HAPE/JIBA Ne 31 OT 12 ABI'YCT 2007 I'. 3A OITIPEAEJISIHE HA ITPABUJIATA
3A 1OBPA KNIMHUYHA ITPAKTHUKA

H30a0ena om munucmuvpa na 30pageonazsaremo

O6wn. JIB. 6p.67 om 17 Aseycm 2007e., usm. u oon. /[B. 6p.14 om 17 Despyapu
20122., usm. u oon. /B. 6p.77 om 4 Oxmomepu 20162., uzm. u oon. /{B. 6p.25 om 20
Mapm 20182., uzm. /IB. op.68 om 17 Aecycm 2018e.

Paznea 1.
OO0 MoJI0KeHus

Ui 1. (1) C Ta3u Hapenba ce onpenensat npaBuiata Ha JloOpata knmnHnuHa mpaktuka (JIKII)
chbraacHo npuiiokerre Ne 1 v ce ypex/ia KOHTPOJI'bT MO U3IIBJIHEHUETO UM.

(2) C mnapenbata ce ompeAensT W H3HCKBaHUATA KbM ChAbpKaHMETO M ¢opMara Ha
JOKYMEHTAIMsATa, KOATO C€ TpPEICTaBs 3a pa3peliaBaHe HAa KIMHUYHO  HM3MUTBAHE W
HEMHTEPBEHIIMOHAIIHO TPOYYBaHE, MPU MPOMSHA W MpPH MpeKpaTsiBaHE Ha KIMHUYHO M3MHUTBAHE U
HEWHTEPBECHIIMOHATHO MPOYYBaHE.

Paznea II.
N3uckBaHus KbM JOKYMEHTANUSTA 32 pa3pellieHne 32 NPoBe:KIaHe HA KIMHUYHU U3NUTBAHUA
(3aru. u3m. - /1B, op. 14 o1 2012 1.)

Ui 2. AamuHucTpaTuBHaTa JoKyMeHTaus o wi. 110, an. 1, T. 1 oT 3akoHa 3a 1ekapCcTBEHUTE
IIPOJAYKTH B XyMaHHaTta MeauuuHa (3JIIIXM) cpabpixka:

1. mpUIPYKUTETHO MHUCMO;

2. 3asBIIeHHE 110 00pa3err;

3. mOTBBpKICHUE 32 TIoNy4eH HoMep OT EBpomeiickaTta 6aza JaHHM 32 KIIMHUYHHU U3MUTBAHMUS;

4. CIUCHK HA PETYIIATOPHUTE OPTraHU U KOMHUCHUH TI0 €THKa, 10 KOUTO € MOJaJCHO 3asBJICHUE, U
PELIEHUETO UM;

5. CIUCHK HAa BCUYKHU TUIAHUPAHU 1IEHTPOBE, TIaBHU M3CJIEIOBATEIN U U3CIEA0BATEIICKH EKUITH
3a Teputopusita Ha PenmyOnuka bonrapus;

6. KoIHe OT MPENOpPHKUTE Ha Hay4deH KOMUTET Ha EBpomeiickara areHIus mo JiekapcTara 1mo
KOHCYNTAIMS 1O IJIAaHWpaHEe Ha U3MUTBAaHUS, IPU IPEMUHAJA IPOLEaYpa;

7. BB3jMarateIHO MHCMO WM JIOTOBOP 3a VYIIBJIHOMOIIABAaHE Ha JIMIIETO, KOETO I0jaBa
3asIBJIEHUETO OT UMETO BB3JIOKUTENS, KOTaTO 3asIBUTENAT HE € Bb3JI0KUTE;

8. (mom. - JIB, Op. 14 ot 2012 1., m3m. - [AB, Op. 68 or 2018 r.) nannu 3a EgunHus
UICHTU(PHUKAIIMOHEH KOJ OT ThPTOBCKHUS PETUCTH - 3a APYKECTBOTO UM KOOTEpAIUATa, PErHCTPUPAHO
Ha TepuTopusita Ha PemyOnuka brarapus, a 3a gpyxecTBara, perucTpupaHu B Apyra AbpKaBa - WICHKA
Ha EBponeiickus cbro3, WIM B IbpkaBa - cTpa”a 1o CrnopazymeHneTo 3a EBponeickoTo NKOHOMHYECKO
MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyaJlHa PErucTpalus MO HAIMOHAIHOTO 3aKOHOAATENICTBO,
M3/IaJICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa IbpiKaBa, Ha BB3JIOKHUTENS W 3asBuTessi. Korarto
BB3IIOKUTENAT UM 3asABUTENAT € (PU3NYECKO JHIE, Ce MPEACTaBsIT JaHHU - MUMEHa, ajupec, TenedoH,
dakc;

9. nexnapanusra o wi. 122 3JIIIXM.

Un. 3. Undopmanusra 3a ygactHuk no wi. 110, an. 1, 1. 2 3JIIIXM cpabpxa:



1. uadopmanus 3a nanueHTa/y4acTHUKA;

2. ¢popma 3a UHGOPMHUPAHO CHIIIACHE;

3. omucaHMe Ha MPOLEeAypUTe 3a HabUpaHe Ha MAIMEeHTH/yJaCTHULIH;

4. omucaHWE Ha MPOIEAYpUTE 3a IMOJlyyaBaHe Ha HWH(POPMHUPAHO ChIIacue OT 3aKOHCH
MPEJCTaBUTEI, KOTATO CE MPEIBUIKIA;

5. eTnyHa 0OOCHOBKA B Cilydail Ha HaOMpaHe Ha YYaCTHHUIU, KOUTO HE Ca B ChCTOSTHHE Ja 1aaatT
uHpopmupaHo cwriacue, cbriaacao wi. 98 3JIMIXM;

6. KOTHe OT BCsKa JIpyra HHPOpMaIns, KOsTo 1e Objie N3M0JI3BaHa 32 HaOWpaHe Ha YYaCTHHIIN
W/WIM TPEAOCTaBsIHA HA YYACTHHK MPEIN WU 110 BpeMe Ha KIIMHUYHOTO U3MUTBAHE.

Ui 4. (1) JoxymeHTanusATa 3a MpOTOKOIAa Ha m3nuTBaHeTo mo wi. 110, am. 1, 1. 3 3JIIIXM
ChAbpXKa:

1. mIpOTOKOJI HA U3NUTBAHETO C BCUUKH aKTYaJIHU IPOMEHU;

2. 00001IeHne Ha TPOTOKOJIA Ha OBIATapPCKU €3UK;

3. OlleHKa Ha HayyHaTa CTOMHOCT Ha HM3MUTBAHETO OT CIELUUAINCT B ChOTBETHATa 00JAcCT,
KOTraTo € HaJu4Ha;

4. eTHYHA OlIEHKA Ha MPOTOKOJIA OT IVIABHUSI WJIM KOOPAMHUPAIINS U3CIEI0BATEN, KOraTo He €
4acT OT MPOTOKOJIA.

(2) IlpotokoabT ce u3roTBsi B choTBeTcTBUE C mpaBuiara 3a JKII u cbabpxka MUHHUMYM
CJIETHOTO:

1. olleHKa Ha OYaKBAHUTE MOJI3U U PUCKOBE chIyiacHo 4ui. 90, 1. 1 3JIIIXM;

2. ompezieisiHEe Ha BKJIIOYBALIUTE U U3KIIIOYBAIINTE KPUTEPUH;

3. obocHOBKa Ha M300pa Ha MAIMEHTH, OCOOEHO B cllyyall Ha MPEIBUACHO BKJIIOYBAHE Ha
MalUeHTH, KOUTO HE ca B ChCTOSTHUE JIa JaJaT JIMYHO HH(POPMUPAHO ChIJIacue, U APYTH YSI3BUMH TPYIH
MAIUEeHTH;

4. omucaHue Ha TPOILEAypUTE 3a HAOMpaHE Ha MAIMEHTH U ToJydaBaHe Ha WMH(OPMHUPAHO
ChIJIacHe, KOraTo c€ MPEeIBUKJa BKIOYBAHE Ha MAllMEHTH, KOUTO BPEMEHHO WJIM MOCTOSHHO HE ca B
CBHCTOSIHME JIa JaJaT JUYHO UH(POPMHUPAHO ChIJIaCKe, U KOTaTO Ce MPEIBIK/Ia MoJydaBaHe Ha ChIJlacue
OT HE3aBUCHUM CBUJETEIL;

5. omHcaHWe Ha TUIaHA U MPOIEAYPHUTE 3a OCUTYPsIBaHE HA JOMBJIHUTEITHU MEIUIIMHCKU TPUKHI
Ha YYaCTHUIIUTE CIIe]] Kpask Ha IPOYy4BaHETO;

6. IpOIIeAYPH 32 U3BHPIIBAHE HA MOHUTOPHUPAHE;

7. miaH 3a myOTUKyBaHE Ha TaHHUTE.

(3) IIpoTtokoabT TpsiOBa 1a Ob/ie MOAMUCAH OT BH3JIOKHUTEINS U TJIABHUS U3CIIEA0BATEN 3a BCEKU
OT MpeJIaraHuTe LEHTPOBE.

Un. 5. (1) HoxymeHTaumsTa 3a M3NUTBAHUS JIEKAPCTBEH MPOAYKT mo wi. 110, am. 1, 1. 4
3JIIIXM cbabpixa:

1. Opormrypa Ha U3CiIeI0BaTES;

2. 0000111eHNe Ha BCHUKH TEKYIIH KIMHUYHU U3IUTBAHUS C JIEKAPCTBEHUS TPOIYKT.

(2) KoraTo u3nuTBaHUAT JEKapCTBEH MPOAYKT € pa3pelleH 3a yrnorpeda B IbpkaBa - 4ieHKa Ha
EBpomneiickus cbi03, M HU3MUTBAHETO TNPEABIXKAA YHoTpedaTa My B CHOTBETCTBUE C YCIIOBHSATA,
OTIpe/ieNIeH! B pa3pellieHueTo 3a yrnorpeda, BMECTO JAOKyMeHTa mo wi. 1, T. 1 Moxke 1a ce mpeacTraBu
KpaTKa XapaKTepUCTHKA Ha TIPOIYKTA.

(3) bpomrypara Ha u3cneoBaTelNsi U BCAKA HEMHA aKTyalu3alus TpsOBa Ja MpeCcTaBs HAyIHO
apryMeHTHpaHa U IbJIHAa HHpOpMaLUs 3a IPOAYKTa, KOSTO € HeoOXoauMa 3a OOSKTHBHA IMpeIeHKa Ha
CHOTHOILIEHUETO PUCK/TI0I3a Ha MPEJI0KEHOTO KIIMHUYHO U3MUTBAHE.



(4) Bp3noxxuTenar npeoreHsBa Opourypara Ha U3CIeI0BaTeNs U 5 JOMBJIBA C HOBH JaHHU NPU
HaJIM4Me Ha TaKWBa HAli-MaJIKO BEHBK TOJUIIIHO.

Uin. 6. (1) JoxymeHTanusaTa 3a TEXHUYECKUTE U3UCKBaHUS U nepcoHana o wi. 110, an. 1, 1. 5
3JIITXM cbabpxa:

1. onucanue Ha HEOOXOUMOTO 00OPY/IBAHE H/VIIM TEXHHUYECKU M3UCKBAHUS 32 U3ITBIHCHUE HA
MIPOTOKOJIA;

2. TOKYMEHTH, YyJIOCTOBEpPSBAIIM HAJIMYHUTE TEXHUYECKHM BB3MOKHOCTH 32 HU3MBJIHEHHUE HA
MIPOTOKOJIa, 32 BCEKU OT TMpeUlaraHuTe LIEHTPOBE, BKIIIOUUTENIHO JOKYMEHTH 3a CepTH(HUKaIus,
aKpeIUTaIMs U YCTAHOBEH KaQueCTBEH KOHTPOJI W/WIH BHHIITHA OI[CHKA Ha Ka4eCTBOTO;

3. aBrtoOmorpadguss wu/Miau Jpyrd JOKYMEHTH, YAOCTOBEpsBAIM OOpa30BaHUETO U
KBTM(DUKAIHTA HA YWICHOBETE HA MU3CJICIOBATEIICKHS SKHIT U CIAa3BaHETO HA M3UCKBAHMUATA HA WiI. 86,
ain. 2 3JIIIXM.

4. (ot™. - [1B, 6p. 25 o1 2018 1.)

(2) JdoxymeHTHTe MO T. 2 C€ M3TOTBAT OT CHEIHMATU3UpaHa HE3aBHCHMA OpPTaHHU3aUs H/HIU
PHKOBOJIUTENST HA JICUCOHOTO 3aBEACHHUE W/HMIM CTPYKTYpa, B KOSTO € TUIAHWPAHO U3BBPIIBAHETO HA
BCsKa MPoIIelypa, U3UCKBaIA criennupuuHo 060pyABaHe, ONMCaHa B IPOTOKOIA.

(3) (U3m. - JIB, Op. 25 ot 2018 r.) Joxkymenture mo T. 3 ce MPEACTaBAT 3a KOOPAMHHUPAIILL
U3CIeIoBaTeN, TJIaBeH H3CJelIoBaTell, 3a BCEKHM OT MpeiaraHuTe IeHTpoBe. llpu wu3muckBaHe OT
KOMHCHSITA 10 €THUKa JOKYMEHTHTE IO T. 4 ce MPEICTaBiIT U 3a APYTUTE JIMIA OT W3CIIEOBATEICKUS
KOJICKTHB.

(4) (Hosa - /IB, 6p. 25 ot 2018 r.) Komucusita no errka u3BbpliliBa IPOBEPKa MO CIyKEOEH MIbT
3a HaJIM4ue Ha oOcTosTencTBara mo wi. 87, an. 1 ot 3JITIXM.

Un. 7. Nanaute 3a pUHAHCHpAHE W aIMUHHCTPATHBHA OPraHW3aIUsl HA MPOYYBAHETO IO UIL.
110, an. 1, 1. 6 3JIIIXM chabpxar:

1. 3acTpaxoBKa, MOKpUBAIla OTTOBOPHOCTTA HA BB3JIOKUTENS U [VIaBHUS/TE U3CIIeI0BaTeN/U 3a
IIPUYMHEHUTE TPU WU IO TOBOJ Ha IPOBEXJAHETO HAa KIMHUYHOTO M3MHUTBAHE HEMMYILIECTBEHU U
MMYILECTBEHU BPEIU Ha YUaCTHULIUTE;

2. uadopMmanys 3a NpeaBUIEHUTE 00€3IETeHNsI U KOMIIEHCAlMM B Cllyyail Ha CMBPT WMJIM Ha
YBpEXJaHe Ha 3/[paBeTO Ha yYaCTHHUKA MPU MPOBEXKIaHE HA KIMHUYHOTO U3IUTBAHE;

3. (mom. - JIB, Op. 77 ot 2016 r., B cuna ot 04.10.2016 r.) mpoeKT Ha JOTOBOP MEXKIY
BB3JIOKUTENS U YIaCTHUIIUTE B U3MUTBAHETO, KOMTO ONpesesns U Bb3HArpaXkIeHUETO 3a y4acTue, Korato
ce MpeABUK/Ia TAKOBA;

4. (mon. - JIB, 6p. 77 ot 2016 r., B cuna ot 04.10.2016 r.) mpoekT Ha JOTOBOP MEXIY
BB3JIOKUATENS U U3CIIEA0BATENS,;

5. (mom. - JAB, 6p. 77 ot 2016 r., B cuna ot 04.10.2016 r.) mpoeKkT Ha AOTOBOP MEXAY
BB3JI0KHUTENS U JIEYeOHOTO 3aBEJICHHE - LIEHThP Ha KJIMHUYHO M3IHUTBAHE;

6. miucmeHo ceriacue mo 4i. 87, an. 3 3JIIIXM;

7. NAaHHM 32 W3TOYHUKA Ha (PUHAHCHpaHE HAa TNPOYYBAHETO, KOTraTo BB3IOKHUTEIAT €
IOPUANYECKO JIULE C HECTOIAaHCKa 11eJT;

8. IOKYMEHT 3a IUIaTeHa TaKca.

Un. 8. (1) 3a xIMHUYHO M3MHUTBAHE Ha JIeKapcTBEH NMPOoAyKT 1o wi. 88 3JIIIXM Bw3noxuTeNsIT
WM YI'BJIHOMOULIEHO OT HEro JIMIE IpenacTaBs B M3mbiaHWTENHATa areHIMs 110 JIEKapcTBaTa 3asBICHHE
3a IPOBEX/JaHE Ha KIIMHUYHO U3IUTBaHe M0 o0pasel.



(2) KbMm 3asiBieHueTo ce npuiaraT JOKyMEeHTUTe 1o 4ui. 2, 3,4, 5,6, 7,9 u un. 19, an. 3, kakro
U aeknapamnuute 1o wi. 122 u 123 3JIIIXM.

(3) (Otm. - [IB, 6p. 14 ot 2012 1., HOBa - JIB, Op. 25 ot 2018 r.) M3nbaHUTENIHATA ATCHIIHS TIO
JIeKapCcTBaTa U3BBPIIIBA IIPOBEPKA MO CIIY)KEOCH ITBT 3a HAJIMYKME HAa 00CTOsITeNIcTBaTa 1Mo wi. 87, air. 1 ot
3JIIIXM.

Un. 9. BB3I0KUTENAT WM YITBIHOMOIIEHOTO OT HEro Juie mpejactaBs B M3mbiaHutenHata
areHIIus 1o JIeKapcTBara U cieAaHaTa JoKyMeHTauus o wi. 116, an. 4, 1. 4 3JIIIXM:

1. nocre Ha U3NUTBAHUS JIEKAPCTBEH MPOIYKT;

2. JOKyMEHTalMs, YyJIOCTOBEpsiBalla IPOM3BOJACTBOTO HA M3NUTBAHUTE NPOAYKTU IIpU
ycnoBusTa Ha J{oOpa npou3BoaACTBEHA TPAKTHUKA;

3. aHanUTUYeH cepTU(UKAT HA M3MUTBAHUS MPOJYKT, KOTaTo MPUMECUTE HE ca 00OCHOBAHU B
crenuQpuKanusaTa Uik KOraTo ce yCTaHOBST HEOXapaKTepU3UPaHH IPUMECH;

4. pe3yaTaTH OT U3NUTBAHUS 32 BUpYCHa 0€30I1aCHOCT;

5. cepTuduKar 3a OTChbCTBHUE HA MPUYMHUTEIHN HA IPEHOCUMA CIIOHTH(POPMHA eHlle(aIonaTus;

6. MaKeTH Ha €THKEeTa Ha OBJITapCKHU €3UK;

7. craHoBuIle OT MUHHUCTEPCTBOTO Ha OKOJHAaTa CpeJa M BOJIUTE IO OTHOIICHHWE Ha
MOTEHIIMATHUS PUCK 32 OKOJIHATa Cpe/ia, KOraTo U3MUTBAHUAT JIEKAPCTBEH MPOAYKT ChIbpPKa FTEHETUIHO
Moau(UIIMPaHU OPTaHU3MHU.

Yn. 10. (1) Jocuero Ha M3NUTBaHUS JIEKAPCTBEH IPOJIYKT CE€ M3IOTBS B CHOTBETCTBHUE C
nyOJIMKyBaHUTE pPBKOBOJACTBAa Ha EBpomeiickara komucus BbB (popMaT M ChIbp)KaHUE CBIJIACHO
npuiioxenue Ne 2.

(2) Korato wu3NMTBAaHUAT JIEKAPCTBEH MPOJIYKT C€ IMPOMU3BEXKIAa HA TEPUTOPHATA Ha
EBpomneiickus chr03 M HsIMa pa3pelieHue 3a ynoTpeda, BMECTo JOKYMEHTa Mo Wi. 9, T. 2 ce mpeacTaBs
KOIME OT pa3pelleHHe 3a MPOM3BOJCTBO 3a JIEKAPCTBEHU IMPOJIYKTH B TMpoleC HAa pa3paboTBaHEe U
u3cieBaHe, 3/1aJieHo OT AbprkKaBa - WieHKa Ha EBponeiickus cho3.

(3) Korato wu3mMTBaHUAT JEKApCTBEH IMPOJIYKT HE Ce MpPOM3BEXJa Ha TEpUTOpHUsATa Ha
EBpormeiickust cpi03 U HsMa pas3pelleHHe 3a yrnoTpeba, ce MpeACTaBsT CIEAHUTE JOKYMEHTH 3a
IIPOU3BOJICTBO:

1. TOKyMEHT OT KBaJIM(ULIUPAHOTO JIMLE HAa (PU3NUECKO WM IOPUANYECKO JINLE, TPUTEkKABAIIIO0
paspellieHne 3a BHOC Ha TEpUTOpUsATAa Ha EBpomelckus cbro3, yAOCTOBEPSBAL CHOTBETCTBHETO Ha
YCIIOBUSATA 332 MPOU3BOJCTBO, KOHTPOJI U ChbXpPaHEHHE ChC CTaHIAPTH, €KBUBAJECHTHU HA W3MCKBaHUITA
Ha JloOpaTta mpou3BOACTBEHA MPAaKTHKA 3a JIGKAPCTBEHU MPOAYKTH B Ipollec Ha pa3paboTBaHe U
W3CIIE/IBAHE, BAJINJIHU 3a TEpUTOpHUsATA HA EBpONENCKHS ChIO3;

2. KoIlne OT pa3pelleHNETO 32 BHOC 3a TEpUTOpUsATa Ha EBponelickus cbio3;

3. ceprudukar 3a JloOpa mpou3BOACTBEHA MPAKTHKA 3a aKTHBHUTE BEIIECTBA OT OMOJIOTHYEH
IIPOU3XONI.

(4) Korato wu3MUTBaHUAT JIEKapCTBEH IMPOAYKT C€ TMPOM3BEXKAa HA TEPUTOpHUSITA Ha
EBpomneiickus cbl03 U UMa paspelieHue 3a ynorpebda, BMECTO JOKYMEHTa Mo wi. 9, T. 2 ce mpeicTaBs
JeKIapanusi oT IPOU3BOAUTENS 32 MPOU3XOJl Ha MPOJYKTa OT CTAaHJAPTHU MapTUIH, IPOU3BEACHU MPH
YCJIOBHATA Ha pa3pelIeHueTo 3a ynorpebda, B MACTO Ha MPOU3BOJCTBO, BKIIOYEHO B Pa3peIIEHUETO 3a
yrnotpe0ba Ha TEpUTOPUSATA HA bpKaBa - WieHKa Ha EBponeiickus cbio3.

(5) Korato m3nuTBaHMAT JEKapCTBEH NMPOAYKT MMa pa3pelieHue 3a ynorpeda B IbpxkaBa -
yiieHKa Ha EBponeiickus chio3, U/UITN pa3pelieHo KIMHUYHO u3nuTBaHe B PenyOnuka bearapus, mo ui.
9, T. 1 ce mpexncraBs CbKpaTeHO AOCUE HA U3IUTBAHMS JIEKAPCTBEH IPOIYKT.



U 11. (Otm. - [IB, 6p. 14 o1 2012 1.)

Pazpea I11.
HN3uckBaHuA KbM JOKYMEHTANMSATA 32 NPOMSIHA HA pa3pelleHne 32 NPOBe:KIaHe HA KIMHUYHI
u3nuTBanus (3aria. usm. - /IB, op. 14 ot 2012 r.)

Uin. 12. CemectBena npomsana no wi. 127, an. 2 3JIIIXM e nanuue, KoraTo uMa MpoMsiHa B
JAHHUTE, TIOCOYCHH B IIpritokeHue Ne 3.

Un. 13. (1) Ilpu nnanupaHe Ha CHIIECTBEHHM NPOMEHH B KIMHUYHOTO M3MUTBAHE U B
nokyMeHTanuara no 4wi. 110 3JIIIXM BB3JI0XKHUTENAT WIM YIBJIHOMOIIEHO OT HEro JIMIEe IOjaBa
IIMCMEHO 3asiBIIEHKE 110 00pa3el 10 KoMucusTa 1o etuka no wi. 103 3JIIIXM.

(2) 3asBneHUETO ce MPUAPYKaBa OT CIEAHATA JOKYMEHTAIHS:

1. IpUAPYXUTEIHO MUCMO;

2. 00001IeHre Ha TIJIaHUPAHATa MPOMSHA;

3. CIIUCHK HA aKTyaJIM3UPAHUTE IOKYMEHTH;

4. akTyanu3upaHara JoOKyMeHTauus 1o 4i. 2, 3,4, 5, 6 u 7, orpa3sBaiia IpOMEHHUTE;

5. CTpaHMIIM OT JOKYMEHTalMsITa C MapKUpaHU TMPOMEHH, CpPaBHSBAIIM aKTyaTHUTE U
MpeJIaraHuTe HOBU TEKCTOBE;

6. 000CHOBKA Ha POMECHHUTE;

7. KOTIME Ha 3asABJICHUETO 3a MPOBEXKJIAHE HA KIWHUYHO M3IMMTBAHE MO Wi. 2 ¢ MapKUpaHH
MIPOMEHH, Ha €JIEKTPOHEH U XapTHUEH HOCHUTEIT,

8. IOKyMEHT 3a MIaTeHa Takca.

Un. 14. (1) Ilpu nnaHupaHe Ha CHIIECTBEHHM MPOMEHH B KIWHUYHOTO M3MUTBAHE U B
nokymeHTanusATa no wi. 116 3JIIIXM BB310KUTENAT WM YI'BIHOMOUIEHO OT HEro JIMIE MO0JlaBa B
M3nbiaHuTenHaTa areHiys 1o JekapcTBara MUCMEHO 3asBJICHHE 3a MPOMSsIHA TT0 o0pasell.

(2) BasBneHueTO ce MpUApyKaBa OT JOKyMeHTauusaTa mo wi. 13, am. 2, 1. 1,2, 3,4, 5, 6 u §,
nexnaparusata mo wi. 123 3JIIIXM u komnue OT MOJ0KUTETHOTO CTAHOBHUINE HA KOMHCHSTA MO €THKA,
KOraTO CTaHE HAJIMYHO.

(3) IlpencraBs ce u 3asBIE€HUETO MO 4i. §, aj. 1, MOMBJIHEHO C aKTyalu3upaHa uHpopMalus,
oTpa3siBalla MpeasiaraHaTa MpoMsiHa, KakTO U KOIUE ¢ MapKUPaHU IPOMEHH, Ha €JIEKTPOHEH U XapTHUEH
HOCHTEJL.

(4) Ilpu mpomenu mo un. 127, an. 1 3JIIIXM 3asBnenue ce mojaBa B Cpok 0 14 aHu OT
MoJTydaBaHe Ha yBeJOMJIeHHE OT M3mbaHuTeIHATa areHIus 1Mo JeKapcTBaTa 3a He0OXouMaTa IpOMsIHA.

Y. 15. (Otm. - IB, 6p. 14 o1 2012 1.)

Pazpeua II1 "a".
HN3uckBaHuga KbM AOKYMEHTAUATA 32 MPOBECKAAHE HA HCMHTCPBCHIUOHAIHO IIPOYYBAHE U
npomenu B Hero (Hos - /IB, 0p. 14 oT 2012 1.)

Y. 15a. (Hos - [IB, 6p. 14 ot 2012 r.) 3a HEMHTEPBEHIIMOHAIHO IPOYYBaHE Ha JIEKapPCTBEH
npoaykt 1o un. 145 3JIIIXM BbB3JIOKUTENAT WM YII'BIHOMOILIEHOTO JIUIE TPEeACTaBs B



W3nbiHuTenHaTa areHuus o jJeKkapcTBaTa U B KoMHUcHsTa 1o etuka no wi. 103 3JIIIXM 3asBnenue no
oOpaselr 3a MPOBEKIaHe Ha HEHHTEPBEHIIMOHAIHO MTPOYYBAHE.

Yn. 156. (Hos - IB, 6p. 14 ot 2012 r.) AnMUHHCTpaTUBHATA TOKYMEHTALIUS 3a MPOYYBAHUSATA
no wi. 145 3JIIIXM cbabpixka:

1. IpUAPYXUTEIHO UCMO;

2. 3asBJIeHME IO 00Opasels;

3. COMCBbK Ha BCHYKM IUIAHMPAHU LIEHTPOBE M IJVIABHM H3CIEAOBATENM 3a TEPUTOpHsSITA Ha
Peny6inka bearapus;

4. Komnue OT IPENnopbKUTE HAa HayyeH KOMUTET Ha EBpomeiickaTa areHIus 1o JieKapcTBaTa 1o
KOHCYJITAIM 110 IJJaHUPaHEe Ha IIPOyYBaHUs, IPU IPEMUHAJIA IPOLEAYPA;

5. Bb3JArarelHO NHCMO WIH JAOrOBOP 3a YIBJIHOMOLIABAaHE HAa JIMLETO, KOETO I10J1aBa
3asBJICHUETO OT UMETO Ha BB3JI0XKUTEIS, KOraTO 3asBUTEIIAT HE € Bb3JIOKUTEI;

6. (u3m. - JIB, 6p. 68 ot 2018 r.) nannu 3a Enunanus uneHTH()UKALMOHEH KOJ OT THPrOBCKHUS
pPEerucTbp - 3a JAPYXKECTBOTO WJIM KOOIEpalusATa, PErMCTpUpaHO Ha Tepuropusita Ha PemyOnuka
bearapus, a 3a apykecTBaTa, perucTpUpaHu B JIpyra JbpiaBa - WieHKa Ha EBponeiickust cbio3, Ui B
IbpkaBa - cTpaHa 1no CrnopasymeHuero 3a EBpomneiickoToO MKOHOMHUYECKO MPOCTPAHCTBO - KOIHME OT
JOKYMEHT 3a aKTyaJlHa PErucTpalys MO0 HAIMOHAJIHOTO 3aKOHOJATEJICTBO, M3Ja/JeH OT KOMIIETEHTEH
OpraH Ha CbOTBETHATA JIbPKaBa, Ha BB3JIOKUTEIIS U 3asIBUTENS; KOraToO Bb3JIOKUTEAT UITH 3asIBUTEIAT €
(bu3HUecKo JUIE, ce MIPEICTaBAT JaHHH - UMEHA, ajapec, TenedoH, (akc;

7. nexnapauus, ye noganeHara 1o MAJI u 1o KoMucHsTa 1Mo eTuka JOKYMEHTALUs ChIbpikKa
€/IHa U ChIla HHPOPMAITHSL.

Yn. 158. (Hos - /IB, 6p. 14 ot 2012 r.) UudopmarnusTa 3a y4aCTHUK B HEMHTEPBEHIIMOHAITHO
MPOYYBAHE ChIBPKA:

1. nndopmanus 3a nanueHTa/y4acTHUKA,

2. ¢opma 3a uHOpPMHpaHO ChITIACHE, C U3KIIOUEHHE Ha CIy4yauTe, Koraro ce obpaboTsa
PETPOCTIEKTUBHO U aHOHMMHO MEIUIIMHCKA HH(OpMAIIs;

3. onmucaHue Ha MPOLIEypUTE 3a HabupaHe Ha MAIMEeHTH/YIaCTHHIIN;

4. omucaHuMe Ha MpOLEAypUTe 3a IoJlyyaBaHe Ha HMHPOPMHUPAHO ChIJIacue OT 3aKOHEH
MIPEJICTaBUTEI, KOTATO CE MPEIBUIKIA;

5. etmuHa OOOCHOBKAa B ciy4yail Ha HaOWpaHe Ha TMAalWEHTH/yYaCTHHIIM, KOUTO HE ca B
CBhCTOSIHHUE J1a JafaT nHGOpMHUPaAHO chriacue cbriacHo wi. 98 3JIIIXM;

6. Komue OT BcsAKa Jpyra HMHpoOpMamus, KoATo Ie ObJae H3MO0J3BaHAa 3a HaOupaHe Ha
MAIMEeHTH/YIaCTHUII W/WIIM TIPEJAOCTaBsIHA Ha TAIMEHT/y4acTHUK TIpea Wi 10 BpeMe Ha
HEMHTEPBEHLIMOHATHOTO MPOYYBAHE.

Yn. 15r. (Ho - B, 6p. 14 ot 2012 r.) (1) HdokymMmeHTamusitTa 3a MpOTOKOJIa Ha
HEMHTEPBEHLIMOHAIIHOTO IPOYYBAHE WM PBKOBOJICTBOTO 3a HW3BBPIIBAHE HA HEMHTEPBEHLMOHAIHO
MIPOYYBaHE C PETPOCNEKTUBHO M AHOHUMHO 00paboTBaHe Ha MEIUIIMHCKA HHPOpMAIUs ChIbpIKa:

1. mpoTOKONA WMAM PBKOBOACTBO 3a M3BBPIIBAHE HAa HEWHTEPBEHLIMOHAIHOTO INPOYYBAHE C
BCHUYKHU aKTyaJlHU TIPOMEHH;

2. 00600meHne Ha MPOTOKOJIA WIM PBHKOBOJACTBOTO 32 HM3BBPIIBAHE HA IPOYyYBAHETO Ha
OBJITAPCKU €3WK;

3. ruiaH 3a nyOJIMKyBaHe Ha JaHHUTE.

(2) IIpoTOKOTBT, CHOTBETHO PHKOBOJICTBOTO, TPsIOBA JAa OBJAC MOIAMUCAH OT BB3JIOXHUTENS U OT



TJIaBHUA U3CIICA0BATCII 3a BCCKU OT NPCJIaraHuTe ICHTPOBE.

Ui 15a. (Hos - JIB, 6p. 14 ot 2012 r., m3Mm. - JIB, Op. 25 ot 2018 r.) U3nbaauTenHaTa areHIus
IO JICKapCcTBaTa M KOMHUCHSTA M0 €TUKA M3BBHPINBAT MPOBEPKA MO CIIYKeOCH MbT Ha aKTyallHaTa KpaTkKa
XapaKTepUCTHKA HA HAOJIOJaBaHHSI/TE JIEKAPCTBEH/U MPOYKT/U 32 HCMHTEPBEHIIMOHAIHO ITPOYYBaHE.

Y. 15e. (1) (Hos - [IB, 6p. 14 ot 2012 r., npeaumieH Tekct Ha 4. 15¢ - JIB, O6p. 25 ot 2018 1.)
JIOKyMeHTalMsITa 32 TEXHUUECKUTE N3UCKBAHUS ChIbpiKa:

1. onurcanue Ha HEOOXOJMMOTO 0OOpYABAHE M/ TEXHUYECKU W3MCKBAHUS 32 U3ITBJIIHEHHE HA
IIPOTOKOJIa WM PBKOBOACTBOTO 3a H3BBPIIBAHE HA HEMHTEPBEHIMOHAIHOTO IPOYYBaHE, KOraTo €
MPUIIOKHUMO CHITIACHO ChOTBETHUSI METUIIMHCKU CTaHIApT;

2. JIOKYMEHTH, yJIOCTOBEpsBAIllM HAJIUYHUTE TEXHUYECKH BB3MOKHOCTH 33 HU3IIBJIHEHHE Ha
MIPOTOKOJIa WJIM PBKOBOJCTBOTO, 32 BCEKH OT INpeIIaraHuTe I[EHTPOBE, BKIIOUUTEIHO JOKYMEHTH 32
cepTU(UKAIMS, aKPeJUTALUs U YCTAHOBEH Ka4eCTBEH KOHTPOJ W/WIIM BBHIIHA OLIEHKA HA KauecCTBOTO,
KOTaTO € TPUIIOKHUMO.

3. (otm. - IB, 6p. 25 oT 2018 1.)

(2) (Hosa - 1B, 6p. 25 ot 2018 r.) M3nbiHuTENHATA areHIMsI 10 JIEKapcTBaTa U KOMHUCHATA 10
eTHKa W3BBPIIBAT IPOBEPKAa IO CIyKeOEH MbT 3a HAIMYME Ha Pa3pelIeHUE 3a OCHIIECTBSBAaHE Ha
neuebHa neiHOCT mo wi. 47, an. 1, CbOTBETHO ymOCTOBepeHHue 3a peructparms mo w@wi. 40, am. 1 ot
3akoHa 3a JeyeOHUTEe 3aBeJeHMs 3a JIEYeOHOTO 3aBEJCHHE - LEHThP Ha HEUHTEPBEHIMOHAIHOTO
pOyYBaHe.

Ui 15%. (HoB - JIB, 6p. 14 ot 2012 r.) /lanHure 3a (pMHAHCHpAaHE W AJMUHUCTPATHBHA
OpraHu3aIys 32 HEMHTEPBEHIIMOHAIHO IMPOYYBaHE ChIAbPIKAT:

1. 3acTpaxoBKa, IOKpUBAILlA OTTOBOPHOCTTA HA BB3JIOXKUTEIIS U TJIABHUSI/TE U3CIEI0BaTEN/1 32
NPUYMHEHUTE TPH WIM 10 T[OBOJ HAa MPOBEXKIAHETO HA HEWHTEPBEHIIMOHAIHOTO IPOYYBAHE
HEMMYIIECTBEHM M HUMYIIECTBEHHM BpeId Ha YYaCTHMLUTE, C U3KIIOYEHHE Ha ClIydYauTe Ha
HEMHTEPBEHIIMOHATHO MPOYyYBaHE, B KOETO c€ 00paboTBa PETPOCHEKTHBHO M aHOHUMHO MEIHMIIMHCKA
uHpopMaIus;

2. IOTOBOP MEXKAY BB3JIOKUATENS U H3CIIET0BATENS;

3. JOroBOp MEXIy BB3JIOKHUTENS M YYAaCTHUIMTE B HU3MUTBAHETO, KOWUTO Ompeaens Hu
BB3HATPAKICHUETO 33 y4acThe, KOraTo ce MPEIBHIK/IA TAKOBa;

4. naHHM 3a M3TOYHUMKA Ha (UHAHCHpAaHE Ha NPOYYBAHETO, KOraTo BB3JIOKHUTEIAT €
IOPUINIECKO JIUIIE C HECTOITAHCKa TIeTT;

5. TOKyMEHT 3a IJIaTeHa IbpXKaBHA TaKca.

Yn. 153. (Hos - JIB, Op. 14 or 2012 r.) (1) Ilpu nnaHupaHe Ha CHUIECTBEHH IPOMEHHU B
HEUHTEPBEHIMOHAIHO MpoyuBaHe mo 4. 145 3JIIIXM BbB3I0KUTENAT WIM YIBIHOMOLIEHOTO JIMIIE
nojaBa B M3mbiaHWUTENHATa areHIMs MO JeKapcTBaTa U B KOMHCHATA Mo erthka mo wi. 103 3JIIIXM
MIUCMEHO 3asiBIIEHHE 3a IPOMsIHA 0 oOpasell.

(2) KbMm 3asBnenueTo mo aji. 1 ce mpuiiara ciieiHaTa JOKyMEHTAIUs:

1. IpUAPYKUTEIHO MHCMO;

2. 0600111eHNE 1 0OOCHOBKA Ha MJIAHUPAHUTE TPOMEHH;

3. CHUCBK Ha aKTYaJIM3UPAHUTE JOKYMEHTH;

4. akTyanu3upaHaTa JOKyMEHTAIus 1Mo wi. 156 - 15k, oTpassiBaiia mpoMEeHHTE;

5. CTpaHMIM OT JOKyMEHTalUsTa C MapKHUpaHd IIPOMEHH, CpaBHABAIM aKTyaJHUTE U
IIpEeAJIaraHUTE HOBU TEKCTOBE;



6. nexyapanusi, 4e nojaaeHara 10 M3mbaHUTenHaTa areHuus 1o JIeKapcTBaTa U 10 KOMUCHUSATA
10 €THKA JOKYMEHTAalLUs ChbpKa €/1Ha U ChIlla HHPOpMaLus;

7. JOKYMEHT 3a IUIaTeHa Jbp>KaBHA TaKca.

(3) Bwb3noxurenar Moxke JAa NPWIOKHU IUIAHUpaHAa IMPOMsSHA B HEUHTEPBEHIIMOHAIHO
npoyusase 1o wi. 145 3JIIIXM, ako B €1HOMECEUEH CPOK OT I10JIaBaHE Ha 3asiBJICHUETO 3a IPOMSIHA HE
IOJyYd W3pHYEH OTKa3 OT Jupekropa Ha M3mbiHWTENHaTa areHuus IO JeKapcTBaTa, ChOTBETHO
OTPHUIIATEITHO CTAHOBHILE OT KOMHUCHUATA 10 eTuka mo 4wi. 103 3JIIIXM.

Paznen IV.
N3uckBaHusi KbM JIOKYMEHTALMSATA 32 YBelOMJIeHHE 32 MPUKJIIOYBaHe HA U3NUTBAHe

UYn. 16. (1) YBegomnenuero no wi. 142, an. 2 3JIIIXM ce npezacrasst BbB popmar, yTBbPAEH OT
U3IBIHATEITHUS AUPEKTOp Ha V3mbIHWTENHATa areHIus IO JIEKapCTBaTa, Ha XapTUCH U EJIEKTPOHEH
HOCHUTEI.

(2) Koraro mpoyuyBaHeTo ce MpeKparsiBa MNpPeAHd IIOCOYEHOTO B IPOTOKOJIA YCIOBHE 3a
MPUKITIOYBAHE HA M3MUTBAHETO, YBEIOMIICHHETO ChABPKA CICIHUTE JOMIBIHUTEITHN TAaHHU:

1. 060oCcHOBKa 32 IPEKPATIBAHETO;

2. Opoii Ha y4acTHHUIIMTE, OTyYaBallyl U3IMUTBAHUTE MPOJYKTH B IIEHTPOBETE HA TEPUTOPHUSITA
Ha PenyOnuka brirapus, v riaH 3a METUIIMHCKUTE TPHIKH 32 TSIX CJIE]] IPEKpaTsBaHe Ha IPOYYBAHETO;

3. BAMSIHMETO Ha MPEKPATSBAHETO BHPXY OLIEHKATa HA JAHHUTE M ChOTHOIICHUETO PHUCK / TO3a
Ha W3MUTBAHUS JIEKAPCTBEH MPOAYKT;

4. 3HaueHHWE Ha JAHHUTE, JTOBEIH /O NpPEKpaTsBaHE HA W3MUTBAHETO, 3a JIPYTHU pa3peuIeHU
KJIMHUYHY U3MIUTBAHUS HA TepuTopusita Ha PenmyOnuka benrapust.

Un. 17. Bcuuku AOKYMEHTH, NMPEACTaBsIHM Ha KoMmucuara mo eruka no wi. 103 3JIIIXM u
W3mbiHuTENHATA areHIusl 10 JIeKapcTBaTa, HOCAT Hall-MaJIKo CIETHUTE UACHTU(PHKAIIMOHHH IeMEHTH:

1. Homep Ha u3nuTBaHEeTO OT EBpornelickara 6a3a 1aHHU 32 KIMHUYHU U3IIUTBAHUS;

2. KOJ| Ha ITPOTOKOJIa;

3. Bepcus U JaTa Ha JOKYMEHTA.

Un. 18. (1) HdokyMmeHTamusTa 3a paspellaBaHe, NMpOMsSHA M MpeKpaTsBaHE HAa KIMHUYHO
M3MUTBAHE C€ TIPEICTaBs Ha OBJITAPCKU W/UIIN aHTTTUNCKH €3UK.

(2) (U3wm. - 1B, 6p. 14 ot 2012 ., u3m. - IB, Op. 25 ot 2018 r.) JlokyMeHTausTa 1o 4i. 2, T.
1,2uS5 w3, r.1,2u6,un.4,an. 1, 7.2, wn. 6,an. 1, 7. 1u3,un. 7, 7. 1,2,3,5u6,un. §, an. 1, un. 9,
T.6,wrn 13, an. luwam 2, 7. 1 u2,un. 14, an. 1, un. 156, 7. 1,2 u 3, wr. 158, 1. 1,2 1 6, win. 151, am. 1, 1.
2,un 15e,am 1, 1. 1, wn. 15k, 1. 1,21 3, un. 153, an. 1mwan. 2, 7. 1 u 3 wun. 16, an. 1 ce mpenocrass
3aIBIDKUTENHO U Ha OBITapCKU €3UK.

(3) (U3wm. - IB, 6p. 14 ot 2012 r.) HokymeHTauusTa no wi. 8, ain. 1, wi. 14, an. 1 u 3, wn. 15a,
. 153, an. 1, un. 16, an. 1 ce mpenoctaBs 3aAbKUTETHO U HA aHTJIUICKU €3HK.

Yn. 19. (1) (U3m. - B, 6p. 14 ot 2012 r.) M3nbaHuTenHusT nupektop Ha M3nbiaHuTenHaTa
areHIys 1o JIeKapcTBaTa yIBbPKAaBa ChC 3aMoBe]] 00pa3ly Ha 3asBieHusTa o wi. 2, 8, 13, 14 u 15a u
153, an. 1 n yBegomiieHunero no 4. 16.

(2) 3asBeHUATA ce MPEICTABAT B €MH €K3EMIUISIP, Ha XapTUEH U €JIeKTPOHEH HOCHUTE.

(3) 3asBneHUATa Ha EIEKTPOHEH HOCUTEN C€ MOJaBaT BB (hOpMaT, CbBMECTUM C M3UCKBAHUATA



3a BpBeXkAaHe B EBporelickara 6a3a naHHU 332 KIMHUYHU U3MUTBAHUS.
(4) BB310KUTENAT WK YI'BIHOMOUICHOTO JIMIE JeKIapupa, 4e 3asBIICHUATA HA €JIEKTPOHEH U
XapTUEH HOCUTEN ChABPIKAT UACHTUYHA HHPOpMAIIHSL.

Pazgen V.
KonTpoa

Y. 20. (1) KoHTpobT BBpXYy KIMHUYHUTE U3MUTBAHUSA, IpOBeXIaHu B PemyOnuka boarapus,
C€ OCBIIIECTBSIBA OT onpeaeseHuTe 1o wi. 267, an. 3 3JIIIXM abpkaBHH HHCIIEKTOPH.

(2) KoHTpOobT BBpXY KIMHHUYHUTE M3MHUTBAaHUSA, MPOBeXaanu B PemyOnuka bbarapus, moxe
Jla ceé OCBUIECTBABA U OT JUIBXHOCTHM JIMIIA HA Jbp)KaBUTE - 4iIeHKM Ha EBponeickus cbio3, u
ornpezeneHu ot EBponeiickaTa areHIus 1o JeKkapcTBaTta 1 HAy4YHUTE 1 KOMUTETH.

(3) Ilpm Hyxnma HHCHEKTOPHTE MOraT Ja C€ CBIIBTCTBAT M IIOANIOMAraTt OT EKCIIePTH,
OIIpeEICHU OT U3II'BJIHUTEIHMS TUPEKTOp Ha V3mbaHUTENIHATA areHIMs 110 JIeKapCcTBaTa.

(4) KoHTpobT, NpOBEKIAAH OT AbP/KAaBHUTE HHCIIEKTOPH, CE€ U3BBPIIBA:

1. xaTto mpeaBapUTENeH, TEKyIl M IOCHeABAll IPH KIMHUYHO H3MMTBAHE HA JIEKapCTBEH
IPOAYKT;

2. B X0J1a Ha Ipolieypa 0 pa3pellaBaHe 3a yrnoTpeoa;

3. KaTo IpocCieAsBalIl MEPKH cile]l pa3pelleHue 3a ynoTpeoa.

(5) Ha KoHTpoa mnojjiexaT BB3JIOKUTENAT, TJIaBHUAT H3CIEAOBaTEl M U3CIEI0BATEIINTE,
JIOTOBOpHATAa U3CJe10BaTeICKa OpraHn3alus, KOMUCUHUTE IO €THKa, HEHThPbT Ha U3NIUTBAHETO, MECTaTa
Ha MPOU3BOJICTBO U KOHTPOJ HAa M3NUTBAHUS JIEKAPCTBEH NPOAYKT, JJAOOPATOPUMUTE U BCAKO MSCTO U
ChOPBKEHHUE, M3MOJI3BAHO B XOJa Ha W3MUTBAHETO, KaKTO W IlaTa JOKYMEHTAalUs [0 KIMHUYHOTO
U3MUTBAHE.

Un. 21. (1) KoHTponbT BbpXy KIMHUYHHUTE W3MUTBAHUS C€ MPOBEXJAa B CHOTBETCTBUE ChC
CTaHAAPTHHU OIIEPATUBHM NPOLEAYPU, YTBBPACHU OT U3IBIHUTEIHUSA TUPEKTOp Ha M3mbiHHMTEnHaTa
areHius no jekapcrBata. CTaHAApTHUTE ONEPAaTHBHU MPOLENYypH ce pa3paboTBaT B CHOTBETCTBHUE C
PBKOBOJHUTE NJOKYMEHTH Ha EBponeiickara KOMUCHS.

(2) Beska mpoBepka BbB Bpb3Ka ¢ KIMHMYHO U3MUTBAHE Ha JIEKApCTBEH MPOIYKT 3aBbpIIBA C
JOKJIa/l, KOUTO CE MPEIOCTaBs Ha Bb3JIOKUTENS.

(3) Hoknam oT mnpoBepka Ha KIMHUYHO H3MUTBAHE MOXe Ja ObAe NpeaocTaBeH Ha
u3cnenoBarenure, komucuara mno eruka no uwi. 103 3JIIIXM, ngpyrutre nabpkaBu - WIEHKH Ha
EBpomneiickus cbro3, u EBpornielickara areHIus 1o JeKapcTBara.

Un. 22. Tlpu xoHCTaTUpaHe HAa HECHOTBETCTBHUS, KOUTO HajararT BPEMEHHO CIHpPaHE WIH
MpeKpaTsBaHe Ha MpoyuBaHe, M3mbiaHHUTENHATa areHIus Mo JekapcrBara nHpopmupa EBponeiickarta
areHIMsl 1O JIeKapCcTBaTa, IBbP)KaBUTE UYJIEHKH, B KOMUTO C€ MPOBEXKJAa HM3MUTBAHETO, EBpomeiickara
KOMHCHS M KOMHCHATA o eThka 1mo wi. 103 3JITTXM.

Un. 23. U3nbpiHATENHATA areHIusl 1o JieKapcTBaTta BhBeXkaa B EBpomeiickara 6aza gaHHU 3a
KIMHUYHA W3MUTBaHUsA WHPOpMAIUs 3a IUIAHUPAHUTE M U3BBPIICHH MPOBEPKM Ha KIMHUYHH
N3IINTBAHUS.



IIpexoaHu u 3aKIIOYHUTESTHU pa3nopeadn

§ 1. Ta3u Hapen6a BBBexaa pasnopenoure nHa Jupextuna 2005/28/EO na Komwucusara ot 8
arrpuit 2005 r. OTHOCHO OmpeJelisiHe Ha MPHHIMIK U MOAPOOHU HACOKHM 3a A00pa KIMHUYHA IpPaKTHKA
[0 OTHOLICHHE Ha JICKAPCTBEHUTE NMPOAYKTH 332 XyMaHHa ymorpeda, IpeaHa3sHA4eHH 3a H3CIIC/IBAHE,
KaKTO W H3UCKBAaHHATAa OTHOCHO H3JIaBaHETO HA Pa3peIIMTENHO 33 MPOHM3BOJACTBOTO WM BHOCA Ha
TaKHBa IMMPOAYKTH.

§ 2. KbM nozaieHuTe 10 BIM3aHETO B CHJIa HA HapendaTa 3asBJICHHS 3a ChIICCTBEHU POMEHU
B pa3pellieHHe 3a MPOBEXKJaHE HAa KJIMHUYHO M3MMTBAHE HA JICKAPCTBCH NMPOIYKT HA TEPUTOPHSATA HA
PenyOnika Beirapus Bb3JI0KUTEIUTE IPEICTABAT B CPOK TPU Mecella JOKYMEHTALUsITa, IPEBHICHA B
HapeznOaTa.

§ 3. Ta3u Hapenba ce m3maBa Ha ocHoBaHWe Wi. 82, an. 3, wi. 110, am. 2 , wr. 116, an. 5, 4.
129, an. 3, un. 142, an. 2 u un. 145, an. 2 3JIIIXM u ormenss Hapen6a Ne 14 ot 2000 r. 3a ycioBusita u
pena 3a mpoBeXKJaHe Ha KIMHUYHU W3MUTBAHUA HA JiekapcTBa BHpXY xopa (B, 6p. 73 ot 2000 1.).

3akiIlounTeTHU pa3nopenoun
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 31 OT 2007 I'. 3A
OIIPEJEJISAHE HA ITIPABUJIATA 3A 1OBPA KIIMHUYHA ITPAKTUKA
(OBH. - 1B, BP. 77 OT 2016 I'., B C1JIA OT 04.10.2016 T".)

§ 3. Hapen0Oara Bnm3a B cuiia OT JieHs Ha 00HapoABaHeTo ¥ B "J[bpikaBeH BECTHUK'".
[Ipunoxenue Ne 1 kbm 4. 1, an. 1

(M3wm. - IB, 6p. 14 o1 2012 1.)
ITPABWJIA 3A JIOBPA KIIMHNYHA TTPAKTUKA

Boeenenne

Jlo6pa KIMHUYHA MPAKTUKA € ChBKYMHOCTTA OT MEXIYHApOAHO NPU3HATU €TUYHH U HAy4YHH
M3MCKBAaHUS 3a KayecTBO, KOMTO CE€ Cla3BaT MpU IUIAHUPAHETO, IPOBEKIAHETO, OTYUTAHETO H
JOKJIa/IBAHETO HA KIIMHWUYHU W3IUTBAHUSA.

Crna3BaHeTO Ha TEe3U U3UCKBAaHUS OCUTYpsBa MyOJMYHO oOe3leuyaBaHe M 3alllUTa Ha IpaBara,
0€30MMacHOCTTa U 3/IpaBeTO Ha YYaCTHUILIUTE B U3MUTBAHETO B CbOTBETCTBUE C MPUHIUINTE, 3aJI€THAIH B
Hexnapanusata OT XeN3WHKH, KaKTO M HaydyHaTa CTOMHOCT M BB3NPOU3BOJAMMOCT HA JAHHUTE OT
KJIIMHUYHOTO M3MHUTBAHE.

Ienrta Ha mpasunara 3a JIKII e na ce ocurypu eauHeH cTaHiapT 3a EBpormeiickaTa oOuiHocT,
Anonus u CAILL ¢ nien oGexkuaBaHe Ha B3aMMHOTO NMPU3HABAHE HA JIAHHU OT KJIMHUYHU W3MUTBAHUS OT
IIO/IBJIACTHUTE UM PETYJATOPHU OPTaHu.

[TpaBunara 3a JIKII ca pazpaboTenu, kaTo ca B3€TH 0J] BHUMAHHE TEKYIIUTE T0OpY KIMHUYHA
npaktuku Ha EBpomeiickara o6muoct, Amonuss u CAILl, xakto u Tesu Ha ABctpanus, Kanana,
CKaHJIMHABCKHTE cTpaHu U CBETOBHATA 3/ipaBHA OPTaHMU3ALUs.

Te3u mnpaBuna TpssOBa 1a ObAAT cHa3BaHH, KOraTo ce€ TEHEpUpaT NaHHU OT KIMHUYHU
M3MUTBAHUA, KOUTO 1€ ObJAT MPEICTaBSIHU NPe]] pEeryIaTOPHUTE OpraHH.

[MpuHnMIUTe, 3aM0KEHH B TE3W MpaBuUiia, CHIIO Taka Morar jJa ObJaT MOpuilaraHd IIo



OTHOIICHHUC Ha APYru KIWMHUYHH H3CICABAHUA, KOUTO 6I/IX21 MOTJIM Ja HuMaT B'L3I[GI>’ICTBI/IG BBpPXY
0€30MacHOCTTa M 3/IpaBETO Ha XOpara.

1. Onpenenenus

1.1. Hexenana nekapcrena peakius (HJIP)

"Hexxenana nekapcTBEeHa peakius' € BCEKH HEXKeJIaH U HEMPEABUIECH OTTOBOP KbM JIEKApCTBEH
IIPOJYKT, KOMTO C€ IPOsBSABA IIPU NPUIOKEHUE HAa IPOAYKTA B JO3U, HOPMAJIHO U3MOJI3BaHU 32 JICUEHUE,
npodunakTuka WM JUArHOCTHKA Ha 3a00JiIBaHE MPU XOpa WIM 32 Bb3CTAHOBSIBAHE, KOPEKIUS WIH
Moudumpane Ha ¢u3noigornyHa QyHKIMS. B ciydail Ha KIMHUYHO M3MHUTBAHE - BCEKH HEXENaH U
HENpeIBUJEH OTrOBOP KBbM H3MUTBAH JIEKAPCTBEH MPOAYKT, HE3aBUCUMO OT IMPHIIOKEHATa 03a.
@pazara "OTroBOpHM KbM €IUH JIEKApPCTBEH NPOAYKT" O3HauaBa, 4€ IMPUUMHHO-CIEACTBEHATa BpPB3Ka
MEX1y JeKapCTBEHUS MPOAYKT U HeKellaHaTa Peakilys € MOHEe pa3yMHa Bb3MOXHOCT, T. €. Bpbh3Kara He
MOJKE J]a C€ OTXBBPJIU.

1.2. Hexxenano cp0utne

Hexxenano cp0uTHE € BCsiKa HEOIAronpusATHA MPOMSHA B 3/[paBHOTO ChCTOSIHUE, HAOI01aBaHA
[IpH MpUjIarale Ha JEKapCTBEH MPOAYKT Ha MAlUEHT WM YYaCTHHUK B KIMHUYHO U3MUTBAHE, KOATO HE €
HENPEMEHHO MPUYMHHO CBbpP3aHa ¢ TOBA JICUEHUE.

Hexenano cp0utHe creoBaTeIHO MOXKE Ja ObJie BCsAKa HEOIArompusaTHA U HEMpeaHamMepeHa
¢usnkanHa Haxoaka (BKJI. Ja0OpaTOpPHO OTKJIOHEHHE), CHMOTOM WIIM 3a00isgBaHe, CBBP3aHO BBB
BpEMETO C ymnoTpeba Ha (M3MUTBaH) JEKAPCTBEH MPOJYKT, HE3aBUCHUMO [l € WIH HE € MPUYUHHO
CBBP3aHO C MPOAYKTA.

1.3. [IpunoxuMu U3UCKBAHUS

Bcenuky HOpMaTMBHU M3MCKBaHUS, OTHACSIIM €€ J0 MPOBEXKIAHE HAa KIMHUYHU HU3MMUTBAHUS C
JIEKapCTBEHU MPOTYKTH.

1.4. OmoOpeHne OT KOMHUCHSATA IO €THKA

[TonoXUTETHO CTAaHOBWILE HA KOMHUCHATA TO €TUKAa B MOTBBPXKACHHE, Y€ KIMHUYHOTO
U3MUTBAHE € OLIEHEHO U MOXKE /1a ObJIEe IPOBEXKAAHO B YUPEIEHUS LIEHTHP IIPHU YCIOBUSTA, ONIPEIEICHU
OT KOMHCHUSATA 10 €TUKA, JeueOHoTOo 3aBeaenue, JIKII u mpunoxumMuTe U3MCKBaHMUS.

1.5. He3aBucuma nposepka (01T)

CucremaTMyHa M HE3aBUCHMMa OLICHKA Ha CBBP3aHUTE C W3MHUTBAHETO 3aIbIDKEHUS U
JOKYMEHTH 3a MpeLEeHsBaHE Jalyd ca M3BBbPIIEHU Te3U 3aJbJDKEHUS, Jalld JAHHUTE ca 3alucaHH,
aHAJIN3MPaHU, BHUMATEIIHO JOKJIAaJBaHU, ChIJIACHO IIPOTOKOJIA, CTAHJAPTHUTE ONEPAaTUBHU IPOLEAYPH
(COIN) na Bw3noxurens, JAKII u npunoxumMute HOPpMATUBHU U3UCKBAHUS.

1.6. Ceptudukar ot npoBepka

JIOKYMEHT OT IIpOBepsIBaIlIMs B IOTBBPKACHNE, Y€ € U3BBPILIEHA IIPOBEPKa.

1.7. loknan ot nmpoBepka

[lucmena oleHka Ha MpoBEpsBAIlUTE OT CTpaHa Ha BB3JIOXKHUTENS 3a pEe3yIATaTUTE OT
IIPOBEpKAaTa.

1.8. Cnena 3a mpoBepka

JlokyMeHTalMsl, AaBalia Bb3MOXKHOCT Ja C€ MPOCIIEIH MOCIe0BaTeTHOCTTa HAa ChOUTHUSATA.

1.9. 3acnensaBane/Mackupase

IIpouenypa, npu KOSTO €IHA WIM IOBEYE OT CTPAHUTE OCTaBAT HE3ANO3HATH C Ha3HAYEHOTO
JIeYEHUE MO TIXHO IpelBapUTENHO chbryiacue. ENMHUYHO cinenu OOMKHOBEHO ca WU3MUTBAHUATA, MPHU
KOUTO TMALIMEHTUTE OCTaBaT HE3all03HATH, a JBOMHO CJIENH Ca M3IUTBAHUATA, IIPU KOUTO IMALUEHTUTE,
U3cle10BaTeNNnTe, JIMaTa, U3BbPIIBAIM MOHUTOPHpPAHE, U MOHIKOTa JIMLATa, U3BbPIIBAIIM aHAIU3 Ha
JAHHWUTE, OCTaBaT HE3all03HATH C HA3HAYEHOTO JICYECHHUE.

1.10. Knunnuna kapra Ha nanuenTa (KKIT)

IleyaTeH, oNTHYEH WM €IEKTPOHEH HOCHUTEN, M3TOTBEH 3a 3alllCBaHE Ha Is1aTa U3MCKBAHA OT
I1aHa nHGOpMalK 3a JOKJIaJBaHE Ha Bb3JIOXKUTENS 3a BCEKU OTJEJIEH YYaCTHHK.



1.11. KnuHUYHO M3MUTBAaHE/IPOyUYBaHE

KiimHMYHO wW3nMTBaHE HaA JIEKApCTBEH MPOAYKT € BCSAKO IPOYYBAHE IIpU 4YOBEKA,
IpeJHa3sHAuYeHO Ja Ce€ OTKPUAT WM MOTBBPAAT KIMHUYHUTE, (HapMaKOJIOTUYHHTE W/HMIN JpYyTd
dbapmakoquHaMUYHU €(PEeKTH Ha €IMH WM MOBeYe M3MUTBAHU JICKAPCTBEHU MPOAYKTHU, W/WIH Ja ce
OTIPEICNIAT HEeXKENaHUTE PEaKIMU KbM €IUH WJIHM MOBEYEe M3MHUTBAHU JIEKAPCTBEHHU MPOIYKTH, H/MIH J1a
ce uscnenBa abcopOuusra, pasmpeleleHueTo, MeTadoiu3Ma U eKCKpelusaTa Ha €IWH WM IOBedYe
M3IUTBaHM JIEKAPCTBEHU MPOIYKTH C IIEJ J1a C€ YCTAaHOBHU TSAXHATa 0€30MacHOCT M/UiU e(hUKacHOCT.

OnpeneneHusITa KTMHUYHO U3UTBAHE U KIIMHUYHO MIPOYYBAHE Ca CHHOHUMU.

HeunTepBeHIMOHAIIHO NPOYYBaHE € IPOYUYBAHE, NPU KOETO JIEKAPCTBEHUAT NPOAYKT(M) ce
npennucBa(T) Mo oObuyailHUS HAUYMH B CHOTBETCTBHE C YCJIOBHSTA, ONPENCICHU B Pa3pelICHUETO 3a
ynorpeba. HazHauaBaHeTO Ha MauMeHTa KbM OINPEENIEHA TEpalieBTUYHA CTPATETHUs HE CE ONpPElels
MIPEABAPUTEIIHO Ype3 MPOTOKOJI 32 M3MMUTBAHE, a MOIaJa B yCTAHOBEHATa MPAKTHUKA W PEIICHHUETO 3a
IIPEIMCBAaHE HA JIEKAPCTBEHUS MPOJYKT € SICHO Pa3rpaHUyYEHO OT PELIEHUETO Ja CE€ BKIIOYM NAllUEHTHT
B u3nutBaHero. [lo oTHomleHue Ha ManuMeHTUTe He TpsiOBa Ja ce MpuiaraT HUKAKBU JOMBIHUTEIHU
IIPOLEAYPH 3a JUATHOCTHKA WM HAOIIOJEHUE U €NMIEMUOJIOTUYHUTE METOIU CE€ M3MOI3BaT 3a aHAIU3
Ha CbOpaHHUTE JaHHH.

1.12. Jloxyiag OT KIMHUYHO U3MUTBAHE/TIPOyIBaHE

[TucmeHo omnucaHue Ha BCAKO M3MUTBAHE/MPOyYBAaHE HA TEPANEBTHUYHO, MPOPUIAKTHYHO WU
JUarHOCTUYHO CPEJICTBO, IPUIIOKEHO BBPXY XOpa, B KOETO c€a BKJIIOYEHH IIBIHU KIUHUYHU U
CTATUCTUYECKHU PE3YJITATHU, ONTMCAHUS U AaHAIU3U, UHTEIPUPAHU B €JUHEH JOKIIA/L.

1.13. JIexkapcTBeH NPOAYKT 3a CPaBHEHUE

W3nutBan mnu paspenieH 3a ynoTpeda JeKapcTBeH MPOAYKT (T. Hap. aKTUBEH KOHTPOJ) WU
utane6o0, U3MONI3BaHM 32 CPAaBHEHHE TI0 BpeMe Ha KIIMHUYHO U3ITUTBAHE.

1.14. CrotBeTcTBHE (11O OTHOIICHHE HA U3MUTBAHETO)

Cna3BaHe Ha BCHYKM HW3UCKBaHHUS - CBBP3aHM C uU3NHUTBaHeTO, u3uckBanus Ha JKII u
MPUJIOKUMUTE HOPMATUBHU U3UCKBAHUS.

1.15. TloBepurenHnocT

Henomnyckane Ha pa3kpuBaHe OT BBHILIHU JIMIA, C U3KIOYEHUE HAa YITbJIHOMOILEHUTE JIMLA, Ha
uH(popMalysg, KOSTO NPHUHAJICKM Ha BB3JIOKUTENS, WIM HHPOpMAlMs 3a CaMOJIMYHOCTTAa Ha
YYaCTHHIIUTE.

1.16. loroBop

IIncmeHo, naTupaHo M MOAIMCAHO CIIOPa3yMEHHUE MEX]Y JIBE WIM MIOBEYE CTPAHU, C KOETO ca
ONpesieNieHd BCUYKM MEpPKM IO Bb3JaraHe, paslpeleieHHe Ha 3a/Jadd U 3aJb/DKEHHS M ako €
MPUIIOKUMO, (PUHAHCOBHU BBIIPOCH. [IpOTOKOIBT MOXKeE Ja CITY>KM 32 OCHOBA Ha JI0TOBOP.

1.17. Koopaunupaia KOMUCHUS

KomMmucus, KoATo MOXKe Jja c€ Ha3Hauu OT BB3JIOKUTENS, 3a KOOPJUHUPAHE HA AEUCTBUATA IPU
MIPOBEXKIAHETO HA MHOTOLIEHTPOBU KJIMHUYHU U3MUTBAHUS.

1.18. Koopaunuparn uscienoBaren

N3cnenoBaren, Ha3HAYEH C 11€J1 KOOPAMHHUPAHE HA U3CIEN0BATEIUTE OT Pa3INYHUTE [IEHTPOBE,
y4acTBaIl¥ B MHOTOLIEHTPOBO U3IIUTBAHE.

1.19. loroBopna uscnenoarencka opranuzanus ({1O)

DU3NYECKO U IOPUANUYECKO JINLE WIA HAyYHA OPTaHU3alMsl, CKJIFOUNIIA JOTOBOP C BB3JIOKHUTENSA
3a M3MBJHEHUE Ha €/1Ha WJIM TOBEeYe OT CBBP3aHUTE C M3MHUTBAHETO (YHKIUU U 3aTBbJDKEHUS Ha
BB3JI0KUTEIIS.

1.20. IupexteH nocThn

Pa3pemienue 3a uscnenBane, aHaIu3upaHe, IPOBEPKA U Bb3IIPOU3BEKIAHE HA BCUUKH 3aIUCH U
JIOKJIaJIi, KOUTO Ca Ba)KHU 3a OLIEHKA Ha €/IHO KJIMHUYHO M3MHUTBaHE cjej paspelieHue. Beska crpana
(Hamp. MECTHUTE WIM YYKIUTE PETyJaTOPHU OpraHd, MOHMTOPHMpAIIUTE HA BB3JIOKUTEII H
MIPOBEPSBAIINTE) C JAUPEKTEH JOCTHI B3MMa BCHYKM HEOOXOJUMH MpeAna3Hd MEpPKH ChIVIACHO



MPUIOKUMUATE HOPMATUBHU M3UCKBAHUS 32 3alla3BaHe Ha MOBEPUTEIIHOCTTa OTHOCHO CaMOJIMYHOCTTA Ha
YYACTHHUIIUTE U TIPUTEKABAHATA OT BH3JIOKHUTENSI HH(POPMAIIHSL.

1.21. HokymeHTanus

Bcenuku 3anmucu BB BesikakBa ¢opma (BKII., O€3 Ja ce orpaHnyaBa 10, TUCMEHH, CICKTPOHHH,
MarHUTHH, ONTHUYHU 3aIllUCH, eJleKTpoeHuedanorpaduu, peHTreHorpaduu, eJIeKTPOKapAHOrpaMH,
XPOMAaTOTrpaMHu), ONUCBAIIN WU 3aIMCBAI METOJ1a, TIPOBEKIAHETO W/ MM pe3yJTaTa OT U3IHUTBAHETO,
(dakTopute, BIHUSICIIN HA HU3MUTBAHETO U MPEATPUETUTE ICHCTBUSI.

1.22. OcHOBHO HOCHE Ha KJIMHUYHO U3IIUTBAHE

OCHOBHOTO J0CH€ HAa KIWHUYHO HU3MHUTBAHE CE€ CHCTOM OT OCHOBHU JOKYMEHTH, KOUTO
CaMOCTOATENTHO WJIM 3aeJHO II03BOJIABAT OIlCHKA Ha TMPOBEKIAHETO HA KIMHUYHOTO H3IUTBAHE W
KaueCTBOTO Ha MOJYUYEHUTE PE3YJITATH.

1.23. OCHOBHU JOKYMEHTH

JIOKyMEHTH, KOMUTO CaMOCTOSITETHO WJIM 3a€IHO TO3BOJISBAT OIICHKA Ha IMPOBEXKIAHETO Ha
KJIMHUYHOTO M3IUTBAHE U KAY€CTBOTO HA MOJYYCHUTE Pe3ysITaTH.

1.24. 1o6pa knunnuHa npaxtuka (JKII)

CBBKYITHOCTTA OT MEKAYHAPOIHO NMPU3HATU €THYHU U HAYYHH U3UCKBAHUSA 32 Ka4e€CTBO, KOUTO
Ce CIa3Bar NpH MJIAHUPAHETO, MPOBEKIAHETO, OTYUTAHETO U JOKJIAIBAHETO HA KIMHUYHHU U3MUTBAHUA,
KOUTO JIaBaT rapaHiiys, Y€ JAHHHUTE M JOKIAJBAHUTE PE3YJITaTH ca MPaBAONOJOOHM M TOYHH U Y€ ca
3ara3eHu MpaBaTa, HEMPUKOCHOBEHOCTTA U MOBEPUTEITHOCTTA HA YUACTHUIIUTE.

1.25. He3aBucruMa KOMHCHS 32 OLIEHKA Ha PE3yJITaTUTE

HesaBucruma xoMucus 3a OlIEHKA Ha PE3YJITaTUTE, KOSITO MOXKE Ja C€ Ch3/1aJie OT BB3JIOKUTES
3a OIICHKA Ipe3 ONPECIICHH HHTEPBAIM OT BPpEMe Ha Mporpeca Ha €IHO KIMHUYHO W3IUTBAHE, TaHHUTE
3a 0E30MacHOCT, OCHOBHHTE TNapaMeTpu Ha e(pUKACHOCT M 3a (opMHpaHEe HA MPEMOPHKH KbM
BB3JIOXKUTENS A 1A TPOABIDKU, TPOMEHH MJIU Ja MPEKPaTH U3ITUTBAHETO.

1.26. He3zaBrucuMm cBHaeTElI

Jlume, KoeTo: He y4yacTBa M HsIMa WMHTEpEC OT KIMHUYHOTO M3MHUTBAaHE, HE MOXe Aa Oble
MOBJIMSIHO OT CTPaHA Ha YYACTHUIUTE B M3MUTBAHETO; MIPUCHCTBA HA TIOITUCBAHETO HA HH)OPMUPAHOTO
chbriacue, ako yYaCTHHUKBT WJIM HETOBHST 3aKOHEH MpEeACTaBUTE] He MoraT Ja 4eTar, U MpodyuTa
dbopmata 3a WHGOPMHUPAHO CHIVIACHE M BCAKAaKBa Jpyra NMUCMeHa HHGOpMaIus, MpeaocTaBsHa Ha
YYaCTHUIIUTE.

1.27. Komucus mmo eTvka

HezaBucuma cTpykTypa (MHCTHUTYIMOHANIHA, PETMOHANIHA, HAIMOHANIHA WJIM HaJHAIIMOHAIIHA
KOMHCHS WJIM KOMHUTET), ChCTaBEHA OT MEAMITMHCKU/HAYYHU CHEIUATUCTH U HEMEAUITMHCKI/HEHAYYHU
yrieHoBe. OCHOBHATa OTTOBOPHOCT Ha KOMHUCHSATA MO €THKa € Jla Ce 3ama3saT mpaBaTta U 0e30MacHOCTTa
Ha XOopaTa, y4JacTBallld B W3MHTBAHETO, U Ja CE€ MPEJCTaBU MyOJWYHO YBEpEHHWE Ha Ta3W 3alllHTa.
3amuTaTa ce pealu3upa 4pe3 pasriiekJaHe U JaBaHe Ha CTAHOBHIIE MO MPOTOKOJA HAa KIMHUYHOTO
M3MUTBAHE M MaTepUAINTE 3a TOJIydaBaHE M JOKYMEHTHpaHe Ha HHGOPMHUPAHO ChIJIaCHE Ha
YYaCTHUIIUTE U OLIEHKA Jalli M3CJIeI0BaTeNIuTe, YCIOBUATA, METOAUTE 3a MPOBEXKIaHE HA U3IMUTBAHETO
ca MOJXOJIAIIH.

1.28. Mudopmupano crriacue

Nudopmupano crriacue € BOJIEH3SBICHUE, KOETO TpsiOBa /1a Ob/ie MUCMEHO, JINYHO JTaTHPAHO
W TOJNHNCAHO, 32 ydYacTHe B KIMHUYHO M3MUTBAaHE, B3€TO HAMMBIHO CBOOOJHO CIEA HAIJICKHO
YBEJIOMSIBAHE OTHOCHO HETOBOTO €CTECTBO, 3HAUYMMOCT, TOCIEJACTBHS M PHUCKOBE M TIOJIXOJSIIO
JOKYMEHTUPAHO OT BCSKO JIHMIIE, KOETO € CIOCOOHO Ja Jajie ChIIacUeTO CH, WM KOTaTo JIUIETO HE €
CIOCOOHO J1a JIaJIe ChIIIaCUETO CH - OT HETOBUS 3aKOHEH MPEICTaBUTEN.

1.29. Uncnekums

Odunmanna nmpoBepka Ha KOHTPOJHUTE OPTaHU BBPXY JOKYMEHTH, YCIOBUS, apXUB U BCUUYKU
JPYTU U3TOYHUIU HA JJAHHU, KOUTO CE TIPUEMAaT OT TAX 32 CBBbP3aHH C KIMHUYHOTO M3MUTBAHE U MOTaT
Jla c€ ChXpaHsIBaT B MACTOTO Ha MPOBEXKTAHE HA KIMHUYHOTO M3MUTBaHe, ouca Ha BB3Ioxutenst/ IO



WJIU APYTU MECTA, KOUTO T€3U KOHTPOJIHUA OpraHu MpUeMaT 3a MOAXOISIIH.

1.30. UacTuTynus (MeIAIIMHCKA)

JleueOHM 3aBeICHUS, B KOUTO CE€ TIPOBEXKIAT KIMHIUYHU U3ITUTBAHUS.

1.31. MexauHeH QOKJIaa 3a KIIMHUYHO U3IMUTBAHE

Jloknaza 3a BpeMEHHHUTE Pe3yJITaTh OT MPOYYBAHETO U TSIXHATA OLIEHKA Bb3 OCHOBA Ha aHAJIMU3H,
HAIPaBEeHHU I10 BpeMe Ha MPOBEXKIAHETO HA KIMHUYHOTO U3IUTBAHE.

1.32. 3nuTBaH J€KapCTBEH MPOIYKT

W3nutBan nekapcTBeH NMPOAYKT € JieKapcTBeHa ¢opMa Ha aKTUBHO BEIIECTBO WIIM Iuianeo,
KOETO C€ M3MUTBA WM U3M0JI3BA KATO CPABHEHHE B KIIMHUYHO M3MHUTBAHE, BKIOYUTEIHO MPOJIYKTH, 32
KOUTO MMa M3/1aJeHO pa3pellieHue 3a ynoTpebda, HO ce M3MOJ3BAT 3a Hepa3pelleHO MMOKa3aHWe WU C
OrJie]l TIoJy4YaBaHe Ha JOMBJIHUTETHA WHPOpMAIUs 3a paspenieHara Ggopma, Wik ca KOMIUICKTYBaHH (B
JeKapcTBeHa (popma MM ONaKOBaHM) 10 HAYMH, pa3linyeH OT paspelieHara ¢popma.

1.33. I'naBen u3cienoBaren

['maBeH wu3cienoBaTell € OMPENEICHUAT OT BB3JOXKUTENS JIeKap WM JieKap IO JIeHTaJlHa
MEJUIIMHA, KOUTO PBKOBOJAU LSJIOCTHOTO MPOBEXKAAHE HA KIMHUYHOTO HU3MHUTBAaHE B IIEHTHpPA B
ChOTBETCTBUE C OJOOpeHHs] MpoTokol U pbkoBoacTBoTOo 3a JIKII u oTroBaps 3a pabGoTara Ha
W3CIIeIOBATEIIUTE.

1.34. UscnenoBaren

NscnenoBaren e onpeaeieHUsIT OT BB3JIOKHUTENS U OT TJIaBHUSI U3CJIEIOBATEN JIEKAp UITK JIeKap
IO JIEHTAJIHA MEAUIIMHA, KOUTO MPAKTUYECKH MPOBEKIa KIMHHYHOTO U3MUTBAaHE M0l PbKOBOACTBOTO HA
TJIABHUS M3CJIEIOBATEI ChIVIACHO 0JI0OpEHUs MPOTOKONI U PbKoBOACTBOTO 3a JIKII B m3cinemoBaTenckust
LIEHTHP 32 MPOBEXKJAHETO HA KIMHUYHOTO M3MUTBAaHE. AKO KIMHUYHOTO M3IUTBAHE C€ MPOBEXKAa OT
€KHUII, U3CJICIOBATENAT € PhKOBOJIUTENAT, KOMTO OTTOBAps 3a €KUIla, M CE Hapuya IJIaBeH U3CiieIoBaTel.

1.35. bpourypa Ha u3cnenoBaTes

JIOKyMEHT, CBABpIKAIl BCUYKH KIMHAYHU W HEKJIMHWYHU JIAHHW 3a W3CJICBAHUS/TEe
JIEKapCTBEH/M MPOAYKT/U, KOUTO CE€ OTHACHT 3a MPHJIAraHETO Ha M3MUTBAHUTE JIEKAPCTBEHU MPOIYKTH
BBPXY XOpa.

1.36. 3akoHEH mpencTaBuTEN

Du3NUecKo JHIE, KOETO ChIVIACHO JCHCTBAIOTO 3aKOHOJIATEJICTBO € 3aKOHEH MPECTaBUTEN U
MOJKe Ja JaJie ChIIacue 3a y4acTHeTO Ha ObJIeHINs YIaCTHUK B KIIMHUYHOTO U3MUTBaHE OT HETOBO UME.

1.37. Monuropupane

JleiicTBre 3a HaOMIOICHNE HA Pa3BUTHETO HA KIMHUYHOTO M3MHUTBAaHE U TapaHTHUPAHE, Y€ TO Ce
MpOBEXJa, 3amucBa W JOKJIaaBa B cboTBeTcTBUE ¢ mporokona, COIL, JIKII u npunoxumure
HOPMAaTUBHU U3UCKBAHMUSL.

1.38. Jloknag oT MOHUTOpUpAHE

[lucmen nokiag OT JIMIETO, W3BBHPIIBAIIO MOHUTOPUPAHE, A0 BB3JIOKUTENS CJHEd BCSIKO
MOCEIICHUE Ha MSCTOTO Ha MPOBEXKIaHE M/UJIH BCSIKA CBBhpP3aHa ¢ M3MMUTBAHETO KOMYHHUKAIUS ChIIIaCHO
COII Ha BB37I0KUTES.

1.39. MHOTO1IEHTPOBO U3IUTBaHE

KimanuHO M3nuTBaHe, KOETO ce MPOBEXKA M0 €UH MPOTOKOJI, HO B IIOBEYE OT €AUH LEHTHP U
OT TIOBEYE OT €WH Hu3cienoBaten. M3cimegoBaTenckuTe MEHTPOBE MOTAT Ja OBJAT Pa3MOJIOKEHU Ha
TEPUTOPHATA HA €HA IbpXKaBa YJICHKA, Ha MOBEYE OT €/IHA AbprKaBa WICHKA W/UIIU B IbpPKABU WICHKU U
B TPETHU ABPIKABHU.

1.40. HexnMHUYHO U3MUTBaHE

buoMenunuHCKO M3MUTBAaHE, KOETO HE CE MPOBEXA BBPXY XOpa.

1.41. TIpoToxon

[IpoTokoM Ha KIMHWYHO H3MHUTBAHE € JOKYMEHT, KOWTO OMKCBA IIENTA/IEIUTE, IMPOCKTa,
METOJIOJIOTUATA, CTAaTHCTUYECKaTa 00paboTKa U OpraHu3aIusaTa Ha U3NUTBaHeTo. [IpOTOKONIBT BKIIIOUBA
Y BCUYKH TIOCTIEBAIIN U3MEHEHHS U IOIIBIHCHUS B HETO.



1.42. ITpoMsiHa Ha IPOTOKOJI

[Tucmeno onucanue Ha U3MEHEHUE/S WK OPUITHAITHO MMOSICHEHHE Ha TPOTOKOJL.

1.43. OcurypsiBaHe Ha KaueCTBOTO

Beuuky ninaHupaHu U CUCTEMAaTUYHU JCHCTBHS, KOUTO Ca YCTAHOBEHH C IIeJl J]a CE OCUTYPH, ue
JAHHUTE Ca MOJYYEeHU, TOKYMEHTHUPAHU (3alMCaHu) W JIOKJIAJBAaHU U Y€ U3MUTBAHETO CE MPOBEXA B
cboTBercTBUE ¢ JIKII 1 npunoxxuMuTe HOpMATUBHHU U3UCKBAHUS.

1.44. KayecTBeH KOHTPOJI

PaGoTHM TeXHUKHM W JAEUCTBUA, MPEANPUETH B paMKUTE Ha CHUCTEMaTa 3a OCHIypsBaHE Ha
KauecTBOTO, C II€JI MPOBEpPKa Jaiu ca MU3MbJIHEHW H3UCKBAaHUATA 32 KAYeCTBO HAa CBBP3aHUTE C
U3MHUTBAHETO JIEHHOCTH.

1.45. Pangomuzanus

[Ipouec 3a pasmpenensHe Ha YYaCTHUIIUTE B U3MUTBAHETO WJIM KOHTPOJHHUTE TPYIH, KaTO ce
M3II0JI3Ba CJIEMEHT Ha CIYyYaifHOCT C 1Nl M30sSTBaHe Ha OTKJIOHEHUS.

1.46. PerynaTopHu opranu

HarmuoHamHu KOMIIETEHTHU OpraHd 3a KOHTPOJ HA KadyecTBOTO, €(QEKTUBHOCTTA U
0€30MacHOCTTa Ha JIEKAPCTBEHHUTE TMPOIYKTH, KAaKTO M OpraHUTe, KOUTO OIEHSIBAT IMOJajeHara
KJIIMHUYHA JOKYMEHTAIIUS U TIPOBEK/IAT UHCIICKIIHH.

1.47. Cepuosno nexenano croutue (CHC) mnu cepro3Ha HekelaHa JIEKApCTBEHA PEaKIIHs
(CHJIP)

Bceku nebnaronpusarex edekT WK NPOMsIHA B 3JPaBHOTO ChCTOSIHUE, KOMTO € CTaHajl MpUYrHA
3a CMBPTEH M3XO0/l, HEMOCPEACTBEHA OMACHOCT 3a KMBOTA, XOCIHUTAIM3AIMS WIH yIbDKaBaHE Ha CPOKa
Ha XOCHHUTAIN3allKs, 3HAYUTEITHU WK TPalHU YBpPEXKIaHUs, THBAIHIM3ALNS U BPOJECHU aHOMAIIUU.

1.48. N3xoquu naHHU

sanarta nadopmanus B OpUrHHAIHUTE 3aITUCH U 3aBEPEHUTE KOMUS HAa OPUTMHATHHUTE 3alKCy
Ha KJIMHUYHYU HAXOJKW, HAOJFOJCHUS U APYTU JCWHOCTH B €IHO KIIMHUYHO M3MUTBAHE, HEOOXOAMMH 32
Mpech3/laBaHe U OLIEHKA HA U3MUTBAHETO.

1.49. 3xonHu JOKYMEHTH (JOKYMEHTH - U3TOYHUIIH)

OpurvHaJlHU JOKYMEHTHM M 3allUCH, B KOWTO JAHHUTE C€ 3aluCBaT 3a MbPBU IIBT CIEJ
MoJty4yaBaHeTo UM (Hamp. OOJHUYHM 3alUCH, KIMHUYHU U CIY>KEOHU CXeMH, JTabOpaTOpHU 3amuCKH,
OeneXKH, THEBHUIM HA MAIMEHTUTE WM CIUCHIM 33 MPOBEPKA, 3aIUCH 3a pa3faBaHe Ha JIEKAPCTBEHU
MPOAYKTA OT anTekara, 3aluCh OT AaBTOMATHYHH YypEeau, 3aBEPEHU KOMHS OT 3alHCH Clej
MOTBBPXKACHUE, Y€ ca TOYHH KOmus, MHKpoduiioBe, (GororpadCku HEraTuBH, MHUKPODUIMH H
MarHeTo(pOHHU 3aIUCH, PEHTICHOBU CHUMKHM, (alIOBETE HA YYACTHHIIUTE, 3aIlUCH, ChXPaHSIBAaHU B
amnTekaTa, B 1ab0opaTopuaTa U MEIUIIMHCKO-TEXHUYECKH CITY>KOH, BKIIIOYEHH B U3IMHUTBAHETO).

1.50. Be3noxuren

@u3NUecKO WIM OPUANYECKO JIMIE, WHCTUTYLHS WIM OpraHU3alMs, KOSATO OTroBaps 3a
3all0YBAHETO, YIPABICHUETO U/WIH (PUHAHCUPAHETO HAa KIMHUYHOTO U3MTUTBAHE.

1.51. Bb3noxuren-uscieqoBaTen

du3nyuecKko JUIE, KOETO €IHOBPEMEHHO 3aloyBa W MPOBEXKJA €IHO KIMHUYHO H3MUTBAHE,
CaMOCTOATENIHO WJIM C JIPYyrd JIMIA, W TOJl YHUETO HEMOCPEACTBEHO PBKOBOJCTBO H3CIEABAHUAT
JIEKapCTBEH MPOAYKT Ce€ TMpHiara, pa3aaBa Wil ynorpedsiBa oT manueHt. OnpeneneHneTo He BKII0UBA
IOpUJIMYECKH JIMIa W HAyYyHU OpraHu3aluu. 3aIbJDKEHUSTAa HA Bb3JIOXKUTEISA-U3CIIEI0BAaTEN Cca
€IHOBPEMEHHO T€3H Ha BH3JIOKUTEIS U HA U3CIIEOBATEIS.

1.52. Crannaptau onepatusau npouenypu (COIT)

[Tucmenn neTailyTHu UHCTPYKIIMY 32 TIOCTUTAHE Ha €JHAKBOCT B M3BBPIIBAHETO Ha crierudUIHa
byHKIHS.

1.53. Cpuscnenonaren

Besiko nuie, wieH Ha KIMHUYHUSA HW3CIEIOBATEICKA €KHUI, HAa3HAYeHO U PBKOBOJIEHO OT
TJIaBHUSI M3CJIEIOBATENl B MSACTOTO Ha MPOBEXKIAHE HA KIMHUYHO M3MUTBAHE 33 M3BBPIIBAHE OCHOBHU



BbB BpB3KAa C U3IHUTBAHETO JCWCTBUA W/WIM Ja B3MMa BaXKHHU pEIICHUS (HAMp. CHTPYIHUIH,
CHEIHaTN3aHTH, TOKTOPAHTH).

1.54. YuacTHUK B U3NUTBaHE

Jlune, KoeTo € BKIIOYEHO B KIMHUYHO HM3MUTBAHE, KaTO IOJIydaBa M3MUTBAH JIEKapCTBEH
IIPOJYKT UJIM Y4acTBa KaTO KOHTPOJIMPALLL.

1.55. Pa3nio3HaBaresieH Ko Ha y4aCTHUIIATE

VYHuKaseH pa3no3HaBaTeaeH Ko 32 03Ha4aBaHE HA BCEKU YYACTHUK B KJIMHUYHO M3IUTBAHE OT
U3CcIeIoBaTeNs ¢ e 3ara3BaHe Ha HeroBara CaMOJIMYHOCT M M3MOJ3BaH BMECTO MMETO HAa y4aCTHUKA
IpU AOKJIa/IBaHE HA HEXKEJIaHU CHOUTHUS W/WITU IPYTU CBBP3aHU C U3IUTBAHETO JaHHU.

1.56. LleHTbp HA KJIMHUYHO U3IIUTBAHE

MsicroTo/MecTara, KbJETO CE U3BBPIIBAT CBBP3aHU C MPOYYBAHETO JACHHOCTH.

1.57. HeouakBaHa HexellaHa JICKApCTBEHA PEaKIUs

3a HepaspellleHU 3a ynoTpeda MpOIyKTH - HEKEIaHa JIEKapCTBEHA peaklus, YMITO Xapakrep,
TEXECT WM U3XO0Jl HE ChOTBETCTBAT HAa MH(OpMALMTA 32 U3NHUTAHUS JIEKAPCTBEH MPOIYKT, IOCOUYEHA B
Opomrypara Ha wH3cienoBaress. 3a paspelieHH ca ynorpeda NpOIYKTH - HEKelNaHa JIeKapCTBEHA
peaxius, KoIToO He € TI0COUeHa B KpaTKaTa XapaKTepUCTHKA Ha MPOAYKTa UM YUITO XapakTep, TexKecT
WM U3XO0J HE OTIOBApAT Ha IOCOYEHUTE B KpaTKaTa XapaKTepUCTHKA Ha MPOJYKTa IaHHU.

1.58. Ya3Bumu rpymnu

JIuna, yueTo KelnaHue 3a y4acTHe B €IHO KJIMHUYHO M3IUTBAaHE MOXE Ja ObJe MOBIUSHO OT
OYaKBAHETO Ha IMOJIBUTE WIH OT MOJOXKEHHETO WM CIPSMO IO-BHCIIU CIYXKUTEIU B HepapxusTa,
CBBpP3aHU C YYaCTUETO UJIM OTKa3 OT ydacTue, HallpuMep: CTYI€HTU 110 MEIUIMHA, IEHTAIHA MEAULIMHA,
dbapmanus WM METUIMHCKU CECTPH, CIYXHUTEIW BbB (apMmalleBTUYHATA WHIYCTPHs, CIYXKEIld B
apMuysATa U JIMLA, JIMIIEHU OT CBOOOa.

Jlpyru 3acTparieHd YYacTHHIIM Cca MAllMeHTH C HEeU3JICYHMMH 3a00JsBaHUs, JIUIA B CTAPUYECKH
JOMOBe, 0€3paOO0THH MJTH MPOCEIIN, TAIIMEHTH B CIICITHA ChCTOSHHUS, TPYIH OT €THUYECKU MaJIIIUHCTBA,
0e3npU30pHH, CKUTHULIM, HEITBJTHOJIETHH U TaKMBa, KOUTO Ca HECTIOCOOHU J1a Aa/iaT ChIylacue.

1.59. bnarononyuyue (Ha y4aCTHUIUTE B KIMHUYHU U3IUTBAHMS)

dusnyueckaTa ¥ ICUXUYECKATa HEIPUKOCHOBEHOCT HA YYACTHULIUTE B KIMHUYHOTO U3MUTBAHE

2. Ilpunuunu wa JIKII

2.1. KnuHUYHUTE U3MUTBAHUS CE€ TPOBEKIAT B CHOTBETCTBUE C CTUYHHUTE NIPUHIIUITH, KOUTO Ca
3asiokeHu B Jleknmapanusata ot Xen3uHkud W cborBercTBaT Ha JIKII m mpunoxxumure HOpMaTHBHU
W3UCKBaHMUS.

2.2. llpenu na e 3amo4yHalio €IHO M3IUTBAHE, C€ CPAaBHIBAT BCUYKU MPEABUAMMHU PUCKOBE C
OuYaKBaHaTa IM0JI3a UHIUBUIYATHO 32 YYaCTHUKA U 3a 001eCTBOTO. E/THO KITMHUYHO M3MUTBAHE MOXE Ja
3aro4yHe U Ja MPOABIIKHU CaMO aKo MPEABUIMMHUTE MOJI3U ONPABIABaT PUCKOBETE.

2.3. IlpaBata, Oe3omacHOCTTa W OJIArOMOJYyYMETO HA YYACTHUIUTE B HM3MUTBAHETO Ca OT
I'BPBOCTENIEHHO 3HAYEHHE U CTOAT HAJ MHTEPECUTE Ha HayKaTa M 00IIeCTBOTO.

2.4. HannuHata HEKJIWHUYHA U KIMHUYHA WHQOpPMAIKS 32 U3MHUTBAHUS JIEKAPCTBEH MPOJIYKT
TpsOBa J1a € T0CTaTh4YHA B MOAKPENa Ha MPEI0KEHOTO KIMHUYHO U3IUTBAHE.

2.5. KnuHuuHuTe M3NUTBaHUS TpsiOBa Ja ca HAyYHO 3HAYUMU U ONHCAaHU B SCEH U
JeTaunn3upaH IpOTOKOI.

2.6. ENHO KIMHMYHO H3MUTBAHE CE€ TMPOBEXKIA B CHOTBETCTBHE C MPOTOKOJ, KOUTO €
MPEIBAPUTEIIHO OJOOPEH OT KOMUCHUATA IO €THKA.

2.7. MenuuuHCKOTO HAOIIOIEHNE U MEIUITMHCKUTE PEIICHUs, 110 OTHOIIICHUE Ha YYACTHUIIUTE,
ce B3eMarT OT JIeKap WM KOraTo € He0OXOAUMO - OT JIeKap IO JACHTaTHA METUIHA.

2.8. Bcsko nuie, HaATOBapeHO C MPOBEXKJAAHE HA KIWMHUYHO W3MUTBAHE, MPUTEkKABA
oOpa3oBaHue, KBAIM(HUKAIMS W ONUT 33 M3MBIHEHHE HAa CHOTBETHHUTE CBBHP3aHU C H3MUTBAHETO
3aTbIKCHUSI.



2.9. llpenn BriItOYBaHE B KIMHUYHO M3MUTBAHE OT BCEKM YYAaCTHHMK CE€ TOJy4aBa CBOOOTHO
nafaeHo HHPOPMUPAHO ChIIacHe.

2.10. Usnata nndopmanms 3a KIMHAYHOTO MPOyYBaHe TPsOBa Ja € 3amucaHa, MoAIbpKaHa U
ChbXpaHsBaHa [10 HaYMH, 103BOJIABAL HEHHOTO TOYHO J0KJIa/{BaHE, MHTEpIpETalls U IPOBEPKa.

2.11. IloBepurenHocTTa Ha JOKYMEHTUTE, KOWTO MOIaT Ja pa3KpUAT CaMOJIMYHOCTTa Ha
YYaCTHMLIUTE, C€ 3ala3Ba, KaTo Ce Cla3BaT M NPUIOKMMUTE HOPMAaTHUBHM H3UCKBAaHUS 3a TailHa U
[IOBEPUTETHOCT.

2.12. M3nuTBaHuTE JEKAapCTBEHM HPOAYKTH €€ MPOMU3BEXKIAT, MOANBPKAT U ChbXpaHsIBaT B
cpoTBeTcTBUE ¢ npriokumara JI1I1. Te ce u3mon3Bar B ChOTBETCTBUE C OAO0OPEHHUS TPOTOKOIL.

2.13. BB BCHYKM €Talld Ha KJIMHUYHOTO M3MUTBAHE CE€ BBBEXKAAT MPOLEAYPH, OCUTYPSABALIH
KauecTBOTO Ha BCEKH €Tall OT IIPOBEKJaHE Ha IPOYYBAHETO.

3. Komucus no etuka

3.1. 3agpikenust

3.1.1. Besika koMHcHs TIO €THKA 3allydTaBa IpaBaTa, 0E30MacHOCTTa W OJIArOMOIYyYHeTO Ha
BCUYKM YYAaCTHHUIM B KIMHUYHOTO u3nuUTBaHe. CHElUalHO BHUMAaHHME C€ OTIENs Ha KIMHUYHU
M3MUTBAHMS, KOUTO BKJIIOYBAT YSI3BUMU IPYIH MMAIIUCHTH.

3.1.2. Komucusta mo eruka Mojy4yaBa CIEIHUTE JOKYMEHTH: IMPOTOKOJI Ha KIMHUYHOTO
M3MUTBaHE/TIPOMEHH, (opMa 3a MHCMEHO MH(POPMHUPAHO ChITIACHE M MPOMEHH B Te3H (HOPMHU, KOUTO
U3CIeI0OBATENAT Tpe/yiara a ce M3IMO0JI3BaT B KIMHUYHOTO M3MUTBaHE, MPOLEAYpPH 3a HaOuUpaHe Ha
nanueHTy (Hamp. o0siBM), MUCMEHa WH(pOpMaIMs 3a YYaCTHUIUTE, Opollypa Ha H3CIIEJOBATEIS,
HanuuHaTa uHpopmanus 3a 6e30macHoCT, HHPOpPMAIIH 3a 3alJiallaHe ¥ KOMIEH AU Ha MallueHTHUTe,
3aCTpaxoOBKa 3a MAIMEHTUTE/TOOPOBOJIIUTE H M3CIEAOBAaTeNIUTe, aKTyalHa aBToOMOorpadus Ha
U3CIeIoBaTeNs/UTe W/WIM APYrd JOKYMEHTH 3a JOKa3BaHE Ha KBajlU(pUKaUUATa UM U JIPYTH
TOM'BIHUTEITHA JOKYMEHTH, KOUTO KOMHCHATA MOXKE Ja U3UCKA 33 OCHIIECTBIBAHE HA (PYHKIIUUTE CH.

Ts pasranexna MpenoKeHOTO KIMHUYHO HU3MUTBAHE B OIpENeieHHs OT 3aKOHa CpPOK U
JOKYMEHTHPA CBOETO CTAHOBHWIIE B MMCMEH BHUJI C SICHO MOCOYEHH TeMa Ha KIMHUYHOTO M3NMUTBAHE U
IperyieJaHuTe JOKYMEHTH U TaTHPAHO MO0 OTHOLIIEHHUE Ha CIETHOTO:

3.1.2.1. NOIOKUTETHO CTAHOBUIIE;

3.1.2.2. u3uckaHu npeau MOJOKUTETHO CTAHOBUILE U3MEHEHUS;

3.1.2.3. oTpuniaTeIHO CTAHOBHIIIE;

3.1.2.4. npoMsiHa HA Beue MU3/1a/ICHO MOJIOKUTEIIHO CTAHOBUIIIE.

3.1.3. Komucusra no eruka npereHsBa KBaddukausaTa Ha U3ClIeoBaTeNs 3a MPEAI0KEHOTO
KJIMHUYHO M3MMTBaHE OT INpeAcTaBeHaTa akTyajlHa aBToOMorpadus Ha M3cienoBaTess W/WiId JIpyru
CbOTBETHU JIOKYMEHTH, KOUTO MOKE J]a U3UCKA.

3.1.4. Komucusita mo eTuka MpoBeXJa TEKYI HaJA30p HaJl BCAKO MPOBEXIAII0 C€ KIMHUYHO
M3MHUTBAHE HA MHTEPBAJIM, ChOTBETCTBAIIM HA PUCKA 3a XOpaTa, HO HE MO-MaJIKO OT BEIHBX I'OJIUIIHO.

3.1.5. Ilo cBos mpeneHKa KOMHCHATA MO €THKAa MOXeE Jla M3MCKa IPEJCTaBSIHETO Ha IOBEYe
nHpopmanug ot onucaHata B T. 4.8.10, koraro ToBa IONMbJIHEHHE MMa 3HAUEHHUE 3a 3ala3BaHE Ha
npaBaTta M 6e30MacHOCTTA U/WIIK 3]JpaBeTO Ha MalMeHTHUTE.

3.1.6. B cmydaute mo 1. 4.8.12 m 4.8.14, xoraTo 3a TPOBEKITAHETO HA HETEPANICBTHYHO
U3MUTBaHE € HEOOXOIMMO ChIVIACHETO HA 3aKOHEH IMPEJICTABUTEN HA YUaCTHUKA, KOMUCHSTA IO €THKA Ce
MIPOM3HACA IO BBIPOCA, AU MPEATOKEHUAT MPOTOKOJ W/WIK IPYrd JOKYMEHTH ChBIAJAT C €TUYHUTE
HOPMH U JaJIM OTTOBAPSAT HA MPUIIOKUMHUTE HOPMATUBHU U3MCKBAHUS 32 TaKbB THUIT U3MUTBAHUS.

3.1.7. B cnyudautre no T. 4.8.15, xoraro NmpOTOKOIBT Ha KIMHUYHO H3MUTBAHE IO3BOJISIBA
BKJIIOYBAHE Ha MAIUMEeHT, 0e3 Ja € Bb3MOXXHO HEroBOTO HEMOCPEICTBEHO MUCMEHO ChIVIaCHe WU
CHIJIACHETO Ha HEroBHUs 3aKOHEH INpEeACTaBUTEN, KOMUCHUSATA 110 €TUKA ce MPOM3HACs M0 BbIpoca, Jallu
MPE/UIOKEHUAT TUIaH W/WIM APYrM JAOKYMEHTH ChBIAJAT C €TUYHHUTE HOPMHM M JJAJIM OTrOBapsT Ha
MPUIIOKMUMHATE HOPMAaTUBHH W3UCKBAHUS 32 TAKbB THIT U3ITUTBAHHUS.



3.1.8. KoMucusta no ervka IpeLeHsBa JOKOJIKO pa3MepbT M METOABT 3a 3aIljalllaHe Ha
3/IpaBUTE AOOPOBOJILIN/TIAMEHTUTE BIMSSAT HA ChIJIACMETO UM 32 Y4acTHE U Jajd PEIIEHUETO UM IIIe
Obae B3eTO CBOOOAHO. 3amjam@HusTa HAa €IWH YYaCTHHK TpsOBa Ja ObAarT pasmpenesieHu
IIPOIMOPLIMOHAIIHO U J]a HE 3aBUCST U3ISUIO OT 3aBbPILIBAHETO HA U3MUTBAHETO OT YYaCTHHUKA.

3.1.9. Komucusita mo eTuKa OCUTYpsiBa BKJIFOUBAHETO BbB (pOpMaTa 3a MUCMEHO WH(OPMHUPAHO
chIJlacHe U BbB BCSAKA JIpyra NUCMeHa MHPOpMAIIHs 32 y4aCTHUKA Ha UH(QOpPMALUITA 10 OTHOUICHUE Ha
3alUIall[aHeTO Ha 37paBUTE JAOOPOBOJIIM/MAIMEHTUTE, BKJI. KOJMYECTBO, METOJA Ha 3alulallaHe MU
NepUoOANYHOCT. HaunHbT, MO KONTO IUIalaHeTo 11e 0blie pa3npeesieHo, TpsoBa 1a Ob/e mocoyeH.

3.2. CwcTaB, GyHKINU U IEHCTBUS

3.2.1. KoMucusrta 1no eruka ce CbCTOM OT WICHOBE, KOUTO KaTO KOJIEKTHB MMAaT JOCTAThYHO
KBaJTU(HUKAIMA M ONUT Ja pas3riieaT M OLEHAT HAYYHHUTE, MEJAULIMHCKUTE M CTHUYHHTE aCIEKTH Ha
MPEJIOKEHOTO KIMHUYHO u3nuTBaHe. Komucuara no eTuka BKIOYBA Hal-MajKo 7 4YJI€HOBE, OT KOUTO
Hail-ManKo JBamMa C HEMEIUIMHCKO 0Opa3zoBaHHMe, (DUHAHCOBO M AJAMHUHUCTPATHBHO HE3aBHCHUMH OT
MSICTOTO Ha NMPOBEKJaHE HA KIMHUYHOTO U3IHUTBAHE.

ITo Bpeme Ha 3acemaHusiTa MOraT Ja TJlacyBaT M Ja U3pa3sBaT MHEHHE CaMO TE3W YJICHOBE,
KOUTO Ca HE3aBUCHUMHU OT TJIABHUSA U3CIIEA0BATEN U BB3IIOKUTEIS.

Komucusara mo ernka chXpaHsBa CIHCHK C WICHOBETE W TEXHHUTE KBATU(HUKAIMH, KAKTO U
ouIMaTHUTE TOKYMEHTH 32 Ch3JaBAHETO I.

3.2.2. Komucusita mo eTuka u3BbpiiBa (yHKIUUTE CH B ChOTBETCTBHE C MMMCMEHU CTAaHAAPTHH
onepatuBHU npoueaypu, ¢ JAKII u npunoxumute HOpMATUBHU U3UCKBAHUS M ChbXpaHsIBa JOKYMEHTH 32
JIEWHOCTUTE CU M IPOTOKOJIH OT 3aCEAAHUSATA.

3.2.3. Komucusta mo eTuKa B3MMa PEUICHHUATa CH Ha MPeIBAPUTEIIHO OOSIBEHH 3acelaHus Mpu
HAJIMYMETO HA KBOPYM, OIPE/ENICH B CTAHIAPTHUTE OTIEPATUBHU NPOIIETYPH.

3.2.4. ]la rmacyBat/u3pa3siBaT MHEHHE MOTaT caMO YICHOBETE Ha KOMHUCHUATA MO €THKA, KOUTO
ca yJacTBaJId B 0OCHKIAHHTA U MPeriea Ha JOKyMEHTAIUATA 110 TIPOYYBAHETO.

3.2.5. U3cnepoBarensT Moke Ja mpeacTaBs HHPopMaIys BbB BCSIKAKbB aCIEKT MO OTHOIIIEHUE
Ha KIMHAYHOTO M3IHMTBAaHE, HO HE MOXeE JIa Y4acTBA B pa3MCKBAHUATA WM JIa JaBa MHEHHE/Ia TacyBa
110 BpeMe Ha 3aceZlaHusATa Ha KOMHUCHUSATA 110 €THKA.

3.2.6. Komucusita mo ervka MOXE Ja TMOKaHW EKCIEPTH B pPa3IUYHU CHEIUATHOCTH 3a
ChbIEHUCTBHE.

3.3. Ilpouenypu

Komucusara no ertuka pa3paboTBa, MUCMEHO JOKYMEHTHpA U Cla3Ba CTaHIApTHH ONEpaTHUBHU
MPOIeTypH, KOUTO BKITFOUBAT CIICAHOTO:

3.3.1. ompenensHe Ha cbcTaBa (MMEHa M JUIBKHOCTM Ha YIEHOBETE) M OCHOBaHUE 3a
Ha3HAYaBaHETO;

3.3.2. Iu1aHupaHe Ha 3acelaHusATa, yBEJOMsBAaHE HA YWICHOBETE U MPOBEXK/aHE Ha 3aCEJaHUATA,;

3.3.3. u3BBpILBAaHE HA MbPBOHAYAIHA U MOCIEABAIlA OLIEHKA HA TPOYYBaHUS;

3.3.4. onpenensiHe Ha YyecTOTaTa HAa MEPUOIMYHA MOCIIEBAIllA TPEOLIEHKA Ha IPOYUYBAHUS;

3.3.5. ocurypsiBaHe Ha yCKOpEHa OIICHKa Ha MHHUMAIIHU MTPOMEHH 32 KJIMHUYHH M3IUTBAHUS B
X071, KOUTO Beue ca 0JOOpPEeHH, B ChOTBETCTBHE C HOPMAaTUBHUTE U3UCKBAHMUS;

3.3.6. MOTBBPXKACHUE, Y€ HUTO €IWH YJaCTHUK HE MOXKE Ja ObJe BKIIOYCH B KIMHHUYHO
U3MUTBaHe, IPear KOMHCHATA 110 €TUKA J1a U3/1a/le TOJI0KUTEITHO CTAaHOBUIIIE;

3.3.7. NOTBBPKACHUE, Y€ B MPOTOKOJIA HE MOTAT Ja CE€ MPUJIIOKAT HUKAKBH OTKJIOHECHHS WIIA
MIPOMEHM MPEJH HEMOCPEICTBEHOTO MHUCMEHO IOJIOKUTEIIHO CTAaHOBHUIIE 33 ChOTBETHATa NMPOMSHA, C
W3KIIOYCHWE Ha CIy4YaWTe, KOraTo € HEOoOXOAMMO U30sSrBaHEe Ha HETMOCPEJCTBEHH pHCKOBE 3a
YYaCTHUIIUTE MWJM KOraTo IPOMEHHUTE 3acAraT JIOTUCTUYHM W AJMHUHUCTPATUBHM acCHeKTH Ha
M3IUTBAHETO (HAIp. MPOMSIHA Ha JUIETO, H3BBPIIBAIIO0 MOHUTOPUPAHE, TeIeOHHN HOMEPA), ChIIIACHO
3aJ/bJDKEHUATA Ha U3clieoBaTens no 1. 4.5.2;

3.3.8. U3NUCKBaHe, Y€ W3CIIEI0BATENAT BEIHAra YBEIOMSABA KOMUCHATA IO €THKA 33 OTKIOHEHUS



WIM TPOMEHH B MPOTOKONA, KOTaTo € HEeoOXOAMMO H30SrBaHe Ha HEMOCPEACTBEHH PHCKOBE 3a
YYaCTHHIIUTE, ChriacHo T. 3.3.7 W 3aabJDKeHUsATa Ha uzcienoBarens no T. 4.5.2 u 4.5.4; npoMeny,
yBCIIM4aBalm puUCKa 3a YYaCTHUIHUTC I/I/I/IJII/I SHAYUTCIHO BJIMACIIN BbBPXY MHNPOBCKIAHCTO Ha
KIIMHUYHOTO M3nuTBaHe (Bk. 4.10.2); BCHUKM HEXEIAHU JICKAPCTBEHU PEaKIIUU, KOUTO Ca M CEPUO3HU, U
HEOUYaKBaHM, HOBA MH(OpMAIIHS, KOSITO MOXKE Jla 3aCerHe HEMPaBUIHO 0€30MacHOCTTA Ha JIMIATa WM
MPOBEXKIAHETO HA KIIMHUYHOTO M3IUTBAHE;

3.3.9. wu3ucKBaHe, Y€ KOMHUCHATA IO €TUKa He3a0aBHO 1€ YBEAOMU IMHCMEHO
M3CJIeIOBATENS/ MHCTUTYIMSTA 32 CBBP3aHUTE C KIMHUYHOTO M3IUTBAHE PEUICHUS/MHEHUS; IPUUYNHUTE
3a PEIICHUATA/CTAaHOBHINATA CH W TPOIEAYpUTE 3a OOXKallBaHE HA PEHICHHUSTA/CTaHOBUINATA HA
KOMHCHSATA 110 €THKA.

3.4. loxymeHTH

Komucusra mo eTuka chbXpaHsBa BCHYKH ChOTBETHH JOKYMEHTH (HAIp. MUCMEHU CTaHIAPTHH
OIICpaTUBHU IpoUCAYypHU, CIIMCHLIU C WICHOBC, 3aIllOBCAMU 3a HAa3HA4YaBAHC, CIIMCHLIU C OJIBKHOCTH Ha
YJICHOBETE, JCKIapalui 3a KOH(IUKT HAa MHTEPECH W KOH(MUIACHIMAIHOCT, MPEICTABEHU TOKYMEHTH,
MPOTOKOJIM OT 3acelaHus W KOPECIOHICHIWS) 3a MEPHOJ HE IMO-MAJIKO OT TPH TOJUHHU CIIeH
NpeKpaTsIBaHe Ha KIMHUYHOTO M3IUTBAHE U TH NPEAOCTABsI IIPH MOMCKBAHE HA PETYJIATOPHUTE OPTaHH.

Komucusita 1o eTWka TpeaocTaBs Ha H3CICIOBATENs, BB3JIOKUTEIS WIA PETYIaTOPHUTE
OpraHu MUCMEHHUTE CH MPOIICIyPH U 3aITOBEIIN, ONPEACIIAIIN CIIUChKA C YICHOBE, IIPU TIOUCKBAHE.

4. N3cnenoBareln

4.1. KBanudukauus u 3abJDKEHHS] Ha U3CIIE10BaTENs

4.1.1. UscnenoBarensT/ute npuTekaBa ChOTBETHOTO 00pa3oBaHue, KBaTU(pHUKAILUSI U OIHUT, 32
Ja TPELEeHH OTTOBOPHOCTTA 3a IMPABHJIHOTO MPOBEXIAHE HA KIMHHUYHOTO W3IUTBAHE; OTrOBaps Ha
BCUYKM M3UCKBaHMs, OMNPEICICHU OT PEryJaTOpPHUTE OpraHd, M TMpelCcTaBs JJ0Ka3aTelCTBO 3a
KBaM(pHUKAIMATa CH 4Ype3 akKTyajdHa aBroOuorpadus wW/wiam JOpyrd JOKYMEHTH, W3UCKaHU OT
BB3JIOKUTENS], KOMUCHUSTA 110 €THKA W/WIK PEeryJaTOPHUTE OpraHHu.

4.1.2. W3cnepoBarensT € 3alo3HAT € IpaBWJIHATa yrnoTpeda Ha W3MUTBAaHUS JIEKAPCTBEH
IPOAYKT, KAKTO € TIOCOYEHO B MPOTOKOJA, aKTyalHaTa Opolllypa Ha u3ciiefoBaTels, HHpopMalusTa 3a
MPOAYKTa U BCUYKH JPYTY U3TOYHHUII HA HHPOPMALIUS, TIPETOCTABEHU OT BB3JIOKUTEIIS.

4.1.3. N3cnenoBatensT Mo3HaBa U cna3pa uznuckpanusaTa Ha JIKII u npunoxumMure HOpMaTUBHU
W3HCKBaHUSI.

4.1.4. N3cnenoBaTensT MO3BOJISIBA U3BBPIIBAHETO HA MOHUTOpUpaHE, IPOBEpKa OT CTpaHa Ha
BB3JI0KHUTENS] U MHCIIEKIIUS OT ChOTBETHUTE PETYJIATOPHU OpPTaHH.

4.1.5. V3crnenoBaTensT ChbXpaHsABa CHUCHK C JIUIA ¢ HeoOX0oAMMaTa KBalu(uKalus, Ha KOUTO €
JeNeTupa OTTOBOPHH 33bJDKEHUS, CBBP3aHN C KIMHUYHOTO M3IUTBAHE.

4.2. Bb3MOXXHOCTH 32 U3IBJIHEHUE HAa U3MUTBAHETO

4.2.1. WscnenoBatenar TpsOBa Ja MOXe Ja TIOKaXe BB3MOXKHOCTH 3a HaOupaHe Ha
HeoOXoauMusi Opoil MOAXOAAIIM NAalMEeHTH B JIOTOBOPEHMs CpoK (Hamp. karo ce Oa3upa Ha
PETPOCIEKTUBHU JIAHHU).

4.2.2. N3cnenoBarenar UMa JOCTaTbYHO BpeMe 3a MPOBEX/IaHe U 3aBbpIlBaHE HA KIMHUYHOTO
M3IIUTBAHE B JOTOBOPEHHUSI CPOK.

4.2.3. U3cnenoBarensT pa3nojara ¢ He00XoauMus Opoit KBanu(uIupaH NepcoHall ¥ CbOTBETHO
o0opy/IBaHe 3a TpeABHJEHATA TPOIBIDKUTEIHOCT Ha KIMHHYHOTO W3MUTBAHE C IEJT TPABWIHO M
6e30macHO MPOBEXkKAAHE.

4.2.4. N3cnenoBaTensT rapaHTUpa, Y€ BCUUKH JIMIA, YYACTBAIIMA B KJIMHUYHOTO M3MHUTBAHE, Ca
JIOCTaThYHO WMH(GOPMHUPAHU 3a MPOTOKOJA, MU3MUTBAHUS JIEKAPCTBEH INMPOJYKT/MU U CBBP3aHUTE UM C
KIIMHAYHOTO M3IUTBAHE 33 IbJDKCHUS U (DYHKITHH.

4.3. MenuUMHCKY TPUXKH 32 JIMLaTa Y9aCTHULIN

4.3.1. OTroBopHOCTTA 32 BCHYKH CBBP3aHH C KIMHHYHOTO W3MMTBAHE MEAUIIMHCKU PEIICHUS Ce



HOCH OT KBATU(UIUPAH JIEKap, UM KBAETO € HEOOXOIMMO - OT JIEKap IO JACHTAIIHA MEAULIMHA, KOUTO €
M3CJEeI0BATEN WK ChU3CIIEI0BATEN B KIMHUYHOTO U3IIUTBAHE.

4.3.2. Tlo BpeMe U clie[l y4acTUETO Ha JUIATa B KIMHUYHOTO W3MHUTBAHE H3CIEAOBATEIIAT
rapaHTupa 3a Mpe0CTaBIHETO Ha J0CTaThbUHO MEIUIMHCKO HAONIOICHHE BbpXY JMIaTa YYaCTHULHU 110
OTHOIIIEHHE Ha BCAKO HEXKEJAHO CbOUTHE, BKJI. KIMHUYHO BaKHU JIADOPATOPHU PE3YJTATH, CBBP3aHU C
U3IUTBaHETO. M3cnenoBaTensaT yBeoMsBa MAUEHTa 3a HEOOXOIUMOCTTa OT MEIULIMHCKO HaOII0JeHHE
I10 TOBOJI HAa JOI'BJIHUTEIIHOTO 3a00JI1BaHE, KOETO TOW € YCTaHOBUIL.

4.3.3. AKo JIMIIETO YYaCTHUK HMMa JINYEH JIeKap U aKO CE € ChIJIACHJIO JMYHUAT MY JIeKap JAa
OBl yBEIOMEH, H3CIIEA0BATENAT ro HH(POPMHpPA 32 YUaCTHETO HA MAlMEHTA B KIMHUYHOTO U3ITUTBAHE.

4.3.4. Bbrpeku 4e y4acTHUKBT HE € 33bJDKECH J]a OOSICHU NMPUUYMHUTE 32 OTTEIISHETO CU OT
KJIIMHUYHOTO W3MMTBAHE, U3CJEN0BATENAT MOXKE Jia MOJIOXKH YCHIIMS, 32 J]a YCTAaHOBHM T€3M INPUYMHH,
Cra3BaiKy U310 IpaBaTa Ha MalUeHTa.

4.4. KopecnoHICHIIMS C KOMUCHSTA M0 €THKA

4.4.1. Ilpenu 3amouyBaHe Ha KIMHUYHOTO M3IMTBAHE H3CIENOBATEIAT TpsAOBa Ja HMMa
IIMCMEHOTO JaTUPAHO MOJOKHUTEIHO CTAHOBUILE OT KOMHMCHSTA I10 €TUKA 3@ IPOTOKOJIA HA KIMHUYHOTO
U3NUTBaHe, Gopmara 3a NHUCMEHO MH(POPMHMpAHO ChbIJacue, MPOMEHM BbB (hopMaTta 3a chIjlacue,
MpoIeTypuTe 3a HAOMpaHe Ha MAlMEHTH (Hamp. 00sIBH) U BCSKA JApyra MUCMeHa nH(GOpMaIus, KOSITO 111e
ObJe MpeJoCTaBeHa Ha Y4aCTHHKA.

4.4.2. U3cnenoBaTenar NpeacTaBsl HA KOMUCHUSATA 110 €THKA KOIMKE OT aKkTyajHaTa Opolrypa Ha
JieKapsl U3CJIe[0BaTell KaTo MPUIOKEHUE Ha NMMCMEHaTa MoJida 0 KOMUCHUsATA [0 €THKa 32 CTAaHOBHMILIE.
AKO TI0 BpeMe Ha KIIMHUYHOTO M3MUTBAaHE HACTHIIAT MPOMEHH B OpoIIypaTa, u3CIeI0BaTeIAT MPEICTaBsI
B KOMHCHSATA 110 €TUKA HOBO KOIME, BKJIIOYBAILO TPOMEHUTE.

4.4.3. Ilo BpeMe Ha KIMHMYHOTO M3IUTBAHE HM3CIIEIOBATENAT IPEJOCTaBsl HA KOMHUCHUATA IO
eTHKa 3a pepasriekiaHe BCHUKU JOKYMEHTH, Kacaellld yJYaCTHUIUTE.

4.5. CbOTBETCTBHE C MPOTOKOJIA

4.5.1. U3cnenoBarenar NpoBeXk1a KIMHUYHOTO U3MUTBAHE B ChOTBETCTBUE C MIPOTOKOJ, KOUTO
IIPEIBAPUTEIIHO € 0JI00PEH OT BB3JIOKUTENSA U PEryJIaTOPHUS OPraH U KOMTO € MOJIy4nsI MOJIOKHUTEITHO
CTaHOBMILE OT KOMHCHUATA MO eTuka. M3cienoBarenarT U BB3JIOKUTENAT MOJMMCBAT MPOTOKOIA WU
JOITBIHUTENIEH JIOTOBOP, C KOWTO U3CIIE0BATENAT MOTBBPKIaBa ChIVIACUETO CH 33 CIIA3BAHETO MY.

4.5.2. N3cnenoBatenaT HE MOXE Ja MPaBU HUKAKBU OTKJIOHEHHS WM MPOMEHHU B MPOTOKOJA
0€3 ChITIaCMETO Ha BB3JIOKUTENS U MPEABAPUTEITHOTO PA3IIeKIaHe U JOKYMEHTHPAHO IMOJIOKUTEIIHO
CTaHOBMILIE 32 IPOMEHUTE OT KOMUCHTA IO eTHKa. OTKIOHEHHs OT U3MCKBAHUATA Ha TUIaHA MOXeE Jla ce
MpaBsT caMO KOTaTo MMa CEPUO3HM OCHOBAHMS, Y€ Ca 3aCTPALEHH XUBOTHT, 3/IpaBETO M IpaBaTa Ha
U3CJIeIBAaHUTE JIMIIA WM KOTaTO MPOMEHHUTE BKJIHOYBAT CaMO OPTaHU3AlMOHHU WM aJAMUHUCTPATUBHU
acIeKTH Ha KIMHUYHOTO M3MHUTBaHE (HAmp. CMsSHA Ha JIMIETO, M3BBPIIBANIO0 MOHUTOPHpAHE, CMsIHA Ha
Tesne)OHHUTE HOMEpa).

4.5.3. U3cnenoBatensT UM YI'BIHOMOILEHO OT HEro JIMIE JOKYMEHTHpa U OOSICHSIBAa BCAKO
OTKJIOHEHHE OT 0/100pEeHHUs] IPOTOKOJI.

4.5.4. WzcnemoBaTeniaT MOXKE Ja HalpaBU OTKJIOHEHHE WM TpOMsSHAa B IPOTOKOJIA 3a
n305TBaHETO Ha HEMOCPEeACTBEHa 3aljlaxa 3a MNalMeHTHTEe O0e3 HeNoCpeACTBEHOTO MOJOXKUTEITHO
CTaHOBHIIE HA KOMHCHSITA 10 eThKa. HarnpaBeHOTO OTKIOHEHHE, MPOMSIHA UJTH TUIaHBT C MPEUI0KEHUTE
IIPOMEHU C€ MPEACTaBAT B3MOXKHO Hail-Obp30 Ha KOMHCHATA MO €THKa 3a OIeHKa U CTaHOBHINE, Ha
BB3JIOKUTENS 32 ChIUIaCHE U Ha PETyJIaTOPHUTE OPraHu 3a pa3pelieHue.

4.6. MI3nuTBaH JIEKapCTBEH MPOIYKT

4.6.1. OTroBOpHOCT 3a OTYETHOCTTA HA H3MUTBAHUS JIEKAPCTBEH IPOIYKT B MSCTOTO Ha
MPOBEXIaHE Ha KIMHUYHOTO U3MUTBAHE C€ HOCH OT U3CIIEI0BaTEIIs.

4.6.2. U3zcnenoBaTensT MOXE Ja NPEAOCTaBA HSIKOM WJIM BCUYKH CBOM 3abJDKEHUSA 3a
OTYETHOCTTAa B MACTOTO/MECTaTa Ha MPOBEXaHe Ha (papMaleBT WM HA IPYTro MOJIXOASAIIO JHIE, KOETO
€ 1o pbKOBOJICTBOTO Ha M3CJIEI0BATENsl, KOTaToO TOBA € JOMMYCTUMO MJIH CE€ U3HUCKBA.



4.6.3. N3cnenoBarensaT u/uian GpapmManeBThT WM JPYro JIHIIE, ONPENeNIeHO OT U3CIeI0BaTes,
ChbXpaHsBa JOKYMEHTHUTE 3a MOJIyYE€HUTE B MACTOTO HA MPOBEXKJAHE JIEKAPCTBEHH MPOJYKTH, ONUC Ha
MPOAYKTHTE B LIEHTHPA, U3MOJI3BAHUTE KOJINYECTBA OT BCEKM YYaCTHUK U BBPHATHTE HA BH3JIOXKUTEIS
KOJINYECTBA WJIM HA JAOIBIHUTEIHO MACTO. Te3u NOKYMEHTH ChAbpXKAT JaTH, KOJIMYECTBA, NapTUAU U
HOMEpA, CPOK Ha FOJHOCT (KBJETO € Bb3MOXKHO) U YHUKAJIHUTE KOJOBU HOMEpPA, C KOUTO Ca O3HAYECHU
JIEKapCTBEHUTE MPOAYKTH U ydacTHULIMTE. M3cienoBaTenuTe CbXpaHsABaT JIOKYMEHTH, B KOMTO €
oTOeNsA3aHo, 4e YYACTHUIUTE Ca MOJyYHIIN CbOTBETHUTE JIO3H, OTIPE/ICIICHH B IJIaHA, M TOTBBPXKICHUE U
OTYETHOCT 32 BCUUKHU IOJIYYEHHU OT Bb3JIOKUTEIIS JIEKAPCTBEHU MPOYKTH.

4.6.4. VI3nUTBaHUAT/TE JEKAPCTBEH/M MPOIYKT/H C€ ChXpaHSABAT MO HAYUH, OMPEAETCH OT
BB3JIOXKUTENSA, chrytacHO T. 5.13.2 u 1. 5.14.3, 1 B CHOTBETCTBHE C NPUIOKUMUTE HOPMATHUBHU
M3HCKBaHUSI.

4.6.5. N3cnenoBatenaT NOTBbpXKJaBa, Y€ M3MUTBAHUTE JIEKAPCTBEHHM MPOJIYKTHU CE€ M3MOI3BAT
CaMo B ChOTBETCTBHE C OJJOOPEHUS IPOTOKOI.

4.6.6. M3cienoBaTensaT WIKM ONPEAEICHO OT HEro Jiuie oOsACHSBa MpaBWIHATA ynorpeba Ha
W3MUTBAaHUSA JICKAPCTBEH IPOAYKT HA BCEKM OTHENICH YYaCTHUK W Ha MOAXOISAIIM HHTEPBAIA U
IIPOBEPsABA AT BCEKU YYACTHHUK CIa3Ba MPABUIIHO HHCTPYKIIMHUTE.

4.7. Ilpouenypu 3a paHIOMU3HPAHE U Pa3KpUBAHE

W3cnenoparenar TpsOBa JAa cha3Ba pPaHIOMU3ALUOHHUTE NPOLEAYPU Ha KIMHUYHOTO
M3IUTBAaHEe, aKO CHIECTBYBAT TaKWBA, U TPsIOBa Jja MOTBBPAH, Y€ PA3KPUBAHETO HA KOJIA CE TIPABU CaAMO
B CHOTBETCTBHE C IPOTOKOJIA. AKO KIIMHUYHOTO M3MMUTBAHE € 3aCJIENEHO, U3CJIEI0BaTENAT JOKYMEHTUPA
u OOsCHSBAa Ha BB3JIOKUTENS BCAKO NPEXKIESBPEMEHHO pa3KpHBaHEe Ha Kojaa (Hamp. CIydaiHo
pasKpHUBaHe, pPa3KpHUBaHE B Pe3y/TaT Ha BBb3HUKHAJIO CEPHO3HO HEXKEJIAHO ChOWTHE) HAa W3IUTBAHUSA
JIEKapCTBEH MPOIYKT/H.

4.8. UndopmupaHo chriiacue Ha y4aCTHULIUTE

4.8.1. Tlo BpemMe Ha TOJy4aBaHETO M JOKYMEHTHPAHETO HAa HWH(POPMUPAHOTO ChITIACHE
M3CJIEI0BATEeNAT CHa3Ba NPUIOKUMUTE HOPMATUBHM M3HMCcKBaHMd, npuHuunure Ha JKII u etnunure
NPUHIUNK, 3aerHain B Jlexkmapammsara oT Xenm3WHKH. 3a 3alo4YBaHe HAa KIMHUYHOTO W3IUTBAHE
U3CIIEeI0BATENAT TpAOBa /1a NPUTEKaBa MHUCMEHOTO TOJIOKUTEIHO CTAaHOBUIIE HA KOMUCHSATA MO €THKA
Ha (opmara 3a MMCMEHOTO MH(POPMUPAHO ChITIACHE U BCSIKA Jpyra NMMCMEHa WH(OpManus, KosSTo Iie
ObJie MpeIoCcTaBeHa Ha YYaCTHUIIUTE.

4.8.2. ®opmara 3a MUCMEHOTO MH(GOPMUPAHO ChITIACHE U BCSKa JIpyra MUcMeHa UH(opmars,
NpeJOCTaBsiHA HA YYaCTHUIUTE, C€ aKTyaJM3upa, KOraTo CTaHe M3BECTHA BaKHa HOBAa MH(popMalus,
KOSITO MOXe€ J1a OBJIMSIE TAXHOTO chrilacue. Besdka akTyanusupana gpopma 3a TMCMEHOTO HHPOPMHUPAHO
chIUlacue U MUCMeHa UH(opMarus TpsaOBa 1a MMa MOJO0KHUTEIHOTO CTAHOBUIIE HA KOMHMCHATA IO €THUKA
Ipeld NpWJIAraHeTo M. YYaCTHUKBT WJIM HETOBHUAT 3aKOHEH IIPE/ICTAaBUTENl CBOEBPEMEHHO C€
YBEJIOMSBAT, KOraTO CTaHE M3BECTHA BayKHA HOBAa MH(OpMaIMs, KOATO MOXKE Ja MOBJIMIE Ha TAXHOTO
KeJlaHue J1a IpoAbJDKAT Ja ydacTBaT B KIMHUYHOTO M3NHUTBaHe. KoMyHUKalMHUTe MO OTHOIIEHUE Ha
HOBaTa MH(OpPMAIUA ce JOKYMEHTUPAT CBOEBPEMEHHO.

4.8.3. Huto rnaBHUAT W3CJIENOBATEN, HUTO W3CIEAOBATEICKUAT TIEPCOHAT MOTaT Jia
NPUHYKAABAT WK Ja MOJBEXIAT JIMIETO Aa y4yacTBa WIM Jia MPOIBIDKH YYaCTHETO CU B KIMHUYHOTO
W3 TBAHE.

4.8.4. Huto ennHa ycTHa WIM NUCMEHa WHpoOpMalMs, Kacaella KIMHUYHOTO W3MMTBAaHE,
BKJIIOUMTENHO (hopMaTa 3a MHUCMEHO MHPOPMUPAHO ChIJIacue, HE MOXKE Ja ChAbpXkKa TyMHU U U3pasu, C
KOUTO IPUHYX/1aBa WIM 3By4aT KaTo NpUHY/a 32 yYaCTHUKA MM HETOBHsI 3aKOHEH MPECTAaBUTEN Jia ce
OTKa)k€ OT HSIKO€ CBOE 3aKOHHO IMpPaBO HWJIM Jla OCBOOOXK/aBa WM J1a BHYIIaBa OCBOOOX/IaBaHE OT
OTTOBOPHOCT 3a HEOPEeXKHOCT Ha H3CIENOBATeNs, BB3JOXKHUTENS, WMHCTUTYLHMITa WIA TEXHHU
MIpeICTaBUTEIH.

4.8.5. M3cnenoBaTensaT WM YI'BIHOMOILEHOTO OT HEro Juie MHGOPMUpA yYaCTHHKA WM B
cllydail 4ye He MOKe J1a J]aJie CBOETO ChIJIacHe, HErOBUS 3aKOHEH IPEJCTaBUTEIN 32 BCUUYKU acCEeKTH Ha



KIMHUYHOTO W3MMTBaHE, BKIIOYUTETHO U 32 TNPEJAOCTaBIHETO Ha MUCMEHa uHpopMmauus u
MOJIO)KUTETHOTO CTAHOBHILE OT KOMUCHUSTA IO €TUKA.

4.8.6. E3ukbT, M3M0JI3BaH B YCTHATA WM IMHCMEHATa HH(POpMAIUs 3a KIMHUYHOTO U3IHUTBAHE,
BKJIIOUUTENIHO (popmaTa 3a NMHUCMEHO WH(OpMHUpaHO chIylache, TpsAOBa nga Obae 0€3 MEeIUIIMHCKU
TEPMUHU U JIOCTaThYHO JOCTBIEH, 3a Ja ObJe pa3OpaH OT yYacTHHKAa WIM HETOBHS 3aKOHEH
MIPEJICTaBUTEN U KBJETO € HEOOXOAUMO, OT HE3aBUCUMHUS CBUICTEI.

4.8.7. Ilpenu aa e mMoay4eHO MUCMEHOTO HH(OPMUPAHO ChITIacHe, TIABHUAT U3CIIE0BATEN WIH
YI'BJIHOMOIIEHO OT HEro JIMIIE ca 3aJbJDKEHU Ja MPEeIOoCTaBsAT Ha YYaCTHUKA WUJIM HA HETOBHS 3aKOHEH
NPEJCTaBUTENl JOCTAThYHO BpPEME W BB3MOXKHOCT 3a OOCHXKIAaHE HA JETAWIUTE IO KIMHUYHOTO
M3MHUTBAHE U J]a peliar Jajiu Ja ydacTBa wid He. Ha Bcuuku BbIPOCH, 3a1aIcHH OT yYaCTHHKA WU Ha
HETOBUS 3aKOHEH MPEICTAaBUTEN, TPAOBA J1a C€ OTTOBOPU U3YEPHATEITHO.

4.8.8. Ilpenu BKIIIOYBAHETO HA YYaCTHHMKA MUCMEHOTO MH(GOPMHUpPAHO chrilacue TpsOBa na ce
MOJINHILE JINYHO U JIMYHO Ja C€ MOCTABHU JlaTaTa OT YYaCTHUKA MM OT HETOBUS 3aKOHEH MPEJCTaBUTEN U
OT JIMIIETO, MPOBEJIO pa3roBopa 3a HHPOPMUPAHE HA YUACTHHUKA.

4.8.9. B cny4aif ye y4yaCTHUKBT WJIM HETOBUSAT 3aKOHEH MPEJCTABUTEN HE MOXKE Ja 4uere IO
BpeMe Ha OOCHXKIAHETO Ha HH(POPMUPAHOTO ChIVIACHE, CE€ OCUTYpsiBA NMPUCHCTBHE HA HE3aBHCUM
ceuzeren. CBUAETENAT MOANMUCBA M JIMYHO TMOCTaBsl jJara Ha (opMaTa 3a MUCMEHO WHPOPMHPAHO
cbriacue, clieql KaTo TS, KaKTo M BCsKa JApyra mucMeHa uHQopmaius, € mpeacTaBeHa, MpoyeTeHa U
O0sICHEHa Ha YYAaCTHUIIMNTE WM HA TEXHHUTE 3aKOHHHU MPEJICTABUTENN W CIIEJ KAaTo T€ YCTHO ca
MOTBBPAMINA YYACTHETO CH B KIMHUYHOTO M3MHUTBaHE M (aKO ca CMOCOOHM) ca MOJNUCAINA U JUYHO
MOCTaBWIM Jarta. Ypes mojanuca cu CBUICTEISAT MOTBBPKIaBa, 4e (hopMaTa 3a MUCMEHO WH(POPMHUPAHO
cbriacue, KakTo M BCsAKa JApyra nmucMeHa uHpopMmaius, € Ouna TOYHO OOsicHeHa W pa3bpaHa oOT
YYACTHHUIIUTE WIIM TEXHUTE 3aKOHHU MPEICTABUTEIHN M CHIIIACHETO € Ja/IeHO OT CAMHUTE YYACTHULU WIIH
TEXHHUTE 3aKOHHU MPEJICTAaBUTEIH.

4.8.10. ®opmara 3a MUCMEHOTO WH(POPMHUPAHO CHIIIACHE U BCAKA Apyra MUCMeHa HH(OpMaIus,
MIPEIOCTaBsIHA HAa YYACTHUIIUTE, ChAbPKa 00SICHEHHUS 3a CIEIHOTO:

4.8.10.1. 4e KITMHUYHOTO U3NUTBAHE NIPEJICTABIISIBA IIPOLIEC HA HAYYHO IIPOYYBAHE;

4.8.10.2. nenTa Ha KIMHUYHOTO U3ITUTBAHE;

4.8.10.3. M3NUTBAaHOTO JIEYEHHE/S U BEPOSATHOCTTA 3a CIy4YallHO Ha3HauyaBaHE Ha BCAKO
JIeueHue;

4.8.10.4. mpouenypuTe, KOUTO M€ CE€ U3BBPIIAT IO BpeMe Ha KIMHUYHOTO W3MHUTBAHE,
BKJIFOYMTEITHO U MHBA3UBHUTE MaHUITYJIAINH;

4.8.10.5. 3a0pJDKEHUSITA HA YIACTHUITUTE;

4.8.10.6. Te3u aceKTH OT KIIMHUYHOTO U3MHUTBAHE, KOUTO Ca EKCIIEPUMEHTAIIHH;

4.8.10.7. pa3ymMHO TpEIBUAMMH PHCKOBE WMJM HEYAOOCTBAa 3a YYACTHHUIIUTE, a CBIIO U 3a
eMOpHOH, IO/ WM KbpMade, KOraTo € Heo0X01MMO;

4.8.10.8. pa3yMHO OYaKBaHWUTE TOJI3M; YUACTHHUIIUTE C€ YBEIOMSBAT 3a CIydauTe, KOraTo HE Ce
OYaKBaT KIIMHUYHU TOJI3H;

4.8.10.9. anTepHaTHBHUTE NPOLEAYpPH M KypCOBE Ha JIEYEHUE, KOUTO Ca BB3MOXKHHU 3a
YYaCTHULUTE, U BaKHU TEXHU MOTEHIIMAIHU PUCKOBE U MOJ3H;

4.8.10.10. xoMneHcalusATa U/WiIk Bb3MOXKHOTO JICUEHHE 32 YYACTHUIIUTE B CITyyall Ha CBbP3aHO
C KIIMHUYHOTO U3MUTBAHE YBPEXKJIaHE,;

4.8.10.11. mpenBuaeHOTO, MPOMOPIMOHATHO HAa YYacCTUETO BBB BPEMETO, 3arulallaHe 3a
J0OpOBOIIMTE/TAIIMEHTUTE 32 YIACTHETO UM B KIIMHUYHOTO M3MUTBAaHE, aKO ChIIECTBYBA TAKOBA,;

4.8.10.12. npenBuaeHnTE pa3xoan 3a YHaCTHUIUTE 32 YYACTHETO UM B KIIMHUYHOTO M3IIUTBAHE;

4.8.10.13. obsicHeHue, Y& Y4acTHETO B KIMHUYHOTO U3MUTBAHE € JOOPOBOIHO U Y€ YYACTHUKBT
MO’KE€ J1a OTKa)Ke J1a yyacTBa WJIM Jla ce OTTEIVIM IO BCAKO Bpeme, 0e3 Ja ce Hajara Haka3aHHe WIH
MPOIMYCKaHE Ha MOJ3U, KOUTO YYACTHUKBT MOXKE J1a IOJIYUH IO JPYT HAYUH;

4.8.10.14. na 6be MOCOYEHO, Y€ HA MOHUTOPUPAILUTE, IPOBEPSABALIUTE, KOMUCHSTA 10 €TUKA



U Ha PEryJaTOPHUTE OpPraHU € OCUTYPEH JOCTBI 1O OPUTMHAIHUTE MEAMIMHCKM JOKYMEHTH Ha
y4acTHHUKA 3a IPOBEpKa HA MPOLEAYPUTE MO KIMHUYHOTO M3MUTBAHE W/WIM HA JaHHUTE, IPH KOETO Cce
OCUTYpsIBA 3alllUTa HA JUYHUTE JAaHHU HA MAIMEHTa ChITIACHO NPUJIOKUMHUTE 3aKOHH U Hapea0u, U upe3
MOJANKCBaHeTO Ha (opMara 3a MUCMEHO MH(POPMUPAHO ChIIACHE YYACTHUKBT WJIM HETOBUAT 3aKOHEH
IIPEICTABUTEI JJaBa ChIVIACUETO CU 33 TAKbB JOCTBII;

4.8.10.15. ye MOKyMEHTUTE, YAOCTOBEPSABAIIM CAMOJIMYHOCTTa Ha YYAaCTHHKA, IIE CE€ 3ama3ar
MOBEPUTEIHH M JAHHUTE OT TAX HAMA Ja OBbJaT pas3riacsBaHd, CHIIACHO NPUIOKHMUTE 3aKOHH U
HapenOu; B ciyyall Ha MyOJMKyBaHE HA Pe3yJNTaTUTE OT KIMHUYHOTO M3MHUTBAHE CaMOJIMYHOCTTa Ha
YYaCTHULUTE 111€ OCTAHE [IOBEPUTEIIHA;

4.8.10.16. o0GsicHeHHE, Y€ YIaCTHUKBHT UM HETOBHUAT 3aKOHEH IIPEICTaBUTENI CBOCBPEMEHHO I11€
ObZc yBEIOMEH, aKO Bb3HHKHE HOBa MH(pOpMalus, KOSTO MOXXE Ja MOBIHUSC Ha JKEIAaHUETO MM 3a
MPOJBJDKABAHE YYACTUETO B KIIMHUYHOTO M3MUTBAHE;

4.8.10.17. nunara 3a KOHTaKT 3a JOMBIHUTEIHA HHPOPMALUS 110 OTHOUICHHWE HAa KIMHUYHOTO
M3MHUTBAHE, JIUIaTa 32 KOHTAKT 3a mHoOpMalus 3a MpaBaTa Ha YYaCTHULUTE U JIMLATA, OTTOBOPHHU B
Cllydail Ha CBbP3aHO C KJIMHUYHOTO U3IIUTBAHE YBPEXKIAHE;

4.8.10.18. npeaBuanMUTE OOCTOATEICTBA W/WIIM IPUYUHU, IPU KOUTO Y4aCTHETO MOXKeE /1a Oble
IIPEKPATEHO;

4.8.10.19. ouakBaHaTa MPOIBDKUTEIHOCT HA yYaCTHETO Ha MalUeHTa/3[paBus H0OpOBOIEI] B
KJIIMHUYHOTO U3MUTBAHE;

4.8.10.20. npubnuzutenHusi Opoi yYaCTHHIIH.

4.8.11. Ilpenu yyacTueTo B KIMHHUYHOTO M3MHUTBAHE BCEKM YYACTHUK WJIM HETOBUAT 3aKOHEH
MpPEeJICTaBUTEN I[0JIydaBa KOINKE Ha MOJMNKMCAaHaTa M JaTtupaHa (opma 3a MUCMEHO HH(POPMHUPAHO
cbrilacHe, KaKTO M BcsKa Jpyra uH(pOpMamus, IpenocraBsiHa Ha ydyactHuiute. I[lo Bpeme Ha
KIIMHUYHOTO M3MUTBaHE BCEKW YYAaCTHUK HIIM HETOBUAT 3aKOHEH MPEACTaBUTEN MOJyyaBa KOIHE OT
npoMeHeHata (opma 3a MUCMEHO HMH()OPMHUPAHO ChIJIacHMEe, KAaKTO W MPOMEHUTE BHB BCAKA Ipyra
nucMeHa HHQpopMaIus, NpeIocTaBsiHa Ha Y9aCTHUIUTE.

4.8.12. Korato €JHO KIMHUYHO HM3MUTBaHE (TE€paleBTHUUYHO WM HETEPANeBTUYHO) H3UCKBA
BKJIFOUBAHETO HAa YYACTHHIIM CaMO Ype3 CBhITIACUETO HAa TEXHUTE 3aKOHHU NPEICTaBUTEINN, YYaCTHUIUTE
ce uMH(popMHpaT 3a KIMHUYHOTO H3MMTBAHE HAa HHUBO B CHOTBETCTBHE C TSIXHATa CIIOCOOHOCT 3a
pa3bupaHe W JIMYHO MOAMMCBAT M IMOCTaBAT Jara HAa MUCMEHOTO MH(YOPMHUPAHO ChIylacue (ako ca B
CBHCTOSIHHE).

4.8.13. C uskioueHre Ha Moco4yeHoTo B T. 4.8.14 enHO HeTepaneBTHUYHO HM3MMTBaHE (T. €.
U3MHUTBAHE, B KOETO HE Ce€ MpeIBIK/a AUPEKTHA KIIMHUYHA T0J13a 32 YYAaCTHUIIMTE) C€ MPOBEXKAA BBPXY
JIMI1a, KOUTO JIMYHO ca MOANUCAIIM U TOCTaBMIIM JaTa Ha (hopMaTa 3a MUCMEHO UH(OPMUPAHO ChIJIACHE.

4.8.14. HerepaneBTUYHUTE U3NUTBAHUS MOTaT Jia c€ MPOBEXKIAT BbPXY JIUIA YPE3 ChIIACHETO
Ha 3aKOHHU TEXHU MPEJCTABUTEIN CAMO B CIIy4auTe, KOTraTo:

4.8.14.1. nenure Ha U3NHUTBAHETO HE MOrar Ja ObJAT NOCTUTHATH C H3MMTBAHE BBPXY
YYaCTHHUIM, KOUTO MOTaT JIMYHO /1a AaJaT HH(OPMHUPAHO ChIJIACHE;

4.8.14.2. npenBUIMMHUTE PUCKOBE 3a JIMIIaTa Ca MAJIKH;

4.8.14.3. HETraTUBHOTO BB3CHCTBUE BbPXY YUYACTHULIMTE € MUHUMAJIHO U HUCKO;

4.8.14.4. KIMHUYHOTO U3MUTBaHE HE € 3a0paHeHO OT 3aKOH;

4.8.14.5. B pa3penieHHETo/TIONI0KUTEIHOTO CTAaHOBUINE HAa KOMHCHATA 10 €TUKA € MOCOYEHO
M3pUYHO BKJIIOUBAHETO HAa TOYHO TAaKMBa JIMIA U MHUCMEHOTO DPAa3pELICHHE/TIOJI0KUTEIHO CTAHOBUIIE
IIOKpHUBA TO3U aCIEKT.

TakuBa M3nUTBaHMS (JOTOJIKOBA, JAOKOJIKOTO M3KIIOYEHHETO € OMNpaBIaHO) Ce IMPOBEXKIaT
BBPXY NAlMEHTH, CTpajallyd OT 3a00JiiBaHE WM CBCTOSHHUE, 33 KOUTO € MPEIBUACH H3MUTBAHUAT
JIEKapCTBEH MPOAYKT. YUACTHULUTE B TE€3M M3MUTBAHUS CTPUKTHO c€ HAOIIOJaBaT U C€ U3TEMVIAT B
Cllydail Ha U3JIMILHO YBPEKIAHE.

4.8.15. B cnemHM cHTyanuu, KOTaro HEMOCPEACTBEHOTO ChIVIACHE HA YYacCTHUKA HE €



BB3MOXKHO, C€ U3MCKBA ChITIACMETO HA HETOBUS 3aKOHEH MPEJICTaBUTEN, aKO MPUCHCTBAa TakbB. Koraro
HEMOCPEACTBEHOTO ChIJIaCHe HAa yYaCTHUKA U Ha 3aKOHHHS MY MPEICTaBUTEN HE € Bb3MOXHO Ja Obae
MOJTyYeHO, BKIIOYBAHE MOXeE Ja Ce OCBIIECTBH, aKO Ce Hajlara He3a0aBHO pEIICHHuE, 3a Ja Ce CHacu
KUBOTHT Ha MAIMEHTa, CbIJIACHO M3MCKBAHMATA, MOCOYEHH B MPOTOKOJA W/WIIM HAa APYro MsCTO, 4pe3
IIMCMEHOTO IIOJIOKUTEITHO CTAHOBUIIE HA KOMHCHATA IO €THKa, C LeJ 3ala3BaHe IIpaBaTa,
Oe3omacHOCTTa U OJaronojy4yueTo Ha JIMLIETO W OCUTYpSiIBaHE HAa CHOTBETCTBUE C INPUIOKUMHUTE
HOPMATHBHU HM3UCKBaHMA. JIMIETO WM HETOBUAT 3aKOHEH INPEICTaBHTEN c€ MH()OPMHUPAT BH3MOKHO
Hal-O0bP30 32 KIMHUYHOTO U3MHUTBAHE U ClIeJBa Ja ObJAT MOMOJIEHU Ja JOKYMEHTHPAT ChIJIACHETO CH
3a MPOABJKABAHE YYaCTUETO CH B KIIMHUYHOTO M3MUTBaHE 10 peaa Ha T. 4.8.10.

4.9. JIokyMEeHTH U JIOKJIaJId

4.9.1. UzcnenoBaTesisT OCUTYpsiBa TOYHOCTTA, ITBJIHOTaTa, YETIMBOCTTA U HABPEMEHHOTO
JIOKJIaJIBaHE Ha JIaHHUTE Ha BB3NOXKHUTENsd B KiIMHWYHHUTE KapTu Ha nanueHTuTe (KKII), kakTto u BBB
BCHUYKHU U3UCKBAHU JIOKJIAIH.

4.9.2. JlanHuTE, KOUTO CE€ MOJy4yaBaT OT JOKYMEHTH-U3TOuHUIM U ce 3anucBatr B KKII, ce
ChIBPKAT B TE3U JOKYMEHTU-U3TOYHHIIN, & HECHOTBETCTBUATA C€ OOSICHSBAT.

4.9.3. Beska npomsina wim kopekius B KKII ce gatupa, moctaBsaT ce MHUIMANIM U (aKO €
HEo0X0/MMO) ce OOsICHSABa M HE TpsiOBa 1Ta BHACS CHMHEHHE 32 OPUTMHAIHOTO BIHCBaHe (T. €.
ChXpaHsBa ce cliefara 3a ImpoBepka). ToBa ce mpuiara KakTo 3a MUCMEHUTE, Taka U 3a EJIEKTPOHHHTE
KopeKuuu cbriaacHo T. 5.18.4.14. Be3noxutenst cHaOAsBa M3CIEAOBATENs /WM OINPEISIIEHOTO OT
U3CIeoBaTeNsl JUIE 3a M3BBPIIBAHE HA TaKMBa KOPEKLMU C YKa3aHUA. BB3I0KUTENIUTe MpUTEKaBat
IIMCMEHU NPOLEAYPH, YAOCTOBEpSBAILIM, 4Ye HampaBeHUTe npomeHu uiaum kopekuuun B KKII or
BB3JIOKUTENS WM YII'BIHOMOILIEGHHM OT HEro JMia ca Ouiu HeoOXOAMMH, JOKYMEHTHPAaHHU ca U ca
MOANKCAaHU OT u3cienoBarens. M3cimenoBarensT cbhbXpaHsBa 3allMCH 3a IPOMEHUTE U IOIpPAaBKUTE B
KKII.

494, (mm. - JIB, Op. 14 ot 2012 r.) UscnmemoBarensT/MHCTHTYIHATA ChXpaHsIBa
JOKYMEHTAIMsATa ChIVIACHO OJOOpeHMsl IJiaH, OOMHWYHATA JOKYMEHTAlus M MmojJmnucaHnure GopMu 3a
WHGOPMHUPAHO ChITIACHE, KAKTO U JOKyMeHTHTE 1o T. § "OCHOBHM JOKYMEHTH 3a NPOBEXJaHE Ha
KIIMHUYHO U3MUTBaHe", KaKTO € MOCOYEHO B MPHJIOKUMHUTE HOPMATUBHU aKTOBE.

N3cnenoBarensaT B3eMa MEpKHU 3a MPENOTBPATABAHE Ha CIYYallHOTO WM IPEKIEBPEMEHHOTO
YHUII[O’)KaBaHE HA T€3U JTOKYMEHTH.

Crnen mpHKIIOYBaHE Ha MPOYYBAHETO M3CIIEIOBATENAT MPEJOCTaBs HA BH3JIOKHUTENS 4acTTa OT
JOKYMEHTAIMATa Ha KIMHUYHOTO M3MUTBAHE CIOPE] TOCOYEHOTO B MPOTOKOJA W/UIHU JAPYT JOTOBOP C
BB3JIOKUTEIIS.

4.9.5. OCHOBHMTE JOKYMEHTH CE€ ChbXPAaHABAT 3a Hall-IBJITUS OT NOCOYEHUTE CPOKOBE:

4.9.5.1. meTHazeCceT TOAMHU CJI€]l TPUKITIOUBAHE HA KIIMHUYHOTO MPOYYBAHE;

4.9.5.2. nBe TOOMHM cjell MOCIEeIHOTO pa3pelleHHe 3a yrnorpeba B peruoH, oOXBaHAT OT
MexnyHaponHata KoH(GEpeHIHs 0 XapMOHM3alusl, WIK JOKaTO HE € MPUKIIoUWiIa Mpolenypa Win
HSMa HaMepeHHe 3a [IOoJlydaBaHe Ha paspelieHue 3a ymnotpeda B peruoHa, oOXBaHAT OT
MexnyHapoiHaTa KOHQEpEeHLUs 10 XapMOHU3aLuUs;

4.9.53. naBe TOAWMHU OT OQUIMAIHOTO NPUKIOYBAHE HA KIMHUYHOTO pa3paboTBaHE Ha
W3MUTBAHUS MTPOIYKT.

CpoxkoBere 3a ChbXpaHEHHE MOXKE /1a ca MO-IbJITH, aKO TOBA C€ M3UCKBA OT JAPYTU MPHIOKUMU
HOPMAaTUBHU W3UCKBAHMS WM aKO TOBa € JOTOBOPEHO C BB3JIOKUTENA. BB3mokuTensT yBeaoMsBa
MUCMEHO M3CIIeZI0BaTeNsl Kora JOKYMEHTUTE HEe € He0OXOAMMO Jla Ce ChXpaHsIBaT MOBEYE CHIVIACHO T.
5.5.12.

4.9.6. ®UHAHCOBUTE BBIPOCH IO KIMHUYHOTO HM3IUTBAHE CE€ JOKYMEHTHPAT 4Ype3 JI0rOBOP
MEX1Y Bb3JI0KHUTEIS U U3CIIeI0BaTeNs.

49.7. Ilpu wmonba oT cTpaHa Ha  JIMIETO, U3BBPIIBAIIO MOHHUTOPUpPAHE,
OJIUTOpa/TIPOBEPSBAIIIMSL, KOMUCHSTA IO €TUKA WIN PEryJIaTOPHUTE OpPraHu, U3CIeA0BaTEeNIST OCUTYpsiBa



JUPEKTEH JOCTHII JO BCUUYKU CBBP3aHU C KIMHUYHOTO U3MUTBAHE JOKYMEHTH.

4.10. Jokaau 3a mporpeca Ha KIIMHUYHOTO U3IUTBAHE

4.10.1. M3cnenoBaTenar npeacTaBsi TUCMEHU OTYETH 3a HAIlpeIbKa Ha KIMHUYHOTO M3IHUTBAHE
peJl KOMUCHSTA 110 €THKA BeIHBXK FOJIMITHO WM [TO-YECTO, aKO KOMHUCHSTA MO €TUKA U3HCKBA TOBA.

4.10.2. W3cnenoBaTessiT CBOEBPEMEHHO MPEACTaBS MUCMEHU OTYETH HA BB3JIOKHUTENS, HA
KOMHUCHSITA TI0O €TUKAa U Ha PEryJiaTOPHUTE OpPraHM 3a BCUUKU IPOMEHH, 3HAUYUTEIHO BbH3JECHCTBAIIU
BBPXY MPOBEKIAHETO HA KJIMHAYHOTO U3MUTBAHE H/VJIM TIOBUINIABAIIY PUCKA 32 YIACTHUIUTE.

4.11. Joxmaau 3a 6€30IMaCHOCT

4.11.1. Bcuuku cepro3HU HEXKEJIaHU CHOWTHS Ce JOKJIAABAT He3a0aBHO Ha BB3IOKHUTENS, C
U3KJIIOYEHHWE Ha Te3W, 3a KOUTO CIOpe] IPOTOKOJAa WM JpYr OKYMEHT (Hamp. HapbuHUKa Ha
u3cienoBarend) He € HeoOXoauMo He3abaBHO NokiazBaHe. He3aGaBHOTO JOKIaJBaHE ce€ CleABa OT
nopoOHU MHUCMEHHU AokjiIaau. He3zabaBHUTE W moOcienBaluTe AOKJIAAN UACHTU(UIMPAT JIUIaTa 4pes3
YHUKAJIHM KOJOBH HOMEpA, C KOUTO Ca O3HAUYEHU YYACTHULMTE B KIMHUYHOTO M3IUTBAaHE, BMECTO C
TEXHHUTE UMEHA, JINYHUTE UACHTU(PHUKAITMOHHN HOMEpa U/UIIK aIpecH.

NscnenoBarensT cna3Ba MNPUIOKUMHUTE HOPMATUBHU HW3UCKBAHMS, OTHACSIIM C€ O
JIOKJIaJIBAHETO HA HEOYAKBAHUTE CEPHO3HU HEXKEIAHU JIEKAPCTBEHU PEAKIMHN Ha PETyIaTOPHUTE OPraHU
Y KOMUCHSITA 110 €TUKA.

4.11.2. Hexxenanute CbOUTHS W/WIM TaOOPATOPHU PE3YATaTH M3BBH pPePEepEeHTHUTE T'PaHUIH,
OIIpe/IeNIEH! B MPOTOKOJA KaTO KPUTHYHU 3a OLIEHKAa Ha O€30MaCHOCTTA, C€ JIOKJIAABAT HA BB3IOKHUTENS
B CHOTBETCTBUE C M3UCKBAHUATA U B CPOKOBETE, ONPECIICHN OT Bb3JIOKUTENS B IPOTOKOJIA.

W3cnenoBarensar oleHsBa BCIKO HEXENaHO ChOMTHE 10 OTHOIICHUE HA MPUYUHHO-CIIEICTBEHA
BpPB3Ka U CEPUO3HOCT.

4.11.3. B cayuaii Ha JOKJIaJBaHAa CMBPT HM3CJIECAOBATEIAT MPEICTABI Ha BB3JIOKHUTEIS U Ha
KOMHUCHUSITA 10 €THKa BCAKAa JONMBIHUTENHAa uWH(opMmanus (Hamp. MOPOTOKON OT AayTONCHs U
3aKJIFOUYUTEIEH METUIIMHCKY JT0KJIa).

4.12. IlpexxaeBpeMEeHHO 3aBBPILBAHE WM MIPEKpaTSIBaHe Ha U3IHUTBaHE

AKO M3MUTBAHETO € MPEKPATCHO MPEXKACBPEMEHHO UJTU € TIPEYCTAaHOBEHO MO HIKAKBA IPUYUHA,
U3CIEOBATENAT € JUThKEH He3a0aBHO Ja YBEIOMH YYAaCTHUIIMTE B U3MUTBAHETO U Ja UM OCUTYpPH
CHOTBETHO JICUEHUE U TIPOCIESIBaHE M, KOraTO Ce M3UCKBA OT MPHJIOKUMHUTE HOPMATHBHU M3UCKBAHUA,
7la YBEJIOMHU PETyIaTOPHUTE OpPTaHHU.

4.12.1. Axo wu3cinenoBaTensT NpPEKpaTH WIM MPUKIOYM KIWMHUYHO HW3MHUTBaHE 0e3
MIPEIIIeCTBAIO ChIIaCHe HA BB3IOKHUTENS, € JJIBKEH 1a YBEJJOMU JIe4eOHOTO 3aBE/ICHHE, Bb3JI0KUTEIS
M KOMHCHSTA 1O €THKAa, PEryJaTopHUsi OpraH Ha CTpaHaTa, KbBJIETO CE€ HamMupa IEHTHPBHT Ha
MPOYYBAHETO, KAaTO WM TMPEACTaBU TMOAPOOHO THUCMEHO OOsSCHEHHE 3a TMPEKPaTIBAHETO WIH
MIPUKITIOYBAHETO.

4.12.2. Ax0 BB3NIOXKUTEIAT MPUKIIOUN WM MPEYCTAHOBU €THO HM3MUTBAHE, W3CIEAOBATENST
CBOEBPEMEHHO HH(pOpMHUpa JeUeOHOTO 3aBelIeHHE, KOMHUCHUATA MO €TUKAa M PEryJaTOpHUS OpraH Ha
CTpaHaTa, KbJETO C€ HaMHpa LEHTHPHT Ha MPOYYBAHETO, KATO MM IMPEACTaBU MOJIPOOHO MUCMEHO
00siCHEHUE 3a MPEYCTaHOBSBAHETO WUJIU MPUKIIOYBAHETO.

4.12.3. AKO KOMHUCHSATA M0 €THKA OTTETJIM WJIU MPEKPATH CBOETO IMOJIOKUTEITHO CTAHOBHUILE 32
TaZeHO W3MHUTBaHe, chrulacHo T. 3.1.2.4. m 3.3.8 wm3ciemoBaTessT YBEIOMSBA CHOTBETHOTO JIEUEOHO
3aBelIeHNE U BB3IIOKUTENsI, KATO UM MPEACTaBs MOAPOOHO MUCMEHO OO0SCHEHHUE 3a MPEKPATSIBAHETO WIIH
OTTETJISHETO.

4.13. OxoHYaTeIHH TOKJIaJ1 OT U3CIE0BATENS

Cnen 3aBbpIIBAHETO HA KJIMHUYHOTO H3MHUTBAHE H3CJIENOBATENAT YBEJIOMsBa JI€4eOHOTO
3aBelieHue, MPEACTaBs HAa KOMUCHITA MO €TUKa 0000IIeHNe Ha pe3ylITaTUTe OT U3MUTBAHETO U BCHUKH
JIOKJIaJI, KOUTO C€ U3HUCKBAT, HA PETYJATOPHUTE OpPraHu.

5. Bu3noxuren



5.1. OcurypsiBaHe Ha Ka4€CTBOTO U KOHTPOJI

5.1.1. BB370XHUTENAT € OTrOBOPEH 3a BBBEKIAHETO M TNOAABPKAHETO HA CHUCTEMHU 3a
KAauecTBOTO U KOHTPOJI Upe3 MHUCMEHU CTaHIApTHU ONEPAaTUBHU IMPOLETYpPU C 1IN J1a CE OCUTYpH, Y€
KJIIMHUYHOTO M3MUTBAHE CE MPOBEX A U JaHHUTE ce€ HaOupat, JOKYMEHTUPAT (3alucBar) U I0KJIa/IBaT B
CbOTBETCTBUE C IuI1aHa, [IKII u npunoxumuTe HOpMaTUBHUA U3UCKBAHUS.

5.1.2. Bb310KUTENAT € OTTOBOPEH 32 OCUTYPSIBAHE Ha CIIOPA3yMEHUE MEXIY U3CIIEI0BATEIUTE,
JloroBopna wu3scienoBaterncka opranuzanus ([AMO) u perynatopHuTe OpraHu 3a IOJy4yaBaHE Ha
JUPEKTEH JIOCThII JO0 BCHYKM MECTa Ha IPOBEXKJAaHE HAa  KIMHUYHOTO  M3IUTBAHE,
M3TOYHHUIINTE/TOKYMEHTUTE Ha MH(OPMAIHs U JOKIaId OT MU3BBPIICHO MOHUTOPHPAHE U MPOBEPKU OT
BB3JIOKUTENS, KAKTO U HA MHCIIEKIIMM OT MECTHU WJIM YY>KJIA PETYJIaTOPHU OPraHU.

5.1.3. Ha Bceku eran Ha 00pa0oTKa Ha JaHHUTE CE Mpuiara KauyeCTBEH KOHTPOJI C IeN Jia ce
MOTBBPM, Y€ BCUUKH JJAHHU Cca HAJCKIHU U ca 00pabOTeHH MTPABUIIHO.

5.1.4. JloroBopure, CKIOYEHU MEXAY BB3JIOKUTENS U U3CIIE0BATENS U BCSAKA pyra cTpaHa 1o
KJIMHUYHOTO U3IUTBAHE, Ca MUCMEHH, KaTO 4acT OT IUIaHa WK B JOIBJIHUTEIHO CIIOPa3yMEHUE.

5.2. JloroBopHa U3cie10BaTEICKa OpraHu3aIus

5.2.1. BB3I0OKUTENAT MOXKE Ja MPEXBBPJIM BCUUKH WJIM 4YacT OT 3aJbJDKEHUATA CU Ha JIPYrU
(bu3NYeCKN W/UIH IOPUIUYECKU JTUIa, KOUTO ce o3HadaBar kato JJMO. HezaBucuMo OT IpexBBPIITHETO
Ha 3aJbJDKEHUSl Ha JPYTH JIMIA BB3JOKUTEIAT HOCU LSAJIOCTHATA OTTOBOPHOCT 3a MPOBEXKIAHETO Ha
npoyuBaHeTo B cboTBeTCTBHE C JIKII 1 BanuaHOCTTa HA MOJTy4EHUTE JaHHU.

JloroBopHara u3ciaeaoBaresicka OpraHu3alys € 3aIbJKeHA /1a BbBEE NPOLEAypHU 3a KaUeCTBEH
KOHTPOJI U OCUT'ypsiIBaHE Ha Kaue€CTBOTO.

5.2.2. Bcuukd J0TOBOpU MEXAY BB3JIOKUTENS M APYTH JIMIA, YYaCTHULIM B KIMHUYHOTO
U3MUTBAHE, ca MMCMEHU U ca YacT OT IIJIaHa WJIH JIpyra OT/eJHa 4acT.

Bcesko mpexBbpiisiHEe Ha CBBP3aHH ¢ KIMHUYHOTO M3MUTBaHE 3abbkeHue u ¢yHkius Ha JJUO
ce IOKyMEHTHpa MMCMEHO.

5.2.3. Bcuuku cBBp3aHM € KIMHUYHOTO HM3MUTBaHE 3aIbJDKEHUE U (YHKIUSA, KOUTO HE ca
MPEXBBPIICHHU CIIEIUPUIHO, OCTABAT HA BH3JIOKUTEIS.

5.2.4. Bcuuku yka3aHusl 3a Bb3JIOXKHUTENS B TOBA PbKOBOJACTBO ce oTHacAT U 3a /IO 1o crerne,
no kakBato IO e mpuena cBbp3aHUTE C KIMHUYHOTO H3MUTBAHE 3aJbJDKEHUS M (PYHKUIHUU OT
BB3JIOKUTEIIS.

5.3. MenunuHcka ekcnepTusa

Bb3noxutensaT HazHayaBa KBaTM(DULIHMPAH MEIUIIMHCKH MEPCOHAT, KOUTO € Ha pa3IoioKeHHe
3a KOHCYJITalUs MO CBBbP3aHU C KIMHUYHOTO U3MUTBAHE MEAMIMHCKHU MPOOJEMHU U BBIIPOCH. 3a Tazu
11eJ1, aKO € He0OXO0JMMO, MOTaT Jla ce Ha3HauaT BhHIIIHU KOHCYJITaHTH.

5.4. lu3aiin Ha U3MIUTBaHE

5.4.1. BB310XKMUTENAT U3MONA3Ba KBaMU(UUUpPaHU Jula (Hamp. OMOCTATUCTHLM, KIMHUYHU
(dapmakoi03u U JeKapH) MO BpeMe Ha BCHUYKHM €Talmy Ha IPOBEXJaHE Ha KIMHUYHOTO M3MUTBAHE OT
cberaBssHeTo Ha npoTokosa U KKII n niianupanero Ha aHain3uTe 10 aHAIM3UpPAHE U MOArOTOBKAaTa Ha
MEX/IUHHUTE U OKOHYATEITHUTE JOKJIa U Ha KIMHUYHOTO U3IUTBAHE.

5.4.2. IIpoTOKOJIBT c€ U3rOTBA B CHOTBETCTBHE C T. 6 M C M3JaAeHUTE OT MexIyHapoaHaTa
KoH(pepeHMs 3a XxapMoHu3auus, EBpomnelickara komucuss u EBponeiickaTa areHuus mo jiekapcrBaTa
PBKOBOJICTBA 3a CTPYKTypaTa U ChABPKAHUETO Ha MPOTOKOJIA, JOKIAJAUTE OT KIMHUYHHM W3MUTBAHUS,
Jn3aiiHa U MPOBEKIAHETO HA KIMHUYHU U3MUTBAHUS.

5.5. PBbKOBOJieHE Ha KIMHMUYHO H3NUTBaHe, 0OpaboTBaHe Ha JaHHM M CBHXpaHEHUE Ha
JOKYMEHTaIus

5.5.1. BB3m0XuTENAT M3MOJN3Ba JIMIA ChC CHOTBETHATa KBaJM(UKAIMSA 3a HAA30p Hax
LSAJIOCTHOTO MPOBEKJaHe Ha KIMHUYHOTO U3MUTBaHE, 32 00pabOTBAHETO U MPOBEPSIBAHETO HA JIAHHUTE,
32 N3BBPUIBAHE HA CTATUCTUUYECKUTE aHAJIM3U U 3a TIOJTOTBSIHETO HA JOKJIAIUTE.

5.5.2. BB310XHUTENAT MOXKE J1a HAa3HAYKM HE3aBUCHUMa KOMUCHS 32 OLICHKA Ha PE3YyJATaTUTE C LEeT



MpociesBaHe Ha XO0Jla Ha €JHO KIMHUYHO M3MHUTBAHE, BKJI. JaHHUTE 32 OE30MAaCHOCT U KPUTUYHHUTE
napamMeTpH 3a €(pUKAaCHOCT Ha OMPEJCICHH MHTEPBAIM, M KOSITO Ja MPETNOphUBa HA BB3JIOKHUTEIS J1a
MIPOJIBJKH, IPOMEHU WJIM J1a IPEKpaTH KIMHUYHOTO M3nuTBaHe. Komucusra TpsOBa na pasmoiara ¢
Jla clie/iBa MUCMEHU CTaHJAPTHH OINEPATUBHU MPOIEAYPH 3a padoTara CH M Ja ChXpaHSIBa NMHUCMCHH
MIPOTOKOJIM OT BCUUKHU CBOM 3acCeIaHusl.

5.5.3. B cinyyail Ha U3MOJ3BaHE HA €JIEKTPOHHA MOJJIPHKKA HA JOKYMEHTUTE MO KIMHUYHOTO
W3MHUTBAHE W/WIH TUCTAHIIMOHHU €JIEKTPOHHU CUCTEMH 32 JJAHHU BH3JIOKHUTEIISAT:

5.5.3.1. rapanTUpa W JOKYMEHTHpPA, Y€ CJICKTPOHHHTE CHUCTeMH 3a 00paboTka Ha JaHHU
CHOTBETCTBAT C YTBBPJCHUTE M3UCKBAHUS HA BB3JIOKHUTENS 3a IBIHOTA, TOYHOCT, HAJEKIHOCT U ca
BaJIMIUPaHU;

5.5.3.2. nonabpixka COII 3a u3nosi3BaHe HA TE3U CUCTEMU;

5.5.3.3. rapanTupa, 4Ye CUCTEMUTE Ca U3TOTBEHU JIa IO3BOJISIBAT MTPOMSHA B JAHHUTE 110 HAYWH,
M0 KOWTO NMPOMEHUTE C€ JOKYMEHTHUpAT, U HE € Bb3MOXXHO M3TPUBAHE HA BBBEJCHHUTE JaHHU (T. €.
MOAIbPKa Cce clie/ia 3a MPOBEpKa Ha IAaHHHUTE U 32 PEeIaKTHPAHE);

5.5.3.4. nmoagmbpxka cuUCTEMa 3a CUTYPHOCT, HEMO3BOJSBAIA HEYI'BJIHOMOIIEH JOCTBII 10
JaHHUTE;

5.5.3.5. monabpXka CIHUCHK C YIBIHOMOILEHHU JIMIA, UMAIIM I[paBO Ja MpaBAT IPOMEHU B
manauTe o T. 4.1.5 1 4.9.3;

5.5.3.6. nonabpika agekBaTHa MOIPHKKA M ChbXpaHEHUE HA PE3EPBHU KOMUS HA JaHHUTE;

5.5.3.7. nogapprka cucTteMa, mpena3Baiia oT pa3KpuBaHe Ha KOJa.

5.54. B cnywaii Ha TpaHcopMHpaHe Ha JAaHHUTE MO BpeMe Ha TsxHaTa oOpaboTka e
HEOOXOJUMO BHHAru Ja ObJC BB3MOKHO CPAaBHSBAHETO M HAOJIOJICHUETO HA OPUTHHAIHUTE JaHHH C
00paboTeHHUTE TaHHH.

5.5.5. BB370XKUTENAT HW3MON3Ba HEABYCMHUCICH pa3lO3HABATENCH KOJ 3a YYaCTHUIUTE
chriaacHo T. 1.55, KOWTO MO3BOJIABA pa3loO3HABaHE HAa BCUYKH JIOKJIAJBAHU JAHHU 33 BCEKU OTIEIICH
YYaCTHHK.

5.5.6. BB3IOKUTEIAT WIH JIpYTr MPUTESKATET HA JAHHUTE ChXPaHSIBAa BCHUYKU CICHH(PUIHU
OCHOBHM JJOKYMEHTH, OTHACSIIN C€ 10 KIMHUYHOTO M3MUTBAHE, MOCOYECHH B T. 8 "OCHOBHU JOKYMEHTH
3a MPOBEXKJaHe Ha KIIMHUYHO U3MUTBaHe".

Bb3noxurensT ocurypsiBa MOAXOISAUIM YCIOBUS HAa CbXpPaHEHUE, KOUTO Jla TrapaHTHpar
3ama3BaHe Ha JOKYMEHTAIUATA B ONPEACIICHUTE CPOKOBE HEMMPOMEHEHA.

Bb3noxurensaT omnpenens NHCMEHO JULA, OTFOBOPHU 3a apXuBUpaHeTo. JlocTbmbT 10
apXUBUpPaHATA TOKYMEHTAIMS € OTPAHWYEH OCBEH 3a MTOCOYEHUTE JIUIIA.

5.5.7. BB310XKuUTENAT ChXpaHsABa LsjaTa OpPUTHMHAIHA JOKYMEHTalus Ha KIMHUYHOTO
M3MUTBaHEe, MOCOYEHA B T. 8, M PA3MO3HABATEIIHUTE KOJOBE Ha MAIMEHTHTE 3a HE MO-Majko OT 15
TOJIMHU CJIeJ MPUKITIOYBAHE WM MPEKPATSIBAHE HA U3IUTBAHETO.

Bb3noxkurensT chbXpaHsBa BCHYKU CHEHU(PUYHH OCHOBHU JOKYMEHTH U B CHOTBETCTBHE C
MPUJIOKUMUTE HOPMATHBHU WM3UCKBAHUSA HA Abp)KaBaTa/uTe, B KOSITO JEKAPCTBEHUSIT MPOAYKT €
paspemieH 3a ymoTpeba W/WIM KBACTO BB3JIOKHUTEISIT HMa HaMEepeHHe Ja KaHAWJaTcTBa 3a
paspernieHue/s.

5.5.8. Ilpu npekpatsBaHe Ha mporpamara 3a NpOy4YBAaHE HA M3IHUTBAHUS JIEKAPCTBEH NPOAYKT
BB3JIOKUTENAT CbXpaHsABAa JOKYMEHTAIMsATa HE MO-MaJKO OT JBE TOAMHU CIEJl MpeKpaTsiBaHE Ha
MOCJIETHOTO MPOYYBAHE C U3MUTBAHUS MMPOTYKT.

Te3n NOKYMEHTHM ce ChXpaHsSBaT 3a MO-IbJIbI MEPUOJ, aKO TOBAa CE€ M3UCKBA OT JPYrd
HOPMAaTHUBHU JOKYMEHTH WJIH OT BB3JIOKHUTEIIA.

5.5.9. AKO BB3IOXHUTENIAT MPEKPATH KIMHUYHOTO Pa3BUTUE HA W3CIEIBAHMS JIEKAPCTBEH
MPOJYKT, TOM € 3ab/DKEH J]a YBEIOMH BCHUYKH HM3CJIEAOBATENN MO KIMHUYHOTO M3MHUTBAHE U BCUUYKU
peryjaaToOpHU OpPraHu.

5.5.10. Bcsiko mpexBbpiIIHE Ha NPUTEKAHUETO HA JAHHUTE CE€ JOKYMEHTHpa M JOKJIaJBa Ha



CbOTBETHUTE PETYIaTOPHU OPraHH U KAKTO € MOCOYEHO B MPUIIOKUMHUTE HOPMATHUBHU HM3UCKBAHUSI.
HoBusT mputexxaten Ha AaHHUTE OTroBaps 3a ChbXPAHEHHETO U apXMBUPAHETO HA JOKYMEHTAIUsTa
chrjlacHo T. 5.5.7, 5.5.8 1 5.5.9.

5.5.11. Tlpm BxIIOYBaHE Ha JAaHHUTE B JIOKYMEHTAllMs 3a pa3pelieHre 3a yrnorpeda
BB3JIOKUTEIAT ChXpaHSABA JIOKYMEHTALMATa HE IO-MAJIKO OT JBE TOJWHHU ClleJ II0JIydaBaHE Ha
MOCIIEAHOTO pa3pellieHure 3a yrnorpeda Ha Tepuropusita Ha EBponeiickus cho3.

Crenn(uyHUTE OCHOBHH JOKYMEHTH Ha BB3JIOKHTENS CE ChXPaHSBAT Hall-MaJIKO JBE TOJUHU
clie]] TIOCIEAHOTO paspelieHrue 3a ynorpeda WM ciel U3THYaHeTO Ha Hal-MajKo JBE TOAMHU CIE]
opumanHOTO TpeKpaTsBaHe Ha KIMHUYHOTO PA3BUTHE HA HM3CICIABAHMS JICKAPCTBEH MPOIYKT. Te3u
JOKYMEHTH C€ ChXpaHsBaT 3a MO-IbJIbI TEpUOJ, aKo TOBAa C€ M3UCKBA OT APYr'M HOPMATHBHH
M3UCKBAHUS WIH OT BB3JIOXKHUTEIIA.

5.5.12. Be3noxuTesnsaT nHGOpMHpa MUCMEHO TJIABHUS U3CIICIOBATEN M JICUCOHOTO 3aBEICHHE, B
KOETO C€ MPOBEXk/1a KIMHUYHO U3IIUTBAHE, 33 CPOKA HA ChXPAaHEHUE Ha JOKYMEHTAUATA.

Bo3noxurenst uHGoOpMUpa MUCMEHO TJIABHMS M3CJIENOBATENl M JIeYeOHOTO 3aBeleHHE 3a
MOMEHTA Ha OTIa/IaHe Ha HEOOXOIMMOCTTa OT ChbXPaHEHUE Ha JIOKYMEHTAIIUATA.

5.6. 1360p Ha u3ciemoBaTesn

5.6.1. BB31m0oXUTENAT € OTrOBOPEH 3a M300p Ha HM3CIIeAOBaTEeNl M MSICTO HA MPOBEXKIAHE HA
KIIMHUYHOTO M3nuTBaHe. Heobxoaumo e Bceku u3cienonaren Aa Obae KBaauduuupan upe3 o0yueHue u
ONUT U Jla pasnojara ¢ MOAXOMALIM YCJIOBUS cbriacHO T. 4.1 u 4.2 3a nmpaBUIHOTO MPOBEXKJIaHE Ha
KIIMHUYHOTO W3MHTBAaHE, 3a KOeTo € wu30paH. B cinydali Ha Wu3MO0JI3BaHE Ha OpraHu3alus c
KOOpJIWHHpAIa KOMHUCHS W/WIM KOOPJAWHUPAIl W3CIEAOBATe]I B MHOTOICHTPOBU H3IHTBAHUS
BB3JIOKUTENAT € OTTOBOPEH 32 TSIXHOTO OpraHU3UpaHe U/Wiu u300p.

5.6.2. Ilpenu BiM3aHETO B JOTOBOPHU OTHOILIEHUS C M3CJIENOBATENsl 3a IPOBEXKIAHE Ha
U3MHUTBAHE BB3JIOKUTEIAT TMPEAOCTaBs Ha H3CIEAOBaTeNsl MPOTOKOJA M akTyaldHarta Opolrypa Ha
U3CIIe0BaTeNsl U JOCTaThbUHO BPEME 32 TAXHOTO pasriIekaaHe.

5.6.3. BB310XKUTENAT 3abJKUTEIHO MOJIy4aBa ChIIIaCUe OT U3CIIeI0BaTeNs 3a:

5.6.3.1. mpoBexaaHe Ha KIMHUYHOTO M3nuTBaHe B chorBeTcTBUE C¢ JKII, ¢ mpunoxumure
HOPMAaTUBHU U3UCKBaHMUsI, C 0OJOOPEHHS OT BBH3JIOKUTENS U KOMUCHSTA 110 €TUKA MMPOTOKOJT;

5.6.3.2. cna3BaHe Ha MPOIEAYPUTE 3a 3aITUCBAHE U JOKJIaIBaHE Ha TAHHUTE;

5.6.3.3. pa3pelnaBane Ha MOHUTOPHPAHE, TPOBEPKA U MHCIIEKIIMS;

5.6.3.4. cpxpaHsBaHE HAa CBBP3aHUTE C KIMHUYHOTO M3MUTBAHE OCHOBHU JIOKYMEHTH, JIOKATO
BB3IIOKUTEIAT YBEAOMHU U3CIEIOBATENS, Y€ T€3U JOKYMEHTH MOBeUYe HEe ca HEOOXOIUMHU.

Bp3noxxurensaT v M3CienoBaTeNAT MOANMCBAT IMPOTOKOJA W/WIM JApPYr JOKYMEHT, 3a Ja
MOTBBPAST TOBA CIIOPA3yMEHUE.

5.7. Pa3npenenenue Ha 3aAbJDKEHUSTA U QYHKIIUUTE

[Ipenu 3amoyBaHe Ha KIMHUYHOTO W3MHTBAHE BB3NOKHUTENSAT ONpEAeNsi, yCTaHOBSBA U
pasmnpesenss BCUYKUA CBbP3aHH C KIMHUYHOTO M3MUTBAHE 3abJDKEHUS U (DYHKIIHH.

5.8. KomMmeHcaruu 3a y9aCTHUIIMTE U U3CJIEI0BATEIIUTE

5.8.1. BB310XKUTENAT 3aCTPaxoBa WIM OCUTYpsiBa (Upe3 IOpUINYECKO U (PUHAHCOBO MOKPUTHE)
M3CIIEIOBATEINTE CpEIly HMCKOBE 3a LIETH, Bb3HUKBAIIM BBB BpPb3Ka C KIMHUYHOTO H3MNHUTBAHE, C
M3KJTIOYEHNE Ha MIETUTE, Bb3HUKBAIIH B PE3yJTAT HAa HE3AKOHHU JICUCTBUS U/UIH HEOPEKHOCT.

5.8.2. BeTpenrHopupMeHuTe Mpoieaypy Ha BB3IOKUTENS TPsOBa /1a OMICBAT MOKPUBAHETO HA
pa3xoJu Mo JIEYEHUETO Ha YYaCTHMIIM B Cllydyail Ha CBHP3aHHU C KJIMHUYHOTO M3MHUTBAHE YBPEXKIAHMS.
Te3u nponenypu TpsiOBa 1a ca B ChOTBETCTBHE C MPUIOKUMUTE HOPMATUBHH U3UCKBAHUSI.

5.8.3. MeroabT U pa3MePBT HA KOMIICHCALUWTE, MOJYYEHH OT YYACTHULUTE B KIMHUYHOTO
W3MHUTBAaHE, ChOTBETCTBAT HA MPHUIIOKUMUTE HOPMATHBHHU U3UCKBAHUS.

5.9. ®unancupane

OUHAHCOBUTE B3aMMOOTHOILICHUSI MEXKIY BB3JIOKHUTENS U U3CIEIOBATENS C€ JOKYMEHTHPAT
4pe3 J0TroBOp.



5.10. YBenomsiBaHe/3asBICHUE 10 PETyIATOPHUTE OpPraHu

[Ipean 3amouBaHe HAa KIMHUYHOTO H3MUTBAHE BB3JIOKUTEIAT IMPEACTABA JOKYMEHTALUATA,
KOSITO C€ M3HMCKBA OT PETyJIaTOPHUTE OPraHH 3a OICHKa, 0JJ00pEHNE W/UITH pa3pelieHre 3a 3a1I0UBaHe Ha
KIIMHUYHOTO M3MUTBaHe. Besko yBenomiieHre/3asBIeHUE ChbpPKa JaTa U I0CTaThbYHO MHPOpMAIUS 3a
UICHTH(UKAIUS HA IPOTOKOJIA.

Bo3noxurenar yBenomsiBa nucMeHo MAJI m cboTBeTHaTa KOMHCHS MO eThka mo ui. 103
3JIIIXM npu BKITIOYBaHE Ha IbPBU NAIIMEHT B U3MMTBAHETO HA TepuTopusTa Ha Penybnuka brirapus.

B caydaii Ha MHOTOLEHTPOBO MPOYYBAHE BB3JIOKUTEIAT yBeaomsiBa nucmeHo HAJL u
chbOoTBeTHaTa kKomucusi mo eruka mo wi. 103 3JIIIXM npu mnpeycraHoBsiBaHE Ha Yy4acTUETO B
MIPOYYBAHETO HA HAKOW OT OAOOPEHUTE C MbPBOHAYAIHOTO MOJOXKUTEIHO CTAHOBUINE LIEHTPOBE Ha
IIPOYUYBAHETO.

5.11. IloTBBpAxKACHUE 32 pa3rieKaaHe OT KOMHUCHS 10 €TUKa

5.11.1. Be3noxutensiT HabaBsi OT U3CIEAOBATENs CICIHUTE JAaHHU U JOKYMEHTH: UME H aJIpec
Ha ChOTBETHATa KOMHCHS 10 €THKA, CTAHOBUIIE OT KOMHUCHSATA 10 €TUKA, Y€ TS € ChbCTaBEHA U JCICTBA B
cpoTBercTBUE ¢ JIKII M nmpuiioxumure 3aKOHM U [103aKOHOBM HOPMAaTHBHHM aKTOBE; JOKYMEHTHPaHO
MOJIOKUTETHO CTAaHOBHIIE OT KOMHUCHSATA MO €THKa 3a aKTyallHaTa Bepcus Ha MpOToKoja, Gopma Ha
MUCMEHO HMH(GOPMHUPAHO CHIVIACHE M BCSAKa JApyra uHGOpMAIMs, KOSITO IIe C€ MPenocTaBs Ha
y4aCTHUIIUTE, MPOIeAypUTe 3a HaOUpaHe Ha MAIMEeHTH, JTOKYMEHTH, CBbP3aHU ChC 3aIUIALIAHETO U
KOMIIEHCAIUATa Ha YYaCTHUIUTE U APYTU JOKYMEHTH, KOUTO KOMUCHATA € U3UCKaJa.

5.11.2. Axo KoMucusiTa MO €TUKA JaBa MOJOKUTEIHO CTAHOBUIIE MpPHU YyCIOBHE, 4e ObIaT
HaIpaBeHW MPOMEHM B HIKAKbB ACIEKT HA KIMHUYHOTO M3NUTBAHE (HAIp. MpOMsHA Ha MPOTOKOJA,
¢dbopMaTta Ha MUCMEHO MH(POPMUPAHO ChIVIACHE U BCSAKA Apyra MH(opmaius, KOATO IIe Ce MPeA0CTaBs
Ha YYAaCTHUIMTE W/WIM APYTH TPOUEIYPH), BB3IOKHUTEIAT HAOaBS OT H3CIEAOBATENs KOMHUE Ha
HaIlpaBeHOTO U3MEHEHHUE U JjaTaTa Ha U3JaBaHE Ha MOJIOKUTEIHO CTAHOBUIIE OT KOMHUCHSTA IO €THKA.

5.11.3. Bwe3noxurensat HaOaBsi OT U3CIEAOBaTeNsl JAOKYMEHTHM M JAaTH HAa BCUYKUM HOBU
MOJIOKUTEIHU CTAHOBUINA 32 MPOMEHHM, KAaKTO U HA BCSAKO OTTEIJISIHE WJIM MPEKpaTsBaHe Ha JaJEeHO
MI0JIO)KUTEITHO CTAHOBHILIE.

5.12. Undopmanus 3a U3NUTBAHUSA JIEKAPCTBEH MPOAYKT

5.12.1. KoraTto miaHMpa KIMHUYHO M3MHUTBAHE, BB3JIOKUTEIAT TapaHTUpa, Y€ ca HaJIUYHU
JOCTaTh4YHO JIaHHM, JOKa3Balld Oe30macHOCT W e(pUKACHOCT OT HEKIMHUYHU W/ MM KIMHUYHU
U3MUTBAHUA Ha MpPOJAyKTa B INOJKpena Ha MpUIaraHeTo My BBpPXY XoOpa IO IbT, J03UPOBKA,
IIPOABIDKUTEIHOCT U U3IIUTBAHA IPyIa NAllUEHTH, KOUTO LIE CE IPOy4Bar.

5.12.2. BB3IOKUTENAT akTyanu3upa OpolrypaTa Ha H3CIeoBaTelNs, KOraTo HOBa W 3HaYMMa
uHpoOpMalUs CTaHe J0CThITHA.

5.13. Tlpou3BoACTBO, OMaKoOBaHE, ETHKETHUPaHE M KOJAWpPAHE Ha W3MHUTBAHMS JIEKapCTBEH
IIPOJYKT

5.13.1. BB3noxuTensT rapaHTHpa, Y€ W3NMTBAHUAT JIEKAPCTBEH MPOAYKT (BKIIIOUUTEIHO
JIeKapCTBEH MPOJYKT 3a CpaBHEHME U I1a1e0o, ako ce U3I0J3Ba) € 0XapaKTepU3UpaH B CbOTBETCTBUE OT
eTamna oT pa3padoTKa Ha JEKapCTBEHUS MPOAYKT, Y€ CE MPOU3BEXKIa B CHOTBETCTBUE ¢ Tpruioxkuma JIIIIT
U € KOJUPAaH U €TUKETHpaH 110 HaYMH, KOWTO 3ala3Ba 3aclICNsIBAHETO, aKO MMa TaKoBa. Bw3ioxurenar
U3TOTBSl €TUKETHPOBKA HAa M3MUTBAHUS JIEKAPCTBEH MPOJYKT B CHOTBETCTBUE C M3UCKBAaHHUATA Ha
npaBuiara Ha JJoOpa nmpou3BoACTBEHA MPAKTHUKA 32 JEKApCTBEHU NMPOJIYKTH B Mpoliec Ha pa3paboTBaHe
Y U3CJe/IBaHe U NPUIIOKUMHUTE HOPMATUBHU N3HCKBAHUS.

5.13.2. BB310KUTENAT ONpeAes TEMIIEpATypa U yCIOBUS Ha CbXpAaHEHHUE (Hamp. Npearna3BaHe
OT CBETJIMHA), CPOK 3a ChXpaHEHHUE, TEYHOCTH 3a Pa3TBapsHE U MPOLEAYPH, KAKTO U U3JIENIHS 3a BIMBAHE
Ha JIEKapCTBEHUs MPOAYKT, aKO HMMa TaKuBa. BB3JIOXKHUTENAT yBEIOMSBA BCUUKH BKJIIOYEHHU B
KJIIMHUYHOTO M3MUTBaHE CTPaHU (T.€. MOHUTOPHUpAILHU, U3CIEA0BaTENH, (papMaleBTH, OTTOBOPHUIN IO
ChXPaHEHHETO) 3a OIPEJICIIEHUTE YCIOBHUS.

5.13.3. Heob6xoaumo € omakoBKaTa Ha W3MUTBAaHUS JIEKAPCTBEH IMPOJYKT Ja MpeAnasBa OT



3aMBbpCSABAaHE U HEMPUEMITUBO BIIOLIABAHE HA KAYECTBOTO IO BpEMe Ha TPAHCIOPTA U ChbXPAaHEHUETO.

5.13.4. B cinenute u3NUTBAHUSI KOJMpalllaTa CACTEMa 3a M3MUTBAHUS JICKAPCTBEH MPOIYKT
3abJDKUTEIHO BKIIIOYBA MEXAHHM3bM 32 HE3a0aBHO pa3KpHBaHE Ha JIEKAPCTBEHUS MPOIYKT B CIydail Ha
CIIELIHOCT, HO HEMO03BOJISIBALL] HE3a0€/Ie)KUMO pa3KpUBaHe Ha KOJa.

5.13.5. B ciny4aii ue 1o BpeMe Ha KJIMHMUYHOTO M3MIUTBAHE Ca HAIIPABEHU 3HAYMTEIHU IIPOMEHU
B CbCTaBa HA M3IUTBaHMA JICKAPCTBEH NPOAYKT MM Ha JIEKAPCTBEHUS MPOAYKT 3a CpaBHEHHE,
pe3yATaTuTe OT BCHYKU JOMBIHUTEIHNA M3MHUTBAHUS HA JIEKAPCTBEHUTE MPOIYKTH C HOB CHCTaB (T.C.
TECT 3a CTAOMJIHOCT, MpoduJ Ha Pa3TBOPUMOCT, OMOHATMYHOCT) TpsAOBa Ja ObJAT HAIMYHHU TPEIAH
M3II0JI3BAHETO Ha MPOJYKTUTE B KIMHUYHO M3MUTBAHE, 32 JIa Ce MPELEHHU Al IPOMEHUTE MOBIHSABAT
3HAYUTENHO (papMaKOKMHETUYHUS MPO(UI Ha JIEKaPCTBEHUS MPOIYKT.

5.14. JloctaBka u 60paBeHe ¢ U3NUTBAHUA JEKAPCTBEH IPOAYKT

5.14.1. BbB370XKUTENAT € OTrOBOPEH 3a CHA0AsIBAaHETO HA H3CIeNoBaTeNlss C HW3IMUTBAHUS
JICKapCTBEH TMPOIAYKT. BB3IOKHUTENAT MpenocTaBs Ha Yy4YaCTHUIUTE OE3BB3ME3HO HW3MUTBAHUS
JIEKapCTBEH MPOAYKT/IPOAYKTH U BCAKO U3/€IHME, HEOOXOIUMO 32 IPUIIAraHeTo My.

B citydaii 4e BB3JIOKHUTEIAT € OpraHn3alusl C HECTOMAHCKA 111, KIIMHUYHO M3IUTBAaHE MOXKE Ja
ce MpoBejie C MPOJYKTH, KOUTO HE ca MPEJOCTaBEHH OT BBH3JIOKHUTENS, IPU M3PUYHOTO ChIJIACHE Ha
(U3NIECKOTO/FOPUANIECKOTO JINIE, (PUHAHCHPAIO JICYSHHETO.

B ciydaii Ha HEeMHTEpBEHIIMOHAIHO [TPOYYBaHE IPOYYBAHETO MOXKE J]a c€ MIPOBEAE C MPOAYKTH,
KOUTO HE ca NMPEeA0CTaBEHU OT Bb3JIOKUTEIS.

5.14.2. Bb310XUTENAT HE JOCTaBsl M3MMTBAHUS JIEKAPCTBEH NPOJIYKT Ha H3CIEO0BaTels,
JI0KaTO HE ce Ha0aBAT BCUYKH HEOOXOIUMH JTOKYMEHTH (T.€. TIOJOKHUTEITHO CTAHOBHILE HA KOMHCHS 110
€THKa U PEryJlaTOPHUTE OPTaHu).

5.14.3. BB310XKUTENAT rapaHTupa, Y€ Ha U3CJIeJoBaTeNs ca JOCTaBEHU MHCMEHHU MPOLENypH,
BKJIFOYBAIM HMHCTPYKLMHU, KOUTO TOM € 3aJbDKeH Ja clieABa INpu OOpaBeHE M ChbXpaHEHHE Ha
M3MUTBAHMSA JIGKAPCTBEH MPOIYKT M JOKYMEHTausATa KbM Hero. [Iponenypute BKIIOYBAT aleKBaTHO U
Oe3omacHo noijyyaBaHe, OopaBeHe, CbXpaHEHHE, pa3/laBaHe, CbOMpaHe Ha HEU3IOI3BAaHUTE KOJIUYECTBA
OT MAIMEHTHUTE U BpPbIIaHE OOpAaTHO HA BB3JIOXKHUTENS HAa HEM3IOI3BAHUTE KOJUYECTBA OT M3IHMTBAHUS
JIEKapCTBEH MPOAYKT (WM YHMIOXKaBaHE WJIM YCBOsSBaHE IO APYr HAUMH, aKO TOBAa € Pa3pelieHo OT
BB3JIOKHUTENS U € B ChOTBETCTBHE C MPIIOKUMHUTE HOPMATUBHU H3UCKBAHHUSA).

5.14.4. BB3110KUTENAT:

5.14.4.1. rapanTupa 3a HaBpEMEHHATa JOCTaBKa Ha W3MUTBAaHUS JIEKAPCTBEH MPOJYKT Ha
U3CJEeI0BATEINNTE;

5.144.2. CbXpaHsBa  3aIlHCH, JOKYMEHTUpAIX  M3IPAIAHETO, IIOJIy4aBaHETO,
pasnpeaeneHUeTo, BPhIIAHETO U YHHUIL0KaBAaHETO Ha N3MUTBAHUS JIEKAPCTBEH MPOAYKT ChIJIACHO T. §;

5.14.4.3. mogabpka cucTemMa 3a Bb3CTAHOBSIBAHE Ha W3MHUTBAHUTE JIEKAPCTBEHU MPOAYKTU U
JOKYMEHTHUPaHE Ha TOBa Bb3CTaHOBSBaHE (T.€. 3a HEIOCTAThbYHO BpbIIAHE HA JICKAPCTBEH MPOJIYKT,
oOpaTHO IOJIydaBaHE Cliel] 3aBbpIIBaHEe Ha KJIMHUYHOTO M3MHUTBAaHE, U3THYaHE Ha CPOK 3a OOpaTHOTO
II0JIy4aBaHe);

5.14.4.4. noabpika cucTeMa 3a YHMILIO)KaBaHE/TIpeaBaHe Ha JPYTH JIMIIA Ha HEYyNoTpeOeHOTO
KOJINYECTBO U JOKYMEHTAIIM 32 TOBA YHUIIIO)KaBaHe/IIpeJaBaHe.

5.14.5. BB3110XKUTEIAT:

5.14.5.1. rapanTtupa, 4ye JEKapCTBEHUAT NMPOIYKT e Obae CTaOWiIeH Mpe3 LSJI0TO BpeMe Ha
ynotpeoa;

5.14.5.2. cpxpaHsiBa JOCTaThUYHU KOJIMYECTBA OT U3MUTBAHUA JIEKAPCTBEH MPOAYKT, U3IOJI3BaH
M0 BpeMe Ha KIMHUYHOTO W3MHTBaHE, 3a Ja TNPENOTBHPIM CIEHU(PHUKAIMUTE, aKO TOBAa CTaHE
HE00X0/AMMO, ¥ ChXpaHsBa JOKYMEHTAIUS OT aHAIN3a U XapaKTepUCTUKU Ha TpoOHaTa napTuia;

5.14.5.3. cpxpansBa MpoOUTE 10 CTETEH, KOSTO CTAOMIIHOCTTA TO3BOJISABA, J0 3aBBbpINBaHE Ha
aHAJM3UTE Ha JAHHUTE OT KIMHUYHOTO M3MHUTBAHE WM 3a MO-IBIBI NEPUOJ, aKO TOBA C€ M3UCKBA OT
JPYTH MPHIOKUMHU HOPMATHBHH U3UCKBAHUSI.



5.15. locTbn 10 JOKyMEHTaLUsATa

5.15.1. BB30KUTENAT TOKYMEHTHPA B MPOTOKOJIA UM C JPYT MUCMEH JIOTOBOP, Y€ TJIaBHUSAT
M3CJIEeI0BATEN/ICUeOHOTO 3aBeICHHE, IEHThP Ha MPOYYBAHETO, LI MPEAOCTABAT TUPEKTEH AOCTHII 10
M3TOYHUIIUTE HA JAHHW/IOKYMEHTH, CBbP3aHU C KIIMHUYHOTO M3MUTBAaHE 32 MOHUTOPUPAHE, MPOBEPKH,
pasmiiexaaHe OT KOMUCHUS 10 €TUKA U MHCIIEKIUS OT PETyJaTOPHUTE OPraHu.

5.15.2. Bp31noxxutensT npoBepsBa Jail BCHUKH YYaCTHUIU ca Jajl MUCMEHO ChIJIaCHETO CH 3a
JUPEKTHUS TOCTBII 0 TEXHUTE OPUIMHAIHU MEIMLMHCKUA JOCHETa IPU IPOBEKIAHE HAa CBBP3aHU C
KJIIMHUYHOTO M3MHUTBAHE MOHUTOPHUPAHE, POBEPKH, Pa3rIiexkaaHe OT KOMUCHUS MO €TUKA U MHCIIEKIUS OT
pEryJIaTOpHUTE OPTaHU.

5.16. Uudopmarnus 3a 6e30macHOCT

5.16.1. BB310XUTENAT € OTIOBOPEH 3a HENpEeKbCHaTaTa OLEHKAa Ha Oe30MacHOCTTa Ha
W3MUTBAHUA JIEKAPCTBEH MPOYKT.

5.16.2. Bw3noxutensatr uapopmupa MAJI, koMucusaTa Mo eTUKa U M3CICIOBATCIUTE 32 BCSIKA
HOBa uHOpMalus, KOSATO MOXE Ja MpeACTaBligBa 3aIulaxa 3a 3ApaBeTo U 0JIaromnoiy4uero Ha
MalUeHTUTe, J1a TMOBIHUsAEC HAa XOJa Ha MPOYYBAHETO WJIM Ja IpoMeHHu paszpemieHuero Ha MAJL 3a
MPOBEXKIaHE Ha MPOYYBAHETO W/WIH J1a IPOMEHHU MOJOKUTEIHOTO CTAHOBHINE HA KOMHCHS IO €THKA 32
MPOABJKEHUE HAa KIMHUYHOTO U3IHUTBAHE.

5.16.3. Bp3noxxurensaT chbxpaHsBa MOAPOOHM 3alKCH 32 BCUYKU CHOOIICHHUS 3a MOAO3UpPAHU
HEeXeJIaHU CBOMTHSI, HACTBIIWIM IpPU ynoTpedara Ha W3MMUTBAHUS JIEKAPCTBEH IMPOAYKT, 32 KOUTO €
nH(OPMHpPAH OT U3CIEI0BATENIUTE WM OT JPYT U3TOYHHUK HA MH(OPMALIUS.

5.16.4. BB3IOXKUTENAT OLEHSABA HEKEITAHWTE CHOMUTHS MO OTHONIEHWE Ha CEpUO3HOCT,
OYaKBAHOCT W MPUYMHHO-CIIEJICTBEHA BPb3KA. BB3I0KUTENAT pa3paboTBa M Hpuiara INpoueaypH 3a
OLICHKa Ha HEXEJaHUTE CBHOUTHS 3a CEPUO3HOCT, OYAKBAHOCT M IMPUYUHHO-CIEJICTBEHA Bpb3Ka B
CHOTBETCTBUE C MyOJIMKyBaHUTE PHKOBOACTBA Ha MexayHapoaHaTa KOH(GEPEHIUs M0 XapMOHHU3AIHs,
EBponeiickara komucus U EBporielickaTa areHnus 1o JeKapcTBara.

5.16.5. Bb3noxurenst cbOUpa aKTUBHO BCSAKA JONBIHUTENHAa WH(GOpMALUSA, KOATO €
HeoOXxoIuMa 3a OlIEHKA Ha MHIUBHUIYATHUTE ChOOIIECHUS 32 HEXKETIaH! ChOUTHSI.

5.1.6.6. Bcuuku HexenaHW CBHOWUTHS, OLUEHEHHM OT M3CIENOBAaTENsl WM Bb3JIOKHUTENS KaTo
Hali-MaJIkoO BEPOSITHO CBBbP3aHM C M3MUTBAHUSA MPOAYKT, c€ 00paboTBAaT M JOKIAJBaT KaTO HEKEIaHU
JIEKapCTBEHM pEaKLUU.

5.17. JloknaaBaHe Ha HEXKEJIAHU JIEKAPCTBEHH PEAKIINU

5.17.1. Jloxnaau 3a NOJO3UPAHM CEPUO3HM M HEOUYAKBAHM HEXKENAaHW peakuuu mno 4i. 138
3JIITXM ce mogaBaT OT BB3JI0KUTEIA Ha KIMHUYHOTO U3IIUTBAHE.

BB310XKUTENAT € OTTOBOPEH 3a MM01aBaHe Ha ChOOIIEHUATA 32 CEpUO3HU HEOUaKBAaHHU HEXeJlaHH
peaxkiuy, BKIIIOUMTEIHO KOTraTo peakIuuTe ca KbM pa3pellieH 3a yrnoTpeba M3MUTBaH JIEKapCTBEH
IIPOJYKT, W3IO0JI3BaH B M3NUTBAHETO KAaTO INPOLYKT 3a CPAaBHEHHE, 3a KOWTO BB3JIOKHUTEIAT HE €
MIPUTEKATENl Ha pa3pelieHueTo 3a ynorpeda. B Te3u ciiydan BB3IOXKUTEISAT UHPOPMUPA MPUTEKATEIS
Ha paspelleHue 3a ynorpeda Ha MpOoAYKTa 3a TEpUTOpUsATa Ha bbirapus 3a peakiuusra U 3a MOAaBaHETO
Ha uHpopmanusaTa 10 MAJL

Korato wu3nuTBaHUAT JeKapCTBEH MPOJYKT HE € paspelleH 3a yHorpeda, BB3JIOKHUTEISAT
yBenomsiBa MUAJI n xkomucusita Mo €Tvka B JOMBIHEHHWE KbM ChOOmeHusTa mo wi. 138, am. 1 u 3
3JIIIXM u 3a BCHMUKM MOAO3MPAHU CEPHO3HM M HEOYAaKBAaHM HEXKEJIAaHW PEaKIMU MpH yrnoTpedara Ha
M3MUTBAHUSA JIEKAPCTBEH MPOIYKT HE3aBUCUMO OT IIPOU3X0/1a UM.

Jlokyiagy 3a CEpHO3HM M HEOYAaKBAHM HEXKEJIAaHW PEeakUuu ce noaasBar B M3mbiHuTenHara
areHuus 10 JeKapcTBaTa U KOMUCHATA [0 €THKA He3a0aBHO M He MO-KbCHO OT 15 JHM OT MmoJiy4aBaHETo
Ha uH(pOpMAIMs 32 HACThIBAaHETO WM. [IpM WM3PHMUYHO MUCMEHO ChIVIACHE HA KOMHCHUATA IO €THKa
JOKJIaIUTE 3a TMOJO3MpPAaHU CEpUO3HU M HEOYAKBAaHM HEXKEIaHM peaklUu MoraT Ja ce IojaBaT Ha
[10-TOJIEMU UHTEPBAJIM, HO HE MO-PSAAKO OT BEAHBXK HA LIECT MECELa.

Bb3noxxurensT € OTroBOpeH 3a U3MpallaHeTO Ha JOKJIaaAWd J0 BCHYKH 3aHMHTEPECYBaHU



M3CJIEeI0BATENN, KOMHUCHS IO €THUKA M PEryJaTOPHHU OPTaHU 32 BCUYKH HEXeNaHH JIEKapCTBEHH PEaKIuH,
KOHUTO Ca CEpUO3HU U HEOUAKBaHHU.

5.17.2. loknanuTe 3a CEpUO3HA M HEOUAKBAHU HEXKEJNAHU PeaKIMy TpsiOBa a CbOTBETCTBAT HA
MPWIOKUMUTE HOPMAaTUBHU HW3HUCKBAaHUS M PBKOBOACTBOTO Ha MeXayHapoJaHaTa KOH(epeHIus o
XapMOHM3aIus 3a 00paboTka Ha JaHHUTE 3a 0€30MacHOCT OT KIMHWYHH M3NHUTBaHud - "Jlehununmu u
crangaptu 3a cnemHo gokiagsade” (ICH Guideline for Clinical Safety Data Management: Definitions
and Standards for Expedited Reporting).

5.17.3. BB3IOXKUTENAT NOpeAcTaBd Ha PEryJaTOPHUTE OPraHM BCHYKM aKTyaJIM3allMd Ha
JaHHUTE 32 0€30MaCHOCT M MEPUOANYHHUTE JOKIAIU. BB3IOKUTENAT NperocTaBsi BEAHBXK TOJUIIHO Ha
W3nbaHuTennaTta areHIus 1o jekapcrata U Ha KoMucusara no eTuka COUChK Ha BCHUYKH IOJ03UPAHU
CEpUO3HU HEXKEJIAHU JIEKApCTBEHU PEAKLIMH, KOUTO Ca Bb3HUKHAIM MPE3 U3MUHAIMS NIEPUOM, U JTOKIA]
3a 6€30MacHOCTTa Ha YYACTHUIUTE B U3IUTBAHETO.

5.17.4. TogumiaAAT MOKIA] 32 OE30MACHOCT ChIbpKa 00OOIICHH TaHHU 3a OE30MMaCHOCTTA Ha
M3MUTBAHUSA JIEKAPCTBEH MPOYKT 32 MOCIEAHUS €AHOTOUIICH IEPUOJI, CYUTAHO OT JaraTa Ha MIbPBOTO
paspellieHue 3a MPOBEXKJaHE HAa KIMHUYHO W3IUTBAaHE C W3MNMTBAHMS MPOLYKT Ha TEPUTOPHUATA Ha
EBponerickus cbro3.

Bb3noxurensaT nmogaBa roguinHus aokiaan 3a 0esomacHocT B MAJI m xomucusaTa mo eTuka B
cpok 10 60 kaneHaapHU THU ClIe]] Kpasi Ha Ieproja, KOWTO 00XBalla JOKIaabT.

3a KIMHUYHU M3MUTBaHMUS C HPOABIDKUTENHOCT I0J €1Ha TroJMHA TOJMUIEH JAOKIaja 3a
0€30MacHOCT ce MMo/AaBa B Cpok 10 90 IHU ciieql MPUKIIOUYBAHE HA U3MUTBAHETO C YBEAOMIICHHETO IO Y.
142, an. 2 3JIIIXM.

Koraro npoBexa moBeve OT €IHO KIMHHUYHO M3MUTBAHE C €IUH M CHUIM M3MUTBAH MPOAYKT,
BB3JI0KHUTEIISAT M01aBa 001 TOIUIIIEH J0KIa] 3a 0e30macHOCT. B Te3u cirydan HOKIagbT ChIbpkKa JaHHA
3a mpoduia Ha 6E30MaCHOCT Ha M3NMUTBAHUA MPOAYKT U TOAMUIIHUTE JOKJIAIN 32 0€30MaCHOCT MO BCSIKO
OT IPOBEXIaHNUTE B Bbiarapus KIMHUYHE W3TUTBAHMS.

5.17.5. Bb310OXKUTENAT MPEIOCTaBs TOAMIIEH JOKIIA] 32 0€30MaCHOCT U U3BBH MOCOUYEHUSI CPOK
npu nouckBane ot MAJI n/unmu KoMUCHATA TI0 €THKA.

5.18. MonuTopupase

5.18.1. llem Ha MOHHWTOpHUpaAHETO € Ja Ce€ TMPOBEpPH JalM ca 3ala3eHu IMpaBaTa |
OIarornoyiydreTo Ha Xopara; JOKJIaJBaHUTE JaHHU Ca TOYHU, MTBJIHU U CHOTBETCTBAT HA OPUTHHAIHUTE
JOKYMEHTH; TPOBEXJAHETO HAa KIMHUYHOTO H3MMTBAHE € B CHOTBETCTBUE C OJOOpPEHHS IUIaH U
npomenute, JIKII u mpunoxuMuTe HOpMATUBHHU U3UCKBaHUS.

5.18.2. U300p u kBanuuKkanus Ha JIMIaTa, U3BBPIIBALI MOHUTOPUPAHE

5.18.2.1. JIunara, U3BbpIIBALLIM MOHUTOPUPAHE, CE HA3HAYABAT OT BB3JI0KUTEIS.

5.18.2.2. JIunara, U3BBPILIBALM MOHUTOPUPAHE, ca 00YYEHH M MPUTEKABAT HY)KHUTE HAyUYHU
W/WIM  MEOUIMHCKM TIO3HAaHUsS, 3a Ja MOHUTOpPUpAT KIMHUYHOTO M3MMTBAaHE IPaBHIIHO.
KBanuduxanusra Ha nuuarta, U3BbPIIBALI MOHUTOPUPAHE, CE JOKYMEHTHUPA.

5.18.2.3. Jlumara, W3BBpUIBAIM MOHHUTOpPHpaHe, TpsAOBa M3IUIO Ja ObJaT 3alo3HaTH C
M3MUTBAHUSA JIEKAPCTBEH MPOAYKT, IPOTOKOJIA, ¢ (hopMaTa 3a MUCMEHO MHPOPMUPAHO ChIIACHE U BCSIKa
Apyra nucMeHa nHpopmanus, KosTo e ce npeaoctass Ha yyactHuure, COII Ha Bbp3noxurens, JKII u
MPHUIOKIUMHATE HOPMAaTUBHH N3UCKBAHUSI.

5.18.3. O0xBar u ecTecTBO HAa MOHUTOPUPAHETO

Be3noxutensaT rapaHTHpa, 4Ye M3MUTBAHMATA CE€ MOHHTOPUPAT MO IOAXOJSII HAYWH.
BB3noxuTensaT e 3aabipkeH Ja onpenenu oOxBaTa M HauyMHA HA MOHUTOPHUpaHE, B3eMailKu MpenBH[
LenTa, Au3aiiHa, CI0XKHOCTTA, 3acleNsiBaHETO, pa3Mepa U KpallHUTEe TOYKU Ha KIMHUYHOTO M3MUTBAHE.
B 1s1ocT MoHMTOpUpaHe B MSCTOTO Ha MPOBEXIaHE c€ U3BBPIIBA MPEJIH, 110 BPEME U Clie]] KITMHUYHOTO
m3nuTBaHe. [lo M3KIIOYEHHE BB3IOKUTENAT MOXKE Ja OMNpEeNeNd, 4Ye LEHTPAJIHO MOHHUTOPHpAHE,
BKJIIOYBAIO MPOLEAYPH, KaTo OO0ydeHHE U CpPelIM Ha M3CIEeNOBaTeIUTe U IMOJI3BaHE HA pa3lIMpPEeHU
MMCMEHU PBKOBOJICTBA, OCUTYpsIBAa MPOBEXKJaHE Ha KIMHUYHOTO M3MHUTBaHe B choTBeTcTBUE C JIKII.



[TpuemnuB MeToA 3a U300p HA JAHHU 32 MMPOBEPKA € METOABT HAa CTATUCTHYECKU KOHTPOJIUPAHU TPOOH.

5.18.4. 3agbmkeHus Ha JIMIaTa, U3BBPIIBAIIA MOHUTOPUPAHE

B cpoTBeTcTBHE C M3MCKBaHUATA Ha BB3JIOKHUTENS JIMLETO, W3BBHPIIBALIO MOHUTOPUpPAHE,
rapaHTUpa, 4ye KIMHUYHOTO M3MUTBAHE C€ MPOBEXKIa U JOKYMEHTUPA MPAaBUIIHO Ype3 U3BBPIIBAHETO HA
CJIETHOTO:

5.18.4.1. peiictBa Karo OCHOBHAaTa BpPb3Ka 3a KOPECHOHACHUHUS MEXAY BB3JIOKUTEIS U
U3CIIe0BATENS;

5.18.4.2. ycTaHOBsIBa J1ajy WU3CJEIOBATEISIT MPUTEKaBa ChOTBETHA KBaTU(UKAIUSI U PECYPCH,
KOUTO 1€ OCTaHAT MOAXOJALIM IPe3 LSUIOTO M3IMUTBAHE, Y€ YCIOBUATA, BKIKOYBAILM JIaOopaTopHsTa,
o0Opy/BaHETO M MepcoHalla, ca MOAXOASAIIM W dYe IIe OCTaHaT TaKWBa Mpe3 LeIus MNepHoj Ha
KJIIMHUYHOTO M3MMUTBAHE 32 HErOBOTO O€30MacCHO U NMPABUIIHO IIPOBEXKAAHE;

5.18.4.3. ycTaHOBsIBa, Y€ 1O OTHOIIICHUE HA U3MUTBAHUS JIEKAPCTBEH MPOYKT:

5.18.4.3.1. BpeMeTO U yCIOBUATA 32 ChXPAHEHHUE Ca MOJXOSAIINA U JTOCTABKUTE Ca JOCTAThYHU
3a UAJIOTO U3MUTBAHE;

5.18.4.3.2. M3NUTBAHUAT JEKAPCTBEH INPOAYKT € JOCTAaBEH CaMO Ha Y4YAaCTHULIUTE, KOUTO ca
MOAXOJISAIIN 32 MOTY4YaBaHETO MY B 7034, ONpezesieHa OT TPOTOKOJIa;

5.18.4.3.3. uneHoBeTE HA U3CIIEOBATEICKUS €KUIl ca CHaOAEHU ¢ HEOOXOAUMUTE MHCTPYKLUU
3a MpaBWJIHATA yroTpeda, OopaBeHe, ChbXpaHEeHUE U BPBIIaHe Ha U3IIUTBAHUS JIEKApCTBEH MPOAYKT;

5.18.4.3.4. nonmydaBaHeTo, ynorpedara U BpPBIIAHETO HAa U3MHUTBAHUS JICKAPCTBEH MPOIYKT B
MecTaTa Ha IPOBEX/IaHe Ha KIMHUYHO U3MUTBAHE c€ KOHTPOJIUPAT U JOKYMEHTUPAT MPABUIIHO;

5.18.4.3.5. GopaBeHETO C HEU3IOJI3BAHUTE KOJUYECTBA OT WU3MUTBAHUS JIEKAPCTBEH MPOAYKT
CHOTBETCTBA HA MPUJIOKUMHUTE HOPMAaTUBHU U3UCKBAHUS U € ChIIIACYBaHO C BB3IIOKUTENS;

5.18.4.4. ycTaHOBSsIBA JTaI M3CJIEAOBATEIAT Cie/lBa OAOOPEHHS MMPOTOKOJI M BCUYKH OJ00peHU
W3MEHEHHUS, aKO NMa TaKHBa,

5.18.4.5. ycTaHOBsIBa 1ajH € MOIYYE€HO MUCMEHO WH(OPMHUPAHO CHIVIACHE OT BCEKU YYACTHUK
Mpe/i BKIIFOUBAHETO MY B KJIMHUYHOTO M3MUTBAHE;

5.18.4.6. rapanTupa, 4e M3CIEAOBATEIAT IMOJy4yaBa akTyajdHaTa Opollypa Ha HM3CJIEeI0BaTENs,
BCHYKHM JOKYMEHTH M BCHUYKM KOHCYMAaTHBU 32 KIMHHUYHOTO M3MUTBaHE, HEOOXOIMMH 32 HErOBOTO
MIPaBWJIHO MPOBEXK/IaHE U B CbOTBETCTBHE C MPUIIOKUMUTE HOPMATUBHHU U3UCKBAHUS;

5.18.4.7. rapanTHupa, ye U3CIEAOBATENAT U HETOBUAT €KMII ca JOCTAThYHO J00pe 3armo3HaTH ¢
KJIIMHUYHOTO U3MUTBAHE;

5.18.4.8. mpoBepsiBa nanu H3CIEHOBATENAT W HETOBUAT €KUI H3BBPIIBAT ONPEICICHUTE
JEMHOCTH N0 KIIMHUYHOTO U3MHUTBAHE B ChOTBETCTBHUE C IPOTOKOJIA U BCUYKHU JAPYTH MUCMEHU J1I0TOBOPU
MEXIY BB3JIOKHUTEIS W M3CIENOBAaTeNi M Y€ HE ca MPEXBbPIWIM TE3M JEWHOCTH Ha JpPYrd
HEYITbJIHOMOIIIEHH JINIIA;

5.18.4.9. npoBepsiBa Jajiu N3CIEA0BATENAT BKIKOYBA CaMO MOAXOASIIHN JIMLIA;

5.18.4.10. noxmnanBa craryca Ha BKJIIOUBaHE HA YYACTHUIIUTE;

5.18.4.11. mpoBepsiBa nanu OpPUTMHAIHUTE JOKYMEHTH, KaKTO M JPYrUT€ JOKYMEHTH IIO
KJIIMHUYHOTO M3MMUTBAHE Ca TOYHM, II'BJIHU U aKTyaJIHU U CE€ ChbXpaHsBaT;

5.18.4.12. mnpoBepsiBa JanM M3CIENOBATENAT MPEIOCTaBI BCUYKM W3UCKBAHU JIOKJIA[IH,
YBEAOMJICHHUS] U MOJIOM M JJalM T€3U JOKYMEHTH ca TOYHH, ITbJIHU, HABPEMEHHH, YETJIUBHU, C JlaTa U
UACHTUGUIMPAT IPOYUBAHETO;

5.18.4.13. npoBepsBa U CpaBHSIBA TOYHOCTTA U MBJIHOTATA HA 3alIMCAHUTE B KJIMHAYHATA KapTa
Ha TMalUeHTa JaHHU, OPUTHHAJIHUTE JOKYMEHTH W JPYI'M CBBP3aHU C KIMHUYHOTO H3MHUTBaHE
JOKYMEHTH €/IHU C IPYTH; JIMLIETO, U3BbPIIBAILIO MOHUTOPUPAHE, 3aIBJKUTEIIHO MPOBEPSBA JAIIU:

5.18.4.13.1. nanHMTE, N3UCKBAHU OT MPOTOKOIA, ca TouHO Aokiansanu B KKII u cvorBercTBar
Ha OPUTMHAJIHUTE TOKYMEHTH;

5.18.4.13.2. Bcsika mpoMsiHA Ha J103aTa W/WIIH JICYEHUETO 32 BCEKH OTJENIeH YUYacTHUK ca J00pe
JOKYMEHTHUPAHU;



5.18.4.13.3. HexenaHuTe CHOUTHS, MNPHUAPYXKABALIOTO JIEYEHUE U  JOMBJIHUTECITHUTE
3abonsBanus ca qokiaaaBanu B KKII B cboTBeTCTBHE ¢ MPOTOKOIIA;

5.18.4.13.4. BU3UTHUTE, KOUTO YYACTHUIIUTE HE Ca MOTJIM JIa HAMPABAT, U U3CJICABAHUATA, KOUTO
HE ca HallpaBeHH, ca ICHO JO0KJaiBaHu kaTto Takusa B KKII;

5.18.4.13.5. BcuukM OTHAagHAIM W M3KIIOYEHM YYaCTHUIM OT KJIMHUYHOTO H3MIMTBAaHE ca
noknaasanu 1 ooscuenu B KKII;

5.18.4.14. yBenomsiBa nscnenoBarens 3a Bcuuku rpemHy nonbiasanus Ha KKII, nponycku ninn
HEYETJINBOCTH; JIMLIETO, U3BBPILIBAILO MOHUTOPUPAHE, FapaHTHPA, Y€ KOPEKLUUUTE, JOINbIHECHUATA WU
M3TPUBAHUATA Ca HANPABEHU C JjaTa M OOSICHEHH (aKO € HEOOXOOUMO) M C TMOCTABEHW MHHIUAIUA OT
u3cienoBareNs WIM OT WIEH Ha €KHMIIa Ha M3CIeloBaTess, KOHTO € YIBJIHOMOILEH Ja IOCTaBs
nHAnramure cu Bepxy npoMmenure B KKII 3a nzcinenosarens; mbJIHOMOIIHOTO CE€ JOKYMEHTHPA;

5.18.4.15. ycraHoBsiBa Iaau BCHYKH HEXKEJIIaHM CHOUTHS ca JOKJIAJBAaHM B CPOKOBETE,
n3ucksanu ot JAKII, npoTrokosna u nNpuiIoKMMUTE HOPMAaTUBHYU U3UCKBAHUS,

5.18.4.16. ycraHoBsBa Aaju U3CIIEIOBATENAT ChXPAHsIBA OCHOBHUTE JOKYMEHTH;

5.18.4.17. oOpbIlla BHUMaHUE Ha H3CIIEI0OBATENS 32 OTKJIOHEHUATa OT poTokoia, COIL, JIKIT u
IPUIOKUMUTE HOPMATUBHU U3UCKBAHUS U IPEANpUeMa He0OOXOAUMUTE MEPKH 3a HEJIONyCKaHe Ha HOBU
TaKMBa OTKJIOHEHUS.

5.18.5. Ilpouenypu 3a MOHUTOpPUpPAHE

3a MOHUTOpPUpAHE Ha CHIEUU(PUUHOTO U3MUTBAHE JIMLETO, U3BBPLIBAILIO MOHUTOPUPAHE, Clla3Ba
ycTaHOBEeHUTE OT Bb3noxkuTens nucmMeHn COII, kakTo U OHE3M MpOoLEAYpH, KOUTO ca ONpEesIeHH OT
BB3JIOKUTENS 38 KOHKPETHOTO KJIMHUYHO IPOYYBaHeE.

5.18.6. Jlokyag OT MOHUTOpUpPaAHE

5.18.6.1. JIunero, u3BbpIIBAILl0 MOHUTOPUPAHE, IPEACTaBs HAa BB3JIOKHUTENS MMUCMEH JTOKIa
clle/l BCAKAa BU3UTA B LIEHThpPAa Ha KIMHUYHOTO W3MUTBAaHE U CJI€J BCAKA CBbpP3aHA C KIMHUYHOTO
M3NUTBAHE KOMYHHUKALIMSL.

5.18.6.2. JloknaauTe BKJIIOYBAT JaraTa, UMMETO Ha LIEHTbpa, UMETO Ha JMIETO, U3BBPIIBALIO
MOHHUTOPHpAHE, UMETO Ha U3CJIEA0BATENsI UM Ha JPYTHU JIHIA, C KOUTO € KOHTAKTYyBaJl.

5.18.6.3. loknanuTe TpsAOBa Ja BKJIIOUBAT pPe3lOME 3a TOBA, KOETO € MperjielaHo OT JIMLETO,
M3BBPIIBAILIO MOHUTOPUPAHE, U HETOBUTE CTAHOBMILA IO OTHOLIEHHE HA BAXXHU (DAKTH, OTKIOHEHUS U
HEMbJIHOTH, 3aKJIIOUEHUSATa M JEWCTBUS, KOUTO ca MpEeaNpHeTd WM e ObAaT NpennpueTH, W/Wiu
MpenopbyaHu IEUCTBUS 32 OCUTYpsIBAHE HA CbOTBETCTBUE.

5.18.6.4. llpernenbT M npociensBaHETO Ha ACUCTBUATA Clel JOKIaJ OT MOHUTOPHUPAaHE OT
BB3JIOKUTENS C€ JOKYMEHTUPAT OT YITBJIHOMOIIEHO OT BB3JIOKUTEIS JIUIIE.

5.19. IlpoBepka

[Ipu npoBepka KaTo 4acT OT OCUTYpsBaHE HAa Ka4€CTBOTO BB3JIOKUTENAT € 3abJDKEH Ja UMa
IIPEBU/]L CIIETHOTO:

5.19.1. Uen

Ilenra Ha mpoBepkaTra Ha BB3JIOKHUTENSA, KOATO € HE3aBUCHMMa U OTAEIHA OT PYTHMHHHTE
(GYHKIIMM Ha JUMIETO, U3BBPILIBALIO0 MOHUTOPUPAHE, WK (YHKIMUTE 3a KAUECTBEH KOHTPOJ TpsAOBa /a
ObJie OIICHKA Ha MPOBEXKIAHETO HAa KIMHUYHOTO U3MUTBAHE U ChOTBETCTBUETO C mpoTokoia, COII, JIKII
Y IPUIIO)KUMUTE HOPMATUBHU U3UCKBaHUS.

5.19.2. M360p u xkBanuduKauy Ha IPOBEPSBAIINUTE

5.19.2.1. 3a u3BbpIIBaHE HA MPOBEPKHU BBH3JIOKUTEIAT HA3HAYABA JIMI[A, KOUTO Ca HE3aBUCHUMU
OT KJIMHUYHUTE U3MUTBAHUS/CUCTEMHU.

5.19.2.2. Bp3noxurensaT TpsOBa Ja rapaHTupa, 4e MpOBEpsBAIIUTE ca KBAIM(UIKMPaAHHU IO
OTHOILIIEHHE Ha OOy4eHHe M ONMT 3a MPAaBHIHOTO NPOBEXJaHe Ha mpoBepkH. KBamndukanusara Ha
IIPOBEPSBALINUTE C€ TOKYMEHTHPA.

5.19.3. IIpouenypu 3a npoBepka

5.19.3.1. Bp310XUTENAT rapaHTHPA, Y€ MPOBEPSIBAHETO HA KIMHUYHU M3MUTBAHUSI/CUCTEMH Ce



IIPOBEXJa B CHOTBETCTBUE C IMUCMEHU NPOLEAYPU HAa BB3JIOXKHUTENS 33 TOBA, KAKBO M Kak Ja ce
MPOBEpPsIBa, UECTOTA HA MPOBEpKaTa, popma U ChaAbpIKaHUE Ha TOKJIAJAUTE OT IPOBEPKaTa.

5.19.3.2. [1nanbT U npoueAypHUTE 3a MPOBEPKA HA €HO KIMHUYHO U3MUTBAHE OT BbH3JIOKUTEIS
Ce PBKOBOAAT OT BAXHOCTTAa Ha KJIMHUYHOTO M3MUTBaHE, Oposi HA YYaCTHUIUTE B KIMHUYHOTO
U3MUTBAHE, BUAA M CJIOKHOCTTa Ha KIMHUYHOTO HM3IIMTBAaHE, CTENEHTa HA PUCK 3a YYaCTHHULIUTE U
BCUYKHU YCTaHOBEHH MPOOIEMHU.

5.19.3.3. HaGmroieHusITa M1 HAXOKUTE HA TPOBEPSBAIINSA/UTE CE JOKYMEHTHUPAT.

5.19.3.4. PerynaTopHuTe Oopranu MoraT Ja U3UCKaT JAOCThH J0 JIOKJIaJa OT MPOBEpPKa 3a BCEKU
KOHKPETEH Cily4yaid, KOraTo MMa JaHHU 3a ChIIECTBYBAIIO cepro3HO HecborBeTcTBHE ¢ JKII mim B
aJIMMHHUCTPATUBHU WU ChJCOHU MPOLIETYPH.

5.19.3.5. Korato ce M3MCKBa OT NMPWJIOKUMHUS 3aKOH HJIM Hapeada, Bb3JIOKUTENAT HpeAcTaBs
cepTuduUKaT OT MpoBepKa.

5.20. Hapymienue

5.20.1. B cnydaii Ha HapylieHHE OT CTpaHa Ha H3CIEJoBaTeNsl WM Ha WieH(OBE) Ha
M3CJIEeI0BATENICKHS KU 10 OTHOoIIeHue Ha nportokona, COIl, AKII u/ninm npuiaoKuMuTe HOPMaTHBHU
M3HMCKBAHUS BB3JIOKUTEIAT MpeanpreMa He3abaBHa HaMeca 3a 3ara3BaHe Ha ChOTBETCTBUE C TIX.

5.20.2. Ako o BpeMe Ha MOHHTOpPUpPAHE W/WIMA TPOBEPKA CE€ YCTAHOBH, Y€ € H3BBPIICHO
CHILIECTBEHO HAPYIIEHUE MO BUHA Ha M3CJIENOBATElNs, BB3JIOKHUTENSAT MPEKparsBa y4acTUETO MY B
KJIIMHUYHOTO HM3IUTBAHE U CBOEBPEMEHHO YBEIOMSBAa PEryJaTOPHUTE OpPraHM, KOTaTo HapyLIEHHUETO
BOJIM JI0 MIPEKpaTsIBaHe Y4aCTUETO Ha U3CIICI0BATENS.

5.21. IlpexaeBpeMeHHO MPEeKpaTsIBaHE WU MPEYCTAHOBSBAHE HA U3MTUTBAHE

B caywail ye enHO W3MHUTBaHE € TPEXKAECBPEMEHHO IMPEKPATEHO WM TMPEyCTaHOBEHO,
BB3JIOKUTENAT € 3abJDKEH CBOEBPEMEHHO Jla YBEJIOMH H3CIEAO0BATENsl U PETYJATOPHUTE OPraHu 3a
MIPEKPATSABAHETO WJIM MPEYCTAHOBSIBAHETO U MPUYMHHUTE 32 TOBA. M3crnen0BaTeNsIT Wi BH3JIOKHUTEIAT B
CbOTBETCTBUE C NPUIOKHMUTE HOPMATUBHM H3HUCKBAaHUS CBOEBPEMEHHO YBEIOMSBAT KOMHUCHUS IIO
€THKa, KaTO Ce MPECTaBAT NPUYNHUTE 32 IPEKPATABAHETO UITU MPEYCTaHOBSBAHETO.

5.22. Jloxnaau 3a KIMHAYHO M3MUTBAaHE/IPOYYBAHE

B ciydaii ye e€JHO M3NUTBAaHE € MNPUKIYWIO WIM € IPEeKICBPEMEHHO IPEKpAaTeHO WU
MIPEYCTAaHOBEHO, BB3JIOKUTEISAT TapaHTHUpa MOATOTBSHETO U TMPEACTABSIHETO IMpea PperyJaTOpHUTE
opranu u Komucusta 1mo ernka Ha JOKIaJuTe OT KIMHUYHOTO H3MUTBAHE CHOpEN MPUIIOKUMUTE
HOPMAaTUBHU W3UCKBaHMs. BB3I0OXKHUTENAT rapaHtvpa M CbHOTBETCTBUETO Ha JOKIAIUTE OT TE3U
M3MUTBaHMS, IPUIIOKEHN KbM 3asBJICHUETO 32 pa3pellaBaHe 3a ynoTpeda chC CTaHAAPTUTE, 3AJI0KEHU B
PBKOBOJICTBOTO Ha MexayHapoaHata KOHGEpeHLHs IO XapMOHHU3alus 3a CTpPYKTypara H
CHIBPKaHUETO Ha JOKIAAU OT KIMHUYHHU U3MUTBAHUS.

5.23. MHOTOLIEHTPOBU M3NUTBAHUSA

B ciyyait Ha MHOTOIIEHTPOBH M3MUTBAHUS BB3JIOKHUTEINAT TapaHTHPA, Ye:

5.23.1. Benuku u3cnenoBaTeny NpOBEXIaT KIMHUYHOTO U3MMTBAHE B CTPUKTHO CHOTBETCTBUE
C 0J00peHHs] OT BB3JOXKHUTENS MPOTOKON M Clell JaJleHO MOJIOKUTETHO CTAaHOBHUINE OT KOMHUCHS IO
€THKa, aKO TOBA CE€ M3MCKBA OT PEryJaTOPHUTE OpraHu.

5.23.2. KnuHUYHUTE KapTH Ha MAIMEHTHTE ca ChCTAaBEHU TakKa, ue Jla 0OXBamaT JAaHHUTE OT
BCUYKM LIEHTPOBE HA MHOTOLIEHTPOBOTO W3MUTBaHe. Te3u H3CieoBaTend, KOUTO ChOUpar
JIONBJIIHUTENTHU JaHHU, ce cHaOagBaT ¢ pombiaHutenHu KKII, cberaBenn Taka, ue na oOXBamiaTt Te3u
JOMTBTHUTETHH JTaHHU.

5.23.3. OTroBOpHOCTUTE HAa KOOPAMHUPALLUS U3CIEA0BATEN U HA y4acTBALIUTE U3CIIE10BaTENN
ca IOKyMEHTUPAHHU HETIOCPEICTBEHO MPeIN 3all04YBaHe Ha KIMHUYHOTO U3MUTBAHE.

5.23.4. Ha BcHUYKHM M3CIENOBATENN Ca pa3/aJeHU MHCTPYKLMH 3a CIa3BaHE Ha IIPOTOKOJIA, 3a
CHa3zBaHE Ha OINpEAENIEHUTE OT BB3JIOKUTENS CTaHJApTHU 3a OLEHKAa Ha KIMHUYHM U J1aOOpaTopHU
HAXOJIKU U 32 TOII'bJIBAHE HA KIMHUYHATA KapTa Ha MalUeHTa.

5.23.5. KomyHuKkanusara MexXAy U3CIEI0BATEIINTE € YIECHEHA.



6. IIpoToKo0J Ha KIMHUYHO U3IIUTBAHE U IPOMEHH B IIPOTOKOJIA

[IpoTOKOIBT Ha KJIMHUYHO HU3MUTBaHE TPsOBa OCHOBHO Ja ChAbp)Ka H30POCHUTE JAaHHU.
Crnenuduunara uHpOpMaLus, KOATO € NPUWIOKHMMA CaMO 3a OTJAEIHM LEHTPOBE Ha KIMHUYHOTO
U3IIUTBaHEe, MOXKE J1a ObJIe BKIIOUYEHA B OT/ENIHA CTPAHULIA/CTPAHUIN WIH J1a ObJie BKIIOUYEHA B OTACITHO
criopasymMeHue. HYact oT maHHUTE, W30pPOCHM IO-I0Jy, MOXKE Ja Ce ChIbpXKaT B JIPYI'H, CBbP3aHU C
MIPOTOKOJIA JOKYMEHTH, HallpuMep Opolrypara Ha U3CIIeI0BaTes.

6.1. O6ma nadopmanms

6.1.1. 3armaBue Ha MPOTOKOJA, WACHTU(UKAMOHEH KOA M jAara. Bceska mpomsiHa/poMeHH
BKJIIOYBA HOMEp U Jata.

6.1.2. Ime u agpec Ha BB3JIOKUTENS U JULETO, U3BBPILIBALLO MOHUTOPUPAHE, U IOTOBOpHATA
U3CJeI0BATEeNICKAa OPraHu3alus, ako € BKJIIOUEHA B KIIMHUYHOTO U3IUTBAHE.

6.1.3. Ime W ATBXKHOCT Ha JIMIETO/NMMLATA, YI'BIHOMOIIEHO Ja MOJNHMCBA MPOTOKOJNA H
IIPOMSHATA/IPOMEHUTE B HEIO OT UMETO Ha Bb3JIOKUTEIS.

6.1.4. Nme, TIBKHOCT, aznpec u TeneOHSH HOMEep/a Ha MEIUIMHCKHS eKCIepT OT CTpaHa Ha
BB3JI0KUTENS (WK JIEKap 0 JeHTaIHa MEIUIMHA) 32 KIMHUYHOTO U3IHUTBAHE.

6.1.5. Ime W TBKHOCT Ha H3CIENOBATEINs/UTe, KOWTO € OTrOBOPEH 3a MPOBEXKIAHE Ha
KJIMHUYHOTO W3MUTBaHe, KAaKTO M ajJpecuTre U Teiae(oHHUTE HOMEpa Ha LEHTbpa/LIEHTPOBETE Ha
KIIMHUYHOTO M3ITUTBAHE.

6.1.6. Nme, mipxHOCT, aapec U TeleOHEH HOMEp/a Ha Jekaps WU JeKaps 10 JeHTalHa
MEIWIMHA, KOHTO € OTTOBOPEH 3a BCHYKHM CBBP3aHU C KIMHHUYHOTO HW3MUTBAHE MEAWLIUHCKH (WIN
JICHTAJIHN) pelieHus (aKO € pa3IMyeH OT U3CIIe0BaTEeNs).

6.1.7. me/na u anpec/n Ha KIMHUYHATA JTA00OPATOPUS/U M IPYTH 3APABHU W/MIM TEXHUYECKH
OT/ENICHUsI U/WUIM UHCTUTYLIUH, BKJIFOYEHH B KIIMHUYHOTO U3IUTBAHE.

6.2. OcroBHa uH(pOpMAITHII

6.2.1. Vime u onricaHue Ha U3MUTBAHUS/UTE MPOAYKT/H.

6.2.2. OOoOmeHne Ha JaHHUTE OT HEKIMHUYHUTE TNPOYYBAHUS, KOUTO MOraT Ja HMar
KJIMHUYHO 3HA4Y€HUE, U OT KIMHUYHU U3MUTBAHUS, KOUTO Ca CBBP3aHU C HACTOSALIOTO.

6.2.3. O0o0011IeHNE Ha YCTAHOBEHU U BB3MOKHU PUCKOBE U MOJI3M, aKO MMa TaKHUBa, 3a XopaTa.

6.2.4. Onucanue u 0OOCHOBKA 3a ITbTS Ha BBBEXKJAHE, /103aTa, J030BHs PEXHUM U JeueOHuUs
MIEPUO/I.

6.2.5. CtaHoBulIlle, Y€ KIMHUYHOTO M3MMTBAHE IlIe C€ MPOBE/IE B CHOTBETCTBHE C MPOTOKOJIA,
JKII u npunoxnMuTe HOPMaTUBHU N3UCKBAHMUS.

6.2.6. OnucaHue Ha KaTeropusTa JIa, BbpXY KOATO 1€ ce MPOBe/Ie KIMHUYHOTO U3IUTBAHE.

6.2.7. W3non3BaHa nmuTeparypa W JaHHU, KOUTO Cca CBBP3aHU C KIMHUYHOTO M3IHTBAaHE U
MPEJCTaBIsIBAT OCHOBA 3@ KIMHUYHOTO U3MHUTBAHE.

6.3. 3amayu u 1ea

JleTallIHO OMMCaHUE Ha 33/1a4MTe U LIeITa Ha KIMHUYHOTO U3MUTBAHE.

6.4. Jlu3aiin Ha U3MTUTBaHE

Hayynara cTOMHOCT Ha KIMHUYHOTO M3MUTBAaHE U JOCTOBEPHOCTTA HA JAHHUTE ChILIECTBEHO
3aBUCAT OT JW3aiiHa HAa KIMHUYHOTO M3NuTBaHe. ONMMCaHUETO HA TU3aiiHa BKIIIOYBA:

6.4.1. M3puyHO moco4yBaHE Ha MBPBUYHUTE M BTOPUYHHUTE KpalfHM TOYKH, KOMTO IIE cCe
M3IOMI3BAT KAaToO MoKa3aTesy 3a €()eKTHBHOCT U OE30MaCHOCT, KOUTO Iie ObJaT OLEHEHU MO BpeMe Ha
KIMHUYHOTO M3IUTBAHE.

6.4.2. Onucanue Ha Tuma/au3ailHa Ha KIMHUYHOTO M3MHUTBAaHE, KOETO IIe ce MpoBeae (Hamp.
JBOWHO-CIIATO, TUIAe00-KOHTPOJIUPAHO, C YCIIOPEACH AM3aiiH) M CXeMaTW4Ha Juarpama Ha Ju3aiiHa,
MPOIIEyPUTE U €TAITUTE HA KIIMHUYHOTO M3IHTBAHE.

6.4.3. Omnucanue Ha B3€TUTE MEpPKHM 3a HaMaJeHUe/M30ArBaHe HAa OTKJIOHEHHATA, BKIL.
PaHIOMU3AINS U 3acTIeTIsIBaHe.



6.4.4. Onucanue Ha M3MUTBAHOTO JICUCHME/, J103aTa M JO30BUS PEKHUM HA H3MUTBAHUSA
JIEKapCTBEH NMPOJAYKT; BKJIIOYBA CE€ OMHCAHME Ha Jo30BaTa (popma, OMAaKOBKAaTa U €TUKETHPAHETO Ha
M3IUTBaHUS IPOIYKT.

6.4.5. OugakBaHaTa OPOIBJDKUTEIIHOCT HAa YYacTHETO Ha JIMIATa, KaKTO M ONHMCAaHHUE Ha
[IOCJICZIOBATEIHOCTTa M IMPOABJDKUTEIIHOCTTa HA BCHUYKM IEPUOAM HA KJIMHUYHOTO M3IUTBAHE,
BKJIFOUMTEIIHO MPOCIIE/sIBaHe, aKO UMa TaKoBa.

6.4.6. Onucanue Ha "cnupamuTe npaBuiaa" U "KPpUTEPUUTE 3a OTCTpaHsABaHE" 3a ONpEACICHU
JUIA B €Taly OT KIIMHUYHOTO U3MUTBAHE U B ISUIOTO U3IHUTBAHE.

6.4.7. Tlpomenypu 3a OTYETHOCT HA W3MHUTBAHHS MPOIYKT, BKIIOUUTEIHO TIUIANECO0TO U
JIEKapCTBEHUSI MPOJIYKT 3a CPAaBHEHHUE, aKO MMa TaKUBa.

6.4.8. CpxpaHsiBaHE Ha paHIOMHU3ALMOHHUTE KOJOBE M IPOLEIYypUTE 3a pa3KpUBaHE Ha
KOJIOBETE Ha JICYCHUETO B KIIMHUYHOTO U3MUTBAHE.

6.4.9. IlocouBane Ha BCUYKHU JAaHHU, KOUTO NUPEKTHO Ime Obaar 3amucBanu B KKII (T.e. 6e3
HEMOCPEJACTBEHO MUCMEHO WM €JIeKTPOHHO 3alMCBaHe) U KOUTO C€ MPHeMaT 3a OpUTrHHAIIHU JaHHU.

6.5. I300p 1 oTCTpaHsiBaHE HA YYaCTHUIIUTE

6.5.1. Kpurepuu 3a BKIIOUBaHE HAa YYACTHUIIUTE.

6.5.2. Kpurepuu 3a U3KIIIOUBAHE HA YYACTHUIIUTE.

6.5.3. Kputepuu 3a OTCTpaHsBaHE Ha y4YacTHHLMTE (T.e. MpEKpaTsABaHE Ha JICYCHUETO C
W3MUTBaHMS TPOAYKT/U3MUTBAHOTO JICYCHUE) U TIPOLICAYPH, OIIPEICIISIIIN:

6.5.3.1. kora u kak e ObAaT U3KIIOUBAHU YYACTHHUIM OT M3MUTBAHOTO JICYCHHE/JICUEHUETO C
W3MUTBAHMS TPOAYKT;

6.5.3.2. BUJIa Ha JaHHWTE U MEPHUOJIA, 32 KOWTO IIe ObJaT ChOMpaHU AAaHHU 32 OTCTPAHEHUTE
YYaCTHHIIH;

6.5.3.3. nanu u Kak e ObAaT 3aMeCTBAHU OTIAHAIUTE YYACTHHUIIN;

6.5.3.4. mpocnensBaHe Ha OTMATHAINTE YYACTHHIIM OT HM3MUTBAHOTO JICYCHUE/JICUCHUETO C
W3MUTBAHUS MIPOYKT.

6.6. JleueHre Ha ydyaCTHULIUTE

6.6.1. HazHaueHoTO/MTE NeUeHUe/s, BKIIOYUTETHO MMEHAaTa Ha BCHYKU MPOAYKTH, J103a/H,
JI030BH CX€MHU, IMbTUIIA/HAYMHU HA TPUJIOKEHUS, IEPUOAM HA JICUEHHE, BKIIOUYUTEIIHO MPOCIIEISBaIIH
NEPUOJIU 32 YIACTHUIIMTE 32 BCSKO M3MUTBAHO JICYEHUE/TI€YeHUE C U3MUTBAHUS MPOLYKT, TpyIa/paMo OT
KIIMHAYHOTO M3ITUTBAHE.

6.6.2. Pa3pemien(u) nekapcTBeH(M) MpoayKT(u)/aeueHue(s) (BKI. U KUBOTOCHACSIBAIIN), KAKTO
1 HEpa3pelIeH! MPeIn U/WIIH M0 BpeMe Ha KIMHUYHOTO U3MUTBAHE.

6.6.3. Ilpouenypu 3a HaONIOJ€HHME Ha CBHIACHCTBUETO HA YYaCTHHULUTE IO OTHOLIEHHE Ha
JICYEHUETO.

6.7. OnieHka Ha e(UKacHOCTTa

6.7.1. Onpenenenue Ha mapaMeTpUTe 3a €PUKACHOCT.

6.7.2. Metoau u BpeMe 3a OIIeHKa, 3allMCBaHe U aHaJIM3UpaHe Ha apaMeTpUTe 3a e(PUKACHOCT.

6.8. OueHka Ha 6e30MacHOCTTa

6.8.1. OnpeneneHue Ha MapaMeTpuUTe Ha OE30MACHOCT.

6.8.2. Meroau u Bpeme 3a OLIEHKa, 3allMCBaHEe U aHAJM3MpaHe Ha MapaMeTpuTe 3a 0€30IacHOCT.

6.8.3. Tlponienypu 3a HabaBsHE Ha JOKJIATU WM 3a 3alMCBaHe W JOKIAJBaHE Ha HEXeIaHU
CHOHUTHS M CHITBTCTBAIIN 3a00JIIBaHMS.

6.8.4. BugpT u npoIbIKEHUETO Ha MPOCIIEASBAHETO HA YYaCTHUILIUTE CJie]l He)KeJIaH! ChOUTHSI.

6.9. Cratnucruka

6.9.1. Onucanue Ha CTaTUCTUYECKUTE METOJ, KOUTO e ObJAT M3MOJI3BAaHHU, BKJI. BCHUKU
TUTAHUPAaHU BBB BPEMETO MEXTUHHH aHAITU3H.

6.9.2. bpoii Ha nuumara, KOUTO ce NpeIBIKIa Ja ObJaT BKIOYEHH. B ciyuail Ha
MHOTOIIEHTPOBO H3MUTBAaHE CE€ MOCOYBA IMPEABMKIAHUAT Opoi Ha JHIlaTa 3a BCEKU OTAENIEH LEHTBD.



[TpuunHa 3a U3060p HaA rojieMUHA Ha M3BAKATa, BKIFOUYUTEITHO OTPAKEHUE BHPXY (MM M3YMCIICHHUE HA)
MOIIIHOCTTA Ha KJIMHUYHOTO M3MUTBAHE U OCHOBAHME 3a MPOBEKIAHETO MY.

6.9.3. 131013BaHO HUBO HA 3HAYUMOCT.

6.9.4. Kputepuu 3a npekparsiBaHe Ha KIMHUYHOTO U3MUTBAHE.

6.9.5. [Iponienypu 3a oTUMTAaHE HA JUIICBAIIM, HEU3IIOI3BAHU WJIM HEBEPHU JaHHHU.

6.9.6. [lpouenypu 3a AokJIajBaHE HAa BCHUYKU OTKJIOHEHHS OT OPUTHMHAIHHUS CTAaTUCTHYECKU
1aH (HEOOXOAUMO € BCHYKHM OTKJIOHCHHS OT OPUTHMHAIHUS CTATUCTHUYECKH TUIAH Jla Ca ONMHCAHHU H
000CHOBaHHU B IPOTOKOJIA U/UIIM B OKOHYATEIIHUS JOKIIA).

6.9.7. N300pbT HA y4YaCTHWIIMTE, KOWTO IIe OBJAT BKIIOYCHH B aHanW3a (HAMp. BCUYKU
paHJIOMU3HUpAHU YYACTHUIM, BCUYKH JIMIA, MOJIYYHJIM [103d, BCHYKU MOAXOMASIIM YYaCTHUIH,
YYACTHUIM, KOUTO MOTaT JIa C€ OLICHSIT).

6.10. JIupekTeH 10oCThII 10 OPUTHHAITHUTE TaHHU/ TOKYMEHTH

Bb3noxurenst rapantupa, 4e B IPOTOKOJIA UK B IPYro MUCMEHO CIOpa3yMEHHUE € MOCOUYEHO,
4ye U3CJeIOBaTeNAT IlIe pa3pelid MOHUTOpUpaHE, MPOBEPKH, pasriexaane oT Komucusita mo etuka u
MHCIIEKIUSI OT PEryJaTOPHUTE OpraHu Ype3 OCUTYpsSBaHE Ha JUPEKTEH AOCTBII 0 OPUTMHAIHUTE
JOKYMEHTH/IaHHH.

6.11. KoHTpos Ha Ka4eCTBOTO U OCUTYpsIBAHE HA KAYECTBOTO

6.12. Etuka

Onucanvie Ha ETUYHUTE ACTIEKTH, OTHACSIIY CE KbM KIIMHUYHOTO U3ITHTBAHE.

6.13. IlonabpxaHe Ha JaHHU U CbXPAHEHUE HA JIOKYMEHTALIUS

6.14. Haunn Ha ¢uHAaHCHpaHEe U 3aCTPaXOBKa

[TocouBat ce, ako HE ca U3NI0KEHU B OTJEJICH JOTOBOP.

6.15. I1nan 3a nyOauMKyBaHe Ha JaHHU

[TocouBa ce, ako He ca U3TI0KEHU B OTJENIEH JOTOBOP.

6.16. Ilpunoxxenus

7. Bpoirypa Ha U3ciaeq0BaTeNs

7.1. BpBenenue

BpomypaTa Ha HU3CJICAOBATCIIA € CBBKYIHOCT OT KIMHUYHM MW HCKIMHUYHU JaHHU 3a
W3MUTBAHUA MPOIYKT, KOUTO Ca MPUIOKUMH B TIpOIleca Ha U3MUTBAHE Ha JIEKAPCTBEHH MPOAYKTH BHPXY
xopa. llenta e ga ce mpeactaBu MHQOpMAIMS Ha M3CIEIOBATEIMTE W Ha JAPYTU JIMIA, BKIIOYEHU B
KJIMHUYHOTO M3MUTBAHE, 3a Jla Ce YJIEeCHU pa3OMpaHeTO Ha MOTHBHUTE 3a MPOYUYBAHETO, Jla CE OCUTYpPH
CHa3BaHETO C OCHOBHUTE XapaKTepUCTUKM Ha MPOTOKOJA, KaKBUTO ca Jl03ara, J030Bara
YeCTOTAa/MHTEpBAJI, MBTAT Ha MPWIOKEHHE Ha TMPOJAYKTa M MpoLeAypuTe 3a HaONIoJeHue Ha
6e3onacHocTTa. bpoiypara Ha u3cienoBaress NpeaocTaBs U MH(GOpMalKs B OJKpena Ha KIMHUYHOTO
MOBEJICHUE CHPSMO JTHUIaTa - YYaCTHUIM B XOJa HAa KIMHUYHOTO u3nuTBaHe. MHpopmanusara ce
IpelicTaBs B KpaTka, ONpPOCTeHa, OanaHcMpaHa M HepekjamMHa Qopma IO HayMH, KOWTO JaBa
BB3MOKHOCT Ha JIEKaps WIHM Ha MOTEHIMAHUS U3clefoBaren Aa pa3depe U Ja MOXKe Jia HalpaBH JIMYHA
MIpelleHKa 3a MpeIHa3HaueHUETO Ha MPEAI0KEHOTO U3MUTBAaHE, KOATO Ja ObJe TOYHA MO OTHOLIECHHE Ha
puck - moimsa. B wm3naBaHero Ha OpolnypaTa Ha uH3cienoBaTeNs y4yacTBa JIMIE € MEIUIIMHCKA
KBa.]'II/I(bI/IKaHI/ISI, a 0}106peHI/IeTO Ha CBHABPIKAHUCTO CC€ U3BBpPIIBA OT CIHCHUAIMCTH IO CBOTBECTHHUTC
MEIULIUHCKH CIIEUATHOCTH, KOUTO Ca ChbCTAaBUIJIM ONMUCAHUTE JAHHHU.

BunbT n 060eMbT Ha HH(OpMaLIKMATa MOTAT Jla BApUPAT B 3aBUCUMOCT OT €Talna Ha pa3BUTHE Ha
U3MUTBaHUA NPOAYKT. Korato M3MUTBaHUAT MPOAYKT € pa3pelieH 3a ynorpeda U JIeKapuTe ca MIMPOKO
3amo3HaTH ¢ HeroBara (apMakojorus, He € HeoOxoamma moapoOHa Oporrypa Ha H3CIEAOBATEI.
BB3MOKHO € KaTo ajTepHaTHBa J1a ce MpeACTaBsAT Opollypa ¢ OCHOBHA MH(OpMalUs 3a MPOIYKTa WU
KpaTKa XapaKTCpUCTUKa Ha ITPOAYKTA, KaTO CE€ IMOCOYH, Y€ TC CbABPKAT CbBPEMCHHA, ITbJIHA U }IeTaﬁHHa
uH(popManusg 3a BCUYKM AacleKTH Ha W3MHUTBAHHS MPOAYKT M MOTraT Ja ca OT 3HaueHue 3a
uscnenoBarens. B ciydail ye ce m3NUTBa HOBO NPUJIOKEHHWE (HANp. HOBA MHIWKALMA) HA MPOIYKT,



uMall paspelieHne 3a yrnorpeda, ce moAroTsi Opolrypa Ha U3cienoBaress, creluduyHa 3a Ta3u HOBa
ynotpeba. bpoimrypata Ha u3cienoBaTesns ce MperjiekJa BEAHBXK TOAUIIHO M CE€ MPOMEHS, KOraro €
HE00X0/IMMO, B CHOTBETCTBUE C MUCMEHUTE NPOIEYypPH Ha BB3IokUTeNA. [lo-uecTn mpoMeHu Morat ja
Cce MpaBAT B 3aBUCUMOCT OT €Talla Ha pa3BUTHE HA MPOJyKTa U BHJIa HA ChOTBETHATA HOBA MH(OpMALIHSL.
CrpoTBeTHaTa HOBa MH(pOpPMANHs, B CHOTBETCTBHE C J00paTa KIMHUYHA MPAKTUKA, MOXKE Ja Oble OT
TakaBa Ba)KHOCT, Y€ Ja € HeoOXOAMMO TS Ja ce OOCHAM C M3CIEIOBATENUTE U MO BB3MOXKHOCT B
KOMHCHATA 10 €THKa W/MIM peryJaTOpHUTE OpraH, IMpead jaa Obae BKIIOYEHa B Opomrypa Ha
U3CIe10BaTeNs.

BB3710XKUTENAT € OTTOBOPEH 3a TapaHTHUpaHe Ha TOBA, Y€ M3CIENOBATEIUTE Ca 3alO3HATH C
aKTyalu3upaHaTa Opollypa Ha H3CIe[OoBaTess, a HM3CJIel0oBaTelIuTe ca 3aabJDKEHH Ja IMPEACTaBAT
HOBaTa Opolypa Ha HM3CIEIO0BaTeNlsi Ha ChOTBETHUTE KOMHUCHM IO €THKa. B ciydail Ha u3NMuTBaHe,
BB3JIOKEHO OT HM3CJeI0BaTell, Bb3JIOKUTENIAT-U3CIEA0BaTEeN € 3aAb/DKEH Ja MPEACTaBU YBEpEHHE, 4e
Opolrypa Ha HM3ClIeIOBaTeNsl MOXe Ja ce HabaBU OT MPOHM3BOIUTENS. AKO M3NUTBAHUAT MPOIYKT CE
MPOM3BEX/IAa OT U3CJeN0oBaTelNsd, TO TOM € 3aIbJDKEH Ja MpelcTaBu HeobxoanMaTta nHdopmalus mpen
eKuIla Ha W3MUTBaHETO. B ciydail ye moxaroroBkara Ha oduiuanHa Opolrypa Ha W3CIEIOBATENS €
HEBB3MOXKHA, KaTO 3aMsHa BB3JIOKHUTENSAT-U3CIe0BaTeNl MPEJCTaBs B MPOTOKOJA MOAPOOHAa OCHOBHA
nH(OPMAIMOHHA YaCT, ChAbPIKAIa MUHUMYM aKTyaJlHH JaHHU, ONMCAHU B TOBA MPUIIOKEHHE.

7.2. OCHOBHU CHOOpaXKEHUS

Bpomypara Ha u3cienoBarens BKIIOYBA:

7.2.1. 3arnaBHa cTpaHula

Tst BiIIOYBA: MME Ha BB3JIOKUTENS, XapaKTEPUCTHKA HAa BCEKM H3MHUTBAaH TPOIYKT, T.C.
U3CIEI0BATEICKU KO/, XMMHUYHO WM 0J00pEHO TeHEpUYHO M€ U ThPrOBCKO MM€ (aKO MMa), JaTa Ha
u3IaBaHe, HOMEpa Ha W3JaHMETO M CIpaBKa 3a HOMEpa M JaTara Ha HM3AaHUETO, KOETO 3aMeCTBa.
Oo6pa3err;

3AMMABHA CTPAHMLUA

MME HA BBb3JIOXKUTEINA
JlekapcTBeH npoaykT:

Homep Ha nsnuTBaHe:
Nme (nmena): XumunyHo, INN (ako e ogobpeHo):
Tbproecko nve

Bpowypa Ha nscnegosarens

Homep Ha n3gaHue:

[aTta Ha nsgaHue:

3amecTBa npeguleH HOMep Ha U3gaHue:;
[ara:

7.2.2. CtaHOBUIIE 32 TOBEPUTEITHOCT

Bp3noxurensT  Moke  Ja  BKJIIOYM  CTAHOBMINE,  JaBall0  MHCTPYKLUUS  Ha
M3CIIeIOBATEIS/TIOTydaTeTUTE J1a IPHeMaT OpoIrypaTa Ha U3CIIE0BATENS KaTO MOBEPUTENIEH JOKYMEHT
[0 OTHOIIEHHE Ha IsIaTa MHPOPMALUs U M3MOJI3BaHE OT €KHIIa Ha M3CIIeA0BATeNs U OT KOMUCHSITA 110
€THKa/perynaTOpHUs OpraH.

7.3. Cpabprkanue Ha OpolrypaTa Ha U3CJIe0BaTeNs

Bpomypara Ha wu3cienoBarens ChbIbpXkKa CICIHUTE pa3/IeiNHd, BCEKH OT KOUTO HMa, II0
BB3MOKHOCT, ChOTBETHATA JINTEPATypHA CIPaBKa:

7.3.1. Tabnuia cbe ChABPIKAHUE:

CraHoBHIIIE 32 TOBEPUTEITHOCT



CrpaHnuuia 3a noanucu

1. Cpappxanue

2. O6006menue

3. YBog

4. ®u3nyHU, XUMUYHH U apMalleBTUYHU CBOKWCTBA U popmyTia

5. HekIMHWYHY U3NUTBaHUSA

5.1. Hexnuan4Ha apMakonorus

5.2. ®apMaKkOKMHETHKA U METab0IM3bM Ha MPOYKTa MPHU )KUBOTHU

5.3. Tokcukonorus

6. Edpextn mpu xopa

6.1. ®apMaKOKWHETHKA ¥ META00IM3BM Ha MPOJIyKTa IPU XOpa

6.2. bezomacHocT U e(hUKaCHOCT

6.3. Omur cien pa3penieHue 3a ynorpeoda

7. O60011eHNEe HA TaHHUTE U IPEHOPBHKU KbM H3CIIEeI0BATENs

IIpenparku KbM:

1. ITyGnukanuu

2. Jloxknmaam

[TpunoxxeHnus (ako UMa TaKKBA)

7.3.2. O60061IeHNE

JlaBa ce kpatko 00001IeHUEe (HEHAJBUIIABAIIO JBE CTPAHMIIM), TOCOYBAIO BaKHA HAJMYHA
¢usnvHa, XUMUYHA, (dapManeBTHYHA, (apMAKOJIOTHYHA, TOKCHUKOJOTHYHA, (apMaKOKWHETHYHA,
MeTaboNIUTHA U KIMHUYHA MUH(OpMaIHs, KOITO ChbOTBETCTBA Ha €Tala Ha KIMHUYHO pa3paboTBaHE Ha
W3IUTBAHUS TPOIYKT.

7.3.3. BeBeneuue

BriouBa ce KpaTKO BBBEXKAANIO ONMHCAHHWE, CHABPKAINIO XUMHYHOTO HME (KaKTo W
T€HEPUYHOTO U THPrOBCKOTO HMME, KOraro ca OJ00peHH) Ha W3MUTBAHUA(UTE) MPOIYKT(M), BCHUKH
aKTUBHU CbCTaBKH, (PapMaKOJIOrMYHUS KJac U OYaKBAaHOTO MSCTO B TO3M KJac (HaIlp. MPEeUMYLIECTBa),
00OCHOBKa 3a MPOBEXJaHE Ha MPOYYBAHETO M OYAKBAHMUTE(aTa) MHIMKAIMH(s) 3a MPOoHIAKTHKA,
Tepanusi WIM auarHoctuka. Hali-Hakpass BbBEXJAlIOTO OMMCAHME, BKIIIOYBALIO OCHOBHHS MOJXO[,
KOMTO 11Ie ce clieiBa MPH OLIEHKATa Ha W3MUTBAHUS MPOAYKT(H).

7.3.4. XumuuHu, Gpu3nyHH, (hapMalieBTUUHN CBOMCTBA U CHCTaB

[IpencraBs ce onucaHue Ha BEIIECTBOTO/aTa (BKJI. XUMHYHA W/MIIM CTPYKTYpHa (hopMmyia/u) u
KpaTKo 000011IeHNEe HAa CbOTBETHUTE XUMUYHHU, GU3NYHH, (papMalieBTUUYHU CBOMCTBA.

IIpencrass ce u ce KOMeHTHpa (ako € KIMHUYHO 3HAaYMMO) ONMCAaHUE Ha ChCTAaBa/UTE, KOUTO
1Ile c€ M3MOJ3BAT, BKJIYUTEIHO U IMOMOIIHH BELIECTBA C 1€l MpeAIpreMaHe Ha MOAXO0IAIIN MEPKH 3a
6e3omacHocT. J[aBaT ce MHCTPYKIMHU 3a ChbXpaHeHHe U ynoTpeOa Ha fo3oBuTe popmu. CriomeHaBar ce
BCHUYKH CTPYKTYPHH CXOJICTBA C JPYTY U3BECTHHU BEIIECTBA.

7.3.5. HeknMHUYHY U3MUTBAHUS

[Ton ¢gopmara Ha 000OIIEHHE C€ MPEACTABAT PE3YNATATH OT BCHUYKM 3HAYUMH HEKIMHUYHU
(bapMaKoIOTUYHH, TOKCUKOJIOTUYHY, PapMaKOKMHETUYHHU W3MHUTBAHUS U U3NUTBAHUS 32 YCTaHOBSIBaHE
Ha MeTabonM3Ma Ha U3MUTBaHUSA MPOIYKT. ToBa 0000IIeHHE omHcBa H3MOJ3BaHATa METOOJIOTHS,
pesyaTratute U OOCHKIaHE Ha 3HAYUMOCTTAa Ha OTKPHUTHUATA 32 M3MMTBAHUSA HPOAYKT U BB3MOKHUTE
HeOIaronpusaTHU U HeXellaHU eeKTH IpU Xopara.

[IpencraBenata uH(OpMAaIs BKIIOYBA TECTYBAaHUTE BHUJOBE; OpOil M MOJ Ha KUBOTHUTE BbHB
BCAKa Ipymna; J030BU €IUHUIM (Hamp. Muidrpam/kuiorpam, mg/kg); 1030B MHTEpBaj; HAuYWH Ha
NPUIIOKEHNE; MPOABDKUTENIHOCT Ha JO3MpaHe; HHGpopMalMs 3a CHCTEMHO pas3lpeaeiieHHE;
MPOIBIDKUTETHOCT Ha MpOCieNsBaHe CJej IMpuiaraHe; pe3yiTaTd, BKIIIOYBALIM CIIETHUTE ACIEKTH:
€CTeCTBO M YEeCTOTa Ha (PapMaKOJOTMUHUTE WJIM TOKCHYHUTE €(EeKTH; TEeXKECT M HMHTEH3MBHOCT Ha
(hapMaKOIIOTHYHNTE WIIM TOKCHYHHUTE €(EKTH; BpeMe 3a Bb3HUKBAaHE Ha €PEKTHUTE; MPOIBIKUTEITHOCT



Ha e(heKTUTE; 1030B OTTOBOP.

Tabnuuen ¢dopmar WM COHCHK MOXKE Ja C€ HW3MOJ3Ba, 3a Jla Cce MOoJoOpu sCHOTaTa Ha
MPEJCTaBEHOTO.

B cnepgBamure pasgmenu Ha OpollypaTa Ha H3CIEAOBaTeNsl Ce MPENCTaBAT Hai-BaKHUTE
OTKPUTHS OT U3MHUTBAHUATA, BKIIOYUTEIHO TO30BUAT OTTOBOp Ha HabM0qaBaHUTE €(PEKTH, 3HAUMMOCTTA
3a Xopara 1 BCUUKHU e(eKTH, KOUTO e ObJIaT MPOYyUYBaHHU BBPXY XOpa. AKO € Bb3MOXKHO, C€ CpPaBHABAT
edeKTUBHATA W HETOKCHYHATA J[03a B JKMBOTHU OT €IUMH M CBHIIM BHJI (T.c. HEOOXOIUMO € Ja ce
MpPe/ICTaBu TepaneBTUYHMUAT uHAEKC). [IperncraBs ce 3HauMMOCTTa Ha Ta3u HHPOpPMAIUS KbM
IpeJUIoKeHaTa J03UpOoBKa mpu Xxopa. Korato € Bb3MOXKHO, C€ MpPaBAT CPAaBHEHHs IO OTHOIIEHHE Ha
KpBbBHO-ThKAaHHHTE HUBAa BMECTO Ha 0aza mg/kg.

7.3.5.1. HexnmuaunuHa (apmMakoiaorus

B paznena ce BkiitouBa 060011eHre Ha (apMaKOJIOTUYHUTE ACMIEKTH HA U3MUTBAHUS IPOAYKT, a
KBJIETO € HEOOXOAMMO - W Ha HETOBUTE BAXKHU METAOOJMTHU TPOYYBAHUS y KUBOTHU. TakoBa
000011IeHNe BKIIIOUBA MPOYYBAHUS, KOUTO OILICHABAT MOTEHIMAIIHATA TEPAeBTUYHA aKTUBHOCT (HAIp.
MoJIeNid 32 €(hEeKTUBHOCT, CBBP3BaHE C PELENTOPHTE M CHEHM(PUYHOCT), KAKTO TAKHBA, OLECHSIBAIIU
0e30MacHOCTTa (Hamp. CHEeNHaTHU U3MUTBAHUS 32 OLIEHKA Ha (apMaKOJIOTUYHHUTE JNCHCTBUS, pa3IMiHU
OT TIPEIJIOKEHUTE TePATICBTHYHHU €PEKTH).

7.3.5.2. ®apMakOKMHETHKA U METab0IM3bM Ha MPOJIYKTA Y )KUBOTHU

[IpencraBs ce o6oOmenune Ha (apMaKOKMHETHKATa W OHMOJIOTMYHATa TpaHCchopManus H
JUCTIO3UIINS Ha W3MHUTBAHUS JIEKAPCTBEH MPOAYKT BHB BCUUYKM H3cleABaHH BUAOBe. KomMeHTapbT Ha
HAXOJIKUTE BKJIIOYBA abCOpOIMATA, TIOKATHATA M CUCTEMHATa OMOHAIMYHOCT Ha U3MTUTBAHUS JIEKAPCTBEH
MPOJAYKT U HErOBUTE METAOONUTH M TAXHATA Bpb3Ka C (PapMaKOJOTUYHHUTE M TOKCHUKOJIOTHMYHUTE
OTKPHUTHS B )KHBOTUHCKUTE BUIOBE.

7.3.5.3. Tokcukonorus

[IpencraBs ce 0000IICHHE HA TOKCHKOJOTUYHHUTE €(PEKTH, OTKPUTH B CHOTBCTHH W3IUTBAHWS,
MIPOBEJICHN BBPXY PA3NMYHU >KMBOTMHCKUA BUIOBE, KOETO Ja BKJIIOYBA CIIEJHOTO: TOKCHUYHOCT MpPH
eIMHUYHA J1032; TOKCHYHOCT TPU MHOTOKPATHO JO3UpPAaHE; KaPIMHOTCHHOCT; CICIUAIHA W3IUTBAHUS
(Hamp. Ipa3HUMOCT U UyBCTBUTEIHOCT); PENPOAYKTUBHA TOKCUYHOCT; TEHOTOKCUYHOCT (MyTareHHOCT).

7.3.6. Edextu mpu xopa

[IpencraBs ce MBIHO ONMMCAaHUE HA TO3HATUTE €PEKTU HA UMUTBAHUA(UTE) MPOAYKT(H) BHPXY
Xopa, BKIrOYBal] nHpopmaims 3a papMakokuHETHKaTa, MeTabonu3Ma, (papMakoMHAMHUKATA, TO30BUS
OTroBOp, 0€30MacHOCT, e(UKACHOCT U Apyru ¢apmakonoruyHu neiictBus. Korato e BB3MOXKHO, ce
npejactaBs 0000IIeHHE Ha BCSIKO 3aBBPIICHO KIMHWYHO W3MHWTBAHE, KAKTO W WHGOpMANUSA IO
OTHOIIIEHHE Ha pEe3yATaTUTe OT BCsKa YyHmoTpeba Ha H3MUTBAHUS JIEKAPCTBEH MPOIYKT, KOATO ce
pa3nnyaBa OT Ta3u B KIIMHUYHUTE W3MUTBAHUS (HAIPUMEp - OT OIUT CJIE/l MyCKaHEeTO Ha ma3apa).

7.3.6.1. ®apMakOKMHETHKA U METabOIM3BM Ha MPOJYKTA ¥ XOpa

[IpencraBs ce o0oOmenue Ha wuHGOpMamuATa 3a (PapMaKOKMHETHKAaTa Ha W3MUTBAHUA
JEKapCTBEH TMPOJYKT, KOSITO, aK0 € BB3MOXKHO, BKIIOYBA CJEIHOTO: (hapMaKkOKWHETHKa (BKII.
MeTabonu3bM U abcopOIusl, CBbp3BaHE C IJIA3MEHUTE MPOTEUHH, pa3lpeleieHHe U eIMMHHUPAHE);
OMOHATMYHOCT (KBJIETO € BH3MOKHO a0CONIOTHA W/WJIM OTHOCHUTEHA), KaToO C€ M3IMOI3Ba 1030Ba hopMa
3a cpaBHEHHE; NOJArPYNH Ha MOMyJanusTa (Hamp. IMOJI, Bb3pacT M yBpeAeHa (PyHKLIHMS Ha OpraH);
B3aMMOJICHCTBUS (HAmp. B3aUMOJEHCTBUS MPOAYKT - MPOAYKT WIM eQeKTH Ha XpaHa); IpYTrH
(hapMaKOKWHETHYHU JIaHHU (HAIp. Pe3yJaTaTH OT M3MHUTBAHMS BBPXY IOMYJIAIIUH, IPOBEJICHU 110 BpeMe
Ha KJIMHUYHU U3MUTBAHUA).

7.3.6.2. be3onacHocT U epUKaCHOCT

[Ipencrass ce o6oO0IeHre Ha HHPOPMAIUATA, TIOTyYeHa OT MPEAUIIHN KIMHUYHA U3MUTBAHUS
BbpPXy Xopa (34paBu JOOpOBOJILIM W/MAM TAalMeHTH) 3a Oe3omacHocTTa, (apMaKoIuHAMUKATa,
e(UKaCHOCTTa U JI030BUSI OTTOBOP HA UBMUTBAHUS/UTE MPOIYKT/U (M HA TEXHUTE METAOONIUTH, KBJETO €
HeoOxoauMo). KoMeHTHpaT ce 3akiltoueHnsTa oT Ta3u nHpopmanus. B ciydanrte, KoraTo ca 3aBbpIICHA



rosiM Opoi KIMHUYHHU W3MUTBAHUS, W3IMOJI3BAHETO HAa 00001IeHHs 3a 0Ee30MacHOCT U €(UKACHOCT OT
MHOTOKpPaTHHM W3MUTBaHMS 10 MHIUKAIMKM B MOATPYNU MOXeE Ja ObAe MPEICTABUTENIHO 3a JaHHHTE.
O06o0muieHusaTa MoraT Ja ce MPEACTaBiAT M B TaOJIMYCH BUJ 32 HEXKEJIAHUTE JIEKAPCTBEHH PEAKIMU 32
BCUYKM KJIMHUYHU U3MUTBAHUA (BKJI. M TE€3U 32 BCUYKH M3CJICABAHU MOoKa3zaHus1). KoMeHTHpaT ce BaKHU
pa3nuuus B TEHACHIMHUTE/ 4YECTOTaTa Ha IOSBAa HAa HEXKEJIAHUTE JIEKAPCTBEHH PEAKLUU CpeIry
MH/MKALUUTE WIA HOATPYIIHTE.

[IpencraBsa ce onucaHue Ha NPEABIKIAHUATA [0 OTHOLICHHE HA MOTCHIMAIHUTE PHCKOBE H
HE)KEJIAHUTE JIEKAPCTBEHU PEAKLUU Bb3 OCHOBA HAa HEMOCPEICTBEHMS ONMUT C M3MUTBAHMS JIEKAPCTBEH
IPOAYKT U ChC CBBP3aHHUTE C HErO MPOIYKTH, KAKTO W Ha TNPEANA3HUTE MEPKU WU CHEIHATHUTE
HaOJIIOACHUs, KOWTO Ja Ce M3BBbpLIAT II0 BpeMe Ha M3IMTBAaHATa yNoTpebda Ha JIEKapCTBEHUs
MPOAYKT/TIPOTYKTH.

7.3.6.3. OnuT cinen pa3periaBaHe 3a ynorpeoda

[locouyBaT ce cTpaHuTe, B KOUTO H3NMUTBAHMAT JIEKAPCTBEH NPOAYKT MMa pa3pelIeHUE 3a
ynotpeba. KomeHnTupa ce Bcsika BaxHa HH(pOpMalus, MOIyd4eHa OT ynorpebaTa ciel pa3pelicHHe
(namp. ¢opmynu, 103U, IBTUIIA HA BbBEXKIAHE WM HEXEIAaHU JIeKapcTBeHU peakiun). [locousar ce u
CTpaHMTE, B KOUTO U3IMUTBAHUAT JIEKAPCTBEH MPOAYKT HE € MOJIydMs pas3pelieHue 3a ynorpeda wiu e
OWJT M3TErJICH OT Ta3apa.

7.3.7. O600111eH1Ee HA TaHHUTE U NIPETIOPBKU KbM HU3CIIE10BATEIS

B TO3M pasgen, mo BB3MOXKHOCT, CE€ ChIbp)Ka ISUIOCTEH KOMEHTap MO OTHOILIEHUWE Ha
HEKJIMHUYHUTE M KIMHUYHHUTE JAHHU M ce o00obOmaBa MH(OpManusaTa OT pasiMyHU H3TOYHHMLM 3a
pa3IMyYHU aCMEeKTH Ha U3NUTBaHUS NPOAYKT. [1o TO3u HauuH n3caen0BaTeNsIT MOXe 1a ObJe 3al03HaT C
Hail-uH(popMaTUBHATA MHTEPIpETalUsl Ha JOCTBIIHUTE JaHHM M C OIIEHKAa Ha 3aKIIOYEHUsATa I10
uHbopManuaTa 3a ObICIIN KIMHUYHA U3TUTBAHUS.

KomeHntupar ce nyOiuKyBaHM JOKJIAagy 3a ChOTBETCTBAIIM JICKAPCTBEHH MPOAYKTH C L
[IoMaraHe Ha M3CcJIe0BaTeNs J1a NPEeABUAN HEXEIAHUTE JIEKAPCTBEHU PEaKLUu WM JPYrd NpoOjaeMu B
KJIMHUYHUTE U3MUTBAHUS.

OcHoBHaTa 1/l Ha pasjena € Ja MpeACTaBM Ha HU3CJEeN0oBaTelsd €QHO SICHO pa30upaHe Ha
BB3MOKHUTE PHCKOBE, HEXENaHW PEeaKIMHU U Ha Clelu(UYHUTE TECTOBE, HAONIOJCHHUS U MpeAra3Hu
MEpKH, KOUTO MOraT Jia c€ HaJoXKaT 3a KJIMHUYHO m3nuTBaHe. Heobxonumo e ToBa pazOupaHe na ce
OCHOBAaBa Ha JIOCThIHATA (PU3MYHA, XUMHUYHA, (papMalleBTUYHA, (DapMaKOIOrMYHa, TOKCUKOJIOTHYHA U
KJIMHUYHA HMH(OpManMs 3a W3MUTBAaHUSA/UTE JIEKapcTBEH/W NpoAykr/u. Ha nexaps-uscnenoBaren ce
NPEJCTaBs ChIUIO0 PHKOBOJCTBO 3a YCTAHOBSIBAHE M JIEUCHHME Ha BH3MOXKHO NPEAO3UpaHE M HEKellaHa
JIEKapCTBEHA peaKIus, KOeTo Ja ce 0a3upa Ha MPEIUIIHMS OMUT BHPXY XOpa U Ha (apmMakoyorusTa Ha
M3MUTBaHMS JEKapCTBEH MPOAYKT.

8. OCHOBHHM JJOKYMEHTH 32 IIPOBEXAaHEe HA KIMHHUYHO U3MUTBaHE

8.1. YBox

OCHOBHHTE TOKYMEHTHU Ca OHE3HU JOKYMEHTH, KOUTO HHAWBUIYaTHO U KOJEKTUBHO MO3BOJISBAT
OIICHKa Ha HpOBe)KI[aHCTO Ha €AHO HU3IIMUTBAHC WU KAUYCCTBOTO HaA HOJ'Iy‘-ICHI/ITe JAHHU U CbhCTAaBJIABAT
OCHOBHOTO JIOCHE€ Ha KIWHUYHOTO H3MUTBaHE. Te3u [OKyMEHTH CIyKaT 3a JEMOHCTpHpaHe Ha
CIa3BaHETO OT HM3CJICJIOBATENS, BB3JIOKHUTEIS U JIUIETO, U3BBPIINBAIIO MOHUTOPHPAHE, HA CTAHIAPTHTE
Ha J[oOpaTa KIMHUYHA MPAKTHKA U HA BCUYKH MPUIOKUMH HOPMATUBHHU M3UCKBaHUS.

OCHOBHI/ITG )IOKYMGHTI/I CJ'IY)KaT ChIIIO W 34 HIAKOJIKO )IpyrI/I BAaXXHHU IICJIN. HaBpeMeHHOTO
MOMBJIBAaHE HA OCHOBHUTE JOKYMEHTH B IIEHTHPA HAa M3CIIEJOBATENS U BH3IOKUTENS MOXKE 3HAYUTEITHO
Ja JONPUHECE 3a YCIENTHOTO IMPOBEKIAHE HA €HO W3IHUTBAHE OT WM3CJICIOBATENs, BB3JIOKHUTEIS U
JTUIETO, U3BBPIIBAIIO MOHUTOpUpPaHe. Te3u JOKYMEHTH MOAJIeKaT Ha He3aBUCHMA MPOBEpKa (OJIUT) OT
HC3aBUCHUMUA O}II/ITOP Ha BB3JIOXUTCIIA U CC I/IHCHGKTI/IpaT oT perynaTopHI/ITe OpFaHI/I KaTto 49acCT OT
mpoleca 3a MOTBbPXKAABaHE HA BATUIAHOCTTA HA MPOBEXKIAHETO HA €IHO U3MUTBAHE W MBIHOTATa Ha
HOqueHHTe JAHHU.



CHUCBKBT ¢ MHUHHMMAJIHUS HAOOp OCHOBHU JOKYMEHTH € HW3JIOXKCH MO-70Jy. PasmuuHute
JOKYMEHTH Ca IPYIUPAaHU B TPU Pa3jeis B 3aBUCHMOCT OT €Tala Ha KIMHUYHOTO M3IUTBAHE, [0 BpeMe
Ha KOMTO T€ OOMKHOBEHO C€ ChCTaBAT: 1. mpeau 3amouBaHe HA KIWHMYHATA (aza HA KIMHHUYHOTO
U3MUTBaHe; 2. [0 BPEME Ha MPOBEKIAHETO Ha KIMHUYHOTO H3IHMTBAHE, M 3. ClIe] 3aBbpIIBAHE HIIH
npeKkpaTsBaHe Ha KJIMHUYHOTO M3MMTBaHe. [IpefcTaBeHO ¢ omucaHHe Ha BCEKH OTHCICH JTOKYMEHT U
KbJ€ € HEOOXOAMMO Ja C€ ChXpaHsABA - MPHU M3CICIOBATENS, IPU BH3IIOKUTEIS WM W IPH JBaMaTa.
[TpuemnuBO € a ce KOMOMHUPAT HSAKOU OT JOKYMEHTHUTE [0 TaKbhB HAYMH, Ye OTICITHUTE CICMEHTH J1a
MOTaT JIECHO JIa C€ Pa3IO3HAasT.

Heo0xoauMo0 € OCHOBHO JOCHE Ha KIMHHYHOTO H3MNMTBAHE Ja CE€ CHCTAaBsi B HAYAJIOTO Ha
KIMHAYHOTO M3IHMTBaHE KAaKTO B IIEHThpAa Ha H3CJICIOBATEIs, Taka M B oduca Ha BB3IOKUTEIS.
OKOHYATETHOTO MPHUKIIOYBAHE HA €HO KIMHHUYHO M3IUTBAHE CTaBa €Ba KOTaTo JIMIIETO, U3BBPIIBAIIIO
MOHHTOPHPAHE, € MPErJIeaaao OCHOBHOTO JOCHE HA H3IMUTBAHETO HA M3CIICA0BATES K OCHOBHOTO JOCHE
Ha M3MHUTBAHETO Ha BB3JIOKUTEIS M € YCTAHOBUJIO, Y€ BCHUKUA HEOOXOJMMH JTOKYMEHTH Ca HAJHYHU B
CHOTBETHUTE JIOCHETA.

Hskou miM BCHYKM ONMHUCAHU JOKYMEHTH MOrar ja ObaarT oOeKT Ha MpoBepKa OT CTpaHa Ha
BB3JIOKUTEIS] ¥ HAa MHCIIEKIMsI OT CTpaHa Ha PEryjIaTOPHHUTE OpPTaHH, KaTo 3a Ta3u IeNl Te TpsOBa jaa
OBbIAaT JOCTBIIHM.

8.2. Ilpenu 3amouBaHe Ha KJIMHUYHATA (Pa3a Ha KIMHUYHOTO M3IMTBAHE

[To Bpeme Ha IUTAHHUPAHETO HA TO3M €Tal W Opead (OPMAIHOTO HAYaI0 HA KIMHHYHOTO
U3MUTBaHE € HEOOXOIUMO J1a C€ ChCTABAT U JIa CE€ ChXPAHSBAT CICJHUTE TOKYMEHTH:

[oKyMeHT Llen CbxpaHsiBaH
B JOKYMEHTaUusATa Ha
nscnegosaren Bb3NOXUTEN
1 2 3 4

[a ce ookymeHTUpa, Ye

8.2.1. Bpouwlypa Ha nscnegosarens X X
CbOTBEeTHaTa U1 ak-
TyanHa Hay4Ha uHdopmMaums
3a U3NUTBaHUA
NPOAYKT € NpeAcTaBeHa Ha
n3crnegosaTens.
a ce AOKYyMeHTMpa
8.2.2. MoanucaH NPoOTOKON U NPOMEHU A AOKY P X X
OOroBOpPbBT MexXay macne-
oBaTeNd 1 Bb3NoXutens 3a
(ako uma) n obpasey OT KNNHWY- A
npotokona/
HaTa KapTa Ha nayueHTa npomeHute n KKI1.
8.2.3. WHpopmaums, gageHa Ha nuuaTta
B KIMMMHUYHOTO U3NUTBaHe
a ce AOKYMeHTupa
8.2.3.1. ®dopma 3a UHPOpPMMpPaHO CbIna- A Aoky P X X
WHOPMUPAHOTO CbI-
cue (BKM. NPUNoOXuMu Npesoamn) nacuve Ha yvyactHuumTe.
a ce OKYMeHTUpa, Ye Ha
8.2.3.1. Bcsaka gpyra nucmeHa A AOKY pa, X X
y4yacTHUUUTE e
MHbOpPMALIYS 6boe npeacTaBeHa
nogxogsiia uHdopmMaumna
(kaTo CbOBbPXKAHME M CTUN).
a ce AOKYMEHTMpa, ve
8.2.3.2. 0O06sBa 3a HabupaHe Ha NauMeHTn A Aoky P X 0

MepkuTe 3a Habupa-
He Ha nauWeHTu ca

(ako nma)
NOAXOOSALLN U HEMNPUHY-



OUTENHN.

[a ce gokymeHTupat

8.2.4. drHaHCOBW acnekTn Ha KITMHUYHOTO X X
¢mHaHCOBUTE JOrOBO-
M3NMTBAHE pu Mexay nscrnegosartens u
Bb3MOXUTENS
3a KNMHUYHOTO U3NUTBAHE.
8.2.5. 3acTpaxoBaTtenHa nonuvua flace HOKyMEHTWpa, He B X X
cnyyam Ha CBbp-
3aHO C KNUHUYHOTO
n3nnTBaHe yBpexaaHe
nuuarta we 6vaar
KOMMNEHCUpaHu.
8.2.6. NognucaH goroBop Mexay CTpaHuTe Ha ce pokymenupar
aorosopuTe.
y4yacTHULM
8.2.6.1. mexay nscnegoeartensi U Bb3noxurtens/ X X
[OroBopHa nacrnegoBaTericka opraHu-
3aums;
8.2.6.2. mexay Bb3noxurens n ne4yebHoTo X X
3aBefeHne - LEHTbP Ha NPOYYBAHETO;
8.2.6.3. Mexay Bb3noxuTensa n orosopHa 0 X
nacnegosaTesicka opraHmsauus
8.2.7. [aTupaHo, AOKyMEHTMpPaHO pa3peLue- fla ce pokymertupa, ye X X
KITMHWYHOTO U3NKUT-
HNE/MONOXWUTENHO CTaHOBULLE Ha BaHe e 6uro pasrnesaHo ot
KOMMCUSA MO
KE 3a criegHoTo: eTuKa 1 € Nony4nno
NOSNTIOXUTENHO CTaHOBU-
we. 3a ngeHtugmumpaHe Ha
HOMepa un fgaTa-
Ta Ha BepcudATa Ha
OOKYMEHTUTE.
8.2.7.1. [lpoToKon n npoMeHu
8.2.7.2. KKI
8.2.7.3. ®dopma 3a MHPOpMMpPaHO cbrnacume
8.2.7.4. Bcsaka gpyra nHcopmaums, npeacra-
BsiHA Ha y4acTHUUUTE
8.2.7.5. 0O06sBa 3a HabupaHe Ha y4acTHULM
(ako ce usnonsea)
8.2.7.6. KomneHcauuu 3a y4actHUUUTE
8.2.7.7. Bcwnyku gpyrn JOKYMEHTU, nognexa-
LM Ha ogobpeHue/cTaHoBMLLE
8.2.8. CbcTaB Ha komucuaTa no etuka/ Ha ce poxymertupa, ye X (Axo ce
KoMucusaTa rno eTu- N3NCKBa)
3anoBsep 3a HasHa4yaBaHeTo ka € cheTaseHa B
cvoTBeTcTBME ¢ K.
8.2.9. PaspelueHue/yBegomneHue Ha fa ce nokymenTypa, e X X

perynaTtopHuTe opraHu

pa3peLieHneTo e
ﬂOJ'Iy‘-IeHO/CDOK'bT 3a
yBegoMABaHETO € U3-
TEKbI Npean 3ano4yBaHe Ha
KIMNHNYHOTO



n3nmnTBaHe U B CbOTBETCTBUE

C MpUNoXu-
MUTE HOPMATMBHM
N3NCKBaHMS.
a ce AOKyMeHTupaT
8.2.10. AsTtobuorpadus n/vnu gapyr AoKy- A AoKy P X
KkBanudukaummte n
HageXaHoCTTa 3a
MEHT, JoKa3Ball, kBanudukaumm- Aska
npoBeXaaHe Ha KNnHWY-
HOTO M3NUTBaHe n/unu 3a
Te Ha rnaBHUSA u3cnegoBaTen u
oKa3BaHe Ha Me-
MaCneoBaTENMTE AVLMHCKO HabnogeHve Ha
yyacTHMuuTe.
. a ce JOKyMeHTupart
8.2.11. PedepeHTHN cTONHOCTU/IpaHMLM 3a A AoKy 1P X
HOpManHuTe CTON-
HOCTW W/unn rpaHnumM 3a
MeauMLUMHCKu/nabopaTopHW/TEXHMYEC- pannu
TecToBeTe.
Ky npouenypv u/unu TectoBe, BKIHO-
YeHn B NPOTOKON
a ce JOKyMeHTupar
8.2.12. MeaunumnHckn/nabopaTopHW/TEXHNYEC- a AoKy P X
KOMMETEHTHOCTTA Ha
Kv npouenypw/TectoBe: cepTudmkar; naboparopuure 3a
' ’ npoBsexgaHe Ha Heobxo-
- . OVMUTE TECTOBE U
peanTaunst; yCTaHOBEH Ka4yeCTBEH
noaabpXaHe Ha Hagexn-
KOHTPOMN W/unun BbHLUHA OLEHKa Ha HOCTTa Ha pesynTartuTe.
KayecTBOTO; Apyra Banugaums
a ce JOKyMeHTupa
8.2.13. O06paseu Ha eTukeTa/eTukeTUTE, NPU- A AoKy P 0
CbOTBETCTBME C MPUIIO-
Xnumute Hapeaodu 3a
NOXEHW KbM OMakoBKaTa Ha U3nuT- pea
€TUKETMPAHE U Y€ UH-
BaHUS NPOAYKT CTPYKUMUTE, NpeacTaBeHN Ha
oAy y4yacTHuULMTE,
ca NoAxXodALLM.
a ce JOKyMeHTupaTt
8.2.14. WHcTpyKumm 3a GopaBeHe ¢ n3nuT- A AoKy P X
Yl
WHCTPYKUUnNTE, HEOO-
XOOVMU 3a CbXpaHsABaHe,
BaHWUS NPOAYKT U CBbP3aHUTE C KIu-
onakoBaHe, pas-
npocTpaHsiBaHe U pa3gaBaHe
HUYHOTO U3NUTBaHe Matepuanu (ako pocTp pasA
Ha M3NUTBaHMWS
NPOAYKT N Ha CBbP3aHUTe C
He ca BKIYeHU B Gpoluyparta Ha poay P
KNMUHWUYHOTO
nscrnegosaTtens) M3NUTBaHe maTepuanu.
a ce AOKYMeHTupaT gatute
8.2.15. OKYMEHTU 3a nanpatlljaHe u gocras- A AOKY pata X
Yy

Ka Ha U3NUTBaHWsi NPOAYKT U CBbp3a-
HWUTE C KNMHUYHOTO U3NUTBAHE

maTtepunanum

Ha npaTkuTe,

HoMepaTa Ha napTuauTe Ha
n3nuTBaHUs

NPOAYKT U HAYMHBT Ha
usnpauwane. Mo3aeo-

nsiBa npocrneasiBaHe Ha
naptugaTa Ha npo-

AyKTa, Ha ycroBuaTa Ha
[oCTaBKa U Ha
OTYeTHOCTTa.



[a ce gokymeHTupar

8.2.16. CepTudmkar 3a aHann3 Ha 13- 0 X
WMAEHTUYHOCTTA, YnC-
ToTata u cunarta Ha

NUTBaHNA NPOOYKT N
nNpoayKTa, KOWUTO Lue ce
M3Mnon3Ba B KMMHUYHOTO
N3nuTBaHe.
a ce AOKYMEHTMpa Kak, B
8.2.17. [poueaypw 3a pa3no3HaBaHe B A Aoky P X X

cnyyan Ha cneLu-

HOCT, MOEHTUYHOCTTa Ha

cnenuv n3nuTBaHuga (v Ha TpeTa
MacKupaHusi npo-

OYKT e ce pasno3Hae, 6e3

Aa ce paskpuBsa

MacCKMpPaHETO Ha NNe4YeHneTo

CTpaHa, ako e

NPUNOXNUMO)
3a ocTaHanuTe
y4acTHUUM.
a ce JOKYMeHTupa MeToabT
8.2.18. OCHOBEH CnNUCHK 3a paHdo- A AOKy P A 0 X
3a paHOoMMu-
3MpaHe Ha y4yacTHULMTE B
Mu3auns
KIMMHUYHOTO
n3nuTBaHe.
a ce OOKYMeHTUpa, ve
8.2.19. [oknapg oT NUuUeTOo, U3BbPLUBALLO A AOKY P 0 X
LEeHTbPBLT € Noaxo-
Sl 32 KNMUHUYHOTO
MOHUTOpUpPaHe nNpeaun KINMHUYHO-
nsnuTBaHe (Moxe aa
TO U3NUTBaHe ce kombuHmpa ¢ T. 8.2.20)
a ce JOKYMeHTUpa, Yye
8.2.20. [oknag oT NuueTo, M3BbpLUBALLO A AOKY P X X

npoweaypute no
KIMUHUYHOTO M3nuTBaHe ca
KOMEHTUpaHu

C na3cnepnoBartenid U ¢ HeroBsus
eKkun

(moxe ga ce kOMBUHMPa C T.
8.2.19)

MOHWUTOPUpaHe, 3a cTapTupaHe

Ha KIMNMHNYHOTO U3NnUTBaHe

8.3.Ilo BpPEMC Ha KIIMHUYHOTO MIPOBCKIAHC HA U3ITUTBAHCTO

B nmonbianenne Ha TOPCIOCOYCHUTE NTOKYMCHTHU € H€06XOI[I/IMO CJICABAIIMTE JOKYMCHTH CBHIIO
Aa ¢C€ CbXpaHABAT IO BpEME HaA KIMHHUYHOTO M3IMUTBAHC KATO MAO0KA3aTCJICTBO, BCAKA HOBa
ChOTBECTCTBAIIIA I/IH(l)OpMaIII/Iﬂ € JOKYMCHTHPpaHa, CJIC] KaTO CTAaHC JOCTBITHA.

[okymeHT Lien CobxpaHsiBaH
B JOKYMEHTauusaTa Ha
nscnegosarten Bb3N0OXUTEN
1 2 3 4

[a ce pokymeHTUpa, 4e

8.3.1 AKTyanusaumm Ha 6poluypa Ha X X
CbOTBETHATA UH-
dopmauusa e cBoeBpPEMEHHO

nscnegosartens
npencraBeHa
Ha n3crnegoBaTensi.
a ce JOKYMeHTUpaT NPoOMeHUTe
8.3.2 Bcnyku npomeHn Ha npoTokona/ A Aoky P P X X

B TE3N,
CBBbpP3aHn C KIMMMHNYHOTO

npomenunte n KKI1; cbopmara 3a
N3nuTBaHe u BNUsI-



NMUCMEHO MHAOPMUPAHO
cbrnacwe;

BCSIKa Apyra nucmeHa
MHdopmMauus,

npencrasdaHa Ha ydaCTHULUNTE;
ob6sBa 3a HabupaHe Ha naunMeHTn
(ako ce n3nonaea)

eLln Ha KIMMHUYHOTO n3nnTBaHe,
OOKYMEHTH.

[a ce npokymeHTupa, 4e

8.3.3 [datnpaHo, LOKYMEHTMpPaHO Mno- NDOMEHUTE MMM
npepaboTkuTe ca 6unun
NOXWUTENHO CTaHOBWULLIE Ha KO-
pasrnegaHvn B KOMU-
. CVs NO eTUKa 1 ca NonyyYnnu
MMUCUKS NO eTUKa 3a CrieHOTO:
NONOXUTEenHo
8.3.3.1 [lpomeHu B npoToKona CTaHoBMLLe.
8.3.3.2 [lpomeHu BbB hopma 3a MHGop- Ha ce npeHTMMUMpaT HOMepLT
n patarta
MUpaHo cbrnacue Ha BepcusaTa.
8.3.3.3 [lpomeHwn BbB BCsKa Apyra uH-
hopmauus, npeacraBsHa Ha
yyacTHuumuTe
8.3.3.4 [pomeHn B 0b6sBa 3a HabupaHe
Ha y4YacTHMLM (aKo ce M3nonaea)
8.3.3.5 [lpomeHun BbB BCUYKM ApYrK OO-
KYMEHTU, N3UCKBALLW MOMOXN-
TerHo cTaHoBULLE
8336 lMpomeHn B NpoabmKNTENHUS
Hapg-
30p Ha KINMHWYHOTO U3NUTBaHe
8.34 PaspelueHue/yBegomsBaHe Ha pe- Ra ce pokymentupa, qe
paspeLueHneTo e
Nony4eHo/CpoKbT OT NogaBaHe
ryrnaTopHUTE OpraHun 3a NPOMEHM
Ha yBegoms-
BaHETO € U3TEKbI Npean
npunaraHe Ha npo-
MEHUTE B KITMHWYHOTO U3NUTBaHe
N B CbOT-
BETCTBUE C NPUNOXKUMUTE
HOpMaTUBHU
N3NCKBaHMS.
835 AsTO6MOrpacusa Ha HOB rnaBeH [a ce pokymeHTupar
o n3- KBanudukaummTte un
cnepgosaten w/vnu HaJeXaHOCTTa 3a NpoBexaaHe
n3cregoBatenu Ha KMUHWY-
HOTO M3NUTBaHE M/unu 3a
OKa3BaHe Ha me-
OVUMHCKO HabnogeHne Ha
yyacTHuUMTE.
8.3.6 NpomeHn B HOpManHUTE CTOMHOC- 'S‘igs_D'OKyMeHTMpaT ripomenuTe
MarHuTe CTOMHOCTU n/nnm
Tu/rpaHnum 3a MeguunHckn/nabo-
rpaHuum 3a
paToOpHW/TEXHUYECKM NpoLeaypu  TecToBeTe.
n/vnun TeCToBe, BKIIOYEHN B MnaHa
8.3.7 MpomeHn B MmegmumHcku/nabo- [a ce pokymeHTUpa, 4e



paTopHu/TeEXHUYeCkn npouenypw/

TecToBe: cepTudmKkaT; akpeguTa-
UuS; yCTAaHOBEH Ka4yeCTBEH KOH-
TPON W/unn BbHLLHA OLEHKa Ha
Ka4yeCcTBOTO; BCAKa Apyra Banu-

TecToBeTe ocTasaT

MPUNOXUMU MO BPEMe Ha Lienus
nepvon

Ha KIMMHNYHOTO U3NNTBaHe.

fauus
8.3.8 [okymeHTn 3a nanpatlaHe Ha CovrnacHo 1. 8.2.15 X
N3NUTBaHWUS NPOAYKT U CBbp3a-
HUTE C KNMMHWYHOTO U3NUTBaHe
mMaTepunanmu
8.3.9 Ceptndukar 3a aHanua Ha HoBu  CbrracHo T. 8.2.16 0
napTuau OT U3NUTBaHUA NPOAYKT
a ce AOKyMeHTupaT
8.3.10 [Joknaawu oT nocelleHns Ha nuue- A AoKy P 0
nocelleHuaTa n Ha-
XOOKWUTE Ha NnueTo,
TO, U3BBPLLBALLO MOHUTOPUPaHE
N3BBbPLLBALLO MOHU-
TOpupaHe.
a ce AOKYMEHTMpAT BCUYKU
8.3.11 [onmbnHWTenHa KopecrnoHOeHuus, R AOKY P X
crnopasymeHus
U 3HAYMMM KOMEHTapW Mo
pasnuyHa oT NoceLLeHmaATa B LieH-
OTHOLLEHUe Ha
. agMVHUCTpaLMs, NPOTOKON,
Tbpa: NMcMa, JoKnaan oT CpeLuu,
HapyLleHus,
nposexaaHe Ha KNMNMHUYHOTO
3anucku ot TenedoHHN pasroBopu
n3nuTBaHe n
JOoKnaaBaHe Ha HexenaHu
cvbutma.
a ce AOKYMEHTMPA, Ye
8.3.12 [loanucaHu dhopmun Ha NMHDPOPMU- A AoKY P X
CbrlracueTo e nony-
YyeHo B cboTBeTcTBUe ¢ OKI n
paHo cbrinacue
nnaHa un e
JaTupaHo HenocpeacTBeHO
npeau y4actneTto
Ha BCEKM YYaCTHUK B KNUHUYHOTO
n3nuT-
BaHe. [la ce AOKyMeHTuMpa U
paspeLueHune
3a gupekTeH goctbn (T. 8.2.3).
a ce JOKYMeHTupa
8.3.13 W/3xogHu JOKYMeHTHn A Aoky P X

CbLLECTBYBAHETO Ha Nu-

LeTo 1 da ce NnoTBbpan
nbAHOTaTa Ha nosy-

yeHnTe gaHHu. [1a ce Bknwo4ar
opuUrMHanHm

OOKYMEHTU, CBbP3aHu C
KIMTMHUYHOTO U3MUT-

BaHe, MEAULIMHCKOTO NeYeHne un
ncropuarta

Ha 3abonsBaHeTo.

8.3.14 [lognucaHu, gaTnMpaHun u Nonbn-

[a ce gokymeHTupa, Ye X



nscnegoBaTensTt unu
YNbIHOMOLLEH YNEH Ha ekuna

HEHW KITMHUYHM KapTu Ha nauu- (konwne) (opurmHanu)
noTBbPXXAaBa

eHTute (KKIM) 3anucaHuTe HabnaeHns.

[a ce nokymeHTupaTt BCUYKU

8.3.15 OKYMEHTUpPAaHe Ha KopeKkunnTe X X
Poxy P peKu npomeHw/po-
NbITHEHUS UM KOPEKLINK
B KKI1 Hal'lp:BeHVI B KK%pe LUK, (konwue) (opurunanu)
crneq nonbrBaHe Ha
NbpBOHAYaNHN JaHHW.
YBegomsiBaHe Ha Bb3NoXutens
8.3.16 YBegowmsiBaHe Ha Bb3NoXuUTens A X X
OT nscnepno-
BaTend 3a CEPUO3HN HEXENaHn
OT n3cnegoBaTtens 3a CepuosHn P
cvbutna n
CbOTBETHM AOKNaau B
HeXxenaHn cbOoUTUS U CbOTBETHU A A
cboTBeTcTBME C T. 4, 11.
Joknaau
YBeaomsiBaHe OT Bb3NOXUTens
8.3.17 YBegowmsiBaHe OT Bb3MOXUTENS A 0 X
n/vnun ot ns-
cnegoBaTens, Korato e
n/vnun ot n3cnegosBartens Ha pe- A
NpUNoXnmo, Ha pe-
rynaTtopHUTE opraHn n KomMmcus FyNaTtopHUTE OpraHm 1 KOMUCHs
no eTuka 3a
HEeO4YaKBaHN N CEPUO3HN
no eTuka 3a HeovakBaHW u ce- P
HeXxenaHn nekap-
DMO3HM HEXENAHI NEKAPCTREHN CTBEHM peakunn B CbOTBETCTBUE
CT.517n
4.11.1 n 3a gpyra nHopmaums
eakuuu n 3a ra nHcpopmaums
peaku APy opmau 3a 6esonac-
33 6630NaCHOCT HOCT B CbOTBETCTBME C T. 5.16.2
n4.11.2.
YBeoomMmsaBaHe OT Bb3NOXUTENS
8.3.18 YBegowmsiBaHe OT Bb3Noxutens A X X
Ha u3cneno-
BaTens 3a uHgopmaums no
Ha nuacnegosaTens 3a MHdopma- ¢popmau,
Oes3onacHocTTa
uMa no 6esonacHocTTa B cboTBeTCTBME C T. 5.16.2.
BpemeHHn nnn roaniiHn
8.3.19 BpeMmeHHW nnu rogniHM gokna- P A X X
Joknagn oo KoMu-
1M 10 KOMUGHSITA 110 €THKA U cusAiTa no eTuka B CbOTBETCTBUE
cT.4.10mn
BnacTuTe BrlacTuUTe B CbOTBETCTBUE C T.
5.17.3.
a ce AoKyMeHTupa
8.3.20 Tabnuua Ha CKpUHUpaHUTE nuua A AOKy P X KoraTo ce
CaMOJIMYHOCTTA Ha Nn-
uaTa, KOMTO ca NpeMuHanm U3UCKBA
CKPUHWHT npeau
KIMMHUYHOTO M3NUTBAHe.
a ce AOKYMeHTupa, 4ye
8.3.21 Cnucobk ¢ KogoBe 3a pa3no3Hasa- A AOKy P X 0
nacnenosaTtenart/
TP — WHCTUTYLMATA CbXpaHsBaT
noBeputenex

CMNCBbK Ha MMeHaTa Ha BCUYKUN



y4acTHULM,

KOWTO ca 0O3HaYeHU C HoMepa
npu BKIOY-

BaHETO UM B KITMHWUYHOTO
nsnuTBaHe.

[a ce pokymeHTupa
BKJ1HOMBaAHETO U O3Ha-
YaBaHETO C HOMepa Ha
KNMMHWUYHOTO U3NUT-

BaHe Ha y4aCTHuuuTe no
XPOHOINOIrMYeEH pea.

8.3.22 Tabnuua 3a BKMtOYBaHe Ha

nuuaTa

[la ce gokymeHTupa, Ye
U3NUTBAHUAT Npo-

AYKT e npunaraH B CbOTBETCTBUE
C nnaHa.

8.3.23 OT4yeTHOCT Ha U3nNUTBaHUSA

MPOAYKT B LieHTbpa

[la ce gokymeHTMpaT nognmcuTe
N UHULUMa-

NUTE Ha BCUYKM nuua,
yNbJHOMOLLEHM Aa

nonbreaTt 1 Aa NpaBsiT KOPeKLmm
B KKM.

8.3.24 JlncT c noanucu

[a ce pokymeHTupa
MECTOHaxXOXAEHNETO U
naeHTudrKaumsTa Ha
3anaseHnTe npobw,

ako ca Heobxoaumu
OOMbIHUTENHN aHaNU3u.

8.3.25 [okymeHT 3a 3ana3seHu npobu
YOBELLKM TEYHOCTU U TbKaHu

(ako nma)

8.4. Cnen 3aBbpiiBaHe Ha KIMHUYHOTO U3MHATBAHE
Cnen 3aBbplIBaHE WM MPEKpaTABaHE Ha KIMHUYHOTO HW3MUTBAHE BCUYKHU JOKYMEHTH,
n30poenu B T. 8.2 u 8.3, e HeoOXoAMMO J1a Ob/IaT ChXPAHEHU 3a€HO KaTo ce J00aBAT U CIACAHUTE:
[oKkymeHT Lien CobxpaHsiBaH
B AOKYMEHTaUuMaTa Ha
| | wscneposaten |  Bbanoxuten
[a ce pokymeHTupa, Yye n3nuTeaHus X X
npo-
OYKT e npunaraH B CbOTBETCTBUE C
nnaxa.
[a ce JOKyMeHTMpa OKOHYaTENHOTO
npe-
OposiBaHe Ha M3NUTBaHUSA NPOAYKT,
KOWUTO
e 6un nony4yeH B LEHTBPA,
pasgageH Ha
ydacTHUUUTEe, BbpHaT OT nnuuaTta u
BbpHaT
Ha BBb3N1OXKUTENA.

8.4.1 OT4YeTHOCT Ha N3NUTBaHNSA NPO-

AYKT B LEHTbpa

[a ce pokymeHTUpa
YHULLOXXaBaHETO Ha He-
W3MNON3BaHOTO KONMMYECTBO OT
N3NUTBaHUSA

NPOAYKT OT Bb3NOXUTENS UMK B
LeHTbpa

8.4.2 [lokymeHTW 3a yHuLLOXaBaHe X X

Ha U3nNnUTBaHuA Npoaykrt Ako e YHULLO-

XXEeH B LleHTbpa



3a fa ctaHe Bb3MOXHO

8.4.3 [lonbnHEH cnUcbK C KoJoBe 3a X
pasno3HaBaHeTo Ha
BCUYKM BKITHOYEHU B KITMHWUYHOTO
pasno3HaBaHe Ha nuarta
n3nuTea-
He nuua, B cny4vam ye e
Heo6xoaumo npo-
cnegseaHe. CnucbkbT Tpssbea aa ce
cbXxpa-
HSIBa NOBEPUTENTHO U B
[OroBOPEHUS CPOK.
8.4.4  CepTudmkaT oT NpoBepKa 3a Aa ce IOKyMeHTPa, 4e & 0
HanpaBeHa
(ako e Hanun4eH) nposepka.
845 OkoHuaTeneH goknag ot 3a ga ce gokymeHTUpa, Ye ca 0
nvueTo, N3BbpPLLUEHU
N3BBbPLUBALLO MOHUTOPUPAHE  BCUYKM HEOOXOAMMW OENHOCTU NO
3a 3aKkpuBa-
HEeTO Ha LieHTbpa 1 Ye Konus oT
3aKpuMBaHe Ha LieHTbpa
OCHOBHU-
T€ [JOKYMEHTM CE€ CbXpaHABaT KbM
CbOTBET-
HaTa JOKYMeHTauusl.
8.46 PasnpeneneHue Ha nevyeHneto 3a fa ce AOKYMEHTMpa, Ye ca X
n BbpHaTU Ha
BBb3NOXUTENS, B Criyyan, ve e
OOKYMEHTW 3a AekogupaHe (koraTto neuve-
Bb3HMKHAmNo
HSIKaKBO AeKoaMpaHe. HMETO € M3BECTHO
Ha u3cnegosa-
TeNcKns ekvn)
8.4.7 OkoHuaTteneH goknag ot 3a ga ce gokymeHTupa X
nscre- 3aBbpLUBAHETO Ha
gosartens 4O KOMUCKS MO
KNMUHUYHOTO N3NUTBAHE.
eTuka
N perynaTopHuTe opraHu, B
cny-
Yyau Ye TOBa Ce U3NCKBa
8.4.8 [oknapg OT KNMUHWUYHOTO 3a fia ce AoKyMeHTMpaT 0

n3nnTBaHe

pe3ynrtatute n nH-
TepnpeTnpaHe Ha KIMHUYHOTO
n3nnTeaHe.

[Tpunoxxenne Ne 2 xpm 4. 10, ain. 1

C’bI[’bp)KaHI/Ie )51 (I)OpMaT Ha JOCHUC Ha U3IUTBAH JICKAPCTBCH NPOAYKT

1. BeBenenue
2. JlanHu 3a mpoIyKTa

2.1. Xumuko-(hapMaleBTHUHU TaHHH



2.1.1. JlaHHU 3a J€KapCTBEHOTO BEUIECTBO

2.1.1.1. O6ma uadpopmanms

2.1.1.1.1. Homenknarypa

2.1.1.1.2. Ctpykrypa

2.1.1.1.3. O6uwm cBoiicTBa

2.1.1.2. ITpou3BocTBO

2.1.1.2.1. IlpousBoauren/u

2.1.1.2.2. Onucanuie Ha TPOU3BOJICTBEHUSI MPOLIEC U KOHTPOJI
2.1.1.2.3. KoHTpoJ Ha U3XOAHUTE CYpPOBUHU

2.1.1.2.4. KoHTpoJI Ha KPUTUYHUTE U MEXJIUHHUTE €T
2.1.1.2.5. Banuaupane u olleHKa Ha MIPOU3BOCTBEHUTE MTPOLIECH
2.1.1.2.6. Pa3zpaboTBaHe Ha MPOU3BOJICTBEHHUSI MPOIIEC

2.1.1.3. Oxapakrepusupane

2.1.1.3.1. MeTonu 3a onpeaeisiHe Ha CTPYKTypaTa U IPyry XapaKTEPUCTUKHU
2.1.1.3.2. OneuncrBanus

2.1.1.3.3. KoHTpoJ1 Ha JIeKapCTBEHOTO BEIIECTBO

2.1.1.3.4. Cnenmduxanus

2.1.1.3.5. AHQIUTUYHU TTPOLIEIypH

2.1.1.3.6. Banuaupasne Ha aHAIUTUYHUTE IPOLIEAYPU
2.1.1.3.7. IlapTuaHu aHaIu3u

2.1.1.3.8. Y1BBpKAaBaHE HA cienu(pUKATUU

2.1.1.4. PedepenTHH CTaHIAPTHH BEIISCTBA M MaTepHUAIIN
2.1.1.5. Cucrema 3a onakoBaHe U 3arieyaTBaHe

2.1.1.6. CrabunHoct

2.1.2. JlaHHHU 3a J€KapCTBEHUS IPOTYKT

2.1.2.1. Onucanue U CbCTaB Ha JIEKAPCTBEHUS MPOAYKT
2.1.2.2. ®apmaiieBTUYHO pa3padoTBaHE

2.1.2.2.1. KOMIIOHEHTH Ha JE€KapCTBEHUS TPOLYKT

2.1.2.2.2. JlekapCTBEH NPOAYKT

2.1.2.2.3. Pa3zBuTue Ha NPOU3BOACTBEHNUS ITPOLIEC

2.1.2.2.4. Cuctema 3a onakoBaHE U 3arieyaTBaHE

2.1.2.2.5. MukpoOHOJIOTMYHH MTOKa3aTeNN

2.1.2.2.6. CpBMECTUMOCT

2.1.2.3. IIpousBoacTBO

2.1.2.3.1. TlpousBoauren/u

2.1.2.3.2. IIpon3BoACTBEHA peLenTa

2.1.2.3.3. Onucanue U KOHTPOJ Ha MPOU3BOICTBEHHS MPOIIEC
2.1.2.3.4. KoHTpOJ HAa KPUTUYHUTE U MEXIUHHUTE NTapaMeTpU
2.1.2.3.5. Banuaupane Ha POLIECUTE U/HIIH OIIEHKA

2.1.2.4. KOHTpOJI Ha TOMOIIHUTE BEILIECTBA

2.1.2.4.1. Crnenudukanuu

2.1.2.4.2. AHAIUTUYHU TIPOLIETypH

2.1.2.4.3. BanuiupaHe Ha aHATUTUYHUTE MPOLEAYPH
2.1.2.4.4. YTBBpKIaBaHe Ha crienupUKam

2.1.2.4.5. TlomoO1IHM BEUIECTBA OT YOBEIIKU W dKUBOTHHCKH MTPOU3XO]T
2.1.2.4.6. HoBoBBbBE/1I€HH IOMOIIHU BEIIECTBA

2.1.2.5. KoHTpoOJI Ha JIEKapCTBEHUS MPOIYKT

2.1.2.5.1. Cnenudukanus/u 3a ocBOOOKIaBaHe U CPOK HA TOJTHOCT
2.1.2.5.2. AHAUIUTHYHU ITPOLIETYPH



2.1.2.5.3. Banuaupane Ha aHAIUTUIHUTE IPOLIEAYPH

2.1.2.5.4. ITaptuaHu aHaIU3U

2.1.2.5.5. Oxapakrepusupane Ha OHEUHCTBAHUATA

2.1.2.5.6. YTBBpKIaBaHe Ha CrieU(PUKALINH

2.1.2.6. PedpepeHTHH CTaHAAPTHH BEIIECTBA U MaTepHAIIN

2.1.2.7. Cucrema 3a onmakoBaHe

2.1.2.8. CrabumnHoct

2.1.3. [Ipunoxenus

2.1.3.1. ObopyaBane u anaparypa

2.1.3.2. Ouenka Ha 0€30MMacHOCTTa HA IPUMECUTE

2.1.3.3. HoBOBBBEIEHN TOMOIIIHU BEILIECTBA

2.1.3.4. Pa3TBOpUTENHN U pa3peauTesu

2.2. Hexnuanyna apMakosnorus, GapMaKOKMHETHKA U TOKCHUKOJIOTHS

2.2.1. PeakTuBH U KOHCYMaTUBH, U3MOJI3BaHH B U3MUTBAHUSITA 32 TOKCUYHOCT

2.2.2. VlnterpupaHa Oll€HKa HA ChbBKYITHOCTTA OT JaHHU

2.2.3. CriuchK Ha MPOBEACHUTE U3MUTBaHUSA U OnbOInorpadus

2.2.4. Cranoswiie 3a choTBeTCTBHE C [l00pa 1aboparopHa nmpakTHKa 1 OMOaHATUTUYHH METOIH

2.2.5. bubnmorpadus

2.3. Knuanyuu ganau

2.3.1. Knuanuna gpapmakonorus

2.3.2. Knuanuna gpapMaKkoKHHETHKA

2.3.3. IlpunoxxeHue BbpXy xopa

2.4. O1uieHKa Ha MOJI3UTE U PUCKOBETE

3. Coucbk Ha (urypute (IpenopbUUTETHO € J1a Ce MPUIOKH CHUCHK C (PUTYpPUTE C TEXHUTE
3arjaBys 1 HOMEp Ha CTPAaHUIIATA)

4. CriucbK Ha TaOJIULIUTE

[Tpunoxxenue Ne 3 kpm ui. 12
(U3m. - IB, Op. 77 ot 2016 1., B cuna ot 04.10.2016 1.)

[IpoMeHu B JaHHUTE, KOUTO BOJAT J0 ChILIECTBEHA MPOMSIHA

1. IIpoMeHH, CBbp3aHU ¢ IPOTOKOJIA

1.1. [IpomMsiHa B L1enTa HA MPOYYBAHETO.

1.2. IIpomsHa B Au3aiiHa W/WIM METOMOJIOTHATAa Ha MPOYYBAHETO WM B IpeIBapUTENIHATA
nH(popMalys, Ha KOSITO C€ OCHOBAaBa Hay4YHaTa My CTOMHOCT.

1.3. IIpomMeHH B cleIHUTE TOKYMEHTH 10 IIPOYYBAHETO:

1.3.1. unpopMupaHo cbriacue;

1.3.2. unpopmanus 3a y4aCTHHKA;

1.3.3. uapopManms 3a 3aKOHHHUS TPEACTABUTEN W/WIHM JIMIETO, KOETO TIojiara TPHXH 3a
YYaCTHHKA;

1.3.4. BpIpOCHUIIM, MUCMA 32 TTIOKAHA, MTUCMA JI0 JICKYBAILMS JIEKap U JIPYTH U3CIIEI0BaTENH.

1.4. TIpomsiHa B mpouieaypaTa 3a HaOupaHe Ha TMAIMEeHTH.

1.5. IIpomsiHa B mokazarenuTe 3a e(peKTUBHOCT.

1.6. IIpomsiHa B ru1aHa 3a B3eMaHe Ha OMOJIOrMYHHM MaTepHalli 3a U3CJIE/IBaHE.

1.7. JloGaBsiHEe MK TIpeMaxBaHe Ha U3CIICIBAHUSI U/WJIA TECTOBE.

1.8. IIpomsiHa Ha BB3pacCTOBUTE I'PAHUIM 34 YUaCTHE.

1.9. ITpomMsiHa BBB BKJIFOUBAIIMTE U U3KIIFOUBAIINTE KPUTEPUU.



0. ITpomsiHa B mpouiegypuTe 3a MpociesBaHe Ha Oe30MacHOCTTA.
1. [IpoMsiHa B IpOABIKUTETHOCTTA HA YOTpeOa Ha U3MUTBAHUS POAYKT.
12. IIpomsiHa B HaunHa Ha ynoTpeOda Ha U3MUTBAHUS IPOIYKT.

1.13. [IpomMsHa Ha JIEKapCTBOTO 3a CPaBHEHHE.

1.14. IIpoMsiHa B CTAaTUCTUYECKUS TUIAH.

1.15. Besika mpoMsiHa, OTHacsIIa ce 10 0e30MacHOCTTa U (pu3ndecKaTa 1/iid HHTEIEeKTyalHaTa
HEMPUKOCHOBEHOCT Ha YYaCTHUIIMTE MJIM ChOTHOIICHUETO PUCK/TION3a 3a MPOYYBAHETO.

1.16. [IpomsiHa B onpeieICHUETO 3a Kpail Ha IPOYYBAHETO.

2. [IpoMeHu B aAMMHHMCTpaTUBHATA OpraHU3alysl Ha IPOYYBAHETO:

2.3. IIpomsiHa Ha CIIOHCOPA W/UITU YII'BJIHOMOILEHUS My TIPEJICTAaBUTEIL.

2.4. IlpomsiHa HAa 010OpPEH U3CIICIOBATEIICKH LIEHTHP.

2.5. OnpenernsiHe HA HOB IJIaBEH U3CJIEI0OBATEIL.

2.6. BximrouBaHe Ha HOB M3CJEI0BATENICKH LIEHTDP.

2.7. OnpenensHe Ha HOB IIaBEH U3CJIE0BATEN B O00PEH U3CIEA0BATEICKH LIEHTHD.

2.8. IlpoMsHa B yCIOBHSTa Ha 3aCTPaxOBKaTa WM pela 3a 00e3leTsBaHe HAa yJaCTHUIUTE B
MIPOYUYBAHETO.

2.9. Jlpyru 3HAYUTEIHH NPOMEHH B TMPOTOKOJA W/WIM CHIIBTCTBAINATA 3asBICHHETO
I'bPBOHAYANIHA TOKYMEHTAIIUS.

3. I[IpomeHu, kacaely Ka4eCTBOTO Ha U3MUTBAHUSI JIEKAPCTBEH MPOYKT:

3.3. IIpomsiHa Ha UMETO Ha W3MUTBAHUA MPOJYKT OT KOJ Ha BBH3JOKUTENS HAa MEXKIYHAPOIHO
HENaTeHTHO HAaMEHOBAHUE.

3.4. [IpomeHu B MaTepuaIuTe 3a MbPBUYHO OMAKOBAHE.

3.5. CmsiHa Ha BHOCHUTEJIS 32 JIEKapCTBEHU MIPOIYKTH, IPOU3BEIEHU U3BbH Tepuropusara Ha EC.

3.6. CMsiHa Ha IPOM3BOUTENS HA JIEKAPCTBEHOTO BEILLIECTBO.

3.7. IlpomMsiHa B IPOU3BOJICTBEHUS IIPOLIEC HA JIEKAPCTBEHOTO BELIECTBO.

3.8. [IpomsHa B cnenuduKanysaTa Ha JIEKapCTBEHOTO BEIIECTBO, KOraTo BKIIOYBA Pa3IIUpsBaHe
Ha MPUEMJIMBUTE TPAHHUIIY W/MITK OTIalaHe Ha TECTOBE.

3.9. 3HaunTeIHN IPOMEHHU B IPOU3BOJACTBEHUS MPOLIEC HA U3NIUTBAHUS IPOAYKT.

3.10. IIpomsiHa B cieunukanusaTa Ha U3NUTBAHUS NIPOJIYKT, KOraTo BKIIIOYBA PAa3IIUpsBaHE Ha
NPUEMIIMBUTE TPAHUIM W/WJIM OTIIAJaHE HA TECTOBE.

3.11. Tlpomsina B crneuuduKamnusaTa 3a MOMOIIHM BEIIECTBa, KOTaTO MOTraT A0 MOBJIUSAT
CBOICTBATa Ha MPOAYKTA.

3.12. 3HaunTenHa NpoMsiHA B IPOM3BOACTBEHUSI PELIENITYPEH CHCTAB.

3.13. OrpannyaBaHe Ha yCJIOBHTA HAa CbXPaHEHHUE.

3.14. HamansBaHe Ha CpoKa Ha TOJAHOCT clie/l OTBapsIHE WM pa3TBapsiHE.

3.15. IIpoMsiHa B MpoLIeAypUTE 3a TECTBAHE HA aKTUBHOTO BEILIECTBO MPH J100aBsSHE HA HOB TECT

1.1
1.1
1.

METO/I.

3.16. IlpomsiHa B mpoleaypuTe 3a TECTBAHE HA W3MUTBAHUSA MPOAYKT NpHU 100aBsSHE HA HOB
TECT METO/I.

3.17. IlpoMsiHa B mpoleaypuTe 3a TecTBaHE Ha He(hapMaKONEWHHM MOMOIIHU BellecTBa MpHU
no0aBsiHE HA HOB TECT METOI.

4. Bcuykd TpPOMEHH B HEKIMHUYHUTE JaHHU 32 WM3MUTBAHHS MPOJIYKT, KOUTO MOraT Ja
MIPOMEHSAT ChOTHOIIEHUETO PUCK/TI0NI32

5. Bcuuku mpoMeHU B KIIMHUYHUTE JIaHHU 32 U3MUTBAHUS MPOIYKT, KOUTO MOTAT J]a TPOMEHST
CHOTHOIIEHUETO PUCK/TION3a



