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To3u 10KyMeHT e cpeicTBO 3a JOKYMEHTHPaHe U He 00BbP3Ba MHCTHTYLHHTE

>B JAUPEKTHUBA 2001/20/EO HA EBPOIIEVICKUS TAPJIAMEHT U HA CHBETA
oT 4 anpua 2001 roguna

OTHOCHO CO/IMKAaBAaHE HA 3aKOHOBMTE, IOJ3aKOHOBHMTE M aJIMHHHCTPATHBHUTE pasnopeadu Ha
AbP:KABUTE-YJIeHKH OTHOCHO NPHJIATAHETO HAa J0o0paTa KJIMHMYHA NPAKTHKA IPH NPOBEKIAHETO
HA K/JIMHUYHU M3NUTBAHMS HA JIEKAPCTBEHHM NPOAYKTH 3a XyMaHHa ynorpeda

(OB L 121, 1.5.2001 r., ctp. 34)

W3menena ¢

OdurmaneH BECTHHK

No  crpanuna Jara
»M1  Permament (EO) Ne 1901/2006 na EBpomefickus mapmameHT n Ha L 378 1 27.12.2006 r.
CsBera or 12 nexemspu 2006 roauHa
»M2  Pernament (EO) Ne 596/2009 na Esponeiickus napiaament u Ha Ceera L 188 14 18.7.2009 r.

ot 18 ronu 2009 roauna
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JAPEKTUBA 2001/20/EO HA EBPOINEWCKHS MAPJJAMEHT
N HA CBBETA

ot 4 anpua 2001 roauna

OTHOCHO  COJM)KABaHe HA  3aKOHOBUTE, MOJ3aKOHOBHTE U

AIMAHHCTPATHBHHUTE Pa3MopeadH Ha IbPKABUTE-YJE€HKH OTHOCHO

npuwiaraHero  Ha  jo0pata  KJIMHMYHA  NPAKTHKA  NPH

NPOBEKIAHETO HA KIMHHYHU H3NHTBAHUS HAa JIEKAPCTBEHH
MPOIYKTH 3a XyMaHHa ymnoTpe6a

EBPOIEMCKUAT TIAPJAMEHT M CBBETHT HA EBPOIIENMCKHUSA
CBIO3,

kato B3exa mpensun JloroBopa 3a chw3maBaHero Ha EBpomneiickata
OOIIHOCT, W TO-CIICIHAIHO WieH 95 oT Hero,

KaTo B3exa IpeaBuj npemioxkernero Ha Komucusra (1),

KaTo B3€Xa IPEIBUJ CTAHOBUIIETO Ha WKOHOMUYECKHS U COIMAICH
Komurer (2),

B CHOTBETCTBHE C IMpoleypaTa, Busupana B wien 251 ot Jlorosopa (3),

KaTo MMatT npeaBun, 4e:

(1)  JupextuBa 65/65/EMO na CwbBera oT 26 suyapu 1965 r. 3a
cOmmKaBaHe Ha 3aKOHOBHUTE, MO/3aKOHOBUTEC U aJMHUHHCTpa-
THBHHUTE paslopes0u 3a JICKapCTBCHUTE NPOAYKTH (), M3MCKBa
3as{BJICHUATA 32 pa3pelIMTENHO 3a I[yCKaHe Ha I[a3apa Ha
JICKApCTBCH TIPOAYKT Jia Ce MpPUAPY’XKaBaT OT [OCHE, KOETO
ChABbpKA CBEICHHMATA W JIOKYMEHTHTE 3a pE3yITAaTUTE OT
TECTOBETC M KIMHHYHUTE HM3IHUTBAHMS, M3BBPIICHU C MPOLYKTa.
Jupexrusa 75/318/EMO na CwBera ot 20 mait 1975 r. 3a cOmm-
’KaBaHe Ha 3aKOHOJATEICTBOTO HA JbP)KABUTE-YICHKH OTHOCHO
AQHAMTHYHATE,  (PAPMAKOTOKCUKOJOTHYHUTE ¥  KIMHUYIHHUTE
CTQHIAPTH U MPOTOKONM BHB BPH3Ka C H3MUTBAHETO HA JICKap-
CTBEHHU TIPOAYKTH (°) OIpeessi CMHHN TPaBUIia 38 ChCTABSHETO
Ha JIocHeTaTa, KaKTo M 3a TAXHOTO TPEICTaBsHE.

) [Tpu3HaTHTE OCHOBHM NPHUHIIMIIK 32 MPOBEXIAHETO HA KIMHUYHU
M3MUTBAHUS BBPXY XOpa Cé OCHOBaBaT Ha 3alluTaTa Ha IpaBaTa
Ha YOBEKAa M YOBEUIKOTO JIOCTOWHCTBO O OTHOILICHHE Ha IPHIIO-
JKEHHETO Ha OWOJIOTHSTa M MEIUIMHATA, KaKTO € OTPa3eHo,
Hanpumep, B Jleknapanusara oT XeN3WHKM B HEHHATa pemakuus
ot 1996 r. 3ammTara Ha YYaCTHULIUTE B KIMHUYHO WU3MHUTBAHE CE
OCHUTYpsiBa 4Ype3 OlLIEHKa Ha pPHUCKa, OCHOBABallla CE Ha pe3yl-
TaTUTE OT TOKCHKOJOTMYHHTE W3MUTBAHUS TPEIH  BCSIKO
KIMHUYHO W3MHTBAaHE, Ype3 KOHTPON, OCBHIIECTBSBAH OT
KOMHCHUUTE [0 €THKa W OT KOMIIETEHTHUTE OpraHu Ha
JIbpKABUTE-WICHKH, W 4Ype3 IpaBujaTa 3a 3allluTa Ha JIMYHUTE
JTaHHU.

(') OB C 306, 8.10.1997 r., c1p. 9 1

OB C 161, 8.6.1999 r., ctp. 5.

(3 OB C 95, 30.3.1998 r., ctp. 1.

(®) Cranosuue na Esporneiickust napnament ot 17 Hoemspu 1998 r. (OB C 379,
7.12.1998 r., ctp. 27). O6ma nozumms Ha CuBera ot 20 rom 2000 r. (OB C
300, 20.10.2000 r., crtp. 32) u Pemenne nHa EBpomeiickus mapiaamMeHT OT
12 nexemBpu 2000 r. Pemienne Ha ChBera ot 26 despyapu 2001 r.

(*) OB 22, 9.2.1965 r., ctp. 1/65. lupeKTrBa, MOCIEIHO U3MEHEHA ¢ JIUpeKTHBa
93/39/EMO na Csera (OB L 214, 24.8.1993 r., ctp. 22).

(®) OB L 147, 9.6.1975 r., ctp. 1. JlupektrBa, MOCICIHO M3MEHEHA ¢ JIMpeKTHBa
1999/83/EO na Kommucusara (OB L 243, 15.9.1999 r., ctp. 9).
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(3) TpsbBa ocobeHO aa ce 3aKpWIIT JHIATa, KOUTO HE ca Jeec-
MOCOOHM Ja Jajar 3aKoHOBO ChIVIACHE, 3a Ja ydYacTBaT B
KJIMHUYHA ONMUTH. J[bpKaBUTE-YICHKH TPsAOBa Ja TMOCTAHOBST
mpaBWia 3a Tasd IeJ. TakWBa JMila HE MOrat jga ObaaT
BKJIFOYBAHU B KIMHUYHU H3MUTBAHUS, aKO CBIIUTE Ppe3yJITaTh
Morat ja ObJaT MOJydYeHH, KaTo ce HW3MOJ3BaT JIMIa, KOUTO ca
neecriocoOHM 1a manar ceriacuero cu. OOMKHOBEHO TE3W JIMIA
TpsOBa Ja y4acTBaT B KIMHUYHU M3IUTBAHMS CaMO KOTaTto MMa
OCHOBaHMs Ja C€ OvYakBa, 4e IPUIaraHeTO Ha JIEKapCTBEHUS
MPOMYKT OM OCHUTYPHJIO Ha MAlMeHTa TMpsKa Moj3a, KOSATO € IMo-
rojasMa OT PHCKOBeTe. BbIpekn TOBa, € HEOOXOAMMO 1a ce
MPOBEXIAT KIMHUYHHA W3MHUTBAHUS C YYaCTHETO Ha Jiela ¢ el
Jla ce MoJ00pH CHIECTBYBAIIOTO 3a TsX JieueHue. Jlemnarta mpea-
CTaBISIBAT ySI3BUMO HACEIICHHE, Pa3MYaBalld CE OT BH3PACTHHUTE
[0 OTHOILICHHE Ha TIXHOTO (DU3HOJOTHYHO U TCHXOJOTHYHO
pa3BHUTHE, KOETO ONpeneisl BaKHOCTTA HA H3CIICABAHMATA,
CBBP3aHU C BB3pACTTa W PA3BUTHETO, B TiIXHa moi3a. Jlekap-
CTBEHHWTE MPOIYKTH 3a Jella, BKJIIOYNTETHO BaKCHHHTE, TPsOBa
Jla ca HAyYHO TECTBaHW Tpeay Ja ObJaT IMUPOKO HW3IOJI3BaHH.
ToBa MOKe J]a ce MOCTUTHE CaMO KaTo ce rapaHThpa, 4e JeKap-
CTBEHM MPOIYKTH, KOWTO MOTAT Ja MMaT 3HAYNTETHA KIHHHYHA
CTOMHOCT 3a Jelara, ca W3IUIo m3ciaensanu. HeoOxomumure 3a
Tasu I1ed KIMHUYHA WM3MUTBAHHWS CJeBa Ja Ce MPOBEXIaT B
YCIOBUSI, TPH KOUTO C€ OCHTYpsiBa OINTHMallHa 3alluTa Ha
qrara. CremoBartesiHo, TpsiOBa Ja ce ONMpeaesaT KPUTEPUHTE 3a
3alIMTa Ha Jerara 1Mo BpeMe Ha KIMHUYHH H3MUTBaHMUS.

4) Ilpu ciyuaute Ha JMIa, KOUTO HE ca CHOCOOHM Ja jAanaT
CBITIACHETO CH, KaKBMTO Ca JHIaTa C JEMEHIHs, IalUeHTH,
[IOJUIOKEH! Ha ICUXHATPUYHO JIEYEHUE, U JIPYTH, BKIIOYBAHETO
UM B KIMHHYHM H3MUTBAHUs clefBa Aa ObJe Ha oIe Io-orpa-
HU4YEHa OCHOBA. JIekapcTBEHUTE NMPOAYKTH 3a M3MUTBAHE MOrar
Jla ce Ipujarar Ha TaKWBa OTHEIHH JIMI@, CaMO KOraro HMa
OCHOBaHHUs Jla ce IpeArojara, 4e IpsKaTa I0J3a 3a IalueHTa
npesuinaBa puckosere. Hemo moseye, B TakuBa Cilyyau,
JAZICHOTO B CBHTPYJHHUYECTBO C JIEKyBAlllMsA JIEKap ITMCMEHO
ChITIacHe Ha 3aKOHHHs MPEICTaBUTEN Ha MAlUeHTa € He0OX0AUMO
Npear y4acTHETO BBB BCAKO TaKOBA KIMHUYHO M3MHUTBAHE.

(5)  TloHsATHeTO 3aKOHEH MpeICTaBUTEN Iperpalia KbM ACHCTBAIOTO
HAaIlMOHAJIHO IIpaBO M  CJEJOBAaTeHO MOXKE Jla BKIIOYBa
(u3MUecko WM FOPUIUYECKO JIUIE, OpraH W/WIM CTPYKTYpa,
MIPEIBUICHU TI0 HAI[MOHAIHOTO IPaBo.

(6) 3a ma ce TOCTUTHE ONTHUMAallHA 3allUTa Ha 37paBeTO, HE Ce
MPOBEXAAT OCTapeM WIM [OBTapsAllld C€ W3NUTBAHUS B
OOmHOCTTa WIM B TPETH CTPAHU; CIEJAOBATEIHO XapMOHH3H-
paHeTO Ha TEXHWYECKUTE M3MCKBaHUS 3a pa3paboTkKara Ha JieKap-
CTBEHHU IPOAYKTH CIEABA Ja C€ U3BBPIIBA B MOAXOIAIM PAMKH,
B YAaCTHOCT B paMKuTe Ha MexayHapoaHaTa KoH(epeHIus 3a
XapMOHM3ALINSL.

(7)  JlexapcTBeHUTE NPOMYKTH, KOUTO IONAAAT B IPUIOKHOTO II0JIE
Ha YacT A ot nmpuioxenuero kbM Permament (EMO) Ne 2309/93
Ha CswBera or 22 romu 1993 TI. OTHOCHO YCTaHOBSIBAHE Ha
npoueaypu Ha OOIIHOCTTa 3a pa3pelluTesHO U HaOIIoJeHue Ha
JIEKapCTBEHU TPOIYKTH 3a XyMaHHa yrmoTrpebda W 3a BeTepHHApHA
ynorpeba U 3a ch3faBaHe Ha EBpomeiicka areHuus 3a oleHKa Ha
JeKapcTBeHuTe MpoayKTH (1), KOMTO BKIIFOYBAT MPOIYKTH, MPE/-
Ha3HAa4YeHW 33 TCHHA W KJIEThYHA Tepamnus, TPsAOBa 3aJbIKUTEIHO,
C omiel M3AaBaHE Ha Pa3peIIMTENHO 3a IyCKaHe Ha Ias3apa OT
Komucwusta, na momrexaT Ha IpelBapUTelHA HaydHa OIEHKA,
ocurypeHa oT EBpomnelickara areHuuss 3a OLGHKAa Ha JeKap-
CTBEHUTE TMPOAYKTH, TO-A0NYy HapuyaHa ,, AreHiusaTa”, cbC
cpaeiictBuero Ha Kommrera 3a IaTeHTOBAHHWTE JIEKApCTBEHH

(') OB L 214, 24.8.1993 r., ctp. 1. Permamentst, n3menex ¢ Permament (EO)
Ne 649/98 na Komucusra (OB L 88, 24.3.1998 r., ctp. 7).



2001L.0020 — BG — 07.08.2009 — 002.001 — 4

®)

&)

(10)
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(12)

(13)

(14

MIPOAYKTH; MO0 BpeMe Ha Ta3M OIIEHKA MOCOYCHHUSAT KOMHUTET MOXKE
Jla M3MCKBA ITbJIHA WHOpMANuUs 3a pe3ysNTaTHTe OT KIMHUYHHUTE
U3IMTBAHUS, Bb3 OCHOBA HA KOMTO CE€ HCKa 3asBJIEHHE 3a pa3pe-
LIMTEJIHO 3a IyCKaHEe Ha Ias3apa M, BIOCJIEJCTBUE, 3a Ha4MHA, 10
KOHTO ca NpOBEJICHUW TE3M HW3MHUTBAHUS, KAaTO CHUIMAT KOMUTET
MOXE JOpH Ja IOUCKa OT 3asBUTEIsI Ha IIOCOYEHOTO paspe-
LIMTEJIHO J1a TIPOBEZE JOMBIHUTEIHM KIMHUYHU W3MUTBAHUSA;
[OpaJy TOBA CIEJBa Ja Ce MPEABUAAT pa3nopenOH, MO3BOIIBAILU
Ha AreHIusTa Ja MpHUTEeKaBa ITbIHATA WHOOPMAIMS 32 TPOBEXK-
JJAHETO Ha KIMHAYHO W3NUTBAaHE Ha TaKWBa JICKAPCTBEHH
MIPOAYKTH.

QopMyIHpaHETO Ha CIWHHO CTAHOBHIIE 3a BCsKA 3aUHTEpe-
COBaHA [IbPIKABA-WICHKA HAMAJsBa CPOKA 10 HAYAIOTO HA M3IIH-
TBaHeTO, 03 Ja ce 3acTpamaBa OJArOCHCTOSIHHETO Ha ydac-
THHIMTE B HM3IHMTBAHETO, HUTO Ja CE M3KIOYBA BB3MOXKHOCTTA
3a OTKa3 OT M3MUTBAHETO B CIEIM(UYHH OOCKTH.

JbprKaBUTE-YICHKH, B KOUTO C€ MIPOBEXKA KINHUYHO U3IHUTBAHE,
clieBa Ja pasnoylaraT ¢ HMHGOpPMAnMsA 3a ChABPIKAHHUETO,
HAYaloTO M Kpas Ha I[I0COYCHOTO H3IHMTBAaHE, KATO BCHUKH
OCTaHAIM JbPKABU-YICHKA MOTaT Jia pasmojiaraT CbC ChIIata
uH(bOpPMALHUs; OTTYK, CJEABa Ja Ce Ch3JIaJe eBpolelicka OaHka
JlAaHHHA, B KOSTO Ja ce cbOupa Ta3sd HWHPOpPMALUS TPH
HaJJI)KHO CITa3BaHE Ha IpaBHJIaTa 3a MOBEPHTEIHOCT.

KiMHUYHUTE W3MUTBAHUS TPENCTABIABAT CIOXKHA OIMEpAIys, 10
HAYago0 C MPOABDKATETHOCT HAJ €IHa WM MOBEYe TOJMHH, Hai-
4eCcTO BKITIOYBAIA MHOTOOPOWHHM YYACTHWIM W PEIHIa HW3IH-
TBaTEIHM MeECTa, KOWUTO YeCTO Ca pa3lpbCHATH B peauia
IbpKaBH-wieHKH. ChIecTByBamara TpaKTUKa Ha JTbpiKaBUTeE-
YICHKH C€ pa3iiyaBa dYyBCTBHTENHO M0 C€ OTHAcsS 10
YCIOBHUSITAa W pela 3a Havalo W TPOBEKIAHE Ha KIMHUYHHTE
M3MHUTBAHUS M MO Ce OTHACS N0 TBBPJIE NMPOMEHJIMBATA CTEIECH
Ha HEOOXOJMMHUTE M3UCKBAHHS 32 YCIENTHOTO MM IMPOBEXIaHE U
OTTYK NpOM3THYAT 3a0aBSIHUS M YCIOXKHEHHUS, KOUTO BPEISIT Ha
e(eKTUBHOTO MM TMPOBEXIaHE Ha OOIIHOCTHA TepUTOpHs. B
pe3yITar, HeoOXOAUMO € Ja Ce OMPOCTAT M XapMOHU3UPAT aJMH-
HUCTPATUBHHUTE Pa3MoOpeNOM 3a TE3U H3MUTBAHHS IMOCPEIACTBOM
sICHA W Mpo3padvHa MpoIleaypa W Ch3JIABAHETO Ha ONArompUsATHH
ycnoBusl 32 e(EeKTUBHOTO KOOPIMHUpPAHE HA Te3W KIMHUIHU
M3IUTBAHUSL OT ChOTBETHHUTE OopraHu B OOIIHOCTTA.

ITo mpaBUJIO Pa3peIIUTEIHOTO CiIeABa 1a ObJe MBIYAIMBO, T.C. B
ciydail Ha monokuteneH BoT B Komurera mo ertwka W Ha Jurica
Ha BB3pPAXKEHHE OT CTpaHa HA KOMIIETCHTHHUS OpPraH 10 W3TH-
YaHETO Ha OIpENeNCH CPOK, KIMHUYHUTE M3MUTBAHUs CIIE/BA Ja
MOTaT Jia 3armoyHar. M3pHYHO MHCMEHO Pa3pelIuTesTHO BCe Mak
clieqBa J1a ¢ HCOOXOAUMO B M3KJIFOUYUTEIHH CIIy4au, MOPaKIAALIH
0COOEHO CIIOXKHH TPOOIIEMH.

[MpuHunnuTe Ha HoOpaTa MPOM3BOACTBEHA NMpaKTHUKa CIeIBa Jia
ce Tmpuiarar 3a ONUTHUTE JIGKAPCTBEHH MPOYKTH.

CrieruaimHu  pa3nopeq0u cliejiBa Ja ce TNPEIBUAAT 33 CTUKETH-
paHeTo Ha Te3W JICKApCTBEHU IMPOIYKTH.

HeTbproBckr KIMHWYHHA W3NHUTBAHUS, MPOBEKIAHH OT H3CIENO-
BaTenu 0Oe3 ydwacTHeTo Ha (apMaleBTUYHATa MPOMUIIIICHOCT,
Morar jga ObJaT OT rojsMa I0oji3a 3a CHOTBETHHTE ITal[HEHTH.
ITopamu ToBa JWpEKTHBATa CJEABAa Ja B3EME MPEIBHI
CIELUATHOTO TOJIOKEHHE HAa W3MHUTBAHUSTA, YUETO IUIaHUpaHe
HC M3UCKBA CICNHAJCH IIPOM3BOJCTBEH WM  ONAKOBHYCH
MpOLIEC, aKO Te3W H3MUTBAHHUSA Ce IPOBEXKIAT C JICKAPCTBEHHU
HPOAYKTH C Pa3peIlNTeNIHO 3a ITyCKaHe Ha I1a3apa M0 CMHCHIA
Ha JupextuBa 65/65/EVIO, npou3BeACHU WM BHECEHH B CHOT-
BeTcTBHE ¢ paszmopenoute Ha JwupekrmBa 75/319/EMO um Ha
Jupextua 91/356/EMIO, ¥ OCBHIIECTBEHH BBPXY MAIUEHTH ChC
CBUIUTE XapaKTePHCTHKNA KaTo Te3H, KOUTO ca OOXBaHATH OT
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0003HAaYEHNETO, TIOCOYCHO B PA3PELINTENIHOTO 3a IIyCKaHEe Ha
nazapa. ETHKeTMpaHeTO Ha ONWTHUTE JIEKapCTBEHM MPOIYKTH,
MpeTHA3HAYeHN 3a M3MHTBAaHMS OT TOBA €CTECTBO, OM TPsiOBaio
Jia € IpeaMeT Ha ONPOCTEHH pPAa3MOpeidH, NMpPHETH B PBHKOBOJ-
CTBOTO 3a J00pa MPOM3BOACTBCHA MPAKTHKA 32 ONUTHHUTE JIEKap-
cTBeHM npoayktu u B Jupektusa 91/356/ENO.

(15) TIpoBepkara Ha CHOTBETCTBHETO C J00paTa KIMHUYHA MPAKTUKA U
KOHTPOJBT Ha JaHHUTE, HH(POpPMALUATA U JOKYMEHTHTE C OTJIe]
Jla ce IOTBbpAM, Y€ Ca MPABWIHO IIONYYEHH, 3allUCaHd U
JIOKJIaJIBAaHH, ca HEOOXOJHMMH, 33 Ja ce 0OOCHOBE y4acTHETO Ha
YOBEUIKM ChHIIECTBA B KIMHUYHUTE OIMTH.

(16) YuacTHUIMTE B HM3MHTBaHE TPsOBAa Jla ca CHIVIACHM, Y€ OTHA-
CAIIMTE Ce 3a TAX JIMYHU JIaHHH I1e OBbJaT MpOydYeHH IO BpeMe
Ha MIPOBEPKUTE OT KOMIIETEHTHUTE OpPraHu U OT HAJIEKHO YIIbJI-
HOMOIIIEHUTE JMLa, IIPH YCJIOBHE Y€ TE3W JUYHU JaHHH C€
pasriiexaar Kato CTporo IOBEPUTENHM M HSAMA Ja Ce HampaBsiT
MyOJIMYHO JOCTOSTHHE.

(17)  Hacrosmata qupekTuBa ce npuiara, 6e3 a ce HapyllaBaT pasIo-
penoure Ha [dupektuBa 95/46/EMO Ha EBpomelickusi mapiaMeHT
n Ha CbBeta oT 24 oktoMmBpH 1995 T. 3a 3ammuTa Ha (U3MUECKHUTE
JIUna npu oOpaboTkara Ha JIMYHM JIaHHM W 32 CBOOOJHOTO
JIBIDKEHHE Ha TakuBa maHuam (1).

(18) HeoOxoamumo e ChIIo Ja ce MPEIBHIN HAOIIOICHNES HA HEXKEIaH!
edeKTH, HaCTBIIBAIIM II0 BpeME Ha KIMHUYHHTE MH3IUTBAaHMS,
MOCPENICTBOM OOIIHOCTHH TPOIEeRypH 3a Habmonenue (hapmaxo-
JIOTHYHA OJUTENIHOCT), C OIJIeJ Ja Ce TapaHTHpa He3abaBHOTO
HpeKpaTsiBaHe Ha BCSKO KIMHUYHO H3IHMTBAHE, KOETO ChIbpPXKa
HETIPUEMJTHBO HUBO Ha PHCK.

(19) Cnensa za ce mpuemMar HEOOXOAMMHUTE MEPKH 3a TPUJIATaHETO Ha
HACTOSIIATA JUPEKTHBa B choTBeTcTBHE ¢ Pemenne 1999/468/EO
Ha CwBera or 28 oHU 1999 r. 3a ycTaHOBsSIBAHE Ha YCIIOBUSTA U
pema 3a yHOpaXHABAaHE HA U3IIBIHUTCIHHATE IIPABOMOIIHS,
BB3OkeHH Ha Komucusita (%),

ITPUEXA HACTOSIIATA JUPEKTHUBA:

Ynen 1

[Ipusoxkno mose

1.  Hacrosmata ampexTHBa YCTAaHOBABA CHEHU(HYHM pa3nopendu
OTHOCHO IPOBEXKIAHETO HAa KIMHUYHM U3IUTBAHUS, BKIIOUUTEIHO
MHOTOIIEHTPOBU H3MUTBAHUS BBPXY XOpa M BKIOUBAIIN JI€KapCTBEHU
IpOAyKTH, ompefeneHn B wieH | ot JupextmBa 65/65/EHO, B
YaCTHOCT BbB Bpb3Ka C MPUJIAraHeTo Ha JoOpara KIMHUYHA IpPaKTHKa.
Hacrosimata aupekTBa HE ce MpHiIara 3a HEMHTEPBEHIIMOHHU MH3IIH-
TBaHUSL.

2. Jlobparta KIMHMYHA MPAKTHUKA CHCTABIISIBA CHBKYITHOCT OT MEXKIY-
HAPOJHO MPHU3HATH €TUYHU M HAYYHH W3MCKBAHHS 32 KAuyeCTBO, KOMTO
TpsiOBa J]a ce CrasBaT NpHU IUTAHUPAHETO, IPOBEIKIAHETO, OTYUTAHETO U
JIOKJI/IBAHETO Ha KIMHUYHHM H3MHMTBAHUs, KOMTO BKIJIIOYBAT YYacTHETO
Ha xopa. CpoOpa3siBaHEeTO ¢ Ta3u Jo0pa MPaKTHKA IapaHTHUpa 3alurara
Ha mpaBara, 0E30I1aCHOCTTa M OJAaroChCTOSIHMETO HA YYACTHHIUTE B
KIMHAYHHUTE W3IUTBAHUA, KaKTO M HAACKTHOCTTA Ha PE3YJNTATHTE OT
KIMHUYHUTE OIHTH.

3. KommucusTta nmpuema NPHHIMUIIUTE, CBBP3aHU C 00paTa KIMHUYIHA
MPaKTHKa, ¥ MOJPOOHHUTE MPaBWIIa B CHOTBETCTBUE C TE3H MPUHIAIH U

(') OB L 281, 23.11.1995 ., ctp. 31.
() OB L 184, 17.7.1999 r., ctp. 23.
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IpU  HEOOXOAMMOCT TpepasmIekaa Te3d MPUHLUOM M HOAPOOHU
[paBUila, 3a [a Ce OT4eTe TEXHUUYECKUAT U HaydeH Iporpec. Tesu
MEpKHU, MpPEIHA3HAYEHH Ja M3MEHAT HECBIIECTBEHU €JIEMEHTU Ha
HacTosIlaTa JUPEKTHUBA, CE IPUEMAT B CHOTBETCTBHE C IpOLEAypara
[0 peryiaupaHe ¢ KOHTPOJ, MOCOYeHA B wieH 21, maparpad 3.

Te3u MNpUHOUIIN U HOZ[p06HI/I npaBujIa ce Hy6.]'II/IKyBaT ot Komucusra.

4.  BCHYKM KIMHUYHU W3NUTBaHUS, BKIFOYMUTEIHO W3CIICABAHUATA 32
OMOHAMYHOCT M OMOEKBHBAIEHTHOCT, C€ MPOEKTHPAT, MPOBEXKIAT M
JIOKJIIBAT B CHOTBETCTBHE C MPHHLUINTE Ha Jo0para KIMHAYHA
MIPAaKTHKA.

Ynen 2

Onpenenennst

Ilo cmuckna Ha HacTosAlmaTa AUPCKTUBA:

a) ,,KIMHUYHO HW3MHUTBaHE ! BCAKO MPOy4YBaHE TPH YOBEKa, MPEIHA3-
HA4YCHO [a CE OTKPHAT WM IIPOBEPAT KIMHUYHHTE, (hapMakoso-
THYHHATE W/WIK JApyrd (apMakoJIUHAMHYHA e(EeKTH Ha €JUH WU
[OBEYE H3MUTBAHU JICKAPCTBCHH IPOJAYKTH W/MIM JIa C€ ONPEACIIST
BCHYKH HEXEJTaHH PEaKkluy KbM €JMH WU MOBeue U3IHUTBAHU JIeKap-
CTBEHH MNPOIYKTH W/WIM Ja ce u3cieaBa abcopOuusrta, pasmpeje-
JICHHETO, MeTabonm3Ma W eKCKpeuusitTa Ha €IWH WM II0BeYe
M3IHUTBAHU JICKAPCTBEHU MPOJIYKTH C IeN Jia Ce YCTAHOBM TSIXHATA
0e30macHOCT W/MiK e(PUKaCHOCT.

ToBa BKIIIOUBA KIIMHUYHU H3NUTBaHUA, IMIPOBEXKIAHN HA €THO MACTO
WM Ha HAKOJIKO MECTa, B €IHAa WJIM IOBCYUC AbPIKaBU-UYJICHKU,

0) ,,MHOTOILICHTPOBO KIIMHMUYHO W3MHUTBAHE ! KIMHUYHO W3IUTBAHE,
MPOBENICHO CBITIACHO €AWH W CBHII MPOTOKOJ, HA IOBEYE OT €THO
MSCTO W TIOpaJy TOBAa OT IIOBEYE OT €JIWH H3CIIe/IOBaTeN, Karo
MecTaTa Ha HM3MUTBAHETO MOraT Jla Cé HaMUpaT B €IHa IbpiKaBa-
4YJICHKA, B HIKOJIKO JbPKaBU-WICHKH W/WIH B JbPIKABU-WICHKA H B
TPETH CTpPaHU;

B) ,,HEMHTEPBEHIIMOHHO M3MUTBaHE ! MpOy4YBaHe, INpPU KOETO JieKap-
CTBEHHUST NMPOAYKT(H) ce mpennucBa(T) mo oOUYaiHus Ha4uH B ChOT-
BETCTBHE C YCIOBHATA, ONPENENICHN B PAa3pELIMTETIHOTO 3a ITyCKaHe
Ha nasapa. Ha3zHauaBaHeTo Ha TepareBTHYHA CTpATervs Ha MalleHTa
HE ce OIpeeNs MNpeiBapUTENHO dYpe3 NPOTOKOT 3a M3MHUTBAHE, a
momaga B TEKyllara NpakTHKa W PEIICHHETO 3a MpeNIHCBaHe Ha
JIEKapCTBOTO € SICHO PasrpaHUYEHO OT PEIICHHETO Jla €€ BKIIIOYU
ManMeHTa B H3cienBaHeTo. [lo OTHONIEHWE Ha MAalMEHTUTE He
TpsIOBa Jia ce MpuiaraT HUKAaKBU JIOMBIHUTEIHHN MPOLEIYPH 32 JIHar-
HOCTHKA WM HaOJMIOJCHHE M eMHJIEMHOJIOTHYHHTE METOAU Ce
M3M0JI3BaT 32 aHAIU3 Ha CHOpaHWTE JIaHHH;

T) ,,M3MUTBaH JIEKAPCTBEH MPOJIYKT™: (apManeBTHYHA (opMa Ha
aKTUBHO BEIIECTBO MIHM ILTane0o, KOETO ce HM3IHUTBA MM H3IIOI3BA
KaTO CPaBHEHUE B KIMHUYHO M3MUTBAHE, BKIIOYUTEIHO MPOMYKTUTE,
32 KOMTO MMa Be€Ye Da3pelIMTE]HO 3a IIyCKaHEe Ha Ia3apa, HO
M3IION3BaHN WX (pOpMynHpaHH (IPEICTAaBSHE WM ONAKOBaHE) IO
Ha4yMH, pa3IddeH OT paspelieHata Gopma WM H3IMOJI3BAHU 3a HeEpa-
3pemeHo 0003Ha4YeHHe, MM C OTJe] MONydaBaHEe Ha JOIBIHHATEIHA
nH(bOopManus 3a paspemieHara (opma;

I) ,,HachpuyHTeNn“: (U3NYECKO IHIe, (UpMa, WHCTUTYLHUS WIH Opra-
HH3aIMs, KOSTO OTrOBapsi 3a 3al0YBaHETO, YIPABICHHETO W/IIH
(huHAHCHUpPaHEeTO Ha KIMHUYHOTO H3MUTBAHE,

e) ,,M3CIe/oBaTeN’: JieKap WM JIMIE, YHOpaXHsABalo mpodecus,
o00peHa B [bp)KaBaTa-wiCHKa 3a [EJIATe HAa W3CIICIBAHMUATA
MOpaji HAaydyHWTE IMO3HAHMS M OMUTAa B OOJACTTa HAa TPYKUTE 3a
MAIMEHTH, KOUTO TSl M3UCKBa. M3ciienoBaressiT OTroBaps 3a IPOBEK-
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)

3)

H)

fld
SN

K)

JAHCTO Ha KIMHUYHOTO H3INHUTBAHEC Ha MACTOTO Ha IMPOBEKIAHC Ha
M3MUTBAHETO. AKO Ha MSCTOTO Ha IIPOBECXKIAHC Ha HM3IKUTBAHCTO,
H3CJICABAHETO C€ TIPOBEXKOAAa OT CKUII, H3CICAOBATCIIAIT € PBHKOBO-
JUTCIIAT, KOMTO OTroBaps 3a €KHIla U MOXC Jda C€ Hape€ydec IJIaBCH
HU3CIICA0BATCII;

,,Opolllypa Ha W3CIIeN0BaTeNA: CHBKYIIHOCTTA OT KJIMHUYHHUTE H
HEKJIMHUYHH JaHHW 33 M3MHUTBAHUS JIEKAPCTBEH MPOAYKT(-H), KOHTO
ca OT 3HAUCHHE 3a H3CICIABAHETO HA IPOJYKTAa WIH IPOJIYKTHTE
BBPXY XOpara;

,TIPOTOKOIN: JIOKYMEHT, KOWTO OIKCBa IenTa (LeNuTe), MPOeKTa,
METO/IOJIOTUSTA, CTATHCTHUECKUTE CHOOPAKEHHS W OpraHu3alusTa
HA M3MUTBaHETO. TEpPMUHBT MPOTOKOJ CE OTHACS [0 MPOTOKOJIA,
MOCJIe/(BAITe BEPCHM HA MPOTOKOJA W HM3MEHEHHSTa U JOIBJI-
HEHHSATA HA MPOTOKOJIA,

,,y9aCTHUK': TUIle, KOETO ydYacTBa B KJIMHAYHO H3MUTBaHE, He3a-
BUCUMO JajH T[OJlyyaBa M3MHUTBAHHUA JICKAPCTBEH MPOAYKT, WIIH
CITyKH 3a CBHUJICTE,

LAHQOPMUPAHO ChIJTACHE: pelieHHe, KOeTo TpsOBa mga Obae
MMUCMEHO, JaTUPAaHO U TOJIHMCAaHO, 32 Yy4yacTHe B KJIMHUYHO
M3MUTBAHE, B3€TO HAITBJIHO CBOOOJHO CJIEJl HAIJICKHO YBEIOMSBAHE
OTHOCHO HErOBOTO €CTECTBO, 3HAYMMOCT, IOCJIEJICTBUS U PUCKOBE U
MOJIXO/ISAII0 JIOKYMEHTHPAHO, OT BCSIKO JIMIE, KOETO € CIIOCOOHO Ja
ajae ChIIACHETO CH, WJIM KOraTo JIMIETO HE € CIOCOOHO Ja dane
CBITIACHETO CH — OT HETOBHUS WM HEWHUS 3aKOHEH MpPEeCTaBHUTEN,
aKO CHOTBETHOTO JIMIE HE € B ChCTOSHHE Ja IUIIE, B M3BBHPEIHU
ciy4au, IpeIBUACHNA B HAIIMOHAIHOTO 3aKOHOJATEICTBO, TO MOXKE Ja
JlaZie yCTHO ChITIacHe B MPUCHCTBUETO HAW-MAIKO Ha €IWH CBUICTEN,

. KKOMHUTET 10 eTuka™: He3aBUCHMa CTPYKTypa B IbpiKaBa-wICHKA,
CBCTOSIIIA CE OT CIEeUMATHCTH B 00JacTTa Ha 3/ApaBEOIa3BaHETO U
OT WIEHOBE, KOUTO HE Ca JIEKapy, YUATO OTTOBOPHOCT € Jla 3allluTaBa
IpaBara, 0€3011aCHOCTTa U OJIAroNOIyYHeTO Ha YYAaCTHHLUTE B U3IIHU-
TBAHETO W Jla YBEpH OOLIECTBEHOCTTAa B Ta3M 3allWTa, KaTo, Hapex C
JIPYroTo, U3pa3d CTAaHOBMIIE OTHOCHO IPOTOKOJIA HAa M3IUTBAHETO,
KBaNMM(UKAMATA HA U3CICIOBATEIUTE U CHOTBETCTBUETO HA CHOPH-
JKEHUATA, KAKTO ¥ OTHOCHO METOJUTE U JOKYMEHTUTE, KOUTO ClIe/iBa
Jla ce M3MONI3BaT 3a MH(GOPMUpPAHE HAa YYACTHUIIMTE B M3MUTBAHETO C
orJieN MojyvaBaHe Ha MH(POPMUPAHOTO UM CBIJIACHE;

,,MHCIICKIIUS . JISHCTBUE HAa KOMIIETCHTEH OpraH 3a W3BbpIIBaHE Ha
odumaneH mperies Ha JOKyMEHTH, ChOPBKEHHS, 3aIllHCH, CHCTEMH
32 OCHI'ypsiBaHE Ha KayeCTBOTO M BCAKAaKBU JPYTH PECYpPCH, KOUTO
KOMIIETEHTHUAT OpraH CYHUTa, Y€ C€ OTHACAT JO0 KJINHUYHOTO
M3MUTBAHE W CE€ HaMHUpaT Ha MsCTOTO Ha MPOBEKIAHE HA H3IHU-
TBAaHETO, B TIOMCIICHMUSATA HAa HACBPUMTENS WIH Ha H3CIEI0Ba-
TeJICKaTa OPraHU3alUsA—TIOIU3IBIHNUTEN, W B JAPYTH YUPEKICHUS,
KOUTO KOMIIETEHTHHMAT OpPIraH CUMTa 32 HEOOXOJUMO Jla MHCIEKTHPA;

,HEXKEIIAaHO ChOMTHE: BCSAKAa BpEJHA JICKAPCTBCHA MpOsiBa IpH
MAlMeHT WIM YYaCTHUK B KIMHAYHO HW3MHUTBaHE, JIEKyBaH C
JIKApCTBEH NPOJYKT, KOSTO HE € HEMPEMEHHO CBbp3aHa C TOBa
JIeYCHUE;

,, HEXKECJIaHa peaKHI/IH“Z BCUYKU BPEIAHU U HEOYAaKBAHU OTIOBOPU KbM
H3INUTBAH JICKApCTBCH IPOAYKT, CBBP3aHM C KakBaTo MU Ja €
HasHa4YCHa /1034,

,»CCPHO3HO HEXEIIAHO CHOWTHE WM CEpPHO3HA HEKETaHa PeaKius
BCsIKa BPEIHA JICKAPCTBEHA MPOsiBA MK e(eKT, KOMTO MPU KaKBaTo M
Jla € J03a BOIU JI0 CMBPT, 3acTpallaBa >KUBOTA HA YYaCTHHKA,
M3KCKBA XOCMUTAIU3AIMS WM POJBIDKABaHE HA XOCIHTAIN3ALUATA,
BOJM /IO TpaliHW WM 3HAYUTEIHH YBPEXKIAHHUS IIH HETPYHOCIIO-
COOHOCT MMM ce W3pa3sgBa 4Ype3 BPOJACHH AaHOMAIMH  WJIH
MashopMaluu;
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n) ,,HeOYaKBaHA HEKEJTaHa pPeakius: HeKelaHa pPeakuus, 4YHEeTO
€CTECTBO WM CEpHO3HOCT HE CBHOTBETCTBA HA HH(OpMaNuATa 3a
npoaykTa (HampuMmep, Opollypara Ha M3CIEIOBATENs 3a Hepa3pellcH
M3CNeBaH MPOAYKT WM 0O0OOIIeHHEe Ha XapaKTePUCTUKUTE Ha
paspelieH MpoayKT).

Ynen 3

3ammurTa Ha YUYaCTHUIUTE B KIMHUYHUTE U3NUTBAHUA

1.  Hacrosmara mupekTHBa ce mpuiiara, 0e3 Ja ce 3acsaraT Haiuo-
HaJHUTE DPA3NopeadH 3a 3allliTa Ha YYaCTHUIUTE B KIMHUYHH H3ITH-
TBaHMsI, aKO T€ UMAT TO-TOJISIM 00XBAT OT paslope0nTe Ha HACTOSIIATA
JTUPEKTHBA ¥ ChOTBETCTBAT Ha MPOILEIYPUTE U CPOKOBETE, MPEABHICHH
B HACTOSIIATa AUPEKTHBA. J[bpiKaBUTE-UICHKH ITpHEMAT, JIOKOJIKOTO HE
ca T0 HaIlpaBUJIM BCE OIIE, MOJPOOHHU TpaBHUIia 3a 3alllUTa CPEIly 370Y-
norpeba Ha JMIaTa, KOUTO HE Ca B ChCTOSHHUE Ja Jaaar UH(OPMHPAHO
CBIJIACHE.

2. KiuHu4HO WM3NMTBaHE MOXKe Ja ObJe NPEANpPHETO caMO akKo, B
YaCTHOCT:

a) IpeABUVMHUTE PHCKOBE M HEIOCTaThIM Ca IPETerJieHu CIPSIMO
OuakBaHaTa I0JI32 3a JIMIETO, YYacTBAllO0 B M3IHUTBAHETO U 3a
JNPYTH HACTOSIM ¥ ObJelmM TanueHTH. KIMHWYHO W3NHUTBaHe
MOXeE Ja 3amoyHe, camMo ako KOMHUTETHT MO €THKa HW/WIH KOMIIe-
TEHTHUST OpraH 3aKJIIOYd, Y€ OYaKBAHWTE IMOJ3H IO OTHOIICHHWE Ha
TepanusTa ¥ Ha OOLIECTBEHOTO 3/paBe OIpaB/JaBaT PHCKOBETE U
MOXKe Ja ObJe MNPOJBDKEHO, CaMO aKo CIIa3BaHETO Ha TOBa
M3UCKBaHe ce HaOoaBa M KOHTPOJIMpPA HENPEKbCHATO,

0) IMLETO, ydYacTBAll0 B M3MHUTBAHETO WJIM KOraTo JMLETO HE €
CrocoOHO N1a aje HHGOPMHUPAHO ChITTacHe, HETOBUST 3aKOHEH Tpe-
CTaBUTEN € MMall BB3MOXKHOCTTA, B MPEIBAPUTEICH pPa3roBOp C
W3CIIeNIOBATENs WM C WIEH Ha M3CIEOBATENICKHS EKHMII, Ja pazdepe
[ENTUTE, PUCKOBETE M HEJOCTATHIMTE HAa M3MUTBAHETO M YCIOBUSITA,
IIpU KOMTO CJIEBa Jla ce MPOBENE, M, OCBEH TOBA, € OWII YBEIOMEH 3a
MPaBOTO CH JIa C& OTTEIJIM OT HM3CJIEIBAHETO IO BCSKO BpEME;

B) MpaBaTa Ha y4YacTHHKa Ha (DU3MUYECKH U IYIIEBEH MHTETPHUTET, HA
JIMYEH JKHBOT W Ha 3allATa Ha JaHHWTE, OTHACSAIIA C€ JIO0 HEero B
CHOTBETCTBHE C YCJOBHATa M PEIBT, HpeIBHACHH B JlMpeKTHBa
95/46/EVO, ca rapaHTHpaHH;

I) JIMIETO, y4YacTBANIO0 B M3MUTBAHETO WM, KOTaTto JMIETO He €
Croco0HO J1a Jajie MHPOPMHUPAHO ChITIACHE, HETOBUST 3aKOHEH Ipe/I-
CTAaBHTENI € Jal IIMCMEHOTO CH ChIJIACHe, ClieJ] Karo ¢ Owmi
uHOOPMHUpAaH 3a eCTECTBOTO, 3HAYMMOCTTA, MOCICACTBHATA W
PHCKOBETE OT KIMHUYHOTO H3MHUTBAHE; aKO CHOTBETHOTO JIMIE HE €
B CHCTOSIHHE J1a MHINe, B U3BBHPEIHN CIy4YaH, MPESIBUICHU B HAIIHO-
HAJHOTO 3aKOHOJATENICTBO, TO MOXKE Ja JaJe YCTHO ChIJIaCHE B
MPUCHCTBUETO HANH-MAIIKO HA €IUH CBUJICTEIN,

JI) YYaCTHHKBT MOXeE, [0 BCSIKO BpeMe U 0e3 TOoBa Jla MPHYMHHU BPEaU 3a
HEro, Jla Ce OTTErJM OT KJIMHUYHOTO M3IHMTBAHE, KATO OTMEHHU OCh3-
HaTOTO CH CBIJIACHE;

e) ChIICCTBYBAT pa3nopez[6H 3a 3acCTpaxOBKa HJIH 0663HIGT€HI/IC,
TMOKpUBAIIXM OTTOBOPHOCTTA Ha H3CJICAOBATCIII U HACHPYUTEIIA.

3. 3a MeJUIMHCKHTE TPIKH, MPEAOCTaBSIHA HA YYACTHUIIUTE M MEIH-
[MHCKUTE PCIICHUs, B3eMaHH 32 TsIX, OTrOBaps HAJJICKHO KBAaJH-
(durpan Jekap Wid, Cropes ciiydas, OT KBATH(QHIIMPaH 3b00IeKap.

4.  Ha yyacTHHKa ce OCUTYpsiBa JIMIIC 32 KOHTAaKT, P KOETO MOXKE Jia
MOJy4X JOIBIHUTENHA HH(POPMAIIHS.
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Ynen 4

KnuHuyan m3nuTBaHus BBPXY HEIbJHOJIETHH

B nombiHeHHE KBbM BCSKO JPYrO ChOTBETHO OTPaHUYCHHUE, KIMHUYHO
M3MHUTBAaHE BBPXY HEITBJIHONETHH MOXeE Ja Obe MPEeanpHeTo, CaMo aKo:

a) € THoNy4eHO HWH(OPMHPAHOTO ChIVIACHE HA DPOJIUTEIHNTE WM Ha
3aKOHHHS MPEICTABUTEI; ChITIACHETO TPsOBa 1a M3pas3siBa Mpeanosa-
raeMara BOJISI Ha HENBIHOJICTHUS U MOXe Ja ObJie OTTErJeHO II0
BCSIKO BpeMe 0e3 Bpelu 3a HEIbIHOJETHHUS;

0) HEIBJIHOJETHUSAT € MOy WH(GOPMAIHs, CBITIACHO BB3MOXKHOCTTA
My Ja pa3dupa, OT CIIYXKUTCJIH C ONUT B paboTaTa C HEIBIHOJICTHH
OTHOCHO HM3IUTBAHETO, PUCKOBETE U IOJI3HTE;

B) M3PUYHOTO KEJIaHHEe HA HEMbJIHOJETHHUS, KOUTO € B ChCTOSIHUE J1a CH
dopMupa MHEHHE M Ja MpeleHH Ta3u HH(OpMAIMs, Ja OTKaxe
ydacTHe WM JIa C€ OTTETNIM OT KJIMHUYHOTO W3IHTBAHE IO BCSKO
BpeMe, € pasrjefaHo OT H3CICHOBATENs WM, CIIOPEA Ciydasi, OT
TJIABHUST U3CIIENIOBATE;

I) He ca MpedoCTaBeHH CTUMYIM WiIM (UHAHCOBM H3rOIH, C
M3KITIOYEHIe Ha 00e3IIEeTeHHE;

J) HAKOM TMpeKH MOI3M 3a TIpyHara MalUeHTH ca IOJIy4eHH OT
KIMHUYHOTO M3IMTBAaHE M CaMO KOraro TaKoBa MPOYYBAHE € OT
CBIIECTBEHO 3HAUCHHE 32 BAJIUAWPAHE Ha JIAaHHH, TOJYYEHH OT
KIMHUYHHA M3IUTBAaHMS BBPXY XOpa, CIOCOOHM na aamgaT HHOp-
MHUpPAHO ChIJIACHE WJIM 4Ype3 APYrM METOAM Ha HW3CIIEABAHE; OCBEH
TOBa, TAKOBA M3CIEABAaHE TPsIOBa Ja € CBBP3aHO MPSKO C KIMHHUYHO
CBCTOSIHHE, OT KOETO HEIBJIHOJETHUAT CTpaja WiIM Ja OblIe OT
TaKoBa €CTECTBO, Y€ Ja MOXE Jla Ce IIPOBEIE CaMO BbPXY HEIbI-
HOJIETHU;

C) aKoO ca CJIcABaHU CHOTBETHUTC HAYyYHU HACOKH Ha Al"eHHI/IﬂTa;

K) KIIMHWYHUTE M3MUTBAaHMS Ca MpeJIHa3HauYeHH Ja CBEeAaT N0 MUHHUMYM
OoJikaTa, IPUTECHEHHETO, CTpaxa U BCSKAKBB JPYT MPEABUANUM PUCK,
CBBp3aH C OojiecTTa M eTama Ha pa3BUTHE; NparbT Ha pHCKA H
CTENEHTa HA YBPEXJIaHE Ca M3PUYHO OIPEAEICHU U HENPEKbCHATO
HaOJIIOaBaHU U KOHTPOJIMPAHHU;

3) TPOTOKONBT € 0J00peH or Kommurera mo eTwka ¢ KOMIICTCHIIMH B
o0nacTTa Ha MeIUaTpUsTa MM KOHCYJITAlMs 10 KIMHUYHH, CTHYHH
W TICUXOCOIMAITHH TPOOIEMH, CBBP3aHU C MEIUaTpUsTa; U

M) UHTEPECHTE Ha MAllMeHTa Ca BUHATM HAJ TEe3M Ha HayKata W Ha
001IEeCTBOTO.

Ynen 5

K/IMHUYHM M3NUTBAaHUSI BbPXY HeleecnoCOOHH NbJIHOJIETHH, KOHUTO
He ca CIIOCOOHH Ja AaJaT CBOeTO MPaBHO MH(GOPMHPAHO ChIJIACHE

BeHUKH CBIOIECTBEHM W3HCKBAHMSA, H30pOSHM 3a JHIATa, KOUTO Ca
CIocoOHM J1a JajaT NMpaBHO MHGOPMHUPAHO ChIJIACHE, CE€ IpHiarar 3a
JpYyTH JIUIa, KOMTO HE ca CIIOCOOHW Ja [ajaT TakoBa chriacue. B
JOI'bJIHEHUE KbM T€3U M3UCKBAHUS yYacCTHETO B KIMHUYHU M3MUTBAHUS
Ha HE/IeeCIIOCOOHH ITBIHONETHH, KOUTO HE ca Jald WM He ca OTKa3aiu
Ja nagat MHGOOPMHPAHO CHIVIACHE INPEAH HAa4YaloTO HA HEIeecrnocoo-
HOCTTa CH, € BB3MOXKHO CaMo aKo:

a) MHPOPMHUPAHOTO ChHITIACHE HA 3aKOHHUS MPEICTABUTEIN € IMOJIY9IeHO;
ChITIACHETO TPsiOBa Ja M3pa3sBa MpejrnoaraeMaTa BoJIsl Ha MalueHTa
U MOXe Jia ObJIe OTTEIJICHO 10 BCSIKO BpeMe 0e3 Bpe/u 3a IMalMeHTa;

0) IMLEeTO, KOETO He € CIOCOOHO Ja Jaje IMpaBHO HMHGOPMHUPAHO
chIylache, € MOMy4YrsI0 HMH(pOpMalus B 3aBUCHMOCT OT HEroBaTa
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CIOCOOHOCT 3a pa3bupaHe OTHOCHO W3IMHUTBAHETO, PHUCKOBETE WU
[IOJI3UTE;

B) M3PUYHOTO >KEJIAHHWE Ha JIMIE, CIIOCOOHO Jla CH ChCTAaBH MHEHHE M J1a
IpereHy Ta3u MHpopManus, Ja OTKaXe Ja y4acTBa B KIMHUYHOTO
W3MUTBAHE WM Ja C€ OTTerNIM OT HEro II0 BCAKO Bpeme, ¢
pasriielaHo OT H3CJIeNoBaTeNs WIH, CHOpeA Clydas, OT IJIaBHUS
M3CIIEI0BaTE,

I') HUKaKbB CTUMYJI, HUTO ()UHAHCOBA M3rO/ia HE € MPEJOCTaBeHa, OCBEH
00€E3IIETEHHS;

JI) TOBa H3CJEIBaHE € OT CHIIECTBEHO 3HAUCHHE 3a BaTHAMpaHEe Ha
JaHHH, TOJYYeHH OT KIMHAYHM M3IHUTBAaHUS BBPXY  XOpa,
CrocOOHM Jla JanaT CcBOeTo HMH(GOPMHUPAHO ChIVIACHE WM upe3
JNPYTH METOAM Ha H3CNEABAaHE W C€ OTHACS TMPSKO J0 KIMHHYHO
CBCTOSIHKE, TIPU KOETO ChHIICCTBYBA OIIACHOCT 3a JKMBOTA WM € U3TO-
[IaBaIio, OT KOETO CTPaja ChOTBETHUAT HEJCECIIOCOOCH ITBIHONIETEH;

€) KIMHUYHHUTE M3MUTBAHUs ca TPEIHa3HAueHH a CBeJaT 0 MUHUMYM
Oormkara, MPUTECHEHHNETO, CTPaxa M BCAKAKBB APYT MPEIBHINM PHUCK,
CBBp3aH C OoJecTTa M eTama Ha pa3BUTHE; NparbT Ha pPUCKA H
CTENEHTa HA YBPEXJaHE ca M3PUYHO OIPEIENICHU U HEIPEKbCHATO
HaOJIIOaBaHU U KOHTPOJIMPAHHU;

) IPOTOKOJIBT € OJJOOPEH OT KOMHUTETA 110 ETHKa, HAa KOrOTO ca IPeaoc-
TaBEHU TPABOMOIINMS BBB BpPB3KA CBbC CHOTBETHATA OOJIECT U
HAceJICHHE, WM CJIe/l KOHCYITAIUS 10 KIMHUYHU, CTHYHUA U TICHXO-
COI[MAJHU TIPOOJEeMH, CBBP3aHH CBbC CHOTBETHATa OOJieCT W
HaceJIeHHE;

3) MHTEpECHUTE Ha TallMeHTa MpeobiiasaBaT BUHATH HaJI TE3W Ha HayKaTa
U Ha OOIIECTBOTO; U

M) CBIIECTBYBa OINpaBAaHa HaJeXk1Ia, ue MPWIAraHeTO Ha W3MHUTBAHUS
JICKApPCTBEH MPOJAYKT IMpejylara Io-TojisiMa I0JI3a OTKOJIKOTO €
PHUCKBT 32 CHOTBETHHS MAIMEHT WM HE HOCH BBHOOIIE HUKAKBB PHCK.

Ynen 6

Komurer nmo eruka

1. 3a mpenure Ha NPOBEKAAHETO HA KIMHUYHUTE H3IUTBAHUSA
JbPYKABUTE-YJICHKH TPUEMAT HEOOXOJMMHUTE MEPKH 32 Ch3JaBaHETO H
(YHKIIMOHUPAHETO HA KOMUTETH TI0 €THKA.

2. KomuteThT 1o eTHka e JUI'BXKCH [a OaJIc CBOCTO CTAHOBULIC IMpEAn
Ha4yaJIOTO Ha KIMHUYHOTO H3IHUTBAHE, II0 IIOBOJ Ha KOCTO € om0
IIOUCKAaHO.

3. HpI/I HU3roTBAHC HAa CBOCTO CTAHOBHIIIC KomMuTeThT mo eTuka B3ema
10 BHUMAHHUC, B YaCTHOCT:

a) 3HAUYCHUCTO HA KIIMHUYHOTO M3IIMTBAHC M IlJIaHA Ha U3IMUTBAHCTO,

6) mamu oleHKaTa Ha OYAKBAHHUTE TOJ3HM M PHCKOBE € 3aJ0BOIMTENHA,
KakToO € TpeABHICHO B wieH 3, maparpad 2, OykBa a), W Jaiuu
U3BOJIUTE Ca OIpPaBJaHHU;

B) MPOTOKOJIA,;

I') HaJEXKIHOCTTA HA W3CIEIOBATENs U HA HETOBHUTE CHTPYIHUIIM;
1) Oporirypara Ha W3CIEAOBATEIS,

€) KayeCTBOTO Ha ChOPBKEHHUSATA;

’K) ChOTBETCTBHETO M ITBJIHOTATa HA MHCMEHHUTE HAaHHU, MOICKAIIA Ha
nojlaBaHe, KaKTo M MpoIledypara, KOsATO TpsOBa 1a ce cieaBa 3a
HoJly4aBaHe Ha HMH(OPMHUPAHO CBIVIACHE, M OCHOBATEIHOCTTAa Ha
M3CIIEJIBAHETO BBPXY XOpa, HECMOCOOHW Ja JaaarT HH(pOpMHUpaHO
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ChIVIacHe, BbB BPB3Ka ChC CICHUAIHUTE OTPaHHUYCHHS, MOCOYCHH B
qjieH 3;

3) paszmopenduTe 3a OOE3IETCHHUE WM BH3CTAHOBSBAHE B Cilydail Ha
BPEM WIA Ha CMBPT, IPUYMHCHU OT KIMHHYHOTO H3IUTBAHE,

1) 3aCTpaXxOBKa WM OOE3IICTCHHE, I[OKPHUBALIO OTrOBOPHOCTTA Ha
M3CJIEIOBATENIs WM Ha HACHPYUTEIS;

=
SN

CYyMUTE U YCJIOBHATA U p€lia 3a CBCHTYAJIHO BBH3HAIPAXIACHUC HWIIHA
OGeSIlIeTCHI/IC Ha M3CJICAOBATCIMTC U HAa YYaCTHULUTEC B KIIMHUYHOTO
HU3NUTBAHE W 3aABbJDKUTCIHUTC CICMCHTU Ha BCCKH IIPCABUICH
JAOTOBOPp MEXKAY HACBHPUUTCISA U 06CKTa;

K) yciaoBusATa W pe€aa 3a Ha6I/IpaHC Ha Yy4daCTHUIMA B KIIMHUYHO
U3IMATBAHEC.

4. HeszaBucHMMO OT pasnopeg0OWTe HAa HACTOAIIMS WIEH, Jbp)KaBa-
YJICHKa MOXKE [[a PCIId, Y€ KOMIICTCHTHHUST OpraH, KOHTO ¢ MOCOYMiIa
3a IeJIUTe Ha WiIEH 9, ¢ OTrOBOpEH 3a pasMIekKTAHETO M JAaBaHETO Ha
CTaHOBHIIE TIO BBIIPOCHTE, MOCOUEHH B maparpad 3, OykBW 3), U) H i)
OT HACTOSIIUS YIEH.

Koraro nppkaBa-uieHKa ce TOJ3Ba OT HACToOsIIATa pasnopenda, Ts
yBenomsiBa 3a ToBa Komucusta, oOCTaHaIUTE JbpP)KaBU-WICHKH W
Arenuusra.

5. KomuteThT 1o eTnka pasnojiara ¢ MakCUMaJICH CpPOK OT 60 JIHU,
CYUTAHO OT JaraTa Ha IOJIlydaBaHC Ha BaJIWIHO 3asABJICHHUC, Oa dalac
000CHOBaHO CTAaHOBHUIIIC Ha 3asABUTCII U HA KOMIICTCHTHUS OpraH B
CbOTB€THATA AbprKaBa-dJICHKA.

6. B mnepuoma Ha pasriIexgaHe Ha 3asBJICHHETO 3a CTAHOBHIIE,
KoMHUTEeTBT 10 eTHKa MOXKeE Ja HU3MPaTH CaMO €IHO 3asiBJICHHE 32 IOMbII-
HUTENTHA WHpOpMANUs KbM Bede MPEJOCTaBeHATa OT 3asBUTEIS
uHpopmanus. CpokbT, TPEABUICH B maparpad 5, ce mpekparssa 0
MOJIy4aBaHe Ha JIONBJIHUTETHA UH()OpMAIIHSL.

7. He moxe ma ce paspemy HUKAaKBO yIbDKaBaHe Ha 60-THEBHUS
HepHo, MOCOYeH B Taparpad 5, OCBeH ako ce OTHACS 3a M3MUTBAHUS,
BKJIIOYBAIIM JICKAPCTBEHW TPOJAYKTH 32 TEHHA Tepamusi WIH 32
COMAaTHYHAa KJIEThYHA Tepamusi WIA 32 JIEKapCTBEHH MPOJYKTH,
ChIbpIKAIIM TCHHO MOAM(UIMpaHN OpraHu3MH. B To3u ciywail mMoxe
Jla Ce pa3pelrn MaKCUMAallHO yabbkaBane oT 30 mHU. 3a Te3W MPOIyKTH
90-IHEBHUAT TEPUOJl MOKE Ja OBbJie MPOABIKEH JOMBJIHUTEIHO ¢ 90
IHA B CIy4all Ha KOHCYJITalWs Ha Tpyla WM Ha KOMHUTET B CBOT-
BETCTBUE C HOPMATHBHUTE AaKTOBE W TMIPOIEIypH Ha CHOTBETHHUTE
Ibp)KaBU-WICHKH. B ciydail Ha KCEHOTeHHa KJIEThbYHA Tepamus, HsAMa
OTrpaHUYEHHUE Ha MPOABDKUTEIHOCTTA Ha CPOKA HA PAa3pEIIUTETHOTO 3a
KCEHOTeHHATa KJIEThYHa TEparusl.

Ynen 7

EaunHo cranoBuIie

3a MHOTOIEHTPOBUTE KIMHUYHMA W3MUTBAaHUS, OTPAHWYECHU Ha TEpH-
TOpUSTa HA €/HA Jbp)KaBa-wiCHKA, [IbpPKaBUTE-UJICHKH YCTAHOBSIBAT
Mpolleaypa, MPEIBIKIAIIA, BBIPEKH OpOos Ha KOMHUTETUTE 10 CTHKa,
odopMsIHETO Ha €JMHHO CTAaHOBHILE 32 Ta3W AbpPKaBa-dICHKA.

B cnyqaﬁ Ha MHOTOLHEHTPOBH KIMHUYHU H3INHUTBAHUA, H3BHPIIBAHU
COHOBPECMCHHO B pe€avIa ObPXaBU-YJICHKH, CIWHHUTC CTAHOBHIIA Ca
TOJIKOBA, KOJIKOTO Ca JObPKaBUTC-YJICHKH, 3aWHTEPECOBAHMU OT TOBa
KIMHUYHO M3IIMTBAHC.
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Ynen 8

MMoapodHu Hacoku

KomucusTta, KaTo ce KOHCYJNTHpa C JbpPKaBUTE-WICHKH M 3aHHTEPECO-
BaHUTE CTPaHU, U3rOTBS U MyOIMKyBa MOJPOOHN HACOKHU 3a (hopMmara Ha
3asBJIICHHETO M JIOKYMEHTAIIMATA, KOSATO CJIE/IBA JIa CE IMPEJCTaBU KbM
3asBJICHHETO 3a cTaHoBUIIe Ha Komurera MO eTHKa, B YaCTHOCT
OTHOCHO HH(OpPMAIMATA, KOATO C€ TMPEAOCTaBsi HA YYAaCTHHIIHTE,
KaKTO W TOAXOSAIIATE TapaHIlUK 32 3alUTa Ha JTMIHUTE TaHHH.

Ynen 9

Havyano Ha KJIMHHUYHO M3NMUTBaHe

1.  JIppkaBUTe-WICHKM B3eMaT HEOOXOAMMHUTE MEpKH, 3a Jia
rapaHTUpar, 4e 3alo4YBaHeTO Ha KJIMHUYHO H3IHTBAaHE CE WM3BBpIIBA
CBIVIACHO TPEJBHU/ICHATA B HACTOSIIMS YJICH IMPOIEaypa.

Hacppuutenir He Moxe JAa 3aloyHe KIMHUYHO M3IUTBAHE, JOKATO
KomurersT 1o eTuka He H3Jaie IIO0JIOKUTEIHO CTAHOBHUILE H
JOKOJIKOTO KOMIIETEHTHUST OPraH Ha ChOTBETHATa IbpKaBa-uwleHKa HE
e uHGhOpPMHpal HAChPUMUTEIsl 3a OCHOBATEIHU Bb3pakeHus. IIpore-
JypuTe 3a B36MaHETO Ha TE3U PEUICHHs MOKE Ja NPOTHYaT WM Ja He
[IPOTUYAT YCIOPEIHO B 3aBUCUMOCT OT JKEIAHUETO Ha HAChPUYMTE.

2. Ilpegm 3amouBaHeTO Ha BCIKO KIMHUYHO W3MUTBAaHE, HACHp-
YUTENAT Ce 3aJbDKaBa Ja IpeICTaBh BaJIMIHO 3asBJICHUE 3a paspe-
MIMTEIHO O KOMIICTEHTHHsS OpraH Ha JIbpikaBaTa-djeHKa, B KOSTO
HACBPYMTEISIT Bh3HAMeEpsIBa J1a MPOBee KIMHUYHOTO M3IHTBAHE.

3. AKO KOMIIETCHTHHAT OpraH Ha JbpKaBaTa-uwieHKa YBEIOMH
HACBPYMTENS, Ye MMa OCHOBATCIHH BB3PAKCHHUS, HACHPUHTEIAT MOXKE
CcaMo BEIHBX Jia W3MEHH U JONBJIHH 3asBICHUETO, IIOCOYCHO B
naparpad 2, 3a Ja ce OTYeTaT MOCOYCHHUTE OCHOBaHWS. AKO Hachp-
YHUTEJSAT BIIOCICICTBAC HE M3MEHH U JIOMBJIHH CHOTBETHO 3asBICHHUETO,
TO C€ CYMTA 32 OTXBBPJCHO M KIMHHYHOTO H3MUTBAHE HE MOXE [a
3aI0YHe.

4. Pa3rnexxaaHeTo Ha BAJIMAHO 3asBJICHHE 3@ PA3pEIIUTENIHO OT
KOMIICTCHTHHUSI OpraH, TmocoueH B maparpad 2, ce U3BbpIIBa
BB3MOXKHO Hal-Obp30 W He Moxe ja mpeBumasa 60 muu. J[bpkaBute-
YJIEHKH MOTaT, B TSXHaTa 00JacT Ha KOMIIETCHTHOCT, Ja OTNPENEIIsT I10-
KpaThk miepuoj oT 60 JHH, aKo TOBa € B CHOTBETCTBHE C OOWYaiiHATa
npakTuka. KOMIETeHTHUSAT OpraH MOXKE, BBIPEKH TOBA, Ja YBEIOMHU
HACHPUYUTENSI MPEIH Kpask Ha TO3W IMEPHOJI, Y€ HsIMa OCHOBAaHUS Jla HE
rnpueMe.

He moxe ma ce paspemd JONBIHUTETHO NMPOABIDKABaHE Ha MEpUoja,
[MOCOYEH B ITbpBAaTa ajMHEs, C W3KIIOYCHUE HAa W3NHUTBAHUS Ha JIeKap-
CTBEHU TNpOJYKTH, M30poeHH B maparpad 6, 3a KOMTO ce paspeliaBa
MakcuManHO mpoabmkaBaHe ¢ 30 gam. 3a Tesw mpomyktH, 90-
JHEBHUAT MEPHOJ MOXE Jia ObJie TPOJBIDKEH ¢ AOMBIHUTENHH 90 THU
B CIIy4ail Ha KOHCYNTaIMs Ha TPyIa WM Ha KOMUCHS B CHOTBETCTBHE C
HOpPMAaTHBHUTE aKTOBE U MPOIEAYPH HAa ChOTBETHATA JbprKaBa-deHKa.
B ciyuaii Ha KceHOreHHa KJIE€ThYHA TEpanMs HsMa CPOK 3a MepHoja Ha
M37aBaHe Ha Pa3pelInTeTHOTO.

5. bes ma ce 3acsara maparpad 6, Moxe J1a ce U3HCKa ITUCMEHO paspe-
[IMTETHO, TIPEH 3all0YBaHe HA KJIMHIYHU M3MUTBAHMS, 33 TAaKHBa H3ITH-
TBaHUSl HA JICKAPCTBEHU TMPOAYKTH, KOMTO HSIMAT Pa3pelIuTEe]IHO 3a
MycKaHe Ha ma3apa no cmuckina Ha JlupektuBa 65/65/EMO u ce
oTHaciAT 10 4YacT A or mnpuwioxeHuero kbMm Pernmament (ENO)
Ne 2309/93, kakTo W 3a APYrH JEKAPCTBEHH MPOAYKTH ChC CIICIUATHH
XapaKTEePUCTUKH, KaTO JEKAPCTBEHH MPOIYKTH, YMSITO aKTUBHA ChCTaBKa
WM aKTUBHH CHCTaBKH € WM ca OHOJIOTMYEH MPOIYKT WM OMOIOTHYIHU
MPOAYKTH OT YOBEMIKM WM >KUBOTHHCKH MPOW3XOA WM ChABpPKA
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OMOJIOTMYHHM KOMIIOHEHTH OT YOBEIIKH HIIA KUBOTHHCKH IpOon3Xoa, Win
YHUCTO IPOU3BOJACTBO HM3UCKBA TAKWBAa KOMIIOHCHTH.

6. M3uckBa ce IHCMEHO pAa3pelIUTEIHO I@pPEeId HayajloTo Ha
KJIMHUYHMA M3MUTBaHUA, BKIIOYBALIM JIEKAPCTBEHU MPOJYKTH 3a I'€HHA
Tepamusi, COMaTH4YHAa KJIEThYHA Teparnus, BKIIOYUTEIHO KCEHOTCHHA
KJIEThUHA TEpamusi W 3a BCHYKH JIGKAPCTBEHH IPOAYKTH, ChIbPKAIIN
TeHeTHYHO MojuduImMpaHu opraHu3Mu. He morar nma ce mpoBexuar
TeHHU TEpareBTUYHU HM3IUTBAHHSA, KOMTO BOAAT JO IPOMsHA HA TEHe-
TUYHATA MJICHTUYHOCT Ha Y4acCTHHKA.

7.  ToBa pa3pemmuTenHoO ce mM3maBa, 6e3 1Ma ce 3acsra MPUJIaraHeTo Ha
Hupextua 90/219/EMO Ha CwBera ot 23 ampuin 1990 r. 3a orpanu-
YEHOTO M3IOJI3BAHEC HA TCHCTHYHO W3MEHEHH MHKpoopranm3mu (1) u Ha
90/220/EMO ot 23 ampun 1990 r. 3a yMHIUICHOTO H3IyCKaHE B
OKOJIHAaTa Cpejia Ha TEHETHIHO MOTU(PUIIPAHN OpTraHu3Mu (2).

8. B KoHcynTamus ¢ Jbp)KaBUTe-wWICHKH, KoMuCHsITa H3rOTBSI U
nmyOJIMKyBa TOJpOOHH HACOKH OTHOCHO:

a) Qopmara u CHIBPKAHUETO HA 3asBICHHETO, TOCOYEHO B maparpad 2,
KaKTO M JOKYMEHTHTE, KOMTO CIIe/IBa Jia CE MPEJICTABAT B MOAKperna
Ha 3asBJIEHUETO, OTHACAIIA C€ JI0 Ka4eCTBOTO M IPOM3BOICTBOTO Ha
W3MUTBAHUS JIEKAPCTBEH TIPOJIYKT, BCHYKM TOKCHUKOJIOTHYHH H
(apMaKkoJIOTHYHM ~ W3MHUTBAHUS, INPOTOKOJAA M KIMHUYHATA
nH(OpMALUsl OTHOCHO HW3CIIEIBAHUS JISKAPCTBEH IPOMYKT, BKIIIO-
YUTEIHO OpolllypaTa Ha M3CJIEL0BATENs;

0) TpE/CTaBSIHETO M ChABPKAHMETO HA MPEUIOKECHOTO HM3MEHCHHE WU
JIOITBJIHEHHE, MOocodyeHo B uieH 10, OykBa a) 3a HampaBeHHTE B
MPOTOKOJIA CHIIECTBEHH WU3MECHCHHS U JIOMIBIIHCHUS;

B) JACKJIapanusTa 3a Kpas Ha KIMHAUYHOTO HM3IIUTBAHC.

Ynen 10

HpOBemaHe HA KIMHUYHO M3IIUTBAHE

V3MeHeHUsT U TOMBJIHEHUS MOraT Jia ce HarpaBsAT B NPOBEKIAAHCTO Ha
KIIMHAYHO H3IKUTBAHC CBIVIACHO YCJIOBHATA WM pCaa, OIMHCAHU IT0-I10JIY:

a) clie/ 3armo4BaHe HA KIMHUYHOTO M3IUTBAHE HACHPUUTEISAT MOXKE Ja
HAlpaBd HW3MEHEHUS U JIONBJIHEHHS B MPOTOKOJA. AKO Te3H
W3MEHEHUs M JIONBJIHEHHUS Cca CBIIECTBEHW M MOrarT Jia OKakaT
BIMSIHAE BBPXY O€30MacHOCTTA HA YYaCTHUIUTE B H3IUTBAHETO
WIM Jla W3MEHAT THIKYBAaHETO Ha HAaydyHHTE JOKYMEHTH B
MOJIKpPENia Ha TPOBEKJAAHETO Ha M3IUTBAHETO, WIM aKo Te ca [0
JIPyT HA4YUH 3HAYUMH, HACHPUYHMTEIISAT YBEIOMSBA KOMIICTCHTHHUTE
OpraHM Ha CHOTBETHATA JIbp)KABA-WICHKA WJIM JbP)KaBU-WICHKH 3a
MPUYMHUATE M ChAbPKAHUETO HA TE€3UM W3MEHEHHUS W JIONBJIHEHHS |
nH(OpMHpa CHOTBETHUSI KOMHTET HJIM KOMHUTETH IO €THKAa B CHOT-
BETCTBHME C ujicHOBe 6 U 9.

Bb3 oCHOBa Ha JaHHHTE, IOCOYCHHU B WieH 6, maparpad 3 u B ChOT-
BeTcTBHE ¢ wieH 7, KoMHTEeTT MO €TWKa JjaBa CTaHOBMILE B
MaKCHMajeH CpPOK OT 35 IHH, CUMTAHO OT JaTara Ha IOJydaBaHe
Ha NPEIJIOKEHWETO 3a M3MEHEHHWE W JIONBJIHEHHE B HAJICKHA
dbopma. AKO TOBa CTaHOBHINE € OTPHUIATEIIHO, HACHPUYMUTENAT HE
MOJK€E J]a HAllpaBU M3MEHEHHE U JIOIIBJIIHEHHE B IPOTOKOJIA.

Axo CTAaHOBHMIIICTO Ha KommuTtera 1Mo eTuka € MmoJ0KUTEIHO W KOMIIe-
TCHTHUTEC OpraHd B ObPKaBUTC-WICHKU HC Ca HaIpaBUJIN oboc-
HOBAHU BB3PAKCHUA 11O OTHOIICHHUEC HA TOPECTIOCOYCHUTE CHIIECCTBECHU
HU3MCHCHMUS, HaCbPUUTCIIAT IpoabJDKaBa IIPOBEXKIAHETO Ha

(") OB L 117, 8.5.1990 r., ctp.l. JlupekTrBa, nociegHo u3MeHeHa ¢ Jupexrusa
98/81/EO (OB L 330, 5.12.1998 r., ctp. 13).

(®» OB L 117, 8.5.1990 r., crp. 15. [upekTuBa, TOCICAHO W3MEHECHA C
Jupexrusa 97/35/EO na Komucusita (OB L 169, 27.6.1997 r., ctp. 72).
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KIIMHUYHOTO W3IHMTBaHE, KaTo ClIeZiBA W3MEHEHUS M JION'bJIHCH
MIPOTOKOJI. B mpoTuBeH ciywail, WM HachpuMTEIAT B3eMa IOK
BHUMAHHE Te3W BB3PAKEHHS U IPHUBEXKJAa B CHOTBETCTBHE C THAX
MIPEJBUIEHOTO M3MEHEHHWE U [IOIBJIHEHHE Ha IPOTOKOJA, WU
OTTETrJIsI TPEAJIOKEHUETO CH 32 U3MEHEHHE U JIOIIbJIHEHUE;

0) 6e3 ;ma ce 3acsra OykBa a) M ChIJIACHO OOCTOSATENICTBATA, B YaCTHOCT
HACTBIIBAHETO HA HOBO CBHOWTHE, CBBP3aHO C IMPOBEKIAHCTO Ha
M3MHUTBAHETO WJIM pPa3pabOTBAHETO HA W3CJCABAHHS JICKAPCTBEH
IPOAYKT, KOrato HOBOTO CHOMTHE MOXE [1a 3acerHe Oe30IMacHOCTTa
Ha YYaCTHHIUTE B W3CIEIBAHETO, HACHPUYHUTEISIT W W3CIEIOBATEIST
B3eMaT CIICITHU MEPKH 3a OE30IacCHOCT, 3a Ja 3aIIUTAT YYaCTHUINTES
OT HEOoCpeCcTBEeHa omacHOCT. HackpunTensit He3abaBHO HH(MOPMEPA
KOMITETEHTHUTE OpPTaHH 32 TE€3W HOBH CHOWUTHS U B3ETHTE MEPKU H
rapantupa, y¢ KOMHUTETBT 10 €THKa € yBEJIOMEH B CHIIOTO BPEME;

B) B cpok oT 90 AHM OT Kpasi Ha KJIMHUYHOTO M3MUTBAHE, HACKPUYUTEIISAT
YBEIOMsIBa KOMIIETEHTHUTE OpPTaHM Ha ChOTBETHATA JIbPKaBa-uJICHKA
WIA JIbpXKaBU-4JIeHKM M KomuTeTa 1O eTHka, Y€ KJIWMHUYHOTO
W3NHUTBAHE € MPUKITIOYHIO0. AKO HM3IMUTBAHETO TPSIOBA Jia 3aBBPIIH
MO-paHO OT TPEABUACHOTO, TO3M CPOK € HaMaleH A0 15 nmHu u
MIPUYMHUTE, KOUTO IO Hajarar, ceé I0CcO4YBaT SICHO.

Ynen 11

O0men Ha uHpOpManus

1. JIppaBUTe-4IEHKH, Ha TEPUTOPUATA HA KOHUTO CE€ TIPOBEXK/IA
KIIMHUYHO W3MUTBaHE, BBBEXKIAT B eBporlieiickara 0a3a JaHHH, [0
KOSITO JOCTBI HMMaT €aMO KOMIIETEHTHUTE OpraHH Ha JIbpXKaBHUTeE-
yneHku, Arennusta 1 Komucusra:

a) W3BICYCHHE OT 3asBICHUETO 3a Pa3pEUIUTEIIHO, MOCOYCHO B WICH 9,
naparpad 2;

0) BCSIKO M3MCHEHHE M JONBJIHCHHE Ha 3asBJICHHETO B CHOTBETCTBHE C
el 9, maparpad 3;

B) BCSAKO M3MEHEHHE U JIOIBJIHEHHE HA MPOTOKOJA B CHOTBETCTBHE C
uyned 10, OykBa a);

T) TOJOXHUTETHOTO cTaHoBuIe Ha Kommrera mo eTuka;
I) JeKjiapaiys 3a MPUKIYBAHE HA KIMHUYHOTO W3IUTBAHE; U

e) IIOCOYBAHC Ha IMPOBCACHUTC MHCIICKIHHU 3a CbOTBETCTBHUEC C z:oGpaTa
KIIMHUYHa IpaKTHUKa.

2. Tlpm 000CHOBaHO MCKaHE HA KOSATO W Ja OWJIO JAbpKaBa-4JicHKa, Ha
Arennuata win Ha KOMHCHATa, KOMIIETEHTHHST OpraH, KbIETO €
MOJIaJICHO 3asBJICHUETO 3a Pa3PEIUTETHO, MPEIOCTaBs IisIaTa JTOIThJI-
HUTENHA MHPOpMAIIUs, pa3iiiiHa OT JaHHUTE, KOUTO Bede Ca BHBEJICHU
B eBporelickara 0a3a [JaHHH OTHOCHO BBIPOCHOTO KIMHHUYHO
W3IUTBAHE.

3. B xoHcynramus ¢ JIbp)KaBHTe-WICHKH, KOMHCHSITa H3rOTBS U
nyONMKyBa MOAPOOHM HACOKH 3a CHOTBETHHTE JAHHH, KOUTO CIIe/Ba
na ObjaT BKJIIOYEHHM B €BpOIEHCKaTa 0asa JaHHH, YHETO (DYHKIIHO-
HUpaHE OCHIYpsSBa CbC CBHACHCTBHETO Ha ATeHIUsITA, KaKTO U
METOJIMTE 3a CIICKTPOHEH OOMEH Ha Te3W JaHHU. ToBa MOAPOOHO PBHKO-
BOJICTBO CE€ CBCTaBs IIPH CTPOrO CIa3BaHE Ha ITOBEPUTEIHOCTTa Ha
JTAHHUTE.

4.  Upes pmeporamust ot naparpad 1 AreHuusTa myOJgMKyBa 4acT OT
uH(OpMAITUsITa OTHOCHO TEAUATPUYHNUTE KIMHUYHU M3MUTBAHHS, KOUTO
ca BIHCaHM B eBpOMCHCKaTa 0a3a JaHHM B CHOTBETCTBHE C
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pasnopenoure Ha Permament (EO) Ne 1901/2006 na EBpomeiickus
mapnameHT 1 Ha CwBera oT 12 mekemBpu 2006 T. OTHOCHO JeKap-
CTBEHHTE TPOIYKTH 3a meauarpuuna ynorpeba (1).

Ynen 12

OTMsIHA HA M3NHUTBAHETO WJIH HapyumieHust

1. Koraro appkaBa-uieHKa MMa OOEKTHBHU IPUYMHU Jla CUHTA, e
yCIOBUsTa B 3asBICHUETO 3a Pa3pelIMTENIHO, IIOCOYCHO B uieH 9,
maparpad 2, Bede He Ca M3IBIHEHH WIM MMa HHpOpManus, KOSATO
HOpaXKJa CbMHEHHsS OTHOCHO 0€30MacHOCTTA WM Hay4yHATa BaJMJHOCT
Ha KIMHUYHOTO HM3MHTBAaHE, TS MOXKE Ja NPEeKpaTd WM Ja 3a0paHu
KIIMHUYHOTO M3MMTBaHE M YBEJOMSBA HAChPUMUTENS 32 TOBA.

Ipenu na B3eme pelicHHE, IbPKABATAa-WICHKA, OCBCH KOraTo ChIIe-
CTBYBa HEIIOCPEACTBEH PHUCK, W3MCKBA CTAHOBHIIETO HA HACHPUYHUTEIS
W/WITK M3CIIeIoBaTellsl, KOSTO Clie[Ba 1a ObJe MPEeJOCTaBEeHO B CPOK OT
ellHa CCMHUIIA.

B TO3M citydail ChOTBETHHAT KOMIIETEHTEH OpraH yBeIOMsBa He3a0aBHO
OCTaHaJUTE KOMIETEHTHH OpraHd, ChOTBETHHS KoMmHUTET 10 eTHka,
Arenmusta u Kommcusta 3a pemieHHETOo cM Ja MNpeKpaTd WM Ja
3a0paHy M3MHTBAHETO M MOTHBHUTE 32 TOBA PEIICHHE.

2. AKO KOMIETEHTEH OpraH MMa OOEKTMBHHM NPUYMHM /1A CUHTa, e
HACBPUMTETSAT WM H3CIEAOBATEISIT, WIM KOe Ja € JApPYyro JuIe,
y4YacTBall0 B HM3MUTBAHETO, HE HU3IBJIHSIBA IOBEYE OMPE/ICICHUTE MY
3aJIbJDKCHUSI, TOW He3a0aBHO TO MHPOpPMHpa 3a TOBA, KaTO I1OCOYBA
IUTaHa 3a JielicTBHe, KOWTO TpsiOBa Jia M3ITBJIHY, 32 JIa U3NpaBH (aKTH-
YecKOTO ChcTosiHME. CBHOTBETHHMAT KOMIIETEHTEH OpraH He3ab0aBHO
yBegomsiBa KoMuTeTa 1O €THKa, OCTAaHAINTEe KOMIIETEHTHH OpraHd H
Komucusra 3a To3u miaH.

Ynen 13

HpOHSBOHCTBO U BHOC Ha ONMUTHHU JICKAPCTBCHU IPOAYKTH

1. I[’bp)l(aBI/ITe-‘-IIIeHKI/I B3€MaT BCHUYKU MOAXOMAAIIN MCEPKHU, 3a HOa
rapaHTupart, 4€ IIPOU3BOACTBOTO WM BHOCHT Ha H3INWUTBAHHU JICKap-
CTBCHHU IIPOAYKTH IIOJUICKH HaA IPUTCIKABAHC Ha PA3PCIIUTEIIHO.

Komucusra onpeaciii MUHUMAJIIHUTE HU3UCKBAaHHA, HA KOUTO TpH6Ba Ja
OTroBapAT 3adBUTCIIAAT W BIOCICACTBUC MPUTCKATCIIT Ha paspenin-
TCJIHOTO, 3a Ja MoJIiydyaT pa3pClIruTCIHO.

Te3n MepkH, MpeaHa3HAYCHU Ja U3MEHST HECHIIECTBEHH eIEMEHTH Ha
HACTOAIIATA TUPEKTHBA Ype3 MAOMBIBAHETO M, CE INpPHEMAaT B ChHOT-
BETCTBHE C IMPOIeypaTa 1Mo Peryjiupane ¢ KOHTPOJ, MOCOYEHa B WICH
21, nmaparpad 3.

2. JIppaBuTe-wIEHKH B3eMaT BCHUYKU TIOJXOMISAIIM MEpKH, 3a Ja
rapaHTUpar, 4Ye MPUTSKATEISIT Ha Pa3peIIuTeSIHO, TOCOYEeH B
naparpad 1, IMa MOCTOSHHO M HENPEKHCHATO Ha CBOE PAa3IONIOKEHHE
Hall-Mallko €IHO KBaJM(UUIUpPAHO JHIE, KOETO, B CHOTBETCTBHE C
yCIIOBHATA, TTOCOYEHU B wieH 23 ot Bropara JlupektuBa 75/319/EMO
Ha CwBera ot 20 mait 1975 r. 3a cOmmkaBaHe Ha 3aKOHOBHUTE, ITOZ3a-
KOHOBH M aJIMUHHUCTPATUBHU PA3NoOpes0U OTHOCHO MAaTEHTOBAHM JIEKap-
CTBCHHU TPOAYKTH (?), OTrOBapsi, B YaCTHOCT, 33 U3IIBIHCHHUC HA 3a/IbII-
JKEHUsTa, ONpesielieHn B naparpad 3 OT HACTOSIIMS UWIEH.

() OB L 378, 27.12.2006 ., ctp. 1.
(®» OB L 147, 9.6.1975 r., ctp. 13. JlupexTuBara, MOCICAHO H3MEHCHA C
Hupexrusa 93/39/EO na CovBeta (OB L 214, 24.8.1993 r., ctp. 22).
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3. JIppaBHTC-WICHKM B3eMaT BCHYKHM IOJXOIIIM MEPKH, 3a Ja
rapaHTupar, 4e KBAIM(PHUIMPAHOTO JIMIE, MOCOYEHO B wieH 21 or
HupextuBa 75/319/EMO, 6e3 ma ce 3acaraT HErOBHTE B3aHMOOT-
HOILEHHUsA C MPOU3BOAUTENSI MM BHOCUTENS, OTrOBaps, B PaMKUTE Ha
TPOLEypUTE, TIOCOYEHH B WIEH 25 OT IOcodYeHaTa AMPEKTHBA, A
clenu:

a) B Cllydyas Ha M3CIICBAHU JICKAPCTBEHU MPOIYKTH, NMPOU3BEKIAHU B
CHOTBETHATa MIbpPXKAaBa-WICHKA, BCAKAa MapTHAa OT JEKAPCTBEHH
MPOJYKTH Jia € MPOM3BEICHA M MPOBEPEHA B CHOTBETCTBHE C M3HCK-
BaHusta Ha JupexktuBa 91/356/EMMO Ha Kommcusta or 13 roHH
1991 r. 3a ycraHoBsiBaHE Ha NPUHIUIUTE W PHKOBOACTBOTO HA
Jno0paTa NMPOU3BOACTBEHA MPAKTUKA 3a JICKAPCTBEHHUTE NPOJIYKTH 3a
ymoTpeba ot 4oseka (1), mocuero 3a creruduKanus Ha MPOIYKTa U
nHopMmanuiITa, CHOOIIEHA ChITACHO wWieH 9, maparpad 2 OT
HacTosIaTa JUPEKTHBA;

0) B ciydas Ha W3CIEIBAH JEKAPCTBEH MPOIYKT, MPOU3BEXKIAH B TpeTa
CTpaHa, BCsSKa TPOU3BOJACTBCHA MapTHAA, Ja € NPOHM3BEICHA W
MpoBEepeHa B CHOTBETCTBUE ChC CTAHIAPTUTE 3a J0Opa MpPOH3BOJI-
CTBCHA MPAKTHKA, KOUTO Ja ca Hal-MaJIko C€KBUBAJICHTHU Ha TE3H,
npexsuienn B JupextuBa 91/356/EMO na Kommucwusta, B CBHOT-
BETCTBUE C JIOCHETO 3a crenu(uKaIus Ha MPoAyKTa U BCAKA MPOU3-
BOJICTBCHA MapTHa Ja € TPOBEpEHa B CHOTBETCTBHE C HHQOp-
MarusTa, choOIIeHa ChrIacHo wieH 9, maparpad 2 OT HacTosata
JIUPEKTURA,

B) B CIydas Ha W3CJEJBAaH JICKAPCTBEH MPOIYKT, KOMTO € TPOIYKT 3a
CpaBHEHHE C MPOU3XOJ OT TpeTa CTpaHa M 3a KOMTO MMa paspe-
NIMTETHO 3a MyCKaHe Ha Ma3apa, KOrarto IOKYMEHTAlUsTa, YIOCTO-
BepsiBallla, Y€ BCAKAa TPOU3BOJCTBEHA MApTHAA € MPOM3BEACHA
CBIJIACHO CTaHIAPTUTE Ha Ho0para IPOM3BOJCTBEHA MPAKTHKA, HAaii-
MaJIkO €KBHBAJICHTHH Ha MOCOYEHUTE MO-rope, He MOXe Ja Obje
MOJTyYeHa, BCSKA IPOM3BOJCTBEHA MApTHAA Ja IMPEMHHE BCHYKH
CHOTBETHU aHAJM3W, W3MHUTBAHUS WM TPOBEPKH, HEOOXOJUMH 3a
MOTBBPIKAABAHE HA KA4eCTBOTO M B CHOTBETCTBHE ChC CHOOIICHATA
chrimacHo wieH 9, maparpad 2 OT HacTosmaTa JIUPEKTHUBA
uHpOpMaIus.

IonpoOHUTE HACOKM 3a E€JIEMEHTHTEe, KOEeTO cJelBa Ja ce B3eMe
OpeIBHUA IPU OICHKAaTa Ha MHPOJAYKTH C LEJI OCBOOOXKIABAHETO Ha
naptuau B OOIIHOCTTa, ce pa3padoTBa CHITACHO HACOKHTE 3a aobpata
MPOU3BOJICTBEHA TIPaKTHUKa, U B dacTHOCT Ilpmmokenue 13 oT moco-
YEHHTEe HACOKH. TakKiBa HACOKM Ce IPHEMAaT B ChOTBETCTBUE C IPOIC-
nypata, ocodeHa B wieH 21, maparpad 2 oT HacTosmata JTUPeKTUBA U
ce nmyOnuKkyBar B cboTBeTcTBHE € wieH 19a or Hupektusa 75/319/EMO.

AKko pasnopendure, NpeIBUICHU B OykBM a), 0) WIM B) ca CIA3€HH,
M3CIEABAHNTE JIEKAPCTBEHM MPOMYKTH €€ OCBOOOXKIABAT OT JOMBI-
HUTEJIHYU IIPOBEPKU, aKO Ca BHECEHU B JIpyra AbprKaBa-wIEHKa ¢ yJOCTO-
BEpeHHe 3a 0CBOOOKIaBaHE Ha MapTHAAaTa, MOAMHUCAHO OT KBATH(HUIIHU-
PaHOTO JIMLE.

4. BBB BCHYKM CllyyaW, KBAJTU(QHUIMPAHOTO JMIe TpsiOBa Ja
YIOCTOBEpH B PETHCTHD WM B EKBUBAJICHTEH JOKYMEHT, Y€ BCSKa
MPOU3BOJICTBEHA MAapTHUAa OTroBapsi Ha pas3nopeadUTe Ha HACTOSIINSI
uiieH. [TOCOYCHHUSIT PErucThp WM CKBHBAJICHTECH TOKYMEHT TpsiOBa na
ce aKkTyalnusupa B XOJa Ha W3BBpIIBAHE HA OMEpalMUTe M Ja ce
[PEIOCTaBsl HA CIY)KUTCIMTE HA KOMIICTCHTHHSI OPraH 3a MOCOYCHHS B
pasmnopenouTe Ha ChOTBETHHUTE JbPKABU-WICHKU Tiepron. To3u mepuos
B HHUKaKbB CIIy4ail HE ¢ MMO-MalbK OT IeT T'OJHHH.

5. Besko nmme, Koeto KbM Jarata Ha INpWIaraHe Ha HAacTOsIIATa
IUPEKTHBA, HU3BBpIIBA B JbpIKaBaTa-wiCHKA, KBICTO CE Hamumpa,
JNEWHOCTTAa Ha KBATU(UIMPAHOTO JHIE, [OCOYeHO B wieH 21 ot
Hupextua 75/319/EMO, mo OTHOIIGHWE HA HW3IUTBAHU JICKAPCTBEHH
MIPOJYKTH, HO 0€3 [1a OTroBapsi Ha YCIOBHSTA, OMPEACICHH B WICHOBE

(') OB L 193, 17.7.1991 r., crp. 30.
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23 u 24 or HacrosIIaTa JTUPEKTHBA, MMa IPaBO/My ce paspelaBa Ja
MPOABIDKU JIa YIPaKHSIBAa JIEHHOCTTAa B CHOTBETHATA IbprKaBa-deHKa.

Ynen 14

ETukernpane

Jannure, xouto TpsA6Ba na Qurypupar Hali-Maako Ha OQHULIUATHUSA
e3UK(II) Ha Jbp)KaBaTa-4wieHKa BBPXY BBHIIHATA OMAKOBKA HA W3IH-
TBaHUS JIEKAPCTBEH IPOJYKT WM, KOTaTO HsIMa BBHIIHA OIAKOBKAa,
BbPXY IIbpPBHYHATA ONAKOBKa, ce mybmukysBaT or Komucusara B
HACOKHTE 3a H00pa NPOM3BOACTBEHA IIPAKTHKA 33 H3IUTBAHU JIEKap-
CTBEHM HPOIYKTH, IPUETH B CHOTBETCTBHE ¢ wieH 19a ot JlupexTtuBa
75/319/EN0O.

B JAOIIBJIHCHUE, HACOKHUTC  OIPCACIAT IMOAXOAANIN pa3n0peﬂ6n,
OTHaciAIM CC€ [0 CTUKETUPAHETO Ha  U3INUTBAHMU  JICKAPCTBCHU
TPOAYKTH, TPEAHA3HAYEHU 34 KIWHUYHU W3NUTBAHUA CBC CICIHUTEC
XapaKTCPUCTUKHU:

— IUIaHUPAHETO Ha H3IMUTBAHCTO HE H3HCKBa ocobeH IIPOU3BOACTBCH
W OIAKOBBYCH ITPOIICC,

— HU3MUTBAHETO CE€ MPOBEXKIA C JICKAPCTBEHH MPOAYKTH, 32 KOHTO, B
JbPYKABUTE-WICHKH, 3aHHTEPECOBAHH OT H3CIIEABAHETO, MMa paspe-
IIUTETHO 3a IyCKaHe Ha TMasapa [0 CMHCHIa Ha JIupekTHBa
65/65/EVIO, npou3BeficHH WM BHECEHH B CHOTBETCTBHE C pasmo-
penoute Ha JupextuBata 75/319/ENO;

— TMAOUCHTHUTC, Yy4YacTBallM B HU3CJICABAHCTO, MMAT CBIIUTE XapaKTc-
PUCTHUKH, KATO TE3H, KOUTO Ca 00XBaHATH OT 0603Ha‘IeHI/IeTO,
IMOCOYCHO B TOPCNOCOYCHOTO Pa3pCIIMTCIIHO.

Ynen 15

IIpoBepka 3a  cbOTBeTcTBHEe ¢ Jo0para KJIMHMYHA U
NPOM3BOJCTBEHA NMPAKTHKA HA ONMUTHHUTE JIEKAPCTBEHH MPOAYKTH

1. 3a ;ma ce mpoBepu cra3BaHETO Ha pasnopeaduTe 3a aoOpara
KJIMHUYHA ¥ IPOM3BOJICTBEHA MMPAKTHKA, [[bP)KABUTC-WICHKNA HA3HAYABAT
3a IeNITa WHCIIEKTOPU 32 MHCIEKTUpAHe Ha MECTaTa, CBBP3aHU C BCSKO
OPOBSKIAHO KIMHUYHO H3MUTBAHE, MO-CICLHAIHO: MSCTOTO MM
MecTara, KbJIETO Ce MPOBEXKAa M3IMUTBAHETO, MICTOTO Ha IPOU3BOICTBO
HAa W3MHUTBAHUS JIEKAPCTBEH MPOAYKT, BCAKa JIabopaTopus 3a aHaju3,
M3M0JI3BaHA 332 KIMHUYHOTO M3IHTBAHC W/MIM MOMEIICHHUSTA HA HAChHP-
YHUTEIISL.

VHCHeKIMUTE Cce M3BBPIIBAT OT KOMIICTCHTHUS OPTaH Ha ChOTBETHATA
Ibp)KaBa-uwIeHKa, KOSATO YBEIOMsBA 3a TOBAa ATCHIHMATA; TE Ce
npoBeXkXJAaT OT uMero Ha OOmHOCTTA W pe3yiTaTHTe OT TIX ce
MPU3HABAT OT BCHYKH JIPYTH JIbPXKaBU-WICHKH. MHCIEKIUHUTE ce KOOop-
JMUHUpPAT OT ATEHIHUATA, B PAMKHTE Ha HEHHHTE KOMIIETCHIIMH, TPE.-
Bugenn B Permament (EMO) Ne 2309/93. [IppkaBa-uiieHKa MOXe Ja
MOUCKA CHIICHCTBUE OT JPYra IbpKaBa-uieHKa M0 TO3H BBIIPOC.

2. Crmen WMHCHEKIMATA, CE M3TOTBS JOKJIAad 3a HWHCIEKIHATA. 1031
JIOKJTaj TpsAOBa J1a ce TPEJOCTaBM Ha HACHPUYMTENS, KaTO CE TapaHTHpar
MOBEPUTENIHUTE achekTH. Tod Moke na ObJe MpeaocTaBeH Ha OCTa-
HAJIUTE Ibp)KaBHU-uwICHKW, Ha Kommurera Mo eTWKa W Ha ATEHIHATA
pu 000CHOBaHa MOJOA.

3.  Kowmucusita Moxe, mo HCKaHe Ha ATEHIHATA, B pPaMKATE Ha
HelHUTe KoMIeTeHImy, npeauaeHn B Permament (EMO) Ne 2309/93,
WIH Ha €JHa OT CHOTBETHHUTE IbPXKABU-WICHKH, W CIEJ KOHCYIITAIUsI
ChC CBOTBETHHTE IBPIKaBU-WIEHKH, Ja TOMCKA HOBA WMHCIIEKIHS, aKo
MpoBepKaTa 3a CBOTBETCTBHUE C HACTOSIIATA JMPEKTHBA pa3KpuBa
pa3IMuMs B PA3IMYHHUTE AbPKABU-UICHKH.
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4. Tlpu cra3BaHe Ha KaKBHUTO M Ja OMJIO CHOpa3yMEHHs, KOUTO OHxa
MO Ja Obaar ckmodeHH Mexay OOMHOCTTa W TPeTH CTpaHH,
Kommucnsta, TpH TONMy4aBaHETO HA MOTHBHpaHa MOJIOa OT AbpKaBa-
YIEHKA WIM 1O CBOS WHULMATUBA, WIM JbpXKaBa-WwICHKA MOXeE Ja
MIPEUIOKY HHCIEKIMS Ha MACTOTO HA MPOBEXKTAHE HA H3IUTBAHETO
W/WIM Ha TOMCUICHUSTA HAa HAChPUUTENs W/WIM HA HPOU3BOIHUTEIIS,
YCTAaHOBEH B Tpera cTpaHa. MHchekumsita ce M3BbpLIBA OT HAUIEKHO
KBaJIM(UIUpaHN HHCIIeKTOpH Ha OOIIHOCTTA.

5. TlogpoOHuTe PHKOBOAHU HACOKH 32 JOKYMEHTAlHWsTa, OTHACSIIA
ce 10 KIMHMUYHOTO HW3MUTBAaHE, KOETO MPEACTAaBIISIBA TJABHOTO JIOCHE
Ha MW3MUTBAHETO, METOAWTE Ha apXHUBHpaHe, KBAIU(HKAIMATA HA
WHCIIEKTOPUTE W NPOIENypUTe 3a HHCHEKIMUTE 3a IpOBEpKa Ha
CHOTBETCTBHETO Ha BBIIPOCHOTO KIMHUYHO M3MUTBAHE C HACTOSIIATA
IUPEKTUBA C€ MpUeMaT M TPepasriiekaaT B CHOTBETCTBHE C TMPOLe-
nypara, ocoueHa B wieH 21, maparpad 2.

Ynen 16

YBenoMsiBaHe 32 HeEXKeJAHH ChLOMTHSA

1.  H3cnenoBartensT IOKTa/aBa He3a0aBHO BCHYKU CEPUO3HH HEKETaHU
CHOWUTHS HAa HACBPYMTENS, C M3KIIOUCHHE HA TEe3HM, KOUTO MPOTOKOIBT
WM Opolrypara Ha W3CJIEIOBAaTellsl ONpeness KaTo TaKuBa, KOUTO HE
M3UCKBAT He3a0aBHO JIOKIajBaHe. He3za0aBHOTO JoKiIanBaHe €
MOCJIEIBAHO OT TMOJAPOOHH, THCMEHU JOKIaau. B He3abaBHOTO
JOKIIAIBAaHE M B MOCICABAIIMTE JOKIAAN YYACTHHIIUTE CE OMPEHCIST
4pe3 KOJI.

2. Hexenanute cbOUTHS W/WIM HEpEIHHUTE PE3yNTaTH OT aHAIM3H,
OIpeZIeieHH B TPOTOKOJA KaTo KPUTHYHM 32 OLCHKaTa Ha Oe3omac-
HOCTTa, €€ JOKJIaJBaT HA HACHPUHUTENs CBIVIACHO M3UCKBAHUSTA 32
YBEJJOMIICHHE M C ONPENEeNICHUTE B MPOTOKOIA CPOKOBE.

3. B CJ'Iy‘IafI Ha JOKJIaJABaHa CMBPT Ha YYAaCTHHUK, HU3CICHOBATCIIAT
npeaoctaBsd Ha HACBPYUTEIIL W Ha Komurera mo ertwka 1amara
IIOMCKaHa AOIIBJIHUTCIIHA I/IH(l)OpMaHI/I}I.

4. HaC’Bp‘lPITe.]'[fIT BOIU HOL[p06HI/I PETUCTPU 3@ BCUYKHU HEKCIAHU
C’b6I/ITI/I}I, KOHUTO Ca MY JOKJIaIABaHU OT M3CJICHOBATCIIA WM H3CICO0BA-
tenute. Te3u perucTtpu ce mnpeaaBaT Ha AbPKABUTC-WICHKH, Ha YUATO
TCPUTOPHUA CE€ TMPOBEKIA KIMHUYIHOTO H3IHUTBAHE, IIPU IOHMCKBAHE OT
TAX.

Ynen 17

YBenomsiBaHe 3a CEPUO3HMU HEXKEJIAHU peaKuuu

1. a) Hacepuurensar ce yBepsBa, ue IsilaTa BakHa HH(OpMAIMs 3a
CBMHHTEIIHN CEPHO3HM HEeXKENaHU peakluu, KOUTO ca (aTaiHu
WIM 3acTpamiaBaT J>KHBOTa, C€ 3alucBa W JIOKIaJgBa BbB
BB3MOKHO HaH-KpaThK CPOK HA KOMIICTCHTHHTEC BIACTH BBB
BCHYKH CHOTBETHH [IbPKaBH-WICHKH, KakTo W Ha Komwurera
[0 eTHKA, BbB BCEKH Ciy4yail, HE IMO-KbCHO OT CEIeM JIHH,
CYUTAaHO OT MOMEHTa, B KOWTO HACHPUHUTENST € Hayduil 3a
Ciiydass M 4Ye CBOTBETHaTa IocieaBamia uHbopManus ce
ChOOIIaBa BIIOCIEACTBHE B JOMBJIHHUTEICH CPOK OT OCEM [HU;

6) Benuku JApyru CbMHHUTCIIHU CCPHUO3HU HCEOYAKBaHU HEKCIIaHU
peaknmnu CC NOKJIaABaT Ha CbOTBETHUTC KOMIICTCHTHHU OpPraHu U
Ha ChOTBETHHSI KOMHUTET MO €THKAa BHB BB3MOXKHO Haﬁ—KpaTLK
CPOK, HO B MaKCHUMAJICH CPOK OT ICTHAACCECT THU, CHUTAHO OT
HAy4YaBaHCTO 3a MIPHB II'bT OT HACBPYUTECIIA,

B) Beska AbpiKaBa-4JI€HKa CC YBEpsBa, Y€ BCHYKU CBMHUTCIIHU
HCOYAaKBAaHW CCPHO3HMU HEKCIAHW pPCaKIUh KbM HU3IIATBAH
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JIEKApPCTBEH MPOIYKT, KOUTO Ca CBEJCHHU O BHHUMAHHUETO M, ca
3aIlucani;

1") HaCT)p‘H/ITeJ'IHT I/IH(l)OpMI/Ipa CbIIO BCHUYKH H3CICAOBATCIIA,

2. BenHbX rogumiHo 3a  ISJIOTO BpEMETpacHE Ha KIMHUYHOTO
W3IUTBAHC, HACBPYUTEIIAT MNPEAOCTaBsA Ha AbPKABUTC-YJICHKHW, Ha
YUATO TEPUTOPUSA CE€ TPOBCKAA KIMHUYHOTO HM3IHUTBAHEC W Ha
Komutera mo €THUKa, CIHUCBK Ha BCHYKK CBMHHUTCIHHA CCPHUO3HHU
HEXCJIIaHU pCaKIuH, KOUTO Ca HACTBIMWIMA 3a TO3U IHEPUOJ, KAKTO H
JOKJIaa 3a 0e30IacHOCTTa Ha Y4YaCTHUIIUTE.

3. a) Beska  gppkaBa-uneHKa — CI€AM  BCHYKH — CHMHUTEIHH
HEOYAKBaHU CEPUO3HU HEXETATeIHU PeaklUUU KbM H3CIeABaH
JIeKapCTBEH TPOAYKT, KOMTO ca CBEIEHH JIO HEHHOTO
BHUMaHHE, Jla Cé BBBEXKIAT He3a0aBHO B eBporelickata 0asa
JaHHH, 10 KOATO, B CBOTBETCTBUE ¢ wieH 11, maparpad 1,
UMaT JOCTBII CaMO KOMIIETGHTHHTE OpPTaHM HAa IbpIKaBHTeE-
uneHkH, AreHinusata 1 Komucusra;

0) AreHnusara mpenocraBs — choOlIeHaTa OT  HACHPYHUTENA
uH(OpPMANKsT Ha KOMIICTCHTHHTC OpraHH Ha Ibp)KaBUTE-
YJICHKH.

Ynen 18

Hacoku 3a gokjaaure

Komucusita, KaTo ce KOHCYITHpPa ¢ ATCHIMATA, TbPKABHTC-UICHKH H
3aMHTEPECOBAHUTE CTPAHU, M3TOTBS M ITyOJMKYBa MOAPOOHU HACOKH 32
chOMpaHeTo, MpoBepKaTta M IPEICTABIHETO Ha JOKJIAIM 3a HEXEIaHO
chOUTHE/peakius, KakTO W YCIOBHATA W pela 3a JCKOAUpaHEe 3a
HEOUAKBAHU CEPHO3HH HEKEJAHU PEaKI[HH.

Ynen 19

O0umu paznopendu

HacrosiiaTa TUpekTBa He 3acsra TpakKJaHCKaTa W HakaszaTelHa OTro-
BOPHOCT Ha HACHPUYHTEIs] WIIM HAa W3CIENOBaTeNsl. 3a Ta3W Iel, HaChp-
YUTEAT WM 3aKOHHUAT TPENCTABUTENl HA HACHPUMTEIsT TPsAOBa 1a €
ycraHoBeH B OOIIHOCTTA.

OnuTHUTE JIEKApCTBEHU MPOAYKTU M, IO LEJIEChOOPa3HOCT, U3IOJN3-
BaHUTE 3a MPHUIAraHETO UM YCTPOWCTBA CE MPENOCTABAT OE3MIaTHO OT
HAChPYUTENSL, OCBEH aKO AbPXKABUTE-WICHKU HE Ca ONPEIEIUId TOYHU
YCIIOBYSI, NMIPUIOKUMHU B U3KJIIOUUTENIHU CIIy4aH.

JbpxaBuTe-uieHKH yBenomsiBaT Kommcusra 3a ycinoBusTa, KOUTO Onxa
OTIpEIeINIIH.

Ynen 20

Kommcusra agantupa Hactosimiata TUPEKTHBA, 3a Ja CE€ B3eME IMPEIBUT
HAYYHO-TEXHUYECKHUSIT TPOTpec.

Te3u MepkH, MpeHA3HAYCHU Ja U3MEHSIT HECHIICCTBEHH €ICMEHTH Ha
HACTOSIII[ATa TUPEKTHBA, CE MPUEMAT B ChOTBETCTBHE C MPOLEAypaTa I1o
peryiupaHe ¢ KOHTpOJ, Moco4yeHa B uieH 21, maparpad 3.

Ynen 21

1.  Kowmucusra ce moamomara or IlocTOSIHHHS KOMHTET 3a JeKap-
CTBEHHM TIPOJIYKTH 3a XyMaHHa ymnoTpeda, mocoyeH B wieH 121,
naparpad 1 or Jupexkrusa 2001/83/EO na EBporieiickusi mapiaMeHT u
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Ha CwBera or 6 HoemBpu 2001 r. 3a yTBBpXKJaBaHE Ha KOJIEKC Ha
OOmHOCTTa OTHOCHO  JIEKQpCTBEHHTE TPOAYKTH 32  XyMaHHA

ymorpe6a (1).

2. Tlpu mo3oBaBaHe Ha HACTOAIIMS maparpad ce Mpuaarat YwWieHOBe 5
u 7 ot Pemenue 1999/468/EO, npu crna3BaHe Ha pa3nopeOUTe Ha 4iCH
8 or Hero.

CpoxbT, mpeiBUicH B 4ieH 5, maparpad 6 ot Pemenne 1999/468/EO,
Ce yCTaHOBsIBA HA TPU Mecella.

3. Tlpu mo3oBaBaHe Ha HACTOsAIIMA Taparpad ce mpuiarat 4ieH Sa,
naparpa¢u 1—4 u wien 7 ot Pemenue 1999/468/EO, npu crniazBane Ha
pasnopenduTe Ha WieH § OT Hero.

Ynen 22
IIpnnarane
1.  JIppkaBUTe-wICHKH MpHEeMaT W myOiaukyBaT npeau 1 mait 2003 .
3aKOHOBHTE, TIOJ3aKOHOBHTE W aJIMHHHACTPATHBHUTE DPa3Nopendw,

HEOOXOJMMMH 3a Ja Cce ChoOpa3siT C Hacrosimara JIUpeKThBa. Te
He3abaBHO mH(popMupar Kommucusra 3a ToBa.

Te npunarar Te3u pasnopenOu, cUUTaHO Hail-kbcHO OT 1 Maif 2004 r.

Korato nppxaBuTe-wICHKM IpUeMaT Te3U pas3nopendu, B TAX ce
ChIbpKa II030BaBaHE Ha HACTOSIIATA AMPEKTHBA MIM TO CE€ M3BBPILIBA
pH OQUIHATHOTO UM ITyONIMKyBaHe. YCIIOBHUATA M PEIBT HAa TOBA MO30-
BaBAHE CE ONPEJEIAT OT JIbP/KaBUTC-YJICHKH.

2. JwppxkaButTe-uneHku 1mpexactaBiT Ha Komucusita Tekcra Ha
OCHOBHHTE pa3ropendy OT HAI[MOHATHOTO 3aKOHOIATEJICTBO, KOUTO Te
npueMar B 00JacTTa, ypeaeHa ¢ HacTOosIaTa JAUPEKTHBA.

Ynen 23
Bum3ane B cuiia

HacTosimata aupexTHBa BIM3a B cula OT IEHA Ha HEWHOTO ITyOmu-
xyBaHe B Oguyuanen eecmuux na Eeponetickume obwHocmu.

Ynen 24
Anpecatu

Az[pecaTI/I Ha HacToslaTa JUPCKTHBA Ca AbpPiKAaBUTC-YJICHKH.

(') OB L 311, 28.11.2001 r., ctp. 67.



