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 2016e., usm. u oon. /IB. op.25 om 20
Mapm 2018..

Paznea 1.
OO0 MoJI0KeHus

Ui 1. (1) C Ta3u Hapenba ce onpenensat npaBuiaTta Ha JloOpara kauanyHa npaktuka (JIKII)
chraacHo npuiiokeHne Ne 1 v ce ypexia KOHTPOJI'BT MO U3IIBJIHECHUETO 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 U NPHU MpEKpaTsiBaHEe HAa KIMHUYHO HM3MUTBAHE U
HEWHTEPBECHIIMOHATHO MPOYYBaHE.

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

Uin. 2. AamunucTpaTuBHaTa JoKkyMmeHTaus mo wi. 110, an. 1, T. 1 ot 3akoHa 3a JiekapCTBEHUTE
IIPOJAYKTH B XyMaHHaTta MeauuuHa (3JIIIXM) cpabpixka:

1. IpuaAPYXKUTEITHO MHUCMO;

2. 3asBIIeHHE 110 00pa3err;

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

4. CIUCHK HA PETYJATOPHUTE OPraHU U KOMHUCHH IO €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. KoTHe OT MPENOPHKUTE Ha HaydeH KOMUTET Ha EBporeiickaTa areHius mo jekapcrnara 1o
KOHCYNTAIMS 1O IJIAaHWpaHEe Ha U3MUTBAaHUS, IPU IPEMUHAJA IPOLEaYpa;

7. BB3jMarateIHO MHCMO WM JIOTOBOP 3a VYIIBJIHOMOIIABAaHE Ha JIMIIETO, KOETO I0jaBa
3asBJICHUETO OT UMETO BB3JI0KUTEIISI, KOTaTO 3asIBUTEIIAT HE € Bb3JI0XKUTEIL,

8. (mom. - JIB, O6p. 14 ot 2012 r.) HOKYMEHT 3a aKTyaJlHa PETUCTpalus, W3AaJeH OT
KOMIIETEHTEH OpraH, Ha BB3JIOXKUTENS U 3asBUTENs Ha Teputopusita Ha EBpomeiickusa cwro3. Koraro
BB3IIOKUTENAT UM 3asABUTENAT € (PU3NYECKO JHIE, Ce MPEACTaBsIT JaHHU - MUMEHa, ajupec, Tenedow,
dakc;

9. nexnapanusirta no ui. 122 3JIIIXM.

Uin. 3. UadopmanmsiTa 3a yuactHuk mo wi. 110, am. 1, 1. 2 3JIIIXM cpabpxa:

1. uHpOpMaLus 3a MalMEHTa/yYaCTHUKA;

2. (opma 3a UHPOPMHUPAHO CHITIACHE;

3. omucaHue Ha MpOoLeIypuTe 3a HabupaHe Ha MalMeHTH/yJaCcCTHULIY;

4. omMcaHuWe Ha TpPOLEAYpUTE 3a IMOdydaBaHe Ha HMH(MOPMHUPAHO ChIVIACUE OT 3aKOHEH



MIPEJICTAaBUTEIN, KOTaTo CE MPEIABIIK/IA;

5. eTnyHa 0OOCHOBKA B CiTydail Ha HaOMpaHe Ha yYaCTHUIM, KOUTO HE ca B ChCTOSTHHE Jla 1aaT
uHpopmupaHo cwrriaacue, cbriaacao wi. 98 3JIIXM;

6. KOTHe OT BCsKa pyra HHPOpPMaIUs, KOSTO 1e Objie N3M0JI3BaHa 32 HAOUpaHe HA YYaCTHUIIH
I/I/I/IJ'II/I npeaocCTaBsAHa Ha y4aCTHUK IMMPEAXU WM IO BPEMEC Ha KIIMHUYHOTO U3IMUTBAHC.

Ui 4. (1) JoxymeHTanusATa 3a MpOTOKOIAa Ha u3nuTBaHeto mo wi. 110, am. 1, 1. 3 3JIIIXM
ChAbpXKa:

1. mIpOTOKOJI HA U3NUTBAHETO C BCUUKH aKTYaJIHU IPOMEHU;

2. 00001IeHne Ha TPOTOKOJIAa Ha OBITapCKU €3UK;

3. OlleHKa Ha Hay4yHaTa CTOMHOCT Ha M3MUTBAaHETO OT CIELUUAIMCT B ChOTBETHATa O0JIACT,
KOraTo € HaJM4Ha;

4. eTHYHA OLIEHKA Ha MPOTOKOJIA OT IVIABHUSI WJIM KOOPAMHUPAIINS U3CIIeI0BaTell, KOraTo He €
4acT OT MPOTOKOJIA.

(2) IIpotokoabT ce m3roTBi B choTBeTcTBUE C mpaBuiara 3a JKII u cbabpka MHUHUMYM
CJIETHOTO:

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

2. ompezieNiTHE Ha BKJIIOYBALIUTE U U3KIIIOYBAIINTE KPUTEPUH;

3. obocHOBKa Ha M300pa Ha MAIMEHTH, 0cOOEHO B cllyuyall Ha MPEJBUICHO BKIIOYBAHE Ha
MalUEeHTH, KOUTO HE Ca B ChCTOSTHUE J1a JafaT JIMYHO UHPOPMHUPAHO ChIIacue, U APYTH YSI3BUMU IPYIU
MAIUEHTH;

4. omucaHue Ha TPOILEAYpUTE 3a HAOMpaHE HaA MAIMEHTH U TOoJydaBaHe Ha WMH(OPMHUPAHO
chIylacue, KoraTo ce MpeABUK/a BKIIOYBAHE HA MAI[MEHTH, KOUTO BPEMEHHO HIIM MOCTOSHHO HE ca B
CBhCTOSTHUE JIa JaJaT JUIHO WH(OPMHUPAHO ChITIACUE, M KOTATO Ce MPEIBIIK/A MOJydaBaHe Ha ChIIACHE
OT HE3aBHCHUM CBUJIETEI;

5. onHcaHWe Ha TUIaHA U MPOIEAYPHUTE 3a OCUTYPsIBAaHE HA JOMBJIHUTEITHU MEIUIIMHCKU TPUKHI
Ha YYaCTHHUIIMTE CJiel Kpasi Ha IPOYyYBaHETO;

6. IPOIIeAYPH 32 U3BHPIIBAHE HA MOHUTOPHUPAHE;

7. mnaH 3a myOTUKyBaHE Ha TaHHUTE.

(3) IIpoTtokonbT TpsiOBa ga OB/ MOAMUCAH OT BH3JIOKUTEINS U TJIABHUS U3CIIEA0BATEN 3a BCEKU
OT MpeJJIaraHuTe LEHTPOBE.

Un. 5. (1) HoxymeHTauusTa 3a M3MUTBAHUS JIEKapCTBEH MpoAykT mo wi. 110, am. 1, 1. 4
3JIIIXM cbabpixa:

1. Oporrypa Ha U3CieI0BaTENS;

2. 0000111eHNe Ha BCHUKH TEKYIM KIMHUYHU U3MUTBAHUS C JIEKapCTBEHUS MPOAYKT.

(2) KoraTo u3nuTBaHUAT JEKapCTBEH MPOAYKT € pa3pelleH 3a ynorpeda B IbpkaBa - 4ieHKa Ha
EBpomneiickus Cbi03, M HU3MUTBAHETO NPEABIKAA ynorpedaTa My B CBHOTBETCTBHE C YCIIOBHATA,
OTIpe/IeNIEH! B pa3pelieHueTo 3a yrnorpebda, BMECTO JOKyMeHTa 1o wi. 1, T. 1 Moxe J1a ce mpencraBu
KpaTKa XapaKTepUCTHKA Ha TPOIYKTA.

(3) bpomrypara Ha u3cneoBaTeNs U BCAKA HEMHA aKTyanu3amus TpsOBa J1a MpeCTaBs HAYyIHO
apryMeHTHpaHa U IbJIHAa MHPOpMalLUs 3a IPOAYKTa, KOSTO € HeoOX0ouMa 32 0OOCKTHBHA IMpeleHKa Ha
CHOTHOILIEHUETO PUCK/TIOI3a HA MPEJI0KEHOTO KIIMHUYHO U3MUTBAHE.

(4) Bp3noxxuTtenar npeoreHsBa Opolrypara Ha U3cae1oBaTeNs U 5 JOI'bJIBa C HOBU JaHHU NPH
HaJIMuue Ha TaKMBa Hali-MaJIKO BETHDBK TOJUIIIHO.



UYn. 6. (1) JJokymeHTanusATa 32 TEXHUYECKUTE U3UCKBaHUA U TiepcoHana o wi. 110, aim. 1, 1. 5
3JIITXM cbabpxa:

1. onurcanue Ha HEOOXOIMMOTO 0OOpYyABAHE M/ TEXHUUECKH W3MCKBAHUS 32 U3ITBJIIHEHHE HA
MIPOTOKOJIA;

2. NOKYMEHTH, YAOCTOBEpSABAILM HAIWYHUTE TEXHUUYECKU BB3MOXKHOCTH 3a HU3IBbIHEHUE Ha
MIPOTOKOJIAa, 32 BCEKU OT TMpEeUIaraHUTe IIEHTPOBE, BKIIOYUTEIHO JOKYMEHTH 3a cepThdukarms,
aKpeIUTals U YCTAaHOBEH Ka4eCTBEH KOHTPOJI /WM BBHIITHA OIICHKA Ha KaueCTBOTO;

3. aBrtoOmorpadguss wW/Miau JOPYyrd JOKYMEHTH, YAOCTOBEpsABAllM OOpa30BaHUETO U
KBaJTM(HUKAIMATA HA YWICHOBETE Ha MU3CJIEOBATEIICKUS €KUI U CIIa3BaHETO HAa M3UCKBAaHUATA Ha 4i. 80,
ain. 2 3JIIIXM.

4. (ot™. - [1B, 6p. 25 o1 2018 1.)

(2) JoxymeHTHTE MO T. 2 Cc€ M3TOTBAT OT CIEIMaIU3MpaHa HE3aBHCHMAa OpraHu3alus W/Wid
PBKOBOUTEINS Ha JICYEOHOTO 3aBEACHUE H/WIM CTPYKTypa, B KOSTO € IUIAHMPAHO M3BBPILIBAHETO HA
BCsKa MpoILIelypa, U3UCKBAIA crienupuuHo 060pyABaHe, ONMCaHa B IPOTOKOJIA.

(3) (U3m. - JIB, Op. 25 ot 2018 r.) Joxkymenture 1o T. 3 ce MPEACTABAT 3a KOOPAUHUPAIILL
U3CIeIoBaTeN, TJIaBeH H3CJelIoBaTell, 3a BCEKM OT mpeiaraHuTe IeHTpoBe. llpu wu3uckBaHe OT
KOMUCHSATA 110 €TUKA JOKYMEHTHTE IO T. 4 ce MpEeACTaBIT U 3a IPYIUTE JIMLA OT U3CJIEI0BATEJICKUS
KOJICKTHB.

(4) (Hosa - /IB, 6p. 25 ot 2018 r.) KomucusiTta no etrka u3BbpliiiBa NpoBepKa 1o Cliy>ke0eH IbT
3a HaJIM4ue Ha oOcTosTencTBara mo wi. 87, an. 1 ot 3JITIXM.

Un. 7. JlanauTe 3a GuHAHCHpaHE W aAMHHUCTPATHBHA OPraHU3alMs HA MPOYYBAHETO IO 4JI.
110, an. 1, 1. 6 3JIIIXM chabpxar:

1. 3acTpaxoBKa, MOKPUBAIla OTTOBOPHOCTTA HA BB3JIOKUTEINS U TJIABHUS/TE M3CIEA0BATEI/U 32
IPUYMHEHUTE NPU WIM IO MOBOJ Ha NMPOBEXKAAHETO HAa KIMHUYHOTO M3MUTBAHE HEUMYILIECTBEHU U
MMYILECTBEHU BPEIU Ha YYaCTHULIUTE;

2. uadopMmanys 3a OpeaBUICHUTE 00€3IETeHNsI U KOMIIEHCAlMM B Cllyyail Ha CMBPT WJIM Ha
YBpEXJaHe Ha 3/I[paBeTO Ha YYAaCTHHUKA MPU MPOBEXAaHE HA KIMHUYHOTO U3IUTBAHE;

3. (mom. - JIB, Op. 77 ot 2016 r., B cuna ot 04.10.2016 r.) mpoeKT Ha JIOTOBOP MEXIY
BB3JIOKUTENS U YYaCTHUIIUTE B U3MUTBAHETO, KOMTO ONpesesns U Bb3HArpaXkI€HUEeTo 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. - JIB, 6p. 77 ot 2016 r., B cuna ot 04.10.2016 r.) mpoeKkT Ha AOTOBOP MEXAY
BB3JI0KHUTENS U JIEYeOHOTO 3aBEJICHHE - LIEHThP Ha KJIMHUYHO M3MHUTBAHE;

6. mucMeHo cwrriacue mo wi. 87, an. 3 3JIIIXM;

7. NaHHM 3a W3TOYHUKA Ha (UHAHCHpaHE Ha IPOYYBAHETO, KOTaTo BB3IOKUTENIAT €
IOPUANYECKO JIULE C HECTOIAHCKA 11eJT;

8. IOKYMEHT 3a IUIaTeHa TaKca.

Y. 8. (1) 3a KIMHUYHO M3NUTBAHE HA JieKapcTBEH MPOoAyKT mo ui. 88 3JIIIXM Bb3nOXKUTETAT
WJIM YITBJIHOMOILIEHO OT HEro Jile npeAcTaBs B M3mbJHUTENHATA areHIUs 10 JIEKapCTBATa 3asiBICHUE
3a MPOBEXIaHe Ha KJIMHUYHO M3MUTBAHE M0 o0pasell.

(2) K»M 3asBieHueTo ce nmpuiaraT JOKYMEHTHTE 1o 4. 2, 3,4, 5, 6, 7,9 u un. 19, an. 3, kakro
1 aexnaparuute mo wi. 122 u 123 3JITIIXM.

(3) (Otm. - [IB, 6p. 14 ot 2012 1., HOBa - /IB, Op. 25 ot 2018 r.) M3nbIHUTENHATA aTeHIIHS IO
JIeKapcTBaTa U3BbPIIBA IPOBEPKA MO CIYKEOEH MbT 3a HaJIuuKe Ha oOcTosTeCcTBaTa 1o wi. 87, an. 1 ot



3JIIXM.

Wi, 9. BB3I0KUTENAT WINM YIIBIHOMOIIEHOTO OT HEro JIMIe mpenactaBs B M3mbaHuTenHaTa
areHIIys 1o JIeKapcTBaTa U ciaeAHaTa JokyMeHnTauus o wi. 116, ain. 4, 1. 4 3JIIIXM:

1. mocue Ha U3MUTBAHMS JICKAPCTBEH MPOYKT;

2. JOKyMEHTalus, YJOCTOBEpsBallla IPOU3BOJCTBOTO HAa U3MNUTBAHUTE MNPOAYKTH MpHU
ycnoBusTa Ha JJoOpa Mpon3BOICTBEHA MTPAKTHKA,;

3. aHAIUTHUYCH CepTH(UKAT HA U3MHUTBAHUS MPOIYKT, KOraTo MPUMECUTE HE ca OOOCHOBaHU B
cnenu@uKanyaTa UM KOrato c€ yCTaHOBIT HEOXapaKTePU3UPaAHU ITPUMECH;

4. pe3yaTaT OT U3MUTBAHUA 32 BUPYCHA OE30MaCHOCT;

5. ceptuduKaT 3a OTChCTBHE HA MPUYUHUTEIN HAa MPEHOCUMa CITOHTH(OPMHA eHIleaionaTus;

6. MaKeTH Ha eTUKETa Ha OBJITAPCKU €3HK;

7. craHoBHIIE OT MUHHUCTEPCTBOTO HAa OKOJHATa Cpela M BOJWUTE II0 OTHOIIEHHWE Ha
MOTEHIIMATHUS PUCK 32 OKOJIHATa CPe/ia, KOraTo U3MUTBAHUAT JIEKAPCTBEH MPOAYKT ChAbpPKa T€HETUYHO
MOAU(GUIIUPAHU OPTaHU3MH.

Yn. 10. (1) Hocuero Ha M3NUTBaHUS JEKApPCTBEH IPOIYKT CE€ WU3TOTBS B CHOTBETCTBUE C
nyOJIMKyBaHUTE pPBKOBOJACTBAa Ha EBpomeiickara komucus BbB (popMaT M ChIAbp)KaHUE CBIJIACHO
npuiioxkenue Ne 2.

(2) Korato u3NMTBAaHUAT JIEKApCTBEH MPOJIYKT C€ NPOM3BEXKJa Ha TEPUTOpHUATA Ha
EBpomneiickus cbi03 M HsIMa pa3pelieHue 3a ynorpeda, BMecTo JOKYMEHTa 1o Wi. 9, T. 2 ce mpencTaBs
KOIIME OT pa3pelleHUe 3a IMPOM3BOJCTBO 3a JIEKAPCTBEHU IMPOJIYKTH B IpolleC HAa pa3paboTBaHe U
u3cieABaHe, N3/1aJIeHo OT AbprKaBa - WieHKa Ha EBponeiickus cbo3.

(3) Korato wu3nMTBaHUAT JEKAPCTBEH IMPOJIYKT HE Ce€ NPOM3BEXJa Ha TEpUTOpHUATa Ha
EBpormeiickust cpi03 U HsIMa pa3pelieHHe 3a ynoTrpeda, ce MpeAcTaBsST CISAHUTE JOKYMEHTH 3a
IIPOU3BOJICTBO:

1. TOKyMEHT OT KBaJM(ULKUPAHOTO JIMLE HA (PU3UUECKO WM IOPUINYECKO JIMIIE, IPUTEKABAIIO0
paspellleHne 3a BHOC Ha TEpUTOpUsATAa Ha EBpomelckus cbro3, yAOCTOBEpSBAI CHOTBETCTBHETO Ha
YCIIOBUSATA 332 MPOU3BOJCTBO, KOHTPOJI U ChbXpPaHEHHE ChC CTaHJAPTH, €KBUBAJCHTHU HAa W3MCKBaHUSITA
Ha JloOpara mpou3BOACTBEHAa MNpPAaKTHKA 3a JIGKAPCTBEHU MNPOAYKTH B Ipollec Ha pa3paboTBaHe U
W3CIIE/IBAHE, BAJIJIHU 3a TEpUTOpHUsATA HA EBpONENCKHs ChIO3;

2. KoIlne OT pa3peleHUETO 3a BHOC 3a TEpUTOpHUATA Ha EBponeickus cbio3;

3. ceprudukar 3a JloOpa mpou3BOACTBEHA MPAKTHKA 32 aKTHBHUTE BEIIECTBA OT OMOJIOTHYEH
IIPOU3XOI.

(4) Korato wu3MUTBAaHUAT JIEKapCTBEH MPOAYKT C€ TMPOM3BEXKAAa HA TEPUTOpHUSITA Ha
EBpomneiickus cbl03 U UMa pa3pellieHue 3a yrnorpeda, BMECTO JOKyMEHTa Mo wi. 9, T. 2 ce mpeacTaBs
JeKIapanusi oT IPOU3BOAMUTENS 32 MPOU3XOJ Ha MPOJIYKTa OT CTAaHJAPTHU MapTUIH, IPOU3BEACHU MPH
YCJIOBHATA Ha pa3pelIeHHeTo 3a ynorpeda, B MACTO Ha MPOU3BOJCTBO, BKIIOYEHO B Pa3peIIEHUETO 3a
yrnotpe0ba Ha TEpUTOPUSATA HA JbpKaBa - WieHKa Ha EBponeiickus cbio3.

(5) Korato m3nuTBaHMAT JEKapCTBEH NMPOAYKT MMa pa3pelleHue 3a ynorpeda B IbpxkaBa -
yjieHKa Ha EBpomelickus cbio3, U/UiM pa3pelieHo KIMHUYHO u3nuTBaHe B PenmyOnuka bearapus, mo ui.
9, T. 1 ce mpexncraBs cbKpaTEHO AOCUE HA U3MUTBAHMS JIEKAPCTBEH MPOIYKT.

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



Pazgea I11.
N3uckBaHus KbM JOKYMEHTAIMSATA 32 MPOMSIHA HA pa3pellieHNe 32 NPOBeKIaAHe HA KINHUYHI
m3nurBanud (3arj. usMm. - IB, op. 14 or 2012 1.)

Un. 12. CeectBena npomsina no wi. 127, an. 2 3JIIIXM e Hanune, Korato uMa npoMsiHa B
JTAHHUTE, TOCOYCHH B IpuiiokeHue Ne 3.

Un. 13. (1) Ilpm mnnaHupaHe Ha CBHIIECTBEHH NPOMEHH B KIMHUYHOTO H3MUTBAaHE U B
nokymeHTarusaTa nmo 4wi. 110 3JIIIXM BB3710XKUTENAT WM YIBJIHOMOIIEHO OT HEro JIMIE IojaBa
MMUCMEHO 3asiBJICHUE TI0 00pasel] 10 KoMucHsITa 1mo etuka mo wi. 103 3JIITXM.

(2) 3asBneHuUETO CE MpUAPYKaBa OT CIAEAHATA JOKYMEHTALUS:

1. IpUAPYNKUTEITHO MHUCMO;

2. 00001IeHNE Ha ITaHUpaHATa MPOMSIHA,

3. CHUCBHK Ha aKTyaIU3UPAHUTE JOKYMEHTH;

4. akTyalnM3upaHara JOKyMeHTalus 1o wi. 2, 3,4, 5, 6 u 7, orpa3sBaiia IpOMEHUTE;

5. CTpaHHMLM OT J[AOKYMEHTAlUSATa C MapKUpPaHH IPOMEHH, CpaBHSBALIM AaKTyalHUTE U
MpeJiaraHuTe HOBU TEKCTOBE;

6. 000CHOBKA Ha TIPOMCHHUTE;

7. KOmME Ha 3asBJICHUETO 3a MPOBEXKJIAHE HA KIWHUYHO HM3MUTBAHE MO 4Wi. 2 ¢ MapKuUpaHu
MIPOMEHH, Ha €JICKTPOHEH U XapTHUEH HOCHUTEIT,

8. IOKyMEHT 3a IjlaTeHa Takca.

Un. 14. (1) Ilpm mnnaHupaHe Ha CBHIIECTBEHH IPOMEHM B KJIMHUYHOTO M3IUTBAHE U B
nokymeHTarusaTa mo 4i. 116 3JIIIXM BB3JIOXKUTENAT WIA YII'BIHOMOIIEHO OT HEro JIMIE IOoJaBa B
W3mbaHuTEeNHATa areHIusl 10 JIeKapcTBaTa MUCMEHO 3asBIEHHUE 3a MPOMsHA 110 00pasell.

(2) 3asBieHueTo ce MpuapyX)aBa OT JOKyMeHTanusaTa mo wi. 13, am. 2, 1. 1,2, 3,4, 5,6 u §,
nexnapanuata no wi. 123 3JIIIXM u konue OT MOJOKUTETHOTO CTAHOBMILE HA KOMHUCHSTA 0 €THKA,
KOTaTO CTaHE HAJIMYHO.

(3) Ilpencras ce u 3asBIEHUETO MO 4i. §, aj. 1, MOMBJIHEHO C aKTyanu3upaHa uHGopMaIus,
oTpassiBallia MpejJiaraHara nmpoMsiHa, KakTo U KOMKUEe ¢ MapKUpaHU MPOMEHH, Ha €JIEKTPOHEH U XapTUEH
HOCHUTE.

(4) Ilpu mpomenu no un. 127, an. 1 3JIIIXM 3asaBneHue ce mojaBa B Cpok 10 14 aHu OT
MoJlydyaBaHe Ha yBeqoMIIeHHe OoT M3mbIHUTEeTHATA areHIIMs 110 JIeKapcTBaTa 3a He0OX0AuMaTa MpoMsHa.

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

Pazgeu 111 "a".
HN3ucKkBaHUA KBM JOKYMEHTALUATA 32 IPOBEK/AAHe HA HEHHTEPBEHIMOHAJIHO NIPOYyYBaHe U
npomenu B Hero (Hos - /IB, 0p. 14 o1 2012 1.)

Yn. 15a. (Hos - /IB, 6p. 14 ot 2012 r.) 3a HEMHTEPBEHIIMOHAIHO MPOYYBaHE Ha JIEKApPCTBEH
npoaykt 1o ui. 145 3JIIIXM BB3JIOKHTENAT WM YIBIHOMOIIEHOTO JIMIE TPEACTaBs B
M3nbaHuTenHaTa areHuus 1o JieKkapcTBaTa M B KoMucuATa 1o eruka no wi. 103 3JIIIXM 3asaBinenue no
oOpasel 3a NPOBEKIAHE HA HEUHTEPBEHIIMOHAIHO MIPOYYBaHE.



Ui 156. (Hos - 1B, Op. 14 ot 2012 r.) AnMUHHCTpaTUBHATA JOKYMEHTAIIUS 3a MIPOYYBAHUATA
o wi. 145 3JIIIXM cbabpxa:

1. mpUAPYKUTEIHO MHUCMO;

2. 3asiBJICHHE TI0 00pa3erlr;

3. COMCHK Ha BCHYKM IUIAHMPAHU LIEHTPOBE U TJIABHU HU3CJIENOBATENId 3a TEPUTOPUATA Ha
Peny6nuka bbirapus;

4. Komue OT MPeNnopbKUTE HAa Hay4yeH KoMUTeT Ha EBpomeiickaTta areHIus 1o JiekapcTBaTa 1o
KOHCYJITAIH 110 IJIAaHUPaHEe Ha MPOYYBAHUS, IPU IPEMUHAJIA POLIEAYPA;

5. BbB3JaraTeJIHO MHCMO WM JOTOBOp 3a YIBIHOMOIIABaHE Ha JIMIETO, KOETO IojaBa
3asBJICHHETO OT UMETO Ha BBH3JIOKHUTEIS, KOTAaTO 3asBUTEIISAT HE € Bb3JIOKUTEI;

6. TOKYMEHT 3a aKTyaJlHa perucTpaius, U3JaJeH OT KOMIIETEHTEH OpraH, Ha BB3JIOXKHUTENS U
3asBUTEINIS HA TEpUTOpUATA Ha EBpONEiCKIs ChI03; KOTaTO BB3IOKUTEIAT WK 3aIBUTENAT € (U3NIECKO
JUIE, Ce IPEJCTaBAT JaHHU - UMEHa, ajipec, TenedoH, dakc;

7. neknapauus, uye noaaneHata a0 MAJI u 1o xoMucusara 1o €Tuka JOKYMEHTALMs ChAbpKa
€/IHa U Chllla HHPOpMAIHSL.

Y. 158. (Hos - /IB, 6p. 14 ot 2012 r.) UudopmanusTa 3a y4yaCTHUK B HEUHTEPBEHLIMOHAIIHO
IIPOYYBaHE ChIbpKA:

1. mapOpMans 3a MaMEeHTa/y4aCTHUKA;

2. ¢opma 3a MHGOPMHPAHO ChIJIACHE, C W3KIIOYEHHME Ha CilydauTe, KOorato ce oOpaboTBa
PETPOCIEKTUBHO M aHOHUMHO MEIUIIMHCKA HH(OpMAIIHS;

3. onucaHue Ha IpoLelypUTe 3a HabUpaHe Ha MAlMeHTH/yJacTHULIY;

4. omucaHWE Ha MpPOLEAYypUTE 3a IOJlydaBaHe Ha HMH(POPMHUPAHO ChIIacue OT 3aKOHEH
IPEJCTaBUTEI, KOTaTO CE MPEIBUKIA;

5. ernyHa 0OOCHOBKa B Ciiyyail Ha HaOWpaHe Ha TMAlMEHTH/y4yaCTHUIIM, KOUTO HE ca B
CbCTOSIHUE J1a 1afiaT HUHPOPMHUPAHO chriiacue cbriaacHo wi. 98 3JIIIXM;

6. xomue OT BecsAka apyra uHGOpMaIMs, KOSTO Ie Ob/Ie H3MOJ3BaHa 3a HaOuUpaHe Ha
NAIlMEeHTH/yJacTHUIM W/WIIM TPEAOCTaBsIHA Ha TNAalMEHT/y4acTHUK TpeAd WiIM IO BpeMe Ha
HEUHTEPBEHIIMOHAIIHOTO IPOYYBaHE.

Yn. 15r. (Ho - /B, 6p. 14 ot 2012 r.) (1) HdokymMmeHTamusiTa 3a MPOTOKOJa Ha
HEWHTEPBEHIIMOHAIIHOTO IPOYYBAHE WM PHKOBOJCTBOTO 3a W3BBPIIBAHC HA HEHMHTEPBEHIIMOHAITHO
MPOYUYBaHE C PETPOCMEKTHBHO U AHOHUMHO 00paboTBaHe Ha METUIIMHCKA HHPOPMAITUS ChIBPIKA:

1. MPOTOKON WM PBKOBOJACTBO 3a HW3BBPIIBAHE HAa HEWHTEPBEHIIMOHATHOTO IMPOYYBAHE C
BCHUYKHU aKTyallHU TIPOMEHH;

2. 0000meHne Ha TPOTOKOJIA WM PHKOBOJACTBOTO 32 HM3BBHPIIBAHE HA IPOYYBAHETO Ha
OBITApCKU €3UK;

3. TuiaH 3a myOIMKyBaHe HA JaHHUTE.

(2) IIpoTOKONBT, CHLOTBETHO PHKOBOJICTBOTO, TPSIOBA Ja OB/Ie MOAMUCAH OT BB3IOKUTENS U OT
TJIAaBHUS M3CIIEIOBATEN 32 BCEKU OT MpeIaraHuTe IIEHTPOBE.

Un. 15a. (Hos - IB, 6p. 14 ot 2012 1., u3m. - IB, 6p. 25 ot 2018 r.) 3nb1HUTETHATA areHITHS
IO JICKapCTBaTa M KOMHUCHSTA IO €TUKA M3BBHPINBAT IMMPOBEPKA MO CIIYKeOCH ITT Ha aKTyaJlHaTa KpaTka
XapaKTepUCTHKA Ha HAOJI0/1aBaHNUs/Te JIEKAPCTBEH/U MIPOAYKT/H 32 HEMHTEPBEHIIMOHAITHO TIPOYyYBaHE.



Ui 15e. (1) (Hos - [IB, 6p. 14 ot 2012 1., npeaumied Tekct Ha wi. 15¢ - JIB, Op. 25 oT 2018 1.)
JIOKyMEHTaIHsTa 32 TEXHUUECKUTE U3UCKBAHUS ChIbpiKa:

1. onucanue Ha HEOOXOJUMOTO 00OpY/IBaHE W/HMIIM TEXHUYECKU M3UCKBAHUS 32 U3IIBIHEHUE Ha
MPOTOKOJIa WM PHKOBOACTBOTO 33 H3BBPIIBAHE HA HEWHTEPBEHIMOHAIHOTO MPOYYBAaHE, KOraTo €
MIPUJIOKUMO CHIVIACHO ChOTBETHHSI METUIIUHCKU CTaHIaPT;

2. JIOKYMEHTH, yIOCTOBEpsBAIlM HATUYHUTE TEXHUYECKH BB3MOXKHOCTH 3a HU3IIBIHCHHE Ha
MIPOTOKOJIa WJIM PBKOBOJCTBOTO, 32 BCEKU OT IMPEAJaraHUTE LEHTPOBE, BKIIOYUTEITHO TOKYMEHTH 3a
cepTH(UKAIM, aKPEIUTALUS U YCTAHOBEH Ka4eCTBEH KOHTPOJI W/MIIM BBHIIHA OIICHKA HA KaueCTBOTO,
KOTaTo € MPUI0KHUMO.

3. (oM. - 1B, 6p. 25 o1 2018 1)

(2) (Homa - /1B, 6p. 25 ot 2018 r.) M3nbaHuTeNHATAa areHus Mo JeKapcTBaTa 1 KOMHUCHSTA 10
eTHKa W3BBPIIBAT MPOBEPKA MO CIYKEOEH IbT 32 HAIMYHE Ha pa3pelIeHUE 3a OCHIIECTBSIBAHE Ha
nedeOHa JedHOCT 1o wi. 47, an. 1, ChOTBETHO YIOCTOBEpEeHHE 3a perucrparus mo wi. 40, am. 1 or
3akoHa 3a Je4yeOHUTE 3aBelEeHUs 3a JIEYEOHOTO 3aBEEHUE - LIEHThP HAa HEMHTEPBEHLMOHAIHOTO
MIPOYyYBaHE.

Yn. 15%. (Hos - 1B, Op. 14 ot 2012 r.) Jlanaure 3a (puHAHCHpaHE M AJAMHUHUCTPATHBHA
OpraHu3alys 3a HSMHTEPBEHIIMOHAIHO IPOYYBaHE ChIBPIKAT:

1. 3acTpaxoBKa, MOKPUBAIla OTTOBOPHOCTTA HA BB3JIOKUTEINS M TJIABHU/TE H3CIEAOBATEN/U 3a
MPUYMHEHUTE TPU WM [0 TOBOJ HA MPOBEXKAAHETO HA HEUHTEPBEHLUHMOHAIHOTO IPOYYBAHE
HEMMYIIECTBEHH ¥ UWMYIIECTBEHH BpeId Ha YYaCTHHIWTE, C U3KIIOYCHHWE Ha CIy4YauTe Ha
HEMHTEPBEHIIMOHAIHO MPOYYBaHE, B KOETO ce 00paboTBa PETPOCIEKTUBHO M AHOHUMHO MEAMIIMHCKA
uHpOpMAIIHS;

2. TOTOBOP MEXY BB3JIOXKUTENS U U3CIIE0BATEIS;

3. JOroBOp MEXIy BB3IOKHUTENS M YYACTHUIMTE B U3IMUTBAHETO, KOWTO ONpeAess H
BB3HATPAKICHUETO 32 y4acTHe, KOraTo ce MpeIBUKIa TaAKOBa;

4. naHHW 3a W3TOYHWMKA Ha (HUHAHCHpaHE HA NPOYYBAHETO, KOTATO BB3JOKHUTEIAT €
IOPUINYECKO JIUIIE C HECTOIMAHCKA 11eTT;

5. JOKYMEHT 3a IUIaTeHa Jbp)KaBHA TakKca.

Yn. 153. (HoB - 1B, 6p. 14 ot 2012 r.) (1) Ilpu niaHupaHe Ha CHIIECTBEHU MPOMEHH B
HEMHTEPBEHIIMOHAIHO MpoyuBaHe mo 4. 145 3JIIIXM BbB3IOKUTENAT WIM YIBIHOMOLIEHOTO JIHIIE
nogasa B M3mbJIHUTENHATa areHUMs MO JIEKApCTBATa U B KOMHUCHATA No ernka nmo 4i. 103 3JIIIXM
MIMCMEHO 3asiBIIEHUE 3a IPOMsIHA 10 00pa3el.

(2) KbM 3asBieHueTo 1o ai. 1 ce mpuiara ciejHaTa JOKyMeHTalus:

1. mpuaPYXUTETHO MHCMO;

2. 0000meHne 1 000CHOBKA HA TUIAHUPAHUTE IPOMEHH;

3. COUCBHK Ha aKTyaIU3UPAHUTE JOKYMEHTH;

4. akTyanusupaHara JOKyMeHTaus mo wi. 156 - 15x, oTpa3siBaiia NnpoOMEHHUTE;

5. CTpaHHMLM OT JAOKYMEHTAlUsTa C MapKUpaHH IPOMEHH, CpaBHSABALIM AaKTyaJHUTE U
IIpeijlaraHuTe HOBU TEKCTOBE;

6. nexyapanusi, 4e nojajaeHara 10 M3mbaHuTenHaTa areHuys 1o JieKapcTBaTa U 10 KOMUCHUSTA
0 €THKA JOKYMEHTALUs ChbpKa €/1Ha U ChIlla HHPOpMALUS;

7. TOKYMEHT 3a IIJIaTeHa JIbpKaBHA TaKCa.

(3) Bob3noxurenar Moxke JAa TNPWIOKH IUIAHUpaHAa TNPOMsSHA B HEUHTEPBEHIIMOHAIHO
npoyuBane 1o wi. 145 3JIIIXM, ako B €1HOMECEUEH CPOK OT IOJlaBaHe Ha 3asiBICHUETO 3a MPOMsIHA He
IIOJIyYd HU3pUYEH OTKa3 OT JAuMpeKTopa Ha M3mbiaHWTenHaTa areHUMs IO JIEKapCTBaTa, ChOTBETHO
OTPHUIIATEITHO CTAHOBHIIE OT KOMHUCHATA 10 eTrka 1o 4. 103 3JITIXM.



Pazpen IV.
HN3uckBaHUA KbM JOKYMEHTANUSATA 32 YBeJOMJIEHHE 32 IPUKJIIOYBAHE HA U3NIMTBaHe

Ui 16. (1) YBenomnenuero mo wi. 142, an. 2 3JIIIXM ce npeacrass BbB (hopmaT, yTBEPACH OT
U3IBJIHUTENHUS IUpeKTOp Ha M3mbiaHuUTENHATa areHus MO JIEKapCcTBaTa, Ha XapTHUEH U E€JIEKTPOHEH
HOCHTET.

(2) Korato mnpoyuBaHETO ce€ IpeKpaTsBa IpPEeAH IIOCOYEHOTO B IPOTOKOJA YCIOBUE 3a
MPUKIIOYBAHE HA U3IUTBAHETO, YBEIOMIIEHUETO ChAbpIKA CICAHUTE AOIIBIHUTEIHU JaHHU:

1. 060cHOBKa 3a MPEKPaTIIBAHETO;

2. Opoil Ha YYaCTHULIMTE, MOJIyYaBaly U3MUTBAHUTE MPOAYKTH B LIEGHTPOBETE HA TEPUTOPHUATA
Ha PenyOnuka bearapus, v nian 3a MEIMIIMHCKUTE TPHIKU 32 TAX CIIE/ IPEKpaTsIBaHe Ha IPOYYBAHETO;

3. BIUSIHUETO Ha MPEKPATSBAHETO BbPXY OIICHKATa Ha JIAHHUTE U CbOTHOILIECHUETO PHUCK / 032
Ha U3MUTBAHUS JIEKAPCTBEH IPOAYKT;

4. 3HaYeHHE HA JaHHUTE, JOBEIH JO IpeKpaTsBaHe Ha W3MUTBAHETO, 32 APYTH pa3pelieHu
KJIMHUYHU W3NUTBAaHUA Ha TepuTopusiTa Ha PenyOnuka beiarapus.

Un. 17. Becuuku 1OKYMEHTH, NMPEACTABIHM HAa KoMmucuATa 1no eruka no 4wi. 103 3JIIIXM u
W3mpaHUTETHATA areHITHS 110 JICKApCTBATa, HOCAT HAM-MAaJIKO CICAHUTE ACHTH()DUKAIIMOHHN SIIEMEHTH:

1. Homep Ha u3nuTBaHeTO OT EBponelickara 6aza TaHHM 32 KJIMHUYHHU H3ITUTBAHHMS;

2. KOJ1 Ha IPOTOKOJIA;

3. Bepcus U JaTa Ha JOKYMEHTA.

Un. 18. (1) HoxymeHTamusara 3a pa3pelliaBaHe, MPOMSHA U MpEKpaTsBaHe Ha KIUHUYHO
W3MHUTBAHE CE MPECTaBs Ha OBJITAPCKU U/UITU aHTJIIHICKH €3UK.

(2) (U3wm. - IIB, 6p. 14 ot 2012 r., u3m. - IB, 6p. 25 ot 2018 r.) lokyMeHTanusTa 1o 4i. 2, T.
1,2u5,un. 3, 7. 1,2u6,un. 4,am. 1, 1. 2,un. 6,am. 1, . 1lu3,un. 7,1.1,2,3,5u 6, un. §, an. 1, u. 9,
T.6,uyn. 13, am. luam. 2, 7. 1 w2, wn 14, an. 1, un. 150, 1. 1,2 u 3, wr. 158, 1. 1,2 u 6, ui. 151, an. 1, T.
2,un 15e,am. 1, 7. 1, wn. 15%, 1. 1,2 w3, un. 153, an. 1man. 2, 7. 1 u 3 mwun. 16, an. 1 ce npenocrass
3aIBJKUTEITHO U HA OBJITapCKH €3UK.

(3) (U3wm. - IB, 6p. 14 ot 2012 r.) HokymeHTanusTa mo wi. 8, ain. 1, un. 14, an. 1 u 3, un. 15a,
wi. 153, ann. 1, wn. 16, an. 1 ce mpenocTaBs 3aAbKATETHO U HAa aHTIIMICKU €3HK.

Yn. 19. (1) (U3m. - B, 6p. 14 ot 2012 r.) M3nbaHuTeTHUAT TupekTop Ha M3mbiaHUTENHATA
areHIIMs 110 JIEKapCTBaTa YTBBbPIK/IaBa ChC 3aroBel 00pa3iy Ha 3asBiieHusTa o ui. 2, 8, 13, 14 u 15a u
153, an. 1 u yBenomnenuero no 4i. 16.

(2) 3asiBIeHUSATA CE MIPEICTABST B €AMH €K3EMIUTSIP, HA XapTHEH M €JIEKTPOHEH HOCHUTEI.

(3) BasgBieHusATa Ha €JIEKTPOHEH HOCUTEN C€ MOaBaT BbB (hopMaT, CbhBMECTUM C U3UCKBAHUITA
3a BpBeXkAaHe B EBporelickara 6a3a 1aHHU 32 KIMHUYHU U3MUTBAHUS.

(4) BB310XKHUTEAT WIK YITBIHOMOIIEHOTO JIMIE JeKIapupa, Ye 3asiBJICHUATA HA €JIEKTPOHEH U
XapTHEH HOCUTEI ChIbP)KAT HICHTHYHA WH(OPMAIIHS.

Paznen V.
Kontpoa



Y. 20. (1) KoHTpobT BBpXYy KIMHUYHUTE U3MUTBAHUSA, IpOBexkIaHu B PermyOnuka boarapus,
C€ OCBIIECTBSIBA OT omnpeAeseHuTe 1o wi. 267, an. 3 3JIIIXM abpkaBHH HHCIIEKTOPH.

(2) KoHTpOobT BBPXY KIMHHUYHUTE M3MHUTBAaHUS, MPoBeXkaanu B PemyOnuka bbarapus, moxe
Jla ce OCBUIECTBABA U OT JUIBXHOCTHM JIMIIA HA Jbp)KaBUTE - 4iIeHKM Ha EBponeickus cbio3, u
omnpezeneHu ot EBponeiickaTa areHIus 1o JeKkapcTBaTta 1 HAydYHUTE N KOMUTETH.

(3) Ilpu HyX&Ia HMHCHEKTOPUTE MOraT Ja c€ ChIBTCTBAT U IOANOMArar OT EKCIEpTH,
OIIpeEICHU OT U3II'BJIHUTEIHMS TUPEKTOp Ha V3mbaHUTENIHATA areHIMs 110 JIeKapCcTBaTa.

(4) KoHTpobT, IpOBEKIAAH OT AbPKABHUTE HHCIIEKTOPH, CE€ U3BBPIIBA:

1. xaTto mpeaBapUTENeH, TEKyIl M IOCIEABall IPHU KIMHUYHO H3MMTBAHE HA JIEKaApCTBEH
IIPOAYKT;

2. B X0/1a Ha MPOIeIypa 1O pa3peliaBaHe 3a yrnorpeoa;

3. KaTo IpocieAsBall MEPKH cJe]l pa3pelleHue 3a ynorpeoa.

(5) Ha KOHTpOa nojjiexaT BB3JIOKHUTENIAT, TJIaBHUAT H3CIEAOBaTEl M U3CIEI0BATEIINTE,
JIOTOBOpHATA MU3CJIEI0BATENICKA OpraHU3alisl, KOMUCUHUTE IO €THKA, LEHThPbT Ha U3UTBAHETO, MECTAaTa
Ha MPOU3BOJICTBO U KOHTPOJ HAa M3NUTBAHUS JIEKAPCTBEH IPOAYKT, JJAOOPATOPUMUTE U BCAKO MSCTO U
ChOPBKEHUE, M3MOI3BAHO B XOJia Ha W3MUTBAHETO, KaKTO W IslaTa JOKYMEHTAalMs [0 KIMHUYHOTO
U3MUTBAHE.

Yn. 21. (1) KoHTponbT BbpXYy KIMHUYHHUTE U3MUTBAHUS C€ MPOBEXJAa B CHOTBETCTBUE ChC
CTaHJAPTHHU OIIEPATUBHMU IPOLEAYPU, YTBBPACHU OT M3IIBIHUTEIHUSA JUPEKTOp Ha M3mbiHHMTEnHaATa
areHuus 1o jekapcrBata. CTaHAapTHUTE ONEPAaTHBHU MPOLEAYpH ce pa3paboTBaT B CHOTBETCTBHE C
PBKOBOJHUTE NJOKYMEHTH Ha EBponeiickara KOMUCHS.

(2) Beska mpoBepka BbB Bpb3Ka ¢ KIMHUYHO U3MUTBAHE HA JIEKApCTBEH MPOIYKT 3aBbpLIBA C
JOKJIa/l, KOWTO CE MPEIOCTaBs Ha Bb3JIOKUTEIS.

(3) Hoknan oT mnpoBepka Ha KIMHUYHO H3MHUTBAHE MOXe Ja ObAe NpPeAoCTaBeH Ha
u3cnenoBarenure, komucuara mno eruka no uwi. 103 3JIIIXM, npyrure abpkaBu - WIEHKH Ha
EBpomneiickus cbro3, u EBpornielickara areHuus 1o JeKapcTBara.

Un. 22. Tlpu xoHCTaTUpaHe HAa HECHOTBETCTBHUS, KOUTO HajararT BPEMEHHO CIHpPaHE WIH
MpeKpaTsBaHe Ha MpoyuBaHe, M3mbiaHUTENHATa areHIus Mo JekapcrBara nHpopmupa EBponeiickarta
areHIMsl O JIeKapcTBaTa, TbP)KaBUTE UYJIEHKH, B KOMUTO C€ IMPOBEXKJAa HM3MUTBAHETO, EBpomeiickarta
KOMHCHS M KOMHCHATA o eThka 1mo wi. 103 3JITTXM.

Un. 23. U3nbpiHATENHATA areHIus 1o JieKapcTBaTta BhBeXkaa B EBpomneiickara 6a3a gaHHU 3a
KIMHUYHA W3MUTBaHUsA WHPOpMaIus 3a IUIAHUPAHUTE M U3BBPIICHH MPOBEPKH HA KIWHUYHH
N3IINTBAHUS.

IMpexoanu u 3aKJIIOYUTEHN pa3nopendon

§ 1. Ta3u HapenOa BbBexna pasnopendoute Ha Jupextusa 2005/28/EO na Komucusara ot 8
anpust 2005 r. OTHOCHO OIpeeNsiHe Ha IPUHIUIK U MOAPOOHH HACOKH 3a A00pa KIMHUYHA MpaKTHKA
[0 OTHOIIEHHE Ha JIEKAPCTBEHHWTE MPOAYKTH 3a XyMaHHa ymoTpeba, MpefHa3HAYeHH 3a H3CJIEIBAHE,
KaKTO M W3UCKBAaHUATA OTHOCHO H3[aBaHETO HA Pa3pelIMTETHO 3a MPOU3BOACTBOTO HMJIM BHOCA Ha
TaKHBa IIPOAYKTH.



§ 2. KpM momameHuTe 10 BIM3aHETO B CHJIa Ha Hapendara 3asBJICHHS 32 CHIIICCTBCHH MPOMECHH
B pa3pelicHHe 3a MPOBEKJIaHE HAa KJIMHUYHO M3IHUTBAHE HA JICKAPCTBEH MPOJYKT HA TEPUTOPHUATA HA
PenyOnuka bbiarapus Bh3I0KUTENINUTE MPEACTABIT B CPOK TPU Mecela JOKyMEHTAIUsATa, IPEeIBUICHA B
Hapezabara.

§ 3. Ta3u Hapenba ce m3gaBa Ha ocHOBaHWe Wi. 82, am. 3, wi. 110, an. 2 , wn. 116, an. 5, un.
129, an. 3, un. 142, an. 2 u un. 145, an. 2 3JIIIXM u ormens Hapen6a Ne 14 ot 2000 r. 3a ycinoBusita u
pena 3a NpoBeKJaHe Ha KIMHUYHU W3NUTBAHUA Ha JieKapcTBa BepXy xopa (B, 6p. 73 ot 2000 1.).

3aKJII0uNTEeTHU pa3nopenoun
KBbM HAPEJIGA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 31 OT 2007 I'. 3A
OIMPEAEJISIHE HA TPABUJIATA 3A IOBPA KIIMHUYHA ITPAKTUKA
(OBH. - 1B, BP. 77 OT 2016 I'., B C1JIA OT 04.10.2016 T".)

§ 3. Hapenbara Bim3a B cuia ot JeHs1 Ha 0OHapoaBaHETo 1 B "JIbp)KaBeH BECTHUK'.
IIpunoxenne Ne 1 kpm 4. 1, an. 1

(M3m. - IB, Op. 14 oT 2012 1.)
I[TPABUJIA 3A JOBPA KIIMHNYHA [TPAKTUKA

BeBeaenne

JloOpa KIMHUYHA MPAKTUKA € ChBKYMHOCTTA OT MEXAYHApOAHO MPU3HATH €TUYHH U HAyYHU
M3UCKBAHHUS 3a KayeCTBO, KOWTO C€ CHa3BaT NpH IUIAHUPAHETO, TMPOBEKIAHETO, OTYUTAHETO U
JIOKJIaABAHETO HA KIIMHUYHH U3IHUTBAHHUS.

Cna3zBaHeTo Ha T€3W M3UCKBAHUS OCUTYpsBa MyOJMYHO OOe3leuaBaHe M 3allluTa Ha IpaBarta,
0€30MMacHOCTTa U 3[IpaBETO Ha YYACTHUIIUTE B U3MUTBAHETO B CHOTBETCTBHUE C MPUHIIUIIUTE, 3aJE€THAIN B
Hexnapamnusita oT XeI3WHKH, KaKTO M HaydyHaTa CTOMHOCT W BB3MPOU3BOJUMOCT HAa JaHHUTE OT
KJIMHHYHOTO U3IIUTBAHE.

enTa na mpaBunata 3a JIKII e ga ce ocurypu enunen cranmapt 3a EBpormeiickata oOUIHOCT,
Snonus u CAI] ¢ uen obiek4yaBaHe Ha B3aUMHOTO MIPU3HABAaHE Ha JAHHU OT KJIMHUYHU U3MUTBAHUS OT
MOBIACTHUTE UM PETyJaTOPHU OPTaHHU.

[IpaBunara 3a JIKII ca pa3zpaboTeHu, kato ca B3eTH MOl BHUMaHUE TEKYIUTE J0OpU KIMHUYHU
npakTuku Ha EBpomeilickata o6mmuoct, fAnonus u CAILl, xakto m Te3m Ha ABctpanus, Kanana,
CKaHJIMHABCKUTE cTpaHu U CBETOBHATA 3/JpaBHA OPTaHMU3aLMA.

Tesu mpaBuna TpsOBa na ObIAT cma3BaHW, KOTATO C€ TEHEpUpAT JMaHHW OT KIWHUYHU
W3MUTBAHUSA, KOUTO IIe OBAAT MPEICTaBSIHU Ipe]] PEeryIaTOPHUTE OPTaHH.

[IpunnunuTre, 3aM0)KeHW B TE3W NpaBWia, CBIIO Taka Morar jAa ObgaT NpHIaraHd IIo
OTHOIIICHWE Ha APYrd KIMHUYHU H3CIEABAHUS, KOUTO OMXa MOIJIM Ja UMaT BB3JICHCTBUE BBPXY
0€30macHOCTTa U 37paBETO Ha Xopara.

1. Onpenenenus

1.1. Hexxenana nexapcrsena peaxkuus (HJIP)

"Hesxenana nexapcTBeHa peakius' € BCEKU HEXeJlaH U HENPEIBHUIEH OTIOBOP KbM JIEKaPCTBEH
IIPOJYKT, KOMTO c€ NPOsBABA IIPU MPUIOKEHUE HAa IPOAYKTA B JO3U, HOPMAJIHO U3MOJI3BaHU 3a JICUEHHE,
npodunakTuKa WJIM JUArHOCTHKA Ha 3a00JiiBaHE MPHU XOpa WIM 32 Bb3CTAHOBSIBAHE, KOPEKIUS WIH



Monudunmpane Ha QusuonornyHa GyHKIUSA. B ciaydail Ha KIMHUYHO M3MUTBAHE - BCEKU HEXKEIAH U
HENpeIBUJEH OTTOBOP KBbM H3MUTBAH JIEKAPCTBEH MPOAYKT, HE3aBUCUMO OT IMpPHIIOKEHATa J03a.
®pazata "OTroBOpU KbM €IMH JICKAPCTBEH MPOAYKT" O3HA4aBa, Y€ MPUUYMHHO-CIIEJCTBEHATa BPbH3Ka
MEX1y JeKapCTBEHUS MPOAYKT U HEKeJaHaTa Peakils € MOHEe pa3yMHa Bb3MOXHOCT, T. €. Bpbh3Kara He
MOJKE J]a C€ OTXBBPJIU.

1.2. Hexxenano cp0utne

Hexxenano cp0uTHE € BCsiKa HEOIAronpusaTHA MPOMSHA B 3/[paBHOTO ChCTOSIHUE, HAOMI01aBaHA
[IpY MpUjIarale Ha JIEKapCTBEH MPOAYKT Ha MALUEHT WM YYAaCTHUK B KJIMHUYHO W3MHUTBAHE, KOATO HE €
HENPEMEHHO NPUYMHHO CBbpP3aHa C TOBA JICUEHUE.

Hexenano cp0utHe ciiejoBaTeIHO MOXKE J1a ObJie BCsAKa HEOIAronpusaTHa U HEMpegHamMepeHa
¢u3uKaiHa Haxojka (BKJI. JIa0OpaTOPHO OTKJIOHEHWE), CUMIITOM WU 3a00JisiBaHE, CBBHP3aHO BHB
BpEMETO ¢ ynoTpeba Ha (M3MUTBaH) JIEKAPCTBEH MPOJIYKT, HE3aBUCUMO [ € WM HE € MPUYHUHHO
CBBP3aHO C MPOAYKTA.

1.3. [IpunoxuMu U3UCKBAHUS

Bcrnukn HOpMaTHBHY W3MCKBAHUS, OTHACSIIN C€ J0 MPOBEKIAHE HA KIMHUYHHU W3IHTBAHUS C
JIEKapCTBEHU MPOTYKTH.

1.4. OmoOpeHne OT KOMHUCHSITA TTO €TUKA

[Tono>XUTETHO CTAaHOBWILE HA KOMHUCHATA IO €TUKAa B MOTBBPXKACHHE, Y€ KIMHUYHOTO
U3MUTBAHE € OLIEHEHO U MOXKE /1a ObJIEe IPOBEXKAAHO B YUPEIEHUS LIEHTHP IIPU YCIOBUSTA, ONPEIEICHU
OT KOMUCHSITA 10 €THKa, TeueOHoTOo 3aBeaenue, JIKII u npuinoxumMuTe U3MCKBaHUS.

1.5. He3aBucuma nposepka (0uT)

CucremaTyHa W HE3aBUCHMMa OIICHKAa Ha CBBP3aHUTE C U3MHUTBAHETO 3aIbIDKEHUS U
JOKYMEHTH 3a IMpELEHsBaHE Jajld ca WM3BBbPLIEHU Te3U 3aJb/DKECHUS, Jajld JAHHUTE ca 3allucaHH,
aHaAJIM3UpPaHU, BHUMATEIIHO JIOKJIa/IBaHU, CHIJIACHO MPOTOKOJA, CTAHJAPTHUTE OMEPATUBHU MPOLEAYPH
(COII) na Be3noxurens, JAKII u npunoxumMute HOPpMATUBHU U3UCKBAHUS.

1.6. Ceptudukar ot npoBepka

JIOKYMEHT OT IIpOBepsIBaIlMs B IOTBBPKACHUE, Y€ € U3BbPILECHA IIPOBEPKA.

1.7. loxnan ot mpoBepka

[lucmena oleHka Ha MpoBepsBAIlUTE OT CTpaHa Ha BB3JIOXKHUTENS 3a pE3YJNTaTUTE OT
IpoBepKaTa.

1.8. Cnena 3a mpoBepka

JlokyMeHTaIus, 1aBaiia Bb3MOXKHOCT Jla c€ IPOCIIeIU TOCTIeI0BATEIHOCTTa Ha ChOUTHSATA.

1.9. 3acnensaBane/mMackupase

ITponentypa, mpu KOSATO €lHA WM MOBEYE OT CTPAHUTE OCTaBaT HE3alo3HaTH C Ha3HAuY€HOTO
JIeYEHUE MO TSIXHO IpPEIBapUTENHO chbryiacue. ENMHUYHO cieny OOMKHOBEHO ca WU3MUTBAHUATA, MPHU
KOUTO TMAllMEHTUTE OCTaBaT HE3al03HATH, a JABOWHO CIIEMHU Ca M3MUTBAHUATA, P KOUTO MAIUEHTHUTE,
u3cie0BaTeNnTe, JIMLaTa, U3BbPIIBAIM MOHUTOPHpPAHE, U MOHIKOra JIMLATa, U3BbPIIBAIIM aHAIU3 Ha
JAHHUTE, OCTABaT HE3all03HATH C HA3HAYEHOTO JICUEHHE.

1.10. Knunnuna kapta Ha nanuenTa (KKIT)

[TeyateH, onTHYEH WK €JIEKTPOHEH HOCHUTEN, U3TOTBEH 3a 3aliCBaHe Ha Is1aTa H3UCKBaHA OT
I1aHa nH(OpMalKs 3a JOKJIaJBaHE Ha Bb3JIOKUTENS 3a BCEKU OTIEJIEH YYaCTHHK.

1.11. KnuHU4YHO M3MUTBaHEe/IPOyUYBaHe

KinuHuyHO wu3nMuTBaHE Ha JIEKAPCTBEH TMPOIYKT € BCSIKO TMPOYy4YBaHE IpPU UYOBEKa,
MpeHa3HAYeHO Ja C€ OTKPHUAT WIU TOTBBPAAT KIWHUYHUTE, (apMaKOJOTUYHHUTE W/WIH JPYTH
dbapmMakoIMHAMUYHU €(PEeKTH Ha €UH WIM MOBeYe M3MUTBAHM JIEKAPCTBEHU MPOAYKTH, W/WIH Jla ce
OTIPEIETIAT HEXKETAaHUTE PEaKIMU KbM €IUH WIH MOBEYE M3MHUTBAHU JICKAPCTBEHU MPOIYKTH, W/UIH J1a
ce m3cienBa abcopOIusATa, pa3mpeneseHueTo, MeTadojlrM3Ma M EKCKpelusaTa Ha €IWH WM IOoBeYe
M3MHUTBAHU JIEKAPCTBEHU MPOAYKTH C IIeJT a C€ YCTaHOBH TsIXHAaTa 6€30MacHOCT U/UIH €PUKACHOCT.

Onpenenenrsara KIMHUYHO U3MUTBAHE U KIIMHUYHO POYYBAHE Ca CHHOHUMH.



HeunrtepBeHMOHAaTHO MpPOyYBaHE € MPOYYBAHE, MPHU KOETO JIEKAPCTBEHUST MPOAYKT(HM) ce
npennucBa(T) Mo oOWyailHUS HAauYWH B CHOTBETCTBHE C YCJOBMSTA, OMPENECICHU B Pa3pelICHUETO 3a
ynotpeba. Ha3zHauaBaHeTo Ha MalMeHTa KbM ONpelesieHa TepaneBTUYHA CTpaTerusi HE ce OIpeaess
MIpeIBApUTENIHO Ype3 MPOTOKOJ 3a M3NUTBAHE, a IMOMajila B YCTAaHOBEHATa MPAKTHKA M PEIICHUETO 3a
MpEeANUCBaHE HA JIEKAPCTBEHUS MPOJYKT € SICHO pa3rpaHUYCHO OT PEIICHUETO JIa C€ BKIIOYU MAIllUEHTHT
B u3nurBanero. [lo oTHomIeHue Ha ManuMeHTUTe He TpsiOBa Ja ce MpuiaraT HUKaKBU JOMBIHUTEIHU
MPOLIEAYPH 3a IUATHOCTUKA MJIM HAOII0JICHUE U €MUAECMHUOIIOTMYHUTE METOAM CE€ M3MOJ3BAT 32 aHAINU3
Ha CbOpaHHUTE JaHHHU.

1.12. Jloxsiag OT KIMHUYHO U3MUTBAHE/IPOyIBaHE

[TucmeHo omnucaHue Ha BCAKO M3MUTBAHE/IPOyYBAaHE HA TEPANEBTHUYHO, MPOPUIAKTHYHO WU
JUArHOCTUYHO CPEICTBO, MPHUIOKEHO BBPXY XOpa, B KOETO Ca BKIIOUYEHH ITBJIHU KIMHUYHU U
CTaTUCTUYECKH PE3Yy/ITAaTH, ONIMUCAHUS U aHAJIU3U, UHTETPUPAHU B €IUHEH JOKIAI.

1.13. JIexkapcTBEH NPOAYKT 3a CPAaBHEHUE

W3nutBan mnu paspenieH 3a ynoTpeda JeKapcTBeH MPOAYKT (T. Hap. aKTUBEH KOHTPOJ) WU
1ane0o, U3MOI3BaHu 3a CpaBHEHHUE TI0 BpeMe Ha KIIMHUYHO U3ITUTBAHE.

1.14. CrotBeTcTBHE (11O OTHOIICHHE HA U3MUTBAHETO)

Cna3BaHe Ha BCHYKM HW3UCKBaHHUS - CBBP3aHUM C uU3NHUTBaHeTO, u3uckBanus Ha JIKII u
MPUJIOKUMUTE HOPMATUBHU U3UCKBAHUS.

1.15. TloBepurennoct

Hepnomyckane Ha paskpuBaHe OT BBHILHU JIMIA, C U3KIIOYEHHE Ha YITbIHOMOIICHUTE JTUIA, Ha
nH(pOpMaLKs, KOSATO TPHHAUICKA HAa BB3JIOKHTENS, HWIM HHPOpMAIMS 32 CaMOJMYHOCTTA Ha
yYaCTHUIIUTE.

1.16. loroBop

[TucmeHo, gaTUpaHoO U MOAMMCAHO CIOpPa3yMEHHUE MEX]y JIBE WM MOBEYE CTPaHH, C KOETO ca
OTpeeJICHN BCHUYKKM MEPKH IO BB3JIaraHe, paslpelesieHHe Ha 3aJadyd M 3aJbJDKCHUS U aKo €
MPUIIOKUMO, PUHAHCOBU BBIPOCH. [IpOTOKOIBT MOXKeE J1a CIIy>KH 32 OCHOBA Ha JOTOBOP.

1.17. Koopaunupaia KoMUCHs

Komucus, KosITo MOXKe J1a ce Ha3Hauu OT BB3JIOKUTENS, 32 KOOPAUHUPAHE HA JCUCTBUATA MPU
MIPOBEKTAHETO HA MHOTOIIEHTPOBYU KJIMHUYHU U3IMUTBAHUSI.

1.18. Koopaunuparn uscieoBaresn

NscnenoBaren, Ha3HAYEH C 11€7T KOOPAMHUPAHE HA M3CJIEAOBATEINTE OT PA3TUYHHUTE IIEHTPOBE,
y4acTBallld B MHOTOIIEHTPOBO M3MHUTBAHE.

1.19. loroBopHa n3cnenoarencka opranuzanus (I{1O)

®uU3MYECKO U IOPUINYECKO JIUIIE WM HayYHa OPraHU3alusl, CKIF0YHIIIAa JOTOBOP C Bb3JI0KUTENS
3a W3MBJIHEHWE Ha €JIHa WM TOBEYe OT CBBP3aHUTE C W3MUTBAHETO (DYHKIIMU W 3aAbJDKEHUS Ha
BB3JIOKHUTEIS.

1.20. lupexTeH 1ocThi

Paspemienue 3a u3cnenBane, aHalM3MpaHe, MIPOBEPKA U BH3MPOU3BEKIAHE HA BCUUKHU 3aIIUCH U
JOKJIa/I, KOWTO Ca BaKHU 3a OIICHKA HA €HO KJIMHUYHO M3MUTBaHE cjej paspemieHue. Beska crpana
(Hamp. MECTHUTE WIM YYXAUTE PEryJaTOPHU OpraHd, MOHUTOPHUPALIUTE HA BB3IOKUTENS U
MPOBEPSIBAIIIUTE) C AUPEKTEH JOCTHII B3WMa BCHYKM HEOOXOJAMMH TIPENANa3Hu MEpPKHU CBhITIACHO
MPUIOKUMUTE HOPMATUBHU M3UCKBAHMS 32 3alla3BaHE HA MOBEPUTEITHOCTTA OTHOCHO CAMOJIMYHOCTTA Ha
YYACTHUIIUTE U TIPUTEKAaBaHATA OT BH3JIOKHUTENSI HH(POPMAIIHSL.

1.21. loxymeHTauus

Bcenuku 3ammcu BBB BesikakBa ¢opma (BKII., 0€3 Ja ce orpaHnyaBa 70, TUCMEHHU, EIEKTPOHHH,
MarHWTHH, ONTHYHU 3allUCH, eJeKTpoeHnedanorpaguu, peHTreHorpaduu, eNeKTPOKapaAUOTpamH,
XPOMAaTOTpaMHu ), OTMCBAIIM WJIM 3aMMCBAI METO/1a, IPOBEKIAHETO W/MIIA pe3yJTaTa OT U3IMHTBAHETO,
(dakTopute, BIHUSICIIN HA U3MUTBAHETO U MPEANPUETUTE JEHCTBUSI.

1.22. OCHOBHO I0CH€E HAa KINHAYHO U3IIUTBAHE



OCHOBHOTO [10CHME€ Ha KIMHUYHO H3IUTBAHE CE€ CHCTOM OT OCHOBHM JOKYMEHTH, KOWMTO
CaMOCTOSITEJTHO MJIM 3a€JHO IO3BOJISBAT OLIEHKA HA IPOBEXKJAHETO HAa KIMHUYHOTO W3MMTBAaHE U
KaueCTBOTO Ha MOJIyYEHUTE PE3YITATH.

1.23. OCHOBHU JOKYMEHTH

JIOKyMEHTH, KOUTO CAaMOCTOSATEIHO WM 3a€lHO I103BOJISBAT OLIEHKA Ha IPOBEXKIAHETO Ha
KJIMHUYHOTO M3IUTBAHE U KAYECTBOTO HA MOJIyYEHUTE PE3YyITATH.

1.24. lo6pa knunnuHa npaxtuka (JKII)

CBBKYNHOCTTA OT MEX/YHAPOAHO NMPU3HATH €THYHU M HayYHH U3MCKBaHMA 32 KaY€CTBO, KOUTO
Ce CHa3Bar MpHU IUIAHUPAHETO, IPOBEXKAAHETO, OTYUTAHETO U JIOKJIAJBAHETO HA KIMHUYHYU U3NUTBAHUSA,
KOHUTO JiaBaT rapaHIys, Ye JaHHUTE U JOKJIAJBaHUTE PE3yJITaTH ca MpaBAONOJOOHM M TOYHHU U Y€ ca
3ara3eHy MpaBaTa, HEIPUKOCHOBEHOCTTA U MIOBEPUTEIHOCTTA HA YYACTHULIUTE.

1.25. He3zaBrucuMa KOMHUCHS 32 OLICHKA HA Pe3yJITaTUTE

HezaBucuma xomucHst 3a OLEHKA Ha PE3YyITATUTE, KOATO MOXKE J1a CE€ Ch3/1aJl€ OT BB3JIOKUTEISL
3a OLICHKA Ipe3 OIpeIeIeH UHTEPBAJIM OT BpEME Ha Iporpeca Ha €JHO KIMHUYHO U3MUTBAHE, JaHHUTE
3a 0€30MacHOCT, OCHOBHUTE IMapaMeTpu Ha ePUKACHOCT W 3a (opMupaHe Ha NPENOPBKH KbM
BB3JI0KHUTENS JAJIU /1a IPOIBJIKH, IPOMEHU WM J1a IPEKPaT U3MUTBAHETO.

1.26. He3zaBucum cBuaeTen

JIune, KOETO: HE ydacTBa M HsAMa MHTEpPEC OT KIMHUYHOTO W3IMTBAaHE; HE MOXe jaa Oble
MOBJIUSTHO OT CTpaHa Ha yYaCTHUIIUTE B M3IMTBAHETO; MPUCHCTBA HA MOJIMCBAHETO HA HH(POPMUPAHOTO
ChIUIacH€, aKO YYACTHUKBT WM HETOBUAT 3aKOHEH NpPEACTAaBUTENl He MOraT Ja d4eTaTr, M IpoduTa
¢dopmara 3a mH(MOPMHUpPAHO ChIIacHe W BCSIKAaKBa Jpyra HUCMeHa HH(OpMaIus, MpPEAOCTaBsIHA Ha
YYaCTHHULUTE.

1.27. Komucus no eTuka

HezaBucuma cTpykTypa (MHCTUTYLMOHAJIHA, PETMOHAIHA, HAlMOHAIHA WIM HaJHAIlMOHAIHA
KOMHCHS WJIA KOMHUTET), ChCTaBeHa OT MEIUIMHCKU/HAYYHHU CIICHUAIUCTH U HEMEIUIIMHCKN/HEHAYYHU
yieHoBe. OCHOBHATa OTTOBOPHOCT Ha KOMMCHUSATA 110 €TUKA € J]a ce 3amas3sAT mpaBaTa U 0e30MacHOCTTa
Ha XOpara, y4acTBallld B M3MUTBAHETO, M Ja C€ NPEJACTaBU IMYOJUYHO yBEpEHUE HA Ta3W 3allUTa.
3amuTaTta ce peaqu3Hupa 4pe3 pasrIekJIaHe W JaBaHE Ha CTAHOBHUIIE 10 IPOTOKOJA HA KJIMHUYHOTO
U3MUTBAHE M MaTepUalMTE 3a I[I0JIyuaBaHE M JOKYMEHTHpaHe Ha HH(OpPMHpaHO ChIVIacUE€ Ha
YYaCTHHUIIUTE U OLIEHKA Jalli U3CJIEI0BATENINTE, YCIOBUATA, METOJNUTE 3a MPOBEXKIaHE HA U3IIUTBAHETO
ca MOAXOASIIH.

1.28. UndopmupaHno cbriacue

WNupopmupano cbriacue € BoJeu3sBIE€HUE, KOETO TpsiOBa Ja ObJe MUCMEHO, JINYHO AATHPAHO
U TOANHUCAHO, 33 YYacTHE B KIMHUYHO HU3MUTBaHE, B3€TO HAIIBJIHO CBOOOJHO CJel HaJUIeHKHO
YBEJOMSABAHE OTHOCHO HErOBOTO €CTECTBO, 3HAYMMOCT, IOCJIEICTBUS W PHUCKOBE U MOAXOJIAIIO0
JOKYMEHTHUPAHO OT BCSIKO JIMIE, KOETO € CIIOCOOHO J1a Jiajie ChIVIACUETO CH, MM KOraTo JIMIIETO HE €
CIOCOOHO /1a J]ajie ChIIIACUETO CH - OT HETOBHSI 3aKOHEH IMPEICTaBUTEN.

1.29. Uacneknus

OdununanHa mpoBepka Ha KOHTPOJIHUTE OpPraHU BBPXY JOKYMEHTH, YCIOBHS, apXUB U BCUYKU
APYTH U3TOYHUIIM HA TaHHH, KOUTO CE NMPHUEMAT OT TsIX 3a CBbP3aHU C KIMHUYHOTO M3MUTBAHE U MOTaT
Jla ce ChbXpaHsIBaT B MICTOTO HA MPOBEXJIAaHE HA KIMHUYHOTO U3NUTBaHe, oduca Ha Bb3noxurens/A1MO
WIM IPYTH MECTa, KOUTO T€3U KOHTPOJIHHU OPTraHu MpUeMaT 3a MOIXOIAIIN.

1.30. UucTuTyus (MEIUIUHCKA)

JleueOHU 3aBe/IeHUS, B KOUTO CE€ MPOBEXKIAT KIMHUYHH U3ITUTBAHMUS.

1.31. MexauHeH qOKJIax 3a KIIMHUYHO U3IUTBAHE

JlokJiaz 3a BpEMEHHUTE PE3YyITaTH OT IPOYUYBAHETO U TSAXHATA OLIEHKA Bb3 OCHOBA HA aHAJIU3H,
HaIpaBeHHU I10 BpeMe Ha MPOBEXKIaHETO Ha KIMHUYHOTO U3IUTBAHE.

1.32. 3nuTBaH J€KapCTBEH MPOLYKT

W3nutBaH nekapcTBEH NMPOAYKT € JieKapcTBeHa (opMa Ha aKTUBHO BEIIECTBO WJIM IuIaneoo,



KOETO C€ M3MUTBA WM U3M0JI3BA KATO CPABHEHHE B KIIMHUYHO M3MHUTBAHE, BKIIOYUTEIHO MPOJYKTH, 32
KOUTO MMa M3/aJeHO pa3pelieHHe 3a yrnoTpebda, HO ce M3MOJ3BaT 3a HEepa3pelleHO MOKa3aHWe WU C
orJie/] oJyyaBaHe Ha JONMBIHUTEIHA MHPOpPMAaLUs 3a pa3pemieHara ¢popma, Wi ca KOMIICKTYBaHH (B
JeKapcTBeHa (popma MM ONaKOBaHM) 10 HAYMH, pa3linyeH OT pa3pelieHara ¢popma.

1.33. I'nmaBeH u3cienoBaTel

['maBen wu3cnenoBarenn € ONPENENCHHUAT OT BB3JIOKHUTENS JIeKap WM JIeKap IO JIeHTallHa
MEIMIMHA, KOWTO PBKOBOAM ISUIOCTHOTO MPOBEXKJIAHE HA KIMHUYHOTO M3IMUTBAaHE B LEHTHbpa B
CbOTBETCTBUE C OJOOpeHHsi MpoTokoil U pbkoBoacTBoTo 3a JIKII m oTroBapst 3a paborara Ha
U3CIIE10BATENNTE.

1.34. U3cnenoBaren

N3cnenoBaren € onpeaesieHusT OT Bb3JIOKUTENS U OT IJIaBHUS U3CJIEI0BATEIN JIEKAap UM JIeKap
I10 JICHTAJIHA MEJIULIMHA, KOUTO MIPAKTUYECKH MPOBEKAA KIMHUYHOTO U3IIMTBAHE MO/l PbKOBOACTBOTO Ha
TJIAaBHUS U3CIIEI0BATEIN ChITIACHO 0100pEeHHUs MPOTOKON U pbKkoBoacTBOTO 3a JIKII B m3cnenoBaTenckus
LEHTHP 32 MNPOBEKIAHETO HAa KIMHUYHOTO M3NHUTBaHE. AKO KIMHUYHOTO M3MUTBAHE CE€ MPOBEXKIA OT
€KUII, U3CJIEI0BATEIAT € PbKOBOAUTENST, KOUTO OTTOBaps 3a €KMIIa, U CE Hapuya IJ1aBeH U3Cie10BaTell.

1.35. bpourypa Ha u3cinegoBaTesns

JIOKyMEHT, CBABpIKAIl BCUYKH KIMHAYHU W HEKJIMHWYHU JIAHHW 3a W3CJICIBAHUS/TES
JIEKapCTBEH/M MPOAYKT/U, KOUTO CE€ OTHACHT 3a MPHJIAraHETO Ha M3MUTBAHUTE JIEKAPCTBEHU MPOIYKTH
BBPXY XOpa.

1.36. 3aKkoHEH npencTaBuTeN

dU3nYeCKo JHIIE, KOETO ChITIACHO JAEWCTBALIOTO 3aKOHOJATEJICTBO € 3aKOHEH INPEACTaBUTEN U
MOJKe Jia 1aJie ChIIache 3a y4acTHETO Ha ObJeHIs YIaCTHUK B KIIMHUYHOTO U3MUTBaHE OT HETOBO UME.

1.37. Mouuropupane

JleiicTBre 3a HaOMIOICHUE HA PAa3BUTHETO HA KIMHUYHOTO M3MUTBAHE U TapaHTHPAHE, Y€ TO ce
IIpOBEXJa, 3alucBa M JOKJIagBa B cboTBeTcTBUE ¢ nportokona, COIL, JKII u npunoxumure
HOPMaTUBHU U3HCKBAHMSL.

1.38. Jloknag oT MOHUTOpUpAHE

[lucmen nokiag OT JIMIETO, W3BBHPIIBAIIO MOHUTOPUPAHE, JO BB3JIOKUTENS CJEA BCSIKO
MOCEIEHUE Ha MACTOTO Ha MPOBEXK/IaHE W/UIIU BCAKA CBbp3aHa C M3MMTBAHETO KOMYHHUKAIUS ChIJIACHO
COII Ha Bb310KUTENS.

1.39. MHOTO1IEHTPOBO U3IUTBaHE

KimHn4HO M3nMTBaHe, KOETO CE MPOBEX/IA 10 €UH MIPOTOKOJI, HO B ITI0BEYE OT €UH LEHTHP U
OT IOBEYE OT €IMH u3cienoBaren. M3cienoBaTenckure HEHTpPOBE MoraTr Aa ObAaT pasloyioKEeHH Ha
TEPUTOPHATA Ha €HA IbpKaBa YJIeHKa, Ha MOBeYe OT €/IHA AbprKaBa WICHKA U/UIIN B IbPKABU WICHKU U
B TPETHU ABPIKABHU.

1.40. HeknuHUYHO U3NUTBaHE

buomeaunMHCKO N3NHUTBaHE, KOETO HE CE€ MPOBEXk A BbPXY XO0pa.

1.41. ITporoxon

[IpoTokon Ha KJIMHUYHO M3MUTBAaHE € JOKYMEHT, KOWTO OMNHMCBa IENTa/IeNnuTe, MPOEKTa,
METOJIOJIOTUATA, CTAaTHCTUYECKaTa 00paboTKa U OpraHu3aIusaTa Ha U3NUTBaHEeTo. [IpOTOKOIBT BKIIIOUBA
Y BCUYKH MOCJEIBAIY U3MEHEHHS U TOMbJIHEHUSI B HETO.

1.42. ITpoMsiHa Ha MPOTOKOII

[MTucmeno onucanne Ha U3MEHEHHE/ST WM O(PUITMATHO TTOSICHEHHE HA TIPOTOKOJ.

1.43. OcurypsiBaHe Ha KaueCTBOTO

Benuky ninaHupaHy U CUCTEMAaTUYHU JEHCTBHS, KOUTO ca YCTAHOBEHHM C 1]l J]a C€ OCUTYpPH, ue
JAHHUTE Ca MOJYYEeHU, TOKYMEHTHUPAHU (3alUCaHu) U JIOKJIAJBAaHU M Y€ U3MUTBAHETO CE MPOBEXIA B
cpotBeTcTBUE ¢ JIKII M mpritokuMrTe HOpMATUBHU U3UCKBAHMSL.

1.44. KauecTBeH KOHTPOJ

PaGoTHHM TeXHUKM W JAEUCTBUA, MPEANpPUETH B paMKUTE Ha CHUCTEMaTa 3a OCHI'ypsBaHE Ha



KaueCcTBOTO, C II€JI MPOBEpPKa Jadd ca MU3MbJIHEHW H3UCKBAaHUSATA 32 KAYeCTBO Ha CBBP3AaHUTE C
U3IIUTBAHETO JIEHHOCTHU.

1.45. Pangomusanus

[Ipouec 3a pasmpenensHe Ha YYaCTHUIIMTE B U3MUTBAHETO WJIM KOHTPOJHUTE TPYIH, KaTo ce
M3II0JI3Ba CJIEMEHT Ha CIYYaifHOCT C Iel M30sSTBaHe Ha OTKJIOHEHUS.

1.46. PerynaTopHu opranu

HammoHamHu KOMIIETEHTHU OpraHd 3a KOHTPOJ HA KadyecTBOTO, €(QEeKTUBHOCTTA U
0€30MacHOCTTa Ha JIEKAPCTBEHHUTE IMPOJIYKTH, KAaKTO M OpraHuTe, KOUTO OIEHSIBAT IMOJajeHara
KJIMHUYHA JJOKYMEHTAIIUS ¥ TIPOBEK/IAT UHCIICKIINH.

1.47. Cepuosno Hexenano cwroutre (CHC) mnm cepro3Ha HeenaHa JEKapCTBEHA pPeaKIlus
(CHJIP)

Bceku neGnaronpusareH edekT Wi NPOMsIHA B 3JpaBHOTO ChCTOSTHUE, KOMTO € CTaHajl MpUu4YrHa
3a CMBPTEH M3XO0/l, HEMOCPEACTBEHA OMACHOCT 3a )KMBOTA, XOCIHUTAIM3AIMS WIH yIbbKaBaHE Ha CPOKa
Ha XOCHHUTAIN3allKs, 3HAYUTEITHU WK TPallHU YBpPEXKIaHUs, UHBAIUIM3ALIMS U BPOJECHU aHOMAJIUU.

1.48. V3xonHu JaHHU

sanarta uadopmanus B OpUTrHHAIHUTE 3aMUCH U 3aBEPEHUTE KOMUS HAa OPUTMHATHUTE 3alKCy
Ha KJIMHUYHYU HAXOJKU, HAOJFOJCHUS U APYTU JCHWHOCTH B €IHO KIIMHUYHO M3IUTBAHE, HEOOXOANMH 32
Mpech3/laBaHe U OLIEHKA HA U3MUTBAHETO.

1.49. 3xonHu JOKYMEHTH (JOKYMEHTH - U3TOYHUIIH)

OpuruHanHU AOKYMEHTH M 3allliCH, B KOMTO JaHHUTE C€ 3aluCBaT 3a IbPBU IBT ClEl
MOJIy9aBaHETO MM (Hamp. OOJHWUYHH 3alMCH, KIMHUYHH U CIY)KCOHU CXeMH, JabOpaTOPHU 3aIHCKH,
OeneXKu, THEBHUIM HA MAIMEHTUTE WM CIUCHIM 33 MPOBEPKa, 3alUCH 3a pa3faBaHe Ha JIEKAPCTBEHU
MPOAYKTA OT anTekara, 3alucd OT AaBTOMAaTHYHH ypEeau, 3aBEPEHU KOMHS OT 3alucH Ciej
MOTBBbPXKJACHUE, Y€ ca TOYHH KOmus, MHKpodumose, (ororpadcku HEraTuBH, MUKPODUIMH H
MarHeTo(pOHHU 3aIUCH, PEHTICHOBU CHUMKHM, (alIOBETE HA YYACTHHIIUTE, 3allUCH, ChXPaHSIBAaHU B
anTekaTa, B 1a00paTopuaTa U MEIUIUHCKO-TEXHUYECKH CITY>KOH, BKIIOYEHH B U3IHUTBAHETO).

1.50. Be3noxuren

®u3NUecKo WIA HOPUANYECKO JIMIE, WHCTUTYLHS WIM OpraHU3alMs, KOSATO OTroBaps 3a
3all0YBAHETO, YIPABIECHUETO U/WIH (PUHAHCUPAHETO HAa KIMHUYHOTO U3MUTBAHE.

1.51. Bb3noxuren-uscieqoBaTen

dusnyuecko JHIE, KOETO €IHOBPEMEHHO 3aro4yBa W MPOBEXKJA €IHO KIMHUYHO M3MUTBAHE,
CaMOCTOATENIHO WJIM C JIPYyrd JIMIA, W TOJl YUETO HEMOCPEIACTBEHO PBKOBOJCTBO H3CIEABAHUAT
JIEKapCTBEH MPOAYKT Ce€ TMpuiiara, pa3aaBa Wind ynorpedsiBa oT nanueHt. OnpeneseHneTo He BKII0UBA
IOpUJIMYECKH JIMIA W HAyyHU OpraHu3aluu. 3aqbJDKEHUSITAa HA BbB3JIOKUTEISA-U3CIIEI0BATEN Ca
€IHOBPEMEHHO T€3H Ha BH3JIOKUTEIS U HA U3CIIE0OBATEIS.

1.52. Crannaptau onepatusau npouenypu (COIT)

[Tucmenn neTaisTHu UHCTPYKIIMU 32 TIOCTUTAHE HA €JHAKBOCT B M3BBPIIBAHETO Ha crieruduuHa
GbyHKIHS.

1.53. CeuscienoBarein

Besiko nuie, wieH Ha KIMHUYHUSA W3CIEIOBATEICKA €KHUI, Ha3HAYeHO W PBKOBOJIEHO OT
TJIABHUSI M3CJIEI0BATENl B MSACTOTO Ha MPOBEXKIAHE HA KIMHUYHO M3MUTBAHE 33 M3BBPIIBAHE OCHOBHU
BbB BpB3KAa C U3MHUTBAHETO JCWCTBUA W/WIM Ja B3MMa BaXXHHU peEIICHUS (HAIp. CHTPYIHUIIH,
CHeIMaIN3aHTH, TOKTOPAHTH).

1.54. YuacTHUK B U3NIUTBaHE

Jlutie, KOeTO € BKJIIOYEHO B KJIMHWUYHO M3MUTBaHE, KaTO TOJydyaBa W3MHUTBAH JIEKAPCTBEH
MPOAYKT WUJIM y4acTBa KaTO KOHTPOJIMPALL.

1.55. Pa3nio3HaBaresieH Ko Ha yYaCTHUIIATE

VYHuUKaleH pa3no3HaBaTeNeH KO/l 32 03HaYaBaHE Ha BCEKM YYACTHHUK B KIMHUYHO U3MUTBAHE OT
M3CIIeTOBATENs C )T 3ala3BaHe Ha HEroBaTa CaMOJIMYHOCT M M3IMOJI3BaH BMECTO MMETO HA YYaCTHHKA



IIpU JOKJIa/IBaHE HA HEXKEJIaHU ChOUTHUS U/UITU IPYTU CBBP3aHU C U3IUTBAHETO JaHHU.

1.56. LleHTbp HA KIMHUYHO U3MUTBAHE

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

1.57. HeouakBaHa HexellaHa JICKApCTBEHA PEaKIUs

3a HepaspellleHU 3a ynoTpeda MpOoIyKTH - HEKEIaHa JIEKapCTBEHA peaklius, YMITO Xapakrep,
TEXECT WM U3XO0Jl HE ChOTBETCTBAT Ha MH(OpPMALMTA 32 U3NHUTAHUS JIEKAPCTBEH MPOAYKT, TOCOUYCHA B
Opomrypara Ha wH3cienoBaTess. 3a pa3peuieHd ca ynorpeda MpOIyKTH - HEKeNaHa JIeKapCTBEHA
peaxius, KoATO He € TI0COYeHa B KpaTKaTa XapaKTepUCTHKA Ha MPOAYKTa UM YUITO XapakTep, TeXKecT
WM U3XO0J HE OTIOBApsAT Ha [IOCOYEHUTE B KpaTKaTa XapaKTEpUCTHKA Ha MPOIYKTA IaHHU.

1.58. Ya3Bumu rpymnu

JIunia, 4neTo XKelaHWe 3a y4acTHE B €IHO KIMHHUYHO M3MUTBAHE MOXE Ja Ob/e MOBIUSHO OT
OYaKBAHETO Ha IMOJI3UTE WJIM OT MOJOXKEHHETO WM CIPSMO IO-BHCIIM CIYXKUTEIU B HepapxusTa,
CBBP3aHU C Y4aCTUETO UM OTKa3 OT y4acTue, HallpUMeEp: CTYAECHTHU 10 MEIULIMHA, IEHTAJIHa MEIUIINHA,
dbapmanus WM METUIMHCKU CECTPH, CIYXKHUTEIW BbB (apMmalleBTUYHATA WHIYCTPHS, CIYXKeIld B
apMuysATa U JIMLA, JIMIIEHU OT cBOOOa.

Jlpyru 3acTparieHd YYacTHHIIM Cca MAllMeHTH C HEeW3JIEYMMH 3a00JsBaHus, JHIA B CTAPUYECKH
JOMOBE, 0€3paOO0THH MJITH 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 y4aCTHULUTE B KIMHUYHU U3IUTBAHMS)

duznyeckaTa U MCUXUYECKATa HEMPUKOCHOBEHOCT HA YUACTHUIIUTE B KIIMHUYHOTO U3MUTBAaHE

2. [Mpunuunu Ha JAKII

2.1. KnuHu4HMTE M3NUTBAHUSI CE TIPOBEXKIAT B CbOTBETCTBUE C €TUYHUTE MPUHIUIIN, KOUTO ca
3anoxxeHu B [lexknapanusata ot XensuHku u cwporeBercrtBar Ha JIKII m nmpunokumure HOpMaTUBHU
M3HCKBaHUS.

2.2. Ilpenn na € 3amo4HanoO €QHO W3NUTBAHE, CE CPaBHABAT BCUYKM IIPEIBUIMMHU PUCKOBE C
OYaKBaHAaTa M0J13a MHIUBUYaTHO 32 YYaCTHUKA U 3a 00111ecTBOTO. ENHO KIMHUYHO U3MUTBAHE MOXKE /1a
3al04HE U Ja NPOJBJIKU CAMO aKo NMPEABUANMHUTE MOJI3H ONPABIaBaT PUCKOBETE.

2.3. IlpaBata, Oe3omacHOCTTa W OJIArOMOJYyYHMETO HA YYACTHUIUTE B HM3MUTBAHETO Ca OT
I'bPBOCTENIEHHO 3HAUEHHE U CTOSIT HAJl HHTEPECUTE Ha HayKaTa 1 OOIIeCTBOTO.

2.4. HanuuHaTa HEKJIMHUYHA U KJIMHWYHA MH(OpMAaLMs 3a U3MUTBAHUS JIEKApPCTBEH MPOJIYKT
TpsiOBa /1a € TocTaThyHa B MOJIKPENa Ha MPEII0KEHOTO KIMHUYHO U3IIUTBAHE.

2.5. KnuHuuHUTE U3NMWTBaHUS TpsiOBa Ja ca HAyyHO 3HAUYMMU W ONHMCAHU B SICEH U
JEeTalIM3upaH MPOTOKOI.

2.6. EgHOo KIMHWUYHO W3MUTBAHE C€ TMPOBEXJa B CHOTBETCTBHE C MPOTOKOJ, KOUTO €
MPEBApUTEIIHO 0100pEH OT KOMHCHATA 110 €THKA.

2.7. MenuuMHCKOTO HAOMI0ACHUE U METUIIUHCKUTE PELEHUs, IO OTHOILIEHUE HA YYACTHUIIUTE,
ce B3eMar OT JIeKap WM KOraTo € He0OXOIUMO - OT JIeKap IO JAeHTaJlHa MEJUIIMHA.

2.8. Bcedko nuie, HATOBAPEHO C IIPOBEXKIAHE HA KIMHUYHO W3MHMTBAHE, IPUTEkKaBa
oOpa3oBaHMe, KBaJU(HUKAIMSI MU ONUT 3a HM3NBJIHEHHE Ha CHOTBETHUTE CBBP3aHU C M3MHUTBAHETO
3a]IbJKEHUSL.

2.9. llpenu BxiItOYBaHE B KIMHUYHO M3MUTBAHE OT BCEKH YYACTHHMK C€ TOJIy4aBa CBOOOTHO
Ta7eHo WHPOPMHUPAHO ChIIacHe.

2.10. Lsnata nuapopManys 3a KIMHUYHOTO MPOyYBaHe TpsOBa Ja € 3amucaHa, MoAIbpkKaHa U
ChXpaHsBaHa 110 Ha4MH, [I03BOJISBAI HEHHOTO TOYHO JOKJIaIBaHEe, MHTEPIPETAIUs U MPOBEPKa.

2.11. IloBepurenHocTTa Ha JOKYMEHTMTE, KOWTO MOraT Ja pa3KpUAT CaMOJIMYHOCTTa Ha
YYaCTHUIUTE, C€ 3ama3Ba, KaTo ce Cla3BaT M MPWIOKUMHUTE HOPMATHBHM HM3UCKBAHUS 3a TailHa u
MTOBEPUTETHOCT.

2.12. M3nutBaHUTE JIEKapCTBEHU NPOJIYKTH C€ IMPOM3BEKIAT, MOIABPKAT U CHXPAHSIBAT B



cpoTBeTcTBUE ¢ npmioxkumara JI1I1. Te ce u3mon3Bar B ChOTBETCTBUE C OAOOPEHHUS MTPOTOKOIL.
2.13. BpB BCHYKHU €Tany Ha KJIMHUYHOTO M3MUTBAHE CE BBBEKIAT MPOIEAYpPU, OCUTYPSBAIIU
KaueCTBOTO Ha BCEKH €Tall OT IMPOBEXKIaHE HA TPOYUBAHETO.

3. Komucus no etuka

3.1. 3agpikenus

3.1.1. Besika koMHcHs TIO €THKA 3allydTaBa IpaBaTa, 0E30MacHOCTTa W OJIArOMOJIyYHeTO Ha
BCUYKM YYAaCTHHULIM B KIMHUYHOTO u3nuTBaHe. CHelUalHO BHHMaHHME C€ OTIEeNs Ha KIMHUYHU
W3MHUTBAHUS, KOUTO BKIIIOUBAT YSI3BUMU TPYIH MAIUCHTH.

3.1.2. Komucusta mo eruka MojydyaBa CICIHUTE JOKYMEHTH: IMPOTOKOJ Ha KIMHUYHOTO
M3MUTBaHE/IPOMEHH, (opMa 3a MHCMEHO MH(POPMHUPAHO ChITIACHE M MPOMEHH B Te€3H (HOPMHU, KOUTO
U3CIe0BaTeNAT Mpe/yiara Aa ce M3IMO0JI3BaT B KIMHUYHOTO W3MWTBaHE, MPOLEAYpH 3a HaOupaHe Ha
NanueHTy (Hamp. o0siBM), MUCMEHa WHGpOpMAlMs 3a Y4YaCTHUIUTE, OpoIllypa Ha H3CIIEJOBATEIN,
HanuyHaTa uH(opmanus 3a 6e30macHoCcT, HHPOpMAaIH 3a 3aljallaie ¥ KOMIEHCalys Ha MalleHTUTe,
3aCTpaxOBKa 3a MAIMEHTUTE/IOOPOBOJIIUTE M U3CIEIOBaTENINTe, aKTyaliHa aBToOuorpadus Ha
U3CIeoBaTeNs/UTe W/WIM APYrd JOKYMEHTH 3a JOKa3BaHE Ha KBalH(pUKaUUATa UM U JIPYTH
TOM'BIHUTEITHA JOKYMEHTH, KOUTO KOMHICHATA MOXKE Ja M3UCKA 33 OCHIECTBIBAHE HA (PYHKIIUUTE CH.

Ts pasranexna MpenaoKeHOTO KIMHUYHO H3MUTBAHE B OIpENeleHHs OT 3aKOHa CpPOK U
JOKYMEHTHPA CBOETO CTAHOBHIIE B MMCMEH BHUJI C SICHO MOCOYEHH TeMa Ha KIMHUYHOTO M3MUTBAHE U
MperjieaHuTe JOKYMEHTH U JaTUPAHO MO OTHOILIEHHE Ha CIETHOTO:

3.1.2.1. HOJIOKUTEITHO CTAHOBHIIIE;

3.1.2.2. u3uckanu mpeau NoJ0KUTEITHO CTAHOBUIIE U3MEHEHHUS,

3.1.2.3. oTpuniaTeaIHO CTAHOBHUIIIE;

3.1.2.4. npoMsiHa Ha Be4€ U3/IaJICHO MOJOKUTEITHO CTAHOBUIIIE.

3.1.3. Komucusra mo eTuka npereHsBa KBamukamusaTa Ha U3CIIeI0BaTENs 3a MPEII0KEHOTO
KIMHUYHO M3MHUTBaHE OT MpeJCTaBeHaTa aKTyalHa aBToOMorpadus Ha H3CleoBaTes W/WUIU IPYTH
CBHOTBETHU JIOKYMEHTH, KOUTO MOXE J]a N3HCKA.

3.1.4. Komucusita mo eTuka MpoBeXJa TEKYI HaJA30p HaJl BCAKO MPOBEXIAIIO C€ KIMHHUYHO
M3MMTBaHE HA MHTEPBAJIM, CbOTBETCTBAIIM HA PHCKA 3a XOparTa, HO HE TI0-MaJIKO OT BeIHBK TOAUIITHO.

3.1.5. Ilo cBos mpeneHKa KOMHCHATA 1O €THKAa MOXE Jia M3MCKa IMPEJCTaBSIHETO Ha IOBEYe
nHpopmanug ot omnucaHata B T. 4.8.10, koraro ToBa IONMbJIHEHHE MMa 3HAUEHUE 3a 3ala3BaHE Ha
npaBaTta M 6e30MacHOCTTA U/WIIK 3]JpaBeTO Ha MalMeHTHUTE.

3.1.6. B cinyuautre mo 1. 4.8.12 u 4.8.14, xorato 3a NPOBEKIAHETO HAa HETEPANEBTUYHO
U3IUTBaHE € HEOOXOIMMO ChIVIACHETO HA 3aKOHEH IMPEJICTABUTEN HA YIaCTHUKA, KOMUCHTA IO €THKA ce
MIPOU3HACS TI0 BBIIPOCA, JaTH MPEATOKEHHUST TIPOTOKOJ W/WIIN JIPYTH TOKYMEHTH CHBIIAJAT C ETHYHHUTE
HOPMHU U JIaJTd OTTOBapsT HA MPHJIOKUMHUTE HOPMATUBHU U3MCKBAHUS 32 TAaKbB TUIT U3MUTBAHUS.

3.1.7. B cnyuyaute mo T. 4.8.15, xorato NmpOTOKONBT HA KIMHWYHO H3IUTBAHE TMO3BOJISBA
BKJIIOYBAHE Ha MAIMeHT, 0e3 Ja € Bb3MOXXHO HEroBOTO HEMOCPEICTBEHO MUCMEHO ChIVIaCHe WIIN
CBIJIACHETO Ha HETOBHS 3aKOHEH MPEACTAaBUTEIN, KOMUCHSTA TI0 €TUKA CE TIPOM3HACS TI0 BBIIPOCA, JalTH
MPEJIOKEHUAT IJIaH W/WIN IPYTH AOKYMEHTH CBHBIAJAT C €TUYHUTE HOPMH WM Jalld OTrOBapsAT Ha
MPUIIOKMUMHATE HOPMAaTHBHH W3UCKBAHUS 3a TaKbB THIT U3ITUTBAHHUS.

3.1.8. KoMucusta mo ermka MpeleHsBa JOKOJKO pasMepbT M METOABT 3a 3allialllaHe Ha
3MIpaBUTE JOOPOBOJIIH/TIAIIMCHTUTE BIMSAT HA CHIIIACHETO MM 3a yJ4acTHe W Jalld PEIICHHETO MM IIe
Obge B3eTO CBOOOJHO. 3amjam@aHusTa Ha €IWH YYaCTHHK TpsOBa Ja ObAarT paspenesieHu
MIPOTIOPIIMOHAITHO U JIa HE 3aBUCST U3ISUIO OT 3aBhPIIBAHETO HA U3MUTBAHETO OT YYaCTHHUKA.

3.1.9. Komucusita no eTuKa OCUrypsiBa BKJIIOUBAHETO BbB (pOpMara 3a MUCMEHO WH(OPMHUPAHO
ChIJIaCHE W BBB BCSKA JIpyra MUCMeHa nH(popMaIys 3a y9acTHHKA Ha HH(OpMAIITa 110 OTHOIIICHNE Ha
3alUIall[aHeTO Ha 3/paBUTE J0OPOBOJIM/MAIMEHTUTE, BKJI. KOJMYECTBO, METOJA Ha 3alulalllaHe MU
MepUOANYHOCT. HaunHBT, IO KOWTO TIamaneTo e Ob/e pa3npeneneHo, TpsoBa 1a 0'bie MOCoUeH.



3.2. CwcTaB, GyHKIMU U JEHCTBUS

3.2.1. KoMmucusaTa Mo €TuKa ce€ ChCTOM OT YJICHOBE, KOMTO KaTO KOJISKTHB HMMAaT JIOCTAThUHO
KBaIM(UKAIMS U OMUT Ja pasriiefaT W OIEHSAT HAay4YHUTE, MEIUIIMHCKUTE U CTHUYHUTE ACIEKTH Ha
MPEAJIOKEHOTO KIMHUYHO M3nuTBaHe. KoMucusaTa 1o eTuka BKIIOYBA HA-MaJIKO 7 YJIEHOBE, OT KOUTO
Hal-Mallko JIBaMa C HEMEAWIIMHCKO oOpa3oBaHWe, (PMHAHCOBO M AJIMHUHHUCTPATHBHO HE3aBHUCUMHU OT
MSCTOTO Ha MPOBEXIaHE HA KIMHUIHOTO U3IHUTBAHE.

[To Bpeme Ha 3acepaHusiTa MOrar ja rijacyBaT M Jla U3pa3siBaT MHEHHUE CaMO TE3U YJICHOBE,
KOHMTO Ca HE3aBMCHUMH OT IVIAaBHHUS M3CJIENOBATEN U BH3I0KUTEII.

Komucusita mo eTuka ChXpaHsBa CIHCHK C YICHOBETE M TEXHHUTE KBaTU(UKAIUU, KAKTO H
oduIIMaTHUTE JOKYMEHTH 3a Ch3J]aBaHETO M.

3.2.2. Komucusra mo eTvka u3BbpIiiBa (QYHKIIMUTE CH B ChOTBETCTBHE C MUCMEHU CTaHIAPTHU
onepatuBHU npouenypu, ¢ JKII u npumoxumMuTe HOpMAaTUBHU M3UCKBAHUS U ChXPaHABA IOKYMEHTH 3a
JNEHHOCTUTE CH U MPOTOKOJIU OT 3aCEaHUsATA.

3.2.3. KomucusTa Mo €Tuka B3uMa PEIICHUTa CH Ha MPEIBAPUTEITHO OOSIBEHU 3acelaHus MpU
HaJUYUETO Ha KBOPYM, OIPECIICH B CTAHIAPTHUTE ONEPATUBHU MPOLETYPH.

3.2.4. ]la rnmacyBat/u3pa3siBaT MHEHHE MOTaT caMO YICHOBETE Ha KOMHUCHUATA MO €THKA, KOUTO
ca y4acTBaJid B OOCHKIAHUSTA | MIPETiie/ia Ha IOKYMCHTAIUATA TI0 IPOYYBAHETO.

3.2.5. U3cnenoBatenar MOXKe Ja peacTaBs HHPOpMaIlUs BbB BCAKAKBB aCIEKT MO0 OTHOIICHUE
Ha KJIMHUYHOTO M3MHTBAaHE, HO HE MOXE Jla y9acTBa B Pa3MCKBAHMSITA WIX JIa JIaBa MHCHHE/1a T1acyBa
10 BpeMe Ha 3aceJJaHusATa Ha KOMHUCHITA 110 €THKA.

3.2.6. Komucusita 1mo ervka MOXXE Ja TMOKaHUW EKCHEPTH B pPa3IUYHU CHEIUATHOCTH 3a
CbIECHUCTBUE.

3.3. Ilpouenypu

Komucusita mo eruka pa3paboTBa, MUCMEHO JOKYMEHTHpA W CIa3Ba CTaHJAPTHHU ONEPATUBHU
MPOIIEAYPH, KOUTO BKJIFOYBAT CJICTHOTO:

3.3.1. ompenensHe Ha cbhcTaBa (MMEHA W JUTBKHOCTH HA WICHOBETE) W OCHOBaHHUE 3a
Ha3HA4YaBaHETO;

3.3.2. nnaHupaHe Ha 3aCeaHusATa, yBEIOMABAHE Ha YJIECHOBETE U MIPOBEKIAHE HA 3aCE/IaHUATA;

3.3.3. u3BBpILIBaHE HA TbPBOHAYAIHA U MIOCJIE/IBAIlA OLIEHKA Ha IPOYYBaHUS;

3.3.4. onpenensiHe HAa YECTOTATa HA IEPUOINYHA NTOCIIEIBAIA TPEOLIEHKA HA IPOYYBaHUS;

3.3.5. ocurypsiBaHe Ha YCKOPEHA OIICHKAa HA MUHUMAJIHA TIPOMEHHU 32 KJIMHUYHHU W3MHUTBAHUS B
X0/Jl, KOUTO Bede ca 0J0OpPEeHH, B ChOTBETCTBUE C HOPMATUBHHUTE U3UCKBAHMUS;

3.3.6. MOTBBpPXKACHUE, Y€ HUTO €IUH YYaCTHUK HE MOXE Jaa ObJe BKIIOYEH B KIMHUYHO
M3IUTBaHE, IPeId KOMHUCHTA MO €TUKA J1a U3/1a]1€ TTOJIOAKUTEITHO CTAHOBUIIIE;

3.3.7. NOTBBPKJEHUE, Y€ B MPOTOKOJA HE MOTaT Jia C€ MPUJIOKAT HUKAKBU OTKJIOHEHUS WU
MIPOMEHU TPENU HEMOCPEACTBEHOTO MUCMEHO IMOJOKUTEIHO CTAaHOBUIIE 32 ChOTBETHATa MpPOMSHA, C
M3KJIIOYEHHWE Ha CIIy4auTe, KOrarto € HeoOXOIMMO Hu30sirBaHE Ha HEMOCPEJACTBEHH PHUCKOBE 3a
YYAaCTHHUIIUTE WJIM KOraTO HPOMEHUTE 3acAraT JIOTUCTUYHM M aJAMUHUCTPATHUBHU ACIEKTH Ha
M3MUTBAHETO (HAIp. MPOMSHA Ha JIUIETO, U3BBPIIBAIII0 MOHUTOpUpaHe, TeJIeOHHNU HOMEpa), ChIiacHO
3abJDKCHHUATA HA U3ciemoBaTens o T. 4.5.2;

3.3.8. U3UCKBaHe, Y€ U3CIIEA0BATENAT BEJHAra YBEAOMIBA KOMUCHUATA IO €TUKA 32 OTKJIOHEHUS
WIKM TPOMEHH B MPOTOKONA, KOTaTo € HeoOXOAMMO H30ArBaHe Ha HEMOCPEJACTBEHH PHUCKOBE 3a
YYaCTHHIUTE, ChIIacHo T. 3.3.7 W 3aabJDKeHUsATa Ha u3cienoBarens no T. 4.5.2 u 4.5.4; npoMeny,
yBEeJIMYABAIll pHUCKA 3a YYACTHHUIIMUTE W/WUIU 3HAYUTEIHO BIUACHIM BBPXY MPOBEKIAHETO HA
KJIMHUYHOTO M3nHUTBaHe (BXK. 4.10.2); BCHUKU HEKETaHU JIEKAPCTBEHHU PeaKlIUU, KOUTO ca U CEPUO3HU, U
HEOUYaKBaHM, HOBa MH(OpMAIIHs, KOSITO MOXKE Jla 3acerHe HeMpaBUIHO 0€30MacHOCTTa Ha JIMIATa WM
MMPOBEKTAHETO HA KIIMHUYHOTO W3MUTBAHE;

3.3.9. wu3uckBaHe, Y€ KOMHCHUATA TIO €THKa He3a0aBHO 1€ YBEJAOMH TMHCMEHO
M3CIIEIOBATENS/MHCTUTYIUATA 32 CBBP3aHUTE C KIIMHUYHOTO M3MUTBAHE PEIICHUS/MHEHUS; TPUIUHHUTE



3a PpEIICHUATA/CTAaHOBMIATa CH W TMPOLEAYpUTE 3a oOXKajBaHE Ha pEIICHHUITA/CTAaHOBHUINATA Ha
KOMHUCHSITA 110 €THKA.

3.4. loxymeHTH

Komucusita mo etuka chbXpaHsiBa BCHYKH CHOTBETHH JOKYMEHTHU (HAIp. MUCMEHH CTaHIApTHU
OTIEPAaTUBHU TMPOLEAYPHU, CIHCHIM C YICHOBE, 3al0OBEAM 332 Ha3HAuyaBaHE, CHHUCHIMU C JUIBXHOCTH Ha
YJICHOBETE, JCKIapanuy 32 KOHQIMKT Ha MHTEPECH M KOH(UACHIIMATHOCT, NPEACTaBeHU IOKYMEHTH,
IPOTOKOJIM OT 3acelaHus M KOPECIOHJCHLUS) 3a MEpUOJ] HE MO-MaJlKO OT TPU TOAUHH CIEX
IpeKpaTsBaHe Ha KIMHUYHOTO U3MHUTBAHE U M MPEJIOCTaBs P MOMCKBAHE HA PEryJIaATOPHUTE OPTaHH.

Komucuara mo eTuka NpeAocTaBs HAa H3CIENOBATENs, BB3JIOXKHUTENS WIH PETyIaTOPHUTE
OpraHy MMCMEHHUTE CH MPOLEYPHU U 3aMI0BEIH, ONPEACIAIIN CIIUCHKA C WICHOBE, ITPH IOMCKBAHE.

4. N3cnenosaren

4.1. Kpanudukanus u 3a1bDKSHIS Ha H3CIIEA0BATENs

4.1.1. UscnenoBarenst/ure npuTekaBa ChOTBETHOTO 00pa3oBaHue, KBaJU(pHUKALUSI U OMHUT, 3a
Ja TpeLeHH OTTOBOPHOCTTA 3a IMPABHJIHOTO MPOBEXKIAHE HA KIMHHUYHOTO W3IUTBAHE;, OTrOBaps Ha
BCUYKM M3UCKBaHMs, OMNPEICIICHH OT pEryJaTOpHUTE OpraHd, M TMPeICTaBs JJO0Ka3aTelCTBO 3a
KBaTM(HUKAIMATA CH 4Ype3 akKTyajdHa aBroOuorpadus wW/wiam JOpyrd JTOKYMEHTH, W3UCKaHU OT
BB3JIOKUTENS], KOMUCHUSTA 110 €THKA W/WIN PEeryJaTOPHUTE OpraHHu.

4.1.2. M3cnemoBaTensaT € 3amo3HAT € NpaBWIHATA yHorpeda Ha H3MHUTBAHUS JIEKApPCTBEH
MPOJYKT, KaKTO € IMOCOYEHO B MPOTOKOJIA, aKTyalHaTa Opolrypa Ha u3ciefoBaress, nuHpopmanusra 3a
MPOAYKTA U BCUYKH JPYTY U3TOYHHUIIM HA HHPOPMALUS, IPETOCTABEHU OT BB3JIOKUTEIS.

4.1.3. U3cnenoBatensr 1no3HaBa u cnaspa u3nckBanusara Ha JKII u npunoxxumute HOpMaTUBHU
M3HCKBaHUSI.

4.1.4. UzcnenoBatensT MO3BOJISIBA U3BBPIIBAHETO HA MOHUTOPHpAHE, MPOBEpKa OT CTpaHa Ha
BB3JI0KHUTENS U MHCIIEKIUS OT ChOTBETHUTE PETYJIATOPHU OpPTaHH.

4.1.5. U3cnenoBarensaT chbXpaHsaBa CHUCHK C JIHIA ¢ HEOOX0AMMAaTa KBATU(DUKAIMS, HA KOUTO €
JeNeTupa OTTOBOPHH 33IbJDKEHUS, CBBP3aHU 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 MOAXOAAIM NAalMEeHTH B JIOTOBOPEHMs CpoK (Hamp. Kato ce Oa3upa Ha
PETPOCIEKTUBHU JIAHHU).

4.2.2. N3cnenoBarenar UMa JOCTaTbYHO BpeMe 3a MPOBEX/IaHEe U 3aBbpIlBaHE HA KIMHUYHOTO
M3IUTBAHE B JOTOBOPEHHUSI CPOK.

4.2.3. U3cnenoBarensT pa3nojara ¢ He00XoaAuMus Opoit KBanu(UIUpaH NepcoHall U CbOTBETHO
o0opy/IBaHe 3a MpenBUJEHATa TMPOIBIDKUTEIHOCT Ha KIMHWUYHOTO H3MHTBAHE C II€N NPABHIHO H
0e30macHO MPOBEXKAAHE.

4.2.4. N3cnenoBaremnsiT TapaHTUpa, Y€ BCUYKH JIUIA, YIaCTBAIM B KJIMHUYHOTO M3MUTBAHE, Ca
JOCTaThYHO WMH(GOPMHUPAHHU 3a MPOTOKOJA, U3MUTBAHUS JIEKAPCTBEH MPOJYKT/U U CBBP3aHUTE UM C
KIIMHAYHOTO W3MUTBAHE 33 IbJDKCHUS U (DYHKITHH.

4.3. MenMUMHCKY TPUXKH 3a JIMIIaTa Y9aCTHULIN

4.3.1. OTroBOpHOCTTA 3a BCUYKHU CBBbP3aHH C KIIMHUYHOTO U3MUTBAHE MEIUIIUHCKHU PELICHUS CEe
HOCH OT KBAIU(UIIUPAH JIeKap, WU KbAETO € HEOOXOIUMO - OT JIeKap MO JACHTAIHA MEAULIMHA, KOUTO €
M3CIIeIOBATEN WIIA CHHU3CIIEIOBATEN B KIMHUYHOTO U3IATBAHE.

4.3.2. Tlo Bpeme u cieJi y4yaCTHETO Ha JMIaTa B KIMHUYHOTO HM3MMTBAHE H3CIIEIOBATEISAT
rapaHTHpa 3a MPEeIOCTaBIHETO HA JOCTaThUHO MEIUIIMHCKO HAOIIOICHHE BhPXY JIMIIATa YYACTHHUIIN 110
OTHOIIICHHE Ha BCSKO HEXEJTaHO ChOWUTHE, BKJI. KIMHUYHO Ba)KHU JJAOOPATOPHM PE3YNITaTH, CBbP3aHH C
M3MUTBaHETO. M3cimemoBaTensaT yBeJoMsIBa MaIlUeHTa 32 HEOOXOIMMOCTTa OT MEIUIIMHCKO HAOIIOICHHE
10 MTOBOJI Ha JIOITBJIHUTEIIHOTO 3a00JI1BaHe, KOETO TOM € yCTaHOBHUII.

4.3.3. AKO IUIETO y4aCTHHK MMa JIMYEH JIEKAp M aKO C€ € ChIVIaCWIO JMYHUAT MY JIeKap Ja



OBl yBeIOMEH, U3CIIEA0BATENAT ro HHPOPMHpPA 32 YUaCTHETO HA MAlMEHTa B KIMHUYHOTO U3MTUTBAHE.

4.3.4. Berpekn 4e y4acTHUKBT HE € 3abJDKCH J1a O0SCHU MPUYMHUTE 3a OTTETJITHETO CH OT
KIMHUYHOTO M3MUTBAHE, M3CIICAOBATEIIAT MOXKE Ja MOJOXKH YCHJIMS, 32 Ja YCTAaHOBU TE€3W NPHYUHH,
Cra3BaiKy M3LSUI0 IpaBaTa Ha MalUeHTa.

4.4. KopecnoHICHIIMS C KOMUCHSTA M0 €THKA

4.4.1. Ilpenu 3amouyBaHe Ha KIMHUYHOTO M3IMTBAHE H3CIENOBATEIAT TpsAOBa Ja HMa
MUCMEHOTO JaTUPAHO TOJOKUTEIHO CTAHOBHILE OT KOMUCHSTA 110 €THKA 32 IPOTOKOJIA HA KIMHUYHOTO
U3NUTBaHe, Qopmara 3a NUCMEHO HHPOPMHMPAHO ChbIJacue, NMPOMEHM BbB (hopMaTta 3a chIJlacHe,
IpoIelypuTe 3a HabMpaHe Ha MalMEHTH (Hamp. 00sIBH) U BCSIKA Apyra MUcMeHa nHpopManus, KOsITo 11
ObJie IPEeJOCTaBeHA HA YYaCTHHKA.

4.4.2. NzcnenoBatensT NpeAcTaBs Ha KOMHCHATA 110 €TUKA KOIKE OT aKkTyajHara Oporrypa Ha
JeKapsl U3CJe[0BaTell KaTo MPUWIOKEHUE Ha NMMCMEHaTa MoJida 0 KOMUCHUSATA 10 €THKa 32 CTAaHOBMILIE.
AKO 10 BpeMe Ha KIMHUYHOTO M3MUTBAaHE HACTHIIAT MPOMEHH B OpoIIypaTa, u3ciaeI0BaTeNsAT MPEeICTaBs
B KOMMCHSATA 110 €THKA HOBO KOIME, BKJIIOYBAILO IPOMEHUTE.

4.4.3. Tlo BpeMe Ha KIMHUYHOTO W3MUTBAHE M3CIICIOBATEISAT MPEAOCTaBs HA KOMHCHUATA IO
eTHKa 3a IpepasriekaaHe BCHUKU JOKYMEHTH, Kacaellld yJYaCTHUIUTE.

4.5. CpOTBETCTBHE C MPOTOKOJIA

4.5.1. U3cnenoBarenar NpoBeXkaa KIMHUYHOTO U3MHUTBAHE B CHOTBETCTBUE C IIPOTOKOJ, KOWTO
IIPEIBAPUTEIIHO € 0JI00PEH OT BB3JIOKUTENSA U PEryJIaTOPHUS OPraH U KOMTO € MOJIy4nsI MOJTOKHUTEITHO
CTaHOBMILE OT KOMUCHUATA MO eTuka. M3cienoBaresnar M BB3JIOKUTENAT MOJINMCBAT MPOTOKOIA WU
JOITBITHUTEIIEH JI0TOBOP, C KOWTO U3CJIEOBATENAT IOTBBPKIaBa ChIVIACUETO CU 33 CIIA3BAHETO MY.

4.5.2. N3cnenoBateniaiT HE MOXKE Jia MPaBU HUKAKBU OTKJIOHEHHS WM MPOMEHHU B MPOTOKOJA
0€3 CBIIIACHETO Ha BB3JIOKUTENS U MPEABAPUTEIHOTO pasriiekIaHe M JOKYMEHTHPAHO MOJIOXKHUTEITHO
CTaHOBMILE 3@ IPOMEHUTE OT KOMUCHITA IO eTHKa. OTKIOHEHMs OT U3UCKBAHUATA Ha IUIaHA MOXeE Ja ce
MPaBAT CaMO KOTaTO MMa CEpHO3HHM OCHOBAHUS, Y€ Ca 3aCTPAlICHU JKUBOTHT, 3PABETO W IpaBara Ha
U3CJIEeIBAaHUTE JIMLA WM KOTaTO MIPOMEHHUTE BKJIKOYBAT CaMO OPraHU3alMOHHU WM aJMUHUCTPATUBHU
acIeKTH Ha KIMHUYHOTO M3MHUTBaHE (HAmp. CMsSHA Ha JIMIETO, M3BBPIIBANIO0 MOHUTOPHpAHE, CMsIHA Ha
Tesne)OHHUTE HOMEpa).

4.5.3. U3cnenoBatensT UM YI'BIHOMOILEHO OT HETO JIMIE JAOKYMEHTHpa U OOSCHSIBAa BCAKO
OTKJIOHEHHE OT 0/100pEeHHUs] IPOTOKOJL.

4.5.4. WzcnenoBaTeniaT MOXKE Ja HalpaBu OTKJIOHEHHE WM TpOMsSHAa B IPOTOKOJIA 3a
n305TBaHETO Ha HEMOCPEeACTBEHa 3aljlaxa 3a MalMeHTHTEe O0e3 HENoCpPeACTBEHOTO MOJOXKUTEITHO
CTaHOBHIIIE HA KOMUCHSITA MO €THKa. HarpaBeHOTO OTKIIOHEHHE, TPOMSTHA WJTH TUIAHBT C TPEITIOKECHUTE
IIPOMEHU C€ MPEACTaBAT Bb3MOXKHO Hail-Obp30 Ha KOMHCHATA MO €THKa 3a OILlEHKa U CTaHOBHINE, Ha
BB3JIOKUTENS 3a ChIUIACKE U HAa PETYJIaTOPHUTE OPraHu 3a pa3pelieHue.

4.6. I3nuTBaH JIEKapCTBEH MPOIYKT

4.6.1. OTroBOopHOCT 3a OTYETHOCTTa HA W3MUTBAHUS JIEKAPCTBEH MPOJAYKT B MSICTOTO Ha
MIPOBEX/JaHE Ha KIMHUYHOTO M3MMUTBAHE C€ HOCU OT U3CIIe0BaTEs.

4.6.2. U3zcnenoBaTensT MOXE Ja NPEAOCTaBA HSIKOM WJIM BCUYKH CBOM 3abJDKEHUSA 3a
OTYETHOCTTAa B MACTOTO/MECTaTa Ha MPOBEXIaHe Ha (papMaleBT WM HA IPYTro MOJIXOAAIIO JHIE, KOETO
€ Mo pbKOBOJICTBOTO Ha M3CJIEI0BATEN A, KOTaTO TOBA € IOMMYCTUMO MJIM CE€ U3HUCKBA.

4.6.3. U3cnenoBarenaT u/unu ¢papMaleBTbT WIM JPYTro JIUIE, ONPEAETICHO OT U3CIIeA0BaTels,
ChbXpaHsBa JOKYMEHTHUTE 32 MOJyUYEHUTE B MSACTOTO HA MPOBEXKIAHE JIEKAPCTBEHHU MPOIYKTH, ONUC Ha
INPOAYKTHTE B LIEHTHPA, U3MOJI3BAHUTE KOJUYECTBA OT BCEKM YYAaCTHUK U BBPHATHTE HA BB3IOXKUTEIS
KOJIMYECTBA WJIM Ha JOIMBIHUTEIHO MSCTO. Te3n MOKYMEHTH ChABPXKAT NaTH, KOJIHMYECTBA, MAPTUAA U
HOMEpA, CPOK Ha TOAHOCT (KBJIETO € Bb3MOXKHO) U YHUKAJIHUTE KOJAOBH HOMEpA, C KOUTO Ca O3HAYEHU
JICKQpCTBEHUTE TPOMYKTH W yJacTHUIMTE. M3ciemoBaTennTe CHXpaHSBAaT TOKYMEHTH, B KOHWTO €
oTOeNsA3aHo, 4e YYaCTHUIUTE Ca MOJyYHIN CbOTBETHUTE JI03H, ONIPEICNICHH B IJIaHAa, ¥ TOTBbPXKICHUE U
OTYETHOCT 32 BCHUKHU MOJTYYCHHU OT BH3IOKUTEIS JIEKAPCTBEHHU TPOTYKTH.



4.6.4. VI3nUTBaHUAT/TE JEKApCTBEH/M MPOIYKT/M C€ ChbXpaHABAT IO HAYUH, ONpEAETCH OT
BB3JOXKUTENSA, chrylacHO T. 5.13.2 m T. 5.14.3, U B CHOTBETCTBHE C NPUIOKUMUTE HOPMATHUBHHU
M3HCKBAHUSI.

4.6.5. N3cnenoBarensT MOTBbPXkKAAaBa, Y€ MU3MUTBAHUTE JICKAPCTBEHU MPOJIYKTH C€ M3MOJI3BAT
CaMo B ChOTBETCTBHE C OJJOOPEHUS MPOTOKOJ.

4.6.6. UscnenoBarensaT WM OIpeNelIeHO OT HEero Juile OOsCHSABA IMpaBWJIHATA yrnoTpeda Ha
W3MUTBAaHUS JICKAPCTBEH MNPOAYKT HA BCEKM OTHENICH YYaCTHUK M Ha MOAXOISAIIM HHTEPBAIA U
MIPOBEpPsIBa Al BCEKU YUYAaCTHUK CIa3Ba MPABUIIHO HHCTPYKIHMUTE.

4.7. Ilpouenypu 3a paHIOMU3UPAHE U PaA3KpUBAHE

W3cnepoBarensat TpsOBa Ja cha3Ba paHAOMHU3AIMOHHUTE MPOLEAYPH Ha KIMHUYHOTO
M3IUTBAaHEe, aKO CHIIECTBYBAT TaKUBa, U TPsIOBa Jja MOTBBPIH, Y€ PA3KPUBAHETO HA KOJIA CEe TPAaBU CaMO
B CHOTBETCTBHE C MPOTOKOJIA. AKO KIIMHUYHOTO U3MUTBAHE € 3aCIIENeHO, U3CIEI0BaTENAT TIOKYMEHTHPA
u OOsCHSBA Ha BB3JIOKUTENS BCAKO NPEXKIESBPEMEHHO pa3KpHBaHEe Ha Kojaa (Hamp. ciaydaiHo
pa3KpuBaHe, pa3KpuUBaHE B pE3yJITaT HAa BB3HUKHAJIO CEPUO3HO HEXKENAaHO ChOUTHE) HA M3MUTBAHUS
JIEKapCTBEH MPOIYKT/H.

4.8. udopmupaHo chriacue Ha y4aCTHULIUTE

4.8.1. Tlo BpemMe Ha TOIy4aBaHETO M JOKYMEHTHPAHETO HAa HWH(POPMUPAHOTO ChITIACHE
U3CIIEI0BATENST Cla3Ba MPUJIOKUMUTE HOPMAaTUBHU W3WcKkBaHus, npuHimunure Ha JKII u ernunurte
NPUHIUNK, 3aJerHadn B Jlexknmapammsara oT Xenm3WHKH. 3a 3alo4YBaHe HA KIMHUYHOTO H3IUTBAHE
U3CIIeI0OBATENSAT TPSAOBA /a MPUTEKaBa MMCMEHOTO MOJOKUTEIHO CTAHOBUIIE HA KOMHUCHUATA MO €THUKA
Ha ¢opmara 3a MUCMEHOTO WH(POPMHUPAHO ChITTACHE M BCSAKA JApyra MHCMeHa MH(OpMAIUs, KOSTO I
ObJie mpeocTaBeHa Ha YYaCTHULIUTE.

4.8.2. ®opmara 3a MUICMEHOTO MH(POPMHUPAHO ChITIACHE U BCSKA Apyra MucMeHa uHpopmMarms,
MPEeIOCTaBsiHA HA YYAaCTHULUTE, C€ aKTyaln3upa, KOraTo CTaHe M3BECTHA Ba)KHA HOBa HMHQOpMarus,
KOSITO MOYeE J1a TIOBJIHsIC TAXHOTO chriiacue. Beska akryanusupana ¢popma 3a MMCMEHOTO HHPOPMHUPAHO
chriacue U nucMeHa uHpopmanus TpsaOBa Ja UMa MOJIOKUTETHOTO CTAHOBHUIIE HA KOMHUCHSITA 1O €TUKA
npeay TpHIaraHeTo M. YYacTHUKBT WJIM HETOBUAT 3aKOHEH IIPEJICTABUTEN CBOEBPEMEHHO Ce
YBEJIOMSBAT, KOraTO CTaHE M3BECTHA BayKHA HOBA MH(oOpMaIMs, KOATO MOXKE Ja MOBJIMIE Ha TIAXHOTO
KEeJIaHWe J1a TPOJBJDKAT JIa y4acTBAT B KIMHMYHOTO M3NUTBaHE. KOMyHWKaluuTe MO OTHOIICHHE Ha
HOBaTa MH(OpPMAIU ce JOKYMEHTUPAT CBOEBPEMEHHO.

4.8.3. Huto rnaBHUAT W3CJIEAOBATEN, HUTO W3CIEAOBATEICKUAT TIEPCOHAT MOTaT Jia
NPUHYKAABAT WIK Ja MOJBEXIAT JIMIETO /Ja y4yacTBa WM Jia MPOJBIDKUA y4acTHETO CU B KIMHUYHOTO
M3IIMTBAHE.

4.8.4. Huto ennHa ycTHa WIM NUCMEHa WH(poOpMalus, Kacaella KIMHWUYHOTO W3MMTBAaHE,
BKITIOYUTETHO (popMara 3a MUCMEHO HH()OPMHUPAHO ChITIACHE, HE MOXKE Ja ChIbpXKa JyMH H U3pas3H, C
KOUTO IPUHYX/1aBa WM 3By4aT KaTo NpUHY/a 32 yYaCTHUKA WM HETOBHsI 3aKOHEH MPEJCTaBUTE Jla ce
OTKaX€ OT HSKOE CBOE 3aKOHHO IPaBO WJIM Ja OCBOOOXIaBa WJIM Ja BHYIIaBa OCBOOOKIaBaHE OT
OTTOBOPHOCT 3a HEOPEeKHOCT Ha H3CIEeNOBaTess, BB3JOXKHUTENS, WHCTUTYLMITa WIA TEXHHU
MIPEICTaBUTEIIH.

4.8.5. M3cnenoBaTensaT WM YI'BIHOMOIIEHOTO OT HEro JiMie MH(GOPMUpA yYaCTHHKA WM B
cllydail 4ye He MOXKe Jia J]aJie CBOETO ChIJIacHe, HETOBHS 3aKOHEH IMPEJICTABUTEN 32 BCUYKH ACTICKTH Ha
KIMHUYHOTO W3MUTBaHE, BKIIOYUTETHO U 32 TNPEAOCTaBIHETO Ha MUCMEeHa uHpopMmauus u
MOJIOKUTEITHOTO CTAHOBUIIE OT KOMUCHSTA O €THKA.

4.8.6. E3ukbT, U3M0JI3BaH B YCTHATA WM MHCMEHaTa MH(OpMaIUs 3a KIMHUYHOTO U3MHUTBAHE,
BKJTIOUUTENNHO (popmaTa 3a MUCMEHO WH(OPMHUpAHO chIylache, TpsOBa na Obae 0e3 MeIUIIMHCKA
TEPMUHU M JIOCTaThYHO JOCTBIEH, 3a Ja ObJe pa30paH OT yYacTHMKA WJIM HETOBHUS 3aKOHEH
MIPEJCTaBUTEIN U KBJIETO € HEOOXOAMMO, OT HE3aBUCHMHUS CBUICTEIL.

4.8.7. Ilpenu na e moay4eHO MUCMEHOTO MH(OPMUPAHO ChIIacHe, TIaBHUAT U3CIIEI0BATEN WIH
VITBTHOMOIICHO OT HETO JIMIIE Ca 3aIJDKCHH Ja MPEJOCTaBsAT Ha yYaCTHUKA WIIM Ha HETOBHUS 3aKOHEH



NPEJCTaBUTENl JOCTAThYHO BpPEME M BB3MOXKHOCT 3a OOCHXKIAaHE Ha JETaIUTe MO KIMHUYHOTO
M3MUTBAHE U J]a pelar Jajiu Ja ydacTBa wid He. Ha Bcuuku BbIpOCH, 3a/1aZIeHH OT y4acTHUKA WM Ha
HETOBUSI 3aKOHEH MPEICTAaBUTEN, TPAOBA J1a C€ OTTOBOPU U3UEPHATEITHO.

4.8.8. IIpeau BKIIOYBAHETO HAa YYaCTHHKA MUCMEHOTO MHGOPMHUpPAHO Chriacue TpsOBa 1a ce
MOJINHILE JINYHO U JIMYHO Ja C€ MOCTAaBU JlaTaTa OT Y4aCTHHKA MM OT HETOBUS 3aKOHEH MPEJCTaBUTEN U
OT JIMIIETO, POBEJIO 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 NPUCHCTBHE HA HE3aBHCUM
ceuzeren. CBUAETENAT MOJANMUCBA M JIMYHO MOCTaBs jJara Ha (opMaTa 3a MUCMEHO HH(POPMHPAHO
cbriacue, cliell KaTo Ts, KaKTO M BCsKa JApyra mucMeHa uHQopmainus, € MmpeacTaBeHa, MpodeTeHa U
O0sICHEHa Ha YYAaCTHUIMTE WM HA TEXHUTE 3aKOHHHU MPEJICTaBUTENM M CIIEJ KaTro T€ YCTHO ca
MOTBBPAWIN YYACTHUETO CH B KIMHUYHOTO M3MHUTBaHE M (aKO ca CMOCOOHM) ca MOANUCAINA U JHYHO
MOCTaBWIM Jarta. Upe3 mojanuca cu CBUACTENAT MOTBbPXKIaBa, 4e (hopMaTa 3a MUCMEHO WH(POPMHUPAHO
cbriacue, KakTo M BCsKa JApyra nmucMeHa uHpopmaius, € Ouia TOYHO OOsicHeHa W pa3bpaHa oOT
YYACTHHUIIUTE WIIM TEXHUTE 3aKOHHU MPEICTABUTEIHN M CHIIIACHETO € Ja/ICHO OT CAaMHUTE YYACTHULU WIIH
TEXHHUTE 3aKOHHU MPEJICTABUTEIH.

4.8.10. ®opmara 3a nMCMEHOTO UHPOPMHUPAHO ChITIACHE U BCAKaA JIpyra MMCMeHa nHpopmanus,
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 U3ITHUTBAHE;

4.8.10.3. W3NHUTBAHOTO JIEYCHHE/SI W BEPOATHOCTTA 3a CIY4YallHO Ha3HAyaBaHE Ha BCSIKO
JICUYCHUE;

4.8.10.4. mpouenypuTe, KOUTO M€ CE U3BBPIIAT [0 BpeME€ Ha KIMHUYHOTO W3IHUTBAHE,
BKJIFOUMTETHO M MHBAa3UBHUTE MAHUITYIIAIIUU;

4.8.10.5. 3aapJDKEHUSITA HA YIACTHUITUTE;

4.8.10.6. Te3u acleKTH OT KIIMHUYHOTO U3MUTBAHE, KOUTO €A €KCIIEPUMEHTAIIHH;

4.8.10.7. pa3ymMHO TpEIBUAMMH PHCKOBE WM HEYAOOCTBa 3a YYACTHHUIIUTE, a CHIIO U 3a
eMOpHOH, IO/ WIM KbpMade, KOraTo € Heo0X01MMO;

4.8.10.8. pa3yMHO OYaKBaHWUTE TOJI3M; YYACTHHUIIUTE CE YBEIOMSBAT 3a CIIy4auTe, KOraTo HE Ce
OYaKBaT KIMHUYHH TOJI3H;

4.8.10.9. anTepHaTHBHUTE NPOLEAYpPH M KypCOBE Ha JIEYEHHWE, KOUTO Ca BB3MOXKHHU 3a
YYaCTHUIUTE, U BAXKHHU TEXHH MOTSHIIMATHN PUCKOBE U MOJ3H;

4.8.10.10. xomMneHcalusATa U/UIM Bb3MOKHOTO JICUECHHUE 32 YUYACTHUIIUTE B CITyyaill HAa CBbP3aHO
C KIIMHUYHOTO U3MUTBAHE YBPEXK/IaHE,;

4.8.10.11. mpeaBUAEHOTO, MPOMOPIMOHATHO HAa Yy4YaCTUETO BBHB BPEMETO, 3arulallaHe 3a
J00pOBOJIIMTE/NAIIMEHTHTE 32 YIACTUETO UM B KIIMHUYHOTO M3MUTBAaHE, aKO ChIECTBYBA TAKOBA,;

4.8.10.12. npeaBuaeHUTE Pa3Xx0/Iy 32 YIACTHHUIIUTE 3a yYaCTUETO UM B KIMHUYHOTO U3MUTBAHE;

4.8.10.13. obsicHeHue, Yye Y4acTHETO B KIMHUYHOTO U3MUTBAHE € JOOPOBOIHO U Y€ YYACTHUKBT
MOJKE€ J1a OTKa)Ke J1a yyacTBa WJIM Jla ce OTTEINIM IO BCAKO Bpeme, 0e3 Ja ce Hajara Haka3aHHe WIH
MPOMYCKaHE Ha MOJI3HU, KOUTO YYACTHUKBT MOJKE J1a OJIY4H IO JPYr HAYUH;

4.8.10.14. na 6be MOCOYEHO, Y€ HA MOHUTOPHUPAIIUTE, IPOBEPSABALINTE, KOMUCHSITA 110 €TUKA
U Ha pEeryJaTOpPHUTE OPraHU € OCUTYpEH JOCTBII /0 OPUTMHAIHUTE MEIUIMHCKH JOKYMEHTH Ha
YYaCTHHKA 3a TPOBEPKa Ha MPOILEAYPUTE 10 KIMHUYHOTO M3MUTBAHE W/WIIM HA JaHHUTE, TIPH KOETO Ce
OCUTYpsIBA 3alllUTa HA JUYHUTE JaHHU HA MallMEHTa ChITIACHO NPUJIOKHUMHUTE 3aKOHHU U HapeaOu, U upe3
MOJIMMCBaHETO Ha opMaTta 3a MUCMEHO WH(GOPMHUPAHO ChITIACHE YYACTHUKHT MM HETOBHST 3aKOHEH
MIPEJICTaBUTEI 1aBa CHIVIACHETO CH 32 TAKBB JIOCTBII,

4.8.10.15. ye MOKyMEHTHUTE, YAOCTOBEPSABAIIM CAMOJMYHOCTTAa Ha YYAaCTHHKA, IIE CE€ 3ama3ar
MOBEPUTEIHH M JaHHUTE OT TAX HAMA Ja ObJaT pas3riacsiBaHd, ChIIACHO NPUIOKHMUTE 3aKOHH U
HapenOuW; B cioy4ail Ha MyONIMKyBaHE Ha PE3YNITATHTE OT KIMHUYHOTO M3MHTBAaHE CaMOJMYHOCTTa Ha



YYaCTHUIUTE I11€ OCTAHE TIOBEPUTEIIHA;

4.8.10.16. o0GsicHeHHE, Y€ YIaCTHUKBHT WJIM HETOBHUAT 3aKOHEH MPEICTaBUTENI CBOCBPEMEHHO I11€
ObZe YBEIOMEH, aKO Bb3HHKHE HOBa MH(pOpMalus, KOSTO MOXXE Ja MOBIHUSC Ha JKEIAaHHETO MM 3a
MPOIBJKABAHE YYACTUETO B KIIMHUYHOTO U3MUTBAHE;

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

4.8.10.18. mpeaBuauMuTe 0OCTOATENICTBA W/WIIA IPUIUHH, TIPU KOUTO YU4aCTUETO MOXKE J1a Obe
IIPEKPATEHO;

4.8.10.19. ouakBaHaTa MPOABHKUTEIIHOCT HA YYAaCTUETO Ha IMAIIMEHTA/3[paBusi T0OPOBOJICI] B
KJIIMHUYHOTO U3IUTBAHE;

4.8.10.20. nmpubnu3uTeTHUS OPOH yJaCTHHUIIH.

4.8.11. Ilpenu yyacTueTro B KIMHMYHOTO M3MHUTBAHE BCEKM YYACTHUK WJIM HETOBUAT 3aKOHEH
MIpe/ICTaBUTEN I[0JIydaBa KOINKE Ha MOJMNKMCAaHaTa U JaTtupaHa (opma 3a MUCMEHO HH(POPMHUPAHO
cbrilacHe, KaKTO M BcsKa Jpyra wuH(pOpMamus, MpenocraBsiHa Ha ydactHuiute. I[lo Bpeme Ha
KIIMHUYHOTO M3MUTBaHE BCEKW YYAaCTHUK WM HETOBHUAT 3aKOHEH MPEICTaBUTEN MOJyuyaBa KOIHE OT
npoMeHeHaTa (opma 3a MUCMEHO HMH()OPMHUPAHO ChIJIacHMEe, KAaKTO W MPOMEHUTE BHB BCAKA Ipyra
nucMeHa HHQpopMaIus, NpeIocTaBsiHa Ha Y9aCTHUIUTE.

4.8.12. Korato €qHO KIMHUYHO HM3MUTBaHE (TE€paleBTUUHO WM HETEPANeBTUYHO) HU3UCKBA
BKJIFOUBAHETO HAa YYACTHHIIM CaMO Ype3 ChIIaCHEeTO Ha TEXHUTE 3aKOHHU NPEICTaBUTENN, YUaCTHUIUTE
ce mHPOpPMHpAT 3a KIMHUYHOTO M3MHUTBAHE HAa HUBO B CHOTBETCTBHE C TSAXHATA CIIOCOOHOCT 3a
pa3bupaHe W JMYHO MOAMKMCBAT M MOCTABAT Jara HA MUCMEHOTO MH(OPMHpaHO chriacue (ako ca B
CBHCTOSIHHE).

4.8.13. C u3kII0OYCHHE HA MOCOYEHOTO B T. 4.8.14 €1HO HETEepaleBTHYHO HM3MUTBaHE (T. €.
U3MUTBAHE, B KOETO HE C€ MPEIBMK/Aa AUPEKTHA KIIMHUYHA T10J13a 32 YYAaCTHUILIMTE) C€ IIPOBEXKAA BBPXY
JUIa, KOUTO JTUYHO ca MOANKCAIN U TOCTaBIIIU JaTa Ha ¢opMaTa 3a MUCMEHO HHPOPMUPAHO ChITIacHe.

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

4.8.14.1. nenure Ha U3NUTBAHETO HE MOrar Ja ObBJAT NOCTUTHATH C H3MMTBAHE BBPXY
YYaCTHHUIM, KOUTO MOTaT JIMYHO /1a AaJaT HH(OPMHUPAHO ChIJIACHE;

4.8.14.2. npeBUIUMHUTE PUCKOBE 3a JIMIIaTa Ca MaJIKH;

4.8.14.3. HEraTUBHOTO BB3JCHCTBUE BbPXY YUYACTHULIMTE € MUHUMAJIHO U HUCKO;

4.8.14.4. KTMHUYHOTO U3MUTBaHE HE € 3a0paHEHO OT 3aKOH;

4.8.14.5. B pa3penieHHeTo/IONI0KUTEIHOTO CTAHOBUIIIE HAa KOMHCHATA 10 €TUKA € MOCOYEHO
M3pUYHO BKJIIOUBAHETO HAa TOYHO TAaKUBA JIMIA U MHUCMEHOTO DPa3pELICHHE/TIOJIO0KUTEIHO CTAHOBUIIE
IIOKpHBA TO3U aCIEKT.

TakuBa M3nUTBaHMS (JOTOJIKOBA, JOKOJKOTO M3KIOYEHHETO € ONpPAaB/IaHO) C€ MPOBEXKIAT
BbPXY HallMEHTH, CTpafallyd OT 3a00JiiBaHE WMJIM CBCTOSHHUE, 33 KOUTO € MPEIBUACH H3MUTBAHUAT
JIEKapCTBEH MPOAYKT. YUACTHULUTE B TE€3M M3MUTBAHUS CTPUKTHO c€ HAOIIOaBaT U C€ UBTEMVIAT B
Cllydail Ha U3JIMILHO YBPEKIAHE.

4.8.15. B cnemHM cHTyanuu, KOTaro HEMOCPEACTBEHOTO ChIVIACHE HA YYaCTHUKA HE €
BB3MOXHO, CE MU3UCKBA CHIVIACHETO HA HErOBHs 3aKOHEH IPEJICTaBUTEN, aKO NPUCHCTBA TakbB. Koraro
HEMOCPEJACTBEHOTO ChITIaCHe HAa yYaCTHUKA U Ha 3aKOHHMS MY MPEJCTaBUTEN HE € Bb3MOXHO Ja Obje
MOJIy4eHO, BKJIIOYBAaHE MOXeE Ja Ce OCBIIECTBH, aKO Ce Hajara He3a0aBHO pElIeHHe, 3a Ja ce CHacu
KUBOTHT Ha MAIMEHTa, CbIJIACHO M3MCKBaHMATA, MOCOYEHH B MPOTOKOJA W/WIIM Ha APYro MsCTO, 4pe3
IIICMEHOTO IMIOJIOKUTEITHO CTAHOBUIIE HA KOMHCHATA IO €THKa, C LeJ 3ala3BaHe I[IpaBaTa,
Oe3omacHOCTTa U OJaronojy4yueTo Ha JIMIETO W OCUTYpsiBaHE Ha CHOTBETCTBHE C TMPUIOKUMHUTE
HOPMATHBHU HM3UCKBaHMA. JIMIETO MM HETOBUAT 3aKOHEH INpPE/ICTaBUTEN ce€ MH()OPMUPAT BB3MOKHO
Hal-0bp30 3a KIMHUYHOTO M3MHUTBAHE U ClIeJBa Ja ObJAT MOMOJIEHU Ja JOKYMEHTHPAT ChIJIAaCHETO CH



3a MPOBJKABAHE YYaCTUETO CHU B KIIMHUYHOTO U3MUTBaHE 0 peaa Ha T. 4.8.10.

4.9. JIoKkyMeHTH U TOKJIaId

4.9.1. UzcnenoBaTesisT OCUTYpsiBa TOYHOCTTA, ITBJIHOTaTa, YETIMBOCTTA U HABPEMEHHOTO
JIOKJIaJIBaHE Ha JIaHHUTE Ha BB3NOXKHUTENsd B KinHWYHUTE KapTu Ha nanueHTuTe (KKII), kakTto u BBB
BCUYKHU M3UCKBaHM JIOKJIAH.

4.9.2. JlanHuTE, KOUTO CE€ MOJy4aBaT OT JOKYMEHTH-U3TOuHUIM U ce 3anucBatr B KKII, ce
ChIBPKAT B TE3H JOKYMEHTU-U3TOYHHIIN, 3 HECHOTBETCTBUATA CE OOSICHSBAT.

4.9.3. Beska npomsina wim kopekius B KKII ce gatupa, moctaBsaT ce MHUIMAIH U (aKO €
HE00X0MMO) ce OOsiCHABa M HE TpsgOBa 1a BHACSd ChMHEHHE 32 OPUTMHAIHOTO BHHCBaHe (T. €.
ChXpaHsBa ce cliefata 3a ImpoBepka). ToBa ce mpuiara KakTo 3a MUCMEHUTE, Taka U 3a €JIEKTPOHHUTE
KopeKuuu cbriaacHo T. 5.18.4.14. Bu3noxutensat cHaOsBa M3CIEIOBATENS W/WUIM OINPEIEIEHOTO OT
u3cleioBaTeNsl JUIe 3a M3BbpIIBAHE HA TaKMBAa KOPEKLMU C yKazaHUA. Bb3aokuTenure mpuTexaBatr
IIMCMEHU NPOLEAYPH, YAOCTOBEpSBALIM, 4Y€ HarpaBeHUTe npomeHu uiaum kopekuuu B KKII or
BB3JIOKUTENS] WM YI'BIHOMOILIEHUM OT HEro Juia ca Ouiaum HeoOXOoAMMH, AOKYMEHTHpaHU ca U ca
MOAINKCAHU OT u3cienoBarens. M3cnepoBarensaT chbXpaHsABa 3alUCH 3a IPOMEHUTE U IONPABKUTE B
KKII.

494, (mm. - JIB, Op. 14 ot 2012 r.) UscnmemoBarensT/MHCTHTYIHATA ChXpaHsIBa
JOKYMEHTAIMsATa ChIVIACHO OJOOpeHHsl IJiaH, OONHWYHATA JOKYMEHTAIUsl U MoJanucanute GopMu 3a
MHGOPMHUPAHO ChITIACHE, KAKTO W JOKyMeHTHTE 1O T. § "OCHOBHHM JOKYMEHTH 3a NPOBEXJaHE Ha
KIIMHUYHO U3MUTBaHe", KaKTO € MOCOYEHO B MPHJIOKUMHUTE HOPMAaTUBHU aKTOBE.

W3cnenoBarensaT B3eMa MEpKHU 3a MPENOTBPATABAHE Ha CIY4YallHOTO WM IPEKIEBPEMEHHOTO
YHUII[O’)KaBaHE HA T€3U JTOKYMEHTH.

Crnen npuUKIIOYBaHE HA MPOYYBAHETO M3CIIEIOBATENAT IPEJOCTaBI HA BB3JIOKHUTENS 4acTTa OT
JOKYMEHTAIMATa Ha KIMHUYHOTO M3MUTBAHE CIIOPE] MTOCOYEHOTO B MPOTOKOJA W/UIH JAPYT JOTOBOP C
BB3JIOKUTEIIS.

4.9.5. OCHOBHHTE JJOKYMEHTH C€ ChXPaHsBAT 3a HAll-IBJITUS OT MOCOYCHHUTE CPOKOBE:

4.9.5.1. meTHazeCceT TOAMHU CJIE]l TPUKIIOUBAHE HA KIIMHUYHOTO MPOYYBAHE;

4.9.5.2. nBe TOOMHM cjell MOCIEeIHOTO paspelleHHe 3a yrnoTpeba B peruoH, oOXBaHAT OT
MexnyHaponHata KoH(GEpeHIHs 0 XapMOHHM3alusl, WIK JOKaTO HE € MPUKIIoUMiIa Mpolenypa WiH
HsAMa HaMepeHHe 3a IIoJlyyaBaHEe Ha pas3pellieHue 3a yrnorpeba B peruoHa, oOXBaHaT oOT
MexnyHapoiHaTa KOHQEpEHLUs 10 XapMOHU3auUs;

4.9.53. naBe TOOWMHU OT OQUIMAIHOTO NPUKIOYBAHE HA KIMHUYHOTO pa3paboTBaHE Ha
W3MUTBAHUSA MTPOIYKT.

CpokoBeTe 3a CbXpaHEHHE MOJKE J1a ca MO-IBbJITH, aKO TOBA €€ U3UCKBA OT APYTU NPUIIOKUMU
HOPMAaTUBHU W3UCKBaHMS WM aKO TOBa € JOTOBOPEHO C BB3JIOXKUTENA. BB3mokuTensaT yBeaoMsBa
MIUCMEHO M3CIJIeZI0BaTeNsl KOra JOKYMEHTUTE HEe € HeoOXOAUMO Jla Ce ChXpaHsBaT MOBEYEe CHIVIACHO T.
5.5.12.

4.9.6. ®UHAHCOBUTE BBIPOCH MO KIMHUYHOTO M3IUTBAHE C€ JOKYMEHTHPAT 4Ype3 JIOTOBOP
MEXY Bb3JI0KHUTEIS U U3CIIeI0BATENs.

49.7. Tlpu wmomba oT cTpaHa Ha  JIMIETO, U3BBPILIBAIO  MOHUTOPHUPAHE,
OJINTOpa/TIPOBEPSABAIIMS, KOMUCHSTA IO €TUKA WIN PEryJIaTOPHUTE OpPTraHu, U3CIe0BaTEeNIST OCUTYpsBa
JUPEKTEH JOCTHII O BCUUKU CBBP3aHU C KIMHUYHOTO U3MUTBAHE JOKYMEHTH.

4.10. Jokmaau 3a mporpeca Ha KIIMHUYHOTO U3UTBAHE

4.10.1. U3cnepoBarenar npeacTaBsi MMCMEHU OTUETHU 32 HANpeIbKa HA KIMHUYHOTO U3MUTBAHE
Ipesl KOMUCHSTA 110 €THKA BeIHBXK FOJIMITHO MWIIM [TO-YECTO, aKO KOMHUCHATA MO €THKA U3HCKBA TOBA.

4.10.2. N3cnenoBarensiT CBOEBPEMEHHO IPEACTaBs IMUCMEHM OTUETH Ha BB3JIOXKHUTENA, HA
KOMHUCHSITA TI0O €TUKAa U Ha PEryJiaTOPHUTE OpraHM 3a BCUYKU IPOMEHH, 3HAUYUTEIHO Bb3JEHCTBAIIU
BBPXY MPOBEKJAHETO HA KJIMHHYHOTO U3MUTBAHE ¥/ TTOBUINIABAIIN PUCKA 32 YIACTHUIIUTE.

4.11. Jloknaau 3a 6€301MacHOCT



4.11.1. Bcuuku cepuo3HU HEXKENaHU ChOUTHS Ce JOKIAABAT HEe3a0aBHO Ha BBH3IOXKHUTEINS, C
U3KJIIOYEHHWE Ha Te3W, 3a KOUTO CIOpe] NPOTOKOJA WM JpYr OKYMEHT (Hamp. HapbuHUKa Ha
u3CcienoBareNs) He € HeoOXoauMo He3a0aBHO nokiazBaHe. He3aGaBHOTO JOKIaJBaHE ce€ CleABa OT
noApoOHU MHUCMEHU AokjiIaau. He3zabaBHUTE U mOcienBalUTe AOKJIAAN UACHTU(UIMPAT JIUIaTa 4pes3
YHUKAQJIHA KOJIOBM HOMEPA, C KOUTO Ca O3HAYEHU YYACTHHUIIUTE B KIMHUYHOTO HM3MUTBAHE, BMECTO C
TEXHHUTE UMEHA, INYHUTE UACHTU(DUKAITMOHHU HOMEpa U/UIIK aIpecH.

WscnenoBarensT cna3Ba MNPUIOKUMHUTE HOPMATUBHU HW3UCKBAHMS, OTHACSIIM C€ O
JIOKJIaJIBAHETO Ha HEOYAKBAHUTE CEPUO3HU HEXKEIAHU JIEKAPCTBEHU PEAKIMN Ha PETyJaTOPHUTE OpraHu
Y KOMUCHSITA 110 €TUKA.

4.11.2. Hexxenanute cbOUTHS W/WIH JTAOOPATOPHU pE3YyATaTH M3BBH pedepEeHTHUTE T'PAHUIIH,
OTIpe/IeNICH! B TPOTOKOJIA KaTO KPUTHYHH 32 OIIEHKA Ha OE30MMaCHOCTTA, C€ JIOKJIAIBAT HA BBH3IOKHUTEIS
B ChOTBETCTBUE C U3UCKBAHUATA U B CPOKOBETE, ONPECIICHN OT Bb3JIOKUTENSI B IPOTOKOJIA.

N3cnenoBarensT ONCHSIBA BCSIKO HEXEJIAHO CHOUTHE MO OTHOIICHUE HA MPUYMHHO-CIICJCTBCHA
BpPB3Ka U CEPUO3HOCT.

4.11.3. B cayuaii Ha JOKJIaJBaHA CMBPT HM3CJICAOBATEIAT MPEICTABI Ha BB3JIOKHUTEIS U Ha
KOMHUCHSITA 10 €THKa BCsAKAa JONMBIHUTENHAa UWH(opMmanus (Hamp. MPOTOKON OT ayTONCHS U
3aKJIIOYUTENICH MEAUIIMHCKHU JOKIIa).

4.12. IlpexxaeBpeMEeHHO 3aBBPILBAHE WM MIPEKpaTSIBaHe Ha U3IHUTBAaHE

AKO M3MUTBAHETO € MPEKPATCHO MPEXKACBPEMEHHO UITU € TIPEYCTAaHOBEHO MO0 HIKAKBA IPUYMHA,
U3CIEOBATENAT € JUTh)KEH He3a0aBHO Ja YBEJIOMH YYAaCTHULUTE B U3MUTBAHETO U Ja UM OCUTYPH
CHOTBETHO JICUEHUE U TIPOCIEASBAHE M, KOraTO C€ M3MCKBA OT MPUJIOKHUMHUTE HOPMATUBHU U3UCKBAHUS,
71a YBEJIOMHU PETyJIaTOPHUTE OpPTaHu.

4.12.1. Axo wu3cnemoBaredsT MPEeKpaTH WIM NPUKIIOYM KIMHWUYHO M3OUTBaHe 0e3
MIPEIIIECTBAIO ChITIACHE HA BB3IOKHUTENS, € JUIbKEH /1a YBEJOMH JIe4eOHOTO 3aBE/ICHUE, Bh3IOKHUTENS
M KOMHCHSTA 10 €THKA, PEryJaTopHUsi OpraH Ha CTpaHaTa, KbJIETO CE€ HamMupa LEHThPBHT Ha
MPOYYBAHETO, KAaTO WM TMPEACTaBU NOAPOOHO MHUCMEHO OOsSCHEHHE 3a TMPEKPaTIBAHETO WIH
MIPUKITIOYBAHETO.

4.12.2. AKO BB3JOXKUTEIAT MPUKIIOUM WIH NPEYCTAaHOBU €IHO W3MUTBAHE, U3CIEHOBATEIST
CBOEBpEMEHHO HMH(pOpMHUpa JIEYeOHOTO 3aBEJIEHHE, KOMHUCHUATA IO €TUKAa W PETyJIaTOPHHUS OpraH Ha
CTpaHaTa, KbJETO C€ HaMHpa LEHTHPHT Ha IMPOYUYBAHETO, KATO MM IMPEACTaBU MOJIPOOHO MUCMEHO
00sICHEHHE 3a TTPEYCTAaHOBSIBAHETO WJIM MTPUKITFOUBAHETO.

4.12.3. AKO KOMHUCHATA [0 €THKA OTTETJIM UM IPEKPATH CBOETO MOJOKUTEIHO CTAHOBHILE 32
MaZeHO W3MHUTBaHe, chryiacHo T. 3.1.2.4. u 3.3.8 wm3ciemoBaTessT YBEIOMSIBA CHOTBETHOTO JIeueOHO
3aBe/IeHNE U BB3IIOXKUTENS], KATO UM MPEACTaBs MOAPOOHO MUCMEHO OO0SCHEHHUE 3a MPEKPATSIBAHETO WIIH
OTTETJISTHETO.

4.13. OxoHYaTENHH JOKIAANA OT U3CIeq0BaTENS

Crnen 3aBBpIIBAaHETO Ha KIWHUYHOTO M3MHUTBAHE M3CIIENOBATENSAT YBEAOMSBA JIEYEOHOTO
3aBelieHue, MPEACTaBs HAa KOMUCHITA MO €TUKa 0000IIeHNe Ha Pe3ylATaTUTe OT U3MUTBAHETO U BCHUKH
JOKJIa/IM, KOUTO C€ M3MCKBAT, HA PEryJaTOPHUTE OPTaHH.

5. Be3noxuren

5.1. OcurypsiBane Ha Ka4eCTBOTO U KOHTPOJI

5.1.1. BB370XHUTENAT € OTrOBOPEH 3a BBBEKIAHETO M TNOJABPKAHETO HA CHUCTEMHU 3a
KaueCTBOTO M KOHTPOJI Upe3 MUCMEHU CTaHAAPTHU ONEPATUBHU MPOLEIYypU C L] Ja CE€ OCUTYpH, ue
KIIMHUYHOTO M3MHUTBAHE C€ MPOBEXAAa U JAHHUTE c€ HAOMpat, TOKyMEHTUpaT (3almucBaT) U JOKJIaaBaT B
cboTBeTCTBUE C TuaHa, [IKII u npunoxxumuTe HOpMaTUBHU U3UCKBAHUSI.

5.1.2. Bb310KUTENAT € OTTOBOPEH 3a OCUTYPSIBAHE HA CIIOPA3yMEHUE MEXKIY U3CIIEI0BATEIUTE,
JloroBopHa wuscnenoBatencka opranm3anus ([AMO) u perymaropHuTe opraHu 3a IOJIydaBaHEe Ha
JUPEKTEH JIOCTHI JO0 BCHYKM MeECTa Ha TPOBEXKJaHE Ha  KIWHUYHOTO  HM3IMUTBAHE,



M3TOYHHUIINTE/TOKYMEHTUTE Ha MH(OpPMAIHs U JOKIaId OT U3BBPIIEHO MOHUTOPHPAHE U MPOBEPKU OT
BB3JIOKUTENS, KAKTO U HA MHCIIEKIIMM OT MECTHU WM YY>K/IA PETYJIaTOPHU OPTaHU.

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

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

5.2. JloroBopHa U3cie10BaTEICKa OpraHu3aIus

5.2.1. BB3I0OKUTENAT MOXKE 1@ MPEXBBPJIM BCUUKH WJIM YacT OT 3aJbJDKCHUATA CU Ha JIPYrd
¢bu3nUecKn W/UaK I0PUINYECKHU JIUIA, KOUTO ce o3HayaBar kato JJMO. He3aBucuMo OT mpexBBPISHETO
Ha 3aJbJDKEHUSl Ha JPYTrH JIMIA BB3JIOKUTEIAT HOCU LSAJOCTHATA OTTOBOPHOCT 3a MPOBEXKIAHETO Ha
npoyuBaHeTo B cboTBeTCTBHE C JIKII M BanugHOCTTa HA MOJyYEHUTE JaHHU.

JloroBopHara u3ciaeaoBaresicka OpraHu3alys € 3abJKEHA /12 BbBEAE NPOLEIYpPHU 3a KaUeCTBEH
KOHTPOJI U OCUT'ypsiIBaHE Ha Kaue€CTBOTO.

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

Bcesiko mpexBbpiisiHEe Ha CBBP3aHH ¢ KIMHUYHOTO M3MUTBaHE 3a1bibkeHue U ¢yHkius Ha JJUO
ce IOKyMEHTHpa MMCMEHO.

5.2.3. Bcuuku cBBp3aHM C KIMHUYHOTO HM3MUTBaHE 3aJbJDKEHHE U (YHKIUSA, KOUTO HE ca
MPEXBBPIICHHU CIIEIU(PUIHO, OCTABAT HA BH3JIOKUTEIS.

5.2.4. Bcuuku yka3zaHMsl 3a Bb3JIOKUTENS B TOBA pPbKOBOJICTBO ce oTHAcAT U 3a IO no crenex,
no kxakBaro MO e mpuena cBbp3aHUTE C KIMHAYHOTO HW3MUTBAHE 3aIb/DKEHUS W (YHKIHH OT
BB3JIOKUTEIS.

5.3. MenunuHcka exkcneprusa

Bo3noxurensaT HazHauaBa KBaM(UIIMPAH MEIUIIUHCKU TIEPCOHAI, KOMTO € Ha pa3noyioKeHue
32 KOHCYJITalUs MO CBbP3aHU C KIMHUYHOTO M3NUTBAHE MEAMIIMHCKHU NPOOJEMHU U BBIPOCH. 3a Ta3H
e, aKO € HE0OX0IMMO, MOTaT Ja ce Ha3Ha4yaT BhHIITHU KOHCYITAHTH.

5.4. lu3aiin Ha U3MIUTBaHE

5.4.1. BB310XKMUTENAT U3MONA3Ba KBaIU(UUUpaHU Jula (Hamp. OMOCTATUCTHLM, KIMHUYHU
(dapmakoio3u U JeKapH) MO BpeMe Ha BCHUYKHM €Taly Ha MPOBEXJAHE Ha KIMHUYHOTO M3MHUTBAHE OT
cberaBssHeTo Ha npoTokosa U KKII n nimanupanero Ha aHaln3uTe 10 aHAIM3UPAHE U MOArOTOBKAaTa Ha
MEXIUHHUTE U OKOHYATEITHUTE JOKJIAIU Ha KIMHUYHOTO U3IUTBAHE.

5.4.2. IIpoTOKOJIBT c€ U3rOTBA B CHOTBETCTBHE C T. 6 M C H3AageHUTe OT MexIyHapoaHaTa
KoH(pepeHMs 3a XxapMoHu3auus, EBpomnelickara komucuss u EBponeiickaTa areHuus mo jiekapcrBaTa
PBKOBOJICTBA 3a CTPYKTypaTa U ChIbPKAHUETO HA MPOTOKOJA, JTOKIAJAUTE OT KIMHUYHHM W3MUTBAHUS,
Jn3aiiHa ¥ MPOBEKJIAHETO HA KIMHUYHU U3MUTBAHUS.

5.5. PbkoBOjeHE Ha KIMHUYHO M3MMTBaHE, 0oOpa0oTBaHE HAa JaHHU M CbXpPAaHEHHE Ha
JOKYMEHTaIus

5.5.1. BB3n0XUTENAT H3MOJ3Ba JHUIA CbC CHOTBETHATa KBaJU(UKAIMSA 3a HaA30p Hax
LSJIOCTHOTO MPOBEKJaHe Ha KIMHUYHOTO U3MUTBaHE, 32 00pabOTBAHETO U MPOBEPSIBAHETO HA JAHHUTE,
3a N3BBPLIBAHE HA CTATUCTUUYECKUTE aHAJIU3U U 3a TIOJTOTBSIHETO HA AOKJIAIUTE.

5.5.2. BB310XHUTENAT MOXKE J1a HAa3HAYM HE3aBUCHUMa KOMUCHS 32 OLICHKA Ha PE3YyJATAaTUTE C LEeT
npoclieAsiBaHe Ha XO0/1a Ha €IHO KJIMHWYHO M3MMTBAHE, BKJ. JAHHUTE 3a 0€30MacHOCT M KPUTHUYHUTE
napaMeTpH 3a e(pUKacHOCT Ha ONpEeNIEHH MHTEPBAIM, U KOSTO J1a MpernopbhbyBa Ha BBH3JIOXKUTENSA Aa
MPOABIIKY, IPOMEHH WJIM Jia NMPEeKpaTH KIMHUYHOTO M3nuTBaHe. Komucusara TpsOBa na pasmnoiara ¢ U
Jla cieiBa MHCMEHU CTaHAAPTHU OINEpPaTUBHU IPOLEAypH 3a padoTaTra CHM M J1a ChXpaHsABa MHUCMEHU
IIPOTOKOJIM OT BCUYKU CBOM 3acEJaHUs.

5.5.3. B ciydail Ha M3MOI3BaHE HA E€JIEKTPOHHA MOAJPBKKA Ha JOKYMEHTUTE IO KIMHUIHOTO
U3MUTBAHE W/WIN AUCTAHIIMOHHHU €JIEKTPOHHHU CUCTEMHU 32 JAHHH BB3JIOKHUTEIAT:

5.5.3.1. rapanTHpa W JOKyMEHTHpA, Y€ EJIIEKTPOHHHUTE CHUCTeMH 3a 00paboTka Ha JaHHU



CHOTBETCTBAT C YTBBPJICHUTE M3UCKBAHUS HA BB3JIOKUTENS 32 MBIHOTA, TOYHOCT, HAJEKIHOCT U ca
BaJIMIUPaHH;

5.5.3.2. nonabpixka COII 3a u3nosi3BaHe Ha TE3U CUCTEMU;

5.5.3.3. rapanTupa, ye CUCTEMHUTE Ca U3TOTBEHU J]a MTO3BOJISIBAT MPOMSIHA B IAHHUTE 110 HAYMH,
M0 KOWTO NMPOMEHUTE C€ JOKYMEHTHUpAT, U HE € Bb3MOXXHO M3TPUBAHE HA BBBEJCHHUTE JaHHU (T. €.
MOAIBbPIKA Ce ciella 3a MPOBEepKa Ha TaHHUTE U 32 peAaKTHpaHe);

5.5.3.4. nmoagabpxka cuUcTEMa 3a CUTYPHOCT, HEMO3BOJSBAIA HEYI'BJIHOMOIIEH JOCTBII 10
JTaHHUTE;

5.5.3.5. moaabpXka CIHUCHK C YIIBIHOMOILEHHU JIMIA, UMAIIM IIpaBO Ja MPaBAT IPOMEHU B
magauTe o T. 4.1.5 1 4.9.3;

5.5.3.6. nonabpika agekBaTHa MOJIPHKKA U ChbXpaHEHUE HA PE3EPBHU KOMUS HA JaHHUTE;

5.5.3.7. nopabpka cucTeMa, peras3paiia OT pa3KpruBaHe Ha KoJa.

5.5.4. B cnywaii Ha TpaHchopMupaHe HA JaHHUTE 1O BpeMe Ha TsAXHAaTa 00paboTka e
HeoOXOIMMO BHMHAru Jia 0b/ie BH3MOXKHO CPaBHSIBAHETO M HAONIOJACHHETO HAa OPUTMHAIHUTE JAHHU C
00paboTeHHUTE TaHHH.

5.5.5. BB370XKUTENAT W3MOJN3Ba HEABYCMHUCICH pa3lO3HABATEICH KOJ 3a YYaCTHUIUTE
ChINIACHO T. 1.55, KOWTO MO3BOJISIBA PA3lO3HABAHE HA BCUYKH JIOKJIAJIBAHU JAHHHU 32 BCEKH OTJEJIEH
YYaCTHHK.

5.5.6. BB3IOKUTENAT WIH JIpYT MPUTESKATET HA JAHHUTE ChXPaHSIBA BCHUYKU CICHH(PUIHU
OCHOBHU JIOKYMEHTH, OTHACSIIHU C€ 10 KIMHUYHOTO MU3MUTBAHE, TOCOUYEHHU B T. 8§ "OCHOBHU JOKYMEHTH
3a IPOBEXKJaHe Ha KIIMHUYHO U3NUTBaHe".

Bb3noxxurensT ocurypsiBa MOIXOJSIIM YCIOBUS Ha ChbXPaHEHHE, KOWTO Ja TapaHTUpar
3arna3BaHe Ha JOKYMEHTAIUATA B ONPEACIICHUTE CPOKOBE HEMTPOMEHEHA.

Bo3noxxurensatT ompenens MUCMEHO JHIA, OTTOBOPHHM 3a apxuBuUpaHeTro. JlocTembT [0
apXUBUpPAHATA IOKYMEHTAIMS € OTPAHWYEH OCBEH 32 MTOCOYEHUTE JIUIIA.

5.5.7. Bb3noxuTensT chXpaHsABa IsUlaTa OPUTMHANIHA JOKYMEHTAlMs Ha KIMHUYHOTO
M3MUTBaHEe, MOCOYEHA B T. 8, M PA3MO3HABATEIIHUTE KOJOBE Ha MAIMEHTHTE 3a HE MO-Majko OT 15
TOJIMHU CJIeJ MPUKITIOYBAHE WM MPEKPATSIBAHE HA U3IIUTBAHETO.

Bb3noxkurensT chXpaHsBa BCHYKU CHEHU(PUYHH OCHOBHU JOKYMEHTH U B CHOTBETCTBHE C
MPUJIOKUMUTE HOPMATHBHU WM3UCKBAaHUSA Ha AbpiKaBaTa/uTe, B KOSITO JEKAPCTBEHUST MPOAYKT €
paspemieH 3a ymoTpeba W/WIM KBACTO BB3JIOKHUTEISIT HMa HaMEpeHHe Ja KaHAUJaTcTBa 3a
paspernieHue/s.

5.5.8. Ilpu mpekpaTsiBaHe Ha mporpamara 3a Ipoy4YBaHE Ha U3MUTBAHUA JIEKAPCTBEH MPOJIYKT
BB3JIOKUTENAT CbXpaHsABAa JOKYMEHTAlUsATa HE MO-MaJKO OT JBE TOAWMHU CIEJ MpeKpaTsBaHE Ha
MOCJIETHOTO MPOYYBAHE C U3MUTBAHUS MPOTYKT.

Te3n NOKyMEHTH ce ChbXpaHsSBaT 3a MO-IBJIBI MEPUOJ, aKO TOBAa CE€ H3UCKBA OT JPYru
HOPMAaTHUBHU JOKYMEHTH WJIH OT BB3JIOKHUTEIIA.

5.5.9. AKO BB3JOXKHUTENAT MNPEKPAaTH KIMHUYHOTO pA3BUTUE HA W3CIIECJBAHUS JIEKAPCTBEH
MPOJYKT, TOW € 3ab/DKEH Ja YBEIOMH BCHUYKH HM3CJIEAOBATENN MO KIWHUYHOTO M3MHUTBAHE U BCUUYKH
peryjaaToOpHHU OpPraHH.

5.5.10. Bcsiko mpexBbpIIIHE Ha MNPUTEKAHUETO HA JAHHUTE C€ JOKYMEHTHpa M JOKJIaJBa Ha
CbOTBETHUTE PETYIATOPHU OPraHM U KAKTO € MOCOYEHO B MPUIIOKUMHUTE HOPMATHUBHU HM3UCKBAHUSI.
HoBusat mputexxaren Ha JaHHWUTE OTroBapsi 3a ChXPAHEHHUETO M apXMBHUPAHETO HAa JIOKYMEHTAaIHsITa
chrjlacHo T. 5.5.7, 5.5.8 m 5.5.9.

5.5.11. Tlpm BkIIOYBaHE Ha JAaHHUTE B JIOKYMEHTAllUs 3a pa3pelieHre 3a ymorpeda
BB3JIOKUTENAT ChbXpaHsiBa JOKYMEHTAIUsATa HE IMO-MaJKO OT JBE TOAMHM CJieJ] MOJydyaBaHE Ha
MIOCJIETHOTO pa3pelieHre 3a ynorpeda Ha TepuTopusiTa Ha EBporneickus chio3.

CreunduyHUTe OCHOBHHM JOKYMEHTH Ha BB3JIOKHUTENS C€ ChXpaHSABAT Hail-Mallko JBE TOJWHU
CJieNl TMOCTAEAHOTO paspelieHue 3a yrnorpeda Wi ciiel U3TUYAHETO Ha HaW-MajKo JB€ TOAWHHU CIeJ



ouImaNHOTO TpeKpaTsBaHe Ha KIMHUYHOTO PAa3BUTHE HA M3CIEIBAHMS JICKApPCTBEH MPOIYKT. Te3u
JOKYMEHTH C€ CBbXpaHABaT 3a IO-IBJIBI IIEPUOM, aKO TOBA C€ HM3UCKBA OT APYI'HM HOPMAaTHBHU
M3UCKBAHUS WIN OT BB3JIOKUTEIS.

5.5.12. Be3noxutensaT nHGOpMHpa MUCMEHO TJIABHUS U3CIICIOBATEN U JICUEOHOTO 3aBECHUE, B
KOETO C€ IPOBEXk/1a KIMHUYHO U3IIUTBAHE, 33 CPOKA HA ChXPaHEHUE Ha JOKYMEHTAIUATA.

Bp3noxurensat unHbopMHUpa MMCMEHO TIJIaBHUS M3CIEl0BaTel M JEYEeOHOTO 3aBElEHUE 3a
MOMEHTA Ha OTIa/laHe Ha HEOOXOIMMOCTTa OT ChbXPaHEHUE Ha JIOKyMEHTAIIUATA.

5.6. 1360p Ha usciemoBaTesn

5.6.1. BB31m0oXuTENAT € OTrOBOPEH 3a M300p Ha HM3CleAO0BaTeNl M MSCTO HA MPOBEXKIAHE Ha
KJIMHUYHOTO M3nuTBaHe. HeoOxoaumo e Bceku uscienoBaren Aa 0bie KBaTUpHUIUpaH upe3 o0yyeHue u
OIUT ¥ J1a pasnojara ¢ MOAXOMALIM YCIOBUS CbriacHO T. 4.1 u 4.2 3a nMpaBUIHOTO NMPOBEXKIAHE HA
KIMHUYHOTO U3IUTBAaHE, 3a KoeTo € u3bpaH. B ciyudaili Ha wu3nona3BaHe Ha oOpraHu3anus cC
KOOpJMHUpAIAa KOMHUCHS W/MIM KOOPAWHMpAIl H3CIEJOBATE]l B MHOTOICHTPOBM W3MUTBAHUS
BB3JI0KUTENAT € OTTOBOPEH 32 TAXHOTO OpraHU3MpaHe u/uiu u3oop.

5.6.2. Ilpenu BiM3aHETO B JOTOBOPHM OTHOILIEHUS C M3CJIENOBATENsl 3a IPOBEXKIAHE Ha
U3IIUTBaHE BB3JIOKUTEIAT IPEJOCTaBs Ha H3cienoBaresst NMPOTOKOoJa M akTyalHara Opourypa Ha
U3CIe0BaTeNsl U JOCTaThbUHO BPEME 32 TAXHOTO pasJIekaaHe.

5.6.3. BB310XKUTENAT 3aJbJDKUTEIHO [10JIy4aBa ChIJIACUE OT U3CIIEI0BaTENs 3a:

5.6.3.1. mpoBexaaHe Ha KIMHUYHOTO M3nuTBaHe B chorBeTcTBUE C¢ JKII, ¢ mpunoxumure
HOPMAaTHBHU U3UCKBaHMsI, C OJ0OPEHUSI OT BB3JIOKUTENS U KOMUCHUSATA 110 €TUKA IIPOTOKOJ;

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

5.6.3.3. pa3pemiaBane Ha MOHUTOPUPAHE, IPOBEPKA U MHCIIEKLUS;

5.6.3.4. cpxpaHsBaHE HA CBBP3aHUTE C KIMHUYHOTO M3MUTBAHE OCHOBHU JIOKYMEHTH, JIOKATO
BB3JI0KHUTEIAT YBEIOMHU U3CIIE0BATEINA, Y€ TE3H JOKYMEHTH IIOBEYE HE ca HEOOXOAUMU.

BB3710XKUTENAT W W3CIEOOBATENAT IOANKCBAT MPOTOKONA H/HMIM Jpyr TOKYMEHT, 3a Ja
MOTBBPIAT TOBA CIIOPa3yMEHHUE.

5.7. Pa3npenenenue Ha 3aAbJDKEHUSTA U QYHKIIUUTE

[Ipenn 3amoyBaHe Ha KIMHUYHOTO H3MMTBAHE BB3JIOKUTEIAT ONpEAEs, YCTaHOBSBA U
pasmpenens BCHUKH CBbP3aHU C KIMHUYHOTO U3MUTBAHE 3abDKEHNS U QYHKIUH.

5.8. KoMneHcanum 3a y4aCTHULUTE U U3CIIEIOBATEINTE

5.8.1. BB310XKUTENAT 3aCTPaxoBa WIM OCUTYpsiBa (Upe3 IOpUINYECKO U (PUHAHCOBO MOKPUTHE)
U3CIIEA0BATEINTE CPEIly HCKOBE 3a IIETH, BB3HUKBALIM BBB Bpb3Ka C KIMHUYHOTO W3IHUTBAaHE, C
M3KJIIOYEHNE Ha IETUTE, Bb3HUKBAIIM B PE3yATaT Ha HE3aKOHHU JEHCTBUS U/UITM HEOPEXKHOCT.

5.8.2. BerpemHopupMeHuTe NpoLeaypr Ha BB3JIOKHUTENS TPsAOBa /1a OMMCBAT MOKPUBAHETO HA
pa3xoJu Mo JICYEHUETO Ha YYaCTHMIIM B Cllydyail Ha CBBP3aHHU C KJIMHUYHOTO M3MUTBAHE YBPEXKIAHMS.
Te3u mpoueaypu TpsOBa Ja ca B CbOTBETCTBHE € MPUIOKUMUTE HOPMATUBHU U3UCKBAHUS.

5.8.3. MetoabT U pa3MepbT Ha KOMIEHCAIIMMUTE, MOJYyYEHH OT YYaCTHHUIUTE B KIMHUYHOTO
U3IHUTBAHE, CbOTBETCTBAT HA MIPWJIOKUMUTE HOPMAaTUBHHU U3UCKBaHUS.

5.9. ®unancupane

DUHAHCOBUTE B3aUMOOTHOLIEHUS] MEXKAY BB3JIOKUTEIS U M3CIENOBaTENs Ce JOKYMEHTHPAT
4ype3 JOoroBOp.

5.10. YBenomsiBaHe/3asBICHUE 10 PETYIATOPHUTE OpPraHu

[Ipenu 3amouyBaHe Ha KIMHUYHOTO HU3MHUTBAHE BB3JIOKUTENIAT MPEACTaBs JOKYMEHTALMSTA,
KOSITO C€ M3HMCKBA OT PEryJaTOPHUTE OPraHM 3a OIeHKa, 0JJ00pEeHre H/UITH pa3pelleHre 3a 3a1l0YBaHe Ha
KJIMHUYHOTO M3MUTBaHe. Besko yBenomiieHre/3asBIeHUe ChIbprKa JaTa U 10CTaThbYHO MHPOpMAIUS 3a
UACHTU(UKAIMS HA IPOTOKOJIA.

Bo3noxnrenar yBenomsiBa nucMeHo MAJI m cpoTBeTHaTa KOMHCHS MO eThka mo 4i. 103
3JIIIXM npu BKIIIOYBaHE Ha IIbPBU MAllMEHT B U3MUTBAHETO Ha TepuTopHsTa Ha Penmybnuka benrapus.

B cinydaii Ha MHOTOIIEHTPOBO MPOYYBAHE BB3JIOKUTEIAT yBeAomsiBa mucmeHo MAJL u



cboTBeTHaTa KoMucuss mno eruka no wi. 103 3JIIIXM npu mnpeycraHoBABaHE Ha Y4acTUETO B
MPOYYBAHETO HA HAKOW OT OAOOPEHHUTE C MBbPBOHAYAIHOTO MOJOKUTEIHO CTAHOBHIIE IIEHTPOBE Ha
IIPOYYBAHETO.

5.11. IloTBBpAxKACHUE 32 pa3rieKaaHe OT KOMHUCHS 110 €TUKa

5.11.1. Be3noxutensitT HabaBsl OT U3CIEAOBATENs CICIHUTE TAaHHU U JOKYMEHTH: UME H aJIpec
Ha ChOTBETHATa KOMHCHS 110 €THUKA, CTAHOBHUIIE OT KOMUCHSTA IO €TUKA, Y€ TS € ChCTaBeHa U JIeliCTBa B
cpoTBercTBUE ¢ JIKII M nmpmioxumure 3aKOHM U [103aKOHOBM HOPMAaTHBHHM aKTOBE; JOKYMEHTHPAHO
MOJIOKUTETHO CTAaHOBHMIIE OT KOMHUCHSTA MO €THKa 3a aKTyallHaTa Bepcus Ha IpOTokoja, Gopma Ha
MUCMEHO HH(GOPMHUPAHO CHIVIACHE M BCSAKa JApyra uH(pOpMalMs, KOSITO IIe c€ NpPeAocTaBs Ha
YYaCTHUIIUTE, MPOLEAYpUTe 3a HaOuMpaHEe Ha MAIMeHTH, JOKYMEHTH, CBBbP3aHU CbhC 3aAIUIALAHETO U
KOMIIEHCAIUATa Ha YYaCTHULIUTE U APYTU JOKYMEHTH, KOUTO KOMUCHATA € U3UCKaJa.

5.11.2. Axo kKoMucusiTa MO €TUKA JaBa MOJOKUTEIHO CTAHOBHUIIE MpPHU YyCJIOBHE, 4e ObIaT
HaIlpaBeHM MPOMEHM B HIKAKbB ACIEKT HA KIMHUYHOTO M3IUTBAHE (HAIp. MPOMsHA Ha MPOTOKOIIA,
¢dbopMaTta Ha MUCMEHO MH(POPMUPAHO ChIVIACHE U BCSAKA Apyra MH(oOpMaius, KOATO IIe Ce MPeA0CTaBs
Ha YYAaCTHUIMTE W/WIA APYTH TPOLEAYPH), BB3IOKHUTEIAT HAOAaBA OT H3CIIEAOBATENsl KOMHE Ha
HAIPaBeHOTO U3MEHEHUE U JIaTaTa Ha U3/1aBaHe Ha MOJOKUTEIIHO CTAHOBUIIE OT KOMUCHUSATA IO €THKA.

5.11.3. Bweznoxurensat HaOaBsi OT U3CIEAOBaTeNsl JAOKYMEHTH M JAaTH HAa BCUYKUM HOBU
MOJIOKUTETTHU CTAHOBUINA 32 MPOMEHH, KAaKTO W Ha BCAKO OTTEIVISIHE WM MpEKpaTsBaHE Ha HaJICHO
MI0JIO)KUTEITHO CTAHOBHUILIE.

5.12. adopmarus 3a U3NUTBAHUS JIEKAPCTBEH MPOJYKT

5.12.1. KoraTto miaHMpa KIMHUYHO H3MIHUTBAHE, BB3JIOKUTEISAT TapaHTUpa, Y€ ca HaJIUYHU
JOCTaThbUYHO JAHHU, JOKa3BallyM O€30MacHOCT U e(QHUKACHOCT OT HEKIMHUYHU W/WIM KIMHUYHH
U3NUTBAHUA Ha MpOJAyKTa B IOJKpena Ha MpUIaraHeTo My BbpPXY Xopa IO IbT, J03UPOBKA,
MPOIBIDKUTETHOCT U U3MUTBAHA TPYIia Nal[MeHTH, KOUTO 1€ ce IPOoy4Bar.

5.12.2. BB3oKHTENAT akTyan3upa OpolrypaTa Ha W3CIEI0BaTeNsI, KOraTo HOBa M 3HAYUMa
nH(pOopMaIUs CTaHE TOCTHITHA.

5.13. IIpou3BOACTBO, ONMAaKOBaHE, ETHUKETHUpPAHE M KOJWpAaHE HAa HW3MUTBAHUSA JIEKAPCTBEH
IIPOJYKT

5.13.1. BB3noxuTensT rapaHTHpa, Y€ W3MMTBAHUSAT JIEKAPCTBEH MPOAYKT (BKIIIOUUTEIHO
JIeKapCTBEH MPOJYKT 3a CpaBHEHME U I1ane0o, ako ce U3M0J3Ba) € OXapaKTepU3UpaH B CbOTBETCTBUE OT
eTamna oT pa3paboTKa Ha JEKapCTBEHUS MPOAYKT, U€ CE MPOU3BEXKIa B CHOTBETCTBUE ¢ Tpruioxkuma JITTIT
U € KOAUPAH U €TUKETHPAH MO HAYMH, KOMTO 3ama3Ba 3aclelsiBaHETO, aKO UMa TakoBa. Bb3noxurensr
U3rOTBSl €TUKETHPOBKA HAa WM3MUTBAHUS JIEKAPCTBEH MPOJAYKT B CHOTBETCTBUE C M3UCKBAHMATA Ha
npaBmiata Ha JoOpa mpou3BOICTBEHA MPAKTHKA 3a JIEKAPCTBEHH MPOIYKTH B MpoIlec Ha pa3paboTBaHe
Y U3CJe/IBaHE U NPUIIOKUMUTE HOPMATUBHU N3UCKBAHUS.

5.13.2. Bb310XUTENAT ONpeAesis TeMIlepaTypa U YCIOBHs Ha CbXpaHEHUE (HaIp. Mpeana3BaHe
OT CBETJIMHA), CPOK 3a ChXpaHEHHUE, TEYHOCTH 3a Pa3TBapsHE U MPOLEAYPH, KAKTO U U3JIENIHS 3a BIMBAHE
Ha JIEKQpCTBEHMSI MPOAYKT, aKO HMa TaKuBA. BB3IOXHUTENAT yBeIOMsABAa BCUYKM BKIIOYEHH B
KJIIMHUYHOTO M3MUTBAHE CTPaHU (T.€. MOHUTOpHUpAILHU, U3CIeA0BaTENH, (papMaleBTH, OTTOBOPHUIM IO
CbXPaHEHHETO) 32 OIPEJICIIEHUTE YCIOBHUS.

5.13.3. Heob6xoaumo € omakoBKaTa Ha W3MUTBAaHUS JIEKAPCTBEH IMPOJYKT Jla MpeAna3Ba OT
3aMbpCABaHE U HEMPUEMIIUBO BIIOIIABAaHE HA KAYECTBOTO 10 BPEME Ha TPAHCIIOPTA U ChbXPAaHEHUETO.

5.13.4. B crenure M3NUTBaHUSA KOAMpAIAaTa CUCTEMA 3a W3MMTBAHUA JIEKAPCTBEH HPOIYKT
3aJIBJDKUTENIHO BKIIFOUBA MEXAaHU3bM 32 He3a0aBHO pa3KpUBaHE Ha JIEKAPCTBEHUS MPOJYKT B clydail Ha
CIEIIHOCT, HO HET03BOJISIBAIIl He3a0eIeKuMO pa3KprUBaHe Ha KO/a.

5.13.5. B cnyuaii ye o BpeMe Ha KJIMHUYHOTO W3MUTBAHE Ca HAMPABEHU 3HAUUTEITHU MPOMEHU
B CbCTaBa Ha W3MHUTBAHMS JIEKAPCTBEH IMPOAYKT WJIM Ha JIEKApCTBEHUS MPOIYKT 3a CpaBHEHUE,
pe3ynTaTuTe OT BCUYKU JOMBJIHUATEITHU U3MUTBAHUS Ha JIEKAPCTBEHHUTE MPOAYKTH C HOB CHCTaB (T.e.
TECT 3a CTAOWIHOCT, MPOodUI Ha Pa3TBOPUMOCT, OMOHATMYHOCT) TpsiOBa na ObIAT HAIMYHH TMPEIN



M3II0JI3BAHETO Ha MPOJYKTUTE B KIMHUYHO M3MUTBAHE, 32 JIa Ce MPELEHHU JalId MPOMEHUTE MOBIUABAT
3HAYUTENHO (papMaKOKMHETUYHUS MPO(UI Ha JIEKAPCTBEHUS MPOTYKT.

5.14. JloctaBka u O0paBeHe ¢ U3NUTBAHUA JEKAPCTBEH MPOAYKT

5.14.1. BbB370XKUTENAT € OTrOBOPEH 3a CHAOAsIBAHETO HA H3CieNoBaTelis C HW3MUTBAaHUS
JEKapCTBEH TNPOAYKT. BB3JI0XKUTENAT NperocTaBs Ha Y4YaCTHULMUTE O€3Bb3ME3THO W3INUTBAHUS
JIEKapCTBEH MPOAYKT/IIPOAYKTH U BCAKO U3/€IHE, HEOOXOIUMO 3a IPUIIAraHeTo MYy.

B ciyuail ue Bb3JI0OXKUTENAT € OPraHu3alysl ¢ HECTOMAHCKA 11€J1, KIMHUYHO U3IIUTBAHE MOXKE Aa
ce MpoBeAe C MPOJYKTH, KOUTO HE ca MPEJOCTAaBEHH OT BBH3JIOKMUTENs, IPU M3PUUHOTO ChIJIACHE Ha
($U3NIECKOTO/FOPUANIECKOTO JIUIE, (PUHAHCUPAILO JICUYCHHETO.

B ciydaii Ha HEHHTEpPBEHIIMOHAIHO [IPOYYBaHE IPOYYBAHETO MOXKE J]a C€ IIPOBEAE C MPOLYKTH,
KOUTO HE ca MPEAOCTAaBEHU OT Bb3JIOKUTEIS.

5.14.2. BB310XKUTEAAT HE JOCTABS W3MUTBAHUSA JIEKAPCTBEH NPOAYKT Ha H3CIEI0BaTEN,
JI0KaTo He ce Ha0aBAT BCUYKH HEOOXOIUMH JTOKYMEHTH (T.€. TIOJ0KHUTEITHO CTAHOBHILE HA KOMHCHS 110
€THKA U PEryJIaTOPHUTE OPTaHu).

5.14.3. BB310XKUTENAT rapaHTupa, Y€ Ha U3CJIeJJoBaTeNsl ca JOCTaBEHU MHCMEHHU MPOLENypH,
BKJIIOYBAIM MHCTPYKLMHU, KOUTO TOM € 3aIb/DKeH Ja cleABa Npu OOpaBeHE M ChbXpaHEHHE Ha
M3MUTBAHMA JIGKAPCTBEH MPOIYKT M JOKYMEHTausATa KbM Hero. [IponenypuTe BKIIOYBAT aleKBaTHO U
Oe3omacHo IoJjiyyaBaHe, OOpaBeHe, CbXpaHEHHE, pa3/laBaHe, CbOMpaHe Ha HEU3IOJI3BaHUTE KOJIUYECTBA
OT NMAlMEHTUTE U BpbIllaHe OOpaTHO Ha BB3JIOKUTES HA HEU3NOJI3BAHUTE KOJIMYECTBA OT M3MUTBAHUSA
JIEKapCTBEH NPOAYKT (WJIM YHMIOXKaBaHE WJIM YCBOsSBaHE IO APYr HAUMH, aKO TOBA € Pa3pelIeHO OT
BB3JI0KHUTENS U € B ChOTBETCTBHE C MPIJIOKUMHUTE HOPMATUBHU M3UCKBAHHUSA).

5.14.4. Bb3110KUTENAT:

5.14.4.1. rapanTupa 3a HaBpEMEHHAaTa [OCTaBKa Ha W3MUTBAaHUS JIEKAPCTBEH MPOJYKT Ha
U3CJEeI0BATEIINTE;

5.144.2. CbXpaHsBa  3aIlHCH, JOKYMEHTUpAIM  M3IPAILAHETO, II0JIy4aBaHETO,
pasnpeeneHUeTo, BphLIAHETO U YHHUIL0’KaBAaHETO Ha U3MUTBAHUS JIEKAPCTBEH IPOAYKT ChIJIACHO T. §;

5.14.4.3. mogabpka cucTemMa 3a BH3CTAaHOBSIBAHE Ha M3MUTBAHWUTE JIEKAPCTBEHU MPOAYKTU U
JOKYMEHTHUPaHE Ha TOBa Bb3CTaHOBSBaHE (T.€. 3a HEIOCTAThbYHO BpBIIAHE HA JIEKaApCTBEH MPOJIYKT,
oOpaTHO IOJIydaBaHE Cliel] 3aBbpIIBaHEe Ha KJIMHUYHOTO M3MHUTBAaHE, U3THYaHE Ha CPOK 3a OOpaTHOTO
II0JIy4aBaHe);

5.14.4.4. moabpika cucTeMa 3a YHMILIO)KaBaHE/TIpeaBaHe Ha JPYTH JIMIIA Ha HEYyOoTpeOeHOTO
KOJINYECTBO U JOKYMEHTAIIM 32 TOBA YHUIIIO)KaBaHe/IIpeIaBaHe.

5.14.5. Bp3oxxurenst:

5.14.5.1. rapanTHpa, 4e JIEKapCTBEHUAT MPOAYKT e ObJe CTaOMJIEeH Mpe3 IIOTO BpeMe Ha
ynotpeoa;

5.14.5.2. cpxpaHsBa 10CTaTbUHU KOJIMYECTBA OT U3MUTBAHUS JIEKAPCTBEH MPOAYKT, U3IOJI3BaH
[0 BpeMe€ Ha KIMHUYHOTO H3MMTBAaHE, 3a Ja MPEenoTBbPAM cHenupuKalUuTe, ako TOBa CTaHE
HE00XO0/AMMO, U ChXpaHsBa JOKYMEHTAIUS OT aHAIM3a U XapaKTepUCTUKU Ha TpoOHaTa MapTuia;

5.14.5.3. cpxpansBa mpoOUTE IO CTETEH, KOSTO CTAOMIIHOCTTA TO3BOJISABA, J0 3aBBbpPIIBaHE Ha
aHAJIM3UTE Ha JAHHUTE OT KIMHUYHOTO M3MHUTBAHE WU 32 MO-IBIBI NEPUOJ, aKO TOBA C€ M3UCKBA OT
JPYTH MPHIOKAMH HOPMATHBHH U3UCKBAHUSI.

5.15. locTbn 10 JOKyMEHTaLuUsATa

5.15.1. BB310KUTENAT TOKYMEHTHpPA B IPOTOKOJA WIHA C APYr MUCMEH JOTOBOP, Y€ TIIABHUST
U3CJIeI0BaTeN/IeueOHOTO 3aBeIeHHEe, IEHThP Ha MPOYYBAHETO, 1€ MPEAOCTABAT TUPEKTEH JAOCTBII 0
W3TOYHUIINTE HA TaHHW/IOKYMEHTH, CBbP3aHH C KIIMHUYHOTO M3MUTBAHE 32 MOHUTOPUPAHE, TPOBEPKH,
pasriexaaHe oT KOMHCHS 10 €THKa U MHCIIEKLUS OT peryJaTOPHUTE OpraHH.

5.15.2. BB3/I0XKUTENAT NpOBEPSABA 1ajy BCHUKH YYAaCTHUIIN €A JAJIM MUCMEHO ChITIACUETO CH 32
JUPEKTHHUS JOCTBII O TEXHUTE OPUTMHAIHU METUIMHCKU JOCHEeTa NMpPU NPOBEXKIaHE Ha CBBP3aHU C
KIIMHAYHOTO M3MMTBAaHE MOHUTOPUPAHE, TPOBEPKH, PA3TICKIAAHE OT KOMHUCHS TI0 €THKA W MHCIIEKIIUS OT



peryjaaTOpHUTE OPTaHHu.

5.16. Undopmarnus 3a 6e30macHOCT

5.16.1. BB310XUTENAT € OTIOBOPEH 3a HENpEeKbCHaTaTa OLEHKAa Ha Oe30MacHOCTTa Ha
U3MUTBAHUA JIEKAPCTBEH MPOIYKT.

5.16.2. Bw3noxutensat uapopmupa MAJL, koMucusaTa Mo eTUKa U M3CICIOBATEITUTE 32 BCSIKA
HOBa uHOpMalus, KOSATO MOXE Ja MpeACTaBligBa 3aIulaxa 3a 3JpaBeTo M OJaromnoixy4uero Ha
MalUeHTUTe, J1a TMOBIHUsAEC HAa XOJa Ha IMPOYYBAHETO WJIM Ja IpoMeHH paszpemieHuero Ha MAIJL 3a
MIPOBEXKIaHE Ha MPOYYBAHETO W/WIIU J1a IPOMEHHU MOJOKUTEIHOTO CTAHOBHILE HA KOMHCHS IO €THKA 32
MPOJBIHKEHUE Ha KIMHUYHOTO U3MUTBAHE.

5.16.3. BB3IOKUTEIAT ChbXpaHsABa MOAPOOHU 3alMCH 32 BCHUYKH CHOOIICHHS 3a IMOJ03UPaHU
HEXellaHU CHOWTHSI, HACTBHIIWIM TPH YyrmoTpedara Ha W3MHUTBAHUS JICKAPCTBEH MPOIYKT, 32 KOUTO €
nH(OPMHUPAH OT U3CJIEI0BATEIUTE WM OT JPYT U3TOYHHUK Ha HH(OPMALIUS.

5.16.4. BB3IOXKUTENAT OLEHSBA HEKETAHUTE CHOUTHS 1O OTHOUIEHWE Ha CEpUO3HOCT,
OYaKBAHOCT W MPUYMHHO-CIIEJICTBEHA BPb3KA. BB3I0kKuTenar pa3paboTBa M Hpuiara IOpoueaypH 3a
OIICHKAa Ha HEXEJAHUTE CHOUTHUSA 32 CEPUO3HOCT, OYAKBAHOCT W MPUYMHHO-CIICJICTBEHA BpPBH3Ka B
CHOTBETCTBUE C MyOJIMKyBaHUTE PHKOBOACTBA Ha MexayHapoaHaTa KOH(GEpEeHIUs M0 XapMOHHU3AIus,
EBponeiickara komucus U EBporielickaTa areHnus 1o JeKapcTBara.

5.16.5. Bb3noxurensat cbOUpa aKkTUBHO BCSAKA JOMBIHUTENHAa HWH(GOpMALUsA, KOATO €
HeoOXxoIuMa 3a OlIEHKA Ha MHIUBHUIYATHUTE ChOOIIECHUS 32 HEXKETIaH! ChOUTHSI.

5.1.6.6. Bcuuku HexenaHW CHOUTHS, OLICHEHHW OT M3CJENOBATEN WM BB3JIOKHUTENS KaTo
Hal-MaJIko BEPOSTHO CBBP3aHH C WU3IHUTBAHUS MPOAYKT, c€ 00pabOTBAT W JIOKJIA/BAT KATO HEXKEITAHH
JIEKapCTBEHH PEaKIUU.

5.17. JloknaaBaHe Ha HEXXEJIaHU JIEKAPCTBEHHU peakLuu

5.17.1. Hoxjanyd 3a MOJO3UPaHU CEPUO3HM M HEOUYAKBAHU HEXKEJAaHU peakiuu no wi. 138
3JIIIXM ce nmogaBat OT BB3JIOXKHUTENS Ha KIMHUYHOTO U3MTUTBAHE.

Bb3110>XuUTENAT € OTTOBOpEH 3a Mo/IaBaHe Ha ChOOIEHUATA 32 CEPUO3HN HEOYAKBAaHU HEXEJIaH!
peaKkiy, BKJIIOYUTEIIHO KOTaTO PEaKIUUTE ca KbM pa3pelieH 3a yrnoTpeda M3MHUTBaH JIEKapCTBEH
MPOAYKT, W3IOJ3BAH B M3MUTBAHETO KaTO MPOAYKT 3a CPAaBHEHHUE, 3a KOWTO BB3JOKUTEIAT HE €
MpUTEKATENI Ha pa3pelIeHrueTo 3a ynorpeda. B Te3u cimydan BB3JIOKUTENAT UHPOPMUpA TTPUTEKATEIS
Ha pa3pelleHue 3a yrnorpeda Ha MpOAYKTa 3a TEPUTOpUSITA Ha bhirapus 3a peakuusara U 3a M0IaBaHETO
Ha uHpopmanusTa 10 MAJL

Koraro wu3nuTBaHUAT JEKApCTBEH MPOJIYKT HE € pas3pelleH 3a ymnoTpeda, BB3IOKUTENAT
yBenomsiBa MUAJl u xomucusita 1mo €rvka B JOMBIHEHHWE KbM ChOOmeHusTa 1o wi. 138, am. 1 u 3
3JIITXM wu 3a BCHYKHM TMOJO3UPAHU CEPUO3HU M HEOUAKBAHM HEXKENaHU peakluu Mpu ymorpedara Ha
M3MUTBAHUSA JIEKAPCTBEH MPOJAYKT HE3aBUCUMO OT IMPOU3X0/1a UM.

Jloknaau 3a CepuO3HM M HEOYaKBAaHM HEXKEJIaHW peakiuu ce moaaBaT B M3mbiHuTenHara
areHIIMs 110 JIEKapCTBaTa U KOMUCHATA 10 €TUKA He3a0aBHO M HE MO-KbCHO OT 15 THH OT MOJy4aBaHETO
Ha uHpoOpMaIMs 3a HACThIBaHETO MM. [IpM W3pUYHO MHCMEHO ChIIacHe Ha KOMHCHSITA IO €THUKa
JOKJIQINTE 3a TIOJIO3MPAHU CEPUO3HM W HEOYAKBAHHM HEKEJAHW PEaklMM MOoraT Ja c€ IojaBaT Ha
MO-TOJIEMH MHTEPBAJIM, HO HE MO-PSAJKO OT BEIHBK Ha IIECT Mecella.

Bb3noxkuTensT € OTroBOpeH 3a U3MpAIIaHEeTO Ha JOKJIaJAW 0 BCHUYKH 3aWHTEPECYyBaHU
M3CIIeI0OBATENN, KOMUCHS 110 €TUKA U PETYJIATOPHU OPraHu 32 BCUUKHU HEXEJIaHU JICKapCTBEHU PEaKLIUH,
KOWTO Ca CEpUO3HU M HEOYaKBaHH.

5.17.2. Jloknanure 3a CepuO3HU U HEOYAaKBaHHM HEXKEJaHH peakIuu TpsOBa Jla ChOTBETCTBAT Ha
MPUJIOKUMUTE HOPMATUBHHU HM3WCKBAaHUSA M PBKOBOJCTBOTO Ha MexayHapoaHata KOH(EpPEHIUs To
XapMOHM3aIus 3a 00paboTKa Ha JaHHUTE 3a 0€30MacHOCT OT KIMHWYHH M3NHUTBaHud - "Jlebununuu u
cranapty 3a crerrno goknaasane" (ICH Guideline for Clinical Safety Data Management: Definitions
and Standards for Expedited Reporting).

5.17.3. BB3IOXKUTENAT MNPEACTaBs Ha PETYJIaTOPHUTE OpPraHW BCHYKHM AKTyalu3alMyd Ha



JaHHUTE 32 0€30MaCHOCT M MEPUOANYHHUTE JOKIAIU. BB3MOKUTENAT NpenocTaBs BEAHBXK TOJUIIHO Ha
M3nbpiHuTenHaTa areHuus no jgekapcrsata u Ha Komucusara nmo eTnka CnuchbK Ha BCHUYKHU MOA03UPAHU
CEpUO3HU HEXKEJIAHU JIEKApCTBEHU PEAKLIMH, KOUTO Ca Bb3HUKHAIM MPE3 U3MUHAIMS NIEPUOA, U JTOKIA]
3a 6€30I1aCHOCTTA Ha YYACTHULIUTE B U3MIUTBAHETO.

5.17.4. TogumiaAAT MOKIA] 32 OE30MACHOCT ChIbpiKa 000OIICHN TaHHU 3a OE30MaCHOCTTa Ha
W3MUTBaHM JIEKAPCTBEH IMPOAYKT 3a MOCIEIHUS €HOTOAUIIEH IEPUO/l, CYUTAHO OT JaTaTa Ha I'bPBOTO
paspelleHue 3a MPOBEXKJaHE Ha KIMHUYHO W3IUTBAaHE C W3MNMTBAHMS MPOLYKT Ha TEPUTOpPHUATA HA
EBporneiickus cbio3.

Bp3noxurensaT noxasa roaMiiHus Jokian 3a 6ezonacHocT B MAJI m koMmucusATa 1mo €Tuka B
cpok 210 60 KajeHJapHU THU ciell Kpas Ha Meproja, KOMTo 00XBalla J0KIa bT.

3a KIMHUYHU M3IUTBaHUS C HPOABIDKUTENHOCT II0J €/1HAa ToJMHA TOJMUIEH JAOKIaja 3a
0e301acHOCT ce nojaBa B cpok 10 90 THM ciiesl MPUKIIIOYBAHE HA U3IMTBAHETO C YBEJOMIIEHUETO O YII.
142, an. 2 3JIIIXM.

Koraro nmpoBex/a nosede oT €AHO KIMHUYHO M3IMUTBAHE C €JUH U ChIIU M3MNMTBAH IPOAYKT,
BB3JI0KHUTEIIST M01aBa 001 TOIUIIICH J0KIa] 3a 0e30macHOCT. B Te3u cirydan HOKIagpT ChIbpkKa JaHHA
3a npo¢una Ha 6€301aCHOCT Ha U3NMUTBAHUS MPOAYKT M TOAUILIHUTE JOKJIAAU 32 O€30IaCHOCT 10 BCAKO
OT IPOBEeXIaHNUTE B bbiarapus KIMHUYHE W3TUTBAHMSL.

5.17.5. Bb310XUTENAT MPEJOCTaBs TOAUIIEH JOKJIaJ 3a 0€30IaCHOCT U U3BBH ITOCOUYEHUS CPOK
npu nouckBane ot MAJI n/unu KoMucHATA 110 €THKA.

5.18. MonuTopupane

5.18.1. llem ©Ha MOHHWTOpHUpAHETO € Ja Ce€ MPOBEpPH JalIM ca 3ala3eHu I[paBaTa |
0J1aromnoy4neTo Ha Xopata; JOKJIaJBaHUTe JaHHU ca TOYHH, II'BJIHU U CbOTBETCTBAT HA OPUTMHAIHUTE
JOKYMEHTH; IPOBEXJAHETO HAa KIMHUYHOTO H3MMTBAHE € B CHOTBETCTBUE C OJOOpEHHUS IUIaH U
npomenure, JIKII u npunoxumMure HOpMATUBHU U3UCKBAHUS.

5.18.2. M360p u xBanuuKanus Ha JIULATa, U3BHPIIBAIINA MOHUTOPHPAHE

5.18.2.1. JIunara, u3BbpILBALLY MOHUTOPUPAHE, CE HA3HAYABAT OT BB3JI0KUTEIIS.

5.18.2.2. Jlunara, U3BBPILBALM MOHUTOpPUpAHE, ca O0YYEHH M MPUTEKABaT HY)KHUTE HAyUYHU
W/WIM  MEOUIMHCKM TIO3HaHUsS, 3a Ja MOHHUTOpPUpAT KIMHUYHOTO M3MMTBAaHE IPaBHIIHO.
KBanuduxanusra Ha nuuarta, U3BbPIIBALI MOHUTOPUPAHE, CE JOKYMEHTHUPA.

5.18.2.3. Jlumara, W3BBpPUIBAIlM MOHMUTOpPUpAHE, TpsAOBa M3LIO Ja ObJAT 3amO3HATH C
M3MUTBAHUSA JIEKAPCTBEH MPOAYKT, IPOTOKOJIA, ¢ (hopMaTa 3a MUCMEHO MHPOPMUPAHO ChITIACHE U BCSIKA
Apyra nucMeHa nHpopmanus, KosTo 1e ce npeaoctass Ha yyactHuure, COII Ha Bbp3noxurens, JKII u
MPUIIOKUMHATE HOPMAaTUBHH N3UCKBAHUSI.

5.18.3. O6xBar 1 €CTeCTBO HAa MOHUTOPUPAHETO

Bb3noxxurensaT rapaHTHpa, Y€ M3MUTBAHUSATA CE MOHUTOpUpAT TO TMOAXOASI] HAYMH.
BB310XKUTENAT € 3ab/DKeH Ja onpenenu o0xBaTa M HauMHA HA MOHUTOpHpaHEe, B3eMailku MpeaBH[
LenTa, Au3aiiHa, CI0XKHOCTTA, 3acieNsiBaHeTO, pa3Mepa U KpallHUTEe TOYKM Ha KIMHUYHOTO M3IUTBAHE.
B nanmoct MOHMTOpHpaHe B MACTOTO Ha NMPOBEXKIAHE CE U3BBPILUBA IIPEIH, 10 BPEME U €I KINHUYHOTO
m3nuTBaHe. [lo M3KIIOYEHHE BB3JIOKHUTENAT MOXKE Ja OMNpEeNeNd, 4Ye LEHTPAJIHO MOHHUTOPHpAHE,
BKJIIOYBAIO MPOLEAYPH, KaTo OOydYeHHE U CpPelIM Ha M3CIEeNOBATEIMTE U IMOJI3BaHE HAa PA3IIMPEHU
MMCMEHU PBKOBOJICTBA, OCUTYpsIBA MPOBEXKJaHE HAa KIMHUYHOTO M3MHUTBaHe B choTBeTcTBUE C JIKII.
[TpuemnuB MeToA 3a U300p HA JAHHU 32 IPOBEPKA € METOABT HAa CTATUCTHYECKH KOHTPOJIMPAHU POOH.

5.18.4. 3agbpkeHus Ha JIMLATA, U3BbPIIBAILY MOHUTOPHUPAHE

B cbhoTBeTCTBHE C H3MCKBAHUATA HA BB3JIOKHUTENS JIMLETO, W3BHPIIBAILIO MOHUTOPHUpAHE,
rapaHTUpa, Y€ KIMHUYHOTO M3MUTBAHE Ce MPOBEXKIa U JOKYMEHTHPA IMPAaBUIIHO Ype3 U3BBPIIBAHETO HA
CJIETHOTO:

5.18.4.1. neiicTBa Karo OCHOBHATAa Bpb3Ka 3a KOPECIOHJEHLHS MEXKIY BB3JIOKUTEIS U
U3CIIEA0BATENS;

5.18.4.2. ycTaHOBsIBa J1ajy M3CJIEIOBATENAT MPUTEkKaBa ChbOTBETHA KBaTU(UKAILUSI U PECYpCH,



KOUTO MIE€ OCTaHAT IMOAXOJSIIHN Ipe3 IUIOTO M3MUTBAHE, Y€ YCIOBHSTA, BKIIOYBAIIU JIAOOpaTOPUSITA,
o0Opy/BaHETO M TepcoHalla, ca MOAXOASAIIM W dYe IIe OCTaHaT TaKWBa Mpe3 LeIus Mepuoja Ha
KJIIMHUYHOTO M3MMUTBAHE 32 HErOBOTO O€30MacCHO U NMPABUIIHO IIPOBEXKIAHE;

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

5.18.4.3.1. BpeMeTO U yCIOBUATA 32 ChXPAHEHHE Ca MOJXOJSIINA U JTOCTABKUTE Ca JOCTAThYHU
3a UAJIOTO U3MUTBAHE;

5.18.4.3.2. M3NUTBAHMAT JEKAPCTBEH MPOAYKT € JOCTaBEH CaMO Ha YYaCTHUIMTE, KOWTO Ca
MOIXOJISAIIN 32 MMOTY4aBaHETO My B 71034, ONpeziesieHa OT IPOTOKOJIa;

5.18.4.3.3. uneHoBeTE Ha M3CIENOBATEICKHS €KUIl ca CHAOACHU C HEOOXOAUMUTE WHCTPYKIIUU
3a MpaBWJIHATA yroTpeda, GopaBeHe, ChbXpaHEHUE U BpbIIaHe Ha U3IUTBAHUS JEKapCTBEH MPOIYKT;

5.18.4.3.4. mony4yaBaHeTo, ynorpedara U BPBIIAHETO HA U3MUTBAHUS JICKAPCTBEH MPOAYKT B
MecTaTa Ha IPOBEX/IaHe Ha KIMHUYHO U3MUTBaHE C€ KOHTPOJIUPAT U JOKYMEHTUPAT MPABUIIHO;

5.18.4.3.5. OopaBEHETO C HEM3IOJI3BAHUTE KOJUYECTBA OT M3IUTBAHUS JIEKAPCTBEH MPOAYKT
CHOTBETCTBA Ha MPUJIOKUMHUTE HOPMAaTUBHU U3UCKBAHUS U € ChIJIACYBaHO C BB3JIOKUTEINS;

5.18.4.4. ycTaHOBSsIBa JTaId M3CJIEAOBATEIAT Cie/lBa OAOOPEHHs MPOTOKOJI M BCUYKH O00peHU
W3MEHEHHUS, aKO NMa TaKHBa,

5.18.4.5. ycTaHOBsIBa J1ajy € MOJIyYE€HO NMHCMEHO MH()OPMHUPAHO ChITIACHE OT BCEKU YUaCTHHUK
Mpeiy BKIIFOUBAHETO MY B KJIMHUYHOTO U3MUTBAHE;

5.18.4.6. rapanTupa, 4e M3CIEAOBATEIAT IMOJy4yaBa akTyaiaHaTa Opollypa Ha HM3CJIEeI0BaTENs,
BCUYKU JOKYMEHTH U BCHUYKH KOHCYMATHBH 3a KJIMHUYHOTO H3MUTBaHE, HEOOXOIUWMHU 3a HETOBOTO
IIPaBWJIHO MPOBEXK/IaHE U B CbOTBETCTBUE C IPUIIOKUMUTE HOPMATUBHU U3UCKBAHUS;

5.18.4.7. rapantupa, ye M3CIEIOBATENAT U HETOBUST €KHUIl ca JIOCTaThYHO J0OpEe 3alo3HaTH C
KIIMHUYHOTO U3MUTBAHE;

5.18.4.8. mpoBepsiBa namd M3CIEIAOBATENSAT W HETOBUAT €KUI U3BBPIIBAT OMPECIICHUTE
JEHHOCTH 1O KIIMHUYHOTO U3IUTBAHE B COTBETCTBHUE C IIPOTOKOJIA U BCUYKHU JAPYTrU MUCMEHU J10TOBOPU
MEXAY BB3JIOKHUTENS U M3CIENoBaTeNls M 4Ye HEe ca MPEXBbPJIWIM Te3H JICHMHOCTH Ha JPYTH
HEYITbIHOMOIIIEHH JINIIA;

5.18.4.9. npoBepsiBa AaJiv U3CIEA0BATENAT BKIKOYBA CaMO MOIXO AN JIHIIA;

5.18.4.10. noxmnanBa craryca Ha BKIIFOUBaHE HA YYACTHUIIUTE;

5.18.4.11. mpoBepsiBa nanu OpPUTMHAIHUTE NOKYMEHTH, KaKTO M JPYrUT€ JIOKYMEHTH IIO
KJIMHUYHOTO M3MHUTBAHE Ca TOYHM, IIBJIHU U aKTyaJIHU U CE€ ChbXpaHsBaT;

5.18.4.12. mpoBepsiBa danu M3CIEAOBATENAT NPEIOCTaBd BCUYKM W3MCKBAHMU JOKIAJIH,
YBEAOMJICHUSI U MOJIOM M JJaM T€3U JOKYMEHTH Ca TOYHH, MbJIHU, HABPEMEHHH, YETJIUBHU, C JlaTa U
UACHTU(PUIHUPAT MPOYIBAHETO;

5.18.4.13. mpoBepsiBa U CpaBHABA TOYHOCTTA U MBJIHOTATA HA 3allUCAHUTE B KIMHUYHATA KapTa
Ha TAIMeHTa JaHHW, OPUTMHAIHUTE JOKYMEHTH M JPYrH CBBbP3aHU C KIMHUYHOTO W3MHUTBAaHE
JOKYMEHTH €/IHU C IPYTH; JIMLIETO, U3BbPIIBAILIO MOHUTOPUPAHE, 3aIbJIKUTEIIHO MPOBEPSABA JAIIN:

5.18.4.13.1. naHHUTE, U3UCKBAHM OT MPOTOKOJA, ca TouHO Aokiansanu B KKII u crorBercTBar
Ha OPUTHHAJIHUTE 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  JOMBJIHUTEITHUTE
3abonsBanus ca qoknaaBanu B KKII B choTBETCTBHE C MPOTOKOIIA;

5.18.4.13.4. BU3UTHUTE, KOUTO YYACTHUIIUTE HE Ca MOTJIM JIa HAMPABAT, U U3CJIEABAHUATA, KOUTO
HE Cca HalpaBEeHH, ca sICHO AOKJIaaBaHu karto TakuBa B KKII;

5.18.4.13.5. BCHMYKM OTHAaJHANM W M3KIIOYEHH YYaCTHUIM OT KIMHUYHOTO H3MHUTBAHE ca
noknaasany u ooscuenu B KKII;

5.18.4.14. yBenomsiBa u3cienoBatens 3a Bcuuku rpemnu nonbisanus Ha KKII, nponycku unun
HEYETIMBOCTH; JIUIETO, U3BBPIIBAILIO MOHUTOPUPAHE, TAPAHTUPA, Y€ KOPEKIMUTE, AOMBIHEHUATA WIN



M3TPUBAHUATA CA HANPABEHU C JaTa M OOSCHEHHW (aKO € HeoOXOIUMO) M C MOCTaBeHH MHHUIMAIA OT
u3cnefoBaTeNsl WM OT 4WIeH Ha €KHUMa Ha H3CJIeoBareis, KOMTO € YIbJIHOMOIIEH Ja IOCTaBs
nHAnramure cu Bepxy npoMmenure B KKII 3a nzcinenosarens; mbJIHOMOIIHOTO C€ JOKYMEHTHPA;

5.18.4.15. ycraHoBsiBa Jaau BCHYKM HEXKEIIaHM CHOUTHS ca JOKJIAJIBAHH B CPOKOBETE,
n3ucksanu ot JAKII, npoTrokona u nNpuiIoKMMUTE HOPMAaTUBHYU U3UCKBAHUS,

5.18.4.16. ycraHoBsBa Aaju U3CIIEIOBATENAT ChXPAHsIBA OCHOBHUTE TJOKYMEHTH;

5.18.4.17. oOpbIlla BHUMaHUE Ha H3CIIEI0OBATENS 32 OTKJIOHEHUATa OT poTokoia, COIL, JAKIT u
MPWIOKUMUTE HOPMAaTUBHU U3UCKBAHUS U MpeArnprueMa HeoOXOJUMHUTE MEPKHU 3a HEJJOITYCKaHe Ha HOBU
TaKMBa OTKJIOHEHUS.

5.18.5. IIpouenypu 3a MOHUTOpHUPAHE

3a MOHHTOpPUpPaHE HA CHEUU(DUIHOTO U3MUTBAHE JTUIIETO, U3BBPIIBALIO0 MOHUTOPUPAHE, CIIa3Ba
ycTaHoBeHUTe OT Bb3ioxkuTens nucMeHu COIl, kakTo u oHe3u mpouenypu, KOUTO ca OMpPENeIeHH OT
BB3JIOKUTENS 32 KOHKPETHOTO KJIMHUYHO IPOYYBaHe.

5.18.6. [lokiiag OT MOHUTOpUpaAHE

5.18.6.1. JIunero, u3BbpIIBAILl0 MOHUTOPUPAHE, IPEACTaBs HAa BB3JIOKHUTENS MUCMEH JTOKIa
clie]] BCSIKa BU3HMTA B LIEHThpPAa HAa KIMHUYHOTO M3MHUTBAHE U CIJIeJ BCSAKA CBbp3aHA C KIMHUYHOTO
M3NUTBAHE KOMYHUKAIIMSL.

5.18.6.2. JloknaguTe BKIIIOYBAT JaraTa, MMETO Ha LIEHTHPA, UMETO Ha JIMIIETO, W3BBPIIBAILIO
MOHHUTOPHpAHE, UMETO Ha U3CJIEA0BATENsI UM Ha JPYTH JIHIA, C KOUTO € KOHTAKTyBaJl.

5.18.6.3. Jloknaaute TpsOBa Ja BKJIIOYBAT PE3IOME 3a TOBA, KOETO € MperiefaHo OT JHIIETO,
U3BbPUIBAILO MOHUTOPUPAHE, U HETOBUTE CTAHOBMILA IO OTHOLICHHE HA BAXXHU (DAKTH, OTKIOHEHUS U
HEM'BJIHOTH, 3aKJIFOUEHUSTa U JCUCTBUSA, KOMTO ca MPEANpHETH WIH IIe ObJaT MPEANpUETH, W/WIH
MIpenopbyaHu IEUCTBUS 32 OCUTYpsIBAHE HA CbOTBETCTBUE.

5.18.6.4. IlperneabT W NpocCieAsSBAHETO Ha ACHCTBHATA Ciied JOKJIAJ OT MOHUTOPHpPAHE OT
BB3JIOKUTENS CE€ JJOKYMEHTUPAT OT YITBJIHOMOIIEHO OT BB3JIOKUTEIS JIUIIE.

5.19. IlpoBepka

[Ipu npoBepka KaTo 4acT OT OCUTypsSBaHE HAa Kaue€CTBOTO BB3JIOKUTENAT € 3aAb/DKEH J1a uMa
IIPEIBU/ 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 /1a
ObJie OIICHKA Ha MPOBEKIAHETO HA KIMHUYHOTO U3MUTBAaHE U ChOTBETCTBUETO ¢ mpoTokoia, COII, JIKII
Y IPUIIO)KUMUTE HOPMATUBHU U3UCKBaHUS.

5.19.2. N300p u kBanu(pUKaMKU HA IPOBEPSIBALLIUTE

5.19.2.1. 3a u3BbpIIBaHE HA POBEPKH BH3JIOKUTEIAT HA3HAUABA JIUIA, KOUTO Ca HE3aBUCUMU
OT KJIMHUYHUTE U3MHUTBAHUSA/CUCTEMHU.

5.19.2.2. Bbp3noxurensaT TpsOBa Ja rapaHThpa, 4e MpPOBEPSBALIUTE ca KBATMQHUIMPAHU I10
OTHOILICHHE Ha OOy4eHHMe M ONMT 3a MPABHIHOTO NpPOBEXJaHe Ha mpoBepkH. KBamndukanusara Ha
MIPOBEPSBAIINUTE C€ TOKYMEHTHPA.

5.19.3. [Ipouenypu 3a npoBepka

5.19.3.1. Bp310XUTENAT rapaHTHPA, Y€ MPOBEPSIBAHETO HA KIMHUYHU M3MUTBAHUS/CUCTEMH Ce
IIPOBEXJAa B CHOTBETCTBUE C IMUCMEHW NPOLEAYPU Ha BB3JIOXKHUTENS 33 TOBA, KAaKBO M Kak Ja ce
MIPOBEpPSIBa, UECTOTA HA MpOBEpKaTa, (hopma U ChAbpIKaHUE Ha TOKJIAJAUTE OT IPOBEPKaTa.

5.19.3.2. [Ina"bT 1 NpoLeNypUTE 3a IPOBEPKA HA €IHO KIMHUYHO U3IUTBAHE OT BB3JIOKHUTEIS
Ce PBKOBOAAT OT BaXHOCTTAa Ha KJIMHUYHOTO M3MUTBaHE, Oposi HA yYaCTHULUTE B KIMHUYHOTO
U3MHUTBAHE, BUAA U CIOKHOCTTa HAa KIMHUYHOTO HM3IIUTBAHE, CTENEHTAa HA PUCK 3a YYAaCTHHULIUTE U
BCUYKH YCTaHOBEHH MPOOIEMHU.

5.19.3.3. HaGmroieHusTa 1 HAXOJIKUTE Ha POBEPSABAIINSA/UTE CE JOKYMEHTHUPAT.

5.19.3.4. PerynaTopHuTe Opranu MoraT Ja U3UCKAT JAOCTHH JO JOKJIAa OT MPOBEpPKA 3a BCEKU



KOHKpETEH cllydail, KOraTo MMa JaHHM 3a ChIIECTBYBallO cepuo3Ho HecboTBeTcTBHE C JKII mim B
aJIMUHUCTPATUBHU WU ChACOHH MIPOLEAYPH.

5.19.3.5. Korato ce M3MCKBa OT NMPWJIOKUMHUS 3aKOH HJIM Hapeada, Bb3JIOKUTENAT MpeACTaBs
cepTH(UKAT OT IPOBEPKA.

5.20. Hapymienue

5.20.1. B cnydaii Ha HapylieHHE OT CTpaHa Ha H3CIEJOBaTeNsl WM Ha WieH(oBE) Ha
M3CJIEeI0BATENICKHS KU 10 OTHOIIeHue Ha npoTtokona, COIL, AKII u/uan npuaoKXuMUTEe HOPMaTHBHU
M3HCKBAaHUS BB3JIOKUTEIAT NIpelipueMa He3a0aBHa HaMeca 3a 3ala3BaHe Ha CbOTBETCTBUE C THX.

5.20.2. Ako mo BpeMe Ha MOHHUTOpPHpPAHE W/WIM TPOBEPKA CE€ YCTAHOBH, Y€ € H3BBPIICHO
CBILIECTBEHO HApYyIIEHUE [0 BHHA HA H3CIENOBATENsl, BB3JIOXKHUTEIAT NpPEKparsBa ydyaCTHETO MYy B
KJIIMHUYHOTO M3IIUTBAHE U CBOEBPEMEHHO YBEIOMSBAa PEryJaTOPHUTE OpPraHM, KOTraTo HapyLIEHHUETO
BOJIU /10 NIPEKPATSABAaHE Y4aCTHETO HA U3CIIE0BATEIS.

5.21. IlpexxaeBpeMEHHO NMpEKpaTsIBaHE WM IIPEYCTAHOBSABAHE HA U3IIUTBAHE

B cinyuail 4ye eaHO H3NHUTBaHE € MPEKIEBPEMEHHO IPEKPATEeHO MIIM IPEyCTaHOBEHO,
BB3JIOKUTENAT € 3abJDKEH CBOEBPEMEHHO Jla YBEJIOMH H3CIEAO0BATENsl U PETyJaTOPHUTE OPraHu 3a
IIPEKPATSIBAHETO WM MIPEYCTAaHOBSIBAHETO M IMPUYMHUTE 32 TOBA. M3cinenoBaTensT Wi Bb3JIOKUTENAT B
CbOTBETCTBUE C NPUJIOKUMUTE HOPMATUBHM H3UCKBAaHUS CBOEBPEMEHHO YBEIOMSBAT KOMHUCHUS IIO
€THKa, KaTo Ce MPEJICTABAT IPUYMHUTE 32 PEKPATIBAHETO UJIU IIPEYCTaHOBSIBAHETO.

5.22. Jloxyaau 3a KIMHAYHO M3MUTBAaHE/IPOYYBaHE

B cnywail ye eaHO M3NUTBaHE € MPHUKIIOUWIO WIHM € IPEXKAEBPEMEHHO NPEKPaTeHO WU
[IPEYCTAaHOBEHO, BB3JIOKUTEISAT TapaHTHUpa MOJATOTBSHETO M MPEACTABSIHETO Iped PperyjJaTOpHUTE
opranu u Komucusta 1mo eruka Ha JOKJIaJuTe OT KIMHUYHOTO H3MUTBAHE CHOpEX HMPUIOKUMUTE
HOPMAaTUBHU W3UCKBaHMs. BB3JI0OXKUTENAT rapaHtupa M CbOTBETCTBUETO Ha JOKIAIUTE OT TE3U
M3IUTBaHMS, IPUIOKEHN KbM 3asBJICHUETO 32 pa3pellaBaHe 3a ynoTpeda cbhC CTaHAAPTUTE, 3AJI0KEHU B
PBKOBOJICTBOTO Ha MexayHapoaHata KOH(GEpeHIMs IO XapMOHHM3alUs 3a CTPYKTypara u
ChBbPKAHUETO Ha JOKJIAAU OT KIMHUYHU U3IUTBAHUS.

5.23. MHOTOLIEHTPOBU M3MUTBAHUSA

B ciyyail Ha MHOTOLIEHTPOBY M3IUTBAHUS Bb3JI0KHUTEIAT TApaHTHPA, Ye:

5.23.1. Benuku u3cnenoBaTeny NpOBEXIaT KIMHUYHOTO U3MMTBAHE B CTPUKTHO ChOTBETCTBUE
C 0J00peHHs] OT BB3JOXKHUTENS MPOTOKON M Clel JaJleHO MOJIOKUTETHO CTAaHOBHUINE OT KOMHUCHS IO
€THKa, aKO TOBA CE€ M3UCKBA OT PEryJaTOPHUTE OpraHu.

5.23.2. KnuHUYHNATE KapTU Ha MAlMEHTUTE ca ChCTABEHM Taka, 4e Ja oOXBallaT AAHHUTE OT
BCUYKM LEHTPOBE HA MHOTOLIEHTPOBOTO M3NUTBaHe. Te3u H3cCieqoBaTend, KOUTO ChOUpar
JONBJIHUTENTHU JaHHU, ce cHaOagBaT ¢ nombiaHuTenHu KKII, cheraBeHu Taka, ue Ja oOXBaliaTr Te3u
JOITBTHUTEITHU JTAHHHU.

5.23.3. OTroBOpHOCTUTE HA KOOPAWHUPALIUS U3CIEN0BATEN U HA yYaCTBAIIUTE U3CIIE0BATEIN
ca IOKyMEHTUPaHHU HETIOCPECTBEHO MIPE/IN 3al104YBaHe Ha KIMHUYHOTO U3MHUTBAHE.

5.23.4. Ha BcuukM H3CieN0BaTeNN ca pa3JaJicHH MHCTPYKIMM 3a Clla3BaHE Ha IPOTOKOJA, 32
Cria3BaHe Ha OINpeEAENIEHUTE OT BB3JIOKUTENSl CTaHJApTHU 3a OLEHKAa Ha KIMHUYHM U J1TaOOpaTopHU
HAXOJKU U 3a MOII'bJIBAHE HA KJIMHUYHATA KapTa Ha MalUeHTa.

5.23.5. KomyHukanuara MexXAy U3CIEI0BATEINTE € YIECHEHA.

6. IIpoToKoJ Ha KITIMHAYHO U3MTUTBAHE U IIPOMEHH B IMTPOTOKOJIA

[IpoTOKOIBT Ha KJIMHUYHO H3MUTBaHE TPsOBa OCHOBHO Ja ChAbp)Ka HM30POECHUTE JaHHHU.
Crnenuduunara wHPOpMAIUsS, KOATO € TPWIOKHMA CaMO 3a OTHIEIHH IEHTPOBE Ha KIMHUYHOTO
U3IUTBaHe, MOXKe J1a ObJie BKJIIOUYEHA B OT/eNIHA CTPAHMLIA/CTPAHUIIM WM Ja ObJie BKIIOUYEHA B OTIEITHO
criopazymerne. Yact oT maHHHWTE, W30pPOCHU IO-ZI0TY, MOXKE Ja Ce ChABPXKAT B APYIH, CBBP3aHH C
MIPOTOKOJIA JOKYMEHTH, HalpuMep Opolrypara Ha U3Cie10BaTesl.

6.1. O6mma nndopmanus



6.1.1. 3armaBue Ha MPOTOKOJA, UACHTU(UKAMOHEH KOJA M jAara. Beska mpomsiHa/poMeHH
BKJIIOYBA HOMEP U Jata.

6.1.2. Ime u agpec Ha BB3JIOKUTENS U JULETO, U3BBPILIBALLO MOHUTOPUPAHE, U IOTOBOpHATA
U3CJIeI0BATEeNICKAa OPraHu3alus, aKo € BKJIIOUEHA B KIIMHUYHOTO U3IUTBAHE.

6.1.3. Ime W ATBXKHOCT Ha JIMIETO/NMMLATA, YI'BIHOMOIIEHO Ja MOJNHMCBAa MPOTOKOJNA H
IIPOMSIHATA/IIPOMEHUTE B HEI'O OT UMETO Ha Bb3JIOKUTEIIS.

6.1.4. Nme, TIBKHOCT, aznpec u TeneOHSH HOMEp/a Ha MEIUIMHCKHS eKCIepT OT CTpaHa Ha
BB3JI0KUTENS (WIIN JIEKap 10 JeHTaIHa MEIUIMHA) 33 KIMHUYHOTO U3IUTBAHE.

6.1.5. IMe W ITBKHOCT Ha M3CIEA0BATENs/UTe, KOMTO € OTrOBOPEH 3a MPOBEXKIaHE Ha
KJIMHUYHOTO H3MUTBaHE, KaKTO M aJpecure U Tele(oHHUTE HOMEpa Ha LEHTbpa/LIEHTPOBETE Ha
KIMHUYHOTO M3ITUTBAHE.

6.1.6. Nme, mapxHOCT, aapec U TeleOHEH HOMEp/a Ha Jekaps WM JeKaps 10 JEeHTalHa
MEIUIMHA, KOHTO € OTTOBOPEH 3a BCHYKHM CBBP3aHU C KIMHHUYHOTO H3MUTBAHE MEAWLMHCKU (WK
JICHTATHHN) pelIeHus (aKo € pa3JInueH OT U3CJIeA0BaTEIs).

6.1.7. me/na n anpec/n Ha KIMHUYHATA JTA0OPATOPUS/U M IPYTH 3APABHU W/MIM TEXHUYECKH
OT/ENICHUsI U/WUIIM UHCTUTYLIUH, BKJIIOYEHN B KIIMHUYHOTO M3IUTBAHE.

6.2. OcroBHa uH(pOpMAITHII

6.2.1. Fime 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 U3IUTBAHUSA, KOUTO Ca CBBP3aHU C HACTOALIOTO.

6.2.3. O00011IeHNE Ha YCTAHOBEHU U Bh3MOXKHU PUCKOBE U TOJI3U, aKO MMa TaKMBa, 3a Xopara.

6.2.4. Onucanue u 0OOCHOBKA 3a ITbTS Ha BBBEXKJAHE, /103aTa, J030BHs PEXHUM U JeueOHus
epUo.

6.2.5. CraHoBulIle, Y€ KIMHUYHOTO M3MMTBAHE IlI€ C€ IPOBE/IE B ChOTBETCTBHE C IPOTOKOJIA,
JKII 1 npunoxuMuTe HOPMaTUBHUA N3UCKBAHMS.

6.2.6. OnucaHue Ha KaTeropusTa Jula, BbpXY KOSATO 1€ ¢e MPOBe/Ie KIMHUYHOTO U3IUTBAHE.

6.2.7. W3non3BaHa nuTeparypa 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
3aBHCAT OT IW3aiiHa Ha KIIMHUYHOTO M3nuTBaHe. OMUCAHNETO Ha JU3aiiHa BKITIOYBA:

6.4.1. M3puyHO mocoyBaHe Ha IBPBUYHUTE M BTOPUYHHUTE KpallHU TOYKH, KOMTO IIE cCe
M3IMOJI3BAT KAaToO MOKa3aTesy 3a €(eKTHBHOCT U OE30MaCHOCT, KOUTO 1€ ObJaT OLEHEHU MO BpeMe Ha
KIIMHUYHOTO M3IUTBAHE.

6.4.2. Onucanue Ha Tumna/au3aiiHa Ha KIMHUYHOTO M3MUTBAaHE, KOETO IIE€ ce IpoBeie (Hamp.
JBOWHO-CJIATO, IUIAale00-KOHTPOJIUPAHO, C YCIIOPEACH AM3aiiH) W CXeMaTW4Ha JuMarpama Ha Ju3aiiHa,
MPOIIEyPUTE U €TANTUTE HA KIIMHUYHOTO M3IHTBAHE.

6.4.3. Omnucanue Ha B3€TUTE MEpPKHM 3a HaMaJleHUe/M30iArBaHe Ha OTKJIOHEHHATA, BKIL.
paHI0MU3aLUA U 3aciersiBaHe.

6.4.4. Onucanue Ha M3MMTBAHOTO JIEUEHHE/d, J103aTa M JO30BUS PEXKHUM Ha HW3MUTBAHUSA
JIEKapCTBEH NMPOJAYKT; BKJIIOYBA CE€ OMHMCAHME Ha Jo30BaTa (popma, OMaKOBKAaTa U €TUKETHPAHETO Ha
U3MUTBaHUS IPOAYKT.

6.4.5. OuakBaHaTa NPOABIDKATEIHOCT HA YYaCTHETO Ha JIMIATa, KAaKTO W ONHUCAHHE Ha
MOCTIeIOBATEIHOCTTa M MPOABDKUTEIIHOCTTA HA BCUYKM MEPHOAM Ha KIMHUYHOTO H3IUTBAHE,
BKJIFOUMTEIIHO MPOCIIE/sIBaHe, aKO UMa TaKoBa.

6.4.6. Onucanue Ha "cnupamuTe npaBuiaa" U "KPUTEPUUTE 3a OTCTpaHABaHE" 3a ONpPEACICHU
JIMIIa B €Taly OT KIIMHUYHOTO M3MHUTBAHE U B ISUIOTO U3MTUTBAHE.



6.4.7. Tlpomenypu 3a OTUYETHOCT HA W3MHUTBAHHS MPOIYKT, BKIIOUUTEIHO IUIANEO0TO U
JIEKapCTBEHMSI MPOJIYKT 3a CPaBHEHHUE, aKO MMa TaKUBa.

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

6.4.9. IlocouBaHe Ha BCUYKHU JIaHHU, KOUTO TUPEKTHO mmie Obnat 3amucBanu B KKII (t.e. 6e3
HEMOCPEACTBEHO MMCMEHO WM €JIeKTPOHHO 3alMCBaHEe) U KOUTO C€ MPHeMaT 3a OpUTrHHAIIHU JaHHU.

6.5. 1300p u oTCTpaHsiBaHE HA yYaCTHUIIUTE

6.5.1. Kpurepuu 3a BKJItOUBaHE HAa YYaCTHUIIUTE.

6.5.2. Kpurepuu 3a U3KIIIOUBaHE HA YUACTHUIIUTE.

6.5.3. Kpurepuu 3a OTCTpaHsBaHE Ha y4YacTHHLMTE (T.e. MpEKpaTsABaHE Ha JICYEHUETO C
W3MHUTBAHUS TPOYKT/U3MUTBAHOTO JICYCHHUE) U MPOIICTYPH, OTIPEICIISIIIN:

6.5.3.1. kora u kak e ObAaT W3KIIOUBAHU YYACTHHUIM OT U3MUTBAHOTO JICYCHHE/ICUEHUETO C
W3MHUTBAHUS MTPOYKT;,

6.5.3.2. BUJ1a Ha JTAaHHWTE M TIEPHOJIA, 32 KOWTO IIe ObJaT ChOMpaHW JAaHHU 32 OTCTPAHEHHUTE
YYaCTHUIIY;

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

6.5.3.4. mpocnensBaHe Ha OTMATHAINTE YYACTHHIM OT HW3MUTBAHOTO JICYCHUE/JICYCHUETO C
W3MUTBAHUS MTPOYKT.

6.6. JleueHre Ha ydyaCTHULIUTE

6.6.1. Ha3znaueHoro/ute nedeHue/s, BKIIOUMTETHO MMEHAaTa Ha BCUYKU MPOIYKTH, J103a/H,
JI030BH CXEMHU, ITBTUIIA/HAYMHN HA TPHUIIOKEHUS, TICPUOIHN HA JICYCHUE, BKIFOUUTEITHO TPOCIICSBAIIH
MEePUON 32 YYACTHUIIUTE 32 BCAKO M3MUTBAHO JICYCHHE/IEYCHHE C U3MUTBAHUS MIPOYKT, Ipyna/paMo ot
KIIMHUYHOTO W3IHTBAHE.

6.6.2. Pa3pemien(u) nekapcTBeH(u) NpoayKT(u)/aeuenue(s) (BKI. U KUBOTOCHACSIBAIIN), KAKTO
Y HEpa3pelICHH PN U/WIIH 110 BpeMe Ha KIIMHHYHOTO M3ITUTBAHE.

6.6.3. Ilpouenypu 3a HabOmOAEHHE HA CHACWCTBUETO HA YYACTHUIIUTE MO OTHOIICHHE Ha
JIEYCHUETO.

6.7. OnieHka Ha e(UKacHOCTTa

6.7.1. Onpenenenue Ha MapaMeTpUTE 3a €PUKACHOCT.

6.7.2. Meroau u Bpeme 3a OlleHKa, 3allMCBaHe U aHATTU3MPaHe Ha apaMeTpuTe 3a e(hUKacHOCT.

6.8. OueHka Ha 6e30MacHOCTTa

6.8.1. OnpeneneHue Ha MapaMeTpUTe Ha OE30MACHOCT.

6.8.2. Meroau u Bpeme 3a OLIEHKa, 3allMCBaHEe U aHAJIM3MpaHe Ha MapaMeTpuTe 3a 0€30IacHOCT.

6.8.3. Ilponienypu 3a HabaBsHE Ha JOKJIATU M 3a 3alKMCBaHe W JOKJIaJBaHE Ha HEXeIaHU
CHOUTHS M CHITBTCTBAIIN 3200 IIBAHMUSL.

6.8.4. BugbT U mpoABIHKEHUETO HA MIPOCIEIIBAHETO Ha YUACTHUIIUTE CIIe/ HeXKellaH!U ChbOUTHSI.

6.9. Cratuctuka

6.9.1. Onucanue Ha CTaTUCTUYECKUTE METOJIM, KOUTO Ie ObAaT M3MON3BaHH, BKI. BCUYKU
TUTAHUPAHU BHB BPEMETO MEKIMHHY aHAJIH3H.

6.9.2. bpoii Ha nMIara, KOWTO C€ MpeABMXIa Ja ObJaT BKIOUEHH. B ciydail Ha
MHOTOIICHTPOBO HM3MUTBAHE C€ MOCOYBA MPEABIKIAHUAT OpOil Ha JHUIaTa 3a BCEKH OT/ACNICH IEHTB).
[TpuunHa 3a U360p HA roieMUHA Ha M3BAKATa, BKIIOYUTEITHO OTPAKEHUE BHPXY (MM M3UMCIICHHUE HA)
MOIIIHOCTTA Ha KIMHUYHOTO U3MUTBAHE U OCHOBAHUE 3a MPOBEXKIAHETO MY.

6.9.3. N3noi3BaHO HUBO HA 3HAYUMOCT.

6.9.4. Kpurepun 3a npekpaTsiBaHe Ha KIMHUYHOTO U3MUTBAHE.

6.9.5. Ilponienypu 3a OTUMTAHE HA TUTICBAIIN, HEU3IOI3BAHHU UM HEBEPHU JaHHU.

6.9.6. Ilpouenypu 3a AOKJIaJBAHE HAa BCUYKH OTKJIOHEHUS OT OPUTHMHAIHUA CTATUCTUYECKH
1aH (HEOOXOAUMO € BCHYKHM OTKJIOHEHHS OT OPUTHMHAIHUS CTaTUCTHUYECKH TUIaH Jla ca OMHCAHHU H
000CHOBAHU B MPOTOKOJIA W/WUJIN B OKOHYATEITHUS JOKJIA).



6.9.7. M300pbT Ha y4YaCTHHIIMTE, KOWTO IIe OBJAT BKIIOYCHH B aHanu3a (HAmp. BCUYKU
paHIOMHM3UPAHU YYaCTHUIIM, BCHUYKH JIMIA, TIOJYYWUJIM J103a, BCHYKH TMOAXOMASIIM YYaCTHHIIH,
YYACTHUIM, KOUTO MOTAT JIa CE OLICHSIT).

6.10. JIupekTeH 10CThII 10 OPUTHHAITHUTE TaHHU/ TOKYMEHTH

Bb3noxurenst rapantupa, 4e B MPOTOKOJIA WK B IPYro MUCMEHO CIIOPa3yMEHHE € MOCOUYECHO,
Yye M3CIICIOBATENIAT IIe pa3pelld MOHHTOpPUpPaHE, MPOBEPKH, pasriexaane or Komucusara mo eTuka u
MHCIIEKIUSI OT PEryJaTOPHUTE OpraHu Ype3 OCUTYpsSBaHE Ha JUPEKTEH AOCTBII 10 OPUTMHAIHUTE
JIOKYMEHTH/JaHHHU.

6.11. KoHTpos Ha Ka4eCTBOTO U OCUTYpsIBAHE HA KAYECTBOTO

6.12. Etuka

Omnucanye Ha €ETUYHUTE aCIIEKTH, OTHACAINH C€ KbM KIMHUYHOTO U3IIMTBAHE.

6.13. [logabprxkaHe HA JaHHU U CbXPAHEHHUE HA JOKYMEHTAIUs

6.14. Haunn Ha ¢uHaHCHpaHe U 3aCTPaxoOBKa

[TocouBar ce, ako He ca U3JIOKEHHU B OTJICJICH JOTOBOP.

6.15. Ilnaun 3a ny0iauKyBaHe Ha JaHHU

ITocouBa ce, ako He ca U3JIOKEHHU B OTJICJICH JOTOBOP.

6.16. Ilpunoxxenus

7. Bpoiirypa Ha U3ciaeq0BaTeNs

7.1. BeBenenue

BpomypaTa Ha HU3CJICAOBATCIIA € CBBKYIHOCT OT KIMHUYHM MW HCKIMHHUYHU JaHHU 3a
W3MUTBAHUA NPOIYKT, KOUTO Ca MPUIIOKUMH B IIpOIleca Ha U3MHUTBAHE Ha JIEKAPCTBEHH MPOAYKTH BHPXY
xopa. Llenta e na ce mpencraBu mH(pOpMAIUS HAa W3CIENOBATEINTE W HA IPYTH JIMLA, BKIIOYEHU B
KIIMHUYHOTO M3MHUTBaHE, 3a Ja C€ YJIECHHU pa3OMpaHeTO Ha MOTHMBUTE 3a MPOYYBAHETO, Ja CE OCUTYPH
CIa3BaHETO C OCHOBHUTE XapaKTEpUCTUKW Ha MPOTOKOJA, KAaKBUTO ca Jl03ara, J030Bara
YecTOTa/MHTepBaji, MBTAT Ha MPWIOKEHHE Ha MPOAYKTa M MpoIenypuTe 3a HaOmoaeHHe Ha
6e3onacHocTTa. bpoiypara Ha u3cienoBaress NpeaocTaBst ¥ HH(GOpMalKs B OJKpena Ha KIMHUYHOTO
MOBEJICHUE CHPSMO JHUIaTa - YYaCTHUIM B XOJa HAa KIMHUYHOTO u3nuTBaHe. MHpopmamusra ce
IpelcTaBs B KpaTka, ONpPOCTeHa, OanaHcHpaHa M HepekjamMHa Qopma MO HayMH, KOWTO JaBa
BB3MOKHOCT Ha JIeKaps WIHM Ha MOTEHIMAIHUS U3clefoBaTeNn Aa pa3depe U Ja MOXKe Jia HalpaBH JIMYHA
MIpelleHKa 3a MpeIHa3HauYeHUETO Ha MPEAI0KEHOTO U3MHUTBaHEe, KOATO Ja ObJe TOYHA MO OTHOLIEHHE Ha
puck - momsa. B wm3naBaHero Ha OpolnypaTa Ha uH3cienoBaTeNs y4yacTBa JIMIE € MEIUIIMHCKA
KBaJ'II/I(l)I/IKaIH/ISI, a 0I[O6peHI/ICTO Ha CBABPIKAHUCTO CC€ U3BBpPIIBA OT CICHUAIMCTH IO CHOTBCTHUTC
MEIULUHCKH CIIEIUATHOCTH, KOUTO Ca ChbCTAaBUIIM ONUCAHUTE JAHHHU.

BunbTt n 00eMbT Ha HH(OpMaLKMATa MOTAT Jla BApUPAT B 3aBUCUMOCT OT €Tala Ha pa3BUTHE Ha
M3MUTBaHUA NpoAYKT. Korato M3MUTBaHUAT MPOAYKT € pa3pelleH 3a ynorpeda U JIeKapuTe ca MIMPOKO
3armo3HaTH ¢ HeroBara (apMakojorus, He € HeoOxoauma MoApoOHa Opolrypa Ha H3CIEAOBATEII.
BB3MOKHO € KaTo anTepHaTHBa J1a ce MpeACTaBAT Opollypa ¢ OCHOBHA MH(pOpMalLUs 3a MPOIYKTa WU
KpaTKa XapaKTCpUCTUKa Ha IMPOAYKTA, KaTO CE€ IMOCOYH, Y€ TC CbAbPKAT CbBPEMCHHA, ITbJIHA U }IeTaﬁHHa
uH(popManusg 3a BCUYKM AacleKTH Ha W3MHUTBAaHUA NPOAYKT M MOTraT Ja ca OT 3HaueHue 3a
uscnenoBarens. B ciydail ye ce M3NUTBa HOBO NPUJIOKEHHWE (HANp. HOBA MHIWKALKA) HA MPOIYKT,
uMalll paspeleHue 3a ynorpeda, ce moJAroTBsi Opolrypa Ha U3cienoBaress, creluduyHa 3a Ta3u HOBa
ynotpeba. bpoirypata Ha u3cienoBaTens ce Mperjiekia BEAHBXK TOAUIIHO M CE€ NMPOMEHS, KOraro €
HE00X0/MMO, B CHOTBETCTBUE C MUCMEHUTE MPOILEAYpPH Ha Bb3I0kuTeNd. [lo-uecTn mpomMeHu Morat ja
CC IMPAaBAT B 3aBUCUMOCT OT €Talla Ha pa3BUTHUC HA IIPOAYKTA 1 BUAa HA CbOTBCTHATA HOBA I/IH(bOpMaHI/IS[.
CroTBeTHaTa HOBa MH(pOpPMAIUs, B CHOTBETCTBHE C NoOpaTa KIMHUYHA MPAKTHKA, MOXe Ja ObJae OT
TakaBa Ba)KHOCT, Y€ Ja € HeoOXOoAMMO TS Ja ce OOCHAM C M3CIENOBATEUTE U MO BB3MOXKHOCT B
KOMHCHATA TIO0 €THKa W/MIM peryJaTOpHUTE OpraHu, INpead jAa ObJae BKIIOYEHa B Opomrypa Ha
U3CIIe10BaTeNs.



Bb310KUTENAT € OTrOBOPEH 3a rapaHTUpaHEe Ha TOBA, Y€ M3CJIEAOBATENIUTE Ca 3aM03HATU C
aKTyalnu3upaHata Opolrypa Ha HW3CIIeOBaTeNs, a H3CJIEIOBATEIUTE Ca 3aJbJDKEHU Ja TMPEACTaBST
HOBaTa OpoIllypa Ha HM3CJIEIOBATENsi Ha CHOTBETHUTE KOMHCHHM MO €THKa. B ciydail Ha W3NMUTBaHe,
BB3JIOXKEHO OT M3CJICIOBATEN, BB3JIOKHUTEIAT-U3CICIOBATE € 3abJDKCH J1a MPEACTaBUd YBEpEHUE, 4e
Opolrypa Ha HM3CIEeIOBaTENII MOXKE Ja ce Ha0aBU OT MPOU3BOAUTENS. AKO W3IHUTBAHUAT MPOIYKT Ce
MPOM3BEXK/IAa OT M3CJIENOBATENsA, TO TOH € 3abJDKEH Ja MPEACTaBu HeoOXoaumaTa WHQpOopMaIus Mpe
€KWIla Ha W3MUTBaHeTO. B ciyuail 4e moaroroBkata Ha oduimanHa Opolrypa Ha H3CIIEIOBATENs €
HEBB3MOXKHA, KaTO 3aMsSHA BB3JIOKHUTEIAT-U3CIIECI0BATE MPEICTaBs B MPOTOKOIA MOAPOOHA OCHOBHA
nH(OPMAIMOHHA YaCT, ChAbPKAIlAa MUHIMYM aKTyallHU JIaHHU, ONTMCAHU B TOBA IIPWIOKCHHE.

7.2. OcHOBHU CHOOpaKEHUS

Bpomrypara Ha u3cienoBaresis BKIOYBA:

7.2.1. 3arnaBHa cTpaHula

Ts BKIIOYBA: MME HA BB3JIOXKHUTEISA, XapaKTEPUCTHUKA HA BCEKU M3MUTBAH MPOAYKT, T.C.
M3CIICIOBATEIICKUA KOJI, XUMUYHO WJIA OJJOOPEHO T€HEPUYHO MME M ThPrOBCKO MME (aKO MMa), JaTa Ha
M3/aBaHe, HOMEpa Ha W3JIaHUETO M CIpaBKa 3a HOMEpa W JaTrara Ha W3JAAHHETO, KOETO 3aMeCTBa.
Oo6pa3err;

3AMMABHA CTPAHMLUA

NME HA Bb3NOXUTEJA
JlexapcTBeH NpoaykT:

Homep Ha nanuteaHe:
Nme (nmena): XumunyHo, INN (ako e ogobpeHo):
Tbproscko nve

Bpowypa Ha uscnegosarens

Howmep Ha n3gaHue:

[aTta Ha nsgaHue:

3amecTBa npeguleH HOMep Ha U3gaHue:;
[ara:

7.2.2. CTaHOBHIIIE 32 TOBEPUTEITHOCT

Bb3noxurensT  Moxke ~ Ja  BKIOYM  CTAHOBMINE,  JaBalllo  MHCTPYKLUHS  Ha
M3CIIeIOBATEIS/TIOTyYaTeIUTE Ja MpueMaT Opoliypara Ha U3CleoBaTelsi KaTo OBEPUTENICH TOKYMEHT
M0 OTHOIICHHE Ha LisaTa WH(GOpPMAIKs U U3MOI3BaHE OT €KHIMa Ha U3CIIeoBaTeNs U OT KOMHUCHSATA TIO
€THKa/peryJaTOpHUs OpPTaH.

7.3. Cpabpikanue Ha Opolrypara Ha U3CIe10BaTeNs

Bpomrypata Ha wu3cnmemoBaTensi ChIbpKa CICIHUTE pa3lielid, BCEKM OT KOUTO HUMa, IO
BB3MOXKHOCT, ChOTBETHATA JIMTEpATypHa CIIpaBKa:

7.3.1. Tabnuia cbe ChABPIKAHUE:

CraHoBHILIE 32 TOBEPUTETHOCT

Crpanuna 3a noanucu

1. Cbabpxanue

2. O600m1eHue

3. VBon

4. ®u3nyHM, XUMUYHU U (apMaIieBTUYHU CBOMCTBA U (hopmyra

5. HexJIMHMYHY M3NIUTBAHUSA

5.1. Hexnunuyna apmakosiorus

5.2. ®apMaKOKUHETHKA  METa00IM3BM Ha MPOJIYyKTa MPHU )KUBOTHU



5.3. Tokcukonorus

6. Edpextu mpu xopa

6.1. ®apMaKOKWHETHKA ¥ META00IM3BM Ha MPOJIyKTa IPHU XOpa

6.2. bezomacHocT U e(hUKACHOCT

6.3. Omur cien pa3penieHue 3a ynorpebda

7. O60011eHNEe HA TaHHUTE U IPEHOPBKU KbM H3CIIEI0BATENs

IIpenparku KbM:

1. ITyOonukanun

2. Jloxnaam

[Tpunoxenus (ako UMa TaKMBA)

7.3.2. O6001meHNne

JlaBa ce kpatko 00001IeHUEe (HEHAJBUIIABAILO JBE CTPAHHIIM), TOCOYBAILO BaKHA HaJMYHA
¢usnyHa, XUMUYHA, (dapManeBTHYHA, (ApMAKOJIOTHYHA, TOKCHUKOJIOTHYHA, (apMaKOKWHETHYHA,
MeTaboIMTHA U KIIMHUYHA UH(OpMaIKs, KOATO CbOTBETCTBA Ha €Tana Ha KIMHUYHO pa3paboTBaHE Ha
M3IUTBAHUS TPOIYKT.

7.3.3. BeBeneuue

BritouBa ce KpaTKO BBBEXKAANIO ONHCAHHWE, CHABPKAIMIO XUMHYHOTO HME (KaKTO H
T€HEPUYHOTO U THPrOBCKOTO HMME, KOrato ca 0J00peHH) Ha W3MUTBAHUA(UTE) MPOIYKT(H), BCHUKH
aKTHUBHH CHCTAaBKH, ()apMaKOJOTHYHUS KJIAC U OYAKBAHOTO MSCTO B TO3M KJIac (HAmp. MPEUMYIIECTBA),
00OCHOBKa 3a MPOBEXJAaHE Ha MPOYYBAHETO M OYaKBaHUTE(aTra) WMHIAMKAUU(s) 3a MpoduiaKkTUKa,
Tepamusi WIA JUarHocThka. Hal-Hakpas BBBEXKJANIOTO OMHMCAaHUE, BKIIOYBAIIO OCHOBHHS IOIXO],
KOHTO I ce ClIe/[Ba IPU OIICHKATa Ha W3MUTBAHUS IPOIYKT(H).

7.3.4. Xumnunu, Gpuznyan, hapMareBTHIHN CBOMCTBA M ChCTAB

[IpencraBs ce onucaHue Ha BELIECTBOTO/aTa (BKJI. XUMUYHA U/WIIKM CTPYKTypHA GopMmyina/u) u
KpaTKo 0000111eHNE HA CbOTBETHUTE XUMUYHHU, GPU3NYHU, (papMalieBTUUHU CBOMCTBA.

[IpencraBs ce U ce KOMEHTHpPA (aKO € KIMHUYHO 3HAUYMMO) OMUCAaHUE Ha ChCTaBa/UTE, KOUTO
1€ Ce M3MOJ3BaT, BKIIOYUTEIHO U IMTOMOIIHN BEIIECTBA C I MPEANPHEMaHe Ha TTOAXOISMIIA MEPKH 3a
6e3omacHocT. J[aBaT ce MHCTPYKIMHU 3a ChbXpaHeHHe U ynoTpeba Ha jo30BuTe popmu. CriomeHasar ce
BCHYKH CTPYKTYPHH CXOJICTBA C JPYTY U3BECTHHU BEIIECTBA.

7.3.5. HeknMHUYHY U3MUTBAHUS

[Ton ¢gopmara Ha 000OIIEHHE C€ MPEACTABAT PE3YIATATH OT BCHUYKM 3HAYUMH HEKIMHUYHU
(hapMaKoIOTUYHH, TOKCUKOJIOTUYHY, (PapMaKOKMHETUYHHU W3MHUTBAHUS U U3MUTBAHUS 32 YCTAaHOBSIBaHE
Ha MeTabonM3Ma Ha W3MUTBaHHUA TNMPOAYKT. ToBa 000OIIEHHME OMMCBA HM3MOJI3BAHATA METOIOJIOTHSA,
pe3ynraTuTe U OOChXKIAaHEe Ha 3HAYUMOCTTA HAa OTKPUTHUATA 32 M3MUTBAHUS MPOAYKT U BB3MOKHHUTE
HeOJIaronpHusATHU U HeXeJlaHU ePeKTH IpU Xopara.

[IpencraBenata uHpopMalus BKIIOYBA TECTYBAaHUTE BUIOBE; OOl M MOJN Ha KHUBOTHUTE BHB
BCAKa Ipymna; 030BU €IUHUIM (Hamp. MuiIdrpam/kuiorpam, mg/kg); 1030B MHTEpBal; HAUYMH HaA
NPUIIOKEHNE; MPOABDKUTENIHOCT Ha JO03MpaHe; HHGpopMalMs 3a CHCTEMHO pas3lpeaeiieHHE;
MPOABDKUTEITHOCT Ha TPOCIEsBAaHE CIe] TpWIaraHe; pe3yiTaTH, BKJIIOYBAIIN CICAHHUTE ACICKTH:
€CTeCTBO M YEeCTOTa Ha (PapMaKOJOTMUYHUTE WJIM TOKCHYHUTE €(EeKTH; TeXKEeCT M HMHTEH3MBHOCT Ha
(hapMaKOIIOTHYHUTE WIIM TOKCHYHHUTE e(EKTH; BpeMe 3a Bh3HHUKBAHE Ha €PEKTHUTE; MPOIBIKUTEITHOCT
Ha e(heKTuTe; 1030B OTTOBOP.

Tabnmuyen ¢opmar WM CHUCHK MOXE Ja Ce H3I0J3Ba, 3a Ja ce momo0pu sicCHOTara Ha
MPEJICTaBEHOTO.

B crnenBammre pasmenm Ha Opolmypata Ha H3CIENOBATENsl CE MPEICTABAT Hal-BaKHHUTE
OTKPUTHS OT U3MHUTBAHUATA, BKIIOYUTEIHO TO30BUAT OTTOBOp Ha Habm0qaBaHUTE €(PEeKTH, 3HAUMMOCTTa
3a XxopaTa M BCHUKH e(peKTH, KOUTO e OBAaT MPOydBaHH BBPXY Xopa. AKO € Bb3MOXKHO, CE CpaBHSBAT
eeKTUBHATa M HETOKCHYHATa /1032 B JKUBOTHU OT €IMH M CHIIM BHUJ (T.e. HEOOXOOUMO € 1a ce
NPEJCTaBU TEPANEeBTUYHUAT HHICKC). [IpencTaBs ce 3HAUYMMOCTTa Ha Ta3W HHGDOpMaus KbM



IpeUIo’KeHaTa J03UpOBKa mpu Xopa. Korato € Bb3MOXKHO, Ce MpPaBAT CPAaBHEHHs MO OTHOIIEHHE Ha
KpBBHO-ThKAaHHHTE HUBAa BMECTO Ha 0aza mg/kg.

7.3.5.1. HexnuanuHa papMaxkoIorus

B paznena ce BiitouBa 060011eHre Ha (apMaKOJIOTUYHUTE ACIIEKTH HA U3MUTBAHUS IPOAYKT, a
KBICTO € HEOOXOOMMO - M Ha HETOBHTE BAKHU METAaOOJIMTHH NpPOYYBAHUSA Yy >KMBOTHH. TakoBa
000011IeHNe BKIIIOUBA MPOYYBAHUS, KOUTO OILICHABAT MOTEHI[MAIIHATA TEPAeBTUYHA aKTHUBHOCT (HAIp.
MOJIeNid 32 €()EeKTUBHOCT, CBHP3BAaHE C PELENTOPHTE M CHEIM(PUYHOCT), KAKTO TAKHBA, OLCHSIBAIIU
0e30macHOCTTa (Hamp. CHelHaTHN U3MUTBAHUS 3a OLlEHKA Ha (apMaKOJOTUYHHUTE NEHCTBUS, pa3IMuHU
OT IPEAJIOKEHUTE TEPATICBTUYHH €(DEKTH ).

7.3.5.2. ®apMakoKHWHETHKA ¥ META0OIM3bM Ha MPOJIYKTA Y )KUBOTHH

[IpencraBs ce o6oOmenue Ha (papMaKOKMHETHKAaTa M OWMOJIOTMYHATa TpaHchopManus H
JUCTO3UIIMS Ha W3MHUTBAHMS JIEKAPCTBEH MPOAYKT BbB BCUUYKM H3cieABaHH BUAoBe. KomeHTapbT Ha
HaXOJIKUTE BKJIIOUBA abcopO1MATa, JJOKATHATA M CUCTEMHATa OMOHATMYHOCT HAa M3MUTBAHUS JIGKAPCTBEH
MPOJAYKT U HErOBUTE METaOOJUTH M TSAXHATa Bpb3Ka C (PapMaKOJOTUYHUTE M TOKCHUKOJIOTMYHHUTE
OTKPUTHS B )KHBOTUHCKUTE BUIOBE.

7.3.5.3. Tokcukonorus

[IpencraBs ce 00600mIeHNE HA TOKCHUKOJIOTHYHHUTE €(PEKTH, OTKPUTH B CHOTBETHU M3IUTBAHMUS,
MIPOBEJICHN BBPXY PA3NMYHU >KMBOTMHCKUA BUJOBE, KOETO Ja BKJIIOYBA CIIEJHOTO: TOKCHUYHOCT MpPH
eIMHUYHA J1032; TOKCHYHOCT MPH MHOTOKPATHO J03MPaHE; KapUWHOTEHHOCT; CICHUAIHN H3MHTBAHUS
(Hamp. Ipa3HUMOCT U UYBCTBUTEIHOCT); PEIPOAYKTUBHA TOKCUYHOCT; TEHOTOKCUYHOCT (MYTareHHOCT).

7.3.6. Edpextu mpu xopa

[IpencraBs ce MBIHO ONMMCAHUE HA MO3HATUTE €PEKTU HA UMUTBAHUA(UTE) MPOAYKT(H) BHPXY
X0pa, BKIIOYBAN] HHPOpManus 3a (papMakOKWHETHKATa, MeTaboan3Ma, (hapMakogMHAMUKATA, TO30BHUs
OTroBOp, 0€30MacHOCT, e(PUKACHOCT U ApPyru ¢apmakodoruyHu neictBus. Korato e BB3MOXKHO, ce
npeacraBs 0000mIeHHE Ha BCSIKO 3aBBPIICHO KIMHWYHO W3MHWTBAHE, KAKTO W HWHGOpMANUs IO
OTHOIIIEHHE Ha pe3yATaTUTe OT BCsKa ymoTpeba Ha H3MUTBAHUS JIEKAPCTBEH MPOIYKT, KOATO ce
pa3nnyaBa OT Ta3u B KIIMHUYHUTE W3MUTBAHUS (HAPUMEp - OT OIUT CJIe/ MyCKaHEeTO Ha Ma3apa).

7.3.6.1. ®apMakOKMHETHKA U METabOIM3BM Ha MPOJYKTa ¥ XOpa

[IpencraBs ce o06oOmenue Ha wuHbOpMamuATa 3a (PapMaKOKMHETHKAaTa HAa W3MUTBAHUA
JEKapCTBeH TMPOJYKT, KOSTO, aKO € BB3MOXKHO, BKIIOYBA CIEAHOTO: (apMakOKMHETHKA (BKIL
MeTabonu3bM U abcopOIMs, CBbp3BaHE C IJIA3MEHUTE NMPOTEHHH, paslpelie]ieHHe U EIMMHHHUpAHE);
OMOHATMYHOCT (KBJETO € BH3MOKHO a0CONIOTHA W/WJIM OTHOCUTEIHA), KaToO C€ M3IMOI3Ba 1030Ba hopMa
3a cpaBHEHHE; NOJArPYNM Ha MOMyJauusTa (Hamp. IOJI, Bb3pacT M yBpeAeHa (PyHKUIMS Ha Opra);
B3aMMOJICHCTBUS (Hamp. B3aUMOJEHCTBUS MPOAYKT - MPOAYKT WIM ePeKTH Ha XpaHa); IPYrH
(bapMaKOKMHETUYHH JaHHU (HAMp. Pe3yATaTH OT M3MHUTBAHUS BHPXY MOIyJAIMH, IIPOBEICHH IO BpeMe
Ha KJIMHUYHU U3MUTBAHUA).

7.3.6.2. be3onacHocT U epUKaCHOCT

[Ipencrass ce o6o0IeHne Ha HHPOPMAIUATA, TIOTyYeHa OT MPEAUIIHN KIMHUYHU U3MUTBAHUS
BbpPXYy Xopa (34paBu JOOpOBOJILIM W/MAM TAalMeHTH) 3a Oe3omacHocTTa, (apMaKoJIuHAMUKATa,
e(UKaCHOCTTa U JI030BUSI OTTOBOP HA U3MUTBAHUS/UTE MPOIYKT/U (M HA TEXHUTE METa0ONIUTH, KBJETO €
HeoOxoauMo). KoMeHTHpaT ce 3aKkiIoueHnsTa oT Ta3u HHpopmamus. B ciydanTte, KoraTo ca 3aBbpIICHA
rosiM Opoi KIMHUYHHM W3MUTBAHUS, U3IOJI3BAHETO HAa 00001IeHHs 3a 0e30MacHOCT U €(UKACHOCT OT
MHOTOKpPATHH W3MUTBAHHS 110 WHIVKAIMHA B MOJATPYMH MOXe Ja ObJe MPEICTaBUTEITHO 3a JaHHUTE.
O06o001eHnsaTa Morar fa ce MpeACTaBsIT U B TaOIHUEH BHUJ 332 HEXKETAHWTE JICKAPCTBEHU pPEaKIUU 3a
BCUYKH KJIMHUYHU U3MUTBAHUS (BKJI. M T€3W 32 BCUYKH M3CIICABAHU MMOKa3aHusi). KOMEHTHpAT ce BaKHU
pa3nuuus B TEHICHIIMHTE/ 4YeCcToTaTa Ha IM0sSBa HA HEKETAHUTE JIEKAPCTBEHH pEaKIHH CpeIlry
WHUKAITAUTE WU TIOATPYITUTE.

[IpencraBs ce omucaHWe Ha MPEABIKIAHUATA MO OTHOIICHHE Ha MOTCHIIMATHUTE PHCKOBE U
HE)KEJTAHWTE JIEKAPCTBEHU PEaKIMU Bh3 OCHOBA HA HEMOCPEICTBEHHS OMHUT C W3MUTBAHUS JIEKAPCTBEH



MPOAYKT U CbC CBBP3aHUTE C HEro MPOAYKTHU, KAKTO M Ha MPEANa3HUTE MEPKU WM CICHUAIHUTE
HaONO/IeHUsl, KOMTO Ja C€ W3BbpLIAT MO BpeMe Ha H3NUTBaHaTa ymnorpeba Ha JEeKapCTBEHUS
MPOAYKT/TIPOTYKTH.

7.3.6.3. OnuT cien pa3periaBaHe 3a ynorpeoda

[TocouBar ce cTpaHuTe, B KOWUTO H3MUTBAHUST JIEKAPCTBEH MPOAYKT MMa pas3pelieHue 3a
ynotpeba. KomeHTrpa ce Bcsika BakHa HHQOpMaIMs, MOJTy4eHa OT ymoTpedara ciell pa3peliecHue
(mamp. Gopmymu, 103M, IBTHUINA HA BHBEKIAHE WM HEXKEJIaHU JIeKapCcTBEeHU peaknuu). [locouar ce u
CTpaHUTE, B KOUTO M3MUTBAHUAT JIKAPCTBEH MPOAYKT HE € MOIYYHJI pa3pelleHue 3a ynorpeda uiu e
OWJT M3TErJIeH OT ma3apa.

7.3.7. O6001IeHNE HA TAHHUTE U IPENOPBKHA KbM H3CIIEA0BATEIIS

B To3u paznen, mo BB3MOXKHOCT, C€ ChIBPXKA ISJIOCTEH KOMEHTap IO OTHOIICHHE Ha
HEKJIMHUYHUTE U KIMHUYHUTE JaHHU U ce 0000maBa uH(oOpMauusTa OT pa3Iu4yHU HU3TOYHHUIIU 3a
pa3IMYHU aCMIeKTH Ha M3MHUTBAHUS MPOAYKT. [10 TO3M HAUMH M3CIEA0BATENST MOXKE 1a OBb/Ie 3aI03HAT C
Hal-uHpOpMaTUBHATA HMHTEPIpPETAlMs Ha JOCTHIHUTE JaHHU U C OICHKAa Ha 3aKJIIOUEHHUATa IO
nH(popManuaTa 3a ObJCIN KIMHUIHA U3ITATBAHUS.

KomenTtupar ce myOnuKyBaHU JOKJIagu 32 CHOTBETCTBAIIM JIEKAPCTBEHU MPOIYKTH C IIEl
roMaraHe Ha M3CJIeIOBATeNs Ja MPEABUIN HEXKEIAHUTE JICKAPCTBEHU PEaKIMKU WU JAPYTrU MpoOjaeMu B
KIIMHUYHUTE U3IUTBAHUS.

OcHoBHara 1eJ1 Ha paszjelia € Ja MPEeICTaBH Ha M3CJEeN0BATeNs €IHO SICHO pa3OupaHe Ha
BB3MOXHHUTE PUCKOBE, HEXKEINAHU PEaKIMU U Ha CHEIU(PUYHUTE TECTOBE, HAOIIOJACHHS WU IpEANa3HU
MEpKH, KOUTO MOraT Jia C€ HaJoXKaT 3a KIMHUYHO M3muTBaHe. HeoOxommMo e ToBa pazbupane na ce
OCHOBaBa Ha JIOCThIIHATa (PU3MYHA, XUMUYHA, (apMaleBTUUYHA, (papMaKoIOTHYHA, TOKCUKOJIOTHYHA U
KIMHUYHA WH(pOpManms 3a W3IMUTBAHUSA/UTE JICKAPCTBEH/W TPOAyKT/m. Ha mexaps-m3ciemoBaren ce
MIPEJICTaBs ChIIO PHKOBOJCTBO 32 YCTAHOBSBAHE U JIEYCHHE HA BBH3MOXKHO IPEAO3UpaHe U HeKeIaHa
JIEKapCTBEHA PEaKIHs, KOSTOo Ja ce 0a3mpa Ha MPEIUIIHKS OUT BHPXY XOpa U Ha (papMakoJIoTusTa Ha
W3MHUTBAHUA JICKAPCTBEH MPOIYKT.

8. OCHOBHH JJOKYMEHTH 3a IIPOBEXIaHEe HA KIMHHUYHO U3MUTBaHE

8.1. YBox

OCHOBHHTE TOKYMEHTH Ca OHE3H JOKYMEHTH, KOUTO HHIWBUIYaTHO U KOJEKTUBHO MO3BOJISBAT
OIICHKa Ha HpOBe)KI[aHCTO Ha €AHO HU3IIMUTBAHC WU KAUCCTBOTO HaA HOJ'Iy‘-ICHI/ITe JaHHU MW CBbCTABJIABAT
OCHOBHOTO JIOCHE€ Ha KIMHUYHOTO H3MUTBaHEe. Te3u [OKyMEHTH CIyKaT 3a JEMOHCTpHpaHe Ha
CIa3BaHETO OT WM3CJICJIOBATENS, BB3JIOKHUTEIS U JIUIETO, U3BBPIIBANIO MOHUTOPHPAHE, HA CTAHJIAPTHTE
Ha J[oOpaTa KIMHUYHA MPAKTHKA U HA BCUYKH MPUIOKUMH HOPMATUBHU W3UCKBaHUS.

OCHOBHI/ITG I[OKYMGHTI/I CJ'IY)KaT ChbIIIO W 3a HIAKOJIKO )prrI/I BAXXHHN IICIIN. HaBpeMeHHOTO
MOMBJIBAaHE HA OCHOBHUTE JOKYMEHTH B IIEHTHPa Ha U3CIIEJOBATENS U BH3TOKUTENS MOKE 3HAYUTEITHO
Ja JONPUHECE 3a YCIENTHOTO MPOBESKIAHE HA €HO W3IHUTBAHE OT W3CJICIOBATENs, BB3JIOKHUTEIS U
JTUIETO, U3BBPIIBAIIO MOHUTOpUpPaHe. Te3u JOKYMEHTH IMOAJeKaT Ha He3aBUCHMa MPOBEpKa (OJIUT) OT
HC3aBUCHUMUA O}II/ITOP Ha BB3JIOXKHUTCIIA U CC I/IHCHGKTI/IpaT oT pernaTOpHI/ITe OpFaHI/I KaTto 49acCT OT
mpoleca 3a MOTBbPXKAaBaHEe Ha BATUAHOCTTA HA MPOBEXKIAHETO HA €JHO M3MUTBAHE M IBJIHOTATa Ha
HOqueHHTe JTAHHU.

CnuceKbT ¢ MUHUMATHHUS HAO0OpP OCHOBHHM JOKYMEHTH € W3JIOKEH MO-aoiy. Pasznmuunute
)IOKyMeHTI/I ca prHHpaHH B TpI/I pa3)1en${ B 3aBHCHMOCT OT €Talla Ha KJIMHUYHOTO H3IIMTBAHEC, I10 BpeMe
Ha KOWTO T€ OOMKHOBEHO C€ CHCTaBAT: l. Mpeau 3amo4yBaHe Ha KIMHHYHATA (Dasa HA KIMHUYHOTO
HU3IINTBAHE, 2 10 BpeMe Ha HpOBe}KI{aHeTO Ha KIIMHUYHOTO HU3IIMWTBAHE, U 3 clien SaB”prIBaHe NN
MpeKpaTsBaHe Ha KIMHUYHOTO M3MHUTBaHe. [IpefcTaBeHO € ommcaHue Ha BCEKH OTAEICH JOKYMEHT H
KbJIe € HEOOXOMMO JIa Ce ChXpaHsABa - MPH W3CISAOBATENSI, IPH BBH3JIOKUTENS WIM W MPH JBaMaTa.
[TpuemnuBo € 1a ce KOMOMHUPAT HIKOHW OT JOKYMEHTHUTE MO TaKbB HAYMH, Y€ OTACITHUTE €JIEMEHTH Ja
MOTaT JICCHO JIa C& Pa3IO3HasiT.



Heo0xoauMoO € OCHOBHO JOCHE HAa KIMHUYHOTO M3IHMTBAHE [a CE€ CHhCTaBs B HA4yajgoTO Ha
KJIMHAYHOTO M3IHMTBaHE KAKTO B IIEHThpa Ha H3CJICIOBATEIs, Taka M B oduca Ha BH3IOKUTEIS.
OKOHYATETHOTO MPHUKJIIOYBAHE HA €JHO KIMHHUYHO M3MUTBAHE CTAaBa €Ba KOTaTo JIMIIETO, U3BBPIIBAIIIO
MOHHTOPHPAHE, € MPErJIeaaao OCHOBHOTO JOCHE HA H3IMUTBAHETO HA M3CIICA0BATEIS K OCHOBHOTO TOCHE
Ha M3MMTBAHETO Ha BB3JIOKUTEIS M € YCTAHOBUJIO, Y€ BCHUKU HEOOXOJMMH JTOKYMEHTH Ca HAJHYHU B
CHOTBETHHUTE JIOCHETA.

Hskou miM BCHYKM ONMHKCAHU JOKYMEHTH Morar ja ObaarT oOeKT Ha MpoBepKa OT CTpaHa Ha
BB3JI0XKHUTEIS M Ha MHCIICKIUSA OT CTPaHa Ha PEryJIaTOpPHUTE OpPraHu, KaTo 3a Ta3W el T¢ TpsOBa jaa
OBbIAaT JOCTBIIHM.

8.2. Ilpenu 3amouBaHe Ha KJIMHUYHATA Pa3a HAa KIMHUYHOTO M3IIHUTBAHE

[To Bpeme Ha IUIAHUPAHETO HA TO3M €Tal W Opead (OPMAIHOTO HAYaI0 HA KIMHHUYHOTO
U3IIUTBAHE € HEOOXOIMMO J1a C€ ChCTABAT M JIa C€ ChbXPaHABAT CJIEIHUTE JOKYMECHTH:

[oKymMeHT Llen CbxpaHsiBaH
B JOKYMEHTauusaTa Ha
nscnegosaren Bb3NOXUTEN
1 2 3 4

[a ce ookymeHTUpa, Ye

8.2.1. Bpouwlypa Ha nscnegosarens X X
CbOTBETHaTa U1 ak-
TyanHa Hay4Ha uHdopmMaums
3a U3NUTBaHUA
NpoAYyKT € NpeAcTaBeHa Ha
n3crnegosaTtens.
a ce JOKyMeHTupa
8.2.2. MoanucaH NpoTOKOMN M NPOMEHU A AOKY P X X
OOroBOpPbBT MexXay macne-
oBaTeNd N Bb3NoXutens 3a
(ako uma) n obpasey OT KNNHWY- A
npotokona/
HaTa KapTa Ha nauueHTa npomenute n KKIT.
8.2.3. WHpopmaums, gageHa Ha nuuaTta
B KIMMMHUYHOTO U3NUTBaHe
a ce OKYMeHTupa
8.2.3.1. ®dopma 3a UHPOpPMMpPaHO Cbrna- A Aoky P X X
WH(OPMUPAHOTO CbI-
cue (BKM. NPUNoOXuUMu Npesoaun) nacue Ha yvyactHuumTe.
a ce JOKYMeEHTUpa, 4Ye Ha
8.2.3.1. Bcsaka gpyra nucmeHa A AOKy P X X
yyacTHUUUTE e
MHGOPMALLYS 6bae npeacraBeHa
noaxopsLia nHdopmarms
(kaTo CbObPXKaHWE M CTUN).
a ce JOKYMeHTupa, ye
8.2.3.2. 0O06sBa 3a HabupaHe Ha NauMeHTn A Aoky P X 0
MepkuTe 3a Habupa-
(ako vma) He Ha nauuMeHTu ca
NOAXOASALLUN N HEMPUHY-
ONTEnHW.
a ce AOKyMeHTupaT
8.2.4. ®durHaHCOBW acnekTU Ha KMMHUYHOTO A Aoky P X X
dUHaHCOBUTE JOroBO-
MaIMTBAHE pu Mexay nscnegosartens u
Bb3MOXUTENS
3a KJIMHUYHOTO U3NMTBAHE.
a ce JOKYMEHTMpa, Ye B
8.2.5. 3acTpaxoBaTenHa nonuua A AOKY P X X

criyyam Ha CBbp-



3aHO C KITMHUYHOTO
n3nMTBaHe yBpexaaHe
nuuarta we 6vaar
KOMMEHCUpPaHM.

[a ce pokymeHTupar

8.2.6. MoanucaH goroBop mMexay CcTtpaHuTe OroBOpUTE.
y4acTHULM
8.2.6.1. mexnay uscnegosatens u Bb3noxurens/ X X
[JOroBOpHa nscrnegoBarterncka opraHu-
3auus;
8.2.6.2. Mexay Bb3NoxuTens n ne4ebHoTo X X
3aBefieHne - LEHTbpP Ha NPOy4YBaHETO;
8.2.6.3. Mexay Bb3roxXuTesia n JoroBopHa 0 X
nacrnegoBaTericka opraHnsauus
8.2.7. [aTupaHo, AOKyMEHTMpPaHO pa3peLue- fa ce pokymertupa, ye X X
KITMHWYHOTO U3NKUT-
HNE/MONOXWTENMHO CTaHOBULLE Ha BaHe & GUIo pasrneAaHo ot
KOMUCUSA MO
KE 3a criegHoTo: eTuKa 1 € Nosy4unno
NONOXUTENHO CTaHOBMU-
we. 3a ngeHtudurumpaHe Ha
HOoMepa v aaTta-
Ta Ha BepcusaTa Ha
OOKYMEHTUTE.
8.2.7.1. T[MpoTokon n npomMeHu
8.2.7.2. KKI1
8.2.7.3. ®dopma 3a MHPoOpMMpaHO cbrnacme
8.2.7.4. Bcska gpyra nHdopmauus, npegcra-
BsiHA Ha y4YacTHUUUTE
8.2.7.5. 0O06sBa 3a HabupaHe Ha y4acTHMLM
(ako ce n3nonaea)
8.2.7.6. KomneHcauuu 3a yqyacTHUUMTE
8.2.7.7. Bcwnyku gpyru JOKYMEHTU, nognexa-
LM Ha ogobpeHue/cTaHoBULLE
8.2.8. CbcTaB Ha KomucudaTa no eTuka/ Ha ce pokymerupa, ye X (Ako ce
KomMucuaTa no eTu- n3nckea)
3anoBep 3a Ha3Ha4yaBaHeTo Ka € cbCTaseHa B
cvoTtBeTcTBUE ¢ OKI1.
8.2.9. PaspelueHue/yBegomneHue Ha fa ce nokymenTpa, e X X
paspeLleHneTo e
perynaTopHUTE OpraHu nony4eHo/CpoKbT 3a
yBEJOMSIBAHETO € 13-
TEeKb/ Npean 3anovBaHe Ha
KITMHUYHOTO
N3NNTBaHe N B CbOTBETCTBME
C MPUIOXu-
MUTE HOPMaTUBHN
N3NCKBaHMS.
8.2.10. AstoGuorpacmsa n/vnu gpyr ooky- fa ce nokymenTupar X X

MEHT, [oKa3Balll KBanudukaumm-

Te Ha rmaBHUA uscnenosarten n

KBanudmvkaummTe n
HagexaHocTTa 3a
npoBeXaaHe Ha KNUHWUY-
HOTO U3NUTBaHe u/unu 3a



oKasBaHe Ha me-
JVLMHCKO HabntogeHve Ha

n3crnegosatenute
yyacTHUUmTe.
o a ce AOKyMeHTupaT
8.2.11. PedepeHTHU cTONHOCTU/TpaHMLM 3a A AoKy P X
HOpMarnHuTe CTon-
HOCTW W/unNu rpaHnum 3a
MeanuuHckn/nabopaTopHW/TEXHNYEC- P H
TecToBeTe.
Ky npouenypv u/unu TectoBe, BKIHO-
YeHn B NPOTOKON
a ce AOKyMeHTupaT
8.2.12. MeaguunHckn/nabopatopHu/TeEXHNYEC- A HOKY P X
KOMMEeTEHTHOCTTa Ha
. . nabopartopuuTe 3a
Kv npouenypw/TectoBe: cepTudumkar;
npoBexgaHe Ha Heobxo-
UMuUTE TEeCTOBE U
akpeamTauus; yCTaHOBEH KayeCcTBeH A
nogabpXaHe Ha Hagexa-
KOHTPOMN W/unun BbHLUHA OLEHKa Ha HOCTTa Ha pesynraTture.
Ka4yecTBOTO; Apyra Banugaums
a ce AOKyMeHTMpa
8.2.13. O6pasey Ha eTukeTa/eTukeTUTeE, NPU- A AoKy P 0
CbOTBETCTBME C NMPUIIO-
Xnumute Hapeabdu 3a
NOXEeHW KbM OMakoBKaTa Ha U3nuT- pea
€TUKETMPAHE U Y€ UH-
BAHUS NPOAYKT CTPyKUMUTE, NpeacTaBeHN Ha
yyacTHUuuTe,
ca noaxoasLLm.
a ce AOKyMeHTupaT
8.2.14. WHcTpyKumm 3a BopaBeHe C N3NUT- A Aoky P X
WHCTPYKUUnNTE, HEOO-
XO0OUMM 3a CbXpaHsBaHe,
BaHWS NPOAYKT U CBbP3aHUTE C KIu-
onakosaHe, pas-
NpoCTpaHsiBaHe N pa3gaBaHe
HUYHOTO M3NMTBAHE MaTepuanu (ako pocTp pasa
Ha N3NMTBaHUS
NPOAYKT N Ha CBbP3aHUTE C
He ca BKIYeHU B Gpoluyparta Ha oAy P
KITMHUYHOTO
nscrnegosaTtens) M3NUTBaHe maTepuanu.
a ce AOKYMeHTupaT gatute
8.2.15. OKYMEHTU 3a nanpatllyaHe u gocras- A AOKY pata X
v
Ha npaTtkuTte,
HOoMepaTa Ha napTungute Ha
Ka Ha U3nuTBaHUA NPOAYKT U CBbp3a- P PTvA
N3NUTBaHUA
NPOAYKT N HAYNHBLT Ha
HUTE C KNMMHUYHOTO U3NUTBaHe oy
nanpawaHe. lNosBo-
MaTepuan ngBa npocrieasisaHe Ha
napTuagarta Ha npo-
AyKTa, Ha yCnoBuMsaTa Ha
AOCTaBKa U Ha
OTYETHOCTTA.
a ce JOKyMeHTupaT
8.2.16. CepTudmkar 3a aHann3 Ha 13- A AoKy P 0
MOEHTUYHOCTTA, YnC-
ToTaTa 1 cunaTa Ha
NUTBaHUA NPOAYKT o
npoaykTa, KOMTO Lie ce
13Mnon3ea B KMMHUYHOTO
U3nuTBaHe.
a ce JOKYMeEHTUpa Kak, B
8.2.17. [poueaypwu 3a pa3no3HaBaHe B A Aoky P ’ X

cnyyan Ha cnewu-



cnenun n3annTBaHuA

HOCT, MOEHTMYHOCTTa Ha
MacKMpaHus npo-

AYKT LWe ce pa3nosHae, 6e3
[a ce paskpvBa
MacKMpaHeTo Ha NnevYeHneTo

(v Ha TpeTa

CTpaHa, ako e

NPUNOXNUMO)
3a oCTaHanuTe
y4acTHUUM.
a ce JOKYMeHTupa MeToabT
8.2.18. OCHOBEH CNUCHK 3a paHOo- A AOKY P A X
3a paHaomu-
3MpaHe Ha y4yacTHULMTE B
Mu3auns
KITMHUYHOTO
n3nuTBaHe.
a ce JOKYMeHTUpa, ye
8.2.19. [oknag oT nuueTo, M3BbpLIBaLLO A AOKY P X
LEeHTbPBLT € Noaxo-
OSLL 32 KNMUHUYHOTO
MOHUTOpUpPaHe npeaun KINMHUYHO-
n3nuTBaHe (Moxe Aa
TO U3NUTBaHe ce kombuHupa ¢ 1. 8.2.20)
a ce OOKYMeHTupa, ve
8.2.20. [doknapg oT nuueTo, U3BbPLUBALLO A AOKY P X

MOHMTOpUpaHe, 3a cTapTupaHe

Ha KIMMNMHNYHOTO U3nnTBaHe

npouenypute no
KITMHWYHOTO U3NUTBaHe ca
KOMEHTUpaHu

C u3crnenoBaTens U ¢ HeroBus
ekun

(moxe ga ce koMOUHMPa C T.
8.2.19)

8.3. Ilo BpeMe Ha KIMHUYHOTO MPOBEXKIAHE HA U3MUTBAHETO

CHOTBCTCTBAIIlA HH(bOpMaHHH € JOKYMCHTHPpAHA, CJIC]] KaTO CTAaHC JOCTHIIHA.

B nonbnaHenue Ha ropernoCOYCHUTE NOKYMCHTH € HeO6XOI[I/IMO CJICABAIUTE NOKYMCHTH CBHIIO
Aa C€ CbXpaHdaBaT IO BpEME Ha KIWMHUYHOTO M3IHUTBAHEC KAaTO JA0Ka3aTCJICTBO,

BCsjKa HOBa

JokymeHT Llen CobxpaHsaBaH
B JOKYMEHTauuaTa Ha
uscnegosaren Bb3OXUTEN
1 2 3 4
a ce OKYMeHTUpa, Ye
8.3.1 AkTyanusaumm Ha 6poLuypa Ha A AoKy pa, X X
CbOTBETHaTa UH-
opMaLms e CBOEBPEMEHHO
nscnegosarens opmal P
npeacraBeHa
Ha n3cnegosaTens.
a ce JOKYMeHTUpaT NpoMeHnTe
8.3.2 Bcuykn npomeHmn Ha npoTokona/ A AOKY P P X X
B Tesw,
CBbpP3aHu C KIMHUYHOTO
npomeHuTe n KKI1; chopmata 3a P
n3nuTBaHe n BNUs-
NMMCMEHO UHOPMUPAHO €LLUM Ha KIMTMHUYHOTO U3nuTBaHe,
cbrnacwe; OOKYMEHTW.
BCSKa pyra nucMeHa
MHdopmMaums,
npeAcTaBsiHa Ha y4acTHULUTE;
06sBa 3a HabupaHe Ha nauneHTn
(ako ce usnonsea)
a ce OKYMeHTUpa, Ye
8.3.3 [atnpaHo, AOKYMeHTMpaHo no- A Aoky pa, X X

JIOXKUTENHO CTaHOoBULLE Ha KO-

NPOMEHUTE n/unu
npepaboTkute ca 6unu



MUCUA NO eTUKa 3a ClneaHoTO:

pasrnegaHun B KOMU-
ChA No eTuKa 1 ca nony4vunun
NONOXNTEJTHO

8.3.3.1 [lpomeHu B npoToKona CTaHoBMULLE.
8.3.3.2 [lpomeHu BbB hopma 3a nHgop- Ha ce unertudpuumpat HomepeT
n patarta
MUpaHo cbrnacue Ha BepcusaTa.
8.3.3.3 [lpomeHu BbB BCsKa apyra WH-
dopmauus, npeagcraBsHa Ha
yyacTHUuuTe
8.3.3.4 [lpomeHu B 06siBa 3a HabupaHe
Ha y4acTHMUM (aKo ce n3nonaea)
8.3.3.5 [lpomeHun BbB BCUYKM ApYrK OO-
KYMEHTW, N3UCKBALLW MOMOXN-
TerHo CcTaHoBULLE
8.3.3.6 [MpomeHn B NpoabmKNTENHUS
Hapn-
30p Ha KINMHWYHOTO U3NUTBaHEe
8.34 PaspelueHue/yBegomsBaHe Ha pe- Ra ce nokymentupa, qe
paspeLueHneTo e
Nnony4eHo/CpoKbT OT NogaBaHe
ryrnaTopHUTE OpraHun 3a NpoMeHu
Ha yBeJoMS-
BaHETO e U3TeKbN npean
npunaraHe Ha npo-
MEHUTE B KITMHWUYHOTO U3NUTBaHe
N B CbOT-
BETCTBUE C NPUNOXKUMUTE
HOpMaTUBHU
N3NCKBaHMS.
835 AsTObMoOrpacusa Ha HOB rnaBeH [a ce pokymeHTupar
o n3- KBanudukaummTte un
cnepgosaten w/vnu HadeXaHOCTTa 3a NpoBexaaHe
nscnegosarenm Ha KMUHWY-
HOTO M3NUTBaHe K/unu 3a
oKasBaHe Ha Mme-
OVUMHCKO HabnogeHve Ha
yyacTHuumMTe.
8.3.6 NpomeHn B HOpManNHUTE CTOMHOC- 'S‘?'gs_D'OKyMeHTMpaT ripomenmTe
MarH1MTe CTOMHOCTU u/nnm
Tu/rpaHuum 3a meguumHcku/nabo-
rpaHuum 3a
paTopHW/TEXHUYECKM NpoLeaypu  TecToBeTe.
n/vnun TecToBe, BKIMIOYEHN B MnaHa
8.3.7 MpomeHn B MmegmumHcku/nabo- Ha ce nokymerTupa, e
TecToBeTe ocTaBar
NpUNoXnMKU No Bpeme Ha uenus
paTtopHu/TexHudeckn npouenypw/
nepuoa
TecToBe: cepTudumkaT; akpeamTa-  Ha KNMHUYHOTO U3NUTBAHE.
UuS; yCTAaHOBEH Ka4yeCTBEH KOH-
TPOn W/Unu BbHLUIHA OLleHKa Ha
Ka4yecTBOTO; BCSKa Apyra Banu-
Aaums
8.3.8 [okyMeHTW 3a usnpatlaHe Ha CwbrnacHo 1. 8.2.15

nM3NNTBaHNA NpoaOyKT U CBbp3a-



HWUTE C KIMHUYHOTO U3NUTBAHE
maTtepuanmu

8.3.9

CepTudomkaT 3a aHanus3 Ha HOBU
napTUan OT U3NUTBAHWUSA NPOAYKT

CbrnacHo 1. 8.2.16

8.3.10

[oknaam ot noceweHns Ha nuue-

TO, N3BbPLUBALLO MOHUTOPUPAHE

[a ce pokymeHTupar
noceulleHmnaTa n Ha-

XOOKNTE Ha NNUUETO,

n3BbpLuBaLLO MOHU-

TOpupaHe.

8.3.11

JonbnHuUTenHa KopecnoHAeHU s,
pasnuyHa oT NoceLLeHUsTa B LieH-
Tbpa: Nncma, AoKnaam oT CpeLLm,

3arnnckm ot Teﬂe(*)OHHVI pa3rosopu

[a ce nokymeHTupaTt BCUYKU
crnopasyMeHusi

WNN 3HAYMMM KOMEHTapu no
OTHOLLIEHNE Ha
agMUHUCTPaUUs, NPOTOKONM,
HapyLleHus,

npoBexaaHe Ha KIUHUYHOTO
n3nuTBaHe u

[JoKnazBaHe Ha HexernaHu
cbouTmuA.

8.3.12

MoanucaHnn dopmu Ha NHOPMU-

paHo Cbkrnacue

[a ce pokymeHTmpa, ye
cbrnacvueTo e nony-

yeHo B cboTBeTcTBUE ¢ KM 1
nnaHa u e

AaTupaHo HenocpeacTBEHO
npeav yyactmeto

Ha BCEKM YYaCTHWK B KITMHUYHOTO
n3nnT-

BaHe. [la ce JOKyMeHTUpa u
paspelueHune

3a gupekteH gocton (T. 8.2.3).

8.3.13

M3xogHn JOKYMEHTH

[a ce pokymeHTUpa
CbLUEeCTBYBaHETO Ha Nn-

LeTo 1 Aa ce NoTBbpAU
MbrHOTaTa Ha nony-

yeHUTe gaHHW. [la ce BKknoYaT
OpUrMHanHm

OOKYMEHTW, CBbP3aHu C
KNMUHWUYHOTO U3NUT-

BaHe, MeANLIMHCKOTO fleYyeHne n
nctopusaTta

Ha 3abonsaBaHeTo.

8.3.14

MopnucaHu, gaTnpaHn 1 NonbI-

HEHW KMMHUYHW KapTu Ha nauu-
eHtuTe (KKIT)

[a ce pokymeHTupa, 4e
n3cnegoBaTenaT unm
YNBbJIHOMOLLUEH YJ1eH Ha eKnna
NoTBbPXAaBa

3anucaHuTe HabngeHus.

X

(konwue)

X

(opurnHanw)

8.3.15

ﬂ,OKyMeHTI/I paHe Ha KopeKkuunnte

B KKI1

[a ce goKymMeHTMpaT BCUYKM
npomeHwn/go-

MbITHEHWS UM KOPEKLINK,
HanpaseHn B KKI1

cnep nombfiBaHe Ha
MbpBOHAYaNHN AaHHW.

X

(konue)

X

(opuruHanu)



YBeaomsiBaHe Ha Bb3MNoXUTeNs

8.3.16 YBegowmsiBaHe Ha Bb3NOXUTENS X X
OT M3cneno-
BaTeNs 3a CEPUO3HN HeXenaHu
OT u3cregoBaTens 3a Cepmo3Hn P
cvbutna n
CbOTBETHM AOKNaau B
HeXenaHn CbOUTUSA N CbOTBETHU A A
cboTBeTCcTBME C T. 4, 11.
Joknaau
YBeaomsiBaHe OT Bb3NOXUTens
8.3.17 YBegowmsiBaHe OT Bb3NOXUTENS A 0 X
n/vnun ot ns-
crnegoBaTens, Korato e
n/vnun ot n3cnegoeBartens Ha pe- A
NpUNoXnmo, Ha pe-
ryrnaToOpHUTE OpraHn n KOMUCKSI FYNATOPHUTE OpraHi 1 KOMUCH
no eTuka 3a
Heo4YakBaHu 1 CEPUO3HU
Nno eTuKa 3a Heo4YakBaHu U ce- P
HeXenaHu nekap-
DMO3HI HEXENAHMN NEKAPCTBEHM CTBEHW peakuum B CbOTBETCTBUE
CT.5.17n
4.11.1 n 3a gpyra nHdopmaums
eakuuu n 3a ra nicpopmaums
peaky Apy topmauy 3a 6e3onac-
33 6630NaCHOCT HOCT B CbOTBETCTBME C T. 5.16.2
n4.11.2.
YBeaomsiBaHe OT Bb3NOXUTens
8.3.18 YBegowmsiBaHe OT Bb3noxutens A X X
Ha uacneno-
BaTens 3a MHdopmMauus no
Ha nscnegoearens 3a UHgopma- ¢opmaly
Oes3onacHocTTa
uma no 6esonacHocTTa B CbOTBeTCTBME C T. 5.16.2.
BpeMeHHU unu roauntLHmn
8.3.19 BpeMeHHW nnu rogniHM gokna- P A X X
[oknaan 4o Komu-
U, cusiTa No eTuka B CbOTBETCTBUE
cT.4.10m
BnacTuTe BrlacTuUTe B CbOTBETCTBUE C T.
5.17.3.
a ce AoKyMeHTupa
8.3.20 Tabnuua Ha CKpUHUpaHUTe nNuua A AOKY P X Korato ce
CaMOJIMYHOCTTA Ha Nn-
uaTa, KOMTO ca NpPeMuHanm U3UCKBA
CKPUHWHTI npeaun
KNMWHWUYHOTO U3NUTBaHe
a ce JOKYMeHTUpa, 4ye
8.3.21 CnucobK ¢ KogoBe 3a pa3no3Hasa- A AOKy P X 0
nacneposatensaT/
He Ha nuLaTa WHCTUTYLMSATA CbXpaHaBaT
noBepuTesneH
CMUCBK HAa UMeHaTa Ha BCUYKMK
yyacTHUUM
KOWUTO Ca O3Ha4eHu C HoMepa
npw BKITHOY-
BaHETO UM B KIUHUYHOTO
na3nuTBaHe.
a ce JOKYMeHTupa
8.3.22 Tabnuua 3a BKNtoYBaHe Ha A AOKy P X 0

nuuaTa

BKITHOYBAHETO N O3Ha-
4YyaBaHeTO C HOMepa Ha
KIMNMHNUYHOTO U3NnNT-

BaHe Ha y4YacCTHuuuTe no



XPOHOMOTUYEH pea.

8.3.23 OT4yeTHOCT Ha U3nNUTBaHUSA

NpoAYKT B LEHTbpA

[la ce gokymeHTupa, Ye
U3NUTBAHUAT Npo-

AYKT e npunaraH B CbOTBETCTBUE
C nnaHa.

8.3.24 JlncT c noanucu

[a ce pokymeHTupar noanucure
1 nHUuUmna-

NNTEe Ha BCUYKK nuua,
ynbJIHOMOLWEHN Oa

nonvnBaT U Aa NpaBAT KOpeKunn
B KKIT.

8.3.25 [loKyMeHT 3a 3anaseHu npodu
YOBELLUKU TEYHOCTU N ThKaHU

(ako nma)

[a ce nokymeHTUpa
MECTOHaXOXAEHNEeTOo U
naeHTUdMKaumsaTa Ha
3anaseHuTe npobu,

ako ca Heobxoammu
JOMbMHUTENHN aHanuau.

8.4. Cnen 3aBbplIBaHE HA KIMHUYHOTO U3IUTBAHE

CJ'IeIl 3aBbpHIBAHC MWJIM IPCKpATIABAHC HA KIMHUYHOTO H3IHUTBAHC

BCUYKH JOKYMCHTH,

n30poenu B T. 8.2 u 8.3, e HE0OX0AMMO J1a OBJIAT ChXPAHECHU 3a€HO KaTO Ce J00ABAT U CIACAHUTE:

[okymeHT

Llen

B JOKYMeHTalL|

CbxpaHsBaH

ndarta Ha

|  wuacneposaten |

Bb3J10XKUTEST

8.4.1 OT4YETHOCT Ha U3NUTBaHNS NPO-

JOYKT B LleHTbpa

[a ce pokymeHTupa, 4ye u3nuTBaHus X
npo-

OYKT € npunaraH B CbOTBETCTBUE C
nnaxa.

[a ce 0OKyMEHTMpa OKOHYaTENMHOTO
npe-

GposiBaHe Ha U3NUTBAHMS MPOOYKT,
KOMUTO

€ 6un nony4yeH B LEHTHPA,
pasgageH Ha

yyYacTHULMTe, BbpHaT OT fiMuaTta u
BbpHaT

Ha Bb3NoXUTens.

X

8.4.2 [okymeHTW 3a yHuLLOXaBaHe

Ha U3nNnUTBaHuA nNpoaykrt

[a ce gokymeHTUpa
YHULL0)KaBaHETO Ha He-
N3Mof3BaHOTO KONMYECTBO OT
N3NUTBaHUS

NPOAYKT OT Bb3NOXUTENS UNN B
LeHTbpa

X
AKO e yHuLLo-

XEeH B LleHTbpa

8.4.3 [lonbnHEH cNNCHLK C KoJoBe 3a

pa3no3HaBaHe Ha nuuaTta

3a fa ctaHe Bb3MOXHO
pasno3HaBaHeTo Ha

BCUYKU BKITHOYEHU B KITMHUYHOTO
n3nuTBa-

He nvua, B criyyan ye e
HeobxoaMMo npo-

cnegsBaHe. CnMcbkbT TpsibBa Aa ce
cbxpa-

HsIBA NOBEPUTEITHO U B
[OrOBOPEHUS CPOK.



3a ga ce JOKyMeHTHpa, Ye e

8.4.4  CepTudmkar oT NpoBepKa HanpaseHa 0
(ako e Hann4eH) nposepka.
845 OkoHuaTteneH goknag ot 3a ga ce gokymeHTUpa, 4e ca 0
nuueTo, N3BbpPLUEHU
N3BBbPLUBALLO MOHUTOPUPAHE  BCUYKM HEOOXOAMMMU OEWHOCTM MO
3a 3akpusa-
HETO Ha LieHTbpa ¥ Ye Konus oT
3aKpuBaHe Ha LeHTbpa
OCHOBHU-
Te AOKYMEHTW Ce CbXpaHsaBaT KbM
CbOTBET-
HaTa JOKyMeHTauus.
8.46 PasnpegeneHue Ha neveHneto 3a ga ce JOKYMEHTMpa, Ye ca X
n BbpHaTU Ha
BBb3NOXWUTENS, B Criyyan, ve e
OOKYMEHTW 3a AekoaupaHe (koraTto neuve-
Bb3HMKHAmNo
HsIKaKBO AeKoAMpaHe. HMETO e N3BECTHO
Ha u3cneposa-
TENCcKNs ekun)
8.4.7 OkoHuaTteneH goknag ot 3a ga ce gokymeHTupa X
nscne- 3aBbpLUBAHETO Ha
JoBatensi 4O KOMUCKS Mo
KNMMHUYHOTO M3NUTBaHe.
eTvka
N perynaTopHuUTe opraHu, B
cny-
Yyau Ye TOBa Ce U3NCKBa
8.4.8 [oknapg OT KNMUHWUYHOTO 3a fia ce AoKyMeHTMpaT 0

n3nnTBaHe

pesynrtaTtute u uH-
TepnpeTupaHe Ha KIMHUYHOTO
N3nNUTBaHe.

ITpunoxxenne Ne 2 xpm 4. 10, ain. 1

C’b)l’Lp)KaHI/Ie 151 CI)OpMaT Ha JOCHUC HA U3IUTBAH JICKAPCTBCH NPOAYKT

1. BeBenenue
2. JlanHu 3a mpoJIyKTa

2.1. Xumuko-(hapMaleBTHUHU TaHHH
2.1.1. JlaHHH 3a JE€KapCTBEHOTO BEIIECTBO

2.1.1.1. OGma undopmanus
2.1.1.1.1. Homenkiarypa
2.1.1.1.2. Ctpykrypa
2.1.1.1.3. O0mu cBoiicTBa
2.1.1.2. ITpou3BOACTBO
2.1.1.2.1. TlpousBoauren/u

2.1.1.2.2. Onucanue Ha NPOU3BOACTBEHUS ITPOLIEC U KOHTPOJ

2.1.1.2.3. KoHTpoa HA U3XOJHUTE CYpPOBUHH



2.1.1.2.4. KoHTpos Ha KPUTUYHUTE U MEXKIUHHUTE €Tl
2.1.1.2.5. BanuaupaHe 1 OLIEHKA Ha MPOU3BOACTBEHUTE MPOLIECH
2.1.1.2.6. Pa3zpaboTBaHe Ha MPOU3BOJICTBEHUS TPOIIEC

2.1.1.3. Oxapakrepusupane

2.1.1.3.1. Meroau 3a onpeneisHe Ha CTPYKTypaTa U JpYTU XapaKTepUCTUKU
2.1.1.3.2. OHeuncrBaHus

2.1.1.3.3. KoHTpoa Ha 1€KapCTBEHOTO BEIIECTBO

2.1.1.3.4. Cnenuduxanus

2.1.1.3.5. AHQIUTUYHU TIPOLIEIypU

2.1.1.3.6. Banuaupane Ha aHATUTUYHUTE IPOLETYyPU
2.1.1.3.7. IlapTuaau aHanu3u

2.1.1.3.8. YTBBpKIaBaHe Ha crienu(uKanuu

2.1.1.4. PedpepeHTHH CTaHAAPTHH BEIIECTBA U MaTEPHATIN
2.1.1.5. Cucrema 3a OmaKOBaHE U 3aI€4YaTBAHE

2.1.1.6. CrabunHoCT

2.1.2. JlaHHHU 3a JIEKapCTBEHUS IPOIYKT

2.1.2.1. Onucanue 1 cbCTaB Ha JIEKAPCTBEHUSI IPOJTYKT
2.1.2.2. ®apmareBTUYHO pa3paboTBaHE

2.1.2.2.1. KoMIOHEHTH Ha J€KapCTBEHUS IPOTYKT

2.1.2.2.2. JlekapcTBEeH NPOAYKT

2.1.2.2.3. Pa3zBuTHe Ha MPOU3BOICTBEHUSI POIIEC

2.1.2.2.4. CucreMa 3a OonakoBaHe U 3areyaTBaHe

2.1.2.2.5. MuKkpoOHOJIOTHYHH MTOKA3aTEeIN

2.1.2.2.6. CbBMECTUMOCT

2.1.2.3. IIpousBoACTBO

2.1.2.3.1. IlpousBoauren/u

2.1.2.3.2. TlpousBoicTBEHA pelenTa

2.1.2.3.3. Onucanue U KOHTPOJ Ha NPOU3BOJICTBEHHS MPOLIEC
2.1.2.3.4. KoHTpOJ Ha KPUTUYHUTE U MEXKJIMHHUTE NTapaMeTpu
2.1.2.3.5. BanuaupaHe Ha MPOLIECUTE U/WIIN OLIEHKa

2.1.2.4. KoHTpOJ Ha OMOIIHHUTE BELIECTBA

2.1.2.4.1. Cnenudukanuu

2.1.2.4.2. AHanuTH4HU IpOLEAYypH

2.1.2.4.3. BanunupaHe Ha aHATUTUYHUTE MPOLEAYPH
2.1.2.4.4. YTBbpK1aBaHe Ha crienuukanuu

2.1.2.4.5. TloMonIHM BEUIECTBA OT YOBEUIKU U KUBOTUHCKH MPOU3XO0]]
2.1.2.4.6. HoBoBBBeIEHHN TOMOIIHH BEIIECTBA

2.1.2.5. KoHTpOsa Ha J€KapCTBEHUS IPOITYKT

2.1.2.5.1. Cnenuduxkanus/v 3a 0cBOO0K/TaBaHE ¥ CPOK HA TOJTHOCT
2.1.2.5.2. AHAIUTUYHU TIPOLIETypH

2.1.2.5.3. BanuaupaHe Ha aHAIUTUYHUTE POLEAYPH
2.1.2.5.4. IlapTuaHu aHanu3u

2.1.2.5.5. OxapakrepusupaHe Ha OHEYMCTBAHUATA

2.1.2.5.6. YTBBpKI1aBaHe Ha crienuuKaIm

2.1.2.6. PepepeHTHH cTaHIApPTHU BEIIECTBA U MaTEpHUAIN
2.1.2.7. Cucrema 3a onakoBaHe

2.1.2.8. CrabunHocT

2.1.3. Tlpunoxxenus

2.1.3.1. O6opynaBane u anaparypa



2.1.3.2. Ouenka Ha 6€30MacHOCTTa HA IPUMECUTE

2.1.3.3. HoBoBBBEIEHN TOMOIIIHH BEIIECTBA

2.1.3.4. Pa3TBOpUTENHU U pa3peIUTENN

2.2. HexnuuuyHa papMakosaorus, papMakOKMHETUKA U TOKCHKOJIOTHS

2.2.1. PeakTuBM 1 KOHCYMAaTHUBH, U3I0JI3BAHU B U3MTUTBAHUITA 32 TOKCUYHOCT

2.2.2. UuTerpupana oleHKa Ha CbBKYITHOCTTA OT JJAHHU

2.2.3. CnuchK Ha MPOBEACHUTE U3MUTBAHUS U Oubimorpadus

2.2.4. Ctanosuie 3a choTBeTCTBHE ¢ J[0Opa mabopaTropHa MpakTHKa 1 OMOAHATTUTUYHU METOIH

2.2.5. bubnuorpadus

2.3. KinugnyHu qasgu

2.3.1. Knuanuna ¢apmaxoaorus

2.3.2. Knuanvna papMaKOKUHETHKA

2.3.3. IlpunoxkeHue BbPXy xopa

2.4. OnieHKa Ha MOJI3UTE U PUCKOBETE

3. Cnucek Ha Qurypute (IPEHOPBHUUTEIIHO € J1a C€ MPHJIOKHU CIUCHK C (PUTYpUTE C TEXHUTE
3arjiaBHs U HOMEP Ha CTpaHUIATa)

4. CniuchK Ha TaONIHIUTE

[Ipunoxenue Ne 3 kbm ui. 12
(A3m. - JIB, 6p. 77 ot 2016 1., B cuna ot 04.10.2016 1.)

IIpoMeHu B JaHHUTE, KOUTO BOJAT A0 CHILECTBEHA IIPOMSIHA

1. [IpoMeHu, cBbp3aHU C IPOTOKOJIA

1.1. IlpomMsiHa B 1esiTa Ha TPOYUYBAHETO.

1.2. TlpoMsaHa B au3aifHa W/WJIM METOAOJOTHUATA HAa TPOYYBAHETO WM B TpEIBapUTETHATA
uHpopMalus, Ha KOSITO Ceé OCHOBaBa HayyHaTa My CTOHHOCT.

1.3. IIpomeHH B ciaeIHUTE TOKYMEHTH 110 IPOYYBAHETO:

1.3.1. unpopmMupaHo chriiacue;

1.3.2. unpopmanus 3a yUaCTHHKA;

1.3.3. uHbopmanus 3a 3aKOHHMS MPEICTaBUTENl W/WIM JIMIETO, KOETO Iojara TIpuxXH 3a
YYACTHHUKA;

1.3.4. BpIpOCHUIIM, TMCMA 32 MIOKAHA, TUCMa J10 JIEKYBALIMs JIEKap U IpYr'y U3CIIE0BATEIN.

1.4. TTpomsiHa B mipolieypara 3a HabupaHe Ha MaIMEHTH.

1.5. IIpomsiHa B moka3aTenauTe 3a ePeKTUBHOCT.

1.6. IIpomsiHa B niaHa 3a B3eMaHe Ha OMOJIOTMYHHU MaTepHali 3a U3CJIe/IBaHE.

1.7. Job6aBsiHe WK IpeMaxBaHe Ha U3CIIEIBAHM U/UIIHA TECTOBE.

1.8. ITpoMsiHa Ha BB3pAaCTOBUTE TPAHUIIM 3 Y4acCTHE.

1.9. IIpomsiHa BbB BKJIFOUBAILIUTE U U3KIHOYBAILUTE KPUTEPUH.

1.10. TIpomsina B mporieAypuTe 3a MpociieasiBaHe Ha 0€30MMacHOCTTA.

1.11. TIpoMsiHa B IPOIBIDKUTEIHOCTTA HA yIIOTpeOa Ha M3MUTBAHUS TPOAYKT.

1.12. I[IpoMsiHa B HauKMHa Ha ynoTpeda Ha U3MUTBAHUS TPOJIYKT.

1.13. IIpoMsiHa Ha JIEKapCTBOTO 32 CPaBHEHUE.

1.14. IIpoMsiHa B CTaTUCTUYECKUS TUIAH.

1.15. Besika mpomsiHa, OTHAcsIIA ce 10 6e30nacHOCTTa M (pU3MUecKaTa |/MiIl HHTEIeKTyalHaTa
HEMPUKOCHOBEHOCT HA YYACTHUIIUTE WJIM ChOTHOILIEHUETO PUCK/TIOJI3a 3a POYUBAHETO.

1.16. ITpoMsiHa B onpeAeIeHUETO 3a Kpail Ha IPOYYBAHETO.

2. IIpoMeHn B aIMUHHACTPAaTUBHATA OPraHU3alysl Ha IPOYYBAHETO:



2.3. IlpomsiHa HA CIIOHCOPA W/UITU YIIBIHOMOIIEHUSI MY TIPEJICTAaBUTEIL.

2.4. [IpomsiHa Ha 0JTOOpPEH M3CIIEIOBATEIICKU IEHTH.

2.5. OmnpepensHe Ha HOB IJIABEH U3CIEI0BaTENl.

2.6. BxiirouBaHe Ha HOB U3CJIEIOBATEIICKH LIEHTH.

2.7. OnpenensHe Ha HOB IVIABEH U3CJIE10BATEN B 000PEH U3CIIEA0BATEICKH LIEHTBD.

2.8. [IpoMsiHa B ycClOBHSTAa Ha 3aCTpaxoBKaTa WIM peAa 3a 00e3lleTsBaHe HAa YYaCTHUIUTE B
IIPOYYBAHETO.

2.9. Jlpyru 3HauMTENHM MPOMEHH B MPOTOKOJA W/WIM CHIIBTCTBAIIATA 3asBICHUETO
II'bPBOHAYAIIHA TOKYMEHTALIHS.

3. [Ipomenu, kacaemiy Ka4eCTBOTO HAa U3MUTBAHUSI JICKAPCTBEH MPOIYKT:

3.3. IlpomsiHa Ha UMETO Ha M3NUTBAHUSA MPOAYKT OT KOJ Ha BB3JIOKUTENS Ha MEXIyHApOIHO
HENMaTeHTHO HAaMEHOBAHUE.

3.4. IIpoMeHu B MaTepUauTe 3a MbPBUYHO OMAKOBAHE.

3.5. CMsHa Ha BHOCUTEJIS 32 JIEKApPCTBEHU MPOJIYKTH, MPOU3BEICHH U3BBbH TepuTopusita Ha EC.

3.6. CMmsHa Ha IPOU3BOIUTEIIS HA JIEKAPCTBEHOTO BEIIECTBO.

3.7. IIpoMsiHa B IPOU3BOJICTBEHUS IIPOIIEC HA JIEKAPCTBEHOTO BELIECTRBO.

3.8. [IpomsHa B crienuduKaIysITa Ha JIEKAPCTBEHOTO BEIIECTBO, KOTaTO BKJIIOYBA Pa3IIUpSIBaHE
Ha TMPUEMJIMBUTE TPAHULIN U/WIIH OTMa/laHe Ha TeCTOBE.

3.9. 3HaunTEIHU IPOMEHHU B IPOU3BOJCTBEHUS MPOLIEC HA U3IUTBAHUS IPOAYKT.

3.10. IIpomsHa B cieuudukanusaTa Ha U3NUTBAHUS MMPOIYKT, KOTaTO BKJIKOYBA pa3IIMpsBaHE HA
MPUEMIIMBHUTE TPAHUIH W/WIIH OTIIAJaHE HA TECTOBE.

3.11. Ilpomsina B crneuudukanusaTa 3a MOMOIIHU BEIIECTBA, KOraTO MOTaT [0 MOBIUSAT
CBOIMCTBATa Ha MPOAYKTA.

3.12. 3HaunTenHa NpoMsiHa B MPOU3BOJICTBEHHS PELIETITYPEH ChCTaB.

3.13. OrpannyaBaHe Ha yCJIOBUATA Ha ChXPAHECHHE.

3.14. HamansaBaHe Ha CpOKa Ha TOJAHOCT Clie/l OTBApsSIHE WJIM pa3TBapsHE.

3.15. TIlpomsiHa B mpoIieAypUTE 3a TECTBAHE HA aKTUBHOTO BEIIIECTBO MPH J100aBSIHE HA HOB TECT
METO/I.

3.16. IIpomsiHa B TmipolielypUTe 3a TECTBAaHE HA M3MUTBAHUS MPOAYKT MPHU A0O0aBSHE HA HOB
TECT METOJ.

3.17. TlpoMsiHa B MpoIeAypUTE 3a TECTBAaHE Ha HepapMaKONEHHU MMOMOIIHHM BEIIECTBA MPHU
n00aBsiHE Ha HOB TECT METO/I.

4. Bcuykyd TPOMEHM B HEKIMHUYHHUTE JAHHU 332 W3MUTBAHUSA MPOAYKT, KOUTO MOraT Ja
IIPOMEHAT CbOTHOIIEHUETO PUCK/TION3a

5. Bcuuku IpOMEHM B KIMHUYHHUTE JaHHU 332 U3MUTBAHUS MPOAYKT, KOUTO MOTAT Jia MPOMEHST
CbOTHOIIIEHUETO PUCK/TION3a



