO CH3HATEIHOTO OCBOOOXKJABAaHE B OKOJIHATA
cpena Ha TEHETHYHO MOAMGHIMPAaHM OpPraHU3MH W 3a OTMsHA Ha
JNupextusa 90/220/EMO Ha Cuerta (1).

I/IH(i)OpMaLII/IHTa, OTHacsla €€ 10 pHUCKa 3a OKOJIHaTa cpena, ce
npeacrass KaTo AONBJIIHECHHUE KbM MOAYJI 1.

HupopmanusaTa ce npeacTaBsi ChIVIacCHO pasnopendute Ha JupexkTusa
2001/18/EO, karo ce B3eMar NpelBH[ AOKYMEHTHTE C PBKOBOJCTBA,
ny6nukyBanu ot Komucusra BbB Bpb3Ka C M3IIBIHCHHETO Ha II0CO-
YyeHara JUPEKTHUBA.

Wudopmanusita ce cbCTOU OT:
— YBOIHA YacT;

— KOIIM€ OT IHMCMEHOTO/MTE CbIJIaCHe/s 3a CB3HATENHO OCBOOOXK-
naBaHe Ha MO B okonHaTa cpefa ¢ HAyYHOHU3CIECIOBATENCKH U
pasBoitnu nenu cernacHo yact b or Jupekrusa 2001/18/EO;

— uHpOPMAIHATA, KOSATO C€ M3UCKBA CBIVIACHO NpuiioxeHus ot II mo
IV xbm JupexruBa 2001/18/EO, BKIIOUMTETHO METOAU 3a
OTKpUBAaHE U WJICHTUUIMpAHE, KAKTO U YHHUKAIHUS KOJA Ha
I'MO, mmoc BecsKakBa — JONBJIHUTENHA  HHPOpMALMSA 110
orHomeHre Ha MO uiaM mpoxykT, UMal] 3HaYEHHE 3a OLEHKATa
Ha pUCKa 3a OKOJIHATa cpeja.

(') OB L 106, 17.4.2001 ., ctp. 1.
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2.1.

2.2.

2.3.

2.4.

— JOKJaJg 3a OIeHKara Ha prcka 3a okoiHata cpema (OPOC),
M3rOTBEH Ha 0azaTa Ha MH(OpMANUATA, TOCOYCHA B IPHIIOKCHUS
I u IV xem [Jupextusa 2001/18/EO u B CHOTBETCTBHE C
npuioxenue 1l xem dupekrusa 2001/18/EO;

— Karo ce B3eMe INpeIBHJ TopernocodyeHara HMHGOpMaIus, KakTo MU
OPOC, 3akmo4eHHe, KOETO Tpelylara IMOJXOJsIIAa CTpaTerds 3a
yIpaBJeHHE Ha pPUCKA, KOSTO, JAOKOJIKOTO € cBbp3aHa ¢ MO u
BBIIPOCHUS TPOAYKT, BKJIIOYBA IUIaH 3a HaONIOAEHHE clel H3fa-
BaHETO Ha pa3pelieHHEe 3a THProBUS U ONpPEICISHETO Ha
BCSIKAQKBH CIELMAJIHU IMOJPOOHOCTH, KOMTO € HEoOXOAMMO Jia ce
BKJIFOYaT B O0OOIIEHHETO HA XapaKTEPUCTUKUTE Ha ITPOAYKTa, B
€THKETHPAHETO W JINCTOBKATa C yIM'bTBAHMSA B OIAKOBKATa;

— MOIXOJSIIM MEPKH 3a MHPOPMHpaHE HA OOLIECTBEHOCTTA.

BxirouBar ce ChIIO MOANMC W I€4YaT Ha aBTOpa, CBECACHUA 3a 06]33.3—
OBaHHUETO, 06y‘ICHI/ICTO n CTaxXa My IO HpO(beCI/IHTa, KakToO H
JACKIapanys 3a OTHOLICHHATA MCEXIY aBTOpa WU 3asiBUTCIIA.

MOAYJI 2: OBOBLIEHWA

To3u Momyn uWma 3a Ien Aa HampaBu O00OOIIEHHE Ha XUMUYHUTE,
(apmareBTHYHUTE ¥ OHOIOTMYHUTE JAHHW, HEKIMHUYHUTE JAaHHU W
KIMHUYHUTE JaHHW, TPEICTaBEHH B MOIYNIH 3, 4 U 5 OT HDOKyMEH-
TaIysITa 3a pa3pelieHre 3a ThPrOBUs, KAKTO M J1a TPEACTaBH TOKIIAIH-
Te/TperiieuTe, OMKMCaH! B 4WieH 12 OT HacTosiata JUPEKTHBA.

Pasrnexxzar ce U ce aHalM3MpaT KpUTHUHHMTE Touku. [IpexncraBsar ce
o0o0wmenuara ¢ Qakrute, 3aeaHO ¢ TabmuuyHure Qopmatu. B Te3u
JOKJIaJ¥ C€ BKJIIOYBAT IIPENpPaTKH KbM TabAMuHUTE (OpPMATH HIH
KbM HHQpOpMalMATa, KOATO C€ ChIAbpXKAa B IJaBHATa JOKyMEHTalus,
npejcraBeHa B Moxyn 3 (XuUMH4HA, (apmaleBTHYHa U OHOJIOrMYHA
JOKYMEHTauust), Momyn 4 (HeKIMHMYHA JOKYMEHTalus) U MOIYN 5
(KJIIMHAYHA JOKYMEHTAIU).

WupopmarysTa, KOATO Ce ChAbpKa B MOJIYJ 2, Ce MPEICTaBs B ChOT-
BETCTBHE C (popMaTra, CHOBPKAHMETO M CHCTEMara 3a HOMEpHpaHe,
noco4yeHu B ToM 2 ot benexkara kpm 3asButenure. O63opute u 0006-
[ICHUSITA OTrOBapsAT HAa OCHOBHUTE MPHHLHUIK M W3UCKBAHUs, yCTa-
HOBEHH T10-7I0JTy B HACTOSIIHS JIOKYMEHT:

O0mo chaAbpKAHHE

Moy 2 BKJIIOYBA ChAbpIKAHHE HA HaydHaTa JIOKYMEHTALHs, Mpe.-
CTaBeHa B MOIYJH OT 2 10 5.

YBoa

IlpencraBs ce unHdopmarnus 3a (apmMakonIOrM4Hus Kiac, HaYMHA Ha
JelCTBHe W IPEeUIaraHOTO KIMHMYHO IPUWIOXKEHHWE Ha NPOJYKTa, 3a
KOHTO Ce MCKa pa3pelieHHe 3a ThPToBUs.

IIsis10cTHO 00001IEHNE 32 KAYeCTBOTO

B nsanoctHoTto 0000IIeHHE 3a KAaueCTBOTO Ce MPEJCTaBs Mperyie] Ha
UHPOPMALMATA, CBbP3aHA C XUMHUYHMTE, (papMaleBTHUYHUTE U OHOJIO-
MYHHUTE JJAHHU.

HaGnsira ce Ha KITIOYOBHTE KPUTHYHM MapaMeTPH U BBIPOCH, CBBP3aHH
C aCIeKTHTEe Ha KaueCTBOTO, a B CIIydaHTe, B KOHTO HE ca OWin
CIe/[BaHH CBOTBETHHTE DPBKOBOJACTBA, C€ IPEJCTaBsi M CHOTBETHATA
aprymenTtanus. To3u IOKyMeHT cieaBa oOXBaTa M Hpoduia Ha ChOT-
BETHHTE MOJPOOHM JaHHH, [PEACTABEHH B MOAYIN 3.

0030p HAa HEKJIMHHYHUTE XAPAKTEPHCTHKHU

W3uckBa ce mbjHAa M KPUTHYHA OLICHKA HAa HEKIMHHYHATAa OLIEHKAa Ha
JIGKapCTBEHHs MNPOAYKT IIPH S>KUBOTHHUTE/MH BUTPO. BkiouBar ce u
o0CHXKIIaHe M apryMEHTAlMsi Ha CTpaTerusra 3a W3MMTBAHMATA U 32
OTKJIOHEHHATA OT ChOTBETHUTE PBKOBOJCTBA.

C um3KIoueHre Ha OHOJIOTMYHUTE JICKAPCTBCHH HPOAYKTH CE BKIHOYBA
OLIEHKA HA MPUMECHTE M MNPOJAYKTHTE, KOHTO C€ MOJy4aBaT IIpH
pa3mafaHeTo, 3aeOHO C TAXHOTO MOTCHIMATHO (DAPMAKOIOTHYHO U
TOKCHKOJIOTHYHO BB3IEHCTBUE. OO0chxkIaT ce €CTECTBEHUTE
MOCEANIM OT BCSKAKBH PA3lMKH B XHPAJTHOCTTa, XMMHYHATa (opma
W BHIA NPUMECH MEXAy CHEAWHEHHETO, KOETO € H3IOJI3BAHO MPH
HEKJIMHUYHUTE W3CICIBAHUS, W TPOJYKTa, KOWTO e ObIe ThPryBaH.
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2.5.

2.6.

2.7.

OTHOCHO OHOJIOTHYHHTE JICKapCTBCHU IIPOAYKTH C€ IIpaBU OLICHKA Ha
CpaBHUMOCTTa Ha Marepuaja, H3IO0J3BaH B HCKIMHUYHUTE H3CICA-
BaHUs, U JICKApCTBCHUS IIPOAYKT, IPEAHA3HAYCH 3a THPIrOBUS.

BCeHYKH HOBM €KCIHMIIMEHTH Ca MpEAMET Ha CIENUalHa OIEHKa IO
OTHOIIICHHE Ha OE3BPEAHOCTTA.

XapaKTepHCTI/IKI/ITe Ha JICKApCTBCHUSA IPOAYKT C€ OIPEAC/IAT Taka,
KakTO € IOCOYCHO B HCKIMHHUYHUTC H3CICABAHHUsA, U CC OGC"b)I(IlaT
HOCICAUIUTE OT U3BOAUTEC IO OTHOIICHUC Ha 6€3BpeI[HOCTTa Ha JICKap-
CTBEHHUSI [POAYKT 3a NPSABHACHOTO KIMHUYHO IPHIIOKCHHUE B
XyMaHHaTa ME€AUIUHA.

0030p HAa KIMHHYHUTE XAPAKTEPHCTHKHU

KiMHUYHMAT Tpersiel uMa 3a IeN Ja MPeJCTaBi KPUTHYCH aHalu3 Ha
KJIMHUYHWUTE JaHHH, BKJIIOYCHH B KIMHUYHOTO 00OOIEHHE B MOIYT 5.
IpencraBs ce MNOAXOABT KbM KJIMHHYHATA pa3paboOTKa Ha JeKap-
CTBEHHsI MPOJYKT, C BKJIIOYEH MPOEKT 38 KPUTHYHO H3CIICBAHE, CBBP-
3aHHTE C HEro PEUICHHS, KAKTO W Pealu3MpaHeTO Ha H3CICIBAHUATA.

HpCﬂCTaBH C€ KpaThbK MPErJic Ha KIMHUYHUTE 3aKIIOYCHHS, KaTO CC
BKJIIOUBAT W BaXXHUTC OTIPAaHUYCHUSI, KAKTO U OLECHKa 3a IIOJ3UTE U
PHUCKOBETE, KOATO /1a C€ OCHOBaBa Ha U3BOAUTE OT KIMHUYHUTE U3CIICI-
BaHus. M3uckBa ce u u3narade Ha HUHTEepIpeTalusi OTHOCHO Ha4YuHa, 110
KONTO 3aKJIFOYCHUATA IO e(bI/IKaCHOCTTa n 663Bp€Z[HOCTTa TIOAKpEIIAT
npeajio)keHara A03a W THPCEHUTE IIOKa3aHWsI, KaKTO MU OIICHKa Ha
Ha4yuWHa, I10 KOWTO O606HleHI/I€TO Ha XapaKTCPHUCTUKUTC Ha IPOAYKTa
U OCTAHAJMTE MOAXOAW 1€ OITUMHU3UPAT MOJIBUTE U IIE n3beruaT
PUCKOBETE.

PazsicHsIBAT ce BBIIPOCHTE OTHOCHO €(hHKACHOCTTa W OE3BPEAHOCTTA,
KOWTO C€ CpelIaT B pa3paboTKaTa M OCTaBaT Hepas3pelIcHH.

O0o0meHne Ha HEKJIMHUYHUTE XapaKTepUCTHKH

Pesynrarute oT hapMakonoruyHute, HapMaKOKMHETHIHUTE M TOKCHKO-
JOTMYHNTE H3CICABAHUSA, NPOBEICHH BBPXY JXUBOTHU/MH BHUTpPO, CE
MPEICTAaBAT KaTO (HaKTONOTWS B HMHCMEHH M TaOIMYHH OOOOLIECHHS,
KOUTO C€ U3JIaraT B CIEJHHUA Def:

— VYBox

— Ilucmeno QapmakonaoruyHo oboOIeHne

— Tabnuuno (apmakonOruyHOTO 0000IICHHE

— Tlucmeno ¢dapmakokuHETHYHO 0000IICHNE

— TabnuuHo ¢apMakoKMHETHYHO 000O0IIEeHHE

— TIucMEHO TOKCHKOJIOTMYHO 0000IIeHne

— TabnuYHO TOKCHKOJIOTHYHO 000O0IIeHHE

O0o0meHne HA KIMHHYHUTE XapaKTePHUCTUKH

IpencraBs ce monpoOHO (akTONOTHYHO 00OOLIEHHE HAa KIMHHYHATA
nH(OpPMaLUs OTHOCHO JEKapCTBEHHs MPOIYKT, BKIIOYEHA B MOIYJ 5.
OO600I1IeHNEeTO BKIIIOYBA PE3yNTaTUTE OT OMO(apMaleBTHIHUTE H3CIIEe]-
BaHMS, OT KIMHUYHUTE (HapMaKOIOTHYHU H3CIIEIBAHHSA, KAKTO H OT
H3CIeBaHMATA [0 KIMHUYHATA e(UKacHOCT U Oe3BpenHocT. M3ucksa
Ce M KpaTbK 0030p Ha OTIEITHUTE M3CIIEIBAHMS.

PestomMupanaTa KIMHHYHA HHQOpMAIMS ce MPEACTaBsi, KaTo ce Craspa
CICAHMST PEn:

— OO6oOmenune no OuodapmaneBTUKaTa M CBbP3aHUTE C Hesd
aHAIUTUYHU METOIU

— O06o00mIeHre Ha KIMHUYHATE (HAPMAKOIOTHYHN HU3CIICABAHUS
— OO06o001eHne Mo KIMHUYHATA e(UKACHOCT
— OO06o001eHue Mo KIMHUYHATA OEe3BPEIHOCT

— Kparbk 0030p Ha OTIACTHUTE WU3CIICABAHHUS
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3.1

MOJYJI 3: XUMUUHA, ®APMALEBTUUHA U BUOJIOTMYHA
MH®OPMAILIMSI OTHOCHO JIEKAPCTBEHUTE ITPOJIYKTH,
CBABPKAIIM XUMUYHU WWIA BUOJIOTMYHU AKTUBHU
BELIECTBA

®opMaT M mpeacTaBsiHE

OOmwmAT PO Ha MOLYT 3 € CICAHUAT:

— Cpabpxanue

— HznoxeHue Ha JaHHUTE

— AxmusHo eewecmso

O0mu cBefeHUS
— Howmenxnarypa
— CrpykTypa
— OO0 cBoiicTBa
[IpousBogcTBO
— TlpousBoauren/u

— Onucanue Ha MIPOU3BOJICTBEHHUS porec "
MIPOM3BOJCTBEHUSI KOHTPOI

— Konrtpon Ha marepuanure

— Koutpon Ha kputnunute (asv U MEKAUHHUTE MPOLYKTH
— VYTBBbpXKIaBaHe M/WIM OLEHSABAHE HA Tpoleca

— Pa3BuTHe Ha MPOM3BOICTBEHHMS NPOLEC
XapakTepHUCTHKA

— TlosicHsiBaHe Ha CTpyKTypaTa M Ha JPYTH XapaKTePUCTHKH
— Ilpumecn

KoHTpOJ BbPXY aKTHBHOTO BEUIECTBO

— Cnemuduxauus

— AHaJIUTHYHU TIPOLEIYPU

— VYTBBbpXKIaBaHe Ha AaHATUTHYHUTE MPOLEIYPH

— AHaM3M Ha mapTuuara

— AprymeHTanus Ha crienudukanusTa

PedepeHTHH cTaHZAapTH MJIU MaTepHAIH
Cucrema 3a 3almymiBaHe HAa ChJAOBETE
Ycrto#iuuBocT

— OO0o006uieHNe M0 YCTOWYMBOCTTA U 3aKJIIOUYCHUS

— TIpoTokon 3a yCTOHYMBOCTTa Ciiell OJOOPEHHETO M aHra-
JKMMEHTH 110 OTHOILIEHHE Ha yCTOHYMBOCTTA

— JlaHHU 32 yCTOHUYMBOCTTa
— Kpaen nexapcmeen npooykm
OnucaHue U CHhCTAaB HAa IEKAaPCTBEHHUS MPOAYKT
dapmaneBTudHa pa3paboTka
— CbCTaBKU Ha JICKAPCTBEHUST MPOIYKT
— AKTUBHO BEIECTBO
— Excuunuentu
— JlexapcTBeH mpomyKT
— PaspaboTka Ha dopmynara
— W3numsnm
— @Ou3NKOXMMHUYHU U OMOJIOTMYHU CBOICTBa
— Pa3BuTHE Ha MPOM3BOACTBEHUS IPOIEC
— Cucrema 3a 3amymIBaHe Ha CBHAOBETE 32 ChXPaHCHHE
— MukpoOHOIOrHYHN XapaKTEPHH CBOWCTBA

— CBBMECTUMOCT
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IIpousBonctBoO
— TlpousBoauren/u
— Qopmyia Ha mapTuaara

— Onwucanue Ha TIpOU3BOJACTBCHHUSI INPOLEC KW KOHTPOJAa Ha
IIPpOU3BOJACTBOTO

— Koutpon BBpXxy KputHuHHTe a3z M MEXIUHHUTE
MIPOIYKTH

— VYTBBpXKIaBaHE H/WIN OLICHABAHE HA IIpoIeca
KOHTpPOX BBPXY €KCHUIHUCHTHUTE

— Cneuuduxanuu

— AHIUTHYHY IPOLEIYpHU

— VYTBBpXKIaBaHe HAa aHATUTHYHHUTE IPOLECAYPU

— AprymeHranus Ha cHelu(uKaluuTe

— EKCLMINEHTH ¢ YOBEIIKH U >KMBOTUHCKU IPOU3XOJ
— HoBu excrumnueHnTi

Kountpoun BBPXY roTOBHA JeKapCTBEeHHUS
OPpOAYKT

— Crnenudukaums/u

— AHAJIUTHYHU TPOLIEAYPU

— VYTBbpXkK/IaBaHe Ha AHATUTHYHUTE MPOLIEIYPH
— AHaM3M Ha NapTHIUTE

— XapakTepucTHKa Ha MPUMECHTE

— ApryMmeHTanus Ha Creuu(puKanuuTe
PedpepeHTHH HOPMHU U MaTepHANH

Cucrema 3a 3amnymBaHe Ha CbhJIOBETEe 3a
ChXpaHsABaHE Ha MPOJAYKTa

YcroiuuBocCT
— OO0006mIeHNe M0 YCTOWYMBOCTTA U 3aKITHOUYCHUS

— TIpoTokon 3a YCTOHYMBOCTTa CiieAl OJOOPEHHETO M aHra-
JKMMEHTH 110 OTHOILIEHHE Ha yCTOHYMBOCTTA

— JlaHHU 3a yCTOHUYMBOCTTa
— Jlonvanenus

— Cropbxenus U o0opyaBaHe (caMo 32 OMOJOTHYHHTE JeKap-
CTBEHH MPOIYKTH)

— Ouenka Ha 0e3BpeqHOCTTa MPH CIy4ailHO TPHUBHECEHH
BEILIECTBA

— Excrunuentn
— Jlonvanumenna ungopmayus 3a Esponetickama obwnocm

— Cxema 3a yTBBpKIAaBaHE Ha MPOEKTa 3a JIEKAPCTBCHUS
MPOIYKT

— TepaneBTU4eH MEXaHU3BM
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3.2.

— Ceprudukar/u 3a TOTHOCT

— JlekapcTBEHH MPOAYKTH, B YHHTO MPOM3BOJCTBEH IPOLIEC CE
BKJIIOYBAT WM C€ H3IOJN3BAT MATepPUaId OT IKUBOTHHCKHU
n/unm yoBewku npousxon (npouenypa TCE)

— bubmmorpadeka crpaska

CL):u,pmaHne: OCHOBHHU NPUHUHUIIA U U3UCKBAHUS

O

@

3)

4

©)

XuMuuHUTe, (PapMaleBTHYHUTE U OHOJIOTHYHHUTE JaHHHU, KOUTO Ce
npeacTaBiIT, BKJIFOYBAT o OTHOILICHHUEC Ha aKTI/IBHOTO/l/ITe
BEIIECTBO/a M II0 OTHOLICHHE Ha TOTOBHS JIEKAPCTBEH MPOIYKT
BCHYKHA HEOOXOJUMH CBEIEHHS OTHOCHO: pa3paboTBaHETo,
MPOU3BOJCTBEHHS IPOLEC, XapaKTEPUCTUKHTE K CBOMCTBATA,
orepaluTe ¥ H3WUCKBAHUSTA IO KOHTPOJA HA KAdyeCTBOTO M
YCTOIYMBOCTTA, KAKTO M OIMCAHHE Ha ChCTaBa M MPEICTaBsHE
Ha TOTOBUSI JICKAPCTBEHUSI MPOJYKT.

TIpencraBir ce [Ba OCHOBHM KOMIUICKTa JIOKyMGHTAlUs —
OTHOCHO AaKTHBHOTO/HTE BEIIECTBO/a W CHOTBETHO OTHOCHO
TOTOBHS JICKAPCTBEH MPOJIYKT.

OcBeH TOBa B HACTOSIMS MOAYJI C€ NPEACTaBs HOAPOOHA
uHGOPMALMS OTHOCHO H3XOJHUTE MAaTepHali U CYPOBHHUTE,
M3MO0NI3BaHU TI0 BPEME Ha OMNEPALUHUTE 10 MPOU3BOACTBOTO Ha
AKTUBHOTO/UTE BEIIECTBO/a M HA EKCLUITUEHTHUTE, BKIIOYEHH BBHB
(dhopmynata Ha TOTOBHUS JICKAPCTBEH MPOAYKT.

Beuukn mpouenypu ¥ MeTou, M3MONI3BAaHU 33 TIPOM3BOJCTBOTO U
KOHTpOJIAa Ha AaKTUBHOTO BELIECTBO M TOTOBHS JIEKapCTBEH
HPOAYKT, €€ OIKMCBAT C JOCTATBYHO MOAPOOHOCTH, Taka 4e Ja
ce Iane BB3MOXKHOCT Te Ja ObJaT IMOBTOPEHH IO BpeMe Ha
KOHTPOJIHUTE H3IUTBAHUS, NMPOBEKAAHU IO HCKAHE HA KOMIIET-
€HTHUTE BJIACTH. BCHYKM M3NHUTATENHN NPOLEAYPHU OTrOBapsT Ha
CBCTOSHMETO HA HAay4YHHUs IPOrpec KbM MOMEHTa Ha IIPOBEX-
JIAHETO MM M NOUIeKAT Ha yTBbpkaaBaHe. [IpencraBar ce u
pe3yaTaTuTe OT M3CIEBaHMS MO YTBbpkAaBaHero. Ilpu u3nura-
TENIHUTE NPOLEeAypH, BKIOueHH B EBpomneiickara Qapmakornes,
TOBa OINKCaHHE CE 3aMeCTBa C MOAXOAsIA MoApoOHa OuOIHOr-
padcka crpaBka ¢ mpenpaTK KbM MoHorpadusita/ure u obmute
IJIaBH.

Momnorpaduure or Espomeiickata ¢apmakoress ca MpUIOKHMA
KBbM BCHYKH BEIIECTBA, NpPEMapatd u (GapMauneBTHIHH (HOPMH,
KOUTO ca BKIOYeHH B Hes. [lo OTHOIIGHWE HA OCTAaHAINTE
BelIECTBA BCSAKA IbpKAaBa-wICHKA MOXE Ja H3UCKBA J1a Ce
cra3Ba coOcTBeHaTa n (hapMmakores.

Benpekn TOBa Tam, KbAETO NaleH MaTtepuan B EBpomelickara
(dapmakorness WiIM BBbB (papMakonesTa Ha JbpiKaBa-diIeHKa €
M3rOTBEH IO METOJ, MpU KOHTO € BB3MOXKHO Aa CE OCTaBAT
IpUMECHTe, KOWTO HE C€ KOHTPOIMpAaT B MOHOTpadusra Io
(apmakornesTa, T3 NMPUMECH U MAKCHMAIHO JOIYCTHMHTE MM
paBHMIIA TpsOBa 1a ce ACKIapupaT W TpsOBa Ja ce OmuiIe
MOAXOAAIIa Tpoledypa 3a H3MUTBaHE. B ciydamre, Kkorato
najaeHa cnenuHKaimsa, KOSATO € BKIIOYEHa B MOHOrpadus oT
EBponeiickara ¢dapmakones win BbB (papmakonesTa Ha CbOT-
BeTHaTa JbpkaBa-ulIeHKa, MOXE Ja Ce OKaXe HeJOoCTaTh4Ha 3a
OCYTYpsBaHETO Ha Ka4yeCTBOTO HA BELIECTBOTO, KOMIICTEHTHHUTE
BIACTH MOTraT JAa IOWCKaT OT THUTYJIsApa Ha pa3pelieHHeTo 3a
TBProBuss  mo-noxxoisdmu  crneuuduxamuu.  KommereHTHHTE
BJIACTH YBEJAOMSBAT BJIACTUTE, OT YHATO KOMIIETEHTHOCT €
BBIIpOCHATa (apmakornes. THUTYIApBT Ha paspelieHHeTo 3a
TBPrOBUs MpPEACTaBA [JaHHH II0 E€BEHTYalHO HEIOCTaThYHUTE
CBEICHMS, KaKTO M JONBJIHUTEIHO MPEACTaBEHUTE cel(UKAIIMI
Ha OpraHuTe, OT YHMATO KOMIIETEHTHOCT € BbIpOCHaTa (apma-
KOTIesI.

Korato B EBpometickara (apmakores ca BKIOYECHH aHATUTHIHU
NpOLEypH, TOBA ONMKMCAHUE CE 3aMECTBa BbB BCEKH CHOTBETCH
pazzen c¢ moaxomdmia moAapoOHa Oubimorpadcka cmpaBka ¢
MpenpaTkd KbM MOHOTrpadusta/ute u oOLiaTa/ute riaBa/u.
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B ciyganTe, KOoraTto M3XOAHHWTE MaTEpPHANIH, CYpPOBHHHTE, aKTHB-
HOTO/HTE BEIIECTBO/a UM EKCLMIIMEHTHTE He Ca ONMCAHH HHTO B
EBpomeiickata  Qapmakornes, HHTO BbB (apMmakornesra Ha
JbpKaBa-wIEHKa, MOXE Ja Ce€ TpHeME CBOTBETCTBHE C
MoHorpadust or Qapmakonesra Ha Tpera cTpaHa. B TakuBa
Cllydad 3asBUTENIT IpPEACTaBs KOHNHME OT MOHOrpadusra,
IPUAPY)KEHO OT MOTBBPXKACHHE OTHOCHO TIPOIEAypUTE 3a
aHaIM3 Ha JaHHUTE, ChIBPXKAIIM ce B MOHOrpadwusra, KakTto U
OT HPEBOJ, KBJIETO TOBA € HEOOXOAMUMO.

Korato wu3xomHuTe MaTepuanu, CypOBUHUTE, AaKTHBHOTO/UTE
BEILECTBO/Aa WJIM WHEPTHUTE ITBJIHUTEIM IIPEACTABISBA IPEAMET
Ha MoHorpadus or Esponelickata Qapmakores, 3asBUTEINAT
MOX€E Ja KaHIUIATCTBA 3a CEpTU(UKAT 3a TOMHOCT, KOHTO, ciel
kaTo Obe u3angeH oT EBponeiickata aupekuus 1no KauecTBOTO Ha
MEJIMKAaMEHTHTe, C€ TMpeJCTaBs B CbOTBETHUS pa3fesl Ha
HACTOSAIMUS MOAYJ. 3a Te3u cepTU(UKATH 32 TOJHOCT CHIVIACHO
MoHorpadust or Espomneiickara ¢dapmakones ce cuura, ue
3aMECTBAaT CBOTBETHHTE JAHHM OT CBOTBETHHTE CEKIUH,
OIMCaHU B Hacrosmus Monyi. IIpousBomurensr mnpencraBs Ha
3asBHUTENS NMUCMEHO yBEpEeHHE, ue IPOHM3BOJACTBEHMAT IIPOLEC HE
e Oui mojiaraH Ha M3MEHEHHs OT MOMEHTAa Ha M3aBaHETO Ha
ceptu¢ukara 3a TogHOCT oOT EBpomelickara mupekius 10
KauecTBOTO Ha MEIMKAMEHTUTE.

C 1en akTHBHOTO BEILIECTBO Ja ce aeduHupa mo-100pe, mpou3Bo-
JAUTCIIAT WM 3asAIBUTCIIAT MOXKE Ja OpFaHI/I3Hpa CJICAHOTO:

i) mOAPOOHO OMHCaHWE HA MPOM3BOJICTBEHHS IMPOIIEC,
il) KauecTBEH KOHTPOJ MO BpPeMe Ha MPOU3BOJACTBO, U
iil) yTBBpXKIaBaHEe Ha TMpoIleca,

KOETO Ja 6'LI[€ noAaIcHO OT TIIPOU3BOAUTEIISE Ha AKTUBHOTO
BCIICCTBO KAaTO OTACJIICH NOKYMCEHT HaIpaBO 0 KOMIICTCHTHUTC
BJIaCTU BBB BHUJ] Ha OCHOBHA JOKyMCHTAllUsi Ha AaKTHBHOTO
BCIIECTBO.

B TakpB ciydail o6ade MPOM3BOIUTENAT CHAOISABA 3asBUTEINS C
BCUYKHM JaHHU, KOHTO MOraT Ja ceé OKaXaT HeoOXOAMMH Ha
MOCJEAHUS TPH IO0EMaHe Ha OTrOBOPHOCT 3a JIEKapCTBEHUS
OPOAYKT. HpOI/ISBOIlI/ITeJ'lﬂT IMOTBBPXKAABA IMMCMCHO Ha 3asBUTCIIA,
4e TapaHTUpa CBINIACYBAHOCTTA HA KAyeCTBOTO Ha OTAEIHHTE
napTuau U 4€ HiAMa Ja IPOMEHS MPOU3BOACTBECHHUS INPOLEC HIHU
cneundukauuure, 06e3 na yBEJAOMH 3asBUTENs 3a TOBAa CBOE
nerictBue. JIOKyMEHTUTE M JaHHUTE B MOJAKPENa Ha 3asBICHUETO
3a TakaBa IpPOMsHA CE€ MPEJICTaBAT HA KOMIIETEHTHHUTE BIACTH;
TE3U NOKYMEHTU W JaHHU C€ INPEACTABAT CBHIIO U Ha 3asABUTEIIA,
KOraTo T€ 3acAraT OTKPHTAaTa 4acT OT OCHOBHATa JIOKYMEHTAlUs
Ha aKTUBHOTO BEILECTBO.

CreunualHUTe  MEpKH,  3acsrallid  INPeAOTBpATSABAHETO  Ha
npeHacsiHe Ha CroHrudopMHHM ecHuedanonatun (Marepuaim ¢
NPOU3XOA OT TMPEKHBHO JKHBOTHO): HAa BCSKA CTBIKA OT
MPOU3BOJICTBEHHS IPOLEC 3aABUTEIAT TPAOBa 1a IEMOHCTpUpA
CHOTBETCTBHETO HA H3IOJI3BAHMTE MaTepuanu ¢ PBbKOBOACTBOTO
OTHOCHO MHHHMH3MpaHE Ha pPUCKa OT IpEHACsHE Ha CIOHIH-
dbopmHaTa eHuedasonaTHs IO JKMBOTHUTE Ype3 JICKAPCTBEHU
HNPOAYKTH M HEHHUTE aKTyaJIM3MPaHW BEpPCUM, IyOIMKYBaHH OT
Komucusita B Oduyuaren eecmuux na Esponeiickus cvios.
JIeMOHCTPHUPAHETO Ha CBHOTBETCTBHE C TOPECIIOMEHATOTO DPBKO-
BOJICTBO MOXE JIa C€ M3BBPIIM WIM KaTO ce MpPEJACTaBU (3a mpea-
MOYUTaHe) CEepTH(HUKAT 3a TOJHOCT II0 OTHOIICHHE Ha ChOT-
BeTHaTa MoHorpadus ot EBpomeiickata ¢apmakornes, u3gageH
ot EBpormelickaTa aupeKkuus M0 KauecTBOTO HAa MEIMKaMEHTHTE,
WJIA KaTO C€ NPEAOCTABAT HAYUYHHU AAHHU, KOUTO Aa apryMEHTHUpaT
TaKoBa CHOTBETCTBHC.

Ilo oTHomIeHWe Ha CHOy4YailHO TPUBHECEHUTE BEIIECTBA CE
npencraBs MHGOpPMAIMA, B KOSATO 1a Ce AaBa OLCHKA Ha pHCKa
C omex Ha MOTCHUMAIHOTO 3aMbBpCSBaHE CbC CIydalHO
NPUBHECEHU BELIECTBA, HE3aBUCHMO AU CHIIUTE Ca C BUPYCEH
WM HEBHPYCEH XapaKkTep Taka, KakTo € (GopMysiumpaHo B CbHOT-
BETHHUTE PHKOBOJICTBA, KAKTO U B CHOTBETHATA 00I1a MOHOTpadus
u obma rmaBa ot EBponeiickara (apmakores.
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(11) Lsnara cenuanHa anapaTypa U ChbOPBHKEHHsI, KOUTO MOTaT Jia ce
IOJI3BAaT Ha KOMTO W Jla € eram OT IPOM3BOJICTBEHHS IPOLEC U
OIepaluTe M0 KOHTPOJ HaJ IPOHM3BOJCTBOTO HA JIEKAPCTBEHUS
HPOAYKT, C€ OMMCBAT IMOAPOOHO U 1O MOJXOSI] HAYHH.

(12) Tam, KbETO € IPHIOKUMO M HEOOXOIMMO, BbPXY MEAUIMHCKATa
amaparypa ce rnocrabs MapkupoBka ,,CE® chriacHo n3nckBaHusTa
Ha 3aKOHOAATEJICTBOTO Ha OOWIHOCTTA.

CrienaiHO BHHMaHHE C€ OTAENS Ha CICJHATe W30paHu
CJIEMEHTH:

3.2.1. Axmusno/u eewecmeo/a

32.1.1. O6bma wuHbopmMamuss U wuUHPOpPMALUSL OTHOCHO
H3XOAHHUTE MAaTepHAId U CYDOBUHUTEC

a) Hudopmanusra OTHOCHO HOMEHKJIATypaTa Ha aKTHBHOTO BELIECTBO
ce MpelcTaBs, KAaTO C€ BKIIOYAT MPEMOPBYUTEIHUTE MEKay-
HapoiHO HemaTeHToBaHO HauMenoBanue (INN), HaumeHOBaHue
no EBporeiickata (apMakores, ako € MPUIOKUMO, XUMHYECKO/U
HaMMEHOBaHUE/A.

IpencraBaT ce CHIIO W CTPYKTypHaTa (OpMyJa, BKIFOYHUTEIHO
OTHOCHTENTHAaTa M a0CONIOTHATa CTEPEOXMMHYHA (opMmyna, Moje-
KynHaTa (OpMyla W OTHOCHTEIHATa MOJEKyJlHa Maca. AKO €
HOIXOSIIO, 332 OHOTECXHOJOTMYHHUTE JICKAPCTBEHH MPOIYKTH CE
npeicTaBs CXeMaTHYHATa aMUHOKHMCEJIWHHA IOCIIeJOBATEIHOCT H
OTHOCHTEJIHATA MOJICKYJISIpHA Maca.

[pencrassi ce CIUCHK Ha (PU3UKOXUMHYHUTE U CHOTBETHO JPYTHUTE
CBOMCTBAa Ha AKTHBHOTO BEHIECTBO, BKIFOUUTENHO OMOJOTHYHATA
AKTUBHOCT IPU OHOJIOTUYHUTE JIEKAPCTBEHH MPOTYKTH.

0) 3a menuTe Ha HACTOAIIOTO NMPUIIOKEHUE TIOX ,,M3XOJECH Marepuan’
ce pa3bupa BCSKO BEIIECTBO, OT KOETO C€ HPOU3BEKAA WU
M3BJIMYa aKTUBHO BEIIECTBO.

3a  OMOJOTMYHUTE JIEKAPCTBEHH MNPOAYKTH IOA  ,,U3XOJEH
MaTepuan’ ce pa30dHupa BCSKO BEIIECTBO C OMOJOrMYEH MPOU3XOJ,
KaTo HAaNpUMep MHKPOOPraHM3MM, OPraHH M TBKaHH KaKTO C
pacTUTENICH, Taka M C JKMBOTHHCKM IIPOM3XOJ, KIETKH WM
TCYHOCTH (BKJ’[}OLII/ITCJ'IHO KPpBB U nna3ma) C XyMaHC€H HWJIM XUBO-
THHCKM  TIPOM3XOJ, KAakTO M  OHOTEXHOJOTHMYHH  KIEThYHM
KOHCTPYKIMU (KJIETBYHU CyOCTpaTH, PEeKOMOMHUpPAHU WIIM Hepe-
KOMGI/IHI/IpaHVI, BKJIFOYUTCIIHO 'bPBUYHHU KJIETKU

BuonornyHMUAT JeKapcTBEH MPOIYKT € MPOJYKT, YHETO AaKTHBHO
BEILECTBO € OMOJIOTMYHO BEIIECTBO. BHOJIOrHYHOTO BEIECTBO €
BEILIECTBO, KOSTO C€ MPOW3BEXKIA WM M3BJIMYA OT OHOJIOTHYCH
M3TOYHHMK M 33 YHMATO XapaKTEPUCTHKA W 3a OINpPEACNISIHETO Ha
YHETO KayeCTBO CE MPOBEXK/Aa KOMOMHAIMUS OT HU3MKO—XHUMHKO—
OMOJNIOTMYHHM WM3MUTBAHUS, 3a€AHO C IPOHM3BOJCTBEHMS NpOLEC U
KOHTpOJIa BbPXY Hero. 3a OMOJOTHMYHH JIEKAPCTBEHH MPOAYKTH Ce
CUMTAT CJICIHUTE: UMYHOJIOTHYHH JIEKAPCTBEHU MPOAYKTH H JIeKap-
CTBEHHU MPOAYKTH — MPOM3BOJHU OT YOBEIIKATA KPbB U YOBEIIKATa
KpBBHA IIJIa3Ma, ompejeieHu B wieH 1, maparpadu 4 u 10; nekap-
CTBEHUTE NMPOJYKTH, 0OXBAHATH OT YacT A OT NMPUIOKEHHUETO KbM
Pernament (EMO) Ne 2309/93; nexapcTBeHHTE NPOIAYKTH 3a
YCBBBPIICHCTBAHA Tepamnus, KakTo ca ompeaenaeHd B yacT IV ot
HACTOSIIIOTO MPUIIOKEHHUE.

Beuukn ocraHany BemecTBa, KOMTO CE M3IOI3BAT 3a IIPOU3BOJICTBO
WIM W3BIMYaHE HAa aKTHUBHO/M BELIECTBO/Aa, HO OT KOHTO TOBa
aKTHBHO BEIIECTBO HE € TPSIKO IPOM3BOAHO, KAaTo HAampuMep
peareHTHuTe, CPeanTe 3a KIETHYHUTE KYNTYPH, CEPYyM OT TEICHIKH
eMOpHOHH, aauTUBH U Oy(epH, KOUTO Ce M3MOJI3BaT B XPOMATOr-
paduaTa U T.H., Ca U3BECTHH KAaTO CypOBHHH.

32.1.2. Ilpomec Ha TMNpPOU3BOJACTBO Ha AaKTHUBHOTO/HUTE
BeU[eCTBO/a

a) OmnucaHMeTo Ha MPOM3BOJICTBEHHS MPOIEC HA AaKTHBHOTO/HTE
BEIIECTBO/a MPEACTABIsIBA AHTAKHUMEHTHT, KOWTO Ce TOoeMa OT
3asIBUTEJS 110 OTHOIICHHWE Ha MPOW3BOJACTBOTO. 3a /a Ce€ OMUIIAT
aZIeKBaTHO TPOW3BOJACTBEHHAT MpPOIEC M YNPABICHHETO HA TO3H
MpoIlec, clieaBa JAa Cce MPEeACTaBd MOAXOAAa HHPOPMAIUI
CBIIIACHO PBKOBOJICTBATA, MYOJMKYBAaHH OT arcHIUSITA.
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Benukn Matepuany, HeOOXOOMMH 3a HEIHTE Ha IPOU3BOACTBOTO
Ha aKTWBHO/M BEIIECTBO/a, C€ NPEICTaBAT BHB BUJI Ha CIIUCHK,
KaTo ce ONpeAeNs MACTOTO Ha BCEKH MaTepHal B MPOU3BOJCTBEHUS
mpouec. [IpeactaBs ce wuHpOpMamus OTHOCHO KadecTBOTO U
KOHTpOJIa BBPXY Te3u Marepuanu. [IpexcraBs ce u uHbOpMaIms,
[I0Ka3Ballla, 4€ MaTepHaJIUTEe OTrOBapAT Ha CTaHJApTUTE, CHOT-
BETCTBAIlM HA TAXHOTO IUIAHWPAHO MPUIIOKEHUE.

HpCI[CTaBSI C€ CIUCBK Ha CYPOBUHUTE, KAKTO U JOKyMEHTalUs
OTHOCHO Ka4€CTBOTO U KOHTPOJIa HA TE3U MaTCpUaliu.

ITocouBar ce chIIO U HUMETO, aApECHT U OTTOBOPHOCTTAa HA BCEKH
TMIPOU3BOAMUTEJI, BKIFOUYHUTCIIHO TMOAU3N'BIIHUTCIIUTE, KAKTO U BCUYKH
MPOU3BOACTBCHM MOIIHOCTH, BKIIOYEHU B MPOU3BOACTBECHUSA
MpoLEeC U MU3NMUTBAHUATA.

OTHOCHO OHOJIOTHYHHTE JICKapCTBEHU IIPOAYKTH C€ IIpujiarat
CICOAHUTC NOIIBJIHUTCIHU H3HUCKBAHUA:

OnucBar ce M ce JOKyMEHTHPAT MNPOU3XOABT M HCTOPHATa Ha
U3XOJHUTE MaTepHalu.

OTHOCHO CIIEIMaTHUTE MEPKH 32 NPEJOTBpATABaHE MPEHACSHETO
Ha CHOHrH(GOPMHH eHUedalonaTH IO >KUBOTHHUTE, 3asBUTEIAT
cleBa Ja IOKaXe, 4e aKTHBHOTO/MTE BEIIECTBO/a OTrOBapsi Ha
IIpenoppkata OTHOCHO MHUHHMHU3HpAaHE HAa pPUCKAa OT MpPEHACsSHE
Ha cHoHrupopMHarTa eHuedantonatus Mo KUBOTHUTE 4pe3 JeKap-
CTBEHM NPOAYKTH M HEHHUTE aKTyalu3UpaHW BEPCHH, IyOIH-
kyBauu ot Komucusta B Oguyuanen secmuux na Eeponeiickus
CvI03.

Koraro ce u3mon3Bar KJIEThYHM OaHKM, 332 KICTBUHHTE XapakTe-
PUCTHKHM C€ IIOKa3Ba, 4€ HE Ca IPEeThpPIEIM H3MEHEHHUs IIpu
MIPEXOTHOTO HUBO, M3IOJI3BAHO 32 MPOHM3BOJICTBOTO M MO-HATATBK.

CeMeHHHTE MaTepHalli, KISTbYHUTE OaHKH, KOHTEHHEpUTe C
m1a3Ma WM CEpyM M TaM, KbJETO € Bb3MOXKHO, MaTepHaINTe, Ha
KOMTO T€ ca NMPOM3BOAHH, CE MOJularaT Ha M3IUTBAHE 3a CIydaiiHO
MIPUBHECEHU BEILECTBA.

Axo IPpUCBCTBUETO Ha IHNOTCHHHAJIHO IIaTOIC€HHU CJIy'-IafIHO
NPUBHECCHU BEUIECTBa € HCI/I366)KHO, CbOTBCTHUAT MaTCpual ce
H3II0JI3Ba CaMO CJI€A KaTo NPETHhPIU AOMBIHHUTEIIHA 06pa60T1<a,
KOATO [a rapaHTupa CJIUMMHHHUPAHETO w/unu JAC3aKTUBHUPAHETO UM,
KOETO MNOJICKHU Ha IMOTBBPKIAABAHE.

Korato ToBa € BB3MOXHO, NPOM3BOJCTBOTO Ha BaKCHHH C€
OCHOBaBA Ha CHUCTEMa OT CEpHM CEMEHa M Ha YCTaHOBECHH
kieTpunn Oanku. lllo ce orHaca no GakrepuiiHUTE M BUPYCHHUTE
BaKCUHH, XapaKTEPUCTUKUTE HAa MH(EKTUpALIMs areHT Ce JIEeMOH-
cTpupar BbpXy ceMeHara. OCBEH TOBa YCTOIYMBOCTTAa Ha XapakTe-
PUCTUKHTE Ha OTCIa0BaHE IPU JKMBUTE BAKCHHH CE AEMOHCTpUpAT
BbPXY CEMEHATa; ako TOBa JOKa3aTeJICTBO HE C€ OKaXKe JocTa-
TBHYHO, XapaKTePHUCTUKUTE HA OTCIa0BaHE Ce JEMOHCTPHPAT ChILO
U Ha eTal IPOU3BOJICTBO.

3a JeKapCTBEHUTE MPOAYKTH, MPOU3BOJIHM OT YOBEIIKA KPBB WU
KpPBbBHA IUIa3Ma, B CHOTBETCTBHE C pasrnopendoute, GopMyIHpaHH B
gact III OoT HAcTOAMIOTO MpHUIIOKEHHE, Ce OMHUCBAT U C€ IOKY-
MEHTHpAT TMPOHM3XOABT M KPUTEPUHUTE 3a ChOMpaHe, TPaHCIIOP-
THUpaHE U ChXpaHsBaHE Ha W3XOJHMS MaTepuall.

Ormucear ce IIPOU3BOACTBCHUTE MOIIHOCTU U CHOPBIKCHUS.

M3nuTBanusATa M KpUTEPUUTE 32 NPUEMaHE HAa BCEKHM BAKEH eTarl,
CBE/ICHUATA OTHOCHO KaueCTBOTO M KOHTPOJIA BBPXY MEXKIMHHUTE
BEIECTBA, KAaKTO M IPOLECHT HA JaBaHE Ha MOTBBPXKICHHE W/WIH
OLICHKA C€ OCBILECTBABAT MO MOAXOJAIL HaYMH.

AKO TPHCBCTBHETO Ha TOTCHIMAIHO MATOTCHHH CIy4ailHO
MPUBHECEHH BELIECTBA € HEM30EeKHO, CHOTBETHHAT MaTepHal ce
M3M0J13Ba CaMO Cliell KaTo MPEThPIH JOMBIHUTENHA 00paboTKa,
KOSATO [1a TapaHTHPa CIMMHHHUPAHETO /MM AC3aKTUBHPAHETO KM,
3a KOETO Ce MOJyyaBa M IOTBBPKICHHE B pa3jieia, OTHACSII CE 0
OLICHKaTa Ha BUPYCHaTa GEe3BPEIHOCT.
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3.2.1.3.

3.2.14.

3.2.1.5.

3.2.1.6.

3.2.1.7.

3.2.2.
3.2.2.1.

e) IlpencraBs ce omucaHne W OOCHKIAHE HA MO-BAXKHUTE M3MEHEHHS
10 OTHOLICHHE HAa IPOM3BOJCTBEHMS IPOLIEC NpU pa3paboTKaTa
w/unn Ha O00EKTa, B KOWTO Ce TPOU3BEKIA aKTHBHOTO/HTE
BELIECTBO/a.

XapakTepucTHKa Ha aKTHUBHOTO/MTE BeUleCTBO/a

HpCI[CTaBHT CC€ JaHHHU, pa3sCHABAIM CTPYKTypaTa U OCTaHAJIMTE Xapak-
TCPUCTHUKU HaA AKTUBHOTO/UTE BCIIIeCTBO/a.

IpencraBs ce TMOTBBPXKIEHHE IO OTHOIIEHME HA CTPYKTypara Ha
AKTUBHOTO/UTE BELIECTBO/a B3 OCHOBA HAa (DU3MKOXMMHYHH W/HJIH
HMYHOJIOTHYHO-XMMUYHN ~ W/WIM  OMOJOTMYHH METOIM, KaKTO W
uH(OPMALKsS OTHOCHO MPUMECHTE.

KoHnTpon BppXy aKTHUBHOTO/HMTE BelleCTBO/a

IpencraBs ce mnoapoOHa uHpoOpManus 10  CHeUUPHUKALUHTE,
M3MO0JI3BAHH 33 PyTUHEH KOHTPOJ Ha aKTUBHOTO/MTE BELIECTBO/A, apry-
MEHTalusl B 110132 Ha u300pa Ha Te3u crenudUKaluy, METOAM Ha
aHAJIN3 U TSAXHOTO MOTBBPKICHUE.

[IpencTaBaT ce pe3ynTaTHTe OT OCBHIIECTBEHHTE IIPOBEPKH BBPXY
OT/ICNIHU TIapTHUAHW, MPOU3BEICHH 0 BpeMe Ha pa3paboTBaHETo.

PedpepeHTHH cTaHZApTH MU MaTepHANH

PedepentHure mnpemapatM M CTaHIAPTH C€ OINpENENSAT M OIMKUCBAT
nogpobHo. Koraro e Heo6Xoaumo, c€ M3MON3BAT  CIPAaBOYHU
XMMHYHHM M OMONOrM4YHM MaTepuanu oT EBpomneiickara dapmaxornes.

CucreMa OT CHhAOBE W 3amylHIBaHe Ha ChIOBETE 3a
ChbXpaHsBAaHC Ha aKTHBHOTO/HMTE BemeCTBO/a

HpeLLCTaBﬂ C€ OmUCaHHWE Ha cUCTeMaTa OT CBAOBE U 3allyllIBaHC Ha
CbIOBETE 3a CbXpaHsIBAHC Ha AKTUBHOTO/UTE BEIECTBO/A.

YcTo#iUMBOCT Ha aKTHBHOTO/HUTE BCIIICCTBO/a

a) Pestomupar ce BHIOBETE NPOBEACHU HW3CICABAHUS, H3IOJI3BAHHUTE
TIPOTOKONIM U PE3yNTATHTE OT U3CIIECABAHUATA.

0) B moxxonam ¢opmaT ce NPEACTaBAT MOAPOOHHUTE pe3yaTaTH OT
U3CIIEABAHUATA 110 YCTOMYMBOCTTA, BKJIIOUHTENIHO CBEICHUSTA OT
HpoLeypuTe 3a aHalu3 Ha JAHHUTE, M3MOJ3BaHU 3a IeHepUpaHe
Ha JIaHHM, KaKTO U YTBBP)KIABAHETO Ha TE3U IPOLEIYpH.

B) HpeHCTaBﬂ CE IIPOTOKOJ II10 yCTOﬁqHBOCTTa ClI€q u3gaBaHEC Ha
Pa3peIIeHUETO, KaKTO U aHIaXXUMCEHT I10 OTHOLICHUE Ha yCTOﬁ‘IH—
BOCTTA.

Tomog nexapcmeen npooykm

OnucaHue M CbCTAaB HAa TOTOBHSA JIEKAPCTBEH
NPONYKT

HpCHCTaBHT C€ OMMMCAaHUE Ha TOTOBHUS JICKAPCTBEH IMPOAYKT U HETOBUA
CbCTaB. CBCL[GHI/I}ITB. BKJIFOYBAT OIIMCAaHHUC Ha q)apMaHeBTI/I‘IHaTa (bopMa
U CbCTaBa Ha BCHUYKH CHCTABKHM Ha TOTOBUA JICKAPCTBEH MNPOIAYKT,
TAXHOTO KOJIMYECTBO Ha 06asa €AUHNIA, KaKTO H (byHKIH/IPITS Ha
CbCTABKHTC Ha:

— aKTMBHOTO/MTE BEIIECTBO/a

— CbCTaBKaTa/uTe Ha CKCHUIIMCHTUTEC, HE3aBUCHUMO OT TAXHOTO
€CTECTBO U H3IIOJI3BAHO KOJMYCCTBO, BKIKOYHUTCIHO OLBECTHUTCIIUTE,
KOHCEPBAHTUTE, CIIOMAraTeJHUTE BEIIECTBa, CTa6I/IJ'II/I31/IpaHII/ITe
BCIICCTBA, CI'bCTUTCIIUTE, EMYJITATOPUTE, OBKYCUTCIIUTE U apoOMaTHU-
3upamure BenecTsa u 1p.,

— CBCTaBKHUTE, IPEAHA3HAYCHH 3a MOTTBIIAHE WIH [PHIATaHe [0 IPYT
HAYMH Ha [AlWCHTa, OT BBHIUHUS CIIOM MOKPHTHE HA JeKap-
CTBCHHTE MPOAYKTH (TBBPOM KAICYJTH, MEKH KAICyIH, KarlCyil C
aHaJTHO TpHIOKeHHe, huivM—rabieTd u ap.),



200110083 — BG —16.11.2012 — 011.001 — 136

— Te3U MNOJPOOHOCTH C€ MpPHUAPYXKaBaT OT BCAKAKBU HEOOXOOUMH
JIAHHM, 3acsrallld BUAa CBbA U KBJIETO TOBA € HEOOXOJUMO,
HayMHA Ha 3allylIBaHE Ha TE3U ChJAOBE, 3a€IHO C MOJPOOHOCTH 3a
MEXaHM3MHTE, C KOUTO JIEKAPCTBEHUAT HPOAYKT IIe CE€ M3IOJI3Ba
WIM TpHIara M KOMTO 1€ TpPUAPY)KaBaT caMusl JIeKapCTBEH
HPOAYKT.

,,O0HuaifHaTa TEPMUHONIOTHA, KOATO TpsAOBa MJa Ce W3MOi3Ba 3a
ONMHUCaHNE HAa CHCTABKHTE HA JIEKAPCTBEHHUTE MPOIYKTH, HE3aBUCHMO
OT MPUJIOKCHHUETO Ha OCTAHAIUTE pa3nopendu Ha wieH 8, maparpad
3, OykBa B), 0O3Ha4aBa:

— 10 OTHOLICHWE Ha BEIeCTBara, BKIFOYEHH B EBporeiickara dapma-
KOIIes, WM aKo He Ca BKIIOYCHH, BBB (papMakomesTa Ha HIKOS OT
IIbP)KaBUTC-WICHKH, OCHOBHOTO HAWMCHOBAHHWC B 3arjlaBUETO Ha
BBIIPOCHATa MOHOTpadus C TMpernpaTka KbM MocodeHarta (apma-
KoIes,

— II0 OTHOLICHHE HAa OCTAHAIUTE BEIECTBA, MEXIyHApOJHUTE Herma-
TeHroBann HamMeHoBaHus (INN), npenopbuanm ot MexayHa-
ponHaTa 3ApaBHA OPraHM3alMsA, WIH aKO HE € BB3MOXKHO —
TOYHOTO HAay4yHO 00O3HAUEHHE; BEIIECTBATA, KOMTO HAMAT MEXKIY-
HapoJHU HeTbproBcku uMeHa (INN) wimm ToyHO HayyHO 0003Ha-
YyeHUe, Ce OIMCBAT B CIPaBKa, B KOSATO €€ BKIIOYBA HAYMHBT Ha
TSAXHOTO NPHUTOTBSHE, OT KAaKBO Ca NPUTOTBEHH, KaKBH JT00ABKM ca
BKJIIOUEHH M aKO € HeOOXOMMMO — JIPYrM BaKHH MOAPOOHOCTH,

— 110 OTHOIIEHHWE Ha OLBETUTEINTE — 0003HAYeHHeE ¢ KoJ ,,E, mageHo
um B upekruBa 78/25/EVO na CwBera ot 12 nexemspu 1977 r. 3a
cOnmkaBaHe Ha IpaBUIATa HA IbPKABUTE-WICHKH MO OTHOLICHUE
Ha OLIBETUTENIMTE, pa3pelleHd 3a M3MOJI3BaHE B JICKAPCTBEHHUTE
npoaykru (')  w/mmu  upexktuBa 94/36/EO  Ha EBpomeiickus
napiaameHT U Ha CbBera or 30 roHu 1994 r. OTHOCHO LBETOBETE
3a W3M0J3BaHE B XPAHHUTEIHH HPOAYKTH (2).

C uen mpeicraBsHe Ha ,,KOMMYCCTBCHHUS CHCTaB“ Ha aKTHBHOTO/HTE
BEIECTBO/a HA TOTOBHUTE JICKAPCTBEHH MNPOAYKTH € HEOOXOAMMO, B
3aBUCUMOCT 0T (hapManeBTHYHaTa (HOpMa, 3a BCAKO AKTHBHO
BELIECTBO Jla Ce MOCOoYar: Macara WK OposT eIMHHIM OHOJIOrHYHA
AKTUBHOCT, WM EIUHHIM 3a 1033, WIA 3a €OWHHIA Maca, WIH 3a
eJIMHHIIIa 00eM.

AKTHUBHOTHTE BCLICCTBA, IPEACTAaBCHU II0[ (bopMaTa Ha CbCIAUHCHUA
Wi TI[pOu3BOJAHH, CC 0003HauaBa/T KOJIMYECTBEHO qpe3 06LI_IaTa
My/I/IM Maca M axKo ¢ HGOGXOZII/IMO Wi BaXXHO — 4Ype3 Macara
AKTUBHO BCUICCTBO WJIM BEIICCTBA HAa MOJICKYJIaTa.

3a JICKapCTBEHUTC NPOAYKTH, CbABPIKAIIHN aKTUBHO BEIIECTBO, KOCTO €
OpeaMET Ha 3a4BJICHUE 3a Pa3pClICHUE 3a TbProBUA Ha TECPUTOPHUATA HaA
KOATO U Ja € OT AbPKAaBUTC-WICHKH 3a IIbPBU IIBT, KOJIMYECTBCHATaA
ClipaBKa 3a AaKTHUBHOTO BCEIICCTBO, KOETO MPEIACTaBIsIBa COJ WU
Xuapar, € Hu3pas€Ha CUCTEMATU3HUPAHO YpE3 MacaTa Ha aKTHUBHOTO
BCIICCTBO WJIM BEIIECTBA Ha MOJIEKYyJaTa. Bcewnuku JICKapCTBEHU
IPOAYKTH, IIOJYYHJIM BIOCICACTBHUC pa3pClICHHE B IbpiKaBUTC-
WICHKH, pasnojiarat CbC CIpaBKa, B KOATO KOJHUYCCTBCHHUAT CHCTAB 3a
€IHO M CBHIIO AKTHBHO BEIIECTBO € OTPa3€H IO €IWH W CBHIIU HAYHUH.

Enuannure 3a OHONOTMYHA aKTHBHOCT CE W3IOJN3BAT 3a BEIIECTBA,
KOWTO He Morar ga ce nehuHmpatr MoiekyisipHo. Korato mameHa
MEXIyHApOIHA CIWHMLA 32 OHOJOTHYHA aKTHBHOCT € ONpeielicHa OT
MesxayHapoaHaTa 3[IpaBHA OPraHM3AIMs, CE W3MOJI3Ba MMCHHO Ta3H
emquunna. Korato mageHa MeXIyHapoIHA eOWHMIA 3a OHOJOrMYHA
aKTHBHOCT HE € OIpEIeNicHa, eIMHHUINTE 3a OHOIOTrHYHAa aKTUBHOCT
ce W3pa3sBaT M0 TaKbB HAYMH, 4Ye [a NPEICTABIT HEABYCMHCICHA
uHGOpMALs OTHOCHO aKTHBHOCTTA HAa BEIIECTBATa IMOCPEACTBOM
M3MON3BaHe, KBACTO © MPHIOKHMO, Ha efuHHIMTe OT EBpomeiickara
(apmakories.

() OB L 11, 14.1.1978 1., c1p. 18.
() OB L 237, 10.9.1994 r., c1p. 13.
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3222,

3.2.23.

dapmaneBTHYHA pa3zpaboTka

Ta3u rmaBa ce mocBemiaBa Ha HH(OpPMAIMATA OTHOCHO Ppa3BOMHUTE
H3CIeIBaHMs, KOMTO C€ HPOBEXIAT C Led Ja Ce YCTAaHOBH, 4Ye
(dopmata Ha [03uUpOBKaTa, (hopmyiiaTta, MPOU3BOICTBEHHUST MPOIIEC,
CHCTEMaTa 3a 3alyllBaHe Ha CbIOBETe, MHKPOOHOIOTHYHUTE
CBOMCTBAa M YKa3aHMATAa 3a NPHIOKEHHE Ca MOAXOMIIIM 3a IUIAHH-
PaHOTO NPHUIOKEHHUE, YKa3aHO B JOKYMEHTALMATA Ha 3asBICHUETO 3a
paspeleHye 3a ThProBus.

WscnenBanusaTa, ONMMCAHM B HACTOsIATa IJIaBa, C€ pa3invaBaT OT
o0MyaiiHUTE KOHTPOJHM HW3MHUTBAHUS, KOHTO C€ MPOBEXIAT CHIIIACHO
cneipukanmure. Ompeaensat ce ©W Ce ONHCBAT  HAi-BayKHUTE
mapaMeTpu Ha QopMmynaTa W XapaKTepHHTE CBOWMCTBAa Ha Tpoleca,
KOMTO € BB3MOXKHO [ia MOBJHUSAT HAa CepUifHaTa BB3IPOM3BOJUMOCT,
ﬂeﬁCTBMeTO Ha J'leKapCTBeHI/Iﬂ HpO}lyKT U KAa4YeCTBOTO Ha J'leKapCTBeHl/lﬂ
npoaykT. KbM MOMBIHUTEIHUTE MOJKPENSIIA JaHHU, KOraTo TOBa €
MOAXOAALIO, C€ AaBaT MPENpaTki KbM CHOTBETHHUTE TJIABH OT MOJIYI
4 (Joxnanu OT HEKIMHUYHUTE W3cinenBaHus) u moayn 5 ([Joxnmamu or
KIIMHUYHHUTC l/ISCJ'[eIlBaHI/Iﬂ) oT LlOKyMeHTaLII/IﬂTa Ha 3asBJICHUCTO 3a
paspeieHne 3a ThProBusl.

a) JlokymeHTHpa ce CBBMECTMMOCTTa Ha aKTHBHOTO BEIIECTBO C
WHEPTHUTE IBJIHUTEIM, KaKTO M KIIOYOBUTE (DU3MKOXUMHYHH
XapaKTepUCTHKH Ha aKTUBHOTO BEIIECTBO, KOMTO MOrar Ja
MOBJIMAAT Ha JEHCTBUETO HA TOTOBHS JIEKAPCTBEH MPOAYKT HIIH
Ha CBBMECTHMMOCTTa Ha pa3IMYHUTE AaKTHUBHU BEIECTBA B
clly4anuTe Ha KOMOMHHPaHHUTE HMPOMYKTH.

6) JloxymeHTHpar ce eKCHMIHMEHTHTE M IO-TOYHO IO OTHOIICHHE Ha
CHOTBETHUTE MM (YHKLHH U KOHLEHTPALHS.

B) IlpencraBs ce ommcanue Ha pa3pabOTBAHETO HA TOTOBHUS MPOIYKT,
KaTo ce B3eMa MPEIBHI NPEUIOKCHHAT HAYHMH Ha HpPHEMaHe MU
[PHIIOKEHHE.

r) JlaBa ce TOTBBPXKIEHHE 3a BCSIKAKBM H3JIMIIBIM BBB (hopMyria-
Ta/uTe.

n) 1o ce orHacst 10 HUIMKOXUMHUYHHUTE W OMOJOTHYHHUTE CBOWCTBA,
pasriexiaa ce M ce JOKyMEHTHpa BCEKHM IapaMeThbp, KOHTO HMa
OTHOIIEHHE KbM JEHCTBHETO HA TOTOBHUS HPOIYKT.

e) Pasrmexna ce m300pbT Ha IMPOW3BOACTBEH IPOLEC M yCHBBPIICH-
CTBAaHETO My, KakTO ¥  pa3UKATe MEXOy Ppa3IudHHTe
IIPOU3BOJICTBEHH IIPOLECH, KOUTO CE M3IIOJI3BAT 3a IIPOU3BOJICTBOTO
Ha Oa3WCHUTE KIMHWYHU CEPUH, KaKTO M IPOLECHT, KOUTO ce
M3M0MI3BA 32 MPOHU3BOJICTBOTO HA TOTOBHS JICKAPCTBEH MPOIYKT.

)K) HOKyMeHTPIpaT C€ TOAHOCTITAa Ha CBAOBETC W HAYUHBT HM Ha
3aIlylIBaHC 3a LCJIUTE Ha CBbXPAHCHUETO, TPAHCIHOPTUPAHETO U
H3I0JI3BAHETO Ha TIOTOBUS JICKAPCTBECH IPOAYKT. Moxe na ce
HaJIOKW HOa C€ pasrjieaa BB3MOKHOTO B3aUMOJICHCTBUE MEXKIY
JICKapCTBEHUS IPOAYKT U CbhbJa 3a CbXPAaHCHHUETO MY.

3) MukpobuonornuHure cBodicTBa Ha jo3upamiara  (dopma 1o
OTHOLIEHHE HA HECTEPUIIHUTE M CTEPUIIHMTE IPOAYKTH CIeIBa Ja
OTroBapsT Ha TpeanucanusTa Ha EBpomneiickara dapmakomnes u ce
JIOKyMEHTUPAT B CbOTBETCTBHE C Hes.

u) C men ga ce mpeacTaBH MOAXOJIIIA MOAKPEIsina HHPOpMaLHs 3a
CTUKETHUPAHETO, Ce JOKYMEHTHpa CHBMECTHMOCTTA Ha TOTOBHS
JICKapCTBEH HPOJAYKT C Pa3speauTeNs WM JI03UPAIlOTO/UTe YCTPOii-
CTBO/a.

IIpomec Ha MPOM3BOACTBO HAa TOTOBUS JIEKAapCTBEH
OpONYKT

a) OnmucaHueTo Ha METOAAa Ha MPOU3BOACTBO, MPHUAPYKABALIO 3asiB-
JICHHETO 3a pa3pellieHHe 3a THProBUS CBIVIACHO 4ieH 8, maparpad
3, OykBa T), ce M3rOTBsI O TaKbB HAYMH, Y€ 1a Ce Jaae MOIAXOJISIL
KpaThK Iperje Ha eCTECTBOTO HA M3IMOJI3BAHUTE ONEpaluH.
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6)

B)

3a Tasu IeJT ce BKIJIF0YBA Hal-MaJKoO CIIETHOTO:

— II0COYBAT C€ PAa3IMYHUTE €Tald OT IPOM3BOACTBOTO, BKIIIO-
YUTEIHO KOHTpOJIAa HA TpOlleca W CHOTBETHHTE KPUTEPHH 3a
npreMaHe, Taka 4e Ja MOXE Ja Ce HampaBd OLCHKAa [Iajd
M3MOJI3BAHMAT 32 MPOHM3BOJACTBOTO Ha  (hapMaleBTHYHATA
dopma mpouec OuM MOrel Ja JOBeie A0 IPOTHBOIMOJIOXKHA
MpOMsIHA B CHCTABKUTE HA TPOIYKTA,

— B CJIy4auTe, KOraTto NMPOU3BOJICTBOTO € C HEMPEKbCHAT LUKBII,
ce TPEICTABSIT BCHYKM MOAPOOHOCTH, OTHACAIINA CE 0 TMPE-
Ma3HUTE MEPKH, KOUTO CE M3IIOJI3BAT 3a 00e3IeyaBane Ha XOMO-
TEHHOCTTa HAa TOTOBUS JICKAPCTBEH NMPOIYKT,

— EKCNICPUMEHTAIHUTE  M3CIC[BaHMS,  KOUTO  TapaHTupar
HPOM3BOJICTBEHUS MPOIIEC, KOTaTo Ce M3I0J3Ba HECTaHAApTEH
METOJl Ha MPOU3BOJICTBO MJIM KOraTo ca OT KPUTHYHO 3HAUCHUE
3a IPOMYKTa,

— TI0 OTHOUIEHWE Ha CTEPHIHWUTE JIEKapCTBEHH TPOAYKTH —
JITAHHW OTHOCHO IPOLECa HAa CTEPUIIM3ALMS M/UIM acelTHYHHTE
poueaypH,

— noapoOHa napTuiHa (opmyJa.

TTocousar ce HUMETO, aAPECHT U OTTOBOPHOCTTA HAa BCEKH IPOMU3BO-
JATECJI, BKJIIOYHUTCIHO MOAUSIBIHUTCIUTE, KAKTO W BCHYKH
TPOU3BOACTBEHM MOIIHOCTH, BKJIIOYEHH B MPOU3BOACTBCHUSA
TponeC U MU3NMUTBAHHUATA.

BxirouBaT ce jgaHHU 3a KOHTPOJIHUTE WU3IUTBAHUSA HaA IPOJAYKTa,
KOUTO Morar nga c¢¢€ IIpoB€AaT Ha MEXKIWHECH fETall OT
TIPOU3BOACTBCHUS IIPOLEC C OTJIC[ 00e3reyaBaHeTo Ha mocieaoBa-
TCJIHOCTTA HAa HPOU3BOACTBECHUS IIPOLICC.

Te3u u3nUTBaHUS ca OT OCHOBHO 3HAUEHHE 3a MIPOBEpKATa Ha CHOT-
BETCTBHETO Ha JICKAPCTBEHUsI MPOIYKT ¢ (opMmynaTa, KOrato Io
M3KJIIOYCHNE JIaIeH KaHIUAAT TMPEUIOKHA aHaJUTUYeH METOH 3a
WU3MUTBaHE HAa TOTOBHS JIEKAPCTBEH NMPOAYKT, KOHTO HE BKIJIIOYBA
KOJIMYECTBCH AaHalW3 Ha BCHYKM AaKTUBHM BellecTBa (MM Ha
BCHYKH CKCIUITHCHTH, KOWUTO TOMAJCKAT Ha CBHIIUTE H3UCKBAHHS
KaTo aKTHBHUTE BEIECTBA).

CpmoTo ce OTHaca 3a CiIydamTe, B KOHUTO KOHTPOJNBT IIO
Ka4eCTBOTO HAa TOTOBUS JICKAPCTBEH NPOAYKT 3aBUCH  OT
KOHTPOJIHUTE W3MUTBAaHHWA Ha CaMHs IPOHM3BOJACTBEH IIPOIEC MU
0COOCGHO KOTaTto JIEKAPCTBEHHMAT MPOAYKT IO CBHIIECTBO €
neHHUpaH upe3 MeTo/a CH Ha MPHUTOTBSHE.

IpencraBsT ce OMHUCAHHETO, JOKYMEHTALMATA W PE3yJITATUTE OT
BaIMAMPAIINTE W3CICABAHWS HAa HAi-BOKHHTE CTalmM MIM Hail-
BAXXHUTEC KOJMUYCCTBCHU aHAJIMU3HU, U3IIOJI3BAHU B IMPOU3BOACTBCHUSA
Tporiec.

3224 KOHTpPOJX BBPPXY €KCIHUIHUEHTHTE

a)

6)

B)

H30posBar ce BCHUKM MaTepHalli, HEOOXOAUMH 3a IPOU3BOACTBOTO
Ha CKCHOUIIMCHTH, KaToO CC€ II0OCOYBA MsCTOTO Ha BCCKHM CIWH B
MPOU3BOJCTBEHUs mpotiec. IIpeacTtassi ce HH(POPMAIHS OTHOCHO
KauecTBOTO M KOHTpOJIA Ha Te3u Matepuanu. [Ipeacrass ce undop-
Manus, KOsATO Ja OoKa3Ba, Y€ MAaTCPUAIUTE OTroBapsAT Ha HOPMUTE,
MPUETH 110 OTHOLICHHE HA TAXHOTO TPHIOKEHHE.

OuBETUTENNUTE TIPU BCHYKK CIydad OTIOBApAT HA W3MCKBAHHATA HA
Hupextuu 78/25/EMO w/umu 94/36/EOQ. OcBeH TOBa OIBETH-
TENUTE OTroBapsAT Ha w3uckBaHusTa Ha JupektuBa 95/45/EO Ha
CbBeTa, KakTo € M3MEHEHA.

3a BCEKM EKCLUIIMEHT C€ MPEACTAaBAT MOJAPOOHU CIEHN(HUKAIIH.
IIpouenypure 3a aHaIM3 HA JAHHUTE CE ONUCBAT U CE YTBBPXKAABAT
HAJJIEXKHO.

CHCHI/IaJ'IHO BHHUMAHHUE CE€ OTACIA HAa €KCHUIMHUECHTUTE C XYMaHCHCH
WK )KABOTHHCKH NPOU3XOMI.
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3.2.25.

3.2.2.6.

Ilo oTHOmIEHME Ha CIICLMATHUTE MEPKH 3a IPelOTBpaTsIBaHE
MIPEHACSHETO Ha CIOHTM(OPMHH eHIe(aJIonaTui C XUBOTHHCKU
[POU3XOA 3asBHTEIAT IPEACTaBs apryMeHTauus CbLIo H 32
SKCLUITUEHTHUTE, OT KOATO Ja CJIE/BA, Ye JICKAPCTBEHHST IPOIYKT
€ TPOM3BE/ICH B ChOTBETCTBUE ¢ PHKOBOICTBOTO OTHOCHO MHUHHMH-
3UpaHe Ha pHCKa OT IpeHacsHe Ha croHrudopMmHara eHueda-
JIONATHS TI0 JKMBOTHHUTE Ype3 JICKApCTBEHH MPOJYKTH M HEHHHTE
aKTyaIu3upaHu  Bepcuu, IyOmukyBann oT Komucusrta B
O¢uyuanen eecmuux na Eeéponeiickus cvios.

ApryMeHTanusi B IOJI3a Ha CBOTBETCTBHETO C TOPENOCOYEHOTO
yKa3aHHe MOXK€ Ja C€ IOCTHIHE WJIM 4pe3 NpelCTaBsiHe Ha
ceptiUKaT 3a TONHOCT CBIJIACHO CHOTBETHATa MOHOrpadus
OTHOCHO IIPEHACSHETO Ha CHOHTM(OPMHU eHuedanonatuu ot
EBpormeiickata ¢apmakomnesi (3a NpeAnoYnTaHe), WIH 4Ype3 Mpei-
CTaBsIHC Ha HAYYHH JaHHU B IIOTBBPXKJACHHUE Ha TaKOBa CbOT-
BCTCTBHC.

r) HoBOBBBeIECHU EKCIUITHEHTH

OTHOCHO EKCIMITUEHTAa/UTe, KONTO/KOMTO CE M3IOJI3BA/T 3a MBPBHU
BT I1I0 OTHOIIEHHWE Ha JaJeH JIEKapCTBEH MPOIAYKT HIM Ce
OTJIMYaBa/T ¢ HOB HAYMH HAa TPHIOKEHHWE, CE€ ONUCBAT B IBJIHH
MOAPOGHOCTH TIPOM3BOACTBOTO, XAPAKTEPUCTHKATA U KOHTPOJIBT C
MpPENpaTkd KbM JaHHUTE 338 O€3BPEIHOCTTAa — KAKTO KIMHHYHH,
Taka W HEKIMHWYHH, Karo Ce Cla3Ba TOPECOMEHATHAT (opmar
[I0 OTHOLIEHHE HA AKTMBHOTO BEILECTBO.

IlpencraBs ce AOKYMEHT, KOMTO ChIbpXka MOAPOOHHM XHMHYHH,
(bapmaneBTHYHN U OHOJIOrHYHK cBeaeHus. Te3u CBeIeHHs ce Tpe-
CTaBST B CHIIMA PEeJl, B KOWTO € MpEJCTaBeHa U IiiaBara, OCBETeHa
Ha aKTHBHOTO/WTE BEILECTBO/a B MOAYI 3.

Hudopmanusara 0OTHOCHO HOBOBBBEIEHUTE E€KCLUIUEHTH MOXE Ja
Cce MpPEACTaBH KaTO CAMOCTOSATENEH JOKYMEHT, H3TOTBEH BbHB
¢dopmara, onmcan B mpenxoxHute maparpagu. Korato sassurensr
U TIPOM3BOAUTENAT HAa EKCIMIMEHTH HE CBBIAJAT, BBIPOCHUAT
OT/IeTIeH JJOKYMEHT ciefBa Ja ObJe IpelOCTaBeH 3a MON3BaHE Ha
3aABUTENA, KOHTO 1a MOKe Ja Io MpeICTaBU Ha KOMIIETEHTHMTE
BJIACTH.

B Monmyn 4 oT nokyMmMeHTanusTa ce MPencTaBs AOMBIHHUTENIHA
uH(pOpMaIHs 10 U3CIEeIBAaHUATa HA TOKCHYHOCTTA.

B MOyl 5 ce IIpEeACTaBiAT KIMHUYHUTE HU3CJICABAHUSA.

KoHTpon BrpXy roTOBHS NE€KaAapCTBEH MPOAYKT

3a KOHTpoOJIa BbPXY TOTOBUS JIEKAPCTBEH MPOJYKT C€ MPEJCTaBs Cepust
OT TOTOBHA JIEKAPCTBEH MPOJIYKT, KOSATO BKJIIOYBA BCUYKH €AMHHUILHU OT
naneHa (apmaneBTHuHa GopMa, KOUTO ca U3pabOTEHH OT €IHO U ChIIO
M3XOHO KOJIMYECTBO MaTepuanl M ca NPEMHUHAIU Tpe3 €JHU U ChILU
Cepuu IPOU3BOJACTBO H/WIM TNPOLEAYPU I10 CTEPHIM3UpAHE, WU B
CIy4yauTe C HENpPEKbCHATHs TPOM3BOACTBEH IHUKBI — BCHYKH
€IIMHUIIM Ca MPOM3BEJCHU B €IMH M CBIIU OTPA3BK OT BpEME.

OCBEH aKo HsAMa TIoAXO0AA1I0 OCHOBAHUE 3a APYTro, MaKCUMAJIHO JOITYC-
TAMOTO OTKJIOHCHHC B CHABPIKAHHCTO Ha AKTUBHOTO BEUIECTBO Ha
TOTOBHSI JICKApPCTBEH NPOAYKT HE IIpEBHIIaBa + 5% B MOMEHTa Ha
HU3JIM3aHE OT 1I€Xa 3a IPOUu3BOACTBO.

IlpencraBs ce moxmpoOHa wuHpopManus MO crerudUKanunTe, apry-
MEHTAaIMsl OTHOCHO M300pa (NycKaHe M TPaWHOCT B HEOTBOPEH BHI),
METOAUTE 32 aHAJIU3 U TAXHOTO MOTBBPXKICHHE.

PC(i)epCHTHI/I CTaHAApTHU UKW MaTe€puUualu

PedepeHtHuTe TpenapaTd W HOPMHTE, KOWTO C€ W3IIOJI3BaT 3a
M3MUTBAaHE Ha TOTOBHS JIEKAPCTBEH MPOAYKT, CE€ ONPeneisiT H
OIMCBAaT TOAPOOHO, aKO0 He ca MPEIBAPUTEIHO MPEACTAaBeHH B
paszena, OTHACAI] Ce IO aKTHBHOTO BEIIECTBO.
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3.2.2.7.

3.2.28.

Cucrema CbJOBEC MW 3aTBapsAaHE€ Ha CBIAOBETC 3a
CbXpaHsAIBAaHEC HAa TOTOBHUSA JCKAPCTBCH NPOAYKT

IpencraBs ce omucaHWe Ha CHCTEMara CHIOBE W 3aTBapsHE Ha
CBIOBETEC 32 CHXPAHABAaHE HA TOTOBHS JICKapCTBEH HPOLYKT, BKIIO-
YUTETHO MACHTHYHOCTTA HAa BCCKH MaTepHal 3a H3paboTBaHE Ha HEMOC-
pencrBeHara onakoBka. Crienu(puKanuuTe BKIIOYBAT OMHCAHUE U HIICH-
TuduKanus. TaM KbIETO € MOAXOMSIIO, CE BKIIOYBAT METOMIH, HEBK-
JII0YEHH BBB (hapMakornesTa (C MOTBBPXK/ICHUE).

OTHOCHO HC(l)yHKI_II/IOHaJ'IHI/ITe BBHIIHU OIIAKOBBYHU MaTEpHAIU CC
npeacrasss CcaMO  KpaTKO  OIKMCaHUEC. OTHOCHO q)yHKLII/IOHaJ'IHI/ITC
BBHIIHU ONAKOBBYHU MaTepuajlnd c€ IpeACTaBsd U JTOHI'BIHUTECIIHO
OITUCAaHHUC.

VCTOWYUBOCT Ha TOTOBUSA JIEKapCTBEH NPOAYKT

a) O0600m@aBaT ce BUIOBETE MPOBEICHU H3CICABAHUS, W3IOJI3BAHUTE
MPOTOKOJIM U PE3yNTATHTE OT M3CJICIBAHUITA,

6) B momxomsamy ¢opmar ce HpencTaBsAT MOAPOOHHUTE pe3ynTaTh OT
H3CICABAHHUATA 1o yCTOﬁHMBOCWa, BKJIFOUUTCIIHO CBCICHUSA
OTHOCHO TIPOLEAYPUTE 3a AHAIN3 HA JAaHHUTE, W3MOJI3BAaHU IIPU
TFCHCPUPAHCTO HA JaHHU U IMOTBBPKAABAHETO HA TE3U NMPOUEAYPH,
OTHOCHO BaKCHHMTE — KOraro € HeoOXOJUMO, C€ IPEACTaBsT
CBEJICHHS 332 KyMyJIaTUBHATa YCTOWYHBOCT;

B) HpeI[CTaBF[ C€ IPOTOKOJI 3a yCTOfI‘IHBOCTTa CJIed paspelICHUETO U
AHTAXKUMCHTH MO0 OTHOILICHHUC Ha yCTOﬁqHBOCTTa.

MOAYJI 4: HEKIIMHUYHU JOKJIAJIA
@opmaT U TpeICTaBsIHE
OO0moTo chabpKaHUE Ha MOAYT 4 €, KakTo Cle/Ba:
— Coappxanue
— Jlokaamu OT M3CIeIBaHUATA
— @apmaxkonozus
— IIbpBuyHa apmakoIMHAMHKA
— Bropuuna dapmakoauHamMuka
— ®apmakomnorust Ha Oe3BpeAHOCTTA
— @apMakoIMHAMHYHH B3aUMOACHCTBUS
— @apmakokunemuka
— AHaNUTUYHE METOAM M TOTBHPXKIABAIIN JOKIAIN
— AbGcopouust
— Pasnpocrpanenue
— OOMsiHa Ha BellecTBaTa
— Ortnensaae
— ®dapMaKOKHHETHYHH B3aMMOJCHCTBUS (HEKIMHUYIHN)
— Jpyru papMakOKHUHETUUHH H3CIIEABAHUS
— Toxcukonoeus
— TokcHYHOCT Ha €MHUYHA J103a
— TOKCHYHOCT HA MOBTOpPHA /1032
— T'eHOTOKCHYHOCT
— WHu Butpo

— WH BUBO (BKJIIOYHTEIHO NONBIHUTEIHUTE TOKCHKOKH-
HETHUYHH OLICHKH)

— Kanneporennoct
— JIpArocpouHM HM3CIIEABaHUS

— KpaTtkocpounu U CperHOCPOYHU H3CIIEBAHUA
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— Jlpyru u3cnenBaHus
— PenpoayKkTuBHA TOKCHYHOCT W TOKCHYHOCT Ha Pa3BUTHETO
— IlnomoBUTOCT M PaHHO €MOPHOHAIIHO pa3BUTHE
— PasBuTHe Ha 3apoaumia W miIozxa
— IlpenaranHo M NMOCTHATAJIHO Pa3BUTHE

— W3cnenpanus, mpu KOMTO Ha riofa (MIIaad KHBOTHH) €
JajieHa J03a W/WIKM € HalpaBeHa IMO-HATAThIIHA OLCHKA

— MecTHa MOHOCUMOCT
— /Jlpyeu uszcredsanus na mokcuuHOCmma
— AHTHUTCHH
— HMmyHHa TOKCHYHOCT
—_— MexaHI/ICTVl‘{HI/I H3CJIeaABaHUs
— 3aBHCUMOCT
— Merabonuti
— Ilpumecn

— Hpyru
— bubnuorpadus
Chbabp:kaHHe: OCHOBHH NPUHIHMIN U H3HCKBAHUSA
CrienpialHO BHUMaHHUE Ce OT/ENA Ha CICIHUTE M30pPaHU CIEeMEHTH:

(1) ®apMakoIOrMUHUTE W TOKCHKOJIOTHYHHTE HW3MHMTBAHUs TpsAOBa 1a
MOKaXKaT:

a) TOTEeHLHAIHATa TOKCHYHOCT HA MPOJIYKTa U BCSKAKBH OMACHU U
HEXEJATeJTHM TOKCHYHU BB3JICHCTBUS, KOMTO MoraTr Ja
BB3HUKHAT B MPEAJIOKCHUTE YCIOBHS Ha NPHIOKEHHE IPH
Xopa; Te3W BB3ICHCTBUS cieABa Ja ObJaT OLCHEHH IO
OTHOILICHHE HAa CHOTBETHUTE MATOJOTHYHU MPOSBH;

6) dapmakonornyHuTe CBOMCTBA HA MPOJAYKTa B TSAXHATa KOJIH-
YeCTBEHA M Ka4yeCTBEHA BPB3Ka C MPEIIOKCHOTO HPHUIOKECHHE
npu xoparta. Beuuku pesynratd TpsOBa Ja ca HaASKAHH U Ja
ca ¢ BceoOmio mpuoxkenue. Korato e moaxoasiio, ce U3moisBar
MaTeMaTHYeCKH M CTATUCTHYECKH CIIOCOOHM 3a MPOEKTHpaHe Ha
CKCIIEPHMMCHTAIHH METOAU M 32 OLCHKA Ha Pe3yJTaTHTE.

OcBeH TOBa Ha KIMHUYHHUTE CICIMAIUCTH € HEOOXOIMMO Jia ce
IPEJIOCTABAT CBEACHHS 3a TEPAINEBTHYHUS M TOKCHKOJOTMYHUS
MOTCHIMAI HA MPOJYKTa.

(2) 3a OnonorMUHHUTE JIEKAPCTBEHU IPOIYKTH, HAIpUMEp HMYHOJO-
TMYHUTE JIEKapCTBEHH MPOJYKTH M JIEKapCTBEHUTE IPOAYKTH,
IIPOM3BOJIHM OT YOBELIKaTa KPbB M KPbBHA IUIA3Ma, W3UCKBAHUATA
Ha HACTOSIIMS MOJYJ MOKE Jla TpsOBa 1a ObaaT mpucrocoOeHn 3a
OT/ICNTHUTE TPOJIYKTH; CICIOBATEIHO 3asBUTEIST HPEICTaBs apry-
MCHTAallUs Ha IporpaMara 3a W3NHUTBAHUATA, KOSATO IIE Ce
IIPOBEX/IA.

HpPI YCTaHOBSIBAHETO Ha IporpaMara 3a U3IWTBaHUATA ClieABa Ja
C€ B3E€MC NIPEABUI CICAHOTO:

BCHYKM HU3MHUTBAHMS, 0PH KOUTO C€ H3UCKBA MHOTOKPATHO
IIpUJIaraHe Ha JIEKapCTBEHMS INPOAYKT, CE€ IPOSKTHUPAT C Orje] Ha
BB3MOXXHOTO HHAyLMpaHE Ha aHTHTENa M BB3MOXKHOTO B3aHMO-
JEMCTBUE C TAX;

H3CIe/BaHe Ha pENpogyKTHBHaTa (YHKLHsA, Ha eMOpHOHAJIHaTa
TOKCHMYHOCT/ ~ TOKCHYHOCTTAa TMpU  IUIOJA, HA  MyTarceHHUS
MOTEHIIMAl M Ha KaHIEpPOTeHHUs moTeHnuan. Korato ce mosBsT
CBbMHEHHUSI OTHOCHO CHCTaBKHUTE M3BBH aKTHBHOTO/HMTE BEILECTBO/A,
M3CIIEIBAHETO MOXE Ja CE 3aMEHH C YTBBP)KIABaHE HA TSIXHOTO
IIpeMaxBaHe.
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4.2.2.

(3) Tokcukonorusaita u (papMakOKWHETHKAaTa Ha EKCIMIUCHTHUTE,
M3NO0I3BaHM 3a IBPBH IIBT B oOyacTTa Ha (hapMameBTHKaTa, ce
HoJIaraT Ha Mpoy4YBaHHMS.

(4) Koraro cpmiecTByBa BEpOSTHOCT OT 3HAYHTEIHO DPa3rpa)<iaHe MO
BpeMe Ha NPECTOH Ha CKJaJ Ha JIEKapCTBEHHs NMPOIYKT, e B3eMa
MO/l BHHUMAaHHE M TOKCHKOJOTHATA HA NPOAYKTHUTE OT pPasrpax-
JIaHEeTO.

Dapmaronoeus

cDapMaKOJ'IOFI/I‘IHOTO u3cjeABaHe cJjieABa ABC pa3jIMdYHU JIMHUKM Ha
noaxon:

— MBPBO, IEHCTBHUATA, UMAIH OTHOIICHHE KBbM MPEIJI0KEHOTO Tepa-
MIEBTUYHO NPHWIOXKEHUE, CE MOyIaraT Ha afeKBaTHO IPOyYBAaHE U ce
omucear. Koraro € BB3MOXKHO, ce Ipmiara HpU3HAT U YTBBPACH
KOJIMYECTBCH aHAIM3 KAaKTO MH BHMBO, Taka W MH BHUTpo. HoBute
EKCTIEPUMEHTAIHA METOJM CE€ OIKCBAT TOJKOBa MOAPOOHO, 4e 1a
ce Jazie Bb3MOXKHOCT 32 TSXHOTO MHOTOKPATHO MOBTOpeHHue. Pesy-
TATHUTE CE MPEICTABIT KOJIUYECTBEHO, KaTO C€ MU3IMOJI3BAT HAPUMED
KpuBU Ha e()eKTa MpH pa3IUYHUTE JO03H, BPEMEBU KPHBH H T.H.
Koraro e BB3MOXXHO, Ce MpaBSAT CPaBHEHUs C JaHHHUTE, CBBP3aHU
C [aJIeHO BEIIECTBO WM BEIIECTBA C IOJO0HO TEPATIEBTHYHO
JIENCTBHE.

— Bropo, 3asBUTEIT NPOyYBa MOTCHIMATHUTE HEXETATeIHH (hapma-
KomuHaMU4YHA e(heKTH BBpXy ¢usnonornynute QyHKuumu. Te3u
NPOYYBAHUSI CE MPOBEXAAT C MPEABAPUTEIHO Pa3KpHBaHE HA Tepa-
NEeBTUYHATa rama. EKCIEePUMEHTATHHTE METOAM C€ OIHCBAT
N0ApOoOHO, OCBEH aKO HE MPEICTABISIBAT OTPAOOTEHH CTaHIAPTHH
OpoLeaypH, Taka dYe [a Ce Jaae BB3MOXKHOCT 3a TAXHOTO
MHOTOKPAaTHO MOBTOPEHHE, KaTO H3CICHOBATEIAT CE 3aAb/DKaBa Ja
YCTaHOBH TSAXHATa BAIMAHOCT. [3cienBa ce BCSKO CBhMHCHHE 32
M3MEHEHHE Ha PEaKIMH, Bb3HUKHAIM B PE3YJITAT OT MHOTOKPATHOTO
npuiara€e Ha BEIIECTBOTO.

OTHOCHO (hapMaKOAMHAMUYHOTO B3aUMOJEHCTBHE Ha JIEKApCTBEHHS
MPOAYKT C€ IPOBEXAAT M3MNMTBAHMS HAa KOMOMHAIMM HAa AaKTHBHH
BELIECTBA, KOMTO CE HajaraT WiIM BbB BPbB3Ka C IPEANOCTAaBKH OT
(hapMaKoJIOTHUeH XapaKkTep, WIK BbB BPb3Ka C [10KA3aHUs 3a Tepares-
TUYHOTO JISHCTBHE Ha Te3M BellecTBa. B mbpBust ciydail gapmakonu-
HAMHYHOTO M3CJIE/IBAHE II0Ka3Ba B3aUMOJEHCTBMATA, KOMUTO OHxa
MOIIM Ja NpUAajaT Ha KOMOMHAIMS 3HA4YeHHE 3a TEpareBTHYHOTO
npuiIokeHne. BbB BTOpHs cilydalf, Korato 3a KOMOMHaLUsATa ce
TBhPCH Hay4yHA apryMeHTalus 3a TepaneBTHYHO €KCIEPUMEHTHpAHE, C
U3CIIEJBAHETO CE€ ONpPEIEs Al OUaKBaHUTE OT KOMOMHALMATA eEeKTH
Morat Jja ce JI€MOHCTPHUPAT BbPXY KUBOTHH, KAKTO U JaJIU € Bb3MOXKHO
[IOHE J]a Ce U3CJIeABa 3HAYEHUETO HAa BCAKAKBM CBI'BTCTBAIIU €(EKTH.

@apMﬂKOKMHemuKa

dapMakOKHHETHKaTa O3HAa4YaBa H3ydyaBaHe ChA0AaTa HA aKTHBHOTO
BEILIECTBO, HA HErOBUTE META0OIUTU B OpPraHM3Ma, M IHOKpHBA H3y4a-
BaHETO Ha abcopOuysTa, pasmpejaeneHreTo, oOMsIHATa Ha BelllecTBaTa
(6buorpancdopmanmsita UM) U OTIEISIHETO HA TE3U BEIIECTBA.

W3ydaBaHeTo Ha Te3W pasiuvHu (asu MOXKe Ja Ce MPOBEXKIa TJIABHO
MOCPECTBOM (DU3HYHH, XUMUYHH U €BEHTYaIHO OHOJIOTHYHH METOH,
KakTO M MOCPEACTBOM HaOIo/IcHHe Ha jeiicTBuTenHara (apmakoau-
HaMHYHA JIEHHOCT HA CAMOTO BELIECTBO.

MudopmanusaTa OTHOCHO pa3NpeiCICHUETO M CIMMUHUPAHETO € HEeoO-
XOAMMa BBB BCHYKH Cllydad, KOraTO TAaKMBa JJaHHH C€ OKa3BaT He3a-
MEHHMH 3a OINPEACIIIHETO Ha JO3MPOBKATa IPH XOpa, KaKTo H IO
OTHOUICHHE HA XHMHKO-TEPANEBTHYHHUTE BEUIECTBAa (AHTUOMOTHIM M
T.H.) ¥ BEIECTBaTa, YHETO NPUJIOKEHHE 3aBUCH OT TeXHHUTE Hedapma-
KOJIMHAMHYHU BB3/ICHCTBHUS (HAIIPUMEP MHOTOOPOMHH MarHOCTHYHH
areHTu u Jp.).

W3scnenanuss MH BUTPO CBIIO MOTaT Ja C€ MHPOBEXKIAT, KAaTO Ce
M3BJIMYA TOJI32 OT HPEJMMCTBOTO IPH M3MOJ3BAHETO HA YOBEIIKH
Marepuall 3a CpaBHEHHME C >KMBOTHHCKM MaTtepuan (Hampumep CBBp-
3BaHETO Ha OeNThUMHHTE, OOMSHATA Ha BEILIECTBATa, B3aMMOJCH-
CTBUETO MEXIY Pa3IM4YHHUTE JICKapCTBA).
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Heobxonumo € (apMakOKHHETHYHO NMPOy4YBaHE Ha BCHYKH (hapMako-
JIOTHYHO AaKTHBHHM BemlecTBa. [Ipy HOBUTE KOMOMHAIMM MEXIY
W3BECTHH BEIIECTBA, KOMTO Ca OWIM W3CICIBAaHM B CHOTBETCTBHE C
MpeANUCaHUATa Ha HACTOAIIATa AWPEKTHBA, MOXCE Ja HE CE M3UCKBAT
(apMaKOKMHETHYHHU W3CJICABAHUS, aKO M3IUTBAHUATA HA TOKCHYHOCTTA
W TepaneBTHYHUTE EKCIIEPUMEHTH OIIPaBIaBaT TAXHOTO IIPOITyCKaHE.

dapMakOKHHETHYHATA [IPOrpaMa ce pa3paboTBa Taka, 4ye Jja MO3BOJIsIBA
CpaBHEGHHE M CKCTPANOJIIMPAHE MEXAY HUOBCIUKHS M IKUBOTHHCKHS
MaTepual.

Tokcukonoeus

a) TOKCHMYHOCT NpW eJUHHYHA J103a

M3nutBaHeTo Ha TOKCMYHOCTTA HAa €IWHUYHA JI03a O3HA4YaBa KOJIH-
YECTBCHO U KAYCCTBCHO IIPOYYBAHC HAa TOKCUYHUTE pCaKIUHU, KOUTO
€ BB3MOXXHO Ja BB3HUKHAT BCJICACTBUEC Ha CIAWHHUYHO IPUIIOKECHUC
Ha aKTHUBHOTO/UTE BCHICCTBO/EI, C’LH’Bp)KaIIIO/I/I C€ B JICKapCTBCHUS
IIPpOAYKT, B MPOIIOPHUUTE U (1)I/I3I/IKOXI/IMI/I‘{HOTO CbCTOSAHHUE, B
KOETO To/Te ce C’I),H’bp)l(a/T B JICUCTBUTEITHUSA TIPOAYKT.

M3nuTBanuATa Ha TOKCMYHOCTTAa HAa €AMHMYHA J03a 3a]bJKUTEITHO
ce MPOBEXAAT CHITIACHO CHOTBETHHUTE PBHKOBOJCTBA, MyOIUKYBaHH
OT areHuusTa.

6) TokcuyHocT Ha MHOT'OKpaTHa n03a

M3nuTBaHuATa HA TOKCUYHOCTTA Ha MHOTOKpaTHa 1032 UMaT 3a UeI
JAa PasKpuAT BCUYKH (I)I/ISI/IOHOI‘I/I‘IHI/I /WA aHATOMO-TIATOJIOTHYHHU
MU3MEHECHHUS, KOUTO BB3HUKBAT IIPU MHOTOKPATHOTO MPHUJIIOKCHUE Ha
AKTUBHOTO BCHICCTBO HUJIH KOM6I/IHaLU/lﬂTa OT aKTHBHHU BCUICCTBA MMPU
U3CJICABAaHE, KAKTO U Ja C€ ONPEACIIM B3aMMOBPB3KaTa MEXAY TC3U
U3MEHECHUS U JO3HUPAHETO.

Kato ISUI0 € KCJIATCIIHO Ja CC U3INBJIHAT OABC U3IHUTBAHHUSA — €OIHOTO
KpaTKOCPO4HO, C NPOABIDKUTCIIHOCT A0 YE€TUPU CEAMULIU, a JPYTOTO
— ABJITOCPOYHO. HpOL['bJDKPITeHHOCTTa Ha IIOCIC€OHOTO 3aBHUCH OT
ycjioBusTa Ha KIIMHUYHOTO IIPUJIOKCHHUEC. HCHTa My € Ja IIOKaxe
BB3MOXXHUTE CTpaHUYHU eq)CKTI/I, Ha KOHUTO cJic€IBa Ia C€ 061>pHe
BHMMAaHHUE MO BPEME HAa KIMHUYHHUTEC HU3CJIICABAHUA. HpO[['I)JDKI/ITBJ'I—
HOCTTa C€ ompeneida B CbOTBETHUTE PBKOBOJACTBA, Hy6JII/IKyBaHI/I oT
arcHuusATa.

B) I'eHeTHMYHA TOKCHYHOCT

L[eJ'ITa Ha U3CJICABAHCTO Ha MYTAar€HHUA U KJIACTOICHHHUA IMOTECHIUAT
€ Jla C€ Pa3KpUAT BB3MOXXHUTEC H3MCHCHUS BCJICACTBHUC Ha BB3ICH-
CTBUETO Ha JAaJC€HO BEUICCTBO BBPXY I'CHETUYHUA MATEpHUal Ha XOpa
WM KICTKH. MyTaI‘eHHI/ITe BE€HICCTBAa MoOrat naa MnpeacTraBiIsiBaT
OMaCHOCT 3a 3ApaBE€TO, MPHU TIOJOKEHUE Y€ M3JIaraHeTo Ha
MyTaréH HOCH B cebe cu puCKa OT HHAYHUHWpPAHE Ha 6aKTepHanHa
MyTalusd C BB3MOXHH HACJICACTBCHU HAPYHICHUA, KaKTO M pPHUCKa
OT COMAaTUYHHA MYTalWH, BKIOYATCIHO TaKHBa, KOUTO BOIAT OO
pax. Tesn U3CJICABaHUA Ca 3adbJDKUTCIHU 3a BCHYKH HOBH
BCIIICCTBA.

r) KanneporeHnoct

OONKHOBEHO C€ W3MCKBAa MPOBEXKIAHETO HAa M3MUTBAHUS 3a
pa3KpHBaHE Ha KAHIEPOTCHHU €(EKTH:

1. Te3su wuscrnenBaHusi ce NPOBEXKAAT IO OTHOIIEHHE HAa BCEKU
JIEKapCTBEH IMPOJYKT, 32 KOMTO ce OyakBa, 4ye Ile Ce Mpuiara
KJIMHUYHO 3a IMO-TIPOABIDKUTEIICH IEPUOJ OT BpeME OT JKHBOTa
Ha MalMeHTa, HE3aBHCHUMO Jald NPHIOKEHHETO IIe € Hempe-
KBCHATO WJIM MHOTOKPAaTHO M C NEPUOJMYHO E€CTECTBO.

2. Te3m m3cienBaHust ca MPEMOPHUUTENHHU 3a HAKOM JIEKAPCTBEHU
NMPOAYKTH, B CIOy4aili d9e BB3HUKHE CBMHEHHE OTHOCHO
BB3MOXKHHS UM KAHICPOT€HEH IIOTEHNIWall, HaNpuMep OT
NPOAYKT OT ChIllaTa KaTeropus WIM MOJO0HA CTPYKTypa, WIH
OT CBHJCTEICTBO OT MW3CIEABAaHWA HAa TOKCHYHOCTTA TIPH
MHOTOKPATHO TIPUIIOJKEHHUE.
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3. He e HeoOxomuMo A€ ce MPOBEXAAT M3CICIBAHUSA C HECHBMHEHO
TeHHO-TOKCHYHY ChCTABKH, CJIEJ KaTo Cce MpeAIoara, 4e ChIIuTe
NIPEACTaBIsBAT KAHIIEPOTE€HH, KOUTO C€ TpeJaBaT OT BUJ Ha BUJ
U TPEICTaBIABAT OMACHOCT 3a YOBEKa. AKO CE IUIaHHpa TaKbB
JIEKapCTBEH MPOIYKT Ja Ce INpWiara XpoHHYHO BBPXY XOpa, €
BB3MOXKHO Jla C€ OKaKe HEeOOXOJMMO IIPOBSKAAHETO Ha
XPOHUYHO H3CJIEIBAaHE C IEJ1 Ha paHEH CTaaWil la ce pas3Kpue
BB3MOXEH e(eKT Ha oOpa3yBaHe Ha TYMOPH.

1) PernpoaykTMBHA TOKCHYHOCT M TOKCHYHOCT Ha Pa3BUTHETO

€)

TlocpeacTBoM MOAXOAANIM M3MUTBAHHS CE MPOBEXK/A U3CIIEIBAHE Ha
BB3MOXHOTO Pa3CTPOMCTBO Ha MBXKKaTa MIIM JKEHCKaTa pPenpo-
JNyKTUBHA (DYHKUMS, KaKTO M Ha BPEAHHTE BbB3ICHCTBUS BBPXY
MIOTOMCTBOTO.

Te3n M3nNUTBaHMS BKIIIOYBAT MU3CIEJBAHUS OTHOCHO Bb3JIEHCTBHETO
BbPXY MBXKKaTa WM JKEHCKaTa penpoayKTHBHA  (yHKuuS,
U3CIEIBaHUsl BBPXY TOKCHYHHUTE M TEPATOreHHHTE e(pEeKTH Ha
BCHYKM CTaJUM Ha Pa3BUTHE OT 3a4aTHETO [0 II0JOBATa 3psUIoCT,
KaTo Ce BKJIOYBAT M JIATEHTHUTE €(EeKTH, KOraTo JEKapCTBEHHST
MPOAYKT BBB (ha3a NpOydyBaHE € INPUIIOKEH HA MKEHCKH HHIAUBUI
o BpeMe Ha OPEeMEHHOCT.

B cimyuaii Ha mpomyckaHe Ha Te3W H3CIEIBaHUS C€ IPEICTaBS
MOIXOASIIA apTyMEHTAIHSL.

B 3aBucMMOCT OT MOCOYEHOTO MPHUIOKCHHWE HA JIEKAPCTBCHUS
NPOAYKT € BB3MOXHO Ja C€ MW3UCKBAT W JIONBIHUTEIHU
W3CNIeIBaHMS 10 OTHOIIEHWE HA Pa3BUTHETO HA IIOAA IO BpeMe
Ha NPHIOKEHHETO Ha JIEKapCTBEHMs MPOJIYKT.

OOUKHOBEHO ce MPOBEXKAAT M3CJACABAHHA BBPXY TOKCHYHOCTTA NPH
3apoJMIla M IUIOAA Ha JABa BUJAa OO3aiHUILM, SIMHUST OT KOUTO
crnenBa qa He e rpusad. [IpoBexar ce nepuHaTaIHU U OCTHATAIHU
U3CIeBaHUS BbPXY IOHE €MH BUA 003alHMK. AKO 3a MeTabosn3Ma
Ha JIGKapCTBEHHs NPOJYKT MPU AaJeH OHOJIOTMYEH BH] € U3BECTHO,
ye e 1MoJ00eH Ha MeTaboIM3Ma IPU YOBEKa, XKENATeHO € TO3U BUJ
cbmo jga Obae BrioueH. JKemareqHo € ChIO M CIAMHUST OT
BUJIOBETE J1a € CBUIMAT, KaTO MPH NPOBEKIAHETO HA U3CIEABAHUATA
Ha TOKCMYHOCTTA IPH MHOTOKPAaTHO HpHJaraHe Ha J03ara.

CBCTOSTHUETO Ha HAay4YHUTC IIO3HAaHHS KbM MOMEHTA, KOrato ce
NnpeAcraBsAT U3CJI€ABaHUATA, CHIIO C€ B3€Ma I104 BHHUMAaHHEC,
KoraTto ce€ onpeaeiisa NPOCKTHhT 3a HU3CJIC/IBaHUsATA.

MecTHa MOHOCUMOCT

Llenra Ha u3cnenBaHUATa HA MECTHATA IIOHOCHMOCT € JIa YCTAHOBH C
MOJIOKUTENHOCT [Jajdu JIGKAPCTBEHUTE INPOMYKTH (BKIIOUUTEITHO
AKTUBHOTHTE BEILIECTBA M EKCLMITMEHTHTE) C€ MOHACAT OT MecTrara
B OpraHu3Ma, B KOHTO T€ MOTAT Ja BCTBIAT B KOHTAaKT C JieKap-
CTBEHUSI TPOAYKT CJIeJl HEroBOTO KJIMHMUYHO npuiarane. Crpa-
TeruATa Ha W3NUTBAaHUATA € TakaBa, Y€ BCHYKH MEXaHHYHU
epeKTH OT MNPUIOKEHHETO Ha JIEKApCTBEHHS INPOJYKT, KAaKTO H
YUCTO (DU3MKOXUMUYHOTO My AEiCTBHE, MOraT Ja ce OT/INYaBaT
OT TOKCHUKOJIOTMYHHUTE M (hapMaKOANHAMUYHHTE.

V3nuTBaHETO Ha MECTHATa IIOHOCHMOCT KbM [aiCH Ipemapar ce
M3BBPIIBA, CJIE] KaTO CE NMPEMMHE IIpe3 MpeJBapUTENIHA OJrOTOBKA
3a NPUIIOKEHHE CIIPSIMO XOpa, KaTo MPHU JEYCHUETO Ha KOHTPOJIHA-
Ta/uTe TPyna/m ce U3Ioi3Ba HOCUTEN M/MiaM ekcuunuentu. Koraro e
HEoOX0MMO, Ce BKJIIOYBAT BEIECTBA 3a ITOJIOXHTENIEH KOHTpPOII/pe-
(epeHTHH BelecTBa.

Pa3p8.60TBaH€TO Ha HM3IKUTBAHUA HAa MECTHATa IMOHOCHUMOCT (I/I360p
Ha OWOJIOTHYHU BHUJIOBC, IIPOABJDKUTEIHOCT, YE€CTOTAa W IIBT HaA
Ipujiarane, IIOBI/IpOBKa) 3aBUCH OT Ha4iuHa, II0 KOWTO 111€ 6’[:[[6
HU3CIICABaH HpO6J’IeM'I)T " OT MNPCIVIOKCHUTE YCIIOBUA 3a IpUJIaraHe
B KIIMHUYHAaTa IIpaKTHKa. TaM, KBJACTO € MoAXOoaAI0, C€ HU3IIbIHABA
PEBEPCUBHOCT HA JIOKAJIHUTEC HApPYLICHUS.

W3cnenpanusara BbpXy )KMBOTHH MOTAT @ C€ 3aMEHSAT C YTBbPICHH
W3MUTBAHUS MH BUTPO, MPH IOJOXEHUE Y€ PE3YJITATUTE OT H3IHUT-
BaHHUSATA Ca ChC CPABHUMO KAyeCTBO M IM0JI3a 3a IIEJIUTE HA Ol[EHKATa
Ha 0e3BpeIHOCTTA.
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OTHOCHO XUMHUKAJIUTE, KOUTO C€ IMpuiarat KOXHO (HaHpI/IMep
A€pMaJIHO, aHAJIHO, BarI/IHaJIHO), C€ JaBa OILCHKa Ha IIOTCHIOHAlIa
Ha OCC3aHHUECTO B IIOHEC €IHA OT HM3IMUTHUTC CHCTEMH, KOUTO Ca Ha
PasnojioxKEHUE B MOMCHTa (KOHI/I‘ICCTBSH aHaliu3 Opu MOPCKOTO
CBHHYE HIIM KOJHUYCCTBCH aHAJIM3 HaA JIOKAJTHHUTE J'II/IM(I)HI/I B’LSJ'II/I).

MOAYJI 5: JOKJIAJW OT KJIMHUYHUTE M3CJIEJIBAHUA
dopmaTt M npeacTaBsiHe

OO6WIOTO CHIBPKAHME HA MOIYN 5 €, KaKTO Cle/Ba:
— ChappxaHue 3a IOKIaJUTe OT KIMHAYHUTE H3CIICIBAHUS
— Taban4Ho M30pOsBaHE HA BCHYKM KIMHUYHU HM3CIICABAHMS
— Jloknaam OT KIMHHYHUTE U3CIIEABAHUS

— Jloknaou om 6uogapmayeemuunume u3cne08anus

— Jloknagu OT M3cieIBaHMATa Ha OHO(papMaleBTUUHUTE
3amacu

— CpaBHI/ITeJ’IHI/I JOKJIagu OT M3CJIICABAHHUATA HA 6H0(1)apMaueB—
THYHHTE 3allaCH M OMOEKBHBAJIEHTHOCTTA

— Jlokmag 1o M3CIeABAHETO HA KOpeJauusiTa WH BUTPO—UH
BHBO

— HOKJ’I&Z[I/I M0 OMOAHATMTHYHUTE M aHAJTHTHIHUTE METOaU

— ﬂomadu, OmHacAwu ce 00 qbapMaKoquemuKama C U3noJjas3eaHe
Ha 4oeeuKu 6u0/wamepua/m

— Jlokiaau OT W3CJeABaHUSITA HAa CBBbP3BAHETO Ha IIA3MEHUTE
OeNTHYMHHI

— I[oxnazm OT U3CJICABAHHUATA HAa XCIIATUTHHUA MeTa0OoJIU3bM U
B3aUMOJICHCTBUE

— Jlokmagyu OT WM3CieaBaHMATA C M3MOJI3BaHE HA IPYTH BUIOBE
YOBEIIKH OHOMAaTeprain

— ﬂoma()u om 4YoeewxKume qbapMaK()KuHemuqHu U3CNe08aHUS

— Jloknaam OT u3cienBaHuATa Ha (DapMAaKOKMHETHKATa Ha
31paBH CyOEKTH W I'bpPBOHAYalIHATa MOHOCHMOCT

— I[OKJ'[B,I[I/I OT H3CJICABaHHUsATA Ha q)apMaKOKI/IHCTI/IKaTa Ha
MalMEHTU U I'bpBOHAYaJIHATA IIOHOCUMOCT

— Jloxmagu  OT W3cnenBaHUATa Ha  (hapMAaKOKHHETHYHUS
BBTpenIeH (aKTop

— Jlokmagm OT W3CIHCABaHUATA HA  (HapMaKOKHHETHYHUS
BBHIICH (haKTOp

— I[oxna}m OT HM3CJICABaHHATA Ha (bapMaKOKI/IHCTI/IKaTa Ha
HACCJICHUCTO

— Jloknaou om yosewikume hapmakoOUHAMUYHU U3CTE08AHUS
— Jlokmagu OT wu3cienBaHusATa Ha (hapMakoAMHAMUKATa MU
(bapmakokuHeTHKaTa) (apMakoJUHAMUKATa Ha  3ApaBU

cybexTn

— Jlokmagu OT wu3cienBaHusATa Ha (hapMakoAMHAMUKAaTa MU
(bapmakokuHeTHKaTa) (hapMaKOAMHAMUKATA HA MALUEHTU

— Jloknaou om usciredsanus Ha eguxacnocmma u 6e38peo-
Hocmma

— I[oxna}m OT KOHTPOJHMpPAHW  KIMHUYHU  H3CJICABAHUA,
OTHACAMMX C€ 10 ChOTBETHOTO ITOKA3aHUEC
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5.2.

— HOKJ'IB.,HI/I OT HEKOHTPOJIMPAHU KIIMHUYHU HU3CJIICABAHUA

— Jlokmagu OT aHanmuM3W Ha JaHHM OT IIOBeYe OT €IHO
n3CieBaHe, BKJIIOYUTEIHO BCUUKH (HOPMATIHU UHTETPUPAHU
aHAJM3M, METAaHAIN3H U CPAaBHUTCIHH aHAIHM3U

— Jlpyru fokigaau OT U3CIeBaHU

— Jloknaou om onuma, npudobum cied nyckawe Ha 1eKapcmeeHus
npooykm 6 npooadxcoa

— bubnuorpadust

CLumeaHne: OCHOBHM NPUHIMIHA U U3UCKBaHUA

Cnez[Ba Ja ce 06’prC CIICIIMaJIHO BHHUMAHHUEC Ha CICIHUTC I/136paHI/I
CIICMCHTH:

a) Kiuanunute mOAPOOHOCTH, TMPEACTABEHH CBIJIACHO HWiIeH 8,
nmaparpa¢ 3, i) u wien 10, maparpa¢p 1, TpsiOBa ma naBar
BB3MOXKHOCT 33 CBCTaBSHETO Ha JOCTATPYHO OOOCHOBAaHO U
HAay9YHO BAIMJHO CTAHOBHINEC [ald JICKAPCTBEHHAT MPOLYKT
OTroBapsi Ha KPUTEPHUTE 32 MPEIOCTAaBSIHE Ha pa3pelieHHE 3a
THProBus. BeneacTBHEe Ha TOBa CHIICCTBEHO H3UCKBAHE € Pe3yll-
TaTHTE OT BCHYKH KIMHWYHU H3CICOBAaHUs Oa ObAaT ChOOICHH —
oM Te OJarompHATHH WINM HEOIarompusTHU.

6) KiunuunnTe M3cienBaHMs TpsiOBAa BHHArM Jia CE HPEALIECTBAT OT
HMOAXOASAIM (apMAKOJIOTUYHM ¥ TOKCHKOJIOTMYHU W3IHTBAHMUA,
KOHTO C€ TPOBEXKAAT BBPXY XXHBOTHH CHITIACHO HM3HMCKBAHUATA B
MOIysn 4 OT HACTOSIIOTO MNpuiIokeHue. M3cienomarensat TpsiOBa
Jla ce 3aIl03Hae ChC 3aKJIIOYEHHATA OT (PapMaKOJIOTHYHHUTE U TOKCH-
KOJIOTHYHUTE W3CIIC/IBAHUS, CIICAOBATECIIHO 3asBUTEIAT TpsiOBa na
My IpEeIOCTaBH Hai-Manko Opomrypa, B KOSTO Ja Ca BKJIIOYCHHU
BCHYKH Ba)KHHM CBEICHHS, CTaHAJIM HM3BECTHH IPEAM HA4YaJoOTO Ha
KIMHUYHOTO W3IHTBAaHE, BKIIOYUTEIHO XHMHYHHTE, (apMalies-
TUYHUTE ¥ OMOJOTUYHHUTE NAaHHU, TOKCHKOJIOTHMYHUTE, (hapMaKOKH-
HETHYHUTE W (apMaKoAWHAMUYHWUTE IAHHH IIPH J>KUBOTHHUTE U
pe3yiratuTe OT TIIO-paHHHUTE KIMHUYHH ONUTH, CHaOJeHH
MOJXOSIIM JaHHHU B IOJKpENa Ha €CTeCTBOTO, Mamiabda U IpPOAbII-
JKUTEHOCTTA HA TPEUIOKEHUSI OIUT; IIBJIHUTE (PapPMaKOIOTHYHH U
TOKCHKOJIOTUYHH JOKJIQIU CE MPEJCTaBsT NMpH rmouckBane. OTHOCHO
MaTepualiiTe ¢ XyMaHEH WIN KUBOTHHCKH IPOU3XOJ CE€ M3ION3BAT
BCHUYKH HAJIMYHU CPEJCTBA C IIe o0e3neuaBaHe Mpel0TBPATSIBAHETO
Ha TpeJaBaHe Ha 3apa3HH areHTH MPeau HAJaloTO Ha OIHTA.

B) Turynspute Ha paspelieHHe 3a THProBHs CJIE/BA Jia pasnojarar ¢
OCHOBHHUTE JIOKYMEHTH 3a KJIMHUYHH ONUTU (BKJIIOUHUTEIIHO
(dhopMmyIsipH 32 ZOKIAAU MO CIy4auTe), Pa3IMYHU OT MEAULMHCKUTE
JIOKyMEHTAlluK Ha CyOeKTa, KOUTO Jia Ce ChbXpaHABaT OT NPUTEXkKa-
TCJIIMTC HA HTAHHUTC:

— Hai-Manko 15 TOAUHU CJI€q HU3BBPHIBAHETO WU IIPEKpaTs-
BAHCTO Ha OIIMTA,

— WM Haii-MaJIKO JIBE TOJIHMHH CJIEJ MOTy4aBaHETO Ha MOCICAHOTO
paspelieHre 3a ThproBust B EBporeiickarta OOLIHOCT M KOrato
HE CBHUICCTBYBAT IOJAJCHH WIH IUIAHUPAHH 3asBICHHUA 32
paspeleHne 3a THProBUs B paMmkuTe Ha EBpomeiickara
OOIIHOCT;

— WIM Hal-MajKo [JBé TOAMHU CJel MpeKpaTsBaHeTO Ha
KJIMHUYHATa pa3paboTKa MO MPOAYKTa OT H3CJICIBAHETO.

MenumnuHcKkuTe JOKyMCHTAallUUu Ha Cy6CKTa clieBa Jla C€ 3aabpiKar
CbIVIAaCHO [MPUIIOKHUMOTO 3aKOHOHAATCJICTBO U B CBHOTBETCTBHUEC C
MaKCUMaJIHUs I€pruoJ OT BPEME, pa3peulIi€H OT OOJHHYHOTO 3aBe-
JACHHUC, UHCTUTYL U WU YaCTHO 3[ApaBHO 3aBEICHUEC.

JlokymeHTHTE 00aue ce ChbXpaHABAT 3a MO-IBJIBI HEPUOA OT BpeMe,
aKoO TOBa CE M3MCKBA OT MPUJIOKHUMHUTE PEryJalllOHHH pa3nopenou
WIH OT CIOpa3yMEHUE ChC CIIOHCOpA.
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r)

n)

CrOHCOPBT WM OPYT MPHUTEXATe] HA JAHHUTE 3aIbpiKa BCHYUKH
OCTaHAIM JOKYMEHTH, WMAI{ OTHOIICHHE KbM OIUTA, JOKATO
OPOMYKTHT TONYYH paspelicHre. Ta3d IOKYMEHTAIMs BKIIOUBA:
MPOTOKOJNA, BKJIIOUMTENHO OOOCHOBKATA, IEIUTE, CTATHCTHYCCKHS
NPOEKT W METONONIOTHATA Ha OMMWTA, 3aCOHO C YCJIOBHATA, IIPH
KOUTO CE€ MPOBEXJA ONMUTHT, KAKTO W MOAPOOHOCTH OT MPOIYKTa
Ha M3CJIEBAHETO, PeQEPEHTHHUS JIEKapCTBEH TPOIYKT W/WIIH H3IIOJ-
3BaHOTO IUIAIE00; CTAaHAAPTHUTE OIEPATHBHU IPOLEIYPH; BCHIKA
NHCMCHH CTAQHOBHINA OT MPOTOKOJNA, 3aeJHO C MPOLCIYPHUTE;
Opourypara Ha W3CJCHOBATENS; JOKJIAN OT BCSKO H3CJICABAHE HA
Cy0OeKT; OKOHYATEIHHS NOKJIad; CepTH(QUKATHTE OT MPOBEPKH, aKO
nMa TakuBa. OKOHYATEIHHUAT JOKIA Ce 3aIbpKa OT CIIOHCOpa N
OT CIICIBALIMS TPUTEKATEN 3a CPOK OT MEeT TOTMHH CIel H3TH-
YaHETO Ha CPOKA Ha PaspelICHUETO 3a JEKAPCTBCHHS MPOMYKT.

OcBeH M3NUTBAaHUATA, KOUTO C€ NPOBEXKIAT B pamkure Ha EBpo-
neiickara OOIIHOCT, TUTYJSPHT Ha pa3pelleHHE 3a ThPrOBUS IpeEl-
IpHeMa BCSKaKBU JPYru JEHCTBHS C 11€J1 apXMBHPaHE Ha JIOKyMEH-
TauuATa chriacHo pasnopeadbute Ha [Jupextusa 2001/20/EO u B
U3IBJIHEHNE Ha IOAPOOHUTE PHKOBOICTBA.

Beuukn mpomeHH B COOCTBEHOCTTa BBPXY [OAHHHUTE CE€ JIOKYMEH-
THpAT.

Bceunuku JaHHU W OOKYMEHTH C€ NPEACTaBAT NPHA IOUCKBAHE OT
CBbOTBECTHHUTE OpPraHU.

HOHPO6HOCTI/ITC OT BCCKH KIMHHUYCH OIIUT TpSI6Ba JAa CbAbpXKaAT
J0CTAaTb4YHO JaHHH, KOHUTO Ja AdaBaT BB3MOXHOCT 3a JaBaHC Ha
00CKTUBHA OLICHKA:

— TPOTOKOJA, BKJIIOUMTENHO OOOCHOBKATa, IIEMTE M CTaTHCTH-
4ecKus MPOEKT U METOJOJIOTHATa Ha ONHUTA, 3a¢JHO C YCIO-
BUATA, TIPU KOUTO CE U3IIBJIHSABA U MOJPOOHOCTH OKOJIO M3IOJ-
3BaHMA 3a W3CJIE/BAaHE JICKAPCTBEH NPOJYKT

— cepTU(UKATH OT OAWTH, aKO Ca Ha PA3MOIIOKCHHE

— CIUCBK HAa H3CIENOBATENUTE, KAaTO BCEKH H3CIEN0BaTell
¢burypupa ¢ UMETO CH, aipec, aHTAXUMCHTH, KBaIH(QUKAIUAL,
3abJDKEHUsS B KIMHMKATa, Abp)KaBa, B KOSATO € HPOBEIECHO
u3cie[BaHeTo, karo uHpopManuara ce cbOMpa 3a BCEKH
NAaUeHT  HOOTHENHO,  BKIIOYHTENHO  (GOpPMYIApHTE  3a
JOKJIAIUTE IO CIIy4auTe 3a BCEKH CyOEKT Ha H3CIe/IBaHE

— 3aKJIIOYMTENICH JIOKJIaJ, IOANMMCaH OT MH3cjejoBaTeNsd, a B
Cllyyad Ha W3CIIEJIBaHUsA, NPOBEXKIAHU B HAKOJIKO H3CIE0Ba-
TEJCKM LEHTBPa — OT M3CIENOBATEIUTE MM OT KOOPAMHATOpA
(PBKOBOAMTEINS) HA M3CIIC/IBAHUATA.

[MoxpoOHOCTUTE 1O KIMHUYHHUTE M3CIIEBAHUS, CIIOMEHATH 10-TOpe,
ce IPeIoCTaBAT Ha ChOTBETHUTE KOMIIETCHTHHU BiacTH. [Ipu cxirrou-
BaHETO Ha JIOTOBOpPA CH C KOMIIETEHTHHMTE BJIACTH oOade H3cie-
OBaTEeJISIT MOXKE Jla MPOIYCHE YacT OT Ta3u uHdopmauus. [Ibianara
uH(bOpMaLHs ce NMPEAOCTaBsl caMo NPU IOMCKBAHE.

B cBoute 3axiroueHus 1o CKCIICpUMCHTAJIHUS MaTepuall nU3cien-
OBaTCIAT H3pa3siBa MHEHHUE OTHOCHO 6CSBp€L[HOCTTa Ha TPOAYKTa
IIpy HOPMAJHHU YCJIOBHUA Ha IPUIOKCHUE, ITOHOCUMOCTTa Ha
IIpoayKTa, e(bI/IKaCHOCTTa MY, KaKTO M BCJKakKBU ApYyru IOJIE3HU
CBE€ICHUA, CBbP3aHU C IOKa3aHUATA WU NMPOTHUBOIIOKa3aHUATA, NO3U-
poBKaTa MW Cpe€aHaTa MPOABLIDKHUTCIHOCT Ha JICYCHHUETO, KAKTO H
BCAKAKBH CICUAATIHHM MEPKH, KOUTO Oa C€ B3€MaT II0 BPEME Ha
JICUCHUETO W KIIMHUYHUTE CHUMIITOMH IIpHU TIIPEAO3HUpaHE. HpI/I
JOKJIaABAHE Ha PEIYITAaTUTE OT MH3CICABAHUA, IIPOBEKIAHNU B
HAKOJIKO  HM3CJIICAOBATCIICKM LEHTHpA, TJTABHUAT H3CICIOBATEIT
u3passgBa B CBOWUTEC 3aKIIOYCHUSA CTAaHOBHUIIEC OTHOCHO 663Bpe,11—
HOCTTa U e(bI/IKaCHOCTTa Ha M3CJICABAHHUA JICKAPCTBEH MPOAYKT OT
MMETO HAa BCHUYKH HM3CJIICOIOBATEIICKHA LICHTPOBE.



200110083 — BG —16.11.2012 — 011.001 — 148

5.2.1.

e) Kimanunure HaOmroneHWs 3a BCSIKO H3CIeBaHE ce 0000IIaBart,
KaTo ce BKIIOYBA CICIHOTO:

1) OposAT ¥ MONBT Ha JIEKyBAaHUTE CYyOEKTH;

2) moabOphT W BB3PACTOBOTO pas3lpeieiCHHEe Ha H3CIICABAHUTE
IPYNU MALMEHTH U CPaBHHUTEIHHUTE M3IHMTBAHMUS,

3) 6p0${T NIpeABApUTECIIHO U3TCTJICHU OT U3CJICABAHUATA TAIUCHTH U
TIPUYUHUTE 3a TAXHOTO U3TCIIISIHE]

4) Tam, KbAETO ca MPOBEJCHH W3CJIEABAHUS IPU TOPHUTE YCIIOBUS,
Ce TOCOoYBa Haju:

— He ca OwIM MOAI0KEHN Ha HUKAKBO JICUCHUE
— ca NoJy4YwiIu Ianebo
— WM € JaBaH APYT JEKapCTBEH MPOIYKT C U3BECTHO JICHCTBHE

— UM € IIPHJIOKCHO JICUCHHUEC, pa3JIMYHO OT Tepanusara ¢
U3I0JI3BAHC Ha JICKapCTBEHU NPOAYKTU

5) decToTaTa Ha HaOJIOIAaBAaHUTE CTPAHWUYHH PEaKIIUH;

6) MOAPOOHOCTH OTHOCHO MALMEHTUTE OT KOHTHHIEHTA C IOBUILECH
pHICK, HalpHMep XOpa B HaIpegHana BB3pacT, Jena, OpeMeHHI
JKEHH, JKEHH C MEHCTpYalusl, WM TaKWBa, YMETO (HU3UOIOTHYHO
WM TAaTOJOTUYHO CBhCTOSHHE Hajara CIielHaliHa MPEIeHKa;

7) mapaMeTpu WIM KPUTEPHH 32 OLCHKAa Ha e(pUKacHOCTTa H
pe3yiraTtu IO Te3W NapameTpH;

8) craTHcTHUeCcKa OLIEHKA Ha pe3yaTaTUTe, KOraro TOBa ce Hajara
OT HPOEKTa 3a ONHUTUTE M HAMECEHUTE NPOMEHIUBH (DAKTOPH.

k) OCBEH TOBa M3CIIE[OBATEIAT BUHATH [IOCOYBA CBOWTE HAOIIOJICHUS
BBPXY:

1) BCHUYKH NPpU3HAU Ha NMPUBUKBAHE, 3aBUCUMOCT WU TPYAHOCTU
IIpU OTBUKBAHETO Ha IALIUCHTU OT JICKAPCTBCHUS IPOAYKT,

2) BCHYKM HAONFOJaBaHW B3aUMOJCHCTBHS C APYTH €JHOBPEMEHHO
NpHUIAaraHy JIEKapCTBEHH MPOIYKTH;

3) KpUTEPUUTE, ONPEACIIAIUN H3KIIOYBAHETO HAa HNa/ICHU ITAlIUCHTH
OT OIIMTHUTE;

4

=

BCUYKH CMBPTHHU ClIydad, HACTBIIMJIK 110 BPEME Ha ONUTa WJIU B
nepuoga ciiea HEro.

3) IlompoOHOCTHTE, 3acsraid HOBa KOMOWHAIMSA OT JIEKAPCTBEHH
BEIEeCTBa, TPsOBa Ja ca MIACHTHYHU HA TE3HM, KOMTO CE€ M3HMCKBAT
32 HOBUTE JIEKAPCTBEHH TIIPOAYKTH, KaTO CBIIEBPEMEHHO CE
NPHUBEXIAT OCHOBAHUS B IM0JI3a HA 0E€3BPEIHOCTTA U €()UKACHOCTTA
Ha KOMOMHAIUATA.

I/I) IIbIHOTO WM YAaCTHYHOTO IIpOITyCKaHe Ha AaHHU TpHGBa Jla ce
00sicHH. AKO MO BpeME€ Ha OIIMTUTE CC€ IOoJIy4YaT HIKaKBU
HCEOYaKBaHU peE3yJTaTH, Tpﬂ6Ba Ja c€ IpoBeaaT U IOJIOXKAT Ha
AHaJIM3 NO-HATAaTbIIHU TPEAKIMHUYHU TOKCHUKOJIOIMYHU U qoapMa-
KOJIOTHYHH HU3CJICABAHUAA.

i) AKO JEKapCTBEHHMAT MNPOAYKT € NPEIHa3HAYeH 3a ABJITOCPOYHO
npuiIaraHe, ce MOCOYBAT  MOAPOOHOCTH  OTHOCHO  BCHYKH
pasHOBHAHOCTH (HapMaKOJIOTHYHO JCHCTBHE, KOETO C€ MpOSBSBA
clle]l MHOTOKpaTHa yHorpeda, KakTO M YCTAHOBSBaHE Ha JO3H-
pOBKaTa Ipu ABITOCPOYHA ynoTpeoda.

Joxnaou om 6uogapmayeemuunume u3cie08anus

IIpeacraBsar ce mokiamute 3a OHONIOTMYHATAa TOMHOCT, CPaBHUTEIHATA
OHOJIOTMYHA TOIHOCT, MOKJIAIUTEe 32 OHOJOTHYHATA CKBHBAJICHTHOCT,
JOKJIaJMTe OT KOPEJALOHHUTE H3CJICABAHUS WH BUTPO U HH BHBO,
KakToO U OMOAHATUTHYHUTE W aHAJIMTUYHUTE METOJIH.

OcBeH TOBa TaM, KbJIETO ¢ HEOOXOJMMO, C€ MpaBH OLCHKA Ha OUOJIO-
rHYHATa MPHUTOAHOCT, C el Ja Ce IMOKaXe OWOoIOrHYHATa EKBHBA-
JICHTHOCT Ha JIEKAPCTBEHWTE MPOJYKTH, 3a KOHTO CTaBa AyMa B WiICH
10, maparpad 1, Oyksa a).
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522.  Jloknadu no u3ciedganusimda, C8bP3aHU C (DAPMAKOKUHEMUKAMA C
U3NON36AHE HA HOBEUIKU OUONOSUYHU MAMEPUAll

Ilo cMuChIa HAa HACTOSIIOTO TPHIOKEHHE, MO ,,XyMaHHH OMOIOTUYHU
MaTtepuanu” ce pa3Oupar BCSIKAKBU OCNTHYMHH, KICTKH, ThKAaHH U
JIpYTU CPOJHM MAaTepUaNy, W3BJICUEHH OT YOBEIIKH M3TOYHUIM, KOMTO
MaTepuaid ce HM3IOJ3BaT MH BHUTPO W MH BHBO 3a OICHKa Ha (apma-
KOKMHETHYHHUTE CBOWCTBA Ha JIGKAPCTBEHHUTE BEIIECTBA.

BbB BpB3Ka C TOBa Ce MPEACTABAT AOKIAAN OT H3CIEIBAaHHITA IO
CBBbp3BaHE HAa OENTHUYMHHUTE B IUIA3MaTa, XEHNATUTHHUS METa0OIU3bM,
KaKTO M H3CJCIBAaHHATA BBPXY B3aMMOJCHUCTBUATA HA AKTHBHOTO/HTE
BEIIECTBO/a W W3CJICIABAHUS [0 OTHOUICHHE HAa [Pyrd BHIOBE
YOBEIUIKH MaTepPHAaJIH.

523.  [oknaou om xymannume apmaxoKuHemuuHu u3Ccied8anus
a) Ha wm3cnenBane moajiexar CleIHUTE XapaKTEPHUCTUKH:
— abcopbuust (koeuIMeHT U CTereH),
— pasmpejereHue,
— 0o0OMsHa Ha BeIeCTBara,
— OTHeJIsIHE.

Omnucear ce KIMHUYHO 3HAYMMUTE Oee3d, BKIIOUYUTENHO PEeaHUTEe
MOCNEANIM Ha KUHETUYHUTE JAaHHU 0 OTHOIICHHE HA peXHuMa Ha
JI03UPOBKATA, OCOOCHO MPU MALUEHTHTE OT PUCKOBHUTE IPYIH, KAKTO
U Pa3IMKUTE MEXKy 4OBEKa U KMBOTUHCKUTE BUAOBE, U3IMON3BAHU B
NPEIKIMHUYHNATE U3CIICABAHMS.

OcBen CTaHAApPTHATE MHOTOKPAaTHH (bapMaKOKHHETHYHA
n3cnenBaHuss Ha oOpasuurte, (HapMaKOKMHETHYHHTE AaHAIW3H Ha
HACEJICHHETO, OCHOBAaHM BBPXY CIIy4ailHO B3€TH OTHCIHH MPOOH
[0 BpeMe Ha KIMHUYHHTEC W3CJIEABAHMS, CBHIO MOTraT da Mpea-
M3BHKAT BBIPOCH OTHOCHO NPHUHOCA Ha BBHIUIHUTE M BBTPCIIHATE
(daxkTopy KBM pa3HOOOpa3HeTo Ha Bpb3KaTa J03a—(apMakoku-
HEeTHYHH peakuuu. [IpeacTaBsT ce AOKmIamuTe MO (hapMaKOKHHE-
THYHHUTE M3CICIBAHUS M N3CICIBAHMATA HA IIBPBOHAYAIIHATA MTOHO-
CHMOCT NpH 3/paBd WHAWBUAM U NPH HALUCHTH, NOKIAAUTE IO
(bapMaKOKMHETHYHUTE H3CICABAHMS 3a OLCHKAa Ha e(eKTHTE Ha
BBHIIHATE M BBTPEIIHUTE (HaKTOPH, KAKTO M JOKIaAuTe OT (hapma-
KOKHHETHYHHUTE W3CJICABAHHUs HA HACEIICHUETO.

0) AKO € TpHeTO JIeKapCTBEHUAT HPOAYKT Ja ce MpHiIara exHo-
BPEMEHHO C APYTU JIEKaPCTBEHM MPOIYKTH, CE€ MOCOYBAT JAHHH 3a
MIPOBEJICHUTE M3MHUTBAHUSA Ha CHBMECTHOTO NPHIOXKEHHE, KOMTO Ja
MOKa)KaT BB3MOXKHO H3MEHEHHE Ha (hapMaKoJIOTHYHOTO NeHCTBHE.

q)apMaKOKI/IHCTI/I‘IHI/ITe B3aMMOJICUCTBUS MEXKIAYy AKTUBHOTO
BEOICCTBO W [PYTrU JICKAPCTBEHHU IPOAYKTHU WK BCEIIECTBA CBHIIO
CE mojJiaraT Ha HM3CJICIBaHE.

52.4.  Jloknaou om xymannume apmaxoOuHamMudHy u3cieo8aHus

a) dapMakoJMHAMUYHOTO [EHWCTBHE CE€ NPEICTaBsi B KOpENalus C
e(hMKaCHOCTTa, KaTO TYK C€ BKJIIOYBA CJICIHOTO:

— BpB3KaTa J03a—peakius U GpakTopbT Bpeme,
— apryMeHTalusl Ha JO3UPOBKAaTa M YCJIOBHS 3a HPWIOKCHHUETO,
— Ha4MH Ha JICHCTBHE, aKO € BBH3MOXKHO.

Onucea ce GapMakoAMHAMUYHOTO ACHCTBUE, HECBBP3aHO C e(HKac-
HOCTTA.

JlemMOHCTpUpaHETO Ha (hapMaKkoAMHAMUYHUTE ¢(EKTH BBPXY XOpa
caMmo mo cebe cM He € [JOCTaTb4yHO 3@ AapryMEHTHpaHEe Ha
M3BOJMTE 10 OTHOLICHHE Ha HIKOM OTAENHO B3€T IOTCHLHANICH
TepareBTHYCH e(eKT.

0) AKO ¢ TpHEeTO JIEKApCTBEHHWAT MPOAYKT 1a Ce TMpuiara eIHO-
BPEMEHHO C [IPYTH JIEKAPCTBEHH MPOIYKTH, C€ AaBaT MOJPOOHOCTH
OTHOCHO MPOBEACHHUTE HM3MUTBAHHS HA CHBMECTHOTO MPHIIOXKEHHE,
KOMTO Ja TOKaXaT BB3MOXHO H3MCHEHHE Ha (DapMaKOIOTHYHOTO
JIEHCTBUE.
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5.2.5.
5.2.5.1.

5252

5.2.6.

q)apMaKOHI/IHaMI/I'-IHI/ITC BSaHMOHCﬁCTBHH MEXKIAY AKTUBHOTO
BCUICCTBO W APYrH JICKApCTBECHU NPOAYKTH WM BEHIECTBA CHIIO
C€ moiaraT Ha HM3CJIICABAHC.

Joxknaou om uscnedsanusma Ha eguxkacHocmma u 6e3gpedHocmma

HOKJ’IaZ{I/I OT KOHTPOJUPAHUTE KIWUHUYHU HU3CICH-
BaHHUA, OTHAacCAIHU C€ O NPpEeEACTAaBEHOTO NOKa3aHUC

KaTto msu1o KIMHUYHHATE M3CIIEABAHHS CE€ W3BBPIUBAT MO BBH3MOXHOCT
BbB BHJ Ha ,,KOHTPOJIHMPAHH KIMHUYHH M3CIEIBAHMA, PaHIOMH3UPAT
ce 10 CHOTBETHHS HAYMH CHOPAMO ILIAlE00TO M CIOPAMO YTBBPIAEH
JIEKapCTBEH MPOIYKT C JOKa3aHa TepaneBTHYHA CTOWHOCT; IO
OTHOIIIEHHE Ha KAKBBTO M Ja OUIJIO JPYT MPOEKT CE JaBa apryMEHTAIUs.
JleueHnero Ha KOHTPOJHUTE IPYIH Bapupa MPH OTIEIHHUTE CIIydyau, a
CBIIIO TaKa 3aBHCH OT PELICHUSTA, KOUTO Ce B3eMAar C OIJIe/l ETHKATA U
TepaneBTHYHATA OOJNACT, 10 TaKbB HAYMH B HIKOU CIIy4aHd MOXE Ce
OKaXke MMO-MOAXOMANIO a CE CPaBHH e(PHUKACHOCTTa Ha MajeH HOB
JIEKapCTBEH MPOJAYKT C Ta3d HAa BEYe YTBBPJACH JIEKAPCTBEH MPOIYKT
C JI0Ka3aHa TepaneBTHYHA CTOMHOCT, OTKOJIKOTO Ja Ce CpaBHsABA C
edexTa Ha TanedoTo.

(1) HOKOJ’IKOTO TOBa € BB3MOKHO M OCOOEHO Ipu u3cjeABaHus1, Mpu
KOUTO HE€ € BB3MOXHO €(1)€KT'LT Ha IpOoAyKTa Ha C€ U3MEpU II0
00CKTUBEH Ha4yuH, Cc€ IIpeanpueMar CTHIIKHM, KOUTO JAa TIIpea-
OTBpATAT OTKIIOHCHHUATA, 0Cco0EHO TIOCpEACTBOM METOAUTE Ha
PaHAOMU3UPAHETO U 3aTBMHSABAHETO.

(2) IIpoToKOABT OT W3CHEIBAHETO TpsiOBa Ja ChABPKA MHOAPOOHO
OIIMCAaHWE HAa CTATUCTUYECKHTE METOJM, KOHTO CE€ H3ION3BaT,
Opost MaLMeHTH ¥ NPUYMHUTE 32 N300pa (BKIIOYBAT C& M3UHUCICHUS
OTHOCHO MOIL[HOCTTa Ha U3CJIEABAHETO), HUBOTO HAa BAXKHOCT, KAKTO
U ONUCAaHME Ha CTaTHCTHYeCKaTa eAuHuuA. JlOKyMeHTHpar ce
B3€THTE 3a MPEIOTBPATIBAHETO HA OTKIOHEHHETO MEpPKH, 0COOEHO
METOIUTe Ha paHIOMM3UpaHeTo. BkiouBaHero Ha roisiM Opoii
cyOeKkTH B JaJieH ONMT HE Ce pasnIexaa Karo aJeKBaTHO
3aMeCTBaHe Ha J00pe MpOBEJIEeH U KOHTPOJMPAH OIUT.

JlaHHHTE OTHOCHO OE€3BPEAHOCTTA CE pPasINIeKIaT, KaTo Ce B3EMar
NpeIBHI PBKOBOJCTBAara, myOnukyBann or Kowmmcwmsta, Kato ce
o0pBblla CIeNMaTHO BHUMaHHE Ha (DAKTHTE, HOSBIJIA CE B PE3YNTAT
OT MpOMsHaTa B JO3MPOBKAaTa, KaKTO M B PE3yjiTaT OT MosBara Ha
HEOOXOIMMOCT OT ymoTpeba Ha CHIBTCTBAINO JIEKAPCTBO, HAKOU
CCPUO3HH CTPAaHMYHH PCAKUWH, SBJICHHS, OT KOWUTO IIPOU3THYA
OTTETIISIHG, KAaKTO W CMBPTHH Ciydad. VImeHTHdHIHMpar ce BCHUKH
MAIMeHTH WM TPYIH MAlWCHTH, MPHHAMICKAII KbM KOHTHHICHTA C
MOBHUILCH PUCK, KaTO CieaBa 1a ce OOBpPHE CIICHHATHO BHHMAHHE Ha
MOTCHIUATHO YSI3BUMHTE IAIMCHTH, YAATO OpOd MOXe [1a € He3Ha4Hd-
TeJIeH, HamlpuMep jaena, OpeMEHHHM JKCHH, BB3PACTHH XOpa C KPEXKO
3IpaBe, Xopa ¢ OTOENsI3aHH aHOMAJIMH MpH OOMsIHATAa Ha BelllecTBaTa
WIM B OTACIHUTENHATa cucteMa W T.H. OmMcBarT ce MOCIACAMLHTE OT
OlCHKaTa Ha OE3BPEIHOCTTa [0 OTHOLICHHE Ha Bb3MOXKHATA
ymorpeba Ha JEKapCTBEHHS MPOIYKT.

Hoxnaz{n OT HU3CJHE€ABaHUATA BBPXY HAOKJAaAUTE OT
HEKOHTPOJIUPpAHUTC KINHHUYHHA nu3ciacaBaHUuA Ha
AQHAJIHU3HUTC Ha JaHHUTC oT mMoOBECUC oT €aAHO
n3ciac€aBaHC n apyru AJOKIagHu oT KINHUYHHA
n3ciaceaBaHHUA

IIpencraBar ce TakuBa JOKJIaIu.

Joxnaou om onuma, npuoobum cned nonyuasare Ha paspeuleHue 3da
mupeosus

AKO JEKapCTBEHHUST NMPOAYKT BedYe € IMOIYyYMJI pa3pelleHne B TPETH
CTpaHH, MpPH BB3MOXHOCT C€ TpeAcTaBs HHGPOPMALMS OTHOCHO
CTPAaHWYHH PEAKIUH CHPSIMO CHOTBETHHUS JIEKapCTBEH TNPOAYKT |
JIEKapCTBEHUTE TPOIYKTH, KOUTO CBIBPKAT CBIIOTO AaKTHBHO/H
BEILIECTBO/a BBB BPB3Ka C JIO3UPOBKHTE.
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5.2.7. Dopmynsapu 3a 00KIA0U NO OMOENHU CAYYAU U CHUCLYU C UHOUBU-
oyannu nayueumu

Korato B ChOTBETCTBHE ChC CHOTBETHHTE PBKOBOJCTBA, MyOIUKYBaHH
OT areHLusATa, ce npeaaBat GOpMyJIIPUTE 3a JOKIAAUTE MO CIyYauTe U
CHHCBLUTE C OTJAECNHM TMAalMEHTH, Te CE MOAPEXKIAT U NPEJCTaBiIT B
CBIMS pell, B KOWTO ca MpelaJiecHd U ChOTBETHO 3aBEJCHH JIOKJIAIUTE
10 KJIMHUYHUTE U3CIICIBAHUS.

YACT II

CIIEHM®UYHA  JJOKYMEHTAIMA  3A  PASPELIEHHUE  3A
THPIOBHUA U U3UCKBAHUA KbM HEA

Hsixon nexapcTBeHH NPOJIYKTH MPUTEXABAT CIELMU(PUIHE CBOMCTBA, KOUTO €a OT
TaKbB XapakTep, 4ye € HeoOXOAMMO 1 e MPOMEHSAT BCUUKH M3MCKBAHUS OTHOCHO
JOKYMEHTalUsiTa 3a paspellleHHe 3a Tbprosus, (GopMmyaupaHu B yact [ or
HACTOAIIOTO npuiokenue. C orie] Ha TakuBa cHeUM(HYHU CUTyalMH 3asiBU-
TEIMTE ce NMPUABbPXKAT KbM MOAXOMALIA M M3MEHeHa (opMa Ha mpejacTaBsHe Ha
JIOKyMEHTaIUATA.

1. JIEKAPCTBEHM IIPOAYKTH C VYTBBPJAEHO JIEYEGHO
MMPUJIOXXEHHUE

3a JeKapCTBEHUTE MPOAYKTH, YMETO/MTO aKTHBHO/M BEIIECTBO/a MMa
,YTBBpJICHO JieyeOHO mpuiokeHue 1o cmuchia Ha wieH 10,

naparpad 1, OykBa a), ii), ¢ mpu3Hata e(pHKACHOCT M HPUEMIIUBO
paBHHIE Ha OE3BpPEAHOCT, c€ NpHIarar CleIHUTE CIeUupUIHH
npaBHia.

3asgBUTENAT TpeACTaBst MOXyIH 1, 2 M 3 Taka, KakTO € ONMHCAHO B 4acT |
OT HACTOSIIOTO MPHIOKEHHUE.

B monpynu 4 u 5 moxpoOHarta HayuHa OGuOnuorpadus pasriexia HeKIH-
HUYHHATE M KIHHHYHUTE XapaKTEPHCTHKH.

C men nma ce JEMOHCTpHpa YTBBpACHATa ymnoTpeba Ha JEKapCTBCHHS
MPOAYKT, CE MpHJaraT CIeIHUTe CrelU(pUIHN MpaBuia:

a) dakropuTe, KONTO C€ B3e€MaT MNPEIBHJ C I€] YCTAaHOBIBAHETO Ha
YTBBPJCHO JIe4eOHO NPUIIOKEHHE HAa CHCTABKM HA JIGKAPCTBEHHU
MIPOIYKTH Ca, KaKTO CJIe/Ba:

— BPEMETO, MPE3 KOCTO € MU3IO0JI3BAHO BEUICCTBOTO,
— KOJHNYECTBCHUTEC aCIICKTHU Ha yHOTpCGaTa Ha BEHIECTBOTO,

— CTeleHTa Ha HayYHHs MHTEpeC, PEAN3BHKAH OT ymoTpebara Ha
BEILECTBOTO (OTpa3eH B HAay4YHU W3AAHHA), U

— C€IHO3HAa4YHOCTTAa HAa HAYYHHUTC OLICHKH.

CrietoBaTennHO € BB3MOXKHO J1a ca HEOOXOMMMH pa3iIM4HH MEPUOAN
OT BpeMe 3a YCTAHOBSBAHETO HA YTBBPIACHOTO JIeueOHO
NPUIOXKEHNE Ha Pa3IMYHUTE BellecTBa. BBB Bceku ciydwail odaue
MepHoABT OT BpeMe, KOWTO ce H3HCKBAa 3a YCTAHOBSIBAHETO Ha
YTBBPJCHOTO JICUeOHO NPUIIOKEHHE Ha JaJieHa ChCTaBKa Ha JaneH
JIEKapCTBEH MPOJYKT, HE MOXeE J1a ObJIe MO-MaIbK OT JECEeT FOAUHU
OT IbpBaTa CHCTEMHa M JOKyMEHTHpaHa yroTrpeba Ha JaaaeH
JIEKapCTBeH MPOAYKT B pamkute Ha OOIIHOCTTA.

6) B nmokymenTanusTa, mpejacTaBeHa OT 3asBUTENs, cliegBa na ObJar
0OXBaHATH BCHYKM AaCICKTH IIPH OLEHABAHETO Ha Oe3BpEeIHOCTTA
n/unn e(hMKacCHOCTTA, KaKTO U Ja Obje BKIIOYEH WM Ja MMa I030-
BaBaHE Ha IIPerJie]l Ha JIUTeparypaTa IO BBIIPOCA, KaTO Ce B3eMaT
IOpeNBUJ  U3CIEIBAHUATA, IPOBEJCHH IIpeJH IIyCKaHETO B
TBPrOBCKAaTa MpeXa U Cle]] TOBAa, KAKTO W BCHYKO, IyOIHKYBaHO
B HayyHHMTE M3[aHHs 110 OTHOIICHHE Ha omurTa nox Qopmara Ha
CIUJICMUOJIOTIYHY M3CIIEIBAHUSA U OCOOCHO Ha CPaBHUTEIHY CIHJIC-
MHOJIOTUYHH H3clenBaHus. CrezBa na ce MPEACTaBU LsIaTa JOKy-
MEHTalus, KAaKTO OJlarompuATHAaTa, Taka U HeONaromnpHATHATA.
OTHOCHO pa3snopenbuTe 3a ,,yTBBPAEHO Je4eOHO MPUIOKEHUE™ OT
0co0eHa BaXXHOCT € Ja ce M35CHH, 4e ,,0mbmuorpadckara crpaBka®,
B KOATO MMa IIpeNpaTKH KbM IPYTH H3TOYHHIM Ha JOKa3aTelCcTBa
(u3cmenBaHUs, NPOBENEGHM CIEA IyCKaHe HAa JaieH JIeKapCTBEH
IPOAYKT HA Ia3apa, CIHACMHOJIOTMYHM U3CIEIBAHUS H T.H.), a HE
caMoO [aHHHTE, CBBP3aHM C H3IHTBAHUATA M OIUTHUTE, MOraT Ja
CIIy’KaT KaToO BaJIIHO JOKa3aTelICTBO 3a Ge3BpeJHOCTTA M eduKac-
HOCTTa Ha JafeH NPORYKT, aKO B 3asABICHHETO IO 3aJ0BOJUTENCH
HaYMH ce OOfACHABA M AapryMEHTHpPa H3MON3BAaHETO Ha Te3U
U3TOYHHIY HAa MHOQOpMAIHS.
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B) CrnenmanHo BHUMaHHE TPAOBa Ja ce 0OObpHE Ha BCAKAKBH JIUTICBAIIA
CBEJICHMsI, KaTo TpsiOBa Ja ce MPEJCTaBH apryMEHTAIMs 3all0 MOXKe
Jla ce MOJKpPEeNny NPHEMIMBO HUBO Ha OE3BpPEAHOCTTa W/Win edukac-
HOCTTa BBIIPEKHU JIUIICATA HA HSKOW W3CIICIBAHUSL.

r) B HexnIMHMYHMTE W/WIM KIMHUYHWUTE TNperjiean TpsOBa na ce
O0SICHM 3HA4YEHMETO Ha BCHYKHM TNPEACTABEHH [AaHHH, HMAIH
OTHOLIEHHE KbM JaJeH IPOAYKT, KOWTO ce pasiudyaBa OT
NPOAYKTA, NMPEIBUICH 3a IyCKaHe Ha Iazapa.

1) OnurbT, MpUIOOUT cliel IMyckaHe Ha Ia3zapa Ha APYTH MpPOIYKTH,
KOMTO CBIbPXKAT ChIUUTE CBbCTABKH, € OT OCOOCHO 3HA4eHHE,
Mopaj KOETO 3asBUTENUTE ClelBa Ja HaOJerHar ocoOCHO BBPXY
TO3U BBIIPOC.

CXOJHH IO CBIIECTBO JIEKAPCTBEHHU ITPOJJIYKTH

a) 3asBieHusta Ha Oazata Ha wieH 10, maparpad 1, Oyksa a), i)
(CXOZHM 1O CBUIECTBO JIGKAPCTBCHH MNPOAYKTH)  ChIbpIKAT
JIaHHWUTE, OMUcaHu B mMoayiu 1, 2 m 3 ot yact | Ha HacToAmIOTO
MPUJIOXKECHUE, MIPU YCIOBHE Y€ 3asSBUTEIIAT € IMOJYyYMSl ChIVIACHETO
Ha THUTYJISIpa Ha ITbPBOHAYAIHOTO pa3peUICHHE 3a ThProBus 3a
Ipenpaniaie KbM ChIbpPKAHUETO Ha HErOBUTE MOIYH 4 u 5.

0) 3asBneHusTa Ha Oasara Ha wien 10, maparpad 1, Oyksa a), iii)
(cXOOHM MO  CBIIECTBO JIEKAPCTBEHM HPOAYKTH) ChABPXKAT
JITaHHUTE, omnMcaHu B mMoxyym 1, 2 m 3 or wact I Ha HacrosmoTo
HPHUIIOXKEHHE 3a€1HO C JJAHHUTE, MOKa3Bally OMOJIOrHYHATa TOAHOCT
U OMOEKBUBAJIEHTHOCTTA C OPUTMHAJIHUS JIEKAPCTBEH HPOAYKT, IpU
YCIIOBHE Y€ IOCICIHUAT HE € OUONOTHYCH JEKAPCTBEH MPOIYKT
(Bux vact II, 4 — CxXoxHM J€KapCTBEHH HMPOIYKTH).

3a Te3u MPOAYKTH HEKIMHHUYHUTE/KIMHHUYHUTE 0030pu/00001IeHus ce
(boKycHpaT BBPXY CICTHHTE CICMEHTH:

— OCHOBaHMATA Aa C€ TBBPAU CXOIACTBO IIO CBHIIECTBO,

— 0606HICHI/IC Ha I[pUMECUTE B CCPUUTEC Ha AKTUBHOTO/UTE
BCH_ICCTBO/B,, KaKTO U Ha TOTOBUS IIPOAYKT (I/I KBACTO € IPUIIOKUMO,
Ha INPOAYKTHUTEC OT pas3rpaxAaHeTo, IIOoJy4aBallld CE€ II0 BPEME Ha
C'I)XpaHeHI/IeTO), TNIpEAJIOKEHU 3a HM3II0JI3BaHE B IIPOAYKTa, C KOUWTO
me ¢e ThpryBsa, 3a€HO C OLCHKA Ha TE3U IIPHUMCECH;

— OIlEHKAa Ha U3CIEABAHMATA Ha OHOEKBHBAJIEHTHOCTTA WK
000CHOBKa HM3CIIEBAHUATA [a HE Ce MPOBEXJAT, KaTo Ce B3eMar
MpeBU PHKOBOJACTBAaTa OTHOCHO ,,V3cienBaHe Ha OMoOJOTMYHATA
TOJHOCT U OMOEKBHMBAJIEHTHOCTTA";

— aKTyaJM3upaH CIIUCHK Ha IyOJIMKyBaHATa JIMTEpaTypa, CBbp3aHa C
BEIECTBOTO M HACTOAIIOTO NpuiIokeHue. [Ipuema ce aHoTanus Ha
CTaTHHUTE B CIIUCAHHATA ,,peer review™ 3a Tasu Lel;

— BCAKO TBBPACHHE B OOOOIICHHETO HA XapaKTEPHCTHKUTE Ha
NpOAYKTa, KOETO HE € M3BECTHO WM 3a KOCTO HE MOXeE Ja Ce
HalpaBy 3aKJIIOYCHHE OT CBOWCTBATa Ha JICKAPCTBEHHUSI MPOILYKT
W/WITA HErOBaTa TEpaleBTUYHA Tpyla, CleBa Oa ce pasriena B
HEKJIHHUYHUTE/KIIMHUIHUTE 0030pH/0000IICHUST U 1a ce JOKake
4ype3 MyOJMKyBaHaTa JUTEpaTypa H/WIH JONBIHUTEIHH H3CIEI-
BaHMS,

— aK0 € MPUIOKUMO, TMpPH TBBPAEHHE 3a CXOJACTBO IO CHILECTBO
3asABUTENAT CJIE/BA JIa NPEICTABH JOIBIHUTEIHN JaHHH, C e Ja
ce [OKake CKBHBAJICHTHOCTTA Ha OE3BPEIHOTO H e(PEKTUBHO
JIEUCTBME HA pasIM4YHH COJIM, €CTEPH WIH IPOW3BOAHH Ha
pa3pelieHo akTHBHO BEIIECTBO.

JOITBJIHUTEJIHU  JAHHHU, KOHWTO CE MW3UCKBAT B
CIIELM®UYHN CUTYALIUN

Koraro akTHBHOTO BELIECTBO HA CXOIEH IO CHIIECTBO JICKAPCTBEH
MPOAYKT CHABPXKA ChIIaTa TEPANEBTHYHA YacT KATO OPHTHHAIHHS
paspeleH MPOAYKT, CBbp3aHa C pasiuyHa COJ/ecTep KOMILICKC/TIpo-
M3BOIHO CE MPEICTaBsi JOKA3aTeICTBO, Y€ HIMa MPOMSIHA BBB (apma-
KOKHHETHKAaTa Ha 4acTTa, (papMakoIWHAMHKATa W/HIM TOKCHIHOCTTA,
KOsITO OM Morjia jga mpoMeHd npoduia Ha Oe3BpeIHOCT/e(HKACHOCT.
AKO CITyJasT He ¢ TaKbB, Ta3W aCOLHAINs Ce CMATA 33 HOBO aKTHBHO
BEIIECTBO.
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AKO J1eKapCcTBEHMAT IPOAYKT € NPEBUIEH 3a pa3iMyHa TepaleBTHYHA
ynorpeba MM ce MpejcTaBs B pa3inuHa (hapManeBTUUHA (opMma, UIH
ce TpuIiara 10 pasjMyeH HauuH, WIK B Pa3JIMyHa KOHLEHTPALUs, UK C
pa3nIuyHa J03UPOBKA, CE& MPEJCTABAT PE3YNTATH OT MOJXOMASAIIH TOKCH-
KOJIOTHYHU U (HapMaKOJIOTHYHH TECTOBE W/WIH KIMHUYHU H3IMHTAHMSA.

CXOJHHM BUOJIOTMYHU JIEKAPCTBEHU ITPOAYKTHU

Bw3moxuo e pazmopenbure Ha wien 10, maparpad 1, 6yksa a), iii) ma
Ce OKaKaT HEIOCTAThYHH MO OTHOLICHHE Ha OWOJOTHYHHTE JieKap-
CTBEHH TPOIYKTH. AKO CBEICHHATA, KOUTO C€ W3HCKBAT MPH
CXOMHHTE MO CBIIECTBO MPOAYKTH (TCHEPHYHH TWPOIYKTH), HE
[O3BOJISIBAT [a C€ IMOKaXE CXOZHOTO ECTECTBO Ha JBAa OHOJIOTHYHU
JICKapCTBEHH MPOAYKTa, C€ TMPEACTAaBAT JAONBIHUTEIHH JaHHH,
0COOEHO MO TOKCHKOJIOTHYHUS W KIMHHUYHHS Npodui.

Koraro naneH 6MOJOTHYEH JEKapCTBEH MPOAYKT, KAKTO € ONpe/elieH B
yacrt I, maparpad 3.2 OT HACTOSIIIOTO MPUIIOKEHHE, KOWTO Ce OTHACS 10
JaZeH OPUIMHAJICH JIEKapCTBEH IPOJAYKT, 3a KOWHTO € M31a/eHO
paspelieHue 3a THproBusi B pamkute Ha OOIIHOCTTA, ce MPEACTaBs 3a
MOJTy4aBaHe Ha pa3pelleHHe 3a ThProBHs OT HE3aBHCHM KaHIHMAAT CIeN
HM3TUYAHETO Ha MepHoJa 3a 3ama3BaHe Ha JaHHUTE, Ce Ipuiara
CIICTHUAT MOAXO.

— Tloanexammara Ha TpeACTaBsHe WHAOPMAIWS HE Ce H3YEpIBa C
moaymu 1, 2 u 3 (dbapmaneBTuuHH, OHOIOTMYHA W XUMHYHHU
JaHHH), TOAKPEIICHN C JaHHHUTE 32 OHOCKBHBAJICHTHOCTTA M GHOJIO-
TMYHATa TOAHOCT. BHABT M KOJNMYECTBOTO NOMBIHUTEIHH JAHHU
(TOECT TOKCHKOJOTWYHUTE W APYTUTE HEKIMHAYHH W TOIXOJSIIN
KIMHUYHE [JaHHH) CE ONpelemsIT Ha 0a3aTa Ha BCEKH OTHEICH
ciyyail B CHOTBETCTBHE ChC CHOTBETHHTE HAYYHH NPEIIHCAHMS.

— Ilopanu pa3HO0Opa3neTo Ha OHOIOTHYHUTE JICKAPCTBEHU MPOAYKTH
OT KOMIIETEHTHUTE BJIACTH CE M3HMCKBAT ONPEJENICHNU H3CIIEABaHMS,
IpeABUACHN B Moxyiau 4 W 5, KaTo ce B3eMaT HpEeABHI CIIeIH-
(UYHUTE XapAKTEPUCTHKU HA BCEKH OT/AENCH JICKAPCTBEH IPOIYKT.

OO6mmTe MPHUHIMIN, KOUTO TPSOBa Ja ce MPHIIOXKAT, Ca HACOUCHH KBbM
MyOIMKYBAHOTO OT AarcHIHMATa PHKOBOACTBO, OTYUTALIO XapaKTEPHC-
THKATE Ha JaJCHHs JICKapCTBEH MPOIYKT. B ciydyail ue JeKapCTBEH
MPOAYKT, 3a KOWTO IbPBOHAYANHO € W3IAJCHO pa3pelieHhe 3a
TBProOBUs, WMa TIOBeYe OT EAHO TIOKa3aHWe, Clie[iBa Ja Ce [aje
onpaBiaHne Ha e(PUKACHOCTTa W OE3BPEIHOCTTAa HA JICKAPCTBEHUS
MPOMYKT, 3a KOWTO Ce TBBPIHM, Y € CXOMCH, HIH aKO € HeOOXOIUMO,
MOKa3aHMUATa, 3a YHETO HAJIWYME Ce TMPETeHAMPa, Ce NEMOHCTPHpAT
MOOTAEITHO.

JIEKAPCTBEHMU ITPOAYKTU C YCTAHOBEHM KOMBHWHAIIMH

3asBienusTa, ocHoBaHU Ha wieH 10, maparpag 1, Oykea 0), ce oTHacsT
SIMHCTBEHO 3a JICKApCTBEHH NPOAYKTH, MPOU3BEACHH OT IOHE BE
aKTHBHHM BCLIECTBA, 3a KOWTO HE € MOIYy4CHO MPEABAPUTEIHO
pa3pelIeHHe KaTo 3a JICKapCTBEH MPOAYKT C YCTAHOBEHA KOMOMHAIMS.

B TakuBa 3asBIE€HMS Ce NMPEACTaBs IIbJIHA JOKyMEHTalus (MOIyJH OT 1
10 5) Ha JnekapcTBEeH NPOAYKT ¢ ycTaHOBeHa komOuHarms. Korato e
MPUIOKHMO, C€ HpencTaBs MHGOPMAIMS OTHOCHO NPOHM3BOJCTBEHHTE
MPEANPUATHS, BBHIIHUTE areHTH W OIEHKa Ha Oe3BpEeIHOCTTA.

JOKYMEHTAIIUA 3A 3AMABJIEHMA I1IPM WU3KJIIOYMTEJIHH
OBCTOATEJICTBA

Koraro cbriaacHo wimen 22 3agBUTENSIT AEMOHCTpUpA, Y€ HE € B
CBbCTOSIHUC A NpEACTaBU BCeO6XBaTHI/I JaHHHU OTHOCHO e(I)I/IKaCHOCTTa
1 0e3BpeHOCTTa IPH HOPMAJIHU YCIOBHS Ha ynoTrpeda Mopajd TOBa,
ye:

— IIOKa3aHWATa, 3a KOMTO € TMpeJHa3HaueHa ynoTpebaTa Ha
BBIIPOCHUS TIPOJYKT, Ca TOJIKOBA PSJIKO CPELIaHH, Y€ 3asBHTEIAT
no OOSCHUMM INPUYMHH HE MOXE Jia TPEJCTaBH ITBJICH JI0Ka3a-
TEJICTBEH MaTepHal, Hix

— CBCTOSIHHETO HAa HAyYHUTE MO3HAHUSI KbM MOMEHTA € TaKoBa, ye He
MOTaT Aa ce MPEeICTaBsAT BCEOOXBATHH CBEACHHS, WITH

— 61 OWIJIO MPOTHB OOLIOTIPUETHTE TIPUHIMITA HA JIEKapCKara eTHKa Jia
ce chOMpaT TakuBa CBEACHHS,
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Pa3spCuI€eHUETO 3a THProBUSA MOXKE Ja C€ ganec, mpu YyCJIOBUE Y€ CC
cra3BaT HAKOHU CHCI_[I/I(bI/I‘IHI/I 3abJDKCHUS.

Te3u 3ambmKeHUsT MoraT Ja BKJIIOYBAT CIEAHOTO:

— 3adBUTCJIAT H3MNBJIHABA OIIpElCIICHA MporpaMa OT H3CICABAHUS B
PpaMKUTE Ha II€puoJa OT BPEME, ONPEACIIEH OT KOMICETCHTHUA
opraH, KaTo pe3yJaTaTuTe OT TE3U U3CICABAHUA Cl)OpMI/IpaT
OCHOBAaTa 3a MPEOIEHKAa Ha CHhOTHOUICHHUETO MOJI3a—pPHUCK,

— BBIIPOCHHUAT JICKAPCTBEH IIPOAYKT MOXKE Oa C€ NpeaocCTaBsd €IUH-
CTBCHO II0 JICKAPCKO TIIPEAINIUCAHUE, KATO B OIPCACICHU ClIydau
MOXE IOa Cc€ yHOTpe6}IBa CcaMO IO CTPHUKTEH JICKAPCKU KOHTPOJI,
€BCHTYAJIHO B OOJHUYHO 3aBCIICHUE, a IpU paL[I/IO(bapMaLIeBTI/IHI/ITe
— CaMO IO KOHTpPOJIa Ha OINPaBOMOIIEHO JIHUIE,

— JINCTOBKAaTa C YIIbTBAaHUA B ONAKOBKATa, KAKTO M BCAKA MEIUIIMHCKA
uHMOpMaLHs, HPHUBINYAT BHUMAHHMETO Ha OOIIONPAKTHKYBAIIUS
Jekap KbM (paKTa, 4e CBHILICCTBYBALUUTE IAaHHU 32 BBIPOCHUS
JIEKapCTBEH MPOJIYKT BCE OIIE HE CHOTBETCTBAT HA HM3MCKBAHUATA
B OIpeNeNeH: CIelMpUIHN OTHOIICHUS.

7. KOMBUMHHUPAHMU  3AMABJIEHMA  3A  PA3PEHIEHHME  3A
THhPTOBUA

ITox xOMOMHMpPAHHU 3asIBIECHMS 3a Pa3pelICHUs 3a THProBHs Cle/Ba Ja
ce pa3dupa JOKyMEHTAalMATa 3a 3asBJICHUA 3a paspeliecHHe 3a
TBProBHs, KOraTo MOAYJIH 4 m/uiam 5 ce chCTOSAT OT KOMOMHALUS OT
JOKJIAJH 110 OrpaHMYeHU HEKIMHUYHU W/WIN KIMHUYHU H3CIIeBaHMS,
OCBIIECTBEHH OT 3asBUTENS, KAaTO ca BKIIOYEHH M Oubimorpadeku
CIpaBKH. Bcuuku ocraHany MOIYJM OTrOBapiT Ha CTPYKTypara,
omucaHa B 4yacT | oT HacrosAmoTro npuioxeHue. KommereHTHUST
opraH IpueMa IpelokKeHust Qopmar, mpeincraBeH OT 3asBUTENS Ha
6azara Ha BCEKM CIIydyail MOOTAEIHO.

YACT 11
CIIEHUAJIHU JJEKAPCTBEHHU NPOJAYKTH

B HacrosiiaTa yacT ca M3JI0XKEHH CIICLHAIHUTE W3UCKBAHUS MO OTHOLICHHE Ha
€CTECTBOTO Ha OIPE/ENICHH JICKAPCTBEHU MPOIYKTH.

1. BUOJIOTMYHU JIEKAPCTBEHU ITPOJAYKTU
1.1. JlekapcTBeHH NPOAYKTH Ha 0a3aTa Ha KpPbBHA IJa3Ma

Ilo oTHOmIEHME HA JIEKAPCTBEHUTE NMPOAYKTH, U3BICUYEHH OT YOBEIIKA
KpPbB WIM KpbBHA IUIa3Ma, M 4pe3 Jeporamus OT pasnopeaduTe Ha
Momyn 3, M3MCKBaHHMATA 32 JOKYMEHTAlusTa, MocoyeHu B M H)op-
Malus, CBbp3aHa C U3XOAHUTE MaTepHalu U CypOBUHHTE", ,,H3XOIHHUTE
MaTepHalli, NPUTOTBEHM OT 4YOBEIIKa KpbB/IUIa3Ma“ Morat Ja ce
3aMEHAT C OCHOBHA MOKYMEHTALUs 3a Ila3MaTra B CBOTBETCTBUE C
HACTOAIIATA YacT.

a) [lpungunu
ITo cmuchIa Ha HACTOSLIOTO MPHIOKCHUE:

— ,,OCHOBHa JOKyMEHTalsl 3a IUIa3Mara’ O3HayaBa OTJEJIHA JIOKY-
MEHTAIMs, KOSATO € OTACNCHA OT JOKyMEHTAaLHsATa 32 paspellcHHe
32 THProBUs, B KOSTO Ce JaBa IulaTa HeoOXoauMa MoApoOHa
HHpOpPMAIM OTHOCHO XapaKTePUCTHKHTE Ha IUIaTa YOBEIIKa
KpbBHA IUIa3Ma, M3IOJI3BAaHA KATO U3XOJICH Marepuan W/WIM Kato
CYypOBHMHA 32  IIPOU3BOACTBOTO Ha  CyO(paKuun/MeXAUHHH
(pakimy, ChCTABKM HAa HHEPTHUTE MAaTepUald M aKTHBHOTO/HTE
BELICCTBO/A, KOMTO MPEACTABIABAT YacT OT JICKapCTBEHUTE
HOPOXYKTH WM MEIMIUHCKATE YCTPOWCTBA, pasIieNaHH B
Jupexrusa 2000/70/EO na EBponeiickust nmapnament u Ha CbBera
or 16 HoemBpu 2000 r. 3a uzmeHeHue Ha Jlupextusa 93/42/EO Ha
CbBeTa OTHOCHO MEAUIMHCKHTE YCTPOMCTBA, KOUTO BKIIOYBAT
YCTOWYHMBY IIPOM3BOJHM OT YOBEIIKA KPBbB MM YOBEIIKA KPHBHA
mnasma (1).

(') OB L 313, 13.12.2000 r., cTp. 22.
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— Bceku TEHTBp WIM MPEANpPUSATHE, B KOETO C€ OCHIIECTBSIBA
pa3zensHe Ha (pakiun/o0paboTka Ha YOBEIIKa KPbBHA IUIA3Ma,
HNOATOTBS M  OCHBPEMEHsBA MakeT MOJAPOOHa HH(MOpMALHS
otHocHO OJII.

— OcHoOBHaTa JOKyMEHTANHUs 3a IJIa3MaTa ce MPEACTaBs OT 3asBUTEIS
3a paspelleHre 3a THPrOBUS WM TUTYISIpa HA paspelicHHe 3a
THProBHsi Ha arceHUMATa WIM HA KOMIIETeHTHHs opradH. Korato
3asBUTENAT 3a pa3pelicHHe 3a THProBUS WIM THTYIAPHT Ha
paspelieHne 3a ThPrOBUS HE ChBMaJa C TUTYJsIpa HAa OCHOBHATa
nokyMeHTanus 3a 1uasmata, OJIIl craBa mocThIHA 3a 3asBUTENS
WM TUTYISIpa Ha paspellieHHe 3a ThProBHs, 3a Ja ce Mpenajae Ha
KOMIIETEHTHUTE BIIACTH. BBB BCeKH ciydail 3asBUTEIST WU
TUTYJISIPBT HA pa3pellieHUE 3a THProBUs MOeMa OTTOBOPHOCTTA 3a
JIEKAPCTBEHUS TPOIYKT.

— KommnerenTHara BJIaCT, KOATO OLIEHsABA Pa3pCHICHUETO 3a ThProBHUA
M34YaKBa arcHINMATA [a U3Jaje CepTU(UKAT, IPEaU Aa ce MPOU3Hece
10 3asBJICHUETO.

— Bcska JAOKYMCHTallUs 3a paspellIeHUuE 3a TbHProBUs, B KOIATO C€
CbAbpKa CbhCTaBKa—IIPpOU3BOAHA OT KpbBHA IlIadMa, CE€ I1030BaBa
Ha OCHOBHAaTa JOKYMEHTalusd 3a IUIa3Ma, CBbOTBETCTBAlla Ha
I1asMarta, M3M0Ji3BaHa 3a U3XOIACH MaTCpPIaJ'I/CypOBI/IHa.

6) CpabppxaHue

B crorBercTBHE ¢ pasnopenbute Ha wien 109, u3menen c¢ Jupexrua
2002/98/EO, koOHTO ce OTHAcs A0 H3UCKBAHUATA KbM JOHOPUTE U
W3MUTBAHETO HA JAPEHMATA, OCHOBHATA JOKYMEHTAIMs 3a IUIa3Mara
chIbprka HH(OpMAIHS 3a I1a3MaTa, W3M0JI3BaHa 3a M3XO0JeH MaTepual/
CypOBHHA, U MO-CHCHHATHO:

(1) Ipousxon Ha miuazmara

i) uH}pOpMaLUs OTHOCHO LIEHTPOBETE M MHCTUTYTHUTE, B KOUTO C€
OCBLIECTBSIBA HAOUPAHETO HAa KPbBTA/IUIA3MaTa, BKIIOYUTEITHO
MHCIIEKIIUH U 0JJ00pEHHUs], KAKTO U eNUJIEMHOIOTUYHN JaHHU 33
UHQPEKLHUH, IPEHOCUMHU O KPBBEH IBT;

il) mH(pOPMAIMs OTHOCHO LIEHTPOBETE M MHCTHUTYTHUTE, B KOUTO CE
OCBILECTBSIBA M3NHMTBAHETO HAa JApCHATa KPBbB M IUIa3MEHHUTE
pe3epBoapy, BKIIOYHUTEIHO CBHCTOSIHUE Ha WHCIICKIIMOHHATa
JEeHHOCT U 0J00peHusTa;

iil) KpUTepud 3a W3OUpPaHE/W3KIIOYBAHE HA [OHOPH Ha KpPBB/
KpbBHA ILUTa3Ma;

iv) cHcTeMa Mo MecTa, KOSTO Jia MO3BOJSIBA [1a CE MPOCIEAH MBTS
Ha BCAKA JapeHa KpbB/IUIa3Ma OT LEHThpa 3a JapsABaHe Ha
KpbB/IUIa3Ma 10 KpailHUTE TPOAYKTH W OOPaTHO.

(2) KauectBo u 6e3BpeHOCT Ha IIa3Mara

i) cpvorBercTBue ¢ EBpomneiickara ¢apmakones;

il) M3NUTBaHE Ha JapeHaTa KpbB/IUIa3Ma M pPE3EPBOAPUTE 3a
areHTH Ha WH(EKIMH, BKIIOYHATEIHO HHPOpMALUs OTHOCHO
METOIUTE HAa M3MUTBaHE, KAaKTO W II0 OTHOIICHHE Ha pe3ep-
BOApHUTE C IUIa3MaTa, JaHHHU 3a YTBBP)KIABAHETO Ha IIPHIIO-
JKCHUTE W3IHUTBaHUS,

iil) TEXHUYECKH XapaKTEePHCTHKH Ha IUIMKOBETE 3a ChOMpaHe Ha
KpbBTa W IUIa3MaTa, BKIIOYMTEIHO HH(OpPMALUsS OTHOCHO
M3MOI3BaHUTE MPOTHBOCHCUPBAIIN Pa3TBOPH;

iV) YCIIOBHS 32 ChXpaHsABaHE M TPAHCIIOPTHPAHE Ha IUIA3MaTa;
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V) OpOLeAypH 3a U3BBPIIBAHE HA HMHBEHTApH3alMsA H/WIH
KapaHTHHHH YCIIOBUS,

vi) XapaKTepUCTHKA Ha IUIa3MEHUs pe3epBoap.

3

~

CobliecTByBalaTa CHUCTEMa MEXIy IPOU3BOAUTENSI Ha JeKap-
CTBEHUsI NPOJYKT, IPOU3BE/IEH OT KPbBHA ILIa3Ma M/WIIM MHCTUTY-
nyUATa, KOATO C€ 3aHUMaBa C KpbBHHTE (pakuuu/oOpaboTka Ha
KpbBTa, OT €IHAa CTpaHa, M ILEHTPOBET€ U MHCTUTYTUTE 3a
U3MUTBaHE, OT Jpyra CTpaHa, KOSATO OIpejels YycloBusTa 3a
TSAXHOTO B3aUMOJEHCTBUE U CHIIACyBaHHUTE MOMEXIY UM crienudu-
KaIliH.

OcBeH TOBa OCHOBHATa [OKyMEHTAlUs 3a IUIa3MaTa BKIIIOYBA
CIHCHK HAa JIGKAPCTBEHHTE TIIPOAYKTH, 3a KOHUTO € BalHIHA
OCHOBHATa JOKyMEHTAlMs 3a IUIa3MaTa; Jadd Ha JIEKapCTBEHHUTE
OPONYKTH € H3JaJCHO pa3pelleHHe 3a TBPIOBHA MIH Te ce
HaMupaT B MpoleC Ha H3JaBaHe HA TAaKoBa pa3spelleHHe 3a
THProBHs, BKJIIOUHTENHO JIEKAPCTBEHHTE MNPOIYKTH, MOCOYEHH B
uieH 2 ot Jupekrusa 2001/20/EO na EBponeiickus mapiameHT u
Ha CpBeTa, OTHAcsa ce N0 NPHUIAraHeTo Ha Jo0paTa KIMHHYHA
NPAKTUKA TPU MPOBEKAAHETO HA KIMHMYHM ONHUTH BBPXY JIeKap-
CTBEHUTE MPOAYKTH 3a XyMaHHa yrnoTpeoa.

B) OnensBane u ceprudpuuupane

— Ilpu nexapcTBEHUTE NPOAYKTH, KOUTO BCE OLIE HE ca IOIYyYHIH
paspelleHue, 3asBUTENAT 3a paspellieHue 3a ThPrOBUs IPENCTaBs
IbJIHA JOKYMEHTAalUs Ha KOMIIETEHTHMSI OpraH, HPHIPYKEHa OT
OT/IeJTHa OCHOBHA JOKYMEHTAllMs 3a IUIa3MaTa B CIIy4auTe, KOraTo
BCE Ol HE CHIIECTBYBA TaKOBA.

— OcHoBHaTa JOKYMEHTalUs 3a IulasMara € MpeaAMET Ha Hay4dHO U
TEXHUYECCKO OLCHABAHEC, KOCTO C€ OCBIICCTBABA OT arcHOuATA.
Ako OlE€HKaTa 3a OCHOBHAaTa AOKyMECHTAallUs 3a Iljla3MaTa € I10JI0-
JXHUTCIIHA, CC H3JaBa CepTI/I(bI/IKaT CBhIIaCHO 3aKOHOJATCIICTBOTO Ha
O6H.IHOCTT3., KOWTO ce npuapyKaBa OT AOKJaJ I10 OLCHKAaTa. W3na-
JACHUAT CepTI/I(bI/IKaT BaXXW Ha TEPUTOpHUATA Ha LsjiaTa OGH_IHOCT.

— OcHoOBHaTa JIOKyMEHTAIlUs 3a TUIa3MaTa ce aKTyallu3upa U TMOMIEKH
Ha €XEroJHO IMOJIHOBSBAHE.

— V3MeHeHusATa, KOUTO BIOCJIEACTBUE CE BBBEXK/AT 110 OTHOIICHHE HA
yCIIOBHsITA 32 OCHOBHATa JOKYMCHTALWs 3a IUIa3MaTa, TpsOBa jaa
ClIeABaT MpoLeAypara MO OLICHABAHETO, YCTAHOBEHA B PerimameHT
(EO) Ne 542/95 wna Kommcusra or 10 mapr 1995 r. (') orHOCHO
NpOYYBAaHETO Ha M3MEHEHHWSTAa B pPa3pelICHHETO 3a ThProBUS,
BKIIOueHH B obOxBara Ha Permament (EMO) Ne 2309/93 Ha
CeBera or 22 romu 1993 r. 3a ycraHOBsiBAHE Ha OOIIHOCTHHU
NPOLEAYPH 33 MPEJOCTaBSHE HAa pa3pellicHHEe U 3a HAJ[30p Ha JieKap-
CTBEHUTE MNpPOLYKTH 3a XyMaHHa W BETepUHapHa ymnorpeba u
OTHOCHO Ch3/laBaHe Ha EBpomelicka areHIus 3a OLCHKA Ha JieKap-
cTBeHuTe MPOAYKTH (?). YeroBuATa 3a OIEHKA HA TE3H NMPOMEHU ca
ycranoBenu B Permament (EO) Ne 1085/2003 na Kommucusira.

— Karo Bropa cThIKa OT pasmopenduTe Ha HOBPBO, BTOPO, TPETO H
YETBBPTO THPE KOMIETCHTHHTE BJIACTH, KOWTO 1€ H3]aBaT HWIH
BEUE ca M3JaJM pa3pelIieHHe 3a ThProOBHS, B3EMAaT NMPEIBH] CEPTH-
(unrpaHeTo, MOJHOBSIBAHETO Ha cepTH(HUKATA MIM U3MEHEHHUSTA B
OCHOBHATa JIOKyMEHTAIlMs 3a IUIa3MaTa Ha ChOTBETHHS JIEKapCTBEH
MPOAYKT.

() OB L 55, 11.3.1995 r., cp. 15.
(®» OB L 214, 24.8.1993 r., ctp. 1.
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— Upes neporaiys OT pa3nopeAdHWTe Ha BTOPO THUPE OT HACTOAIIATa
Touka (OLCHABAaHE W CEpPTU(HIMpAHE), KOraTo JajJeHa OCHOBHA
JIOKyMEHTaIlls 3a IUIa3MaTa ChOTBETCTBA CaMO Ha JICKAPCTBCHUTE
NPOAYKTH, MPOU3BEACHH OT KPBB/KPbBHA IUIa3Ma, YHETO
paspenieHne 3a ThPTOBHS € OTPAaHHYCHO B PaMKHTE CaMO Ha €JHa
OT JbpKaBUTE-WICHKH, HAlMOHAJIHATa KOMIIETEHTHA BJIACT Ha Ta3u
JIbprKaBa-WwICHKA W3BBPIIBA HAYYHO-TEXHHYECKO OICHSABAHE Ha
CHOTBETHATa OCHOBHA JOKYMEHTALUS 3a IUIa3MaTa.

Bakcunn

OTHOCHO BaKCHMHHTE 3a XyMaHHa yrorpeba, d9pe3 aeporamus OT
pasmnopendouTe Ha MOIYJN 3 OTHOCHO , AKTUBHHTE BEIIECTBA“ M B
Cllydaii, 4e ca OCHOBAaHHM BHPXY CHCTEMAaTa OCHOBHA JIOKYMCHTALUS 3a
IUTa3Mara Ha BaKCHHHUS aHTHICH, CE IPHJIAraT CJICIAHUTE M3MCKBAHMS.

JlokyMeHTanuaTa 3a paspellieHHe 3a ThProBUs Ha JajeHa BaKCHHA,
pa3iM4Ha OT BAKCHHATA 33 YOBEIIKHS TI'PHI, 33IbJDKMTEIIHO BKIIIOYBA
OCHOBHATa JIOKyMEHTAlMsl Ha BAKCUHHMS aHTHI'€H, KOWTO NPECTaBIIsABA
AKTUBHOTO/UTE BEILECTBO/a HA Ta3U BAKCHHA.

a) [Ilpunnunu

Ilo cMuCBhia HAa HACTOSIIOTO TIPUITIOKECHHUC!

— ,,OCHOBHa JOKYMEHTalMsl HAa BAaKCUHHUS aHTHICH' O3Ha4yaBa
OTJIEJHA YacT OT JOKyMEHTAaIMsATa Ha 3asBJICHUETO 3a pa3pellcHue
3a TBHPrOBHs 3a BaKCHHA, KOSTO ChHABpXKA IpuIaTa HeoOXoauma
uHpopMmanys OT OHONOTHYHO, (HAPMALCBTHYHO U  XUMHYHO
€CTEeCTBO M C€ OTHAcsA [0 BCAKO OT aKTHBHHUTE BEIECTBA, KOETO
IIPEACTABIIsIBA 9acCT OT TO3M JICKApCTBEH MpoAyKT. OTaenHaTa dacTt
MOXe jaa Obae o0mma 3a eJHa WIM [0BEYe MOHOBAJICHTHH H/WIH
KOMOMHHUpAHN BaKCHHU, NMPEACTABEHH OT €IWH M CHINU KaHIUIAT
WIN TUTYJSIP Ha pa3pelieHUe 3a ThPrOBHS.

— JlaneHa BakcHHA MOXE Jia CBhABp)KA €IUH WIN TOBEYE OTICITHU
BAKCHHHM aHTHIeHH. AKTHUBHHUTE BELIECTBA Ca TOJIKOBA Ha Opoii,
KOJIKOTO ¥ BAKCHHHUTE aHTHUI€HH, IPUCHCTBAIIN B JIa/IcHa BAKCUHA.

— KOM6I/IHI/IpaHaTa BaKCHHa CbIAbpKa Hal-MaJIKO JiBa pa3IndHU
BAaKCUHHH AHTUI'C€HA, KOUTO CIIY’KaT 3a MPEeAOTBpaTsABAHE Ha €IHO
HIIN HAKOJIKO I/IH(bCKI_II/IO?:HI/I 3a00JIIBaHUs.

— MoHoBaneHTHaTa BakCHMHAa € BAKCHHA, KOSITO CBHABPKA COUH
BAKCUHEH aHTUIEH, KONTO CIy>KH 3a NPEOTBpaTsBaHE CaMoO Ha
€HO MH(EKIMO3HO 3a00isBaHe.

6) CpabppxaHue

OcHOBHaTa JOKyMEHTallUs Ha BAaKCHHHHS aHTUTCH ChIbpiKa CleTHATa
W3BJeYeHA OT ChOTBETHAaTa 4acT (AKTHBHO BEIIECTBO) Ha MOIYN 3
uHpopMauusi OTHOCHO ,JlaHHM 3a KadecTBOTO™ Taka, KakTo €
OuYepTaHO B 4YacT | OT HACTOSIIOTO MPUIIOKEHHUE:

AXTHBHO BEIIIECTBO

1. O6ma wuH(pOpPMAIMSI, BKIIOYATEIHO CHOTBETCTBHE CBC CBOTBET-
HaTa/ure MoHorpadwusi/u ot EBponeiickara dapmakoresi.

2. VHpopManus OTHOCHO NMPOM3BOJACTBOTO HAa aKTUBHOTO BEIIECTBO —
Ta3yw Mo3uius oOXBalla MPOM3BOACTBEHHs Mpolec, HH(opMarus
OTHOCHO M3XOJHUTE MaTepUalyl M CYpOBHHHUTE, CIELHATHHU MEPKH
o TCE u ouenka 3a 6e3BpeHOCTTa HAa BHHIIHUTE arcHTH, KakTo H
IIPOU3BOJICTBEHUTE CHOPHKEHUS U 00OpY/IBaHE.

3. XapakTepucTuka Ha aKTHUBHOTO BEILECTBO.

4. KoHTpos Ha Ka4ecTBOTO HAa aKTMBHOTO BEIIECTBO.

5. PedepeHTHH CTaHAApPTH M MaTepHANH.

6. Cucrema chI0Be 3a CbXpaHEHUE U 3aTBapsiHE Ha CBHIAOBETE C
AKTUBHOTO BCHICCTBO.

7. YCTOMYMBOCT Ha aKTHBHOTO BEIECTBO.
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B) OneHnsiBane u cepTuUIUpaHe

— 3a HOBM BAaKCMHM, KOUTO CBJIBP)KAT HOB BaKCHHEH AaHTUIEH,
3aBUTENAT IIPE/CTaBs HAa KOMIIETEHTHATa BJIACT IBJIHATA JOKY-
MEHTAllUs 33 pas3pellieHue 3a ThPrOBUs, B KOATO Jla €a BKIIIOYEHH
BCHYKH OCHOBHHM JOKYMEHTAllMH 33 BaKCUHHMTE AHTUIEHH, CHOT-
BETCTBAIlM HA BCEKM BAKCHHEH aHTUTEH, KOWTO Ipe]cTaBIsiBa
4acT OT HOBAaTa BAaKCHMHA, TaM, KBJIETO HE CBIUIECTBYBA TaKaBa
OCHOBHA JIOKYMEHTAllUsl HA BAKCMHHUS AHTUIEH 3a JaJeH OTIEeH
BaKCMHEH aHTUreH. HaydHo-TexHHuyeckaTa OIIGHKa 3a BCsKa
OCHOBHA JOKYMEHTAllUs HA BAKCHHHUS aHTUTEH CE U3BBPILIBA OT
areHIUATa. AKO OIIEHKAaTa € TOJI0XKHUTENHA, Ce M3/aBa CepTU(UKAT
32 CBOTBETCTBHE C €BPOMNEHCKOTO 3aKOHOAATEICTBO 3a BCAKa
OCHOBHAa JOKYMEHTAallUsl Ha BAaKCUHHUSA aHTUTEH, KOHTO ce
npuapyXkaBa OT AOKIax 1o oueHkara. CepTH(HUKaThT BaXd Ha
TepuTopusita Ha usnata OOLIHOCT.

— Pasnopen6uTe Ha MBPBO TUPE CE MPUIIATAT 3@ BCAKA BAKCHHA, KOSTO
ce ChCTOM OT HOBa KOMOMHALMsS OT BAKCHHHU AHTUTEHM, HeE3a-
BUCHMO JaJld €IUH WM [OBEYE OT TE3U BAKCHMHHM AHTUIEHU ca
4acT OT BaKCHHH, KOWTO Be€YE Ca TMOJYyYWIH pa3pellcHHe B
OO6mHOCTTA.

— l3MeHeHusATa B CHABPKAHUETO Ha JaJeHAa OCHOBHA JOKYyMEHTALUs
Ha BAaKCHHHHS AQHTUICH 3a BaKCHHA, MHOIy4YWIa pa3pelicHHE B
pamkute Ha OOLIHOCTTA, Ca IPEAMET Ha HayYHO-TCXHUYECKA
OLICHKA, KOSATO CE OCBIIECTBSBA OT AarcHUMATAa CBIVIACHO IIPOLe-
nypara, ycraHoBeHa B Persament (EO) Ne 1085/2003 na Kommu-
cusiTa. AKO OLCHKAaTa € [OJIOKHTENHA, AarcHIUsATa W’3JaBa
cepTH(UKAaT 32 CHOTBEICTBHC CbC 3aKOHONATEICTBOTO Ha
OOwHoCTTa 3a BCSKA OCHOBHA JOKYMEHTAllMs Ha BaKCHHHUS
anTureH. CepTu(UKATHT ce NIpuiara Ha TEPUTOPUTA HA Iisaiata
OO1HoCT.

— Upes meporarus oT paznopenOHTe Ha MBPBO, BTOPO M TPETO THPE
ot Hacrosiniata Oyksa (OueHsBane u cepTudUIMPaHE), TaM, KbAETO
JlaJieHa OCHOBHA JOKYMEHTAlUsl Ha BAKCHMHHUS aHTUTEH Ha BaKCHUHA
CHOTBETCTBA CaMO HA BAKCHHA, KOSITO € MPEAMET Ha pa3pelieHue 3a
TBProBUsi, KOETO HEe € Owno/Hsama ga Obae HM3OaJCHO B CHOT-
BETCTBUE C mpoueaypute Ha OOLIHOCTTAa, U NpPU IOJOXKEHHE dYe
paspelieHaTa BaKCMHAa CbAbp)Ka AaHTUICHH, KOUTO He ca
NpeMHUHAIM OLEHsBaHEe Mo Ipouenaypara Ha OOLIHOCTTA, HAy4HO-
TEeXHHYECKaTa OIIEHKAa Ha BBIIPOCHATa OCHOBHA JIOKYMEHTAlUs Ha
BaKCUHHMS AQHTHI'CH M IOCJEJBAIIUTE M3MEHEHHsS MO0 Hes ce
M3BBPIIBAT OT HAI[MOHAJIHMS KOMIETEHTHA BJACT, KOMTO € u31ai
pa3pereHneTo 3a ThProBuUsl.

— Karo Bropa cThIKa OT pasmopenduTe Ha IBPBO, BTOPO, TPETO H
YEeTBBPTO TUPE KOMIIETEHTHUAT OpraH, KOHTO € M3hal WIH 1e
u3ajie paspellieHHe 3a ThProBUs, B3eMa HpeIBUA CepTU(ULIHU-
paHeTo, MOBTOPHOTO cepTHQHLUpPaHe WIM H3MEHEHHEeTO Ha
OCHOBHATa JOKyMEHTAllls HAa BAKCUHHHS aHTUTEH Ha BBIPOCHUS/TE
JIEKapCTBCH/H TPOIYKT/H.

PAJJUODPAPMALEBTULIN U TTPEKYPCOPU
PagnodapmanesTunu

3a menuTe HAa HACTOSIIATa TJIaBa B 3asABJICHHUATA Bb3 OCHOBA HA WieEH 0,
naparpad 2 u 4wieH 9 ce MpeACTaBs IbjHA AOKYMEHTAls, B KOSTO ca
BKJIIOUEHHU CICIHUTE CHEeM(PHIHU TTOJPOOHOCTH:

Mooyn 3

a) B xoHTekcTa Ha paanopapMaleBTHUHUS KUT, KOWTO ClieaBa ja Oble
0003HaYEH C ETHKET KaTo paJuOaKTHBEH, CIel Karo ObIe JOCTaBEH
OT TIPOM3BOJUTENs, AKTHBHOTO BEIIECTBO € OHA3M YacT OT
(dopMmyara, 3a KOATO Ce CMsATa, Y€ HOCH WJIM Y€ CBHP3Ba Pajno-
Hykiuaa. OMMcaHHeTo Ha METO/a Ha TPOM3BOACTBO Ha paxuodap-
MaleBTHYHUTE KUTOBE ChIbPIKA JAHHH 33 MPOU3BOACTBOTO HAa KHTA
W JIaHHM 3a [pernopbyMTeHAaTa JIOBbPIIMTENHA 00paboTKa 3a
MPOU3BOJCTBOTO Ha PaJMOAKTHBHHUSA JIEKApCTBEH MpoaykT. Heo6xo-
JIMMHTE CIENU(PUKALMKE Ha PAJHOHYKIHAA CE ONMUCBAT TaM, KbIETO
€ MOAXOMSANI0, B CHOTBETCTBHE C oOmara MoHOrpadust Wi C
KOHKpeTHHTe MOHOrpaduu ot EBpormeiickata apmakornes. OcBeH
TOBa C€ OINMCBA M CTPYKTypara Ha pPaJUOaKTHBHOTO ChEIMHEHUE.
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2.2.

3a PAAUOHYKINMAUTE C€ PA3TIICKAAT BKIHOUCHUTE SIAPCHU PCAKIUU.

B reHeparopa 3a akTUBHU BELICCTBA CE€ CHUTAT KAKTO IIbPBUYHUTE
paguOHYKIUAHU, TaKa U BTOPUYHUTE PAJAUOHYKIINIU.

6) IlpexacraBsr ce JaHHM 3a €CTECTBOTO Ha PAJAUOHYKIMINTE, HIEH-
TUYHOCTTA HA M30TONA, BH3MOXKHUTE INPUMECH, HOCHUTENs, YIOT-
pebara u crnenuduUHaTa AKTUBHOCT.

B) M3xonHuTe MaTepHany BKIIOYBAT MaTE€pHAIUTE — LEIH Ha 00IbY-
BaHETO.

r) IlpeacraBsar ce crOOpaXKeHUs] OTHOCHO XMMUYHATa/PaJIMOAKTHBHATA
YUCTOTa U HEHMHATa BPB3Ka C OMONIOTMYHOTO PA3MPOCTPAHCHHUE.

n) OmmcBaT ce  paAMOHYKIHMOHATA 4YHCTOTa H  crenuduyHarta
aKTHBHOCT.

e) 3a reHepaTOpUTE Ce W3UCKBAT JAHHW OT M3MUTBAHETO 3a IIbPBUYHU
U BTOPUYHH paguoHyKnuau. OTHOCHO elyaTHTe Ha T'eHepaTOpHTe
ce MpEACTaBsAT H3MUTBAHMATA 32 IBPBUYHU U BTOPUYHH DaAaUO-
HYKIMIW W JPYTH ChCTAaBHM YacTH HAa CHCTEMaTa 3a I'CHEpHpaHe.

k) M3uckBaHeTo na ce M3pa3d ChIBPKAHUETO Ha AKTUBHOTO/MTE
BEI[ECTBO/a Ype3 Macara Ha aKTHBHUTE BEIIECTBA BAXHM CaMO 3a
paauodapManeBTHYHUTE KHTOBE. [lo OTHOIIEHHE Ha paIHOHYK-
JMHUINTE — PaJANOaKTUBHOCTTAa Ce M3pa3siBa B Oekepenn Ha aajeHa
Jata U IpH HEOOXOAMMOCT ce€ JlaBa BPEMETO CIIOpEl ChOTBETHHMS
qacoBH mosic. OTOens3Ba ce M BUIBT paJHalusl.

3) Ilpu xkuroBere, B chneuuduKanuuTe HA TOTOBHS IPOLYKT C€
BKJIIFOYBAT M U3MHUTBAHUATA BBPXY [EHCTBHETO Ha MPOIYKTHTE
clefl BBBEXKJAHETO HAa PAJMOAKTUBHMTE H30TONH. BrurouBaTr ce
MOAXOMSIINTE MPOBEPKU HA PAJUOXMMUYHATA U PaJHOHYKIHIHATA
YUCTOTA HA PAJAMOAKTUBHOTO Oens3aHO CheauHeHHe. Bceku
Marepualn, KOHTO € BakeH 3a BBBEKIAHETO HA paJMOaKTHBHHUTE
M30TOIH, C€ ONpPEAENs M Ce TMOAJara Ha KOJIMYECTBEH aHAJIM3.

n) IlpencraBs ce uHbOpMamus 3a YCTOHYMBOCTTa Ha paIHOHYK-
JMUHATE TE€HEpaTOpH, PaJUOHYKINAHUTE KUTOBE M OEII3aHHTE C
paIMoOaKTUBHH W30TOIHM MPOAYKTH. JlOKyMeHTHpa ce YCTOH4H-
BOCTTa IO BpeMe Ha ymotpeba Ha paxuodapMareBTHIM BbB
(hakoHM 3a MHOTOKpaTHa ymnotpeoda.

Mooyn 4

OueHsiBa ce, 4e TOKCHYHOCTTa MOXKE 1 C€ CBBPXKE C J03aTa pauanus.
B numarnozara ToBa € IOCIeIMIa OT H3IOJ3BAHETO Ha paguodapma-
LIEBTUIIM; TIPH TepanusATa TOBAa € ThPCEHO cBoMcTBO. Clie0BaTEIHO
oleHKata Ha Oe3BpeAHOCTTa W epHUKACHOCTTa Ha paauodapMalies-
TULUTE PA3INIeKAa HM3MCKBAHMATA 32 JICKAPCTBEHUTE HPOAYKTH U
ACIeKTUTE HAa PpaJUalMOHHATA [O3MMETpHs. M3naraHeTo Ha [aacH
OpraH WIM ThKaH Ha pagHalds ce MOKyMeHTHpa. I3umcisiBa ce
roerata 1o ONpe/ieNieH HAauWMH PajuallMOHHA 1033, KaTo Ce W3I0J3Ba
KOHKPETHa MEKIYHApPOIHO MPH3HATA CHCTEMA.

Mooyn 5

Korato e TIIPUIIOKHUMO, CC€ MNPCACTABAT PE3YyITATUTC OT KIMHUYHUTC
nu3ciaeABaHus, aprymMeHTanusATa 3a KOUTO HHA4Ye € IIpEACTaBCHa B
KIIMHUYHUTE IIperjiieaun.

PagnodapmaneBTHYHH MNPEeKypcopH 3a LeJUTe HAa PpaaHuo-
AKTHBHOTO MapKHpaHe

B crnemmouunus cnydait ¢ pagpodapManeBTHYHHS MPEKypcop, Mpel-
Ha3HA4YeH CIUHCTBEHO 3a LENUTE Ha MapKUPAHETO C PaJAMOAKTHBHU
W30TOIM, IBPBOCTENECHHATA LN € Ja ce IpeJCTaBH HH(pOpManus,
KOSITO J]a € HAacO4YeHa KbM BB3MOJKHHTE MOCIEAUIN OT HEAOCTAThUHO
e(MKaCHOTO MapKHUpaHe ¢ PaIMOAKTUBHU H30TONH WM Das3lajlaHe UH
BHBO Ha Oelsi3aHaTa C PaJHOAaKTHBHU M30TONM XUMHYHA BPB3Ka, TOECT
BBIIPOCH, CBBP3aHH C BB3ACHCTBUETO Ha CBOOOAHMS PAJHOHYKIHA
BbpXy naruenta. OCBEH TOBa € HEOOXOJMMO Jia Ce MPEJCTaBU ChOT-
BeTHaTa MH(GOpPMAIMs BbB BPb3Ka ¢ MPO(YECHOHATHUTE PHCKOBE, TOECT
BB3ACHCTBHETO HAa U3JIAaraHeTO Ha OONBYBAHE BBPXY OOTHWIHUS
MepCOHAT M BBPXY OKOJHATa Cpeja.
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IMo-cenuanHO TaM, KBAETO € IPUIOKHMO, CE IPEICTaBs ClICIHATa
nuHbopMaIus:

Mooyn 3

Pasnopenbure Ha MOIyN 3 BaxkaT 3a PErHCTpUpaHETO Ha paguodapma-
LEBTUYHHUTE IPEKYPCOPH, KAaKTO € OIpeAeneHo no-rope (OyKBH OT a) 10
1), KOTaTo € HPHI0KHMO.

Mooyn 4

Ilo oTHOIIEHME Ha TOKCHMYHOCTTa Ha eIMHMYHATA [03a M Ha
MHOTOKpPATHO IMpHUJIaraHara J03a ce MPeICTaBAT pe3yITaTUTe OT MpoBe-
JIEHUTE M3CIIEBAHKS B ChOTBETCTBHE C Pa3nopenOuTe, OTHACSIIN CE JI0
nobpara  jabopaTopHa NpaKTHKA, MpeaBHAeHH B JIMPEKTHBH
87/18/EVO u 88/320/EVO na ChBera, OCBEH aKO HE € OIMpPaBAaHO IO
JpYr HA4YMH.

H3cnensanusita BBpXY MYTArcHHOCTTa Ha paJuOU30TOIIMTEC HE CC
CUMTaT 3a IOJIC3HU B TO3H cnyqaﬁ.

IIpencraBaT ce cBedeHHS OTHOCHO XHMMYHATa TOKCHYHOCT M
OTJIaraHeTO Ha CHOTBETHUS ,,CTYAEH HYKIHI.

Mooyn 5

Knunnynara nHpoOpMmanus, reHepupaHa Bb3 OCHOBA HAa KIMHUYHHTE
M3CNICBAaHUA C H3IION3BaHE Ha CaMusl NPEKypcop, He ce CuuTa 3a
UMala OTHOLIEHHE B KOHKPETHHS CIydail Ha pagnodapMaleBTHIHHS
MPEKypcop, KOMTO € MpeAHa3HauyeH €IMHCTBEHO 3a LEIUTEe HAa MapKu-
paHeTo ¢ PaaHOH30TOINH.

Bbrpekn ToBa ce mpexnctaBs HH(pOpManMsA, OT KOATO [Ja JIHYH
KJIMHMYHATA 110132 OT paanopapMaleBTHYHUS TIPEKYypcop TOraBa,
KOTaTO CBINUAT € TPHKPENEH KbM CHOTBETHHTE MOJCKYJIH HOCHTEINH.

XOMEOIIATHYHU JIEKAPCTBEHU ITPOAYKTU

B TO3M pa3znen ca n3NOKEHH KOHKPETHHTE PasnopendH, OTHACAIIU ce
10 MPUJIAraHEeTO Ha MOAYIH 3 ¥ 4 1O OTHOLIEHHE Ha XOMEOIATHYHHUTE
JIEKapCTBEHM MPOJYKTH, KaKTO ca OMHCaHW B wieH |, maparpad 5.

Mooyn 3

Pasnopenbure Ha wMomyn 3 ce mpwiaraT KbM MPEJCTaBEHHUTE
JOKyMEHTH B CBOTBETCTBHE C 4YjeH 15 B ompocTeHara npoleaypa 3a
perucTpaiys Ha XOMEONATWYHH JEKapCTBEHH MPOAYKTH, MOCOYEHa B
unen 14, maparpad 1, kKakTo W KbM JOKYMEHTHTE 3a H3[aBaHEe Ha
paspelieHHe Ha JAPYT'M XOMEONATUYHH JIEKAPCTBEHU MPOAYKTH,
nocoyeHun B wieH 16, maparpad 1, kaTo ce B3eMaT IPEABUA
CIIEIHUTE U3MCHEHUSI.

a) TepmuHoNOTHS

JIaTMHCKOTO Ha3BaHUWE HA XOMEONATUYHUS HPOAYKT, ONMCAHO B
JIOKyMEHTalusITa 3a paspellieHHe 3a ThProBus, TpaOBa Ja CbOT-
BETCTBA Ha JIATMHCKOTO HauMeHoBanue B  EBpomeiickara
(dapmakomness WIM IIpd JIMICA Ha TakoBa, B O(HLHUANHATA
(dapmakoness Ha gbpkaBa-uieHka. Koraro e mnoxxonsmo, ce
npejcTaBs M TPAJAULUOHHOTO HAMMEHOBAHHUE, M3IIOI3BAHO B
JIbpKaBaTa-WICHKA.

6) KoHTposn BbpXy M3XOAHUTE MaTepuau

IlonpoGHOCTHTE M NOKYMEHTUTE IO H3XOJHUTE MaTepHalld, TOECT
BCHUYKH W3IOI3BAHM MAaTEpUally, BKIIOYUTEITHO CYPOBHHHUTE U
MEKAMHHATE MaTepHald [0 KpPaWHOTO pa3TBapsHE, KOUTO Ce
BKJIIOYBAT B TOTOBHUS JICKAPCTBEH NMPOIYKT, ca CHAOIEHH C JIOIBJI-
HUTEJHN JaHHM OTHOCHO XOMEONATHYHHUS IMPOLYKT, KOHTO Ja Ce
MIPUWJIOKAT KbM MaTEpPHAIUTE B 3asBICHHETO.
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OO6mMTe W3MCKBAaHWS MO OTHOIICHHE HA KaueCTBOTO CE MpHIArarT
KbM BCHUKH M3XOJHH MaTEpHaId U CYPOBUHH, BKIIOUHTEIIHO CypO-
BHHHTE U MEKIMHHUTE MaTEPHAIH JI0 KPallHOTO pa3TBapsiHe, KOMTO
3aIB/DKATEIIHO CE BKIFOYBAT B TOTOBHS JICKAPCTBEH MPOIYKT. AKO
TOBa € BB3MOXHO, B CIIyYail Ha MPUCHCTBHE HA TOKCHYHH KOMIIO-
HEHTH, CE M3UCKBA TEXHUAT KOIMYCCTBEH aHAJU3, TIPU YCIOBHE e
Ka4eCTBOTO HE MOXKe Jia Ce MPOKOHTPOIMpa MpH KpaHOTO
paspexaaHe, KOraTo Te CJeABa Aa ce BKIOYAT MOpaad BHCOKATa
CTemeH Ha paspexaaHe. Beska (asa Ha TPOM3BOACTBEHHMS IIPOLEC
OT M3XOJHUTE MaTEPHAIH [0 KPailHOTO pa3pekaaHe J0 MOoIyvaBaHe
Ha TOTOBUSI JIEKAPCTBEH MPOAYKT CE€ OIMICBA MOAPOGHO.

B ciywait ye B IpPOM3BOACTBEHHs IIpoLEC ChbliecTBYBa (asa
paspexiaHe, BCHUKM CTBIIKH, BKIIOUEHHM BBB (pazaTa paspexiaHe,
Ce U3BBPIIBAT B CHOTBETCTBUE C METOJHUTE 3a IPOM3BOJCTBO Ha
XOMEOIATHYHH MPOAYKTH, U3JI0KEHH B CHOTBETHUTE MOHOTpa(uu
or EBpormelickara (apmakornest WM B CIIy4ail Ha JIHMICa Ha TaKWBa,
B ouumanHara Qapmakones Ha JbpiKaBa-WICHKA.

B) KOHTpOJ'IHI/I W3INUTBAaHUS HAa TOTOBUSA JICKAPCTBECH IPOAYKT

KBM roToBHTE XOMEONMATHYHU JICKapCTBEHU NMPOAYKTH CE€ mpuiarat
O6H.II/ITC W3ACKBAHUA 3a Kadye€CTBO, KaTO 3adBUTECIIAT NPEACTaBA
HaJJIe’)KHa aprymeHranusd, B cnyqaﬁ Ha HCO6XOL[I/IMOCT oT
OTKJIOHCHHUA OT TC3U HU3HMCKBaHUI.

HpOBe)KL[aT CE€ OIpeacisiHe MU KOJMYCECTBCH aHallu3 Ha BCHUYKH
CbCTaBKHM CBHC 3HAYCHHUEC OT TIJICAHA TOYKAa Ha TOKCHKOJIOIHsATa.
Axo morart Jla c€ IpEeACTaBAT apryMEHTH, Y€ 3a HaJ€HU CbCTaBKH
CbC 3HAYCHHUC OT I'JICJHA TOYKA Ha TOKCHUKOJIOruATa HE € BB3MOXHO
Jla C€ MIpOBEAEC ONPEACIIAHC HIIM KOJUYECTBCH aHaJIU3, HAIpHUMEpP
Iopagu CTCIICHTA Ha pa3peXJaHe B I'OTOBHUS JICKAPCTBCH IHPOAYKT,
Ka4eCTBOTO C€ AEMOHCTpHpaA IIOCPEACTBOM IIBJIHO YAOCTOBEpPsSBAHE
Ha MPOU3BOACTBECHUA MPOLEC U IPOILICCa Ha pa3pexKaaHe.

r) MsnurBaHus 3a yCTOHUMBOCT

TpsibBa 1a ce IEMOHCTpPUpPA YCTOWYMBOCTTA HA TOTOBHUS JICKAPCTBEH
mpoaykT. [laHHWUTE 3a YCTOHYMBOCTTa OT 3alacHTe OT XOMeEOo-
HNAaTHYHU TPOLYKTH OOMKHOBEHO C€ IPEHACST BBPXY pa3TBOPHUTE/
npaxoBeTe, MOJy4eHH OT TiAX. AKO HE MOXe Ja ce MpoBene
OmpeNessiHe WIM KOJHMYECTBEH aHalM3 Ha aKTHBHOTO BEIIECTBO,
HalpyMep MOpajau CTENEHTA Ha Pa3pexlaHe B TOTOBHS JICKAPCTBEH
NPOAYKT, MOTAT J1a ce B3eMaT I0Jl BHUMaHUE JAQHHHUTE 32 yCTOHYH-
BOCTTa OT rotoBara (hapmaneBTH4Ha (Gopma.

Mooyn 4

Pasnopenburte Ha MOy 4 ce TIpUiIarar Mpu OMPOCTEHATA PErHCTPALus
HA XOMEONATHYHHUTE JICKAPCTBEHH IMPOJYKTH, MMOCOYEHH B wWieH 14,
nmaparpad 1, 3aeaHO chC CleAHUTE CHelU(UKAILKK.

CrnenBa na ce mpejacTaBd OOOCHOBKA 3a BCSKaKBa JIMICBaIia HHGOP-
Marusi, HampuMmep TpsibBa Ja ce mpeictaBu 0OOCHOBKA 3alll0 MOXeE J1a
ce MOJIKPeIH IEMOHCTPUpaHe Ha TPUEMIIBO paBHHIIE Ha OE3BPEIHOCT,
BBIIPEKH JIUICAaTa Ha HIKOW H3CIICIBAHMSL.

PACTUTEJIHU JIEKAPCTBEHU ITPOAYKTU

KbM 3asiBI€HHATA 332 PACTUTENHH JICKAPCTBEHU MPOJYKTH Ce IpHiara
IIbJIHA JTOKYMEHTAIMs, B KOSITO C€ BKJIFOYBAT 3aJbJDKUTEIHO CIICIAHHTE
KOHKPETHH MOApOOHOCTH.

Mooyn 3

Pasmopenbute, 3acsramd MOXYJT 3, BKIFOYUTEIHO CHOTBETCTBHETO C
monorpadusi/u ot EBpomeiickarta ¢apmakories, ¢ mOpuiaraT u KbM
pa3pelIeHHETO HA PACTUTEIHHTE JIEKapCTBEHH MNPOAYKTH. B3ema ce
MO/l BHAMAHHE CBHCTOSHHETO Ha HayKara KbM MOMEHTa, B KOHWTO ce
[o/iaBa 3asBICHACTO.
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CnenBa Ja Cc€ B3€MaT 110oJ BHUMAHHUE CIICIHHUTE Cl'IeI_[I/I(bI/I‘IHI/I 3a pacCTu-
TCJIHUTE JICKAPpCTBEHU MPOAYKTHU ACIICKTH:

(1) Pactrurtennu BEImEeCTBA u pPacTUTENHH
npemapaTu

3a menuTe Ha HACTOSIIOTO MNPHJIOXKEHHE TEPMHUHMTE ,,paCTUTEIIHU
BEIECTBA U PACTUTENHU Ipenaparu’ ciefBa Jla Ce CUMTaT 3a €KBUBA-
JICHTHU Ha MOHSTUATA ,,paCTUTEIHU JIEKapCTBa M PACTUTENHM JIEKap-
CTBEHM TIpenapaTu’ cbriacHo ¢GopmynnpoBkata B EBpomnelickara
(apmakores.

ITo oTHoOmEHHE HAa HOMEHKJIATypaTa Ha PACTUTEHOTO BELIECTBO Ce
MPEJICTaBAT HAy4YHOTO ONUCAHWE Ha JaJeHO pacTeHue (pon, BHI,
Pa3HOBUIHOCT M aBTOpP), KAKTO M XEMOTHIA (KOraro € IMpPUJIOKHMO),
YacTUTE HA PACTEHHATA, ONPENENICHHETO HA pPACTHTEIHHs Mpernapar,
CBHOTHOLIGHHETO Ha PACTUTENIHOTO BELIECTBO KbM  PACTHTEIHUS
npenapar, ApyruTe HaUMEHOBaHUA (CMHOHUMHUTE, IIOCOYEHHM B JAPYrH
(bapmakornen), KakTo 1 J1aOOpaTOPHUAT LIHUQBP.

Ilo oTHOlIeHME HAa HOMEHKJIATypaTa Ha pacTUTEIHHs IIpenapar ce
IPEeJCTaBAT HAY4YHOTO OIMCaHME Ha pacreHuero (pox, BHI,
Pa3sHOBHIHOCT U aBTOP), KAKTO M XEMOTHUIBT (KOraTo € MpPUIOKHMO),
YacTHTE HA PACTCHHATA, OIpPEJCICHHETO Ha DPACTUTENHUS IIpenapat,
CBbOTHOLIEHUETO HA PACTUTEIHOTO BELIECTBO KbM PACTUTEIHHS
npenapar, pa3TBOPUTENIl Ha €KCTPAaKTa, OCTAHAJIUTE HAMMEHOBAHUs
(cMHOHMMH, yTIOMEHATH B JpyrH (papmakomen) W 1abOpaTOpHHS KOI.

3a 1a ce JOKYMEHTHpa pa3JelbT 3a CTPYKTypaTa Ha pacTUTEIHOTO/UTE
BEILECTBO/Aa U PACTUTEIHMS/TE MPenapar/u, TaM, KbJETO € IPUIOKUMO,
ce mpencraBaT ¢pu3nuHaTa popma, ONMUCAHUE Ha ChCTABKUTE C ITO3HATO
TEpaneBTUYHO AeiicTBHE WM Mapkepu (MonekyisipHa Qopmya,
OTHOCHTEJIHA MOJIEKYJIIpHAa Maca, CTPYKTypHa (OpMyJsa, BKIIOYUTEITHO
OTHOCHTEJIHa U abCONIIOTHA CTEPEOXUMHUSI, MOJIEKyJIIpHaTa (GopMmyia u
OTHOCHTEJIHaTa MOJIEKYJIApHA Maca), KaKTO U APYTU CHhCTaBKH.

3a 1a ce DOKyMEHTHpa PasgeibT 3a MPOM3BOAUTENS HA PACTHUTEIHOTO
BEILIECTBO, TaM, KBJETO € MOIXO/AIIO, Ce MPEACTABAT UMETO, afAPeChT U
OTFOBOPHOCTTa Ha BCCKH JOCTABYMK, BKIFOYHMTCIHO IOAM3IIBIHMA-
TEJINTE, BCEKH INPOM3BOACTBEH OOCKT WM MPOU3BOACTBEHO CHOPB-
JKCHHE, BKJIIOYEH/O B MPOU3BOJICTBEHUS IMPOIEC/CHOMPAHETO M M3IUT-
BaHETO HA PACTHTEIHOTO BEIIECTBO.

3a 1a ce AOKyMEHTHpa PaszienbT 3a MPOM3BOJAMTENS HA PACTHUTEIHUS
Hpernapar, TaM KbJETO € MOAXOJAIIO, Ce MPEACTABIT UMETO, aJlpechT U
OTTOBOPHOCTTa Ha BCEKM JOCTaBUMK, BKIIOYUTEIHO TOJU3IIBIHU-
TEJIUTE, BCEKH IPOU3BOJICTBEH OOEKT WM IPOU3BOACTBEHO CHOPH-
JKEHHE, BKJIIOYEH/O B IPOMU3BOACTBEHUS! MHPOLEC U H3MUTBAHETO Ha
pacTUTENHUS Tpenapar.

o ce oTHacs 10 ONMCAHMETO HAa MPOM3BOJICTBEHUs HPOLEC U YIpPaB-
JICHHETO Ha MPOU3BOJCTBEHHS MPOLEC [0 OTHOIIEHHE HAa PACTUTEIHOTO
BELIECTBO C€ IIpejcTaBs HHpOpPMALMsA, C KOATO Ja Ce ONHIIE IO
HOAXOJAIl HAuUH I[POU3BOACTBOTO HA PACTEHHATa U CHOMPAHETO Ha
pacTeHMsATa, BKIIOUUTENHO reorpad)ckusi M3TOYHHK Ha JIEKapCTBEHOTO
pacTeHMe, KakTO U YCJIOBHUSATA 3a OTIVIEXkKIAHE, ChbOMpaHe, CyLIeHe U
CbXpaHEHHE.

H_IO CE€ OTHACs 10 ONMCAHUETO Ha IMPOU3BOACTBCHUS IPOLEC U YIIpaB-
JICHUCTO Ha IIPOU3BOACTBEHUSI IIPOLEC BBB BpPb3Ka C PACTUTCIIHUA
Ipenapar c€ NpeaAcCTaBs I/IH(bOpMaHI/IH, C KOATO Ja C€ OIMIe I10
noaxo sl Ha4dvH IIPOU3BOACTBOTO Ha PACTUTEIIHHUSA IIpe€rapar, BKIIIO-
YUTCIIHO OIHMCAaHHUC Ha 06p3601‘1<aTa, pa3sTBOpUTECIIUTE, PEarcHTUTEC,
CTalluTE Ha NPEYUCTBAHCTO MU CTaHAapTHU3alUATa.

o ce oTHacs 0 pa3pabOTBaHETO HA MPOM3BOACTBEHHUS IMPOIIEC, TaM,
KBIETO € MOIXOJSMIO, Ce MPEICTaBs KPaTKo 00O0OIIeHHE, B KOETO Ce
OITMCBa Pa3pabOTBAHETO HA PACTHTENHOTO/TE BEIIECTBO/a M PACTHTEIN-
HUSI/Te Tperapar/m, KaTo ce B3eMe I10J BHHUMAHHE IPEUIOKCHUAT
HAYMH Ha TPWIOKCHHWe W ynorpeba. Tam, KbIETO € MPUIOKHMO, CE
JIMCKYTHPAaT PpE3yJiTaTuTe, B KOHTO C€ CpaBHABA (DUTOXMMHYHHUST
ChCTaB HA PACTHTENHOTO/MTE BEIIECTBO/A W PACTHTEIHHUS/TE Tperma-
pat/u, W3MOI3BaHU B MOJAKpEIsimuTe OHOMMOrpad)cKM MaHHH U Tam,
KBICTO € MPIJIOKHAMO, PACTHUTEIHOTO/MTE BEIIECTBO/a M PACTHTEIN-
HUSI/Te TIperapat/h, KOWUTO BIM3aT B CHIBPIKAHUETO HA PACTHTEITHHS
JIEKApCTBEH MPOAYKT KAaTO aKTHBHO/H BEIECTBO/A.
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Ilo oTHomIeHWME Ha W3SICHABAHE Ha CTPpYKTypaTa M Ha OCTaHAJIUTEC
XapaKTCPUCTUKN Ha PACTUTCIIHOTO BCELICCTBO C€ IIPEACTABAT CBCACHUS
OTHOCHO 60TaHI/I‘ICCKaTa, MaKpOCKOIICKaTa, MUKPOCKOIICKaTa U (1)I/ITOXI/I—
MHUYHaTa XapaKTEPUCTHKA, KAKTO U aKO € HCO6XOZ[I/IMO, OTHOCHO
OHOJIOrMYHAaTa AKTUBHOCT Ha OMIIKOBOTO BCIICCTBO.

Ilo oTHomeHME Ha M3ACHABaHE HA CTPYKTypaTa M Ha OCTaHAJUTE
XapaKTepPUCTHKU Ha PACTUTENHMS Ipernapar ce npeacrassi HHGOpMaLus
OTHOCHO (UTO- U (PU3MKOXMMHYHATA XapPaKTEPUCTHKA M aKO € Heoo-
XOJMMO, OTHOCHO OMOJIOrMYHATAa aKTHBHOCT Ha PACTUTENHMS Iperapar.

IpencraBar ce crnenupuKanuy 3a PACTUTEIHOTO/MTE BELIECTBO/a U
pacTUTENHHS/TE Tpenapar/u.

HpeHCTaBHT CE TIMPOUCAYpPUTE 3a IMPOBEKIAHETO Ha aHAJIU3UTE,
H3I0JI3BaHU 3a HU3IHUTBAHC Ha paCTI/ITCHHOTO/I/ITC BCIIIeCTBO/a " pacTu-
TEJTHHS/TE npenapaT/H TaM, KbACTO € IPHJIOKUMO.

ITo oTHOWIEHHE HA YTBBPXKIABAHETO HA MPOLEAYPUTE 32 MIPOBEKIAHETO
Ha aHaJIM3UTE, KOraTto € HPHJIOKHMMO, ce HpeicraBs MHpoOpMaIus 3a
HpoLEeIypUTe 3a MPOBEXKAAHETO HA AHATU3MTE, BKIIOUYUTEIHO eKCIepH-
MEHTAJIIHM JIaHHH OTHOCHO IPOLEAYypUTe 3a IPOBEXKIAHETO Ha
aHaNU3MTe, M3MO0JI3BAaHM 33 M3IUTBAHE HA  PACTHTEIHOTO/MTE
BEILECTBO/a M PACTUTENIHUS/TE Npernapat/u.

Ilo oTHOmIeHHWEe Ha CEepUMHUTE aHAIW3U, KOraTo € MPUIOKHMO, Ce
NpeJCcTaBs ONHMCAHME HA CEPUHHMTE aHaJIM3d HAa PACTHUTETHOTO/HTE
BEIIECTBO/a M PACTUTENHUS/TE MpernapaT/v, BKIIOYUTENIHO TE3W Ha
BellecTBaTa no (hapmMakormesTa.

Korato e mHpmIOKHMO, Ce INpPEACTaBsi apryMEHTAlus 3a crenudpu-
Kal[MUTe Ha PACTUTEIHOTO/HTE BEIIECTBO/A M PACTHTEIHMS/TE Mpera-
par/u.

Ipencraps ce unpopmanus 3a peepeHTHUTE CTAaHIAPTH U MaTepHay,
U3MOJ3BAHM TIPH M3MHUTBAHMATA HAa PACTUTEIHOTO/UTE BEIECTBO/Aa U
pacTUTeNHMs/Te TpenapaT/u, TaM, KbAETO € HPHIOKHMO.

Tam, KbAETO PACTUTENHOTO BEIIECTBO W PACTUTENHMAT Ipernapar ca
npenqMeT Ha MoHorpadus, 3asBUTENST MOXE Ja KaHIUIATCTBA 3a
cepruduKar 3a TOAHOCT, KOWTO ce wu3gaBa oT EBpomeiickara
JMPEKIHUs 10 Ka4eCTBO Ha JIEKapCTBaTa.

(2) PacTtuTenHu NEKaAapCTBEHM NMPONYKTH

Ilo orHomenue Ha pa3paboTBaHeTO Ha (opMyaara ce MpeACTaBs
KpaTKo O00O0OIIeHHe Ha PACTUTENHHS JIEKapCTBEH IPOAYKT, KAaTo ce
B3e€ME€ IPEABH] IMPEUIOKEHUAT HAYMH Ha TPWIOKEHHE M yrnorpeda.
Korato e mnomxonsmo, ce o00CHKAaT pe3yNTaTHTe, B KOUTO Ce
CpaBHABAT (UTOXMMHYHHUAT CHCTAaB HA IPOJYKTUTE, H3MOJ3BAHH B
nojakpena Ha OuOnMorpad)cKUTe NaHHH, M PACTUTEIHHUSAT JIEKapCTBEH
MPOAYKT, 32 KOWTO ce KaHIUAATCTBA.

JIEKAPCTBEHM IMPOAYKTHU CHPALIU

— B cnyuast ¢ nekapcTBeH NpOLYKT CHPaK IO cMMChiIa Ha PeriameHT
(EO) Ne 141/2000 morar ga ce mpuiarat oOIIuTe pasmopendu oT
gact II-6 (M3BbHpemnun obctositencrBa). B TakbB  ciydaii
3aBUTENAT C€ AapryMEHTHUpa B KJIMHHUYHOTO W HEKIMHUYHOTO
00001IICHHEe OTHOCHO MPHYMHUTE, MOPaAHd KOHTO HE € BB3MOXKHO
Jla ce TMPEACTaBH I'bJHA MH(OpPMAUUs, U MPeCcTaBs apryMeHTalus
OTHOCHO 0aJlaHca PHCK—IION3a MPU BBIIPOCHOTO JICKAPCTBO CHUpAK.

— Koraro xanaunar 3a paspelieHue 3a ThbProBHs 3a JEKapCTBO CHUPAK
ce mo30Be Ha pasnopendure Ha wieH 10, maparpad 1, 6yksa a), ii)
u 4act II-1 ot HacTosmoTo mpunoxkenue (JlekapcTBeHN MPOAYKTH C
YTBBPICHO JIe4eOHO MPHIOKEHHE), CHCTEMHAaTa JOKyMEHTHpaHa
ynorpeba Ha BBIPOCHOTO BELIECTBO MOXE Jia C€ MO30BE — upe3
Jneporamys — Ha yrnorpebara Ha TOBa BEIIECTBO CBIVIACHO
pasnopenOuTe Ha 4iIeH 5 OT HacTosIaTa JUPEKTHBA.
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2.1.

YACT IV
JIEKAPCTBEHHU IPOAYKTH 3A MOJAEPHA TEPAIIUA
BBBEJIEHUE

Ipu paspenieHnsTa 3a THProBHS 3a JIEKAPCTBEHH HMPOAYKTH 32 MOJIEpHA
Tepans, 10 CMUCBHJIa Ha ONpeNelIeHHEeTo OT wieH 2, nmaparpad 1, Oyksa
a) or Permament (EO) Ne 1394/2007, ce cnensar H3MCKBaHUATA
otHocHO ¢Qopmara (Moxmymu 1, 2, 3, 4 u 5), onucanu B yact | Ha
HACTOSILIOTO IMPHUIOKCHUE.

Ipunarar ce TeXHUYECKUTE M3UCKBaHUs 3a Moxynu 3, 4 u 5 3a Ouoo-
T'MYHUTE JICKAPCTBEHU NPOAYKTHU, OIKUCAHU B 4YacT I Ha HACTOAIIOTO
npunoxenue. CIHeNUanHUTe M3UCKBAHUS 32 JIGKAPCTBEHHUTE NPOAYKTH
3a MOZICpHA Tepamus, ONMHCAHKU B 4acTH 3, 4 U 5 Ha HACTOSINATa 4acT,
00SCHABAT MO KAaKbB HaYMH U3HMCKBAHUATA OT 4acT I ce mpmiarat KeM
JICKapCTBCHUTE HPOIYKTH 3a MOJACpPHA Tepanus. B NONbIHEHHE Tawm,
KBJIETO TOBA € IeNecho0pasHo, U ¢ Oryie] Ha crnenudukara Ha JieKap-
CTBCHHUTE NPOAYKTH 33 MOJICPHA Tepamus ca ONPEICNCHH H JOIBI-
HUTEJHN M3UCKBAHU.

Iopamu crneunduYHOTO €cTeCTBO Ha JIEKAPCTBEHHTE MNPOLYKTH 3a
MOZEpHA Tepanusi NpH OINpeJelsiHe Ha CTEeNeHTa, 1O KOSITO B 3asiB-
JICHHETO 3a pa3pellcHHe 3a THhProBusi TpsaOBa jaa ObJAaT BKIHOYCHU
JAHHU OTHOCHO Ka4eCTBOTO, KJIMHUYHHM W HEKIMHUYHU JAHHH, MOXKE
Ja ce M3MOJI3Ba MOJAXOJ B 3aBHCHMOCT OT PHCKa B CBOTBETCTBHE C
HAyYHUTE YKa3aHHUS OTHOCHO KadyeCTBOTO, O€30IacHOCTTa M edukac-
HOCTTa Ha JIEKapCTBEHHUTE NMPOAYKTH, ITOCOUYEHH B pasnen 4 or ,,BbB-
eZieHre W OOIIM TPUHIUIN .

AHanm3pT Ha pHCKa MOXE Ja 00XBalla HEeaus Mpolec Ha pa3paboTka.
PuckoBute (akTopu, KOMTO MOrar Ja ObJaT pasriekaaHd, BKIIOYBAT:
MPOM3XOA HA KICTKUTE (aBTONOXKHM, QJIOTEHHH, KCCHOTCHHH),
CIIOCOOHOCT Ha KJIETKUTe Ia mnpoiupepupaT w/wim na ce aude-
pEeHIMpaT W Ja NPEeIU3BHKAT MMyHHA pPEakiWs, HHBO Ha KJIEThYHA
MaHUIYJTalus, 3aMbpCsBaHE Ha KIETKHTE C OHOAKTUBHU MOJICKYIIH
WM CTPYKTYPHH MaTEpHalld, €CTeCTBO Ha JIEKApCTBEHHTE IMPOIYKTH
3a TeHHa Tepamus, CTeNeH Ha CIIOCOOHOCT 3a PeIUIMKAIMs HA BUPYCH
WM MHUKPOOPTaHMW3MH, M3ION3BAHU [N Vivo, HUBO HA WHTETPAIMsA Ha
CeKBCHI[MM OT HYKJICWHOBH KHCEIMHH WIH TE€HH B TCHOMA,
IBJITOCPOYHA (YHKIMOHATIHOCT, PUCK OT OHKOI€HHOCT M HAa4yMH Ha
MPUIOKEHUE WM yrnotpeba.

B ananu3a Ha pucka 1oJ BHHUMaHHE Morar jaa ObIaT B3eTU U JAPYrH
MPUIOKUMH HAIWYHM HEKIMHUYHU U KIMHMYHHM JAHHM HIM ONUT C
JPYTH, CBbP3aHU JIEKAPCTBEHH HPOAYKTH 33 MOJAEPHA TepaIus.

Besko  enHO  OTKIOHEHME OT  M3MCKBAaHMATA HA  HACTOSLIOTO
IPHIOKEHHE ce O00OCHOBaBa HAYYHO B MOIYN 2 OT 3asABICHUETO.
Korato ce mpuiiara onmcaHuAT MO-rope aHajdM3 Ha PHUCKA, CBHUIUAT CE
BKJIIOYBA M ONMCBAa B MOAyJd 2. B TakbB ciyuall M3non3BaHata MeToO-
JI0JIOTHsl, €CTECTBOTO HAa YCTAaHOBEHMTE PHUCKOBE M M3BOJAMTE OT
OCHOBAaHHS Ha PHUCKa MOJXOJ CIpPAMO IIporpamara 3a pa3paboTBaHe U
OLICHKa ce 00CHXKIAT, KaTO Ce ONUCBAT BCHYKU OTKIOHEHUS OT HU3HCK-
BaHMATA HA HACTOALIOTO IPUIIOKEHHE BCJIEJCTBME HA aHauM3a Ha
pHCKa.

OIIPEJAEJIEHHA

3a meaMTe HAa HACTOSIIIOTO MPHJIOKCHHE OCBEH OMpEeCHUATA,
cpappikany ce B Permament (EO) Ne 1394/2007, ce npunarar u onpej-
eneHusATa oT yacta 2.1 u 2.2.

JlekapcTBeH MPOXYKT 3a TeHHA Tepamus

JlekapcTBeH TPOAYKT 3a TEHHAa Tepamusi O3Ha4yaBa OWOJOTWYCH
JIEKapCTBEH MPOJIYKT, KOWTO UMa CICAHUTE XapaKTePUCTHKU:

a) ChAbpXKa AKTHBHO BEIICCTBO, KOECTO CHABpPKA MK CE€ CBCTOU OT
peKOM6I/IHaHTHa HYKJIEUHOBa KHCEIINHA, H3I10JI3BaHa nin
npujlaraHa Ha Xopa C L€l peryjiupaHe, IOIpaBAHE, 3aMCECTBAHE,
,HO6aBHHe WM U3TPUBAHC Ha I'€HHA CEKBCHIIWA,
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2.2.

3.2

3.2.1.

3.2.1.1.

0) HEroBWST TepaNeBTHYCH, NPOPUIAKTUYCH WK JHaTHOCTHYCH e(eKT
ce CBBP3Ba NPSIKO ChC CEKBEHIMS Ha PEKOMOWHAHTHA HYKJICHHOBA
KHCEIIMHA, KOATO TOW ChABPXKA, WIM C IPOAYKT Ha T'eHETHYHATa
€KCTIpecUsl Ha Ta3W CEKBCHIHS.

JlekapcTBeHHTE MPOAYKTH 3a I'€HHA Tepalusi HE BKIIOYBAT BAKCHHHTE
cpely MH(EKIMO3HH 3a00JIIBaHUS.

JlekapcTBeHH NMPOAYKTH 32 Tepamnus CbC COMATHYHH KJIETKH

JlekapcTBeH MpOAYKT 3a Tepamus ChC COMATHYHHM KJICTKH O3Ha4yaBa
OMOJIOTHYEH JICKApCTBEH MPOJYKT, KOHTO HMa CIEIHUTE XapakTe-
PHUCTHKH:

a) ChABPKA WIM CE ChCTOM OT KICTKH MM THKaHH, KOUTO ca Omin
MOUIOKCHH Ha CHUICCTBCHH MAaHUITyJIAlMK, Taka 49€¢ B TAX ca
OPOMEHEHH  OHOJOTMYHM  XapaKTEPHCTHKH,  (U3HOIOTUYHU
(GYHKLUHE WITH CTPYKTYPHH CBOMCTBA, PEIICBAHTHH 32 HPEABHACHOTO
KIMHHYHO HPHUIOKCHHE, WM CE ChCTOM OT KJICTKM WIHM THKaHH,
KOWTO B PELMIIIEHTa W B JOHOpAa HE Ca MpeAHa3HAuCHW a Obaar
M3M0JI3BaHK 3a chlara(ure) ocHOBHA(M) QyHKuMA(K);

6) IIpeacraBs C€ KaTo IIpUTEKaBall] CBOICTBA 3a JIeueHue, rnpeaoTrspa-
TABAHC WM JUATHOCTUILIUPAHE Ha 3a00JIsIBaHE WJIM CE M3IOJI3BA MK
Ipujiara Ha Xopa € TakaBa L€ 4Ype3 (bapMaKOJ'IOI‘I/I‘-IHOTO, HUMYHO-
JIOTUYHOTO HWJIK METaOOJIUTHOTO JICCTBYE HA HETOBUTE KIIETKU IIA
ThbKaHH.

3a nenure Ha OyKBa a) MaHUITyJalUHTE, U30POCHU IMO-CIICHHAAIHO B
npwioxenue | keMm Permament (EO) Ne 1394/2007, He ce cumtar 3a
ChIIECTBEHH MaHHITYJIALHH.

CIIEHHUAJIHU U3NMCKBAHHMA 110 OTHOIIEHUME HA MOJAVYIJI 3

CneuuajHl HM3MCKBAHMS 32 BCHYKHM JIEKAPCTBEHH NPOAYKTH 3a
MoO/iepHa Tepamus

IIpenctaBs ce onmcaHne Ha CcHUCTEMara 3a MPOCIEIUMOCT, KOSTO
TUTYISPAT HAa Pa3pelIeHHeTO 3a ThProBHs Bb3HAMEpsiBa Ja Ch3AajAe U
MOJUTbpKa C LeJl Ja TapaHTHUpa, Y€ OTACICHUAT MPOLYKT U HETOBHTE
U3XOJHH MaTepHadd M CYPOBHHH, B T.4. BCHYKHM BEIIECTBA, KOUTO
BIM3aT B KOHTAKT C KIETKUTE WM THKAaHUTE, KOUTO MOXE Ja ce
ChABPKAT B HErO, MOTaT Ja ObJaT MPOCIEASHU 10 BpeMe Ha OCHIypsi-
BAaHETO Ha MaTepualnTe, MPOU3BOJCTBOTO, OINAKOBAHETO, ChXpaHe-
HHMETO, TPAHCHOPTHPAHETO U JOCTABSIHETO IO JIe4eOHOTO 3aBEACHHUE,
MHCTUTYLIMATA WIM YaCTHUS MEIUIMHCKH KaOWHET, B KOHMTO ce
U3M0/I3Ba MPOTYKTHT.

Cucremara 3a INpOCIEIMMOCT € KOMIUIEMEHTapHa Ha W3UCKBAHUATA,
onpenenenu B Jlupekrusa 2004/23/EO Ha EBpomneiickust napiamMeHT u
Ha CoBera ('), ¥ CbBMecTHMa ¢ TSX, L0 Ce OTHACS [0 YOBELIKHTE
KJICTKH U THKAHU, Pa3IMYHU OT KPBBHH KICTKY, H C OHE3H, OIPEIeICHU
B /JlupexruBa 2002/98/EO, mo ce oTHacs [0 YOBEIIKUTE KPHBHHU
KJIETKH.

CrneuuajHy M3HCKBAHMS 32 JIeKAPCTBEHHTe INPOAYKTH 32 IeHHa
Tepanus

Buveedenue:  kpaen npodykm, akmueHo — Gewecmeo U - U3XOOHU
Mamepuanu

JlexapcTBeHH TPOAYKTH 3a T€HHA TEpamus, ChIbPIKAIIA CEKBEHIIUS(H)
Ha PEeKOMOMHAHTHA HYKJIEHHOBA KHMCEIMHA WIM T€HETHMYHO MOIU(ULIH-
paH(1) MUKpOOPraHu3bM(H3MHU) WM BUPYC(H)

KpaiiHuaT JexkapcTBeH MPOAYKT C€ CbCTOM OT CEKBEHLHsA(M) Ha
HYKJICMHOBA KHUCEIMHA WM FeHETHYHO MOANUIMPaH(1) MUKPOOPTaHH-
3pM(M3MH) WM BUpyc(M), (GOpMYyJIMpaHM B TEXHUs KpaeH Heroc-
peICTBEH KOHTEiHep 3a NPeIBHUASCHOTO MEAULUHCKO IIPUIIOKEHHE.
Kpaiinusar jekapcTBeH HpPOAYKT MOXe 1a ObJe KOMOMHHpAaH C MelHu-
LIMHCKO M3/IeJIUe WM ¢ aKTUBHO MMILUIAHTHPYEMO MEIULIUHCKO U3JETIHe.

(') OB L 102, 7.4.2004 T., cTp. 48.
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3.2.1.2.

3.2.1.3.

32.14.

3.2.15.

3.2.2.

AKTHBHOTO BEIIECTBO C€ CHCTOM OT CEKBEHIHs(M) Ha PEKOMOMHAHTHA
HYKJIEHHOBA KUCEINHA WM TeHETHYHO MOIU(HIPaH(1) MUKPOOPTaHU-
3bM(M3MH) WIH BUPYC(H).

JlekapcTBeHH TPOAYKTH 3a TE€HHA TEpamnus, ChIAbPKAIIM TEHETHYHO
MOAU(UIUPAHHA KIIETKH

KpaﬁHHﬂT JICKapCTBEH MNPOAYKT C€ CBCTOU OT TI'€HETUYHO MOZ[I/I(I)H-
HUpaHU KIETKH, (bopMynnpaHI/I B KpaﬁHHS{ HEMOCPEACTBCH KOHTeﬁHCp
3a NPEABUACHOTO MEIUIUHCKO IIPUIIOKCHUE. KpaﬁHHf{T JICKapCTBEH
IpOAYKT MOXKE Ja 613[[6 KOMGI/IHI/IpaH C MCIUIUHCKO H3ACINEC HIA
AKTUBHO UMIUIAHTUPYEMO MEIUIIMHCKO U3ACIIHC.

AXTHMBHOTO BEIECTBO C€ CHCTOH OT KJIETKH, TEHETUYHO MOJU(HIHPAHH
¢ MMOMOIITa Ha eIWH OT MPOAYKTHUTE, omrcaHu B pazzxen 3.2.1.1 mo-rope.

IIpu mnpomykTH, CBCTOSIIM CE€ OT BHUPYCH WM BHPYCHH BEKTODH,
U3XOJHM MaTepHald ca KOMIOHEHTHTE, OT KOUTO € MOJy4eH
BUPYCHUAT BEKTOp, T.€. OCHOBHATa KyJTypa 3a BUPYCHMs BEKTOp WJIH
TUIA3MUJIUTE, U3MOI3BAHU 33 TPAHC(EKIHMS HA NMAKETAKHUTE KIETKH, U
OCHOBHATa KJIeTbYHa OaHKa 3a JIMHMATA HA MAKETAKHUTE KJIETKU.

IIpu mpoxyKTH, CBHCTOSAIIM CE€ OT IUIa3MUJM, HEBUPYCHH BEKTOPHU WU
TEHETUYHO MOIU(HUIMPAHU OpPraHU3MH, pa3IMYHU OT BHPYCH U
BUPYCHH BEKTOPH, M3XOJHU MaTepHaIM ca KOMIIOHCHTHUTE, M3IOJI3BaHU
3a TEHEepHUpaHe Ha IPOM3BOAMTEIHATA KIETKa, T.C. IUIa3MHIBT,
OakTepusiTa TOCTONPHEMHUK M OCHOBHATa KJEThYHA OaHKa OT PEKOM-
OMHAHTHHM OaKTEpUATHU KIIETKH.

IIpu rereTnuHO MOAMGUIIMPAHH KICTKH U3XO[HH MAaTepHAIIH ca KOMIIO-
HEHTHTE, M3II0J3BaHM 3a I0Jy4aBaHE HAa T€HETHYHO MOIM(UIMpPAaHHUTE
KJIETKH, T.€. N3XOJHHUTE MAaTEpPHaIIU 3a MOJydyaBaHE Ha BEKTOPA, CAMHAT
BEKTOp M YOBEUIKHTE WJIM >XUBOTUHCKHTE KieTku. [IpuHnmmnmre Ha
no0paTa MPOM3BOJCTBEHA MPAKTUKA Ce MpUJIaraT Hajoiy 10 Bepurara,
CUHTAHO OT CHUCTeMara OT OAHKH, W3IOJ3BaHA 3a MPOU3BOACTBOTO Ha
BEKTOpA.

Cneb;uaﬂnu U3UCKBAHUA

OcBeH M3HCKBAHUATA, ONPEICICHH B HACTOSMIOTO HPHIIOXKEHHE, JacT I,
touku 3.2.1 u 3.2.2, ce mpuiarar U CleIHUTE U3UCKBAHMS.

a) IlpeacraBs ce wuH(poOpManus 3a BCHYKH M3XOJHH MaTepHaH,
M3MON3BAHN 3a MPOHM3BOACTBOTO HA AKTHBHOTO BEIIECTBO, BKIIIO-
YUTEHO 33 MPOAYKTUTE, HEOOXOAMMH 338 TEHETHYHOTO MOAM(DH-
[UpaHe Ha YOBCLIKMA MM JKUBOTHHCKH KICTKH H, IOKOJIKOTO €
MPHUIOKKMO, 3a IMOCICABAIIOTO KYNTHBHPAHE M CHXpaHSABaHE Ha
TEHETHYHO MOIM(UIMPAHATE KICTKH, KaTO CE B3eMa IPEABHI CBEH-
TYaJHOTO OTCHCTBHE HA CTBIIKH, CBBP3aHH C IIPEYHCTBAHE.

6) Ilpu mpoaykTure, ChIBPXKAIM MHKPOOPraHM3bM HIIH BHpYC, C€
NPEACTaBAT [AaHHU 3a TeHeTHYHaTa MojauduUKanus, aHauM3a Ha
CEKBEHLMATA, ATCHIOUPAHETO Ha BHUPYJICHTHOCTTA, TPONHU3MA IO
OTHOLIIEHHE Ha KOHKPETHU BUJIOBE ThKAHHU M KIIETKH, 3aBUCUMOCTTA
Ha MHKPOOPraHM3Ma WM BUpPYCa OT KJIEThUHMS LIUKBI, IaTOrEH-
HOCTTa U XapaKTEPUCTUKHUTE HA U3XOJHUS ILIaM.

B) CB’LpSaHI/ITe C mOponeca 3aMbpCsaBaHUA W TE3U, CBHBP3aHU C
TIpOAYyKTa, C€ OIMMCBAT B CBOTBETHUTEC pa3A€iiv Ha AOCHETO, KaTo
Io-Cri€OuaIHO CE€ OIIMCBaAT CIIOCOOHUTE Ha pemimKanusi BUPYCHHU
3aMBbPCUTEIIU, AKO BEKTOPBHT € paspa60TeH Karo HecrmocobeH Ha
peNIIMKaIus.

r) 3a [Ia3MMAMTE Cce€ TPaBM KOJMYECTBEHO OINpE/eNIiCHHe Ha
pa3IMuHHUTE MIAa3MUAHM (GOpMH 32 menust CPOK Ha TOAHOCT Ha
HPOJIYKTA.

) 3a reHeTMYHO MOJM(UIMPAHUTE KICTKU CE M3CIEIBAT XapaKTepuc-
TUKUTE Ha KIETKUTE NpEeIu M CleA T'eHeTHYHAaTa MOIU(HKAIWS,
KaKTO NPEAM W CIIE CBEHTYaJHU HPOLEIypH Ha 3aMpa3sBaHE/ChX-
paHeHue.

3a TeHeTHYHO MOAM(UIMpPAHUTE KICTKH B JOIBIHEHHE HA CIICLH-
QTHUTE M3UCKBAHMS 3 JICKAPCTBEHHUTE MPOAYKTH 3a TEHHA Tepanus ce
npuIaraT M3UCKBaHUsTA 3a JIGKAPCTBEHH IPOJYKTH 3a Tepamus Cbe
COMaTHYHH KJICTKH ¥ 32 MPOAYKTHUTE, IOJYYSHH Ype3 THKAHHO HHXKe-
HepcTBO (BXkK. pasmen 3.3).
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3.3.

33.2.1.

CneunajHy M3HCKBAaHMS 32 JIeKapCTBEHHTE NPOAYKTH 3a Tepanusi
€¢bC COMATHYHH KJIETKH M 32 NPOAYKTHUTE, MOJYyYeHH 4pe3 ThKAHHO
HHKEHePCTBO

Buveedenue: kpaen npodykm, akmueHo Gewecmseo U U3XOOHU
Mamepuanu

KpaﬁHHﬂT JICKapCTBEH MNPOAYKT C€ CHCTOU OT aKTHUBHOTO BCEUIECTBO,
q)OpMyJII/IpaHO B HETOBUSI HEIIOCPEIACTBECH KOHTCﬁHCp 3a MpeABUICHOTO
MCJUMIUHCKO MNPUJIIOKEHUE U B HEroBaTa OKOHYATCIIHA KOMGI/IHaHHH 3a
KOMGI/IHI/IpaHI/ITC JICKapCTBEHU NPOAYKTH 3a MOJACpHaA TEpalus.

AKTHBHOTO BELIECTBO CE€ CBCTOM OT KJIETKUTE W/WIM THKAHWTE,
MIOJIlyYEHHU 4Ype3 KJIETbYHO WU ThKAaHHO HMHKXECHEPCTBO.

JlOmbITHATENHATE BEIIECTBA (HANp. CKENETH, MAaTPULH, H3/IeIHs,
OromaTepuany, OHOMOJICKYJIM W/WUIU APYTM KOMIIOHEHTH), KOHUTO ca
KOMOWHHpaHH C MaHWIYJIMPAHH KICTKH, OT KOHTO T€ MpPEICTABISIBAT
HEIeNrMa YacT, Ce CYMTAT 33 M3XOICH MaTephal, JOpH W Ja He ca OT
OHMOJIOrHYEH MPOU3XOI.

Marepuanure, H3M0I3BaHH 110 BpEME Ha IPOU3BOACTBOTO Ha aKTUBHOTO
BEIECTBO (HAIp. XpaHUTEIHA Cpela, PacTeXHH (aKkTopH), KOUTO HE ca
npeaHa3HaueHu a (pOopMHUpaT YacT OT aKTHBHOTO BELIECTBO, C€ CUUTAT
32 CypOBHUHHU.

Cneuuafmu UBUCKBAHUA

OcBeH M3HMCKBAHUATA, OMPEICICHH B HACTOSIIOTO MPHIOXKEHHE, YacT I,
pasgenu 3.2.1 u 3.2.2, ce mpuiarat u CIEJIHUTE H3HCKBAHUS.

Nzxonau Marepuaiun:

a) Ilpencraes ce 0000mieHa MHGOPMAIKS OTHOCHO OCBHIUICCTBEHHTE B
crotBercTBUe ¢ JlupektuBa 2004/23/EO napsiBane, ocurypsiBaHe H
H3CIeBaHe Ha M3IMOJI3BAHUTE KAaTO HM3XOAHM MaTepHald HOBEIIKH
TBKAHH M KIETKH. AKO KaTO M3XOJICH MaTrepual ce H3I0JI3BaT
He3[IpaBu KIETKM WIM TbKaHM (HAIp. PAakoOBM TbKaHM), TAXHATA
yrnorpeba ce MOTHBHpA.

6) Ako ce odopMAT IMyJIOBE OT MOMYNAUUH OT AJIOTEHHH KIETKH, Ce
ONHUCBAT CTpaTeruuTe 3a OGopMsHE Ha MYJIOBE M MEPKHUTE 32 OCHIY-
psiBaHE Ha MPOCIEIUMOCT.

B) Ilpn BanugupaHeTo Ha NPOU3BOACTBEHHUs HPOLEC, IPH XapaKTepH-
3MpaHeT0 Ha aKTUBHOTO BELIECTBO M HAa KpalHUS IPOLYKT,
pa3paboOTBAHETO HAa AHAIU3HU, ONPEIENISHETO Ha CIeNU(HKALUUTE U
Ha CTaOUIIHOCTTA ce OOpblla BHUMAaHHE Ha IIOTCHIMAIHATa BapHUa-
OWIHOCT, BbBEJEHA UPe3 YOBEIIKUTE MIM JKUBOTHHCKHUTE TBHKAaHU U
KJIETKH.

1") HpI/I NPOAYKTH Ha OCHOBAaTa Ha KCEHOI'€HHU KIIETKH CC€ IMPEACTaBs
PIH(iJOpMaI_II/IH 3a TIIpou3xoJa Ha IKHUBOTHUTE (KaTO reorpa(bcm/l
npousxon, OTIJICKAAHE, B’L3paCT), ClICNUAJIHUTE KPUTCpUU 3a
IpueMaHe, MEPKUTE 3a NPEAOTBPATABAHE U CJIICACHE Ha I/IH(I)CKI_H/II/ITG
B JXKUBOTHHUTC I/ISTO'-IHI/II_[I/I/Z[OHOpPI, M3CJICABAHCTO HA XMBOTHUTEC 3a
I/IHqJCKI_[I/IOSHI/I aréHTu, B T.4. BEPTHUKAJIHO NIpeAaBaHu MHUKPOOpP-
TaHU3MH U BUPYCH, U TOKA3aTCJICTBA 3a TOBaA, Y€ IPCABUACHUTC 3a
JKUBOTHUTEC IIOMCIICHHA Ca IMOAXOMISIIN.

=

n) Ilpy mponaykTu Ha OCHOBAaTa Ha KIIETKH, MOJYYEHH OT T'€HETHYHO
MOOU(UIMPAaHN JKMUBOTHH, CE€ OIMKCBAT CIEHU(UYHUTE XapakTe-
PUCTHKM Ha KICTKUTE, CBBP3aHM C TIeHETHMYHaTa Mojudukauus.
JlaBa ce moapoOHO OmMMCaHWE HAa METoJa Ha Ch3JaBaHEe Ha TPaH-

CI'€HHOTO >XMBOTHO U Ha HEroBaTa XapaKTCPUCTUKA.

e) Ilpu renernunara MomuduKanus Ha KIETKHTE Ce MpUJIAaraT TEXHH-
YEeCKUTE M3UCKBAHMS OT paszzgen 3.2.

k) Cxemara Ha W3CIEIBAHE Ha €BEHTYaIHUTE JONMBIHUTECIHN BEIIECTBA
(ckenmeTH, MaTpuLHM, H3AENUs, OHMOMaTepHany, OUOMOJEKYIH MM
JIPYTd KOMIIOHEHTH), KOUTO ca KOMOMHHUPAHH C KIETKH, MOJy4YEeHH
4ype3 KIETPYHO WH)KEHEPCTBO, W KOHTO IPEICTAaBIABAT HEIEIHMa
9acT OT TSIX, CBIO CE ONMHCBA U MOTHBHPA.
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33.2.2.

3.3.2.3.

33.24.

3.3.2.5.

3.3.2.6.

3) HpI/I CKEJIETU, MaTpUl, U3ACJINA, KOUTO MOMaaaT B ONPEACIICHUECTO
3a MEJUIIUHCKO U3CJINC WIN aKTUBHO UMINIAHTHUPYEMO MEIUIIMHCKO
nusaeiue, ce npeacraBs PIH(l)OpMaI_II/I}ITa, H3KUCKBaHa CbIJIaCHO pa3icit
34 3a OLICHKa Ha KOM6I/IHI/IpaH JICKapCTBCH IHPOAYKT 3a MOJACpHA
TEparusd.

H]Z)OI/I3BOHCTBBH mpouec:

a) [Ipow3BOACTBEHUAT MpoOIeC Ce BaJWIupa C IeJl TapaHTHpaHe Ha
MOBTOPUMOCTTa Ha MApPTUIUTE M Ha mpoueca, (yHKIHOHAIHATA
IUIOCT Ha KJIETKHTE MO BpPEME Ha HPOM3BOJCTBOTO M TPAHCIOP-
THPAHETO OO0 MOMEHTa Ha IIpWjlaraHe HWJINW H3IM0JI3BAHE, KAaKTO U
MOAXOJUILIMS CTaIUH Ha Au(epeHIHaIus.

0) AKO KIETKMTE c€ OTIVISKAAT NUPEKTHO B/BBPXY MAaTpHUIA, CKENeT
WIN YCTPOWCTBO, C€ MNpeACTaBs HH(OpPMAnUs OTHOCHO BaJMIHU-
paHeTo Ha Tpolieca Ha KyJITUBHpAHE Ha KIETKUTE 1O OTHOIICHUE
Ha KJIETBYHMS pAcTeX, (QyHKIMATA M LEJOCTTa Ha KOMOMHALUATA.

XapakTepu3upaHe W CTPATErus 32 KOHTPOI

a) Ilpencrass ce penesaHTHaTa MHGbOpPMALMs 3a XapakTepU3UpaHE Ha
MOMyJIALUATa OT KJIETKH WIM Ha CMECTa OT KJIETKH 10 OTHOIICHUE
Ha THII, YUCTOTA (HAIp. CIyyalHO MPUBHECEHU MUKPOOHH areHTH H
KJIEThYHHM IIPUMECH), MXHU3HECIIOCOOHOCT, MOTEHLUs, KapHOJIOrus,
TYMOPOI€HHOCT M YMECTHOCT 3a IpeJBHJEHATa JIeKapCTBEHA
ynorpeba. JleMOHCTpupa ce FeHeTHYHaTa CTaOMIHOCT Ha KJIETKHUTE.

6

=

HpCIICTaBﬂ C€ KaueCTBCHa H, KHBIACTO € BBH3MOXKHO, KOJINYCCTBCHA
HH(bOpMaHPI}I 3a CBBpP3aHUTE C IpolecCa 3aMbpCsBaHUS U 3a TE3H,
CBBp3aHU C IIPOAYKTA, KaKTO U 3a BCEKH Marepual, crocobeH Ja
BBBCJIC IPOAYKTHU HaA pa3rpaxaaHeTo II0 BpEME Ha IIPOU3BOJACTBOTO.
CrerneHra Ha OHpeaeCiIIHE Ha 3aMbpCsiBaHUsITA C€ MOTHUBUPA.

B) AKO HE € BB3MOXKHO Ja 6'])[[3.T IIpOBEACHNU HSAKOW IIPOYUYBAHUSA II10
OTHOIICHHUEC Ha OCBOGO)KZ[aBaHCTO C AKTHUBHOTO BC€HICCTBO HIIH C
KpaﬁHH}I IPpOAYKT, a TaKMBa Ca Bb3MOXHH CaMO II0 OTHOIICHHUEC Ha
OCHOBHU MEXJIWHHU ITPOAYKTH H/WIIK KaTo U3MUTBAHUS 110 BpEeMEC Ha
IpoOU3BOACTBOTO, TOBA CE€ MOTHUBHUpA.

r) Korato GHOIOrMYHO aKTHBHH MOJIEKYIH (KAaTO pacTexHu (aktopw,
OUTOKHMHH) TIPUCHCTBAT KaTO KOMIIOHCHTH Ha IPOIyKTa Ha OCHOBATa
Ha KJIETKH, CC XapaKTepu3upa TSIXHOTO BB3ACHCTBHE M B3aHMO-
JefiCTBHE C OPYTUTE KOMIIOHEHTH Ha aKTUBHOTO BELIECTBO.

1) Koraro 3-nmuMeHcnoHanmHa CTpyKTypa € d4acT OT IIpeJBHICHATa
GbyHKIMA, cTaguaT Ha JudepeHnuanus, cTpyKTypHaTa M (yHKIHO-
HaJIHaTa OpraHu3alus Ha KIETKUTE M, KbAETO € IPUJIOXKHMO, TCHe-
pupaHaTa U3BBHKIEThYHA MaTPHIA CE JaBaT KaTO 4acT OT XapakTe-
pHCTHKaTa Ha CHOTBETHHTE IPOJYKTH Ha OCHOBAaTa Ha KIETKH.
Korato e Heo0XoauMmo, (HU3MKOXUMHUYHATA XapaKTEPUCTHKA Ce
JOIBJIBAa OT HEKIMHUYHU W3MHUTBAHUS.

TloMomHM BemiecTBa

3a MOMOIIHHUTE BELIECTBA, M3MOI3BAHU B JIEKAPCTBEHH MPOIYKTH Ha
OCHOBaTa Ha KJICTKM WIM TbKaHM (Hamp. KOMIIOHEHTH Ha TpaHC-
HOpTHAaTa cpeja), ce NpuiaraT W3HCKBAHHMATA 3a HOBUTE IOMOIIHU
BEILIECTBA, ONMpPEACTICHH B 4YacT | Ha HACTOAIIOTO NMPUIOKEHUE, OCBEH
QK0 MMa JaHHM OTHOCHO B3aMMOJCHCTBHSATA MEXAY KIETKUTE HIIH
THKaHUTE U MOMOIIHHUTE BELIECTBA.

Ananu3 Ha pa3paboTBaHETO

OrmmcaHueTo Ha Iporpamara 3a pa3pa0oTKa ce CIHpa BbpXy u3bopa Ha
MaTepHalld M Ipolecd. 3acsra ce, IIO-CHENUaNHO, LEeJIOoCTTa Ha
KJICTHYHATA NOIYyJaNus B KPaiHOTO (hopMyIHpaHe.

Pedepentan matepuanu

JlokymeHTHpPa ce H Ce XapakTepusupa pedepeHTeH CTaHaapT,
TPHUIOKAM U CICHHATIN3UPAH 32 aKTHBHOTO BEIIECTBO W/WIM KpaiHHSA
MPOIYKT.
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3.4.

3.4.1.

34.2.

(
(
(

1
2
3

) OB L
) OB L
) OB L

CnenuajHy M3MCKBAHHMS 32 JIeKAPCTBEHH MPOAYKTH 3a MoOjEepHA
Tepanus, ChAbPKAINH H3/IeTus

Jlexapcmeenu npooykmu 3a MOOepHa Mmepanusi, CoObPICAUU MeOu-
YUHCKU u30enus 8 Cbomeemcmeue ¢ pasnopeobama Ha unen 7 om
Peecnamenm (EO) Ne 1394/2007

IIpencraBs ce onmcanne Ha (PU3MUECKUTE XapaKTEPUCTUKH, Ha
JIEHCTBUETO Ha MPOJYKTa M OIMCAaHHE HAa METOIWTE 3a Ch3/laBaHE Ha
IIPOJYKTa.

OrmnucBa ce BSaHMOﬂeﬁCTBHCTO U CBBMECTHUMOCTTA MEXKIY TCHUTE,
KIETKHTE W/UIH ThKAHUTE U CTPYKTYPHUTE KOMIIOHEHTH.

Kombunupan nexapcmeen npoOYKm 3a MOOEDHA Mepanusi, CbldCHO
onpedenenuemo om unex 2, napacpagp 1, 6yxkea 2) om Peznamenm
(EO) Ne 1394/2007

3a ieTpyHAaTa WIM THKaHHaTa 4acT HA KOMOWHUpAaHUS JIEKapCTBEH
MPORYKT 3a MOJEpHA TEpalus Ce HpuIaraT CHEHUATHUTE M3UCKBAHUS
3a JIGKApCTBEHHTE MPOJAYKTU 32 TEpalusi CbC COMATHYHU KICTKH H
MPOAYKTH HAa THKAHHOTO WHXKCHEPCTBO, MOCOYCHH B paszzmen 3.3, a B
cilydass Ha TEHETUYHO MOIU(DUIMPAHU KICTKH — CIICIHAIHUTE
W3MCKBAaHHs 32 JIGKAPCTBEHH INPOLYKTH 3a I'€HHA Tepamus, MOCOYCHU
B pazzen 3.2.

MenuIHCKOTO U3JeNue UM aKTUBHOTO MMIUIAHTUPYEMO METUIIMHCKO
u3eIMe MoOXe Aa ObJe HeAeauMa 4YacT OT aKTHBHOTO BEIECTBO.
Koraro MeanmHCKOTO H3enne Wik aKTUBHOTO UMIUIAHTHPYEMO MEIH-
LUHCKO U3/eNue € KOMOMHHpaHO C KJIETKUTE 10 BpeMe Ha
MIPOU3BOJCTBOTO CH WJIM IpPU TPHUIAraHeTo MM BBBEXKAAHETO Ha
KpaiiHUs MPOJYKT, KJICTKHTE CE CUMTAT 3a HeJeIrMa 4acT OT KpalHHs
MIPOAYKT.

Ipencrass ce uH(popManus BbB BPb3Ka ¢ MEAULUHCKOTO U3ZENUE MU
aKTUBHOTO MMIUIAHTHPYEMO MEIHMIMHCKO H3Jenue (KOeTo € Hejxeauma
YacT OT aKTUBHOTO BEIIECTBO WJIM OT KpalHMS MPOAYKT), KOSATO €
peleBaHTHA 3a OLEHKaTa Ha KOMOMHHMpPaHMS JIGKApCTBEH IPOAYKT 3a
MoziepHa Tepanus. Ta3u MHpOpMaIMs BKIIOYBA:

a) Mupopmaims oTHOCHO M300pa M mpeaBHAcHAaTa (QYHKIUS HA MEIH-
OUHCKOTO H3/eNIUe WM MMIUIAHTHPYEMOTO MEIUIUHCKO H3JCIHe H
JEMOHCTpalUsi Ha CBBMECTHMOCTTA Ha W3JEIMETO C JAPYTUTe
KOMITOHEHTH Ha TPOAYKTa.

6

=

JlokazarencrBa 3a CHOTBETCTBMETO HAa 4acTTa HA MEUIHHCKOTO
M3[CNNE ChC  CBUICCTBEHHUTC  H3MCKBAHHS, ONPEICICHH B
npunoxenue 1 kpM Jupektusa 93/42/ENO na Coiera (1), wim 3a
CHOTBETCTBHETO HAa YacTTa HAa aKTHBHOTO HMIUIAHTHPYEMO MeIH-
[IMHCKO H3JENHE ChC CHIIECTBCHUTE H3UCKBAHHA, OMNpPEACICHU B
npuioxenne 1 koM dupexruBa 90/385/EMO na CeBera (3).

B

~

Koraro e npuioxumo, 10Ka3areicTBa 3a CbOTBETCTBUETO Ha MEIH-
LUHCKOTO HM3JeJHe WM MMIUIAHTHPYEMOTO MEIMIMHCKO H3JENne C
n3uckBanusita otHocHo CEI/TCE, ompenenenn B [upexktusa
2003/32/EO na Komucwusra (3).

r

~

Koraro e mOpHIIOKHMO, pe3yiaTaTHTe OT CBEHTYalHH OLCHKH Ha
9YacTTa Ha MEIWIMHCKOTO W3[EIHE WIM Ha YacTTa Ha aKTHBHOTO
HUMIUTAHTHPYEMO MEIUIMHCKO H3IENHe OT HOTU(HIHMPAH OpraH B
crorBercTBe ¢ JupektuBa  93/42/EMMO  wunmm  [lupextuBa
90/385/EUO.

HoTtudunupanusr opras, 1mposelsl OLEHKaTa, IocodeHa B OykBa I) OT
HACTOSAIIMS pa3fieN, IpPEeACTaBs IPH IOMCKBAHE HA KOMIETEHTHHS
opraH, OIEHsBall 3asBJICHUETO, BCAKakBa MH(oOpMalus, CBbp3aHa ¢
pesyirature OT OleHKaTa B cbhoTBercTBHE c JlupektuBa 93/42/EMO
wm JupextuBa 90/385/EMO. ToBa Moxke na BKIOYBA HH(pOpMaLUs
U JOKYMEHTH, CBIbPXKAIIU Ce B CHOTBETHATa OLEHKA Ha CBHOTBETCT-
BHETO, KOTaTo TaKMBa ca HEOOXOOUMH 3a OLECHKA Ha KOMOMHUpAHHSL
JIEKapCTBEH IPOAYKT 3a MOJEPHA TepamHs KaTo LUIO.

169, 12.7.1993 r., cp. 1.
189, 20.7.1990 r., ctp. 17.
105, 26.4.2003 r., ctp. 18.
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4.2.

4.2.1.

4.2.2.

CIHEHUAJIHU U3MCKBAHUKS 10 OTHOILUIEHME HA MOJAYII 4

CrenHajJHi W3HCKBAaHHsl 32 BCHYKM JIEKAPCTBEHH NPOAYKTH 3a
MOJIepHA Tepanus

Bb3MOXKHO € mopaaud YHMKAIHUTE M Pa3sHOOOpasHM CTPYKTYpHH H
OMONIOrMYHM CBOMCTBA Ha JIGKAPCTBEHMTE IIPOLYKTH 3a MOJEpHa
Tepamus U3MCKBaHMATa Ha 4vacT I, Moxyn 4 OT HacTosmoTO
HPHIOKEHHE OTHOCHO —(PapMaKOJIOTMYHOTO M TOKCHKOJIOTHYHOTO
u3cieABaHe Ha JIGKApCTBEHMTE MPOJAYKTM He BHMHAaru ja Objar
ymectHu. TexHuueckure u3MCKBaHMs OT paspenu 4.1, 4.2 u 4.3 no-
oy OOSCHSBAaT 10 KakbB HAYMH M3MCKBaHMATa Ha d4acT | otT
HACTOSIIOTO IPHIOKCHHE CE IPUIAraT KbM JEKAPCTBCHHTE MPOLYKTH
3a MoziepHa Tepanus. TaM, KbIETO TOBa € 1ieecho0pa3Ho, U C OIe/l Ha
crienuduKaTa Ha JIEKapCTBEHMTE MNPOAYKTH 3a MOJEpHa Tepamnus ca
OIpE/eNCHN U JONBIHUTEIHU W3HCKBAHUS.

MortuBanusTa 3a HEKJIMHUYHA Pa3pabOTKa M KPUTEPHUTE, U3IOI3BAHU
3a u300p Ha CHOTBETHHMTE BHIOBE W MojenH (in vitro u in vivo), ce
IIPE/ICTaBAT U OOOCHOBABAT B HEKIMHWYHUSA mperien. M3Opanusr(ure)
MOZeNI(M) Ha OpraHM3MH MOraT Ja BKJIIOUBAT JKMBOTHH, KOMTO ca
UMYHOKOMIIPOMETHUPAHH, HOKAYTHH, XyMaHU3UPaHU WIH TpPaHCTEHe-
THYHU. Pasriexna ce M3M0I3BaHETO HAa XOMOJIOXKHM MOJENH (Hamp.
KI€TKH HAa MMILUKH, AHAJIM3UPAHH Y MHUIIKM) M MOJEIM, UMUTUpALIN
3a00JsIBaHUs, 0COOEHO IPH IPOYYBaHE Ha MMYHOTEHHOCTTAa U UMYHO-
TOKCHYHOCTTA.

OcBeH M3HMCKBaHMATa OT 4acT | ce mpexncraBsi O€30MaCHOCTTA, yMECT-
HOCTTa M OHOCHBMECTHMOCTTa Ha BCHYKH CTPYKTYPHH KOMIIOHCHTH
(KaTo MaTpULM, CKEJETH W WM3JeNHs) W Ha JONBIHUTEIHUTE BEIIECTBA
(KaTo KJIETHYHU MPOAYKTH, OMOMOJIEKYNIH, OnoMaTepruanl 1 XUMHIECKI
BEIIECTBA), ChABPXKAIIN Ce B KpalHMS NPOAYKT. Biemar ce mpensun
TeXHUTE (U3UYHU, MEXaHMYHH, XUMHYHUA U OMOJIOTMYHU CBOICTBA.

CneunajHy M3HCKBAaHMS 32 JIGKAPCTBEHMTE INPOAYKTH 3a IeHHa
Tepanus

C wen omperessiHe Ha CTEIICHTA U BHAA Ha HEKIMHHYIHHUTE U3IUTBAHMS,
HEOOXOANMH 3a OMpEICNsHE HAa YMECTHOTO HHBO HAa HEKIMHHYHHTE
JTaHHH 32 0€30MacHOCT, TpsiOBa Ja ce OTYUTAT M3pabOTKaTa U THIIBT
Ha JIEKapCTBEHMUsI POIYKT 3a TCHHA TEePaIlisL.

Dapmaronozus

a) IlpexcTassT ce mpoyuBaHMs in Vitro W in vivo BbB Bpb3Ka C Hpel-
JlaraHaTa TepaneBTUYHa yrnorpeba (Hamp. npoyuBaHust Ha (apmako-
JIMHAMHKaTa OT THUMNA ,JIOKa3BaHE HA KOHLEMLMATA ), B KOMTO ca
M3MO0JI3BaHN MOJIENIN U CHOTBETHHUTE KUBOTHHCKHM BHJIOBE C LIEN Jia
ce MOKaXke, Y€ CEKBEHIMATA OT HYKJIEMHOBA KHMCEJIMHA JIOCTHIa JI0
npeaBuaeHaTa Lell (IpHULETeH OpraH MM IPULENHH KIETKH) H
U3ITBJIHSABA CBOSITA IpeiBHIEHAa (YHKLHA (CTENEH HA EKCIpecHs U
(yHKUMOHANHA aKTHBHOCT). JlaBa ce IpOIBIDKUTENHOCTTA Ha
(GyHKLIMATA HAa CEKBEHIMATa OT HYKJIEMHOBA KHCEIMHA U IIpel-
JlaraHaTa CXeMa Ha J03MpaHe B KIMHUYHHUTE M3MUTBAHMS.

6

=

I_ICJ'ICBa YYBCTBUTCIIHOCT: Korato JICKapCTBCHUAT IIPOAYKT 3a I'€HHA
Tepanus € INpeAHa3Ha4YCH Ja KMMa CCJIICKTHMBHA WM IICJIEBO OrIpa-
HHUYCHA (byHKI_H/IOHaJ'IHOCT, C€ INpPEACTaBAT NPOYyYBaHHSA, KOUTO Ja
IIOTBBPAAT cneumbmca’ra U HNPOABJDKUTCIIHOCTTA Ha quHKI_II/IOHaJ'I-
HOCTTa M JICUCTBUETO B TIpULOCITHATE KJICTKU U ThKaHWU.

@apmaKOKuHemuKa

a) [IpoyuBanmsaTa Ha OWOpa3NpeNEeICHUETO BKIIOYBAT aHAIM3M Ha
NEepCUCTeHIUATa, KIUpbHCAa M MoOmiam3auusrta. [IpoyuBanusTa Ha
OMOpa3NpeneNeHNeT0 OCBeH TOBAa CE 3aHMMaBaT M C pHCKA OT
IpeflaBaHe Ha 3apOAMINHATA JIMHHUS.

0) 3aemHO C OICHKATa HA PHCKA 3a OKOJHATa Cpela ce MPOBEKAAT
aHaJ M3M Ha BHPYCOOTACISHETO W PUCKA OT MpelaBaHe Ha TPETH
CTpaHM, OCBEH aKO HEMPOBEKIAHETO UM € HAJIe)KHO OOOCHOBAHO
B 3asBJICHHETO B3 OCHOBA HA THMA HA CHOTBETHHS MPOIYKT.
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4.2.3.

43.

Tokcukonozus

a)

0)

B)

r)

)

°)

OrneHsiBa ce TOKCHYHOCTTa Ha KpalHMS JEKapCTBEH NPOIYKT 3a
rerHa Tepanusa. OCBEH TOBa B 3aBHCHMOCT OT BHJA Ha NPOAYKTa
ce B3eMaT NMpeBH/ HHAUBUAYATHUTE aHATU3U HA aKTUBHU BEIIECTBA
M TIOMOIIHM BellecTBA M C€ OleHsBa e(eKThT in Vvivo Ha
NPOAYKTHTE, CBBP3aHH CBbC CEKBEHIMsS Ha  EKCIpecupaHa
HYKJICHHOBA KHCENIMHA, KOMTO HAMAT TpeJHAa3HauYeHUEe 10
OTHOIICHHE Ha (pU3MOJOTHYHATA (DYHKIIHS.

TIpoyuBaHMATa 32 TOKCHYHOCT Ha eIMHUYHATA JI03a MOrar Ja Obaar
ChYeTaBaHU ¢ (apMaKOJOTHYHU M (HapPMAKOKHHETHYHHU MPOYYBAHHS
3a 0€30I1acCHOCT, HAIp. 32 aHAJIM3 Ha MEePCUCTCHLUSITA.

Korarto ce npeaBmwxaa MpoaAyKThT Ja 6’])[[6 Ipujiaral Ha Y0B€Ka B
MHOXECTBO 03U, C€ MNPCACTABAT INPOYUBAHHA 3a TOKCHYHOCT IPU
MHOT'OKpaT€H IMpPUEM. Haumabr u cxemara Ha TIPUIJIOKECHUC
oTpassiBaT B rojisiMa CTCICH IUIaHUWpaHaTa KIMHUYHA JNO3UPOBKaA. B
CJIy4JauTe, KOraro €IWHHYHATA [03a MOXE Ha A0BEAC N0 MNpOoAbI-
JKUTCIIHA q)yHKI_[I/IOHaJ'IHOCT Ha CEKBCHIMATA Ha HYKJICHHOBA
KHUCCIIMHA Y YOBCKa, KaTO BapHaHT C€ pasrjiexaaT NpOy4dBaHUATA
3a TOKCUYHOCT NP MHOTI'OKpPAaTCH IIPUCM. HpOI[”I)J'I)KI/ITCJIHOCTTa Ha
IIpoy4BaHUATA MOXKE [1a 6’[:[[6 II0-roJIsIMa OT Ta3uW Ha CTaHAAPTHUTE
Ipoy4BaHUs 3a TOKCHYHOCT B 3aBHCHUMOCT OT IICPCUCTCHLIMATA Ha
JICKapCTBCHUS NPOAYKT 3a I'€HHA TCpallis U OYaKBAHUTC BB3MOKHU
PUCKOBE. HpCL[CTaB}I ce 000CHOBKA Ha OPOABLKUTEIIHOCTTA.

Hpoy!{Ba CC TCHOTOKCUYHOCTTA. CTaHI[apTHI/ITe HU3NUTBAHUA 34 'CHO-
TOKCHYHOCT obaue ce IpoBEXKAAT CaMO KOraro TaKuBa ca HEO0O-
XOAUMH 32 HU3CJICABAHCTO Ha KOHKPETEH 3aMBPCHUTE]l UIIA
KOMIIOHCHT Ha CHUCTEMarta 3a AO0CTaBKa.

IIpoyuBa ce kaHmeporeHHocTTa. He ce HW3WCKBaT CTaHAApTHUTE
MPOYYBaHMS 32 KAHLEPOTEHHOCT IpPU TpHU3aydl B TCUCHHE HA LIEITHSA
UM XHBOT. B 3aBHCHMOCT OT BHIa Ha MPOAyKTa 0Oave MpH CHOT-
BETHUTE in Vivo/in Vitro MOJETH C€ OIEHsIBa TyMOPOTCHHHUAT
MOTCHIIMAJL.

PenponykTuBHa TOKCHYHOCT M TOKCHYHOCT 3a pa3Butuero Ilpen-
CTaBST C€ IPOYyYBaHHATA Ha eQEKTHTe BBPXY (QepTwiInTeTa H
obmiata penpoiykruBHa (yHKnus. B 3aBucuMocT OT BHIa Ha
HOpPOAYKTa C€ MpPEACTaBAT IPOyYBaHUS Ha eMOpHo-(eranHara H
NepHHATATHATa TOKCHYHOCT M IIPOYYBAHUS Ha MPElaBaHETO Ha
3apOAMINHATA JMHUS, OCBCH aKO HEMPOBEXKIAHETO MM € HaUIe)KHO
000CHOBaHO B 3asfBJICHHETO BH3 OCHOBA Ha THUIAa HA CHOTBETHUS
MIPOJYKT.

)K) I[OH’BJ'IHI/ITCJ'IHH Ipoy4BaHUs 3a TOKCHUYHOCT

— IIpoyuBanusa Ha MHTerpanusaTa: 3a BCEKH JIEKAPCTBEH IMPOIYKT
3a TeHHa Tepanus ce MPeJCTaBAT NPOyYBAHUS HAa MHTErpalusTa,
OCBEH aKO OTCHCTBMETO Ha TaKHBa NPOY4YBAaHHS HE € HAy4dHO
ONpaBJaHO, HAMp. TOPaJu TOBA, Y€ CEKBEHIIMUTE HA HYKIECHHOBA
KHCEeITMHA HsAMa Ja TMPOHMKHAT B sjapaTa Ha Kietkure. Ilpu
JIEKapCTBEHUTE MPOAYKTU 3a TEHHAa Tepanus, 3a KOUTO HE ce
OYaKBa Ja Cca CIOCOOHM Ja Ce MHTErPUpaT, HE ce NPOBEKIAT
HHTETPALMOHHM MPOYYBAHUS, aKO HaHHUTE 3a Ouopasmpen-
€JICHHETO COouaT PHCK OT MpeJaBaHEe Ha 3apOJUIIHATA JIMHUS.

— I/IMyHOFeHHOCT U HUMYHOTOKCHUYHOCT: HpquBaT C€ IIOTCHIH-
AITHUTEC e(beKTI/I Ha AMYHOT€HHOCT U UMYHOTOKCHYHOCT.

Cneunamm H3UCKBAHHUA 32 JICKAPCTBCHUTE NPOAYKTH 3a Tepanus
CbC COMAaTHYHH KJIETKH U 32 NPOAYKTHUTE, MOJYYCHHU YpPe3 ThbKAHHO
HHKEHEePCTBO

Dapmaronocus

a)

0)

IIbpBuuHMTEe (apMaKOJIOTMYHM HPOYYBAHUS Ca JOCTATBUHU 32
JloKa3BaHe Ha KoHUenmusara. IIpoyuBa ce B3auMoJeicTBHETO Ha
MPOJIYKTHTE HAa OCHOBaTa Ha KJIETKH C OOKpBKaBallaTa I'M ThKaH.

Omnpenensi ce KOIMYECTBOTO MPOAYKT, HEOOXOIUMO 3a MOCTHTaHe Ha
skenmanust edexr/edexTHBHA 1038, W B 3aBUCHMOCT OT BHIOAa Ha
MPOJYKTa, YecToTara Ha JO3UpaHe.
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4.3.2.

B) BropuunuTe (hapMakoIOrHYHM NPOYYBAHUSI CEe B3eMaT IPEIBUA C
I[e]T OLCHKA Ha IOTEHIMAIHHUTE (PU3NOJOTUYHH €()EeKTH, KOUTO HE
ca CBBP3aHH C IKCJIAHUS TEPAleBTUYCH e(EeKT Ha JICKapCTBEHUS
IPOAYKT 3a Tepamus CbC COMATHYHM KIETKHM M Ha IIPOAYKTa,
MOJTyYeH dYpe3 THKAaHHO WHKCHEPCTBO, WM Ha JOIBIHUTEIHUTE
BEIECTBA, ThH KAaTO OCBEH IIPEJCTaBIIABAIUTE WHTEPEC HMPOTCHHHU
Morar na ObJaT CEKpeTHpaHH W OHMOJOTMYHO AKTHBHHU MOJIEKYIH
WIN TpPEACTABIABAIINTE WHTEpEC TPOTEMHW MOraT Ja HuMar
HE)KEJIAH! IIEJIEBU MECTOIOIOKCHUS.

djapMaKoquemuKa

a) He ce wu3uckBar  KOHBEHUHMOHANHUTE  (HapMAaKOKUHETHYHU
NpOyuYBaHUs 33 aHAM3 Ha abcopOLuATa, pasNpeieleHUETO, METa-
O6omu3ma U exckpeuusra. Ilapamerpu Karo KH3HECIIOCOOHOCT,
HOPOABIDKUTENIHOCT HA JKHBOT, paslpelielieHHe, pacTex, XudepeH-
uamyMs ¥ MMrpanus obade ce HU3Cie[BaT, OCBEH aKO HEHM3Cle-
BaHETO UM € HAJUIeKHO OOOCHOBAHO B 3asBJIICHHETO Bb3 OCHOBA Ha
THUIA HA CHOTBETHHS MPOMYKT.

6) Ilpu nexkapcTBEHHUTE MPOIYKTH 33 TEPANMs CbC COMATUYHH KICTKH U
MIPOIYKTHTE, TTOIY4YEH Ype3 ThKaHHO HHKXEHEPCTBO, KOUTO CHCTEMHO
NPOU3BEKIAT OWMOAKTHBHH MOJIEKYJIM, CE H3Clie[Ba paslpenee-
HHUETO, NPOJBDKUTEITHOCTTA U KOJIMYECTBOTO HAa EKCIIPECHATA.

Toxcukonoeus

a) OueHsBa ce TOKCHMYHOCTTA Ha KpalHMs NMpoAyKT. B3ema ce npensun
UHIMBHIYaTHOTO M3ClIeJBaHE Ha AKTHBHHUTE BELIECTBA, ITOMOIIHU
BEIECTBA, JOMBIHUTEIHU BEIECTBA M HAa €BEHTYAIHUTE CBBbP3aHH
C Tpoleca 3aMbpCSBaHHS.

6) [IpoabmKUTENHOCTTAa HA HAOMIOACHHUATA MOXKE 1a ObJAe MO-roisiMa,
OTKOJIKOTO TIPH CTaHIAPTHHUTE MPOYUYBAHHUS 338 TOKCHYHOCT, & OYaK-
BAHMAT )KU3HCH IIMKBJI HA JICKAPCTBEHUS TIPOJYKT, 3aCJHO C HETOBHS
tdapmakognHamuueH W (DapMakOKMHETHYeH mNpopuia ce B3eMa
npexsua. Ilpencrass ce 060CHOBKA HA MPOIBIDKUTEIHOCTTA.

B) KoHBeHNIMOHATHHUTE MpPOYYBaHUS 3a KaHLEPOTEHHOCT M T'€HOTOK-
CHYHOCT HE CE€ M3UCKBAT, OCBEH 110 OTHOLIEHHE HAa TYMOPOTCHHHUS
MOTEHIMAJI Ha TPOAYKTA.

F) HpquBaT C€ INOTCHIUAJIHUTE eq)CKTI/I 3a UMYHOI'CHHOCT U HMYHO-
TOKCHYHOCT.

1) Ilpn TpomyKTH Ha OCHOBAara Ha KIETKH, KOMTO CHIBPXAT JKHUBO-
THHCKH KJIETKH, C€ Pa3INIeKIaT W CBBP3aHUTE C TIX CIICHHATHA
npobiemMr Ha GE30MIACHOCTTAa Karo MpeiaBaHe Ha 4YOBEKa Ha
KCEHOTCHHH MaTOTCHH.

CIIEHUAJIHU U3NUCKBAHMA 110 OTHOIIEHUE HA MOJAVII 5

CneuuajHyl HM3MCKBAHUS 32 BCHYKHM JIEKAPCTBEHHM NPOAYKTH 3a
MoO/lepHa Tepamus

CrenmanHuTe W3WCKBAHUS HA HACTOSIIMS pasfen Ha dvacT [V ca B
JOMTBJIHEHHE Ha W3UCKBaHWATA, OMpeaelieHd B yacT [, mMomyn 5 or
HACTOSIIOTO MPUIIOKEHHUE.

Koraro KIMHHYHOTO MPHIOKCHHE HA JICKAPCTBCHH IMPOIYKTH 3a
MOJCpHa TEpanus H3HUCKBa CIICLHAJIHA CBIIBTCTBAlIA TEparusa WU IIpea-
noJjiara XupypruieCKku MaHuIyJialiuy, €€ aHaJlu3upa U OIKUCBa TEparcB-
THYHATa MpOLEAypa KaTo Ipuio. Ilpencrass ce MHGOPMAUUS OTHOCHO
CTaHAAPTU3UPAHECTO U ONTUMHU3BUPAHCTO HA TE3U NPOUCAYPU IO BpEME
Ha KJIMHUYHOTO UM pa3paboTBaHe.

Korato MEIUILIMHCKU U31CJINsA, U3I0JI3BaHU II0 BpEME Ha XUPYPrudiHU
MaHUITyJIalluy 3a [puiiarale, UMIUIaHTUPAaHE WIIN II0CTaBsSHE Ha JICKap-
CTBCHHUS IPOAYKT 3a MOACpPHaA Tepaluss Morar Ja OKakarT BB3CHCTBHE
BBpPXY C(i)I/IKaCHOCTTa Wi 0e30MacHOCTTa Ha ChbIUs, C€ MNPCACTaBs
I/IH(l)OpMaI_II/ISI 3a TE3U HU3ACIIHUA.

Ornpenensar ce CrelHaTn3UPaHUTe EKCIIEPTHH MO3HAHUS, HEOOXOIMMH
33 W3BBPIIBAHE HA [CHHOCTHTE [0 TMpPWIAraHe, HWMIDIAHTHPAHe,
IIOCTaBsHE M TMOciaeAaBamure aewHoctr. Korato e HeoOXoammo, ce
MPE/ICTaBs IUIAHBT 3a OOydYeHHE Ha MEIUIUHCKUTE CICLHATUCTH IO
mpoueAypute Ha  ymotpeba, MpuWiara€e, UMIUIAHTHPaHE WU
MOCTAaBSHE HA TE3HM MPOIYKTH.
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5.1.5.

5.2

5.2.1.

52.2.

5.2.3.

5.3.

5.3.1.

Kato ce wuma npeaBua 4€ nopaau €CTECTBOTO Ha JICKAPpCTBEHUTE
IPOAYKTH 3a MOJCpHa Teparus IMpOoUCChT Ha TIAXHOTO ITPOU3BOACTBO
MOXE€ J1a €€ NPOMCHHU II0 BpEME Ha KJIMHUYHOTO pa3pa60TBaHe, Morar
Ja 6’LL[aT HU3UCKAaHU JOIIBJIHUTCIIHU TMPOYYBAaHHA 3a JOKa3BaHC Ha
CBIIOCTAaBUMOCTTA.

Ilo BpEME€ Ha KIIMHUYHOTO pa3pa60TBaHe CE IpaBu H€06X0[[I/IMOTO 110
OTHOLIICHHE Ha PUCKOBETE, Bb3HUKBAILI OT INOTCHIIUMAJIHU I/IH(l)eKI_II/IO3HI/I
TNPpUYUHUATCIN WA OT H3IIOJI3BAHETO HAa MaTepuall, IOJY4YE€H OT JKHUBO-
TUHCKW H3TOYHUIIKA, U Ha MCEPKUTEC, NPEANPUETH 3a TAXHOTO HaMa-
JIsIBAHC.

qpe3 IIpOy4YBaHUs 3a YCTAHOBSIBAHC Ha J103aTa C€ OIIpEeACsa I/I360pT>T Ha
J03a 1 CX€Marta Ha yHOTpC6a.

E(bI/IKaCHOCTTa Ha [IperaraHuTre HWHAWKAIUKW C€ IOoAKpens C
nmoAxo sl pe3yiaratd OT KIMHUYHUA U3IWTBAHUA, H3I0JI3BalllN
KIIMHUYHO 3HAaYUMH KpafIHH TOYKH 3a IeJICBara yl'[OTp€6a. HpI/I HAKOHU
KIMHUYHHU CBCTOAHHA MOXKE Oa 6’LL[aT HU3UCKaHU [JOKas3aTcJICTBa 3a
ABJIrOCpoOYHaTa C(i)I/IKaCHOCT. HpeZ[CTaBSI Ce CTparerusaTa 3a OLCHKAa Ha
ABJIrocpouHaTa e(bI/IKaCHOCT.

B mnana 3a YhpaBJICHHE Ha pUCKa C€ BKJIIOYBA CTpATerus 3a AbJITOC-
POYHOTO MOCJ€ABAlIO IIpOCICAssBaHE Ha 0Oe3omacHOCTTa M eqn/ncac-
HOCTTa.

HpI/I KOM6I/IHI/IpaHI/ITC JICKapCTBEHU IIPOAYKTH 3a MOJACpPHA TEpalust
Ipoy4BaHUsATa 3a 0e30MacHOCT U e(bI/IKaCHOCT C€ IPOCKTHUPpAT 3a KOMOU-
HHUpaHUS TIPOAYKT KaTO LsJI0O U €€ MU3BHPIIBAT C HErO.

CnenuajHy M3HCKBAHMSI 32 JIeKAPCTBEHHTE INPOAYKTH 3a IeHHa
Tepanus

Ilpoyusanus na hapmaxokunemuxama y 4oeexa

IMpoyuBanusita Ha (hapMaKOKMHETHKATa y YOBEKa CHIBPKAT CIEAHHTE
aCIIeKTH:

a) MPOYYBaHUS HA BUPYCOOTAGNSHETO C LeJl HHGOPMAIMS OTHOCHO
EKCKpEIMATa Ha JICKAPCTBEHHs MPOJIYKT 3a I'CHHA Teparus;

0) mpoyuBaHUsI Ha OHOPA3IPEACICHHUETO,

B) (apMaKOKMHETHYHH NPOYYBAHHUsS Ha JICKApPCTBEHHUs NPOLYKT M Ha
YacTUTE Ha TeHEeTHMYHaTa eKchpecus (HAmp. eKCIpecHpaHu
NPOTEUHU MM TEHOMHHM IOAIHCH).

Ipoyusanus na ghapmaroounamuxama y 4oeexa

IMpoyuBanusita Ha ¢QapMakoJMHAMMKATAa Yy YOBEKa Ce 3aHUMaBaT ¢
eKCrpecusiTa U (YHKIHUSATa Ha CEKBEHLMSITAa HAa HYKICHHOBA KHCEIMHA
clie]] TpUIaraHe Ha JICKApCTBEHUS NMPOJYKT 3a I'€HHA Teparnus.

IIpoyusanus 3a b6esonacrnocm

IIpoyuBaHus 3a OE30MACHOCT CE 3aHMMAaBAT ChC CICIHHUTE aCIEKTH:
a) TOosiBa Ha CIIOCOOHM Ha PEIUIMKALMs BEKTOPH;

0) mosiBa Ha HOBM ILI[AMOBE;

B) NPECOPTUpAHE Ha CHILECTBYBAIM I'€HOMHH CEKBEHLIUHM;

I) HeoIUIa3MeHa mponudepaunst BCIEACTBUE HA WHCEPLUOHHA MyTa-
TEeHHOCT.

CnenuajHd M3UCKBAHUA OTHOCHO JIEKAPDCTBEHH TNPOAYKTH 32
Tepanusi CbC COMATHYHHU KJIETKH

Jlexapcmeenu npooykmu 3a mepanusi CbC COMAMUYHY KIEmKU, Npu
KOUMO MexaHu3sMvm Ha Oelicmeue e Ha OCHO8AMA HA NPou3800CmEOmo
Ha 0eUHUPAHU AKMUBHU OUOMONEK)IU

Ipu TeKapCTBEHHUTE MPOLYKTH 3a TEPAIisi ChC COMATHYHU KIICTKH, TIPU
KOUTO HAYMHBT Ha JCHCTBHEC € Ha OCHOBAara Ha IPOW3BOICTBOTO Ha
nepUHUpaHH aKTUBHA OWOMOJIEKYIH, CE MpPEACTaBs (apMaKOKHHE-
THIHUAT TPOQui (MO-CIICHHATHO Pa3lpeAeICHAe, POIBIIKHTEIHOCT
M KONMYECTBO HAa EKCIOPECHs) Ha Te3W MOJEKYNH, ako ToBa €
MOIXO/ISMIO.
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5.4.

54.1.

5.4.2.

5.43.

buopasnpedenenue, nepcucmenyus u O0wI2OCPOYHO NpUKpensame Ha
KOMNOHeHmume Ha JeKapcmeenuss HNpooyKm 3d  Mepanus CuC
COMAmMu4HU Kiemku

ITo Bpeme Ha KIMHHYHOTO pa3pabOTBaHE Ce OTJEIs BHUMAaHUE Ha
OMOpa3NpeneNeHNETo, ePCUCTEHLUATA U ABITOCPOYHOTO IPHKPENBaHEe
Ha JICKapCTBEHHUTE MPOIYKTH 3a TEPaIldsi ChC COMATHYHU KIICTKH.

IIpoyueanus 3a besonacnocm

IIpoyuBaHusiTa 3a 0€30IIACHOCT CE 3aHUMAaBaT ChC CJICIHUTE ACIICKTH:
a) pasmpezieficHUE U MPHUKPENBaHe Clie] IPHUIOKEHHE;
0) eKTONMYHOTO NPHUKPEIBAHE;

B) OHKOI'CHHa TpaHC(i)OpMaHI/Iﬂ u JTOCTOBEPHOCT Ha KJIEThYHHUTE/Th-
KaHHUTC JIMHHU.

CneuuajiHu M3UCKBAHHA 32 MPOAYKTHUTE, NMOJY4YeHH 4Ype3 ThKAaHHO
HHKEHePCTBO

@apmaKOKuHemu YHU npoy4eaHus

Koraro KOHBEHIIMOHATHUTE (bapMaKOKI/IHeTPI‘IHI/I Ipoy4yBaHUsL HE Cca
peJICBAaHTHU 3a INPOAYKTHUTE, IMOJYUYCHH YpPE3 THhKAHHO HWHXCHEPCTBO,
10 BpEME Ha KIIMHUYHOTO pa3pa60TBaHe Ce pasriexaar 6H0pa3npe]1-
CJICHUCTO, IICPCUCTCHIMATA W Ppa3rpax1aHeTO Ha KOMIIOHCHTUTC Ha
TOJIy4Y€HHUs 4Ype3 ThKAaHHO MHIKEHEPCTBO IIPOAYKT.

Dapmakoounamusny nPoOy4EaHUs

dapMakoJUHAMUYHUTE MNPOYYBaHUS ce pa3paboTBaT M  aJanTUpar
cnope; creuudUKaTa Ha IIOJYYCHHTE YpPe3 THKAHHO HH)KCHEPCTBO
nponyktd. IlpencraBaT ce JokasaTencTBa 3a  JIOKa3BaHE Ha
KOHLICTIIUATA U KUHETHKAaTa Ha MPOJAYKTa 3a MOJTy4yaBaHE Ha LiejieBaTa
pereHepauus, Bb3CTAHOBSIBAHE MM 3aMsHA. Bsemar ce mnpensup
noaxonsmuTe (apMakoAMHAMHUYHHM MapKepH, CBbP3aHU C IleeBaTa
GyHKUUA(M) U CTPYKTYpa.

Ipoyusanus 3a b6ezonacnocm

[Ipunara ce pazmen 5.3.3.
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IIPUJIOKEHUE 11

YACT A
OTMeHeHM THPEKTHBH M MOCIeABAIN U3MEHEHHUS B TAX (MOocoYeHHu B wieH 128)

JupexruBa 65/65/EMO na Cweera (OB 22, 9.2.1965 r.,ctp. 369/65)
JupextuBa 66/454/EMIO Ha CeBera (OB 144, 5.8.1966 r., ctp. 2658/66)
Jupexrusa 75/319/EMO na Coera (OB L 147, 9.6.1975 r., ctp. 13)
Jupexrusa 83/570/EMO Ha Coera (OB L 332, 28.11.1983 1., ctp. 1)
Jupexrusa 87/21/EMO na CsBera (OB L 15, 17.1.1987 r., ctp. 36)
Jupextusa 89/341/EMO na CsBera (OB L 142, 25.5.1989, ctp. 11)
Jupextusa 92/27/EVO na Cseera (OB L 113, 30.4.1992 r., ctp. 8)

Jupexrusa 93/39/EMO na Cseera (OB L 214, 24.8.1993 r., c1p. 22)

Jupexrusa 75/318/EMO na CsBera (OB L 147, 9.6.1975 1., c1p. 1)
Jupextusa 83/570/EMIO Ha CbBera
Hupexrusa 87/19/EMO na Cseera (OB L 15, 17.1.1987 r., ctp. 31)
Jupexrusa 89/341/EMO Ha CoBera
Hupexrusa 91/507/EMO na Komucusra (OB L 270, 26.9.1991 r., ctp. 32)
Jupextusa 93/39/EMO na CbBera
Jupextua 1999/82/EO na Komucusra (OB L 243, 15.9.1999 r., ctp. 7)

Jupextua 1999/83/EO na Komucusra (OB L 243, 15.9.1999 r., ctp. 9)

Jupextusa 75/319/EMO na CbBera
Jupexrusa 78/420/EMO Ha CeBera (OB L 123, 11.5.1978 r., ctp. 26)
Jupexrusa 83/570/EMIO na CoBera
Jupextusa 89/341/EMO na CbBeta
Hupexrusa 92/27/EVO na ChBera
Jupexrusa 93/39/EMO na CwBera

Jupexrusa 2000/38/EO na Komwucusra (OB L 139, 10.6.2000 r., ctp. 28)

Jupexrusa 89/342/EMO Ha CoBera (OB L 142, 25.5.1989 r., ctp. 14)
Jupextusa 89/343/EMO ua Coera (OB L 142 ot 25.5.1989 r., ctp. 16)
Jupexrusa 89/381/EMO na CobBera (OB L 181, 28.6.1989 r., ctp. 44)
Jupexrusa 92/25/EVO na Cseera (OB L 113, 30.4.1992 ., c1p. 1)
Hupexrusa 92/26/EVO na Cseera (OB L 113, 30.4.1992 r., ctp. 5)
Jupextusa 92/27/EMO na CsBera

JupexruBa 92/28/EMO Ha CwBera (OB L 113, 30.4.1992 r., ctp. 13)

Jupexrusa 92/73/EMO ua Cseera (OB L 297, 13.10.1992 r., ctp. 8)
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YACT b

CpoxkoBe 32 TPaHCHOHMPaHe B HAIMOHAJIHOTO MPaBo (MOCOYeHU B wieH 128)

JlupexTusa

KpaiiHa jnarta 3a TpaHCIOHHpaHEe

Jupextusa 65/65/E1O

Jupextusa 66/454/EVO
Jupextusa 75/318/EMO
Jupextusa 75/319/EMO
Jupexrusa 78/420/EVO
Jupextusa 83/570/EMO
Hupextusa 87/19/EVO

Jupexrusa 87/21/E1O

Jupextusa 89/341/EMO
JHupextusa 89/342/EO
Jupextusa 89/343/EMO
Jupexrusa 89/381/EMO

Jupextusa 91/507/EMO

Jupextusa 92/25/E1O
Jupextusa 92/26/EX1O
Jupextusa 92/27/EO
Jupexrusa 92/28/ENO
Jupexrusa 92/73/ENO

Jupexrusa 93/39/ENO

Jupextusa 1999/82/EO
Jupextusa 1999/83/EO

Jupexrusa 2000/38/EO

31 nexemBpu 1966 r.

21 HoemBpu 1976 r.

21 "oemBpu 1976 1.

31 okromBpu 1985 .

1 romm 1987 r.

—_

tonn 1987 .
sayapu 1992 . (V)

—_

—_—

sHyapu 1992 r.

—_

ssHyapn 1992 r.

[

saHyapu 1992 r.

—_

stHyapu 1992 r.

sayapu 1992 1. (%)
siHyapu 1995 1. (%)

—_—

—_—

suayapu 1993 r.

—_

ssHyapn 1993 r.

—

sHyapu 1993 r.
1 smyapu 1993 r.
31 nmexemspu 1993 r.

1 stuyapu 1995 1. (%)
1 stuyapu 1998 1. (%)

1 smmyapu 2000 r.

1 mapt 2000 r.

5 nexemBpu 2001 r.

(") Cpoxk 3a TpaHCnOHHpaHe, mpIoKuM 3a I'spimst, Mcnanus u Iopryramus.
(®» C uskimoueHue Ha pasjgen A, Todka 3.3 or uyact Il Ha MPHIIOKEHHETO.
(®) Cpoxk 3a TpaHCIOHHpaHe, IPHIOKHM A0 paszen A, Touka 3.3 or wact Il Ha mpuitoxe-

HHUECTO.

() C wmskimouenue Ha wieH |, maparpad 6.
(®) Cpok 3a TpaHCHOHMpaHe, NPUIOKKMA 3a uieH 1, maparpad 7.




1IPHJIO’KEHUE 111

TABJIMLIA HA CBOTBETCTBUE

Hacrosma
JIPEKTHBA

65/65/EN1O

75/318/EMO

75/319/E1O

89/342/EMO

89/343/EMIO

89/381/EM1O

92/25/EMO

92/26/EMO

92/27/ENO

92/28/ENO

92/73/EMO

Unen 1,
naparpagu
1—3

Unen 1,
naparpagu.
1—3

Uren 1,
naparpad 4

ITpunoxenue

Unen 1,
naparpa¢u 1
n 2

Uien 1,
nmaparpad 5

Unen 1

Ynen 1,
naparpadu
6—9

nen 1,
nmaparpag 2

Unen 1,
maparpag 10

Ynen 1,
naparpa¢ 1

Unen 1,

naparpadu
11—16

Unen 296,
naparpag 1

Unen 1,
naparpagu 17
n 18

Ynen 1,
naparpag 2

Unen 1,
naparpag 19

Unen 1,
naparpag 2,
BTOPO H3pe-
yeHHe

Ynen 1,
naparpadu
20—26

Unen 1,
maparpag 2

Ynen 1,
naparpag 27

Ynen 8§,
naparpag 1

nen 1,
naparpag 28

Ynen 10,
naparpag 1

CIOT 1191 — DY — €80071100C

100° 110

LLT



Hacrosima

AMpexTHBa 65/65/EN1O 75/318/EMO 75/319/E1O 89/342/EMO 89/343/EN1O 89/381/EN1O 92/25/EMO 92/26/E1O 92/27/ENO 92/28/EN1O 92/73/EMO

Unen 2 Uien 2,

naparpad 1
Ynen 3, Unen 1,
naparpadu 1 naparpadu 4
u?2 us

Unen 2,

maparpad 3,

IBPBO THpPE
Ynen 3, Ynen 2,
naparpadu 3 maparpad 3,
u 4 BTOPO U TPETO

THpE
Uren 3, Uren 1,
naparpag 5 naparpag |
Unen 3, Unen 1,
naparpad 6 naparpad 2
Ynen 4, Ynen 1,
naparpad 1 naparpad 3
Unen 4, Unen 1,
naparpag 2 naparpag 3
Unen 4, Unen 3, BTopa
naparpag 3 TNHes
Ynen 4, Unen 6
naparpad 4
Ynen 5 Unen 2,

maparpad 4
Unen 6, Unen 3,
naparpag | naparpa¢ 1
Unen 6, Unen 2,
naparpad 2 I'bPBO U3pe-

YeHHe

CIOT 1191 — DY — €80071100C

100°110

8LI



Hacrosima

AMpexTHBa 65/65/EN1O 75/318/EMO 75/319/E1O 89/342/EMO 89/343/EN1O 89/381/EN1O 92/25/EMO 92/26/E1O 92/27/ENO 92/28/EN1O 92/73/EMO
Unen 7 Unen 2, BTOpo
u3peyeHHe

Yien 8, Unen 4,
naparpadu 1 naparpadu 1
u?2 u2
Unen 8, Unen 4, Unen 1,
naparpad 3, naparpad naparpad
OykBu a)—n) | 3,roukm 1—5 | 1
Unen 8, Unen 4,
naparpad 3, naparpad 3,
OykBu e)—u) | Toukum 6—38.1
Unen 8, Unen 4,
naparpag 3, naparpad 3,
OyxBHu i)—i) | Touknm 9—11
Unen 9 Unen 3
Unen 10, Unen 4,
naparpad 1 naparpag 3,

Touka 8.2
Unen 10, Unen 1,
naparpag 2 naparpad

2

Ynen 11, Uien 4a,
touku 1—5.3 | Toukm 1—5.3
Unen 11, Unen 4a, Unen 3
Touka 5.4 Touka 5.4

CIOTT1°91 — DY — €80071100C

100° 110

6L1



Hacrosima
JIUPEKTHBA

65/65/EX1O

75/318/EMO

75/319/E1O

89/342/EMO

89/343/EM1O

89/381/EM1O

92/25/EMO

92/26/EMO

92/27/EXO

92/28/ENO

92/73/EMO

Unen 11,
TOYKH
5.5—6.4

Unen 4a,
TOYKHU
5.5—6.4

Ynen 11,
To4ka 6.5

Unen 4a,
ToukKa 6.6

Ynen 11,
TOUuKa 7

Usten 4a,
Touka 6.5

Unen 11,
TOYKH 8—9

e 4

Unen 12,
naparpad 1

Unen 1

Ynen 12,
naparpadu 2
n3

Unen 2

ien 13

Unen 6,
naparpag | u
2

Unen 14,
naparpadu 1
u?2

Ynen 7,

naparpadu 1
u 4

Unen 14,
naparpad 3

Ynen 4,
naparpag 2

Unen 15

Unen 8

ien 16

Ynen 9

Unen 17

Unen 7

Unen 18

Uien 7a

Ynen 19

Ynen 4

Unen 20

Unen 5

CIOT 1191 — DY — €80071100C

100° 110

081



Hacrosima

AMpexTHBa 65/65/EV1O 75/318/ENO 75/319/ENO 89/342/ENIO 89/343/EO 89/381/EMO 92/25/ENO 92/26/EN1O 92/27/EVO 92/28/ENO 92/73/EMO
Uien 21 Unen 46
Ynen 22 Uiten 10,
maparpag 2
Unen 23 Uiten 9a
Unen 24 Ynen 10,
naparpad 1

Unen 25 Uien 9

Unen 26 Unen 5

Unen 27 Unen 8

Unen 28, Uen 9,

maparpag 1 naparpag 3

Unen 28, Ynen 9,

naparpag 2 naparpa¢ 1

Unen 28, Ynen 9,

naparpag 3 naparpag 2

Unen 28, Ynen 9,

naparpad 4 naparpad 4

Unen 29 Unen 10

Unen 30 Unen 11

UYnen 31 Unen 12

Unen 32 Ynen 13

Ynen 33 Ynen 14,
naparpag 1

Unen 34 Ynen 14,
naparpadu
2—4

Unen 35 Unen 15

CIOT 1191 — DY — €80071100C

100°110

181



?;;;?T"gz 65/65/EUO | 75/318/EUO | 75/319/EMO 89/342/EHO 89/343/EMO 89/381/EMO 92/25/EUO 92/26/EMIO 92/27/EHO 92/28/EVIO 92/73/EUO
Ynen 36 Ynen 15a
Ynen 37 Ynen 156
Unen 38 Unen 158
YUnen 39 Ynen 14,

maparpad 5
Unen 40 Ynen 16
Unen 41 Ynen 17
Unen 42 Unen 18
Unen 43 Uien 20,
naparpag 1
Unen 44 Ynen 20,
maparpag 2
Ynen 45 Ynen 20,
naparpa¢ 3
Unen 46 Unen 19
Unen 47 Unen 19a
Unen 48 Unen 21
Unen 49 Unen 23
Unen 50 Unen 24
Ynen 51, Ynen 22,
naparpagu 1 naparpag 1
u?2
Ynen 51, Ynen 22,
naparpad 3 naparpag 2
Unen 52 Ynen 25
Unen 53 Unen 3

CIOT 1191 — DY — €80071100C

100°110

81



Hacrosima

AMpexTHBa 65/65/EN1O 75/318/EMO 75/319/E1O 89/342/EMO 89/343/EN1O 89/381/EN1O 92/25/EMO 92/26/E1O 92/27/EXO 92/28/EN1O 92/73/EMO

Ynen 54 Ynen 2,
maparpad 1

Unen 55 Unen 3

Ynen 56 Ynen 4,
naparpa¢ 1

Unen 57 Ynen 5,
maparpag 2

Unen 58 Unen 6

Unen 59 Ynen 7,
naparpadu 1
u2

Unen 60 Ynen 5,
naparpad 1 un
wieH 9

UYnen 61 Unen 10,
naparpapu
1—4

Unen 62 Ynen 2,
maparpad 2 u
ueH 7,
naparpad 3

Unen 63, Ynen 4,

naparpag 1 naparpa¢ 2

Unen 63, Ynen 8

naparpag 2

Unen 63, Ynen 10,

naparpad 3 naparpad 5

CIOT 1191 — DY — €80071100C

100°110

€81



Hacrosima

AMpexTHBa 65/65/EV1O 75/318/ENO 75/319/ENO 89/342/ENIO 89/343/EO 89/381/EMO 92/25/ENO 92/26/EN1O 92/27/EVO 92/28/ENO 92/73/EMO
Ynen 64 Yien 11,
maparpad 1
Unen 65 Unen 12
Unen 66 Unen 5
Uiten 67 Uien 6,
naparpag |
Yen 68 Yien 2,
naparpag 2
Unen 69 Ynen 7,
naparpadu 2
u3
Unen 70 Unen 2
ien 71 Unen 3
Unen 72 Unen 4
Ynen 73 Ynen 5,
naparpag 1
Unen 74 Unen 5,
naparpag 2
YUnen 75 Ynen 6,
maparpag 2
Unen 76 Unen 2
Unen 77 Urnen 3
Unen 78 Ynen 4,
naparpag 1
Ynen 79 Unen 5

CIOT 1191 — DY — €80071100¢

100°110

¥81



Hacrosima

AMpexTHBa 65/65/EN1O 75/318/EMO 75/319/E1O 89/342/EMO 89/343/EN1O 89/381/EN1O 92/25/EMO 92/26/E1O 92/27/EXO 92/28/EN1O 92/73/EMO

Unen 80 Unen 6

Unen 81 Unen 7

Unen 82 Unen 8

Unen 83 Unen 9

Unen 84 Unen 10

Unen 85 Unen 9

Unen 86 Unen 1,
naparpadu 3
u4

Unen 87 Unen 2

Unen 88 Unen 3,
naparpadu
1—6

Ynen 89 Ynen 4

Unen 90 Unen 5

Unen 91 Unen 6

Ynen 92 Ynen 7

Unen 93 Unen 8

Unen 94 Unen 9

Ynen 95 Yen 10

Unen 96 UYnen 11

Unen 97, Unen 12,

naparpadu naparpadu 1

1—4 u?2

CIOT 1191 — DY — €80071100C

100° 110

¢81



?;;;?T"gz 65/65/EUO | 75/318/EUO | 75/319/EMO 89/342/EHO 89/343/EMO 89/381/EMO 92/25/EUO 92/26/EMIO 92/27/EHO 92/28/EVIO 92/73/EUO
Unen 97, Unen 12,
naparpad 5 naparpa¢ 4
Unen 98 iren 13
Unen 99 Unen 14
Ynen 100 Yten 6,
maparpad 3
Yen 101 Yien 291
Unen 102 Unen 29a
Unen 103 Unen 298
Unen 104 Unen 29r
Unen 105 Unen 29¢
Ynen 106, Ynen 29x
naparpag 1
Unen 106, Yiren 290,
naparpad 2 naparpag 2
Unen 107 Unen 293
Unen 108 Unen 29i
Uien 109 Uien 3,
naparpapu
Unen 110 ien 3,
naparpag 4

CIOT 1191 — DY — €80071100¢

100° 110

981



Hacrosima
JIUPEKTHBA

65/65/EX1O

75/318/EMO

75/319/E1O

89/342/EMO

89/343/EM1O

89/381/EM1O

92/25/EMO

92/26/EMO

92/27/EXO

92/28/ENO

92/73/EMO

Ynen 111,
maparpag 1

Unen 26
maparpad | u
2

Uien 111,
naparpag 2

Ynen 4,
naparpa¢ 1

Unen 111,
naparpag 3

Unen 26,
naparpag 3

Unen 112

Unen 8

Unen 27

Unen 113

Ynen 4,
maparpad 2

Unen 4,
naparpag 2

Ynen 114,
naparpag 1

Ynen 4,
naparpad 3

Unen 114,
naparpag 2

Unen 4,
maparpad 3

ien 115

Uien 4,
naparpag 1

ien 116

Unen 11

Unen 117

Unen 28

Unen 118

Unen 29

Unen 119

Ynen 4,
naparpag 1

Unen 120

Unen 2a,
naparpadg
1

Uien 121

ien 26

Unen 37a

CIOT 1191 — DY — €80071100C

100° 110

L8I



Hacrosima
JIUPEKTHBA

65/65/EX1O

75/318/EMO

75/319/E1O

89/342/EMO

89/343/EM1O

89/381/EM1O

92/25/EMO

92/26/EMO

92/27/EXO

92/28/ENO

92/73/EMO

Ynen 122

Ynen 30

Ynen 123

Ynen 33

Unen 124

Unen 5

Unen 125

Uien 12

Unen 31

Ynen 4,
maparpag 2

Ynen 11,
maparpag 2

Ynen 12,
naparpad 3

Unen 126,
naparpag 1

Ynen 21

Unen 126,
naparpag 2

Unen 32

Unen 127

Unen 28a

Unen 128

Unen 129

Unen 130

Ipunoxenne I

IMpuio-
JKEHHE

ITpunoxenue
I

ITpunoxenue
111

CIOT 1191 — DY — €80071100C

100°110

881



