JAUPEKTHUBA 2001/20/EO
HA EBPOIIEMCKHUSA INAPJIAMEHT M HA CbBETA

ot 4 anpua 2001 roguna

OTHOCHO COJIMKaBaHe HA 3aKOHOBHUTE, MOA3AKOHOBUTE 1 aIMUHUCTPATUBHUTE pa3110pe116n
Ha IbPAKABUTC-YJICHKHA OTHOCHO NNPWJIATaHETO HA noﬁpaTa KJINMHUYIHA MPAKTHKA MPA
MPOBEKAAHETO HA KIMHUYHHA U3NMUTBAHUA HA JICKAPCTBCHH IMMPOAYKTH 32 XyMaHHaA yHOTpeﬁa

EBPOITEMCKUAT HAPJIAMEHT 1
CBBETBHT HA EBPOIIEVCKUA CBIO3,

karo  B3exa mnpeaBuna  JloroBopa  3a
ch3JlaBaHeTO Ha EBpomelickara oOIIHOCT, U B
YacTHOCT WieH 95,

KaTo B3eXa TMPEABUA MPEAIOKCHHETO Ha
KomMmucusta 1,

KaTo B3eXa TMpeIBH] CTAHOBHUIIETO Ha
2
HxoHoMudeckus U conpiajeH KOMUTET ~,

B CHOTBETCTBUE C TpOIlCIypaTa, BU3UpaHA B
3
yiien 251 ot lorosopa °,

KaTO UMatT NnpeaBua, 4c:

(1) dupextuBa 65/65/EMMO na CbBera or 26
sHyapu 1965 r1. 3a cOmmkaBaHe Ha
3aKOHOBUTE, MI0/I3aKOHOBHTE u
aJMUHHUCTPAaTUBHUTE  pasmopendu  3a
JNIeKAPCTBEHUTE MPOAYKTH ~, H3HCKBA
3asBJICHUSATA 32 PAa3pPEIINTEIHO 3a ITyCKaHe
Ha Tas3apa Ha JIEKapCTBEH MPOIYKT Ja ce

"OB C 306, 8.10.1997 r., ctp. 9 u OB C 161, 8.6.1999
r., cTp. 5.

20B C 95, 30.3.1998 r., cp. 1.

3 CraHoBHIIe Ha EBporeiickus napnamenr ot 17
HoemBpu 1998 r. (OB C 379, 7.12.1998 r., ctp. 27).
O6mma no3unust Ha Ceeera ot 20 o 2000 r. (OB C
300, 20.10.2000 r., ctp.32) u Pemenne Ha
EBpornetickus napnament ot 12 nexemspu 2000 r.. (Bce
ollle HEMyOJIMKyBaHO B Oguyuanen eCmHuK).
Pemenue na CoBeta ot 26 depyapu 2001 r.
*0B22,9.2.1965., ctp. 1/65. JlupekTrBa, MocaeIHo
n3meneHa ¢ J{upextusa 93/39/EMO na CpBeta (OB L
214,24.8.1993 r., ctp. 22).

OpUaIpykKaBaT OT JOCHE, KOETO ChIbpikKa
CBEJICHUATA u JOKYMEHTHTE 3a
pe3yJTaTUTE OT TECTOBETE W KIMHUYHUTE
W3MUTBAHUS, W3BBPIICHH C TPOAYKTA.
HupexktuBa 75/318/EMO na CobBera ot 20
maii 1975 1. 3a cOmmxaBaHe Ha

3aKOHOJATEJICTBOTO  HAa  JIbp’KaBHUTE-
YJIIEHKU OTHOCHO AHAJIMTUYHUTE,
(apMaKOTOKCUKOJIOTHYHUTE U

KJIIMHUYHUTE CTAHIAPTH M MPOTOKOJIU BbB
Bpb3Ka C M3INUTBAHETO HA JIEKAPCTBEHU
TIPOLYKTH ° OTpe/Ies eAMHHM MPaBHIIA 3a
CBhCTaBSHETO Ha JOCHETaTa, KakTo MU 3a
TAXHOTO NPEJICTABSHE.

(2) llpu3HaTTe OCHOBHHM TPHUHIMIHN 32
MPOBEXKIAHETO HA KIMHUYHU M3MUTBAHUS
BBPXY XOpa C€ OCHOBaBaT Ha 3alllMTaTa Ha
mpaBaTa Ha 4YOBEKa M YOBEHIKOTO
JIOCTOMHCTBO 10 OTHOIIIEHHE Ha
NPWIOKEHUETO  Ha  OuoyiorusTa U
MeIuIMHATA, KaKTo e OTpa3eHo,
Harpumep, B Jlekiaparusata oT XeI3uHKA
B HelHara pegaknus ot 1996 r. 3ammurara
Ha YYaCTHHIINTE B KJIWHUYHO W3IHUTBaHE
ce ocurypsiBa 4pe3 OIICHKAa Ha pPHUCKa,
OCHOBaBaIlla C€ Ha pe3yJTaTUTe OT
TOKCUKOJIOTUYHUTE W3MHUTBAHUS TPEIH
BCAKO  KJIMHUYHO  HW3MHUTBAaHE, 4pe3
KOHTPOJI, OCBIIIECTBSIBAH OT KOMHUCHHTE TI0
€TUKa U OT KOMIIETEHTHUTE OpraHu Ha

SOBL 147,9.6.1975 1., ctp. 1. JlupexTusa, mocieaHo
n3MeHena ¢ Jupextusa 1999/83/EO na Komucusra
(OB L 243,15.9.1999 r., c1p. 9).



ABPIKABUTC-YJICHKU, WU YPE3 IIpaBHJIaTa 3a
3allyMTa Ha JTUYHUTC JaHHU.

(3) TpsabBa ocobeHO Aa ce 3aKpuJIAT JUIATa,

KOUTO HE ca JleecriocoOHM Ja Jaajnar
3aKOHOBO ChIJIacHe, 3a Jla ydacTBaT B
KIMHUYHU ~ ONUTH. J[bp’KaBUTE-YICHKU
TpsiOBa Ja MOCTAaHOBAT MpaBWia 3a Ta3H
nen. TakuBa nmma HE Morar aa Obaar
BKJIIOYBAHHU B KJIMHMYHU W3MUTBAHUS, aKO
CBIIUTE pE3yATaTd Morar na ObaaT
MOJIy4eHH, KaTO C€ W3MOJ3BaT JIMILA,
KOUTO ca JIeecrnocoOHM Ja  jaajgar
ceriaacuero cu. OOMKHOBEHO Te3W I
TpsiOBa 1ma ydacTBaT B  KIMHHYHU
M3MUATBAHUS CaMO KOraTo MMa OCHOBAHHSA
Ja ce OuyakBa, 4Ye MpWIaraHero Ha
JICKapCTBEHUS MPOIYKT OM OCUTYPHUIIO Ha
nayeHTa mpskKa I[od3a, KOATO € IIo-
rojsiMa OT pUCKOBeTe. Bbnpeku ToBa, €
HE0OXO0IMMO J1a c€ MPOBEXKAAT KIMHUYHU
M3MHUTBAHMS C YYaCTUETO HA Jiela ¢ 1enl Ja
ce momo0pu CBIIECTBYBAIIOTO 3a TAX
nedenue. Jlenara npeacTaBisBar ysa3BUMO
HaceleHue,  pasjauyaBalli  c€  OT
BB3PACTHUTE IO OTHOIIEHHE HA TAXHOTO
($U3MOIOTUYHO U MICUXOJIOTUYHO
pa3BUTHE, KOETO OINpeess BaXXHOCTTa Ha
W3CIIe[IBAHUATA, CBbP3aHU C Bb3pacTTa U
pa3BUTHETO, B TAXHA noJ3a.
JlexapcTBeHuTE MPOAYKTH 3a  Jella,
BKJIFOYUTEITHO BaKCHUHHUTE, TpsiOBa Ja ca
HAY4YHO TECTBAHU MPEIU 1a ObJAT HIMPOKO
U3M0JI3BaHU. ToBa MOXe Ja ce MOCTHTHE
caMo KaTo ce rapaHTHpa, 4e JIEKAPCTBEHH
OpPOAYKTH, KOHTO MoraT Ja umaT
3HAYUTETHa KIMHUYHA CTOMHOCT 3a
nenara, ca  U3LAIO  M3CIIEIBaHM.
HeoGxoaumure 3a Tasu el KIMHUYHU
M3IUTBAaHUS CIlIe[iBa Jla Ce IMPOBEXIAaT B
yCJIOBHS, TpPU KOUTO C€ OCHUTypsiBa
ONTHMAaJIHA 3almTa Ha  JIMLarTa.
CnenoBatenHo, TpsAOBa J1a ce ONpeaessaT
KpUTEpUHUTE 3a 3alluTa Ha Jenara Mo
BpeMe Ha KJIMHUYHH U3IIUTBAHUSI.

(4) llpu cnyyaute Ha JHIla, KOUTO HE ca

CHOCOOHM J]a JajaT ChIJIaCHeTO CH,
KakBUTO ca JMIaTa C  JIGMEHIMS,
MAIMCHTH, MO/JI0KEH! HA TCUXHATPUYHO
JICYEHUE, U APYTH, BKIFOYBAHETO UM B
KJIMHUYHYU W3MUTBAHUS Clie/Ba 1a Obae Ha
ome MO-OTpaHnyYeHa OCHOBA.
JlexapcTBeHUTE TPOAYKTH 32 H3MUTBAHE
MOTaT Jia ce Mpujiarat Ha TaKuBa OTACTHH
JMIa, caMO KOTaTO MMa OCHOBAHHUSA Jla Ce
mpeamnojara, dYe ImpskKara Ioi3a  3a
naiyeHTa IMpeBuIlaBa puckosete. Hemro
noBeye, B TaKWBa CIy4yaH, JIaJeHOTO B
CHTPYJIHUYECTBO C JIEKyBallUsg JIeKap
MUCMEHO  ChIJIacCe  HAa  3aKOHHHS
MIPEJICTAaBUTEN HA MAIUeHTa € HEOOXO0IUMO
Npeayd yYacTHETO BHB BCSIKO TaKOBa
KIIMHUYHO WU3MHUTBAHE.

(5) Honstuero 3aKOHEH MpeICTaBUTET

mperpaiia KbM JeiCcTBa0TO HAIIMOHAIHO
IPaBO M CJIEI0OBATEITHO MOJKE J1a BKIIIOYBA
(GU3NUECKO WU IOPUINYECKO JINIE, OPTaH
W/WIM  CTPYKTypa, MpPEABHICHH  TIO
HAIlMOHAIHOTO MPaBo.

(6) 3a 1a ce MOCTHTHE ONTHMAJIHA 3alUTa Ha

3JIpaBeTO, HE CE IMPOBEXKAT OCTAPENIN UIIH
MOBTapsIIIU ce u3nutBanus B OOUIHOCTTA
WIM B TpPETU CTpPaHHW; CJEI0BAaTEIHO
XapMOHU3HPAHETO  HAa  TEXHUYECKUTE
W3UCKBaHMA  3a  pa3paboTkara  Ha
JEKapCTBEHU TMPOAYKTH Clle[Ba Jia Ce
U3BBbpPLIBA B MOAXOJAIIM paMKH, B
YaCTHOCT B paMKUTE Ha MexayHapoaHaTa
KOH(EpEeHIUs 32 XapMOHHU3AIHSI.

(7) JlexapcTBeHUTE MPOTYKTH, KOUTO MTOMAIAT

B TMPHUJIOXKHOTO TOJie HAa dYacT A OT
npunoxennueto kvM Pernmament (ENO)
No2309/93 na Coeta ot 22 romu 1993 1.
OTHOCHO yCTaHOBSIBAaHE Ha TIPOIEAYpPH Ha



O6mHocTTa 33 pa3peliuTes]IHo U
HAOJIOJICHHE Ha JICKApPCTBEHU MPOIYKTH
3a XyMaHHa yrnoTtpeda W 3a BeTepHHapHA
ynorpeba u 3a cb3aBaHe Ha EBpomneiicka
areHIusl 3a OIEHKa Ha JICKapCTBEHUTE
MPOLYKTH ', KOHTO BKIIOYBAT TPOLYKTH,
NpeaHa3HAYeHW 3a TeHHa W KIeThYHa
Tepamnus, TpsAOBa 3aJBIKUTEIIHO, C OTJIE]
U3/aBaHe Ha pa3pEIIUTENIHO 3a ITyCKaHe
Ha na3apa ot Komucusirta, 1a mojjexar Ha
npeaBapuTeIHa Hay4yHa OLICHKA,
ocurypeHa ot EBporelickata areHuus 3a
OIICHKA Ha JICKAPCTBCHUTE MPOJYKTH, IO-
Joily  HapuyaHa  “AreHuusara’,  CbC
CHJICHCTBUETO Ha Komutera 3a
MAaTCeHTOBAaHUTE JIEKAPCTBEHU MPOIYKTH,
M0 BpeMe Ha Ta3u OIEHKA IOCOYCHUST
KOMHUTET MOXE€ Ja W3HCKBAa ITbJHA
uHbopMaMst  3a  pe3yATaTUTE  OT
KIMHUYHUTE M3MHUTBAHUSA, Bb3 OCHOBA Ha
KOUTO  Cc€  HCKa  3asBJICHHE  3a
pa3peluTesHo 3a MyCKaHe Ha Iasapa W,
BIIOCJIC/ICTBHE, 332 Ha4yHMHA, [0 KOWTO ca
NPOBEJACHU TE3W  W3MUTBAHUS, KaTo
CBIIUAT KOMHUTET MOXKE JIOPH Jla MOHCKa
oT 3asiBUTEIIS Ha MOCOYEHOTO
pa3peluTeNHO a MPOBEIe JOMBIHUTESITHU
KIMHUYHU ~U3MUTBAaHUS; TIOpaad TOBa
clenBa Ja ce TMPenBUIAT pa3nopendw,
MO3BOJISIBAIIM ~ HAa  AreHmusAra  Ja
npurexaBa IbJIHATa HHGpOpMaIUs 3a
NPOBEX/IAHETO HAa KJIMHUYHO M3MUTBaHE
Ha TaKHMBa JIEKaPCTBEHU MPOITYKTH.

(8) ®opmynupaHeTO Ha €IWHHO CTAHOBHIIE
3a BCSKa 3aMHTEPECOBaHa JIbpKaBa-
YJIeHKa HamalsBa CPOKa JI0 HAYalIoTO Ha
U3NUTBaHETO, 0e3 1a ce 3acTpamiasa
07arochbCTOSIHUETO HAa YYacTHHUIUTE B
U3NUTBAHETO, HHUTO Jia C€ U3KIIYBa
BB3MOXKHOCTTA 32 OTKa3 OT U3MUTBAHETO B
cneruuIHU 0OCKTH.

"OB L 214, 24.8.1993 r., ctp. 1. PermaMenTsr,
n3MeHeH ¢ Permament (EO) Ne 649/98 na Komucusita
(OB L 88,24.3.1998 r., cTp. 7).

(9) IbpxaBuTe-ujieHKd, B  KOUTO  C€

MPOBEX/1a KIWHUYHO M3IHMTBAHE, CIICIBa
Ja pasmosarar ¢ uHpopMamus  3a
ChIBPKAHUETO, HAYAIOTO W Kpas Ha
[IOCOYEHOTO M3MHUTBAHE, KAaTO BCHYKH
OCTaHAJIM JIbPKABH-WICHKH MOTrar Jia
pasmonarar cbCc ChImata HWHPOPMAIIUS,
OTTYK, CJI€JIBA Jla C€ Ch3/ajie eBpoIeiicKa
OaHKa JaHHH, B KOSTO J1a c€ ChOMpa Ta3u
uHbOpMaIUs TIPU HAJISKHO CIa3BaHE Ha
MpaBHJIaTa 3a MOBEPUTEITHOCT.

(10) Knuanynure HA3MUTBAHUSA

MPEACTaBIABAT CIIOXKHA OIepauus, Mo
HayaJlo C MPOABIDKUTEIIHOCT Ha/l €JHa WU
MoBeYe TOJIMHU, HAM-4eCTO BKIIIOYBAILA
MHOTOOpDOWHM YYaCTHHLIM U  peaula
M3IMTBATEIHM MECTa, KOUTO YEeCTO ca
pasnpbCHATH B PeAMIa JAbPiKaBU-UICHKH.
CehlliecTByBalaTa MpaKTHUKA Ha
bpKABUTE-WICHKU ce paznuuaBa
YyBCTBUTEJIHO 110 CE€ OTHAacsa [0
yCIOBHSITA M peAa 3a Hadalo W
MPOBEXK/JIaHE HAa KIMHUYHUTE M3MUTBAHUS
U 1110 C€ OTHACA /10 TBbpJE MPOMEHJIMBATA
CTEeTeH Ha HEOOXOAMMHTE M3MCKBAHUS 3a
YCHEIIHOTO UM TMPOBEXJaHE M OTTYK
NpOM3THYAT 3a0aBSHUS W YCIOKHEHHS,
KOUTO BpelaT Ha eQEeKTUBHOTO UM
IpOBeX/laHe Ha OOLIHOCTHA TepuTopus. B
pe3yJiTaT, He0OOXOAMMO € JIa Ce ONPOCTAT U
XapMOHU3HUpAT aJIMUHUCTPATUBHUTE
pasmopenOu  3a  Te3U  M3MUTBAHUA
MOCPEJICTBOM  sicCHA M Mpo3payHa
npoueaypa u Ch3J]aBaHETO Ha
ONMaronpusTHU YCIOBUSA 33 €()EeKTHBHOTO
KOOpJIMHUpaHe Ha TE3U  KIMHUYHHU
W3MUTBAHUS OT CBHOTBETHUTE OpPraHU B
OO61mHoCTTA.

(11) Ilo mpaBuIIO pa3peIIUTEIHOTO ClEBa Aa

6’[)[{6 MbJI4aJIiBO, T.C. B cnyqaﬁ Ha
moJiokuTeNeH BoT B KoMuTera mo eTmka



(12)

(13)

(14)

1 Ha JIMIICA Ha Bb3PaXCHUEC OT CTpaHa Ha
KOMIICTCHTHHA OpraH OO U3TUYAaHCTO Ha

OIIpCACIICH CpPOK, KIIMHUYHHUTC
HU3IIMTBAHUA  CjJI€aBa Jda Morar Jga
3aI104Har. I/IBPI/I‘IHO IIMCMCHO

pasp€iuTEIHO BCE IIaK CJjI€aBa na €
HCO6XOI[I/IMO B M3KIIIOYUTCIIHU ClIy4dau,

MTOPKIATIH 0CcO0eHO CIIOKHU
npoOIemMHu.
[MpunnumnuTe Ha nobpara

MPOU3BOJCTBEHA MpAKTHKa CleJBa Ja
npuwiaraT 3a OINUTHUTE JIEKapCTBEHHU
MPOIYKTH.

CHGHI/IaHHI/I pa3n0pen61/1 cilcaBa Ja c€
ONpeaABUIAT 3a CTUKCTUPAHCTO HaA TE3U
JICKApCTBCHU NIPOAYKTH.

HeT’pr‘OBCKI/I KIMHUYHHU HW3IHWTBAaHUA,
MNPpOBCIKAAHNU OT M3CICAO0BATCIIN 0e3

y4acTHETO Ha ¢dapmarieBTHYHATA
MPOMMIIJIEHOCT, Morat Ja ObAar oT
rojgsiMa  Ioji3a 32 CbOTBETHMTE

nareHTd. [lopagu ToBa JUpEKTHBATa
Clie/iBa Jia B3eMe TPE/IBUJ CIICIIHATHOTO
MOJIOKEHWE HAa W3MHUTBAHUSITA, YHETO
[UIAHUPAaHe HE W3WUCKBAa  CIICIHATICH
NPOU3BOJCTBEH WM  OMAaKOBBYCH
npolec, ako Te3UW HU3MUTBaHHUsA Ce
NPOBEXIAT C JICKAPCTBEHU MPOAYKTH C
pa3pelmTesIHO 3a MyCKaHe Ha rasapa 1o
cmuchiaa Ha JupektuBa 65/65/ENO,

MIPOU3BEICHU WK BHECECHHU B
CBOTBETCTBHE C pasmnopeaduTe Ha
JupexTrBa 75/319/E1O 71 Ha
JupexTuBa 91/356/ENO0, u

OCBIIECTBEHU BBPXY MALUEHTH CbhC
CBIIUTE XapaKTEPUCTUKH KAaTo TE3H,
KOHMTO ca 00XBaHATH OT 0003HAYEHHETO,
MOCOYCHO B  Pa3peUIMTEIHOTO 32
NycKaHe Ha maszapa. ETukerupanero Ha
ONUTHUTE  JICKAPCTBEHH  MPOIYKTH,
NpeIHa3HAYCHU 3a W3MUTBAaHUS OT TOBA

(15)

(16)

(17)

(18)

€CTeCTBO, OM TpsI0OBao Ja € NpeAMET Ha
ONPOCTEHU pas3mopendu, NpueTH B
PBKOBOJCTBOTO 3a no6pa
IIPOM3BOJACTBEHA IIPAKTHKA 3@ ONUTHUTE
JEKapCTBEHU NPOAYKTH U B JlupekruBa
91/356/ENO.

HpOBepKaTa Ha  CBhOTBCTCTBUCTO C
)106paTa KIIMHAYHA  IIpakKTUKa H
KOHTPOJIbT HAa JAaHHUTC, I/IH(i)OpMaIII/ISITa
U JOKYMCEHTHUTC C OrJie] Jia C€ MMOTBbPAU,
4c Ca MpaBUJIHO ITOJIYYCHHU, 3allMCaHU U
JOKJIaABaHH, Ca HCO6XOI[I/IMI/I, 3a Ja CC
000cHOBE Y4acCcTUueTO Ha  YOBCIIKHU
ChIICCTBA B KIMHUYHUTC OITMTH.

VYyacTHUIIMTE B U3NHUTBaHE TpsiOBa Aa ca
CBhIJIACHU, Y€ OTHACSIIUTE C€ 3a TAX
JUYHU JTaHHU Iie OBJaT MPOYYEHU IO
BpeMe Ha MIPOBEPKUTE oT
KOMIIETEHTHUTE OPraHu U OT HAJUIEKHO
YI'BJIHOMOIIICHUTE JIMIA, NpPU YCIOBHE
4ye Te3W JMYHU JAHHHM CE€ pasriexaaT
KaToO CTPOro IOBEPUTEIIHU U HsIMa J1a Ce
HaMpaBAT IMyOJIMYHO JOCTOSHUE.

Hacrosimara nupektuBa ce npuara, 6e3
Jla Cce HapymaBaT pa3nopendouTe Ha
Hupextusa 95/46/EV1O na EBponetickus
napiamMeiT u Ha CbBera or 24
oktoMBpu 1995 1. 3a 3ammra Ha
¢u3nyeckuTe auna npu oopaboTKara Ha
JUYHM JJaHHKU U 32 CBOOOJHOTO
JBIDKEHHE HA TAKMBA TAHHH .

HeoOxomumo e chIo 1a ce MpeaBHIn
HAOJIIOICHNE Ha HeXeNaHu e(exTH,
HACTBIIBALIM 10 BpeMe Ha KIMHHUYHHUTE
W3NHUTBaHUS, TOCPEJACTBOM OOLTHOCTHHU
nporeIypu 3a HaOI0ICHNE
(papmakosiornyHa OUTEITHOCT), C OTJIE]T

"OB L 281,23.11.1995 r., ctp. 31.



Ja Cce rapaHTupa He3a0aBHOTO
MNpeKpardBaHE€ Ha BCAKO KJIMHHUYHO
HU3IIUTBAHC, KOC€TO CbAbpiKa
HCIIPUCMIIMBO HUBO HA PUCK.

(19) Cnensa nma ce mpueMaT HEOOXOIUMUTE
MEpKH 3a MpHUJIaraHeTo Ha HAcTOAIIAaTa
IUPEKTHBAa B CHOTBETCTBUE C Pemienune
1999/468/EO nHa CwBeta OT 28 IOHH
1999 r. 3a ycraHOBsIBaHE Ha yCIIOBMsSTa
U peaa  3a  yOpaxHsABaHe  Ha
U3IIBIHUTETHUTE IPaBOMOINNS,
BB310KeHr Ha Komucusra |,

I[MPUEXA HACTOAIIATA JUPEKTHUBA:

Ynen 1

IpuioxkHO MoJie

1. Hacrosmara JgupeKTHBa  yCTaHOBSBA
crienuuIHU pasmopenou OTHOCHO
MPOBEXKIAHETO Ha KIMHUYHU H3MUTBAHHUSA,
BKJIFOYUTEITHO MHOTOIICHTPOBHU HM3IHMTBAHUS
BBPXYy XOpa M BKJIIOUBAIIM JIEKAPCTBEHU
NPOAYKTH, ONpeAeiieHh B wieH 1 oT
HupextuBa 65/65/EMMO, B 4YacTHOCT BBHB
BpbB3Ka C MpUIaraHeTo Ha no0para KIMHHUYHA
npaktuka. Hacrosimata &IupekTHBa HE ce
npusara 3a HCMHTEPBCHIIMOHHH U3IIUTBAHUSI.

2. JloOpara KJIMHMYHA TMPAKTUKAa CHCTAaBIIsIBA
CBHBKYIHOCT OT MEXIYHAapOJHO MpPHU3HATU
€TUYHU W HAay4YHU HM3UCKBAHUS 3a KayecTBO,
KOMTO TpsiOBa Ja ce cma3Bar IpHu
IUTAHUPAHETO, NPOBEXJAHETO, OTUYUTAHETO U

"OBL 184, 17.7.1999 r., c1p. 23.

JOKJIAJIBAHETO Ha KIMHWUYHU W3IUTBAHUSA,
KOMUTO BKJIIOYBAT ydYacTHETO Ha  XOpa.
CpoOpazsiBaHeTO ¢ Tazu J00pa MpakKTHKa
rapaHTupa 3amuTara Ha npasara,
Oe3omacHOCTTa ©  OJaroChCTOSIHUETO Ha
VYACTHUIUTE B KIMHUYHUTE W3MUTBAHUS,
KakTO ¥ HaJISKIHOCTTA HA PE3yJITaTHTE OT
KIMHAYHATE OTIHTH.

3. Ilpunnunure Ha poOpaTa KIMHUYHA
NpakTHKa W TOAPOOHHTE  HACOKHM B
CBHOTBETCTBHE C TE€3W MPHUHILMUIU C€ MPHEMAT,
U MpU HEOOXOTUMOCT, Ce Mpepas3riekKaar, 3a
Ja ce OT4eTe TeXHUYECKUS W HaydeH Mporpec
B CHOTBETCTBHE C TPOIEAypaTa, MOCOYCHA B
wien 21, maparpad 2.

Te3sun noapoOHM HACOKH ce IyOJMKYyBaT OT
Komucusra.

4, Bewuku KITUHAYHA W3MUTBaHUA,
BKJIFOUUTEITHO H3ciIeIBaHusITa 3a
OMOHAJIMYHOCT M OHWOEKBHBAJECHTHOCT, CE€
MPOCKTHpAT, TPOBEXKAAT U JIOKJIAJBAT B
ChOTBETCTBHE C TPUHIMINATE Ha JobOpata
KJIMHAYHA TIPAaKTHKA.

Ynen 2

Onpenenenus

ITo cMuchIa HA HacTOSIIaTa JUPCKTUBA:

a) “KIMHUYHO U3MHUTBaHE BCSIKO
Mpoy4BaHe npu YOBEKa,
MpEeJHAa3HAYeHO Jla C€ OTKPUAT WIU
TIPOBEPSIT KIMHUYHUTE,

(dbapMakoJIOTHUYHUATE  W/WIM  JIPYTH
bapmakogHaMUYHNA €(DEKTH HA €IUH
WIN TIOBEYE W3MHUTBAHH JICKAPCTBEHU
OPONYKTH W/HIM Ja C€ OINpeaensT
BCUYKH HEXEIaHU PEaKIUH KbM eIUH



6)

WIM TIOBEUE WM3MUTBAHHU JICKAPCTBEHU
OpONYKTH W/WIKW Ja ce Hu3cieaBa
abcopOrusiTa, pasIpeneneHueTo,
MeTaboJIM3Ma U eKCKpenusiTa Ha eIuH
WIM TIOBeUe WM3MUTBAHMU JICKAPCTBEHU
OPOIYKTH C I Jla Ce YCTaHOBU
TSAXHATA 6e3omacHoOCT u/unu
e(huKacHOCT.

ToBa BKIIIOUBA KIUHUYHH HU3NHWTBaHWA,
IMPOBCXK/JaHU Ha €IHO MACTO HJIM Ha
HAKOJIKO MECTa, B €1Ha HWJIM II0OBCUYC
ABPIKABU-YIICHKUA,

“MHOTOIIEHTPOBO KIIMHUYHO
M3MUTBaHe’: KIMHUYHO W3IHUTBAaHE,
MPOBEJIEHO CBIVIACHO €AWH U CBII]
MIPOTOKOJI, HA TIOBEYE OT €HO MSCTO U
Mmopagyd TOBa OT IIOBEYE OT €IUH
HU3Caea0BaTeN, KaTro MecTara Ha
M3MHUTBAHETO MOTAT Jla Ceé HaMHpaT B
eHa JbpXKaBa-4wieHKa, B HIKOJKO
IbP)KaBU-WICHKH W/WIK B JIbp)KaBU-
YJIEHKH U B TPETH CTPAHU;

“HEMHTEPBEHIITMOHHO U3IIUTBaHE
MpOy4YBaHe, MPH KOETO JIEKAPCTBEHUSAT
npoaykT(-u) ce mpeanucsa(T) Mo
00MYaliHUs HAYHMH B CHOTBETCTBHE C

ycCJ10BUATA, OIPEACIICHU B
Pa3pCUIUTCIIHOTO 3a IIYCKAHC Ha
masapa. HasznauaBaneTo Ha
TCpallCBTUIHA cTparerus Ha
nmanueHTa HC Cce Oompcaciia

NPEeIBAPUTEIHO 4Ype3 MPOTOKON 3a
U3MMTBAaHEe, a IMomaja B TeKyllara
MPaKTHKa u pelIeHneTo 3a
OpeInrCcBaHe Ha JIEKApCTBOTO SICHO
pa3rpaHU4YeHO OT pEIIEHUETO Ja ce
BKJIIOYM TallU€HTa B U3CJIEJBAHETO.
[lo oTHOmIeHWE HA MalMEHTUTE, HE
TpaOBa Ja ce TpwiaraT HUKaKBU
JONBITHUTEIIHU poLeaypH 3a
JUAarHOCTHKAa WM HAONIOJCHUE U
eMUIECMHUOJIOTUYHUTE  METOIU  Ce

)

M3MOJ3BAT 3a aHalM3 Ha ChOpaHUTE
JIaHHU,

“M3NUTBAH  JIEKAPCTBEH  MPOAYKT :
dapmaneBTiyHa (opma Ha aKTUBHO
BELIECTBO MM IUIanebo, KoeTo ce
W3MUTBA  WIM  U3M0J3Ba  Karo
CpPaBHCHHE B KIWHUYHO W3IHUTBAHE,
BKIIFOYUTEITHO TMPOAYKTUTE, 3a KOHWTO
UMa BeYe pa3pelIMTEeNIHO 3a IyCKaHe
Ha TMas3apa, HO W3MOJ3BAaHU WU
dbopmynupanu  (IpeACTaBIHE WU
OMAaKOBaHE) IO HAYHMH, Pa3IU4eH OT
paspemeHara ¢opma WIH U3MOJI3BAHU
3a HEpa3pelIeH0 00O03HAYeHHE, WIH C
orje MOJy4aBaHe Ha JOMBJIHUTEIIHA
uHpopmarys 3a paspenieHata popma;

“Hacwepunten’:  (usmUecko - JwmIIe,
bupma, WHCTUTYIIHS AITH
OopraHu3anus, KOSTO OTroBaps 3a
3aIM04YBaHETO, YIMPABICHUETO W/HIIU
(dbuHaHCHUpaHETO HAa  KJIMHUYHOTO
A3IUTBAHE;

“n3cnenoBaren’: JEKap WIH JIHIIE,

yrpakHsBaio mnpodecwus, ogodpeHa B
Ibp)KaBaTa-4wieHKa 3a LeNuTe Ha
U3CJC/IBaHUATA TIOPAJM  HAYYHUTE
MO3HAaHUSA M ONHTa B 00JacTTa Ha
TPUKUTE 32 TAIMEHTH, KOWTO TS
u3ncKBa. M3cienoBarenst oTroBaps 3a
MIPOBEKIAHETO HA  KIUHHUYHOTO
W3IUTBaHE Ha MSICTOTO Ha
MPOBEXK/IaHe Ha M3MUTBAHETO. AKO Ha
MSCTOTO  Ha  MPOBSXKIaHE  Ha
U3IUTBAHETO, U3CJICIIBAHETO ce
MPOBEKAA OT CKHUII, H3CIESIOBATEIAT €
PBKOBOJUTENSAT, KOWTO OTroBaps 3a
eKHIIa U MOXKE Jla Ce Hapede IJIaBeH
U3CIeI0BaTel.

“Opomrypa Ha u3cneaoBarens’:
CBBKYIHOCTTa OT KJIMHHYHUTE U
HEKJIMHUYHU JaHHUA 32 W3MUTBAHUS



JIEKapCTBEH MPOAYKT(-M), KOUTO ca OT
3HaYeHUE 3a  M3CIEIBAHETO  Ha
OpOAYKTa WM MPOAYKTUTE BBPXY
Xopara;

“IpoTOKON”: TOKyMEHT, KOUTO OIUCBA
1enTa (menwure), MPOEKTa,
METO/10JIOTHSITA, CTaTUCTUYECKUTE

C'bO6pa)KeHI/I$[ U OpraHu3aluAaATa Ha
HN3IIMTBAHCTO. TepMI/IH”bT IPOTOKOJ CC
OTHACd OO0 IIPOTOKOJIa, IMOCICABAIINTE
BEPCHUH Ha IMPOTOKOJAa U U3MCHCHUATA
W OOII'BJIHCHHATA Ha IIPOTOKOJIA,

”Yy4aCTHHK : JIMILIe, KOETO yd4acTBa B
KJIMHUYHO M3IMTBaHE, HE3aBUCHUMO
Janu HoJTy4aBa U3IUTBAHUS
JEKapCTBEH NPOJIYKT, WIH CIyXH 3a
CBHUJIETEI;

“nH(OpMHUpPAHO ChHIVIacHe’: pEIICHHE,
KoeTo TpsiOBa 1a OBJEe NHUCMEHO,
JATUPAHO W TIOJITUCAHO 32 yYacTHE B
KIMHUYHO M3IHUTBAHE, B3ETO HAIIBIHO
¢BOOOIHO cien HaJUJIEKHO
YBEOMSIBAHE  OTHOCHO  HETOBOTO
€CTECTBO, 3HAYMMOCT, IOCIIEACTBHS H
PHCKOBE " [TOIXOISIIO
JOKYMEHTHPAHO, OT BCSKO JIMIIC,
KOETO € CIIOCOOHO [a Jaje ChITIaCUETO
CH, WJIM KOraTo JIMIETO HE € CIIOCOOHO
a Jaje ChIIIacHeTO CH — OT HErOBHSA
WM HEWHHSA 3aKOHEH IPEIACTaBUTEI;
aKO CHOTBETHOTO JIMIIE HE € B
ChCTOSIHME [la THUIIE, B W3BBHPEIHU
CJIy4ad, IPEJABUICHU B HAIIMOHATHOTO
3aKOHOJATEICTBO, TO MOJXKE [a Jajie
YCTHO ChIVIACHE B MPHUCHCTBUETO Haii-
MAaJIKO Ha €IWH CBHJIETEN,.

“KoMureT 1o eTuKa”: He3aBUCHMA
CTpYKTypa B JbprKaBa-4JICHKa,
CBhCTOSIIA C€ OT CIEIUAINCTH B
o0nacTra Ha 3[paBeONa3BaHETO U OT
YJICHOBE, KOUTO HE ca JIGKapH, YUSITO
OTTOBOPHOCT € JIa 3alluTaBa IpaBara,
Oe3omacHOCTTa W OJIArOMOIYyYHUETO Ha
YYaCTHUIINTE B W3MUTBAHETO U JIa
yBEepH  OOINECTBEHOCTTa B  TasW

3amuTra, KaTo, Hapea ¢ JApYroTo,
u3paszu CTaHOBHIIIE OTHOCHO
MPOTOKOIA Ha U3MUTBAHETO,

KBaJTU(UKAIUATA HA M3CIIEAOBATEIIUTE
U CHOTBETCTBHETO HAa CHOPHKCHHSTA,
KakTO ¥ OTHOCHO METOAWUTE U
JOKYMEHTHUTE, KOWTO CJIe[iBa Ja Cce
W3MOJI3BaT 3a HWHPOpPMHpAHE Ha
YYaCTHUIMTE B U3MUTBAHETO C OTJIE]
nojy4aBaHe Ha WHPOPMUPAHOTO UM
ChIJIacue;

“uHCIEKLUA JIEUCTBUE Ha
KOMIIETEHTEH OpraH 3a HW3BBpIIBaHE
Ha oduimaieH npersesn Ha
JOKYMEHTH, CBOPBKEHHUS, 3alllCH,
CUCTEMH  3a  OCUTypsBaHE  Ha
KayeCcTBOTO W  BCSKaKBU  JIPYTH
pecypcH, KOUTO KOMIIETCHTHUST OPTaH
CYMTa, Y€ CE€ OTHACST J0 KIMHHUYHOTO
M3IMTBAHE U C€ HAMHpaAT HAa MSACTOTO
Ha TPOBEX/JIaHE Ha H3MHUTBAHETO, B
MOMEUICHUATA HAa HACHPUYHUTENS WM Ha
u3cienoBaTeNncKaTa OpraHu3alus—
NOMU3IIBJIHUTEN, WIX B JIPYTH
YUPEXKJIEHUS,, KOUTO KOMIIETEHTHHST
opraH cYMTa 3a HEOOXOAMMO Jia
WHCTICKTHPA;

“HeXeJlaHO ChOMUTHE”: BCSKa BpPEIHA
JIeKapCTBEHA MPOsIBa MPH MAIUEHT UIN
VYaCTHHK B KIWHUYHO W3IHTBAHE,
JIEKYBaH C JIEKAPCTBEH MPOIYKT, KOSTO
HE € HEeMpPEeMEHHO CBBpP3aHA C TOBa
JIEYECHHE;

“HekeNlaHa peakuus’”’: BCUUKUA BpEeIHU
U HEOYAaKBaHM  OTIOBOPU  KbM
W3MHUTBAaH  JIGKapCTBEH  MPOAYKT,
CBBpP3aHU C KaKBaTO U Jla € Ha3HaueHa
71033;

“CEeprO3HO HEXKEJIAHO CHOUTHE WIH
CEepHO3Ha HEXKeJlaHa peakius’: BCAKa
BpeHa JIEKApCTBEHAa TIpOsiBA WIIH
edeKT, KOWUTO IPH KaKBaToO | J1a € 1032
BOJM IO CMBPT, 3acTpaliaBa >KHBOTa



Ha y4acTHHKA, U3UCKBa
XOCMUTAIM3AIMS. WIH TPOIAbDKaBaHE
Ha XOCIHTAIM3AIMATA, BOIU  JIO
TpaiilHU WU 3HAYUTEITHH YBPEKITAHUS
WIH HETPYJOCIOCOOHOCT WM  Ce
U3passiBa 4pe3 BPOJICHU aHOMAJIHU W
MasopMaInm;

m) ‘“HeoyakBaHa HEXKelaHa peakIus’:
HEeXXKeJlaHa peaklus, YHETO EeCTECTBO
WIM CEpUO3HOCT HE CHOTBETCTBA Ha

uHpOpMaIHsITa 3a IPOIyKTa
(manpumep, Oporrypata Ha
U3CIIeI0BaTeNs] 3a Hepa3pelieH

u3CcieBaH MPOAYKT WM 0000IIeHue
Ha XapaKTePUCTUKHTE Ha pa3pelicH

NPOIYKT).

Ynen 3

32]J.II/IT3 Ha YYACTHUIUTE B KIIMHUYHUTE
H3NUTBAHUA

1. HacTosimara aupekTuBa ce npuiara, 6e3 aa
ce 3acAraT HalMOHAJIHUTE pa3nopeadH 3a
3allUTa Ha YYacTHULUTE B  KIMHUYHU
M3MHUTBAHUS, aKO TE UMAT IIO-TOJISIM 00XBAaT OT
pasropenOuTe Ha HACTOAIIATa IWPEKTHBA U
CHOTBETCTBAT Ha MPOLETYPHTE M CPOKOBETE,
OpelBUICHH B  HACTOSIIATa  JUPEKTHBA.
JbpxKaBUTe-4JICHKH NpPUEMAT, JOKOJIKOTO HE
ca ro HalpaBHWJIM BCE OlIe, IOAPOOHH IpaBHiIa
3a 3alllUTa cpelry 3j70yHnoTpeba Ha JuIara,
KOUTO HE ca B CBbCTOSHHE Ja JajaaT
UH(POPMHUPAHO CHIIIACHUE;

2. KiuuanyHo wu3muTBaHe MOXe na Obae
MPEATPUETO CaMO aKO, B YaCTHOCT:

a) TIPEABHIUMHUTE pHUCKOBE u
HEJOCTaThIM Ca IPETErJIEHH CIPSIMO
OYakBaHaTa IoJ3a  3a  JIMLETO,
y4acTBaIllO B U3IUTBAHETO U 32 APYTH
HACTOSIIM W ObJemM  MalUeHTH.
Knuanyno wum3nuTrBane Moxe —JAa

6)

3amoyHe, camMo ako KOMHTETHT Mo
€THKa W/WIN KOMIICTCHTHHUIT OpraH
3aKJIIOYM, Y€ OYaKBAHUTE IIOJ3H IO
OTHOIICHUE Ha Tepanuiara H Ha
OOIIIECTBEHOTO  3J[paBe  OINpaB/aBaT
pUCKOBETE W  MOXe Ja  Objae
MPOABKEHO, CaMO aKO CIa3BaHETO Ha
TOBAa W3WCKBaHE ce HaOlomaBa u
KOHTPOJIMPA HENPEKbCHATO;

JUIIETO, Y4YacTBAall0 B H3IUTBAHETO
WJIA KOTaTO JIMIETO HE € CIIOCOOHO 11a
nane UHPOPMUPAHO CBIJIacHe,
HETOBUAT 3aKOHCH TMPEACTaBUTEN €
AMall BB3MOKHOCTTA, B
TIpeIBapuUTEICH pasroBop c
h3clieqoBarens WIH C 4iIeH Ha
W3CIICIOBATEIICKHS CKHII, Ja pa3depe
LIEJIUTE, PUCKOBETE M HEIOCTATBIIUTE
HAa W3MUTBAHETO W YCJOBHATA, IPH
KOHUTO CJIe/IBa Jia Ce MPOBE/E, M, OCBEH
TOBa, ¢ OWJI YBEJIOMEH 3a MPaBOTO CH
a ce OTTEMNIM OT H3CIENABAHETO IIO
BCSIKO BpEME;

npaBaTa Ha YYaCTHHUKA Ha (DU3HUYECKHU
W JyIIEBEH WHTETPUTET, Ha JIMYEH
JKUBOT M Ha 3alldTa Ha JIaHHUTE,
OTHACSIIITA CE€ JI0 HETO B CHOTBETCTBUE
C YCJIOBUSTA U PEIbT, NMPEIBUACHU B
JupexTuna 95/46/EN0O, ca
rapaHTUpaHH;

JMIETO, Yy4YacTBAll0 B HW3MUTBAHETO
WIH, KOTaTo JIMLIETO He € CIIOCOOHO 1a
nane UH(POPMUpPAHO chIJIacHe,
HETOBUAT 3aKOHEH TMPEJICTaBUTEN €
JaJl TUCMEHOTO CH ChIJIaCHe, CIe]
karo e Ouwn uHbopMupaH 3a

C€CTCCTBOTO, 3HAa4YUMOCTTA,
IOCJICACTBUATA n PUCKOBETE oT
KIMHHUYHOTO HU3IHUTBAHEC, akKo

CBOTBETHOTO JHIEC HC € B CBCTOSHHUC
Ja nyme, B H3BBbHPCIHU Cllydau,
MNpECaABUICHHA B HaIlMOHaJIHOTO
3aKOHOAAaTCJICTBO, TO MOXC Oa Aaac



YCTHO ChIVIaCHUC B IMPUCHCTBHUCTO Hal-
MaJIKO Ha €IMH CBUJCTCII,

I[) YH4aCTHUKBT MOXKE, [0 BCAKO BPEMC U
0e3 ToBa Ja IpUYWuHHU BPCIH 3a HETO,
Ja C€ OITerjiim OT KIMHHUYHOTO
HU3IHUTBAHC, KaTO OTMCHHU OCBHB3HATOTO
CH ChIJiacHue.

€) CBhIIECTBYBaT pasmnopenou 3a
3acTpaxoBKa  WiIH  oOe3lieTeHwHe,
MOKpUBAIIH OTrOBOPHOCTTA Ha
U3CIIe0BATENs U HAChPUYHUTEIS.

3. 3a MEIMIMHCKUTE TPIKU, MPEIOCTaBSIHU
Ha YYaCTHHUILIUTE M MEIUIMHCKUTE PEIICHHUS,
B36MaHM 32 TAX, OTIOBaps  HAJUICKHO
KBaJTH(DHUIIUPAH JIeKap WM, CIIOPEe]] ciiydasi, OT
KB pHUIpaH 3600I1eKap.

4. Ha yyacTHHKa ce OcCUTypsiBa JUIE 3a
KOHTAaKT, IpH KOETO MOXe Ja IOoJIy4u
JOITBJIHUTEIIHA UH(POPMAIIHSL.

Ynen 4

KiauHUYHH U3NUTBAHUSA BBPXY
HENIbJIHOJETHH

B nonbiiHEHHE KBM BCAKO JIPYro ChbOTBETHO
OrpaHUYEHHE, KIMHUYHO W3IUTBAHE BBPXY
HEI'bJIHOJIETHU MOXe Ja ObJe Npeanpuero,
caMo aKo:

a) e MOJIy4E€HO UH(POPMUPAHOTO
ChIjlacH€ Ha POJUTEINTE WIA Ha
3aKOHHMS TPEJACTABUTEI, CBIIIACHETO
TpsAOBa Ja W3pas3sBa MpejoiaracMara
BOJIA HA HENBJIHOJETHUI U MOXE Ja
ObJIe OTTETJIICHO TIO BCSIKO Bpeme 0e3
BPEIM 32 HEITbJIHOJICTHUS;

0) HEMbJIHOJECTHUAT e TTOJTYIHIT
uH(popManws, CBIIIACHO
BB3MOXKHOCTTa My Ja pa3dupa, OT

)

CIIYXUTCIIK C OIUT B pa60TaTa C
HCIIBJIHOJICTHU OTHOCHO HM3IIMTBAHCTO,
PUCKOBCTEC U ITOJISUTC,

W3PUYHOTO JKEJIaHHUe Ha
HEIbJIHOJIETHHUS, KOWTO € B ChCTOSIHUE
na cu opmMupa MHEHHUE U Ja MPELeHN
Ta3u nHPOpPMAIHS, 1a OTKAXKE yJacTue
WIM Ja c€ OTTerIM OT KIMHUYHOTO
U3IMTBAaHE IO BCSIKO BpeMe, €
pasrieaHo OT u3cjenoBaTeNns WIH,
criopen ciydas, OT  TJaBHUSA
u3cienoBaTel;

HE ca TPEJOCTaBEHH CTUMYJH WU
(UMHAHCOBU M3rOJH, ¢ U3KIIOYCHHUE Ha
00e311IeTEHHE;

HSIKOM TIPeKH TIIOJI3W 3a Trpyrara
HalAeHTH ca TIOJTy4eHU oT
KJIMHAYHOTO HW3MUTBAaHE M  CaMo
KOraTO TaKoBa TMpOy4YyBaHE € OT
CBHIIECTBEHO 3HAYCHHUE 3a BAUAUPAHE
Ha JIaHHW, TIOJYYEHH OT KIMHHUYHHU
W3MUTBAHUS BHPXY XOpa, CIOCOOHHU J1a
nanat WHGOPMUPAHO ChIVIACHE WIH
Yype3 APYyrd METOIM Ha HU3CJe/IBaHE;
OCBEH TOBa, TaKOBa W3CIICIBaHE
TpsiOBa Ja € CBBpP3aHO TIPSIKO C
KIMHAYHO  CBCTOSIHUE, OT KOETO
HEITBJIHOJICTHUAT CTpaja Win 1a Oble
OT TaKOBa €CTECTBO, Y€ Jla MOXKeE J1a ce
NpOBeJIE CaMO BbPXY HEI'bIIHOJIETHH;

dKO Ca CJICIBAHU CbOTBCTHUTC HAYUYHU
HaCOKH Ha AFGHHI/ISITa;

KIIMHUYHUTE W3MUTBAHUS ca
npeaHa3Ha4eHd  Ja  cBemaT  JIo
MUHUMYM OOJKaTta, NPUTECHEHUETO,
CTpaxa W BCSIKaKbB JAPYT IMPEABHIUM
PHCK, CBBp3aH ¢ 0oJiecTTa W eTama Ha
pa3BuUTHe; IMparbT Ha pHUCKAa U
CTENEeHTa Ha YBPEXKJaHE ca HU3PUYHO
orpesieNICHH U HENPEeKbCHATO
HaOTI0/1aBaHU ¥ KOHTPOJIMPAHH;



3) MpPOTOKOABT € og00peH oT Komutera
[0 €TUKa ¢ KOMIIETEHIMH B obOjacTTa
Ha MeIUaTpusiTa WM KOHCYJITALUs 110
KJIMHUYHU, €THYHH U MICHUXOCOLUAIHU
npoOieMu, CBbp3aHU C MEIUATPUATA,;
u

W) HMHTEPECUTE Ha TMAI[MCHTa Ca BHUHATH
HaJl Te3W HAa Haykatra M Ha
001I1ECTBOTO.

Ynen 5

KiMHu4YHY M3NUTBAaHUA BHPXY
HeleecnocoOHH bJIHOJIETHH, KOUTO He ca
CIOCOOHH /12 JaJaT CBOETO NPABHO
HH(OpPMHPaAHO ChIIACHE

Benuku chiiecTBeHH WM3MCKBaHMS, M30pOCHU
3a JIMLaTa, KOMTO ca CIIOCOOHM Ja Jajiar
NpaBHO MH(GOPMUPAHO ChIVIACHE, C€ MpUJIarat
3a JIpyru Juia, KOUTO HE ca CIIOCOOHM Ja
JazaT TakoBa cbhrijacue. B jgombiHeHHE KbM
T€3M M3UCKBAHHUS YYaCTHUETO B KIMHUYHU
W3MUTBAHUS HA HEJCECIIOCOOHH ITBITHOJETHH,
KOUTO HE ca Jalyd WIM HE ca OTKazajau Ja
najgar  WHQOPMHpAHO  ChIVIACHE  TPEeau
HAYaJOTO Ha HEAEeCHoCOOHOCTTa CH, €
BB3MOXKHO CaMO aKO:

a) WHGOPMHUPAHOTO chriacue Ha
3aKOHHHMS TMPEJCTABUTEN € IOJIyYeHO;
cbrylacMero TpsOBa Ja  u3passiBa
npearnoiaraeMara BoJisl Ha TallMeHTa u
MOXeE Ja ObJie OTTETJICHO MO BCSKO
BpeMe 0e3 Bpelu 3a MalKeHTa;

0) IwMIeTo, KOETO HE € CITIOCOOHO Ja /aje
NpaBHO WH(POPMUPAHO ChHIIACHE, €
HOJTYYHI0 HHGOpMAIHS B 3aBHCUMOCT
OT HEeroBaTa CIoCOOHOCT 3a pa3dupaHe
OTHOCHO H3IUTBAHETO, PHUCKOBETE U
HOJI3UTE;

B)

1)

HU3PHUYIHOTO JKCJIaHUC Ha Jmnge,
CII0COOHO Ja CH CbCTaBH MHCHHC U a4
MMpCucHU Ta3n I/IH(l)OpMaLII/ISI, Ja
OTKaXXC¢ Jia y4dacTBa B KIUMHUYHOTO
HU3IIMTBAHC MJIK Ja C€ OTTCIJIM OT HETO
II0 BCIKO BpeME, € pasricaaHo oOT
H3CIICA0BATCIA WM, CHOpPEH cCliydasd,
OT I'JIaBHUA U3CIC€I0BATECI,

HUKaKbB CTHMYJ, HUTO (UHAHCOBA
W3rojla HE € IMPEIOCTaBeHa, OCBEH
00€3IICTCHHUS;

TOBa M3CJEABAaHE € OT CBIIECTBEHO
3HaUEHUE 32 BAJIMIMpAHE HA JaHHH,
MOJIYYeHH OT KJIMHWUYHU H3NUTBAHUS
BBPXY XOpa, CHOCOOHM J1a Jajaar
CBOETO WH(GOPMHUPAHO CHIJIACHE WU
ype3 APYTH METOJM Ha U3CIEABAaHE U
ce OTHacs MpsSKO [0 KIMHUYHO
CBbCTOSIHME, IIPU KOETO ChILECTBYBA
OMacHOCT  3a  KMBOTa WIM €

W3TOIABAIlO, OT KOETO  CTpaja
CBOTBETHUAT HeIeecrnocoOeH
ITBJIHOJIETEH;

KJIMHAYHUATE W3MUATBAHUSA ca

npeaHazHaueHW  Ja  cBemaT 10
MUHUMYM OoOJKaTa, MPUTECHEHUETO,
CTpaxa W BCSKaKbB JAPYT IMPEABHIUM
PHCK, CBbp3aH ¢ 0OojiecTTa U eTana Ha
pa3BuUTHE; IMparbT Ha pHUCKAa U
CTENeHTa Ha YBPEXKJaHE ca HU3PUYHO
oIpeeIeHH u HEMpPEeKbCHATO
Ha0JII0/1aBaHU ¥ KOHTPOJIMPAHHU;

MPOTOKOIBT € OJ00pPeH OT KOMHTETa
10 €THKa, Ha KOTOTO ca MPEJI0CTaBEHU
MPaBOMOIIUS  BBB  BpPB3Ka  ChC
CHOTBETHATA 00JIECT U HACEIEHNE, NN
clell KOHCYJITAaUWs 10 KJIMHUYHH,
CTHYHU U TICUXOCOIMAIHHU MPOOJIEMH,
CBBpP3aHH ChC CHOTBETHaTa OOJIECT U
HaceJICHHE;



3) HHTCPECUTC Ha nmanueHTa
Hpeo6ﬂa)1aBaT BHUHaru Haa TE3W Ha
HayKaTa U Ha O6H_ICCTBOT0; u

M) CBIIECTBYBa OIpaB/JaHa HAACKAA, Ue
NpUITaraHeTo Ha W3ITUTBAHUS
JEKapCTBEH TMPOIYKT TMpeiara Io-
roJIsIMa T0J132 OTKOJIKOTO € PUCKBT 32
CHOTBETHUS TAIMEHT WJIX HE HOCH
BBHOOIIE HUKaKbB PUCK.

Ynen 6

Komurer nmo eruka

1. 3a wmenure Ha TOPOBEXKIAAHETO Ha
KIIMHAYHUTE M3MUTBAHUS IbP’KaBUTE-YICHKU
npuemMar HEOOXOIUMHUTE MEpKHU 3a
Ch37aBaHETO M  (YHKIMOHHPAHETO  Ha
KOMUTETH I10 €THKA.

2. KoMuTeTsT 1O €THKA € UIBKEH Ja Jaje
CBOETO CTAHOBHUINE TIPeAM HAYajIoTO Ha
KJIMHAYHOTO U3MHUTBAHE, IO ITOBOJ Ha KOCTO €
OM1JI0 IOMCKAHO.

3. Ilpu wWBroTBsiHE Ha CBOETO CTAHOBUIIE
KoMuTeThT 110 €THKa B3eMa I10]] BHUMAaHHUE, B
YaCTHOCT:

a) 3HAYCHUCTO Ha KIMHUYHOTO
HU3INWTBAHC U IIJIaHA HAa U3IHUTBAHCTO,

0) nanu olleHKaTa Ha OYaKBAaHUTE IMOJI3H
U PHCKOBE € 33/I0BOJIMTEIIHA, KAKTO €
MpEeIBUICHO B wWieH 3, maparpad 2,
OykBa a), W Jadd H3BOJIUTE ca
OIIpaBJIaHH;

B) TIPOTOKOJIA;

F) HaACXKIHOCTTA Ha U3CIACA0BATCIIA U HA
HCTOBUTC CHTPYAHULIN;

1) OporurypaTa Ha U3CJI€IOBaTENS;

€) KayeCTBOTO Ha ChbOPBHKEHUSTA;

) CHOTBETCTBMETO M IIBJIHOTAaTa Ha
NUCMEHHUTE JaHHHW, MOJUIeKalln Ha
nojiaBaHe, KakTO U Mpolexypara,
KOosTO TpsibBa mJa ce cieaBa 3a

MoJTyyaBaHe Ha UH(POPMUPAHO
ChrJacHe, W OCHOBATEIHOCTTa Ha
H3CIEIBAHETO BBPXY xopa,
HECIOCOOHU Ja Janar HWH(POPMHUPAHO
CBIUIACHE, BbB BpB3Ka ChC
CICIMATHUTE OTPAHUYCHHS, TTOCOUCHHU
B WJIEH 3;

3) pasnmopenduTe 3a OO0C3IICTCHUE WIIN
BB3CTAHOBSIBAHE B CIyd4aili Ha BpeIn
WIA Ha CMBPT, MPHYHHEHH OT
KJIMHUYIHOTO M3IHUTBAHE;

M) 3acTpaxoBKa  WIM  O0e3lIeTeHue,
MOKPHUBAIIO OTTOBOPHOCTTA Ha
U3CJeI0BaTeNs WM Ha HaChPUYUTEIIS;

) cymMuTe M YCIOBUATA W pena 3a
CBCHTYAJIHO  BB3HAIPaXKJICHUE WU
0o0e3IIeTeHNe Ha H3CIEIO0BATEINTE M
HA YYaCTHHIUTE B  KIMHHYHOTO
M3IUTBAHE u 3aIBJDKATETHUTE
CJIEMEHTH Ha BCEKHU MPEABHJICH
JIOTOBOP  MEXJy HAChpYHTEIS W
00eKTa;

K) yCIOBHATa M pelna 3a HaOupaHe Ha
YYACTHHIIA B KIIMHHYHO U3MUTBAHE.

4. HesaBucumo oT pazmopendurte Ha
HACTOSIIIMS YJICH, JIbpKaBa-uICHKa MOXE Ja
pelr, 4e KOMIIETEHTHHST OpraH, KOHTO e
MOCOYMIIa 3a IeTUTE Ha WieH 9, € OTroBOpeH
3a pa3riekIaHETO U JIaBaHETO HA CTAHOBUIIE
Mo BBIOPOCHTE, TMOCOYEHH B maparpad 3,
OyKBH 3), M) ¥ 1) OT HACTOSIINS YJICH.

Korato nmppkaBa-wieHKa ce TOJ3Ba OT
HacTosImara pasmnopenda, TS yBeIOMsBa 3a
toBa Komucusara, ocraHaiure Ibp>KaBH-
YJICHKH U ATCHIUATA.



5. KomurerpT 0o eTHKa paszmnonara c
MakCHUMalleH cpok OT 60 1OHH, CUMTaHO OT
jJaTaTa Ha [OJy4YyaBaHe€ Ha  BaJUJHO
3asBJIEHNE, Ja JajJe OOOCHOBAHO CTAHOBHIIE
Ha 3asBUTENS M HA KOMIICTCHTHHUSI OpTaH B
ChOTBETHATA JIbprKaBa-wICHKA.

6. B mepuoga Ha pasriexaadHe  Ha
3asBJIEHUETO 32 CTAHOBMILE, KOMHUTETHT IO
eTHKa MOX€ J]a U3MIPaTH CaMO €JTHO 3asiBIIEHUE
3a JIONbJIHUTENHAa WH(pOpMAIUs KbM Bede
npeaocTaBeHaTa OT 3asBUTENsT MH(DOpMALHS.
CpoxbT, mnpeaBuieH B maparpad S5, ce
MpeKparsiBa 0 MoJydyaBaHe Ha JOMbJIHUTETHA
uHpOpMAIHSL.

7. He w™oxe pa ce paspelin HHKaKBO
yabbKaBaHe Ha 60-THEBHUS MTEPUOJ], TOCOUYCH
B maparpad 5, OCBEH ako ce OTHacs 3a
W3MUTBAHUS,  BKJIIOYBAIIM  JIEKAPCTBEHU
OpOAYKTH 3a TeHHa Tepamus WId 3a
COMaTHYHA KJIEThbYHA Tepamus, ChIbpXKallu
TeHHO MOIUGUIMpPAaHU oOpraHu3Mu. B To3m
Clly4ail MoOXe Ja ce pa3pelld MaKCHUMaJHO
yabikaBane ot 30 quu. 3a Te3u npoayktu 90-
JTHEBHUAT MEPUOJ MOXE Ja ObJie MPOIbIKEH
JonenHATENHO ¢ 90 nHM B cioyyall Ha
KOHCYJTallls Ha TPpyNa WM HAa KOMHUTET B
CHOTBETCTBHE C HOPMATHBHHUTE aKTOBE U
Oponeaypu Ha  ChOTBETHUTE  JbpIKAaBH-
yieHKkd. B cimydail Ha KCeHOTeHHa KIIeThUHa
Tepanus, HsMa OrpaHUYeHUE Ha
NPOABDKUTENIHOCTTa  Ha  CpoOKa Ha
pa3pelnTeTHOTO 32 KCEHOT€HHAaTa KJIEThYHA
Tepanusi.

Ynen 7
EannHO cTaHOBHIIE

3a MHOTOLICHTPOBUTE KJIMHUYHHM U3IUTBAHUSA,
OTpaHMYEHM Ha TEpUTOpUATA Ha €JHa
J'bPKaBa-4yJICHKa, bpKABUTE-YICHKH
YCTaHOBSIBAT  IpOLEAypa,  MPEABHKAAILA,
BBIPEKH Opos Ha KOMHTETUTE IO €THKa,

O(bOpMHHeTO Ha €JMHHO CTAaHOBHIIC 3a Ta3u
AbpiKaBa-4JICHKA.

B cnyqaﬁ Ha MHOTOLHCHTPOBHU KIMHHUYHU
HU3IIUTBAHUA, HW3BBPHIBAHHW CJIHOBPCMCHHO B
peanna AbpPIKaBU-YJICHKU, CANHHUTC
CTaHOBHIIIA ca TOJIKOBA, KOJIKOTO ca
ABPKABUTC-UYJICHKHU, 3aMHTEPECOBAHN OT TOBaA
KIMHHUYHO M3IIMTBAHC.

Ynen 8
MMoapo6Hu HAcOKHU

Komucusita, kato ce KOHCylaTHpa ¢
IbpP)KABUTE-WICHKH W  3aWHTEPECOBAHHTE
CTpaHH, W3TOTBI W IyOJWKyBa IOIAPOOHHN
Hacoku 3a (opmara Ha 3asABICHHETO H
JIOKyMEHTAlUsATa, KOATO cjenBa Ja ce
NpEeACTaBd KbM 3asBICHUETO 3a CTAHOBUIIE
Ha KOMHTETa MO €THKa, B YaCTHOCT OTHOCHO
uHpOpMaIiITa, KOATO C€ TPEeNocTaBs Ha
YYaCTHHIIUTE, KAKTO W  TOAXOJSIINTE
rapaHIMK 32 3alUTa HA JINYHUTE JTAHHHU.

Ynen 9
HauaJjio Ha KJIMHUYHO U3NNTBAHE

1. IbpxaBUTE-4WICHKH B3eMaT HEOOXOIUMUTE
MEpKH, 3a Ja rapaHTHpaT, 4e 3all0YBaHETO Ha
KJIIMHAYHO M3MUTBaHE C€ M3BBPIIBA CHIIIACHO
Mpe/IBUICHaTa B HACTOSIIMS YICH MpoIeaypa.

Hacppuurenst He Moxe Ja  3alo4yHe
KJIIMHUYHO W3MHUTBAaHE, JOKAaTO KOMUTETHT IO
€THKa HE U3JaJi€ NOJOKUTEITHO CTAHOBUILE M
JOKOJKOTO  KOMIETEHTHHUST  OpraH  Ha
CbOTBETHATAa  Jbp)KaBa-ujeHKa  HE e
nHGOPMHUPAT HACHPUUTENS 32 OCHOBATEIHU
BB3pakeHus. [Ipouenypure 3a B3eMaHETO Ha
Te3U peIllIeHUs] MOXKe Ja MpOoTHYaT WU Ja He
IPOTHYAT YCIOPEIHO B 3aBUCHUMOCT OT
KEJIAHUETO Ha HaChPUMUTEIIsL.



2. HpCIlI/I 3aI104YBaHCTO Ha BCAKO KIIMHHYHO
HU3IUTBAHC, HACBPUUTCIIAT CC 3aAbJZKaBa Oa
npeacTaBu BaJInJIHO 3asBJICHUC 3a
PaspCIUTCIIHO 0 KOMIICTCHTHHUA OpraH Ha
AbpiKaBaTa-4JICHKA, B KOATO HACbpUUTCIIAT
Bb3HaMEpABa Ja IIPOBECIC KIMHUYHOTO
HU3IHUTBAaHE.

3. AKO KOMIIETEHTHUST OpraH Ha JbpKaBaTa-
YJIeHKAa YBEJAOMH HAChpUMTeNsl, Ye HMa
OCHOBATEJIHU  BB3PAXKEHUS, HACHPUUTEIAT
MOXX€ CaMO BEAHBXK Ja W3MEHH M JOMbIHU
3asBJICHUETO, TIOCOYeHO B maparpad 2, 3a aa
Cceé OTYeTaT IOCOYEHHTE OCHOBAaHUA. AKO
HAaChPUYUTENAT BIIOCIEJICTBUE HE HU3MEHH U
JIOMBJIHA CHOTBETHO 3asIBICHHETO, TO C€
CYMTa 32 OTXBBPJIEHO M  KIMHUYHOTO
M3IMTBAHE HE MOJXKE /1a 3allOYHE.

4. PasrnexxaaHeTo Ha BAJIMIHO 3asBICHHUE 32
pa3pelIuTeTIH0 OT KOMIETEHTHHsSI OpraH,
mocoueH B maparpad 2, ce U3BbpIIBA
BB3MOXKHO Hai-Obp30 M HE MOXe Ja
npesumaBa 60 gHU. JIbpiKaBUTE-YICHKH
MoOraT, B TsIXHaTa 00JacT Ha KOMIETEHTHOCT,
Jla omnpenensaT Nmo-KpaTbk nepuoja oT 60 nHu,
ako TOBa € B CBHOTBETCTBUE C oOOWdYaifHaTa
npakTuka. KOMIETEHTHUSAT OpraH MoXKe,
BBIIPEKM TOBA, Ja YBEAOMU HAChPUUTENs
npead Kpas Ha TO3M TMEpHoJ, Ye HsIMma
OCHOBAHMSI J1a HE IPHEME.

He Moxe na ce paspemu JOMBIHUTEIHO
OpoAb/DKaBaHEe Ha Iepuojia, II0COYeH B
obpBaTa  ajgMHes, C  HW3KJIIOYeHHe  Ha
W3MUTBAHUS HA JICKAPCTBEHU MPOAYKTH,
n3bpoenn B maparpag 6, 3a KOUTO ce
paspelniaBa MaKCUMaJIHO TMpoabbkaBaHe ¢ 30
JHU. 3a Te€3U NPOAYKTH, 90-THEBHUAT MEPUOL
MOXe Aa OBb/e MPOIBIKEH C JOMBJIHUTEIHU
90 nHu B cimyuyail Ha KOHCYJTalMs Ha rpymna
WIM Ha KOMHCHA B CBOTBETCTBHE C
HOPMATHBHHUTE AaKTOBE U TMPOLEAYpPH Ha
ChOTBETHATA JbpKaBa-wieHKa. B ciydail Ha

KCCHOI'CHHA KJICTbYHA TEpalursd HsiMa CPOK 3a
nepruoaa Ha paspCuIuTCIHOTO.

5. be3 na ce 3acsra maparpad 6, Moxe aa ce
W3MCKA TUCMEHO Pa3pelIMTENIHO, MPEan
3all04YBaHe Ha KIWHUYHU W3MUTBaHUSA, 3a
TakMBa  W3MUTBAaHWS  HA  JIEKAPCTBEHU
NPOAYKTH, KOUTO HSIMAT pa3pEIIUTENIHO 32
MyCKaHe Ha Ma3apa Mo CMUCHIa Ha JlupeKTuBa
65/65/EMO u ce orHacar mo 4acT A oOT
npunoxxennero kpMm Permament (EMO) Ne
2309/93, kakTO W 3a JPYrH JIEKapCTBEHHU
NPOAYKTH CbC CHELMATHH XapaKTePUCTUKH,
KaTo JICKAPCTBEHH NPOAYKTH, YMSITO aKTHBHA
CbCTAaBKa WMJIM AKTUBHU CHCTAaBKM € WU ca
OMOJIOTMYEH TPOAYKT WU  OHOJOTHYHHU
NPOAYKTH OT YOBEIIKH WM IKUBOTUHCKU
NPOU3X0J, WM  ChABbPKA  OWOJOTUYHU
KOMIIOHEHTH OT YOBEIIKM WA YXUBOTUHCKU
MPOU3XOJ], UJI YUETO TMPOU3BOJICTBO M3MCKBA
TaKWBa KOMIIOHCHTH.

6. M3uckBa ce MUCMEHO Pa3pELIUTENHO MPEar
HA4aJIOTO  HAa  KJIMHUYHU  HM3OUTBAHUA,
BKJIFOYBAILM JIEKAPCTBEHU MPOAYKTH 32 T'€HHA
Tepanusi, COMaTru4yHa KJIETbYHA Tepanus,
BKJIFOYMTEIIHO KCEHOIE€HHA KJIEThYHA Teparus
U 32 BCHYKHM JIEKAPCTBEHU IPOAYKTH,
ChIBpPXKAIIM  TEHETHYHO  MOTUPUIIUPAHU
opranu3Mu. He morar ja ce npoBexaat reHHu
TEepaneBTUYHU HU3MUTBAHMS, KOUTO BOJST /0
MpOMsIHA Ha TE€HETHUYHAaTa HWIACHTHUYHOCT Ha
Y4acTHHKA.

7. ToBa pa3pemuTesHo ce u3AaBa, 0e3 aa ce
3acsira  mpuiaranero  Ha  JlupexTHBa
90/219/EMO na CsBeta ot 23 ampua 1990 r.
3a OrPaHMYCHOTO H3MOJ3BaHE HA TCHETHYHO
M3MEHEHH  MHKDOOPraHM3MH ' H  Ha
90/220/EMO ot 23 ampun 1990 r. 3a

"OBL117,8.5.1990 r. JupekruBa, MocieaHo
n3MeHena ¢ Jupextuna 98/81/EO (OB L 330,
5.12.1998 r., ctp.13).



YMHUIIUICHOTO U3ITYCKAHE B OKOJIHATA CPpE€aa Ha
T€HECTUYHO MO)II/I(l)I/IIlI/IpaHI/I OpraHnu3Mu 1.

8. B

KOHCyJITalluA C JObpKABUTC-UJICHKMU,

Komucwusita u3rorss u myOJIiMKyBa MOApOOHU
HACOKH OTHOCHO:

a)

6)

dopmaTa W CHABPKAHUETO  Ha
3asiBIIGHUETO, TOCOYEHO B maparpad 2,
KAKTO M JIOKYMEHTHUTE, KOUTO Clie/[Ba
Jla ce NpencTaBAT B IOJKpena Ha
3asBJICHUETO, OTHAacsAma ce  J0
KaueCTBOTO M IPOMU3BOJACTBOTO Ha
W3IHUTBAHUS  JIEKAPCTBEH IMPOAYKT,

BCUYKH TOKCHUKOJIOTUYHU "
(bapMakoI0ruuHU M3NHUTBaHUS,
POTOKOJIA u KJIIMHUYHATa

HH(bOpMaHI/ISI OTHOCHO H3CJICABAHUA
JICKApPCTBCH IIPOAYKT, BKIIFOUUTCIHO
6p0mypaTa Ha N3CJICO0BaATCIIA,

NPEJICTaBIHETO W CHABPKAHUETO Ha
NPEI0KEHOTO W3MEHEHNE u
JonbIHEeHue, mocoueHo B wieH 10,
OyKkBa a) 3a HAIPaBEHUTE B MPOTOKOJIA
CBIIECTBEHH A3MEHEHHUS u
JOITBJIHEH NS,

JACKJIapanyAaTa 3a Kpad Ha KIMHUYHOTO
HU3IINTBAHE.

Ynen 10

HpOBe?KIIaHe Ha KIIMHUYHO U3IIUTBAHE

N3menenuss u JOIIBJIHCHUA MOrar Jga cc<
HaIllpaBAT B TMPOBCKIAAHCTO HA KIUMHUYIHO
HU3NUTBAHC CBIJIACHO YCJIOBUsATA W peEla,
OIMHMCAaHU I10-A0JTYy:

a)

CJI€A  3aIll04YBaHC Ha  KIMHHUYHOTO
H3IUTBAHC HACBPUYUTCIAT MOXKCE [Ja
HalipaBu U3MCHCHHUA W AOINBIHCHUS B
IIPOTOKOJIA. AKO Te3M W3MCHCHUS U

"OBL117,8.5.1990 ., ctp. 15. JlupekTuBa, MocieaHo
n3MeHena ¢ [IupextuBa 97/35/EO na Komucusita (OB
L 169, 27.6.1997 r., ctp. 72).

IOI'BIHEHUS Ca CBINECTBEHU U MOTaT
na OKaXkat BIIASIHUE BBPXY
0e30macHOCTTa Ha YYaCTHHUIUTE B
M3OUTBAHETO WIM Ja  H3MEHSAT
THIKYBAHETO HA HAyYHHUTE JTOKYMCHTH
B IOJKpENa Ha MPOBEKIAHETO Ha
M3IUTBAHETO, WIIK aKO TE€ Ca IO JAPYT
HA4WH 3HAYUMHU, HACHPYHUTEIIST
YBEIOMSIBa KOMIICTEHTHUTE OPTaHH Ha
ChOTBETHATA Jbp)KaBa-ueHKA WIIN
JTbP)KABU-YICHKH 32 NPUYNHUTE U
ChIBPKAHUETO HA TE3M HM3MEHCHHS U
IOIBIHEHUS u uHpopMupa
CHLOTBETHHUSI KOMMTET WIM KOMHUTETH
[0 €THKA B CHOTBETCTBUE C YIEHOBE 6
no9.

B®3 ocHOBa Ha JAaHHUTE, NMOCOYECHU B
e 6, maparpad 3 ¥ B ChOTBETCTBHE
¢ unen 7, KoMuTeThT MO eTmka jaBa
CTaHOBHUIIIE B MAaKCUMAaJIEH CPOK OT 35
JTHH, CYHUTAHO OT Jarara Ha
MOJlyyaBaHE Ha MPEAJIOKEHUETO 3a
M3MEHEHHE U JIOMbJIHEHUE B HAJIEKHA
dbopma. AkKO TOBa CTaHOBHUIIEC €
OTPHULIATETHO, HACBPUYUTEIST HE MOXKE
Jla HalpaBU U3MEHEHHUE U JOIbIHEHHE
B IIPOTOKOJIA.

Axo cranoBumero Ha Komurera 1o
eTHKa e [TOJIOKUTEITHO u
KOMITETEHTHUTE OPTaHH B JIbP’KaBHUTE-
YJICHKH HE ca HallpaBWJIM 00OOCHOBAaHU
BB3paXXEHUS 1O  OTHOIICHHE Ha

ropenoCO4YCHUTE ChIICCTBCHU
HU3MCHCHUA, HAaCBbPUYUTCIIAT
NpoabJIKaBa MNPOBCIKAAHETO Ha

KIIMHUYHOTO W3MHMTBaHE, KaTO Clie/Ba
M3MEHEHHs] U JIOMbJIHEH NpoToKos. B
MPOTUBEH CIy4yai, WM HAaChPUYUTEIAT
B3€Ma noJt BHUMAHHE TE3H
BB3paXKEHUS u pUBEXK/IA B
CBOTBETCTBUE C TAX NPEIBHIECHOTO
U3MEHEHHWE W JONBJIHEHWE  Ha
IIPOTOKOJIA, W OTTErJIs



MPEAJIOKCHUETO CHU 3a UM3MCHCHUC U
JOIIBJIHCHUC,

0) 6e3 ma ce 3acsra OykBa a) U CHIVIACHO
oOcrosiTencTBara, B 4aCTHOCT
HACTBIIBAHETO HA HOBO CHOWTHE,
CBBP3aHO C  MPOBEXKAAHETO  Ha
M3MUTBAaHETO WIN pa3padOTBaHETO Ha
W3CJIe[BaHMs JICKapCTBEH IIPOAYKT,
KOraTo HOBOTO CBHOUTHE MOXeE Jia

3acerue Oe3omacHoCTTa Ha
YYACTHHUIIMTE B H3CIIEBAHETO,
HACHPUYHUTEISIT W M3CICI0BATEIIAT
B3€Mar CIIEIIHU MEpKH 3a
0€e30macHoOCT, 34 Ja  3aluTAT

YYaCTHULIUTE OT  HEMOCPEeACTBEHA
omacHocT. Hacwkpuutenar He3abaBHO
uHPOpMHUpPAa KOMIIETEHTHUTE OpraHu
3a Te3W HOBU CBHOWTHA U B3ETHTE
MEpKHU M rapaHTupa, ue KomurersT no
€THKa € YBEJIOMEHA B CBIIOTO BPEME;

B) B Cpok oT 90 pgHM OT Kpas Ha

KIIMHHUYHOTO HU3IIMTBAHC,
HAaCbPUYUTCIIAT YBCAOMBA
KOMIICTCHTHUTC OpraHu Ha

ChOTBETHATA JIbpXKaBa-WwICHKA WU
nbppxkaBu-wieHkn u  Komwurera 1o
eTHKa, Y€ KIMHUYHOTO H3MUTBAHE €
OPUKITIOYMIIO.  AKO  HM3IMUTBAaHETO
TpsOBa Ja 3aBBPIIM T[O-PaHO OT
NPEIBUACHOTO, TO3U CPOK € HamalleH
Jo 15 IHM W OpPUUYMHUTE, KOUTO TO
HaJjlarat, ce Ioco4BaT sICHO.

Ynen 11
Oo6meH Ha uHpopManns

1. JIbpxkaBuUTE-4JICHKH, Ha TEPUTOpUATA Ha
KOUTO C€ MPOBEXJa KIUHUYHO H3MHUTBAHE,
BBBEXKJAT B €Bpollelickata 0a3za JaHHH, 0
KOSITO JOCThI HMMaT C€aMO KOMIIETEHTHHUTE
OpraHM Ha JAbp)KaBUTE-UJICHKH, ATEHUUATA U
Komucusra:

a) HU3BJICUCHUC OoT 3asABJICHUCTO 3a
pa3pCuIuTCIIHO, MMOCOYCHO B YJICH 9,

naparpad 2;
0) BCSIKO W3MEHCHHE W JIONBJIHCHHE Ha

3asBJICHUETO B CHOTBETCTBUE C WIICH
9, maparpad 3;

B) BCAKO H3MEHEHHE M JONBJIHEHHE Ha
IIPOTOKOJIAa B ChOTBETCTBUE C wieH 10,
OykBa a);

I') TOJIOXXUTEITHOTO
Komwutera 1o eTuka;

CTaHOBHUIIC Ha

I) IeKiapanusi 3a [pPUKIIOYBaHE Ha
KJIMHUYHOTO M3IHUTBAHE; U

€) ToCcOoYBaHE Ha MIPOBEICHUTE
WHCIICKIIMM 332  CBOTBETCTBHUE  C
nmobpaTa KJIMHUYHA MTPaKTHKA.

2. IIpu oOOCcHOBaHO WCKaHE Ha KOSTO W Ja
OWII0 ThprKaBa-wICHKA, HA ATEHITUATA WA Ha
Komucusara, KOMIETEHTHUST OpraH, KbAETO €
MO/IA/ICHO 3asBJICHUETO 3a Pa3pelIruTeTHO,
MpeI0CTaBs msiIaTa NONBIHATETHA
nHpopmalys, pasiuyHa OT JAHHUTE, KOUTO
BeUe ca BbBEJCHM B eBpoIielickara 0aza TaHHU
OTHOCHO BBIIPOCHOTO KJIMHUYHO M3IUTBAHE.

3. B koHcynaTauusi ¢ JAbp>KaBUTE-WICHKH,
Komucwusita u3rorss u myOJMKyBa MOJIpOOHU
HAaCOKH 3a ChOTBETHUTE JaHHH, KOUTO ClieBa
na ObJaT BKIIOYEHH B €BpoIneiickara 0aza
JTAaHHH, YHETO (PYHKIIMOHHPAHE OCUTYPSIBA ChC
ChICUCTBHETO Ha AreHUusATa, KAaKTO U
METOJUTE 3a EJEKTPOHEH OOMEH Ha Te3u
nanHd. ToBa TOAPOOHO PBKOBOJCTBO C€
CbCTaBd MpU  CTPOTO  Cla3BaHe  Ha
MOBEPUTEIIHOCTTA HAa JAaHHHTE.

Ynen 12
OTMsIHA HA U3NMUTBAHETO WJIN HAPYLIEHUSI

1. Korato nwppkaBa-uieHKa uMa OOEKTHBHHU
OpUYUHM Ja CYyuTa, Y€ YCIOBHATa B



3asBJICHUETO 3a Pa3pelIMTeNIHO, MOCOYCHO B
yieH 9, maparpad 2, Beue HE ca W3IbIHEHU
wii uMa HUHPOpMANHA, KOSATO MOpaxkia
CbMHEHHSI OTHOCHO 0e€30MacHOCTTa WU
HayyHaTa  BAJIUJHOCT HA  KIMHUYHOTO
U3MUTBAaHE, TS MOXE Ja TNpeKpaTd WM Ja
3a0paHd  KIMHUYHOTO  W3MUTBaHE W
yBEIOMSIBa HACHPYHTEIS 32 TOBA.

[lpeqn nma B3emMe pemieHue, Ibp)kaBaTa-
YJICHKA, OCBEH  KOrato  ChIIECTBYBa
HETIOCPEJICTBEH PHCK, M3UCKBA CTAHOBHIIETO
Ha HAaChPUMUTENs W/WIN U3CIIeI0BaTeNs, KOETO
ciezBa a Ob/1e MPEAOCTaBEHO B CPOK OT €HA
ceMHUIIA.

B TO3M ciyyall CHOTBETHHMST KOMIIETEHTEH
opraH yBeIoMsBa He3a0aBHO OCTaHAIUTE
KOMITETEHTHU OpTraHH, ChOTBeTHUS Komurer
mo ertwka, Arenmnmsara u Komwucugara 3a
PEIIeHUETO CH Ja MpeKpaTH WM Ja 3abpaHu
W3MHUTBAHETO U MOTHBUTE 32 TOBA PEIICHHE.

2. AKO KOMIIETEHTEH OpraH uma OOEKTHBHH
OPUYUHKM J1a CYHWTA, Y€ HACBPUYUTEIAT WIU
M3CIIEIOBATENAT, UM KO€ Ja € JPYro JIMIIE,
y4acTBAIlO B M3MUTBAHETO, HE W3IIBJIHABA
MOBEYE OIpPEACICHUTE MY 3aJb/DKCHHS, TON
He3a0aBHO TO wWHpOpMHpa 3a TOBa, Karo
MOCOYBa IUIaHA 3a JICUCTBHE, KOWUTO TPsOBa 1a
W3MBJIHU, 3a Ja u3NpaBu (HAKTHUYECKOTO
cbeTosiHuE. CHOTBETHHUST KOMIIETEHTEH OpraH
He3abaBHO yBenmomsiBa Komutera mo eTHka,
OCTaHAJINTE KOMIIETEHTHH Opranu u
Komucusra 3a To3u 1j1aH.

Ynen 13

IIpou3BoaCTBO M BHOC HA ONIMTHH
JIEKapCTBEHHN MPOIYKTH

1. JIbpxaBUTE-WIEHKH B3€MaT  BCHUYKH
NOJXOJAIIM MEpKH, 3a Ja TrapaHTHpaT, 4e
NPOU3BOACTBOTO WJIM BHOCHT Ha M3MMTBAHU
JEKapCTBEHW  TPOAYKTH  TOJJIKH  Ha

IpUTe)KaBaHe Ha pa3peluTenHo. 3a Ja
MOJyYd  Pa3pelIUTeIIHO,  3asBUTEIAT M,
BIIOCJICZICTBHE MPUTEKATEIIAT Ha
pa3pemuTeTHoTo, TPSOBa /1a OTroBapsi Haii-
MaJKO Ha W3UCKBAHUATA, ONpEACICHH B
CBHOTBETCTBHE C IMPOIEAypaTa, IMOCOYEHa B
wiIeH 2, maparpad 2.

2. JlbpkaBUTe-4J€HKA  B3e€MaT  BCHYKH
MOAXOMSAIIM MEPKH, 3a Ja rapaHThpar, ue
MPUTEKATEAT HA Pa3peIIUTETHO, TOCOYEH B
naparpad 1, iMa MOCTOSTHHO M HENMPEKbCHATO
Ha CBO€ pas3loJIOKEHUE Hail-MalKko €IHO
KBaJTM(UIIUPAHO JIUIE, KOETO, B CbOTBETCTBHE
C YCTIOBHUATA, TIOCOYCHH B WJIeH 23 OT BTOpaTa
Hupextusa 75/319/EMO na CoBerta ot 20 Mait
1975 r. 3a cOamkaBaHe Ha 3aKOHOBUTE,

M0JJ3aKOHOBH " aJIMUHHCTPATHBHU

pasnopenou OTHOCHO MaTeHTOBaHH
1

JICKapCTBEHU TMPOAYKTH , OTroBapsi, B

YaCTHOCT, 32 W3IIBJIHCHUE HA 3aJIbJDKCHUSITA,
ompeneneHu B maparpad 3 OT HaCTOSIIUSA
YJIeH.

3.  JlppKkaBUTE-4JI€HKHM  B3e€MaT  BCHYKH
MOAXOMSAIIM MEpPKH, 3a Ja rapaHThpar, ue
KBATH(HUITUPAHOTO JIUIIE, ITOCOYCHO B wieH 21
ot Jupextusa 75/319/EMO, 6e3 na ce 3acsarat
HETOBUTE B3aMMOOTHOIIICHUS c
MIPOU3ZBOUTENST WM BHOCHTENS, OTTOBapsi, B
paMKHUTE Ha TPOIEAYPUTE, TIOCOUYCHU B WICH
25 oT mocoyeHara AUPEKTUBA, J1a CIEU:

a) B clyyas Ha H3CJIE/IBAHU JIEKAPCTBEHU
TIPOJIYKTH, MIPOU3BEIKIAHU B
ChOTBETHATA Jbp)KaBa-4JIeHKA, BCSIKa
napTua oT JEKapCTBEHU MPOJIYKTH Jia €
MpOU3BEICHA u poBEpeHa B
CHOTBETCTBHE€ C M3UCKBAaHHUATA Ha
HupextuBa 91/356/ENO na Komucwusra
oT 13 ronu 1991 r. 3a ycraHoBsiBaHe Ha
OPUHIUINTE U  PBKOBOACTBOTO  HAa

"OB L 147, 9.6.1975 r., ctp. 13. JlupexTusara,
nocienHo u3mMeneHa ¢ Jlupekrusa 93/39/EO na CoBera
(OB L 214, 24.8.1993 r., cTp. 22).



no0OpaTa TpPOU3BOJICTBEHA TMpPaKTHKA 3a
JICKapPCTBEHUTE MPOJIYKTH YymoTpeda OT
YOBEKa , JIOCHETO 3a crienudukanus Ha
npoAyKTa U uH(popManusaTa, ChoOIIeHA
chriaacHo wieH 9, maparpad 2 OT
HACTOSIIIaTa TUPECKTUBA;

0) B ciyuyas Ha W3CJIECIBAaH JICKApPCTBECH
MPOJIYKT, IPOU3BEKIAH B TPETa CTpaHa,
BCSIKAa TPOU3BOJICTBEHA MapTHAa, 1a €
Mpou3BeIeHa u poBepeHa B
CBHOTBETCTBHE ChC CTAaHAAPTHTE 3a J00pa
MPOU3BOJICTBEHA MPAKTUKA, KOUTO JIa ca
Hali-Mallk0 CKBUBAJICHTHH Ha TE3H,
npensuaean B upexkrtusa 91/356/EMO
Ha Komucusita, B CBOTBETCTBHE C
JIOCUETO 3a Crelr(UKaIms Ha MPOAYKTa
U BCSKa TPOM3BOJCTBEHA MapTHIA Ja €
poBepeHa B CHOTBETCTBHE C
nHpopmarmaTa, CHOOIIEHA CBIVIACHO
wieH 9, maparpad 2 OT Hacrosmara
THPEKTHBA;

B) B Ciyyas Ha WU3CJeABaH JIEKapCTBEH
IPOJIYKT, KOWTO € IpOLyKT 3a
CpaBHEHHE C MPOU3XOJ OT TpeTa CTpaHa
U 3a KOWTO HWMa Pa3peniuTesHO 3a
MyCKaHe Ha nasapa, KOTaTo
JOKYMEHTAIMSTA, yJAOCTOBEpSBAIa, Ye
BCSKa TPOM3BOACTBEHA IMapTHAA €
Mpou3BeJIeHa ChIVIACHO CTaHIAPTUTE Ha
noOpata TMPOW3BOACTBEHA TPAKTHKA,
Hal-MaJiKo €KBHUBAJICHTHH Ha
MMOCOYEHUTE MO-TOpe, He MOXke Ja Obe
MoJiydeHa,  BCSIKa  MPOM3BOJCTBEHA
napTuaa a NpeMHUHE BCUUYKU ChOTBETHU
aHaJM3W, W3MWTBAHHUS WJIA TPOBEPKH,
HEOOXOJMMH 3a TIOTBBpXKJAaBaHE Ha
KaueCcTBOTO ¥ B CBHOTBETCTBHE CBHC
chOoOIIIeHaTa CBIJIACHO qJIeH 9,
nmaparpad 2 OT HacTosmaTa JUPEKTHBA
Y ENIZ

[TogpoOHNTE HACOKM 3a EJIEMEHTHTE, KOETO
cllefBa Jla ce B3eMe MPEBHI IIPU OI[CHKATa Ha

"OB L 193, 17.7.1991 r., ctp. 30.

OPONYKTH C Il OCBOOOXJaBaHETO Ha
naptuagn B OOmHOCTTa, ce pa3paboTBa
CBIJIACHO HACOKHUTE 3a nobpara
MPOU3BOJICTBEHA IMpPAKTUKA, U B YACTHOCT
[Ipunoxenne 13 OT MOCOYEHUTE HACOKHU.
TakuBa HaCOKHM ce MpueMar B ChOTBETCTBHUE C
Mpolieypara, mocodeHa B wieH 21, maparpad
2 OT HACTOSIIaTa JUPEKTUBA U ce MyOIMKyBaT
B CHOTBETCTBHE C ujieH 19a or [lupekTuBa
75/319/EMO.

Axo pasnopenOuTe, IpeABUICHU B OYKBH a),
0) waM B) ca CHA3CHW, M3CICIBAHUTE
JICKapCTBEHU TIPOIYKTH CE€ OCBOOOXKIABAaT OT
JOITBJTHUTEITHA TPOBEPKH, aKO Ca BHECCHH B
JpyTa Ibp)KaBa-ujeHKa C YIAOCTOBEPEHHE 3a
0CBOOOJK/IaBaHE Ha MAPTHUAATA, TIOJMUCAHO OT
KBATH(PHUITMPAHOTO JIUIIE.

4. BBB BCHYKHM CiIy4aW, KBaTU(UIIUPAHOTO
Juie TpsiOBa Jja yA0CTOBEPH B PETUCThP WU B
€KBHBAJICHTEH JIOKYMEHT, qe BCSIKa
NPOU3BOJACTBEHA IapTUAa OTroBaps Ha
pasnopenOuTe  HAa  HACTOALUMS  YJICH.
[TocoueHusIT perucTbp WM EKBUBAJICHTEH
JOKYMEHT TpsiOBa Jla ce akTyaJlu3upa B Xoja
Ha U3BBpPUIBAHE HA ONEpalUUTe U Ja ce
MIPEeI0CTaBs Ha CITy)KUTEJINTE Ha
KOMIIETEHTHUS OpraH 3a IIOCOYCHHS B
pasnopenOuTe Ha CHOTBETHHUTE JIbPIKABH-
YIeHKH mepuoj. To3u Mepuoj B HHUKAKbB
cilydail He € IO-MaJIbK OT IeT FOJIUHHU.

5. Bcesgko nume, KOeTo KbM JaTaTa Ha
npujaraHe Ha  HACTOSANIaTa  JTUPEKTUBA,
W3BBPIIBA B JIbpKaBaTa-uwieHKa, KBIECTO Ce
HaMHUpa, JEHHOCTTa Ha KBATU(PUIHUPAHOTO
quie, nocodyeHo B uieH 21 ot JupekTuBa
75/319/EMO, mo OTHOIIEHHE Ha H3IIHUTBAHU
JIEKapCTBEHU MPOJIYKTH, HO 0e3 Ja oTroBaps
Ha YCJIOBHSTA, OMPEJCICHH B WieHOBE 23 U
24 ot HacTosIIaTa TUPEKTHUBA, UMa MPaBO/MY
ce paspelnaBa Ja MPOABIDKH J1a YIpaskKHSBA
JEHHOCTTa B ChOTBETHATA JIbpKaBa-4JICHKA.



Ynen 14
ETrnkernpane

JlanauTe, KOMTO TpsOBa Aa GUTYpUpAT HaM-
Majko Ha odumuasHUA  e3uK(Ih) Ha
IbprKaBaTa-4JICHKA BBPXY BBHIITHATA
OMAaKOBKa HA  HW3MUTBAHUS  JICKAPCTBEH
OpONYKT WM, KOraro HsAMa  BHHIIHA
OMaKOBKa, BHPXY I'bPBUYHATA OIAKOBKA, CE
nyOnukyBar or Komucusra B HacokuTe 3a
nobpa  MpPOM3BOJACTBEHA  MpaKTUKa  3a
W3IUTBAHU JIEKAPCTBEHU TPOAYKTH, MPUETU B
choTBeTCTBHE C wieH 19a ot JlupexTuBa
75/319/ENO.

B nmombiHeHwe, HACOKWUTE  OMNPENENsT
MOIXOMIAIIN pa3nopeadn, OTHACAIIA CE JI0
ETUKETUPAHETO HAa W3MUTBAHHU JIEKAPCTBEHU
MPOAYKTH, TMpeJHAa3HAYEeHU 3a KIMHUYHU
V3MUTBAHUS ChC CIICIHUTE XapaAKTEPUCTUKHU:

- IJIAaHUPAHCTO Ha H3NUTBAHCTO HC
M3UCKBA OCOOCH IMPOU3BOACTBCH HIIN
OIMaKOBBYCH IIPOLECC;

- U3OUTBAaHETO  Ce€  TpoBexaa C
JICKapCTBEHU NPOAYKTH, 32 KOUTO, B
IbpKABUTE-WICHKH, 3aWHTEPECOBAHU
OT W3CJIEIBAHETO, UMa PA3PEIIUTEITHO
3a MMycKaHe Ha Iaszapa [0 CMHUCHJIa Ha
HupextuBa 65/65/ENO, npousBeaeHu
WIA BHECCHH B CHOTBETCTBHE C

pasmopenouTe Ha  JlupekTuBata
75/319/ENO;

- MalUeHTHUTE, yJacTBallx B
M3CJIEIBAHETO, uMaT CBIHATE
XapaKTEPUCTUKH, KaTO T€3U, KOUTO ca
0o0xBaHaTH oT 0003HAaYEHHETO,
IIOCOYEHO B rOpernocoYeHOTO
pa3peLInTeITHO.

Ynen 15

IIpoBepka 3a cLOTBeTCTBHE ¢ J00paTa
KJIMHUYHA H MPOU3BOJCTBEHA MPAKTHKA HA
ONMHUTHHUTE JIEKAPCTBEHH MPOAYKTH

1. 3a pma ce mnpoBepw CIHa3BaHETO Ha
pasmopendute a jgoOpara KIMHUYHA W
MPOU3BOJACTBEHA  TMPAKTUKA,  JIbp)KaBUTE-
YJICHKA Ha3HayaBaT 3a IEJITa MHCIIEKTOPH 3a
WHCIICKTHPAaHE Ha MECTaTa, CBbP3aHU C BCIKO
MPOBEXKIAHO KJIMHUYHO M3MUTBAHE, II0-
CIIEI[HAJIHO: MSCTOTO WJIM MECTATa, KbIETO CE
NpoOBEXJa  M3MHTBAHETO,  MSCTOTO  Ha
MPOU3BOACTBO HA W3IUTBAHUS JICKAPCTBEH
NPOAYKT, BCsiKa JabopaTopusi 3a aHaIU3,
M3II03BaHa 3a KIIMHUYHOTO M3IIUTBAHE H/HIIH
MMOMEIICHHSITa Ha HAChPYNTEIS.

Wucneknuure ce U3BBPIIBAT oT
KOMIICTEHTHHUsI ~ OpraH Ha  ChOTBETHATa
JIbpXKaBa-uIeHKa, KOSATO YBEIOMsBA 3a TOBa
AreHuusTa; T€ ce MPOBEKAAT OT MMETO Ha
OOmHOCTTa ©  pe3yiaTaTHTe OT TAX Ce
OpU3HAaBaT OT BCHYKH JPYTH JIbPXKaBHU-
yieHKH. WHCIEKIMUTe Cce KOOpAWHHpAT OT
Areniusra, B paMKUTe Ha  HEUHUTE
KOMIIETCHIIUH, TpPEJABHICHH B PeriameHt
(EMO) Ne 2309/93. IpprxaBa-ujaeHKa MOXeE J1a
MOWCKA ChICHCTBHE OT JApyra IbprKaBa-
YJICHKA 110 TO3H BBIIPOC.

2. Cnen wHCHEKIHATA, CE M3TOTBS JIOKJIAJ 3a
uHCcHeknuaTa. To3u mokiman TpsOBa na ce
NpeIoCcTaBd Ha  HACBhpPYHTENs, Karo ce
rapaHTupar IOBEPUTEIHUTE acCleKTu. Tou
MOXe€ J1a ObJie MpelOoCTaBeH Ha OCTAHAIHUTE
IbpKaBU-wieHKH, Ha Komwurera mo etuka u
Ha AreHnusTa nmpu 000CHOBaHa MOJI0a.

3. Kowmwmcusgra Moxke, IO HCKaHe Ha
ArennusitTa, B paMKUTE Ha  HEWHHTE
KOMITCTCHIIMM, TPEIBHICHH B PermameHt
(EMO) Ne 2309/93, wimu Ha egHa OT
ChOTBETHUTE JIbPKABU-WICHKH, W  CleJ
KOHCYJITallU CbC CHOTBETHUTE IbpKaBHU-
YJICHKHU, Jia IIOMCKAa HOBAa MHCIIEKLIHS, aKo



IMpOBEpKaTa 3a CHOTBETCTBUC C HACTOAIIATa
JUPCKTUBA pa3KpuBa pas3jiiiyuvsd B Pa3IMYHUTC
AbpPIKABHU-YJICHKH.

4. Ilpu cra3BaHe Ha KakBUTO W Ja OWIIO
CIIOpa3yMeHHus, KOUTo Ouxa Morium na Obaat
CKIoYeHH Mexay OOImHocTTa U TpeTu
ctpanu, Komwucwusra, mpu mNojgy4yaBaHETO Ha
MOTHBHpaHa MOJIOA OT JbpKaBa-wieHKa WIN
M0 CBOSl WHHIIMATHBA, WU JIbpiKaBa-d4JeHKa
MOJKE J1a TPEUIOKH HHCIEKIHS Ha MSICTOTO
Ha TMPOBEKIAHE HA M3MUTBAHETO W/WIM Ha
MOMEIICHHUTa Ha HAChPYHUTENS W/WIA Ha
MIPOU3BOINTENSI, YCTAHOBEH B TpeTa CTpaHa.
WucneknusaTa ce W3BBPIIBA OT HAJICKHO
KBaU(UIMpaHu HHCTIEKTOpU Ha OOIIHOCTTA.

5. TlompoOHUTE pPBKOBOJHU HACOKH 32
JIOKyMEHTALUATA, OTHAcsIIa ce 70
KJIIMHUYHOTO M3IMUTBAaHE, KOETO MPEACTaBIIsIBA
TJIABHOTO JIOCHE HAa W3MHUTBAHETO, METOIMTE
HAa  apxuBHpaHe, KBamM(uKanmuara  Ha
WHCTIEKTOPHTE u MPOIETyPUTE 3a
MHCIEKIIMHTE 32 IPOBEPKa Ha ChOTBETCTBUETO
Ha BBIPOCHOTO KJIMHUYHO U3MUTBaHE C
HacTosIIaTa JUpeKTHBa C€ IMpueMar u
npepasriiexaar B CHOTBETCTBHE c
mpoleaypara, mocoueHa B wieH 21, maparpad
2.

Ynen 16
YBenoMmsiBaHe 3a HeKeJIaHH CHLOUTHSA

1. W3cnenoBarenst JokjianBa He3abaBHO
BCUYKH CEpUO3HM HEKEIaHW CHOUTUS Ha
HACBPYMTENsI, C M3KIIOUYCHUE HA TE3U, KOUTO
MPOTOKOIBT WA Opormrypara Ha
U3CIICZ0BATENS ONpeIeNs KaTO TAKHBA, KOUTO
HC  W3HCKBAaT  He3a0aBHO  JOKJIAJIBaHE.
He3a0aBHOTO MOKIa[BaHE € IOCIEIBAHO OT
noapoOHU, TMCMEHHU Jokiaau. B HezabaBHOTO
NOKJIaJBaHE W B IIOCIEABAIINTE JIOKIAIH
YUYACTHHUIIUTE CE ONPEEINAT upe3 KOJI.

2. Hexenanute cbOUTHS W/WIN HEpEIHUTE
pe3yiaTaTM OT aHalu3u, ONpeAeieHH B
IPOTOKOJA KaTO KPUTHYHU 3a OLIGHKAaTa Ha
0€e30MacHOCTTA, ce JOKJIaJBaT Ha
HachbpUMTEIsl CBIVIACHO M3UCKBaHUATA 3a
YBEIOMIICHHE U C ONPENEICHUTE B IPOTOKOJIA
CPOKOBE.

3. B cuywaii Ha [oknagBaHa CMBPT Ha
YYaCTHHUK, H3CJIEJOBAaTENAT NPEAOCTaBi Ha
HacbpuuTens 1 Ha Komurera no etuka nsuiara
MOMCKaHa JOIbJIHUTEIHA HH(OpMAIIHSL.

4. Hacepuurtenst BOAM MOAPOOHH PETUCTPHU
3a BCMYKHM HEXKEJTaHU ChOUTHSA, KOUTO ca MY
JOKJIQZIBAHKM  OT  M3ClejoBarens  WIU
uscienoBarenuTe.  Tesm  peructpu  ce
MpeaaBaT Ha JbpKABUTE-UJICHKH, HA YHUATO
TEPUTOPUSL €€  MPOBEXKAAa  KIMHHUYHOTO
M3MHUTBaHE, IPU OUCKBAHE OT THAX.

Ynen 17

YBenomsiBaHe 3a CepUO3HU HeKeJTaHU
peakuuu

1. a) Hacepuurenar ce yBepsiBa, 4e LisjiaTa
BakHA WH(pOpMaNMs 3a ChbMHHUTCIHU
CEpUO3HHM HEXKEJIaHW PEeaKIuu, KOWUTO
ca (patamHU WM 3acTpariaBaT KUBOTA,
C€ 3aIMcBa M JOKJIaJABa BB BE3MOKHO
Hal-KpaThbK CPOK Ha KOMIICTCHTHHTE
BJIACTH BBB  BCHYKH  CBHOTBETHH
IbP)KaBU-YWICHKH, KakKTO H  Ha
Komurera 1o eTwka, BBB BCEKH
cly4yaid, He TIO-KbCHO OT CelleM MHH,
CUMTAHO OT MOMEHTa, B KOWTO
HAaChPUHUTENAT € HAy4Yusl 3a ciiy4yas H
ye CBOTBETHATA rociepalia
uHbOopMaIs ce choOI1aBa
BIIOCJICJICTBHE B JIOIBJIHUTEICH CPOK
OT OCEM JIHH.



0) Bcuuku Ipyru ChbMHHUTETHH CEPHO3HU
HEOUAaKBaHU HEKEJIaHU peaklnu ce
JIOKJ1a/1BaT Ha ChOTBETHHUTE
KOMIIETEHTHHU OopraHu u Ha
cboTBeTHHsI KomuTeTr mo ernka BbB
BBb3MOKHO Hal-KpaThbK CpPOK, HO B
MaKCHUMAJIEH CPOK OT NETHAJIECEeT JAHH,
CUMTAHO OT HAyYaBaHETO 3a MPHB BT
OT HAChpPUMTEJIS.

B) Bcska nppikaBa-uiieHKa ce yBepsiBa, ue
BCHUYKM CBMHUTEIHU  HEOYaKBaHU
CEPUO3HHM HEXKEJIaHW PEeaKIuh KbM
W3MHATBAH JICKAPCTBEH MPOIYKT, KOUTO
ca CBeJCHHM 10 BHHMMAaHUETO M, ca
3alnCcalu.

r) Hacppuurenst wunbopMupa CchIIO
BCUYKH U3CIIETOBATEIIH.

2. Benubx TOQUINHO 3a ISUIOTO BPeMETpacHe
Ha KIMHUYHOTO W3MUTBAHE, HACHPYUTEIST
NpPEAOCTaBs HAa JbPKABUTS-WICHKH, HA YHUSATO
TEPUTOPUSL C€  TMPOBEXKJA  KIMHUYHOTO
u3nuTBane M Ha KommreTa 1o erTuka, CIUChK
Ha BCUYKHA CHMHHTEIIHU CEPUO3HH HEXKCIaHU
peaknuu, KOWTO Cca HACTBIWIA 32 TO3M
MepUoJI, KaKTO U J0KIa] 3a 6e30acHOCTTa Ha
YYaCTHHIIUTE.

3. a) Bcska apprkaBa-wiIeHKa CIICIU BCUYKH
CbMHUTCIIHM  HEOYAaKBAaHU  CEPUO3HU
HEXEJIATeJTHU PpEeaKIMM KbM HW3CIICBaH
JICKapCTBEH MPOAYKT, KOUTO Ca CBEICHU
JI0 HEHMHOTO BHHMAaHHE, 14 CE BBHBEXKIAT
He3a0aBHO B eBporeiickara 0aza JaHHU,
IO KOSITO, B CHOTBETCTBHE C uileH 11,
naparpa¢p 1, w®mar JOCTBII  camo
KOMIIETEHTHUTE OpraHd Ha Ibp>KaBHUTE-
yjieHkn, Arennusara 1 Komucusra.

0) AreHIuUsATa MPEIOCTaBsi ChOOIIeHATa OT
HACHPYUTEIIS uHpOpMaIHS Ha

KOMIICTCHTHUTC opraHu Ha
ABPIKABUTC-YJICHKU.

Ynen 18
Hacoku 3a poxkJjaagure

Komucusra, karo ce
AreHuusiTa, b KaBUTE-UJICHKU U
3aMHTEPECOBAaHUTE  CTPAaHW, HU3TOTBSI U
myOJIMKyBa NOAPOOHN HACOKH 332 CbOMpPAHETO,
IpoBepKaTa M MPEACTaBsIHETO Ha JOKJIaau 3a
HEXENaHO  ChOMTHE/peakius, KaKTO U
yCIOBHATA W peAa 3a JIeKOAUpaHe 3a
HEOYaKBaHU CEPHO3HHU HEXKEJaH! PeaKIHH.

KOHCYNITHpa C

Ynen 19
OO0mm pasnopendu
Hacrosimara TPEKTHBA HE 3acsira

rpaXkJlaHCKaTa ¥ HaKa3aTelHa OTTOBOPHOCT Ha
HACHPYMTENSI WM Ha M3CIIEA0BaTeNsA. 3a Ta3u
e, HACHPYUTEIIST 1580071 3aKOHHUAT
MPEJICTAaBUTENl Ha HACHPUUTENS TPsAOBA Ja €
yctaHoBeH B OOmHOCTTA.

OnuTHUTE JIEKAPCTBEHW NPOAYKTH U, IO
1eJ1eCh00Pa3HOCT, W3IM0JI3BAHNUTE 3a
IIPWIAraHETO MM YCTPOMCTBA CE€ IPEIOCTABAT
0e3IIaTHO OT HAChbpUMTENs, OCBEH aKo
JbpKABUTE-WICHKH HE ca ONPEACTUIN TOYHU
yCIIOBUSA, TMPWIOKHUMH B  U3KIIOUUTEITHU
CIIy4au.

I[’bp)KaBI/ITe-‘IJ'IeHKI/I YBCAOMABAT Komucwusita
3a yCJIOBUATA, KOUTO ouxa OIIpCACIINIIN.

Ynen 20

IIpuBexnaHe B CbOTBETCTBHE ¢ HAYYHO-
TeXHUYECKHUsI Mporpec



Hactosimiata nupekTHBa Cce€ TpHBEXKIA B
CHOTBETCTBHE c HAYYHO-TEXHUYECKHUS
MpOrpec, ChINIACHO MPOLIeAypaTa, BU3UpaHa B
uiieH 21, maparpad 2.

Ynen 21
Komurer

1. Komucusara ce moamomara ot IlocTtossHeH
KOMUTET MO JIGKQpCTBEHH MPOJIYKTH 3a
XyMaHHa ynotpeda, Cb3/1aJIeH ChIJIACHO YJIEH
26 ot HupextuBa 75/318/EMO (mo-momy
Hapu4aH KOMUTET).

2. B cimyuaunTte, Korato ce npasu IpenpaliaHe
KbM HacTosus naparpad, wieHoe S u 7 oT
Pemenne 1999/468/EO ce mnpumarar mnpu
Cra3BaHe Ha pasnopenduTe Ha wWieH 8 oT
CBILOTO.

[TepuonbT, IpenBuaeH B wieH S, maparpad 6
ot Pemenne 1999/468/EO, ce ompenmenst Ha
TpH Mecera.

3. KomurerpT mnpueMa CBOM mOpolLeaypeH
MPaBUITHHK .

Ynen 22

IIpunarane
1. JnpxaBuTe-4IeHKH npuemar u
nyonukyBar mnpenn 1 wmai 2003 T
3aKOHOBHTE, M10JI3aKOHOBHTE u
aJIMMHUCTPAaTUBHUTE pasnopenodu,

HEOOXOAMMHM 3a CIa3BaHe Ha HacToslara
mupekTrBa. Te He3a0aBHO yBeIOMSBAT 3a
ToBa KoMmucusra.

Te npunarar Te3u pasnopeaoH, CYUTaHO Haki-
KbCHO OoT 1 maii 2004 r.

Koraro nabpxaBuTe-uleHKH mMOpueMaT Te3u
pasmopenowu, IOCJIE JTHUTE ChABPKAT

M030BaBaHE Ha HACTOSIIATAa JTUPEKTUBA WIIU
TO Cc€ W3BBpUIBA MPH OQPUIHATHOTO UM
nyOiuKyBaHe. YCIOBHSTa M PeIbT Ha TOBa
M030BaBaHE C€ OMNpEeAeNAT OT Ibp)KaBUTE-
YJICHKH.

2. JIbpXaBUTE-4WICHKHM  MPEJACTaBiIT  Ha
Komucusita Tekcta Ha OCHOBHUTE pasnopenou
OT BBTPEIIHOTO IMPaBO, KOUTO T€ IMpHUEMaT B
o0acrra, ypeJeHa ¢ HacTosIIaTa JUPEKTUBA.

Ynen 23

Bausane B cuiia

Hacrosimara nupextuBa Bin3a B CHJIa OT JACHS
Ha HeWHOTO myOnukyBane B Odguyuanen
secmuux Ha Egponetickume obwHocmu.

Ynen 24

Anpecatu

Anpecatd Ha HacTosIaTa JTUPEKTHBA ca

ABPKABUTC-UJICHKU.

CncraBeno B JlrokcemOypr Ha 4 ampun 2001
TOJIMHA.

3a Eeponetickus napramenm:
3a Cveema:

IIpeoceoamen
IIpeoceoamen

N. FONTAINE
B. ROSENGREN




