HAPEJIBA Ne 31 OT 12 ABI'YCT 2007 I'. 3A OIIPEJAEJISIHE
HA INTPABUJIATA 3A JObPA KNIMHUYHA ITPAKTHUKA

H30a0ena om munucmovpa Ha 30paseonazéanemo

Oo6nu. J[B. 6p.67 om 17 aseycm 2007e., usm. u oon. JIB. 6p.14 om 17
gespyapu 20122., usm. u oon. J{B. 6p.77 om 4 okmomepu 2016e., usm. u oon. /[B. op.25
om 20 mapm 20182., usm. /IB. 6p.68 om 17 aseycm 2018e., usm. u don. /[B. 6p.28 om 6
anpun 2021e.

Pazgen 1.
O01IM MoJI0KeHU S

Ui 1. (1) C ta3u Hapenba ce onpenensaT npaBuiara Ha J{JoOpara k1mHUYHA
npaktuka (HAKII) cerioacio mnpunoxenue Ne 1 u ce ypexaa KOHTPOIBT I10
U3IBIHEHUETO HM.

(2) (M3m. - OB, 6p. 28 or 2021 r.) C nHapenbata ce ompeneisT u
M3HMCKBAaHUATA KbM ChAbpPKAHMETO M (opmara Ha JOKYMEHTALUATA, KOSITO CE
NpefCcTaBs 3a paspeliaBaHe Ha KIMHUYHO M3IUTBAaHE, NPU MPOMSHA W TIPH
MpeKpaTsBaHe HA KJIMHUYHO U3MUTBAHE.

Paznea II.
N3uckBaHUs KbM JJOKYMEHTANMSITA 3a pa3pellieHue 3a MpoBe;KIaHe Ha
KJIMHUYHYA u3nuTBanus (3aria. uzm. - /B, o6p. 14 or 2012 r.)

Un. 2. AamunuctpatuBHaTa AokyMmeHTamus mo wi. 110, am. 1, 1. 1 ot
3aKkoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa Menununa (3JIIIXM) cpabpixka:

1. mpUAPYKUTEITHO MUCMO;

2. 3asiBI€HHE TI0 00paselr;

3. MOTBBpXKJAEHUE 3a MoilyueH HoMmep oT EBpomeiickata 0a3a naHHU 3a
KIIMHUYHU U3MUTBAHUSA;

4. ciMChK Ha PETyJaTOPHUTE OPraHU MU KOMHCHHM IO €THKa, 10 KOUTO €
MOJIaJICHO 3asBIICHUE, U PEIICHUETO UM;

5. cIMChK Ha BCUYKHU IUIAHMPAHU LEHTPOBE, TJIABHU M3CJIEOBATENU U
M3CTIEIOBATENICKM €KUM 32 TepuTOpusaTa Ha PenmyOnuka brirapus;

6. KomMe OT MPENOPBKHUTE Ha HaydeH KomuTeT Ha EBponeiickara areHmus
Mo JIeKapcTBaTa MO KOHCYJATAlMs MO TUIAHWpaHe Ha W3MUTBaHUS, MPH IpeMUHala
poueaypa;

7. BB3MAraTeIHO MUCMO WM JIOTOBOP 3a YIIBIHOMOIIABaHE Ha JIUIIETO,
KOETO TIOJlaBa 3asBICHHUETO OT HMMETO BB3IOKHUTENS, KOraTo 3asBUTEISAT HE €
BB3JIOKUTEN,

8. (mom. - JIB, 6p. 14 ot 2012 r., m3m. - [IB, Op. 68 ot 2018 r.) nanHu 3a
EnuHEAS WIeHTU(UKANUOHEH KOJ OT ThPTOBCKHS PETHCTHP - 32 JPYKECTBOTO HITH
KooTepanusiTa, pPerucTpupaHo Ha TepuTopusTa Ha PenyOmmka boviarapus, a 3a
Jpy’KeCcTBaTa, pETUCTPUPAHU B IpyTa IbpXKaBa - WieHKa Ha EBponeiickus cbro3, Wiin B
obpxkaBa - crpaHa 1o ChopasymeHuero 3a EBpomeldckoTo HMKOHOMHUYECKO
IIPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyaJlHa PEerucTpalus MO HAIMOHAJIHOTO
3aKOHOJATENICTBO, M3MaJeH OT KOMIIETEHTEH OpraH Ha CHhOTBETHATA Abp)KaBa, Ha



BB3JIOKUTEIS U 3a9BUTENA. KOraTo BB3JI0XKUTEIIAT UIH 3aIBUTENAT € (bmnqecxo Jqune,
ce MPENCTaBsIT JaHHU - UMEHa, ajipec, TeledoH, (akc;
9. nexnaparnusirta o wi. 122 3JIIIXM.

Un. 3. Uadopmanusara 3a yyactHuk mo wi. 110, an. 1, 1. 2 3JIIIXM
ChIBpIKA:

1. mHpoOpMaLus 3a MaMEHTa/yYaCTHUKA;

2. ¢popMma 3a “HPOPMHUPAHO CHIIIACHE;

3. omucaHMe Ha MMPOLEeAypUTe 3a HabUpaHe Ha MaUeHTH/yYaCTHULIH;

4. onMcaHue Ha MPOLEAYPHUTE 3a MoJlyyaBaHe Ha UHPOPMHUPAHO ChIIacue
OT 3aKOHEH MPEJCTaBUTEIl, KOTaTO CE MPEIABIIKIA;

5. eTuyHa 0OOCHOBKA B Cily4ail Ha HAOMpaHe HA YYaCTHUIIU, KOUTO HE ca B
CHhCTOSIHUE J1a JaaT HHPOPMUPAHO ChIitacue, cbriacHo 4i. 98 3JIIXM;

6. Kommue OT BcAka apyra mHpopmanus, KOosATo e ObJe M3MOoJI3BaHa 3a
HaOWpaHe Ha yYaCTHUIM W/WIN TPEIOCTaBIHA HAa YYACTHUK MPEAU WU IO BpeMe Ha
KIIMHUYHOTO M3MHUTBAHE.

Un. 4. (1) JokyMeHTarusTa 3a MpoTOKOJIa Ha U3NUTBaHeTo 1o 4i. 110, am.
1, . 3 3JIIIXM chabpxa:

1. mIpOTOKOJ Ha U3MUTBAHETO C BCUYKU aKTyaJlHU IPOMEHHU;

2. 00001IeHNEe HAa IPOTOKOJIA Ha OBITApPCKU €3UK;

3. olleHKa Ha Hay4YHaTa CTOMHOCT HAa W3MUTBAHETO OT CHELHAIUCT B
ChOTBETHATa 00JIaCT, KOTaTO € HAJIMYHA;

4. eTHyHa OILIGHKA HA MPOTOKOJA OT TJABHUSA WM KOOPIAHMHHUPAIIHS
M3CIIeIOBATEN, KOTaTO HE € YacT OT MPOTOKOJIA.

(2) IIpoTtokombT ce WU3roTBS B ChOTBeTcTBHE ¢ mpasmiarta 3a JKII u
ChABPKA MUHUMYM CJIETHOTO:

1. ol1eHKa HA OYaKBAHUTE MOJI3U U pUCKOBE cbriacHo wi. 90, 1. 1 3JIIIXM;

2. omipe/ieNisiHEe Ha BKJIIOYBAIIUTE U U3KITIOYBAIINTE KPUTEPUH,

3. obocHOBKa Ha U300pa Ha MAIMEeHTH, 0COOCHO B CIy4ail Ha MpeABUACHO
BKJIFOYBAHE Ha TMAIMEHTHU, KOUTO HE Ca B ChCTOSHUE JIa JaJaT JUYHO HHPOPMHUPAHO
ChIJIacue, u APYTu yA3BUMU TPYIU NAIlUCHTH;

4. onMcaHue Ha POLIEypUTE 3a HAOUpaHe Ha MAIlUEHTH U MOJyYyaBaHe Ha
uH(GOPMUPAHO ChIJacHe, KOTaTo ce MPEeIBMXkAa BKIIOUBAHE HA MAallMEHTH, KOUTO
BPEMEHHO WJIU TTOCTOSIHHO HE Ca B ChbCTOSHUE J1a 1a7aT TMYHO MHPOPMUPAHO ChIIIACHE,
Y KOTraTo ce MpEeABMK /A MOJy4YaBaHE Ha ChIIACHE OT HE3aBUCUM CBUJIETEN;

5. ONMCaHME Ha TUIAaHA U TIPOIEYPUTE 32 OCUTYpSIBAaHE HA JOMBJIIHUTEIHU
MEIUIMHCKHU TPUKU HA YYACTHULIUTE CJE/ Kpasi Ha IPOYYBAHETO;

6. IpoIIeAYPH 32 U3BHPIIBAHE HA MOHUTOPHUPAHE;

7. maH 3a myOTUKyBaHE Ha TaHHUTE.

(3) IIpoTokonsT TpsiOBa a ObJE MOAMUCAH OT BB3JIOKUTENS U TIaBHUA
M3CIIeIOBATEN 3a BCEKH OT MpejlaraHUuTe IIEHTPOBE.

Un. 5. (1) JoxymeHTanmsTa 32 U3MUTBAHUS JIGKAPCTBEH MPOAYKT IO YII.
110, am. 1, 1. 4 3JIIIXM cwpabpxa:

1. 6porrypa Ha U3CIEIOBATENS,

2. 00001IeHNEe HA BCUIKU TEKYIIN KJIMHUYHU U3MTUTBAHUS C JIEKAPCTBEHUS

IPOAYKT.



(2) Koraro u3nuTBaHUSAT JICKAPCTBEH MPOIYKT € pa3pelieH 3a ynorpeda B
I'bprKaBa - wieHka Ha EBporelickust chi03, U M3NUTBAHETO MPEABIKIA yIIoTpedara My
B CBHOTBETCTBHE C YCIOBHSTA, ONPENEICHU B pa3peuIeHHeTo 3a ynorpebda, BMECTO
JOKyMEeHTa 1o wi. 1, T. 1 MOXe Jja ce mpeicTaBu KpaTka XapaKTepUCTHKa Ha MPOIYKTa.

(3) Bpomrypara Ha u3cnenoBaTeINs U BCSIKa HEHA aKTyaliu3anus TpsOBa J1a
IpelcTaBs HAyyHO apryMeHTHpaHa M MbiHa HH(OpMAalUsS 3a MPOIYKTa, KOATO €
HeoOXxonuMa 3a OOEKTMBHA TIPEleHKa Ha ChOTHOIIEHHETO pHUCK/TIONI3a Ha
MPEJI0KEHOTO KIMHUYHO U3IUTBAHE.

(4) Bwb3noxurensT mpeoleHsBa OpolrypaTta Ha H3CIeNOBaTenss U A
JOITbJIBA C HOBU JIAHHU IIPU HAJM4YKE HAa TaKMBa HAal-MaJKO BEIHBK FOJIUIIHO.

Ui 6. (1) JloxymeHTanusTa 3a TEXHUYECKUTE N3UCKBAHUS U IIEPCOHAA 110
. 110, an. 1, 1. 5 3JIIIXM cbabpxa:

1. ommcaHnue Ha HEOOXOAMMOTO OOOpyIBaHE W/WIM TEXHUYECKU
M3HUCKBAHMS 32 U3ITBJIHEHNE HA TPOTOKOJIA;

2. IOKYMEHTH, yIOCTOBEPSBAIIN HATMYHUTE TEXHUYECKU BH3MOKHOCTH 32
M3MBJIHEHUE HA TMPOTOKOJIA, 32 BCEKM OT MPEIJIaraHUTe LEHTPOBE, BKIIOYUTEIHO
JOKYMEHTH 3a cepTU(UKALNS, aKpeIUTalusl U YCTAHOBEH Ka4yeCTBEH KOHTPOJ W/HUIU
BBHHIITHA OI[CHKA HAa KA9eCTBOTO;

3. aBroOuworpaduss WM JOpyrH  JOKYMEHTH, YIOCTOBEpSBAIU
00pa3oBaHUETO M KBATM(PUKAIMATA HA UICHOBETE HA H3CIEHAOBATEIICKUS CKHUI U
CIIa3BaHETO HA M3HWCKBaHMATA Ha 4. 86, ai. 2 3JITIXM.

4. (ot™. - [1B, 6p. 25 o1 2018 1.)

(2) JokyMeHTUTE MO T. 2 C€ U3TOTBAT OT CHElNHaTu3UpaHa HE3aBHCUMA
OpTaHMU3aIMs U/WIH PHKOBOIUTEIS Ha JICYCOHOTO 3aBE/ICHNE U/UITH CTPYKTYPa, B KOSATO
€ IUIAaHMPAaHO W3BBHPIIBAHETO Ha BCSAKA NPOLEAYypa, H3UCKBaIa CHEIUPUIHO
o0opy/BaHe, OIMcaHa B MPOTOKOJIA.

(3) (M3m. - AB, Op. 25 ot 2018 1.) [lokymeHTHTE 110 T. 3 C€ MPENCTaBAT 32
KOOPJMHMpAI] HW3CIE0BaTelN, TJIAaB€H H3CIEA0BAaTeNl, 3a BCEKU OT MpeajlaraHuTe
neHTpose. [Ipu u3uckBane OT KOMUCHSATA IO €TUKA JOKYMEHTHTE 110 T. 4 ce PeICTaBsIT
Y 32 IPYTUTE JIUIIA OT U3CIEAOBATEIICKHUS KOJIEKTUB.

(4) (HoBa - 1B, 6p. 25 ot 2018 r.) KoMucusita mo eTruka H3BBpIIBA

IpOBEpKa MO CIykeOeH MbT 3a HalIW4yhe Ha obcrosTencTBata mo wi. 87, am. 1 oT
3JIIIXM.

Un. 7. JlanHute 3a puHaHCcHpaHe M aAMMHUCTPAaTHBHA OpraHU3alMs Ha
npoyuBaneTo mo wi. 110, an. 1, 1. 6 3JIIIXM chabpxkar:

1. 3acTpaxoBKa, MIOKpHUBaIl[a OTTOBOPHOCTTA HA BB3JIOKUTEIIS U [TIABHUS/TE
M3CIIEI0BATEIN/H 32 TPUIUHEHHUTE ITPH FITH TI0 TIOBO/] HA TIPOBEXKIAHETO Ha KIIMHUYHOTO
U3IUTBaHE HEMMYILECTBEHU U UMYIIECTBEHH BPE/Id Ha YYaCTHULIUTE;

2. nadopmanus 3a NpeaIBUACHUTE 00e31EeTEeHH U KOMIICHCAIIUM B CiTydai
Ha CMBPT WJIM Ha YBpEXJaHE Ha 3]paBeTO Ha yYaCTHMKA NpPU IPOBEXKJaHE Ha
KJIMHAYHOTO U3MTUTBAHE;

3. (mom. - 1B, 6p. 77 ot 2016 r., B cmia ot 04.10.2016 r.) mpoekT Ha
JIOTOBOP MEXIy BB3IIOKUTEINSI U yYaCTHUIIUTE B M3IHUTBAHETO, KOWTO OMpEAes U
BB3HATPAKICHUETO 33 y4acTUE, KOraTo ce MPEIBUXK/Ia TAKOBA;

4. (mon. - JIB, ©p. 77 ot 2016 r., B cuna ot 04.10.2016 r.) npoekt Ha
JIOTOBOP MEKIY BB3JIOKUTEINS U U3CIIET0BaTEN;



5. (mom. - B, 6p. 77 ot 2016 r., B cuna ot 04.10.2016 r.) mpoekT Ha
JIOTOBOP MEKIYy BB3JIOKUTENSI U JIEUEOHOTO 3aBelleHHE - LEHThP Ha KIMHUYHO
U3MHUTBAHE;

6. ucMeHo ceriacue mo wi. 87, an. 3 3JIIIXM;

7. NaHHU 3a W3TOYHMKA HAa (UHAHCHUpPAHE HA MPOYYBAHETO, KOraTro
BB3JIOKUTENST € FOPUANYECKO JIUIE C HECTOIAHCKa LeT;

8. JOKyMEHT 3a IjlaTeHa Takca.

Un. 8. (1) 3a KAIMHUYHO M3NHUTBAHE Ha JIEKAPCTBEH MPOAYKT IO 4j. 88
3JIIIXM  BB3IOKUTENAT WIA YIOBIHOMOIIEHO OT HEro JHIE TMpeAcTaBs B
W3nbiHuTEenHATA areHIus [0 JeKapcTBaTa 3asBJICHUE 3a MPOBEXKIAHE HA KIMHUYHO
U3MUTBaHE 10 0Opa3el.

(2) KbM 3asBieHueTo ce npuiarat JOKyMeHTUTe 1o wi. 2, 3,4,5,6,7,9 u
. 19, an. 3, kakto u aeknapamuute 1o wi. 122 u 123 3JIIIXM.

(3) (Orm. - B, 6p. 14 or 2012 r., HoBa - JIB, Op. 25 ot 2018 r.)
W3nbaHuTEeNHATA areHus 1o JIeKapcTBaTa U3BbPIIBA MPOBEPKaA MO CIIyKeOeH MbT 3a
HaM4ue Ha obcTosTencTBara mo wi. 87, ai. 1 ot 3JIIIXM.

Un. 9. BB37I0KHUTENAT WIN YI'BITHOMOIIIEHOTO OT HETO JIMIIE TPE/ICTaBs B
M3npiaHuTETHATA areHIUs 110 JIeKapcTBaTa U ceHaTa JOKyMeHTanus o wi. 116, a.
4, 1. 4 3JIIIXM:

1. mocue Ha M3MUTBAHUS JIEKAPCTBEH MTPOIYKT;

2. MOKyMEHTalus, yJOCTOBEpsBallla MPOM3BOJACTBOTO HAa H3IMHTBAHUTE
HPOJYKTH IPH yCIoBHsATa Ha JJoOpa Mpon3BOICTBEHA MTPAKTUKA,;

3. aHaNUTHUYEH CepTHU(HKAT HA WMUTBAHHUS IPOIYKT, KOTATO TPUMECHUTE
He ca 000CHOBaHH B CHEUM(PHUKALUATA HIIH KOTAaTO C€ YCTAHOBST HEOXapaKTepH3UPaHU
PUMECH;

4. pe3ynTaTH OT U3NMUTBAHU 32 BUPYCHA O€30M1acHOCT;

5. ceprudukar 3a OTCHCTBHE Ha NPUYMHHUTEIH Ha MPEHOCHMA
crioHru(opMHa eHuedanonaTus;

6. MaKeTH Ha eTUKETa Ha OBJITAPCKHU €3WK;

7. craHOBHIIE OT MUHHCTEPCTBOTO Ha OKOJHATa Cpela M BOJUTE IO
OTHOIIIEHWE Ha TOTEHIMATHHUS PHUCK 32 OKOJIHATa CpeAa, KOraTo H3MHTBAHUST
JeKapCTBEH MPOAYKT ChIbprka TeHETUYHO MOJU(PHUIIMPAHU OPTaHU3MHU.

Yn. 10. (1) Jocuero Ha U3NUTBAHUS JIEKAPCTBEH MPOJYKT CE€ U3TOTBS B
ChOTBETCTBUE C MyOIMKYBaHUTE pbKOBOICTBA Ha EBporelickara koMmucus BbB popmar
Y ChIIbP’KaHUE CBIVIACHO NpHIokeHne Ne 2.

(2) Koraro wu3nUTBaHMAT JIEKApPCTBEH IMPOJIYKT C€ IMPOU3BEXKIAa Ha
TepuTopusTa Ha EBpomeickus cbio3 M HsAMa paspelieHue 3a ynorpebda, BMECTO
JOKYMEHTa 1o 4j. 9, T. 2 ce mpeacTaBs KOMHME OT pa3pelieHre 3a MPOU3BOJCTBO 3a
JIEKapCTBEHM MPOAYKTH B Mpollec Ha pa3paboTBaHEe M H3CJENBaHE, WU3/AJACHO OT
J'bPKaBa - WICHKA Ha EBpOINENCKus ChIo3.

(3) Koraro u3muTBaHUAT JEKapCTBEH MPOAYKT HE ce MPOM3BEXKIa Ha
TepuTopusTa Ha EBpomneickus Chi03 M HIMa pa3pelieHne 3a yrnoTpeda, ce mpeacTaBsaT
CJIEIHUTE TOKYMEHTH 3a IPOU3BOJICTBO:

1. TOKyMEHT OT KBaJIU(PHUIIMPAHOTO JHIIE Ha (PU3NUECKO WIH FOPUTUIECKO
JUIE, IPUTEXKABAIlO pa3pelIeHue 3a BHOC Ha TepUTOpUsTa Ha EBpornelckus cbro3,
yIOCTOBEpSIBAll] CHOTBETCTBHETO Ha YCIOBHSTa 3a IPOU3BOJCTBO, KOHTPOJI U



CbXpaHEHHE CbC CTaHAApPTH, CKBUBAJCHTHM Ha W3UCKBaHuiATa Ha J[loOpata
MIPOM3BOJICTBEHA IPAKTHKA 3a JIEKAPCTBEHH MPOAYKTH B Ipollec Ha pazpaboTBaHE U
U3CJIE[IBAHE, BAJIMJIHU 32 TEPUTOPUATA Ha EBpONIEHCKHS CBIO3;

2. KOIMe OT pa3pelICHHUETO 3a BHOC 3a TepuTopuATra Ha EBpomneickus
CBIO3;

3. ceprudukar 3a JloOpa mHpOU3BOJACTBEHA MpaKTUKA 3a AKTUBHUTE
BEIIIECTBA OT OMOJIOTHYEH MPOU3XO/I.

(4) Koraro wu3nUTBaHMAT JIEKApPCTBEH IMPOJIYKT CE€ MPOU3BEXKIa Ha
TeputopusiTa Ha EBporelckus cbi03 M UMa pas3pelieHue 3a ymnorpeda, BMECTO
JIOKYMEHTA 110 WiI. 9, T. 2 ce mpencTaBs AeKjiapauus OT IPOU3BOAUTEIS 32 IPOU3XO]
Ha MPOJYKTa OT CTAaHIaPTHU IMAPTUH, IPOU3BEICHHU IIPHU YCIIOBUATA HA PA3PEILICHUETO
3a ynorpeba, B MACTO Ha MPOU3BOJICTBO, BKIIIOUEHO B pa3pellieHUueTo 3a ynorpeda Ha
TEPUTOPHUATA HA IbPKaBa - WICHKA Ha EBporelckus cpro3.

(5) Koratro wu3nuTBaHUAT JEKapCTBEH NPOAYKT HMa pa3peuieHue 3a
ynoTpeba B AbpkaBa - wieHKa Ha EBpomneiickus cbio3, W/WiM pa3pemeHo KIMHUIHO
usnutBane B PenyOnuka bwiarapus, mo wi. 9, 1. 1 ce mpeacrass chbKpaTeHO TOCUE Ha
W3IUTBAHUS JIEKAPCTBEH MIPOIYKT.

Y. 11. (Orm. - IB, 6p. 14 o1 2012 1.)

Pazgea I11.
N3uckBaHus KbM JOKYMEHTALMSATA 32 MIPOMSIHA HAa pa3pelleHne 3a
NMPoBekKAaHe HA KIMHUYHU U3nuTBanud (3ara. usm. - /IB, op. 14 ot 2012

r.)

Ui 12. CpmiectBena npomsina mo wi. 127, an. 2 3JIIIXM e nanuiie, korato
MMa MpOMsHA B IAHHUTE, [IOCOYCHH B MpuiIoxkeHue Ne 3.

UYn. 13. (1) IIpu nnaHupaHe Ha ChHUIECTBEHU NMPOMEHHM B KIMHUYHOTO
U3NWTBaHE M B JokyMmeHTanusAta no wi. 110 3JIIIXM BbB3NOKUTENAT HIU
YI'BIIHOMOIIIEHO OT HETO JIMIIE M0JlaBa MUCMEHO 3asiBJIECHHE M0 00pasel] 10 KOMUCHSTA
no etuka o wi. 103 3JIIIXM.

(2) 3asBreHueTo ce npuapykaBa OT cieHaTa JOKYMEHTAIU:

1. mpuaPYXUTETHO MHCMO;

2. 0000111eHNE Ha TUTaHUpaHaTa IPOMSIHA;

3. CIIMCBK Ha aKTyaJHM3UpaHUTE JOKYMEHTH;

4. akTyanu3upaHata JOKyMeHTanus no uwi. 2, 3, 4, 5, 6 u 7, orpa3sBamia
IPOMEHUTE;

5. CTpaHMIM OT JOKYMEHTAIUsATa ¢ MapKUpaHW NPOMEHH, CpaBHSIBAILU
aKTyaJHHUTE ¥ MpeJIaraHuTe HOBU TEKCTOBE,

6. 000CHOBKA Ha IPOMEHUTE;

7. KoTHe Ha 3asBJICHUETO 32 MPOBEXK/IaHEe HAa KIIMHUYHO W3MUTBAHE IO UII.
2 ¢ MapKUpaHU IPOMEHH, Ha EIEKTPOHEH U XapTHEH HOCHUTEN,

8. TOKYMEHT 3a IUIaTeHa Takca.

Un. 14. (1) IIpu mranupane Ha CHIIECTBEHH MPOMEHH B KIMHHYHOTO
U3NATBaHE M B JoKyMeHTauusAta no wi. 116 3JIIIXM Bb310KUTENAT HIU



YI'BJIHOMOIIIEHO OT HEro JuIle mojaBa B VM3mbJIHUTENHATAa areHuus 1O JIeKapcTBaTa
MUCMEHO 3asiBJIEHUE 32 IPOMSHA 10 o0pasell.

(2) 3asBnenuero ce mpuapy’asa OT JOKyMEHTauusATa 1o wi. 13, an. 2, 1.
1,2,3,4,5, 6 u 8, gexnapauusta no wi. 123 3JIIIXM u xomnue OT MOJI0KUTEITHOTO
CTAaHOBUIIIE HA KOMUCHSTA MO €THKA, KOraTo CTaHE HAJTUYHO.

(3) TlpeacraBs ce u 3asBACHHETO MO wWi. 8, an. 1, MOMBIHEHO C
aKTyanu3upana uH(Gopmanus, oTpa3sBaiia npeajiaranara mpoMsHa, KakTo ¥ KOIHe C
MapKUpaHU IPOMEHU, HA EIEKTPOHEH U XapTHUEH HOCUTEIL.

(4) Ilpu npomenu 1o un. 127, an. 1 3JIIIXM 3asBieHue ce 1ogasa B CpoK
no 14 nHU OT moiyyaBaHe Ha YyBeIOMJIeHHWE OT V3IbJIHUTENHATAa areHuus 10
JeKapcTBaTa 3a HeoOxouMaTa IpoMsIHa.

Yn. 15. (Otw™. - [IB, 6p. 14 o1 2012 1.)

Pazgea III "a".
HN3nckBaHus KbM JOKYMEHTAIMSATA 32 IPOBEKIAHE HA
HEUHTEPBEHIIMOHAIHO MpoyuBaHe u npomenn B Hero (Hos - JIB, Op. 14 ot
2012 r., orm. - IB, Op. 28 o1 2021 1.)

Y. 15a. (Hos - IB, 6p. 14 o1 2012 1., oT™. - /IB, 6p. 28 ot 2021 1.)
Ui 156. (Hos - IB, 6p. 14 ot 2012 1., oT™. - /IB, 6p. 28 oT 2021 1.)
Uin. 158. (Hos - [IB, Op. 14 ot 2012 1., oT™. - IB, 6p. 28 oT 2021 1.)
Y. 15r. (Hos - IB, 6p. 14 oT 2012 1., oT™. - [IB, Op. 28 oT 2021 1.)

Y. 15a. (Hos - B, 6p. 14 ot 2012 r., u3m. - IB, 6p. 25 ot 2018 ., oTM™M.
- JIB, 6p. 28 oT 2021 1.)

Un. 15e. (Otm. - [IB, 6p. 28 ot 2021 1.)
Un. 15x. (Hos - IB, 6p. 14 ot 2012 r., oT™. - JIB, Op. 28 ot 2021 1.)
UYn. 153. (Hos - /IB, 6p. 14 ot 2012 1., oT™. - /IB, 6p. 28 o1 2021 1.)

Pasnen IV.
N3uckBaHus KbM JOKYMEHTALMSATA 32 YBeJOMJIeHHE 32 PUKJIIOYBaHe HA
M3MUTBAaHe

Un. 16. (1) YBenomnenueto no wi. 142, an. 2 3JIIIXM ce npencrass BbB
dbopmar, yTBEpACH OT M3MBJIHHUTEIHUS NTUPEKTOp Ha M3mbaHuTenHATa areHumus 1o
JIEKapCTBATa, HA XapTUEH U €JIEKTPOHEH HOCUTEI.

(2) Koraro mpoy4yBaHeTO ce mpeKpatrsBa Mpear MOCOUYEHOTO B MPOTOKOJIA
YCIIOBHE 3a MNPUKIOYBAHE HA M3MUTBAHETO, YBEAOMJIEHHETO ChIbpKa CIEIHUTE
JONBIHUTEIHN JAaHHU:

1. 06ocHOBKa 3a PEeKpaTABaAHETO;

2. Opoil Ha Yy4YaCTHUIIMTE, TOJyYaBaIll W3MUTBAHUTE TMPOAYKTH B
[IEHTPOBETE Ha TepuTopHusATa Ha PemyOnuka bearapus, u miuaH 3a METUIIMHCKUTE
TPYDKH 32 TSIX CIIeJ] IPEeKpaTsBaHe HA TPOYIBAHETO;



3. BJIMSHUETO Ha MPEKPATSIBAHETO BBPXY OIEHKATa HAa JaHHUTE H
CHOTHOILIEHUETO PHUCK / MOJI3a HAa U3MUTBAHUS JIEKAPCTBEH MPOIYKT;

4. 3HayeHHE HA JAHHUTE, JOBEIU JIO MPEKpaTsIBaHE HAa U3IMTBAHETO, 32
JIpYTH pa3pellieHu KJIMHUYHU U3MUTBAaHUS Ha TepuTtopusta Ha PenyOnuka boirapus.

Un. 17. Bcuyuku JOKYMEHTH, NPEACTaBIHU HA KOMUCHSTA 1O €THUKA IO YI.
103 3JIIIXM u U3nbiiHuTenHATA areHIUs 110 JIEKapCTBATa, HOCAT HA-MaJIKO CJIETHUTE
UACHTU(DUKAIIIOHHU €JIEMEHTH:

1. Homep Ha m3nHuTBaHEeTO OT EBpomeiickara 0aza AaHHU 3a KIMHUYHU
W3IUTBAHUSA;

2. KOJ1 Ha MMPOTOKOJIA;

3. Bepcus U JlaTa Ha JOKYyMEHTa.

Ui 18. (1) JoxymeHTarusTa 3a pa3peliaBase, MpoMsiHa U MpeKpaTsBaHe
Ha KJIMHWYHO M3MHUTBAHE C€ TIPECTAaBs HA OBJITAPCKH W/HITU QHTITHICKHU €3UK.

(2) (U3wm. - /1B, 6p. 14 ot 2012 1., u3m. - IB, 6p. 25 ot 2018 1., u3m. - /1B,
op. 28 ot 2021 r.) Hokymentamusta mo wi. 2, T. 1,2 u 5, un. 3, 1. 1,2 u 6, wi. 4, an. 1,
T.2,wn. 6,an. 1, 7. 1m3,un. 7, 17.1,2,3,5m6,un. §,am. 1,4m. 9, 1. 6, wn. 13, aim. 1 u
an. 2, 7. 1 u 2, un. 14, an. 1 u wn. 16, an. 1 ce mpenocTaBs 3aAbHKUTEIIHO U HA
OBJITAPCKU €3HK.

(3) (M3m. - B, 6p. 14 or 2012 r., usm. - JIB, Op. 28 ot 2021 r.)
HoxymenTtanusara o uwi. 8, ain. 1, wn. 14, an. 1 u 3, wn. 16, an. 1 ce npenocrass
3aBJDKUTEITHO M HA aHTJIMHCKY C3HK.

Un. 19. (1) (U3m. - B, 6p. 14 ot 2012 1., u3m. - [IB, 6p. 28 ot 2021 r.)
V3nbaHUTETHUAT JUpeKTop Ha V3mbaHUTeNnHaTa areHuus IO JieKapcTBaTa
YTBBpKJIaBa CBC 3amoBea oOpa3nu Ha 3asBieHuATa 1o wi. 2, 8, 13 u 14 u
yBEIOMJICHHETO 1o 4. 16.

(2) 3asBreHuATa Ce TPEACTAaBAT B €IMH EK3EMIUISP, Ha XapTUEH H
€JIeKTPOHEH HOCHUTEIL.

(3) 3asBneHuATa Ha EJIEKTPOHEH HOCUTEN C€ TMoaaBaT BBB (opmar,
CHBMECTHM C M3UCKBAHMATA 32 BbBexkAaHe B EBpomneiickaTa 6a3a 1aHHU 32 KIMHUYHU
U3MATBAHUS.

(4) DBB3MOXKUTENAT WM YIBIHOMOIIEHOTO JIMIE JeKiapupa, ue
3aSIBJICHUSATA HA CJIEKTPOHEH U XapPTHEH HOCHTEN ChIbPXKAT UICHTHYHA HHPOPMAITHSI.

Paznea V.
KonTpoa

Yn. 20. (1) KoHTpoabT BbpXY KIMHUYHUATE U3MUTBAHUS, IPOBEKIAHU B
PenyOnuka bwarapus, ce ochInecTBsiBa OT onpeaeneHuTe mo wi. 267, an. 3 3JIIIXM
JIbPKaBHU UHCIIEKTOPH.

(2) KoHTponbT BBPXYy KIMHUYHUTE W3NUTBaHUS, MPOBEKIAHU B
Peny6sinka bearapus, Moske Aa ce OChILIECTBSABA U OT ITbKHOCTHH JIUIIA HA TbPKABUTE
- 4jJeHKM Ha EBpomneiickus cbro3, W omnpeaeneHu oT EBponeiickaTta areHuus Io
JeKapcTBaTa U HAyYHUTE ¥ KOMUTETH.



(3) Ilpu HyX)a UHCTIEKTOPUTE MOTAT Jla C€ ChIIBTCTBAT U MOJIIOMArar ot
eKCIIePTH, ONIPEACTICHU OT U3IbJIHUTEIIHUSA AUPEKTOp HAa V3MbIIHUTEIHATA areHIIHS 110
JIeKapcTBaTa.

(4) KoutponsbT, MpoBEXKIaH OT IbP>KaBHUTE UHCIIEKTOPH, CE€ U3BBPIIIBA:

1. xaTO MpeaBapUTENICH, TEKYIl U MOCJEABAIll MPU KIMHUYHO U3MUTBAHE
Ha JIEKApCTBEH MPOAYKT;

2. B X0/1a Ha MPOIeypa 10 pa3peniaBaHe 3a ynorpeoa;

3. KaTo mpocieAsBaIll MEpKH Clie]] pa3pelieHue 3a ynorpeoa.

(5) Ha xoHTpon moanexaT BB3JIOKHUTENST, TJIABHUIT HM3CIEAOBATENl U
U3CIIeI0BaTENNTE, IOTOBOPHATA U3CIIE0BATEICKA OpraHUu3allus, KOMUCHUUTE 10 €TUKA,
LHEHTHPHT HA M3MUTBAHETO, MECTaTa Ha MPOU3BOJCTBO U KOHTPOJ HA HM3MUTBAHUS
JIEKapCTBEH MPOJYKT, JIAOOPATOPUUTE U BCSAKO MSICTO U CHOPBHKEHHE, U3MOI3BAHO B
X0/1a Ha U3MUTBAHETO, KAKTO U IIs1aTa JIOKYMEHTALUs M0 KIMHUYHOTO U3MUTBAHE.

Y. 21. (1) KoHTponbT BbpXy KIMHUYHUTE U3NUTBAHUS CE MPOBEX]A B
CbOTBETCTBUE CBbC CTAHJAPTHU  ONEPATUBHU  IPOLENYPH, YTBBPAECHU OT
U3IBJIHUTEIHUS JUpPEeKTOp Ha M3mbiHuTEeNHaTa areHuus 1[0 JieKapcTBarta.
CranjapTHUTE ONEpPAaTUBHU IMPOLEAYpHd ce pa3paboTBaT B CbOTBETCTBUE C
PBKOBOJHUTE JOKYMEHTH Ha EBponelickata KOMUCHS.

(2) Besika npoBepka BbB Bpb3Ka ¢ KIMHUYHO M3MUTBAHE HA JIEKAPCTBEH
IPOAYKT 3aBbpILBA C JOKJIAJ, KOUTO Ce IPEJOCTaBs Ha Bb3JI0XKUTEIIS.

(3) Hoxman oT mpoBepka Ha KIMHMYHO M3MMTBAHE MOXe JAa Oble
IIPEIOCTaBEH Ha U3CJIEJ0BATEIUTE, KOMUCHUATA 110 eTuka 1o wi. 103 3JIIIXM, apyrure
I'bpKaBU - WICHKHU Ha EBponelickus ¢bio3, n EBponeiickara areHus 1o jekapcraara.

Y. 22. Ilpu KoHCTaTMpaHe HAa HEChOTBETCTBHSI, KOMTO HajaraT BPEMEHHO
CIIUpAaHE WU NpeKpaTsBaHe Ha Npoy4BaHe, M3mbaHUTENHATa areH1us 110 JIeKapcTBaTa
uHpopmupa EBponelickaTa areHIus 1o JieKapcTBaTa, IbpKaBUTE WIEHKU, B KOUTO Ce
MpOBEXJa M3NUTBaHETO, EBporelickara KOMUCHS U KOMUCHUSATA 1O eThka 1o wi. 103
3JIIIXM.

Un. 23. H3nbiaHuTenHaTa areHUMs 10 JieKapcTBaTa BbBEXKIAa B
EBponeiickara 6a3a 1aHHU 3a KIMHUYHHA U3MATBAHUS HHGOPMAIIHS 32 INTAHUPAHUTE U
U3BBPLICHU NPOBEPKU HA KIMHUYHU U3IUTBAHUSA.

IIpexoanu u 3aKIIOUYNTEIHHA pa3nopeadon

§ 1. Ta3u Hapen6a BbBexa pasnopenodure Ha Jupextusa 2005/28/EO Ha
Komucusita or 8 anpun 2005 r. OTHOCHO ompenessiHe Ha MPUHIMIHN U MOAPOOHU
HACOKH 32 JJ00pa KJIMHWYHA MTPAKTHUKA 10 OTHOIIEHUE HA JIEKApCTBEHUTE MPOIYKTH 3a
XyMaHHa yroTpe0a, MperIHa3HauYeH! 3a U3CIeBaHe, KAaKTO U M3MCKBAHUATA OTHOCHO
U3/JaBaHETO HA Pa3pelINTETHO 3a POU3BOJICTBOTO MJIM BHOCA HA TAaKUBA MPOJYKTH.

§ 2. KpM nogazseHuTe 70 BIM3aHETO B CHJIA HAa Hapea0aTa 3asBICHUS 3a
CHILIECTBEHU IPOMEHHU B pa3pelIeHHe 3a MPOBEXJaHE HAa KIMHUYHO M3MUTBAHE Ha
JeKapCcTBeH MpPOAYKT Ha TepuTopusTa Ha PenyOnuka bwiarapus Bb3iI0XKHUTENIHTE
MPEJICTaBAT B CPOK TPU Mecela TIOKyMEHTalUsITa, Ipe/IBUIeHa B Hapea0aTa.



§ 3. (M3m. - JIB, Op. 28 ot 2021 r.) Ta3u Hapenda ce u3gaBa Ha OCHOBAHUE
1. 82, an. 3, wr. 110, am. 2, 9m. 116, an. 5, wr. 129, an. 3 . 142, an. 2 3JIIIXM u
ormens Hapen6a Ne 14 ot 2000 r. 3a ycioBusTa U pefia 3a MPOBEXKIaHEe HA KIMHUYHU
M3MUTBAHUA Ha JIeKapcTBa BpXY Xxopa (B, 6p. 73 ot 2000 1.).

3aK/II0YNTeHU pa3nopendu
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 31 OT 2007 I'. 3A OITPEJAEJISAHE HA TITPABUJIATA 3A JIOBPA
KJIMHUYHA ITPAKTUKA

(OBH. - B, BP. 77 OT 2016 I'., B C1JIA OT 04.10.2016 T".)

§ 3. Hapenbara Bnm3a B cuiia oT JieHs Ha 0OHapojBaHeTo 1 B "J[bpikaBeH
BECTHHK".



[Tpunoxxenne Ne 1 kpm ui. 1, an. 1
(M3wm. - IB, 6p. 14 ot 2012 r., u3m. u gom. - [IB, 6p. 28 or 2021 1.)
ITPABUJIA 3A JOBPA KIIMHNYHA ITPAKTUKA

BbBenenne

Jlo6pa KIMHUYHA IPAKTUKA € ChbBKYITHOCTTA OT MEX/IyHapOAHO MPU3HATH €TUYHU M HayYHHU U3MCKBaHUA 32 Ka4Y€CTBO, KOUTO
CC CI1a3BarT IIpU IMIIAaHUPAHETO, HPOBCKAAHETO, OTYUTAHCTO U JOKJIAABAHCTO HA KIIMHUYHU U3IIUTBAHUA.

Cna3BaHeTO Ha T€3M M3UCKBaHMs OCUTYpsBa IyOJIMYHO oOe3ledyaBaHe U 3allluTa Ha IpaBaTta, 0€30MacHOCTTA U 3paBeToO Ha
YYaCTHULUTEC B U3IMUTBAHCTO B CbOTBCTCTBUEC C NIPUHIUIIUTE, 3aJICTHAJTIU B I[CKJIapaIII/IFITa oT XGJISI/IHKI/I, KaKTO W HaydHaTa CTOMHOCT 1
BB3IIPOU3BOJAUMOCT Ha JAHHUTE OT KIIMHUYHOTO U3IHUTBAHE.

Ilenra na mpaBunara 3a JKII e ma ce ocurypu enumHeH craHmapt 3a EBpomeilickara oburHoct, SAnonus u CAIL ¢ men
o0JieKkuaBaHe Ha B3aUMHOTO IIPU3HABAHE Ha JIaHHU OT KJIMHUYHU U3IMUTBAHUS OT [1O/IBJACTHUTE UM PEryJIaTOPHHU OpraHu.

[TpaBunara 3a JIKII ca pazpaborenu, KaTo ca B3€TH I0J] BHUIMaHUE TEKYIIUTE JOOpY KIMHUYHH MPAKTHKH Ha EBpormeiickara
obmHocrt, SAnonus u CAILL, kakro u Te3u Ha ABctpanus, Kanana, ckanauHaBckuTe ctpanu 1 CBeTOBHATA 37jpaBHA OpraHU3allys.

Te3u mpaBuna TpsiOBa na ObAAT Cla3BaHM, KOTaTo C€ TEHEPUPAT AAHHU OT KIMHUYHU HM3MHUTBAaHUS, KOWTO e Obaar
IIPEJICTaBsSHU IIPE]] PEryJaTOPHUTE OPraHu.

HpI/IHIII/IHI/ITe, 3aJIOKCHU B TC3W IIpaBWia, CbIIO TaKa MoOrar naa 6’I)I[aT Inpujiaradii 110 OTHOIICHME Ha APYru KIMHUYHH
U3cieBaHMsl, KOUTO OMXa MOTJIM J1a UMaT Bb3AEUCTBUE BHPXY O€30MIaCHOCTTA U 37paBETO HA XOparTa.

1. Onpenenenus

1.1. Hexxenana nexapcreena peaxkuus (HJIP)

"Hexenana nexapcTBeHa peakius" € BCEKH HEKeJIaH U HEeMIPEABUIAEH OTTOBOP KbM JIEKAPCTBEH MPOJYKT, KOWTO C€ MPOsIBSBA
MIPU MPUJIOKEHHUE Ha TIPOJYKTA B JI03M, HOPMAIHO M3IMOJI3BaHM 3a JIeYeHUe, NMpoduIakTUKa WK JUArHOCTUKA Ha 3a00JiABaHe MpU Xopa
WM 32 B3CTAHOBSIBAHE, KOPEKIUs WM Moauduipane Ha Gu3noiaorndyna GyHkius. B cinydail Ha KTMHUYHO U3MHUTBAHE - BCEKH HEXENaH
¥ HENpPEJBHUACH OTTOBOP KbM H3MUTBAH JICKAPCTBEH MPOIYKT, HE3aBUCHMO OT NpHiIokeHaTa no3a. dpaszata "OTroBOpH KbM €IUH
JIEKApCTBEH MPOAYKT" O3HayaBa, Y€ MPUUYMHHO-CIIEJCTBEHATa BPb3Ka MEXIY JICKApCTBEHUsI MPOJIYKT M HEXKeJlaHaTa peaklusl € MOHE
pazyMHa Bb3MOXKHOCT, T. €. Bph3KaTa HE MOXKE Jia C€ OTXBBPIIU.

1.2. Hexxenano cx0utne

Hexenano crOuTHE € Besika HEOIaronpusiTHa MpoMsiHa B 3JpaBHOTO ChCTOSIHHE, HAOMIOJaBaHa MPH IIPHJIaraHe Ha JIEKapCTBEH
MPOJYKT HA MAIMEHT WUJIM YYACTHUK B KIMHUYHO U3MHUTBAHE, KOSATO HE € HEIPEMEHHO IPUUYMHHO CBbP3aHa C TOBA JICUEHUE.



Hexxenano cpOutue cienoBaTeHO MOXKE Ja ObJe BCska HeOnarompusTHa U HempeaHamepeHa (pu3mukanHa HaxoJjka (BKII.
1a00paTOpHO OTKJIOHEHHE), CUMITOM WJIM 3a00JsiBaHE, CBbP3aHO BBHB BpPEMETO C ymnoTpeba Ha (M3MUTBaH) JIGKAPCTBEH HPOIYKT,
HE3aBHCHMO J1aJIi € WM HE € IPUYMHHO CBBP3aHO C MPOAYKTA.

1.3. [IpunoxuMu U3UCKBAHUS

Bcenuky HOpMaTUBHU M3MCKBAaHMSI, OTHACALLM CE 10 IPOBEXKIAHE HA KIIMHUYHU U3IUTBAHUS C JIEKAPCTBEHU IIPOAYKTH.

1.4. OnoOpeHue oT KOMHUCHSATA IO €TUKA

[ToNOXUTETHO CTAHOBUILE HA KOMHCHATA TI0 €THKA B MOTBBPKIACHUE, Y€ KIIMHUYHOTO U3MUTBAHE € OI[CHEHO U MOXe J1a Obe
MPOBEXKAAHO B YUPEACHUS LIEHTHP NP YCIOBUSATA, ONPEACIICHN OT KOMHCUATA MO eTHKa, jeuednoto 3aenenue, JAKII u npunoxumure
W3HUCKBaHUS.

1.5. He3zaBrcuma npoBepka (OauT)

CucremaT4Ha U HE3aBUCHMa OLIEHKA Ha CBbP3aHUTE C M3MUTBAHETO 3aJbJDKEHUS U TIOKYMEHTHU 3a IpPELEHsBaHE Jalu ca
U3BBPIICHU TE3U 3abJKCHUS, Jalli JaHHUTE ca 3alliCaHu, aHaJTU3UPaHHU, BHUMATEIIHO TOKJIA/IBaHHU, ChIVIACHO MMPOTOKOJIA, CTAHJAPTHUTE
oneparuHu npoueaypu (COII) na pp3noxurens, JIKII u npuioxumMuTe HOpMaTUBHU U3UCKBAHUS.

1.6. CepTudukar ot npoBepka

JIOKYMEHT OT IIpOBEepsIBaIlMsL B IOTBBPKACHUE, Y€ € U3BBPILECHA IIPOBEPKA.

1.7. Joknan oT mpoBepKa

[Iucmena oreHKa Ha MPOBEPSIBAILKUTE OT CTPaHA Ha BB3JIOKHUTENS 32 PE3YATATUTE OT IIPOBEpPKATa.

1.8. Cnena 3a nmpoBepka

JlokyMeHTa1us, 1aBaiia Bb3MOXKHOCT Jla C€ IPOCIIEIU OCIeI0BaTEIHOCTTa Ha ChbOUTHSATA.

1.9. 3acnensBane/MacKupaHe

[Ipouenypa, npu KoSITO €JHa WM TIOBEYE OT CTPAHUTE OCTAaBaT HE3aII03HATH C HA3HAYEHOTO JIEUEHUE IO TSAXHO MPEIBAPUTEIHO
cbriaacue. EMWHUYHO crnenu OOMKHOBEHO ca WM3MUTBAHUATA, MpPU KOWTO MAalMEHTHUTE OCTaBaT He3alo3HAaTH, a JBOWHO CJEMH ca
W3NUTBAHUATA, MPU KOUTO NAI[MEHTUTE, U3CJIEN0BaTeNUTe, JUlaTa, W3BbPIIBAIIM MOHUTOPHpPAHE, U MOHSIKOTa JIMIATa, U3BbPIIBALLU
aHaJIM3 Ha JaHHUTE, OCTaBaT HE3aM03HATH C Ha3HAYEHOTO JICUEHUE.

1.10. Knunnuna kapra Ha nanuenTa (KKIT)

[leyateH, onTHYeH WM E€IEKTPOHEH HOCHUTEN, W3TOTBEH 3a 3alMCBAHE HA IsJIaTa M3MCKBaHa OT IUIaHAa WHOpMaIus 3a
JIOKJIa[IBaHE Ha BB3JIOKUTENS 32 BCEKU OTJIEJICH YUYaCTHUK.

1.11. (u3m. - IB, 6p. 28 ot 2021 r.) KnuanuHO M3nuTBaHe/IpOyyBaHe

KnuHn4HO H3nuTBaHe Ha JIEKapCTBEH MPOJIYKT € BCSIKO MPOYUBaHE MPU YOBEKA, IPEITHA3HAYEHO J1a CE OTKPUSAT WU NOTBBPAST
KIIMHUYHUATE, (apMaKOJIOTUYHUTE W/WIH Opyru (hapMakoAUHAMUYHU €(PEeKTH Ha eIVH WU MOBEYe M3MUTBAHH JIEKAPCTBEHHU MPOIYKTH,
W/WIM Jla ce ONpeNeNsT HEeXelaHWTe peaklUud KbM €IUH WM MOBeYe W3MHUTBAHU JIEKAPCTBEHU MNPOAYKTH, W/MIU Jla Ce Hu3Ccie/aBa



abcopOuusTa, pasnpeneiacHueTo, MeTabonn3Ma U eKCKpEeIuaTa Ha €UH WM MOBeYe M3MUTBAHU JICKAPCTBEHH MPOAYKTH C IEN Ja ce
YCTaHOBH TSIXHATa O€30MaCHOCT /WU €(PUKACHOCT.

OrnpezeneHusiTa KITMHUYHO U3MUTBAHE U KIIMHUYHO MPOYYBAHE Ca CHHOHUMU.

1.12. Jloknaz oT KIMHUYHO M3MUTBAHE/ TIPOYyYBAHE

[TucmeHo ommcaHue Ha BCSKO HM3MUTBAHE/POYYBAHE HA TEPANEBTUYHO, MPOPUIAKTHYHO WM JUATHOCTHYHO CPENCTBO,
MPWIOKEHO BBPXY XOpa, B KOETO Ca BKIIIOUEHU M'BJIHA KIMHUYHU U CTAaTUCTHUECKU PE3YNITaTH, ONMUCAHUS U aHAINU3HM, UHTETPUPAHU B
€MHEH JIOKJIa.

1.13. JIekapcTBeH NPOAYKT 3a CPABHEHHE

W3nutBan wim paspemnieH 3a ynorpeda JICKapCTBEH MPOAYKT (T. HAp. aKTUBEH KOHTPOJI) WM IUIane0o, HM3MOJ3BaHU 3a
CpaBHEHHE IO BpeMe Ha KIIMHUYHO U3MUTBAHE.

1.14. CroTBeTCTBHE (110 OTHOLIEHHE HAa U3IIUTBAHETO)

Crna3BaHe Ha BCUYKU U3UCKBAHUS - CBbP3aHHU C U3MUTBaHEeTO, n3uckBanus Ha JIKII u npunoxumute HOpMaTUBHU U3MCKBAHMS.

1.15. TloBepurenHnoct

Hepomyckane Ha pa3kpuBaHe OT BBHIIHM JIMIA, C W3KJIIOYEHHWE Ha YIBIHOMOIIEHHUTE JIMIa, HAa WHGOpMALUsi, KOATO
MIPUHAJICKU HA BB3JIOKHUTEINS, WK WH(MOPMAITUS 32 CAMOJIMYHOCTTA HA YYaCTHUIIUTE.

1.16. JloroBop

[Tucmeno, naTupaHo U MOAMUCAHO CIIOPA3yMEHHUE MEXY JBE UIIU MOBEYE CTPAHH, C KOETO Ca OMPEICICHH BCUYKH MEPKH TI0
BB3JIaraHe, pa3npe/esieHre Ha 3a7aud U 3abJKSHHS U aKO € MPUII0KUMO, ((MHAHCOBH BBIIPOCH. [IpOTOKOIBT MOXKeE J1a CIIyKH 32 OCHOBA
Ha JIOrOBOD.

1.17. Koopaunupania KOMHCHS

Komucus, xosiTo MOXe Ja ce€ Ha3Hauu OT BB3JIOKHUTENS, 3a KOOpJAWHUpAHE Ha JEHCTBUSITA TMPU MPOBEKIAHETO HA
MHOTOLIEHTPOBU KJIMHUYHU U3MUTBAHUS.

1.18. Koopaunupaii uscienoBares

N3cnenoBaren, Ha3HAYEH C 11€J1 KOOPAUHUPAHE HA U3CIIEI0BATEIUTE OT Pa3IMYHUTE IIEHTPOBE, YYACTBAIIM B MHOTOLIEHTPOBO
W3TUTBAHE.

1.19. loroBopua uscnenosarencka opranuzanus (A1O)

DuU3NYECKO U IOPUANYECKO JIMIIEC WM HaydHa OpraHu3alusl, CKI0YUIa JOTOBOP C BB3JIOKHUTENS 32 U3ITBIHEHUE HA €THA WUJTH
MOBEYE OT CBHP3aHUTE C U3MUTBAHETO (PYHKIIUU U 33bIIKCHHS Ha BB3IIOKUTEIS.

1.20. IupexteH nocThi

Paspemienne 3a u3cienBane, aHau3upaHe, IPOBEPKA U BH3MPOU3BEKIaHE HA BCUUKHU 3allUCH U JOKJIAIU, KOUTO Ca BaXKHH 32
OIICHKAa Ha €IHO KJIMHUYHO H3MHUTBAHE cliej] paspenieHue. Bceska crpanHa (Hamp. MECTHUTE WM UYYKIUTE DPETYIAaTOPHU OpraHw,
MOHHUTOPHPAIINTE HAa BBH3TOKUTENS U MPOBEPSBAIIUTE) C TUPEKTEH JOCTHI B3UMa BCHUYKH HEOOXOAMMH TPEINa3sHU MEPKH CHIIACHO



IPWIOKUMUTE HOPMAaTUBHU M3MCKBaHMsI 32 3al1a3BaHE HA NOBEPUTEIHOCTTa OTHOCHO CaMOJIMYHOCTTA HAa YYaCTHULIUTE U IPUTEKaBaHATA
OT BB3JI0XKUTENS HH(POpMALIHSL.

1.21. HokymeHTanus

Bceunuku 3anucu BbB BeskakBa (opma (BKI., 0e3 Ja ce orpaHuyYaBa J10, MUCMEHH, eJIeKTPOHHHU, MAarHUTHY, ONITUYHU 3aIlUCH,
esnekTpoeHIedanorpaduu, peHTreHorpaguu, eneKTpoKapIuorpaMu, XpOMaTOTPaMu ), OTIMCBAIIN WM 3alIUCBAIIN METO/Ia, TPOBEXKIAHETO
W/WIIN pe3ynTaTa oT U3IUTBAHETO, (PAaKTOPUTE, BIUACIIA HAa U3MIUTBAHETO U IIPEIIPUETUTE ACHCTBUS.

1.22. OcHOBHO A0cue Ha KIMHUYHO U3IIUTBAHE

OCHOBHOTO 10CH€ Ha KIIMHUYHO U3IUTBAHE C€ CbCTOM OT OCHOBHH JOKYMEHTH, KOUTO CAMOCTOSITEITHO UJIH 3a€/IHO II03BOJISIBAT
OLICHKA Ha MTPOBEKJAHETO Ha KIIMHUYHOTO U3MUTBAHE U KAYECTBOTO HA MOJIyUEHUTE PE3YyITATH.

1.23. OCHOBHM TOKYMEHTHU

JIOKyMEHTH, KOMTO CaMOCTOSITEJIHO WJIM 3a€JHO IO3BOJIABAT OLEHKAa Ha IPOBEKIAHETO HA KIMHUYHOTO M3IUTBAHE U
Ka4eCTBOTO HA MOJYyYEHUTE pe3yJTaTH.

1.24. 1o6pa knunnuHa npaxtuka (JKII)

CBBKYNHOCTTa OT MEXIyHApOAHO NPU3HATU €TUYHU U HAYYHU U3UCKBAHMS 32 KAUECTBO, KOUTO C€ CMa3BaT IpH IJIAHUPAHETO,
IPOBEXAAHETO, OTYMUTAHETO U JJOKJIAJIBAHETO HAa KIIMHUYHU U3IUTBAHMsI, KOUTO J1aBaT TapaHIys, Y€ JaHHUTE U JOKJIaJBAHUTE PE3yJITaTU
ca IpaBJIONOA00OHM U TOUHU U Y€ ca 3alla3eHH IpaBaTa, HEIPUKOCHOBEHOCTTA U MIOBEPUTEIHOCTTA HA YUACTHULIUTE.

1.25. He3zaBucrMa KOMUCHS 32 OLIEHKA Ha PE3yJITaTUTE

He3zaBucuma KoMuCHS 32 OLIEHKa Ha pe3yJITaTUTE, KOSITO MOXKE J]a Ce Ch3/1aJie OT BB3JIOKHUTENS 32 OLICHKA Mpe3 ONpeAeIeHU
MHTEPBAJIM OT BpEME Ha Iporpeca Ha €HO KIMHUYHO U3MUTBAHE, JaHHUTE 3a O€30MaCHOCT, OCHOBHUTE MapaMeTpy Ha €(pUKaCHOCT U 3a
(dopmupaHe Ha MPENOPBKU KbM BB3JIOKUTENS NaIM Ja NPOABIKU, IPOMEHH WM Jia TPEKPaTH N3MUTBAHETO.

1.26. He3zaBucum cBuaeren

JIuie, KOeTO: He y4acTBa M HAMa MHTEPEC OT KIMHUYHOTO U3MUTBAHE; HE MOKE J1a ObJie MOBIMSHO OT CTpaHa Ha yYaCTHULIUTE
B M3IUTBAHETO; IPUCHCTBA HA MOJIMMCBAHETO HA NH()OPMHUPAHOTO ChIJIACHE, aKO YYACTHUKBT WJIM HETOBUSAT 3aKOHEH IMPEICTAaBUTEN HE
Morar Jia 4eTaT, ¥ mpouuTa (popmara 3a ”HGOPMHUPAHO ChIIacHe U BCIKAKBA Ipyra MUCMeHa MH(OopMaIus, Mpe1ocTaBsiHa HAa yYaCTHULIUTE.

1.27. Komucus no eTuka

HezaBucuma cTpykTypa (MHCTUTYLMOHAJIHA, PETMOHANHA, HALMOHAIHA WIM HaJHAIMOHAJHA KOMHUCHS WIH KOMMTET),
CbhCTaBEHA OT MEAMIIMHCKU/HAYYHH CIIEUAINCTH U HEMEAUIIMHCKI/HEHaYyYHH WwieHoBe. OCHOBHATa OTTOBOPHOCT HA KOMUCHSATA 0 €TUKA
€ Jla ce 3arasAr npaBaTa 1 0€3011aCHOCTTa Ha XOpaTa, y4acTBaIllM B U3IIUTBAHETO, U J]a Ce MIPECTaBU MyOJIMYHO YBEPEHHUE HA Ta3H 3allHUTA.
3amuTaTa ce peanusupa 4pe3 pasriiekiaHe M JlaBaHe Ha CTAaHOBMILE MO MPOTOKOJAa HAa KIMHUYHOTO M3MUTBAHE U MaTepUAINTE 3a
NoJIy4aBaHe U JIOKyMEHTHpaHe Ha HH(POPMUPAHO ChIJIACHE HAa YYACTHUIIMTE U OICHKA JaH M3CJIeA0BaTEeNUTe, YCIOBHUATA, METOJIUTE 32
MIPOBEXAaHE HA U3MUTBAHETO Ca MOIXOISIIH.

1.28. Mudopmupano crriacue



Nudopmupano chriacue € BOJICHU3SBICHHUE, KOSTO TpsiOBa na ObJe MUCMEHO, TUYHO AATUPAHO W TOJIMHUCAHO, 33 y4acTHe B
KJIMHUYHO W3MHUTBAaHE, B3€TO HAITBJIHO CBOOOHO CJIe]] HAUIC)KHO YBEOMIBAHE OTHOCHO HETOBOTO €CTECTBO, 3HAYMMOCT, IOCJICJACTBHUS U
PHUCKOBE ¥ MOAXO/SIIO JOKYMEHTHPAHO OT BCSIKO JIMIIE, KOGTO € CIOCOOHO /1a JIajie ChIIIaCUEeTO CH, MU KOTaTO JIUIIETO HE € CIIOCOOHO /1a
Jajie ChIIIaCHUETO CH - OT HETOBHS 3aKOHEH MPEICTABUTEI.

1.29. Uucnexknus

Odunmanna mpoBepka Ha KOHTPOJIHUTE OPraHd BbPXY MOKYMEHTH, YCIOBHUS, apPXUB U BCUUKH JIPYTd M3TOYHMIIM HA JaHHH,
KOUTO C€ MpUEMaT OT TsX 32 CBHP3aHU C KIMHUYHOTO M3MUTBAHE U MOTAT JIa C€ ChXPaHSIBAT B MSCTOTO HAa MPOBEKIAHE HA KIMHHYHOTO
u3nUTBaHe, oduca Ha BB3I0xkuTess/JJMO umm apyru Mecta, KOUTO T€3W KOHTPOJIHH OPTaHM MPUEMAT 3a MOAXOISIIIH.

1.30. Uactutyuus (MEIUIIMHCKA)

JleueOHM 3aBe/IcHUS, B KOUTO CE MPOBEKAAT KJIMHUIHU HU3ITUTBAHUSI.

1.31. MexauHeH ToKIa) 3a KIMHAYHO W3IHTBAHE

Jlokniag 3a BpeMEHHUTE PE3yNTaTH OT MPOYYBAHETO M TSAXHATa OLIEHKAa B3 OCHOBA HAa aHAIM3H, HANpPaBEHU IO BpeMe Ha
MIPOBEKTAHETO HA KIIMHUYHOTO U3IHTBAHE.

1.32. 3nuTBaH J€KapCTBEH MPOIYKT

W3nuTBaH nekapcTBEH MPOAYKT € JIeKapcTBeHa (popMa Ha aKTUBHO BEIECTBO WIIH IIAe00, KOSTO Ce M3IMUTBA WIIH H3II0JI3Ba
KaTo CpaBHEHUE B KIIMHUYHO U3MUTBaHE, BKIOYUTEIHO IPOAYKTH, 32 KOUTO UMa U3/IaJIeHO pa3pellieHue 3a yoTpeda, HO ce U3MOI3BaT 3a
HEpa3pelIeHO TOKa3aHUe WM C OIJIe] IMOTy9YaBaHe Ha JOMBJIHUTEIIHA HHPOpPMAITUS 3a pa3pemieHaTa Gpopma, Wi ca KOMIUICKTYBaHH (B
JIeKapCTBEeHA (popMa MIiIM OMMaKOBaHM) 10 HAYWH, Pa3JIMUCH OT pa3perieHara opma.

1.33. I'nmaBeH nscnemoBarein

I'maBeH wu3cnemoBaTeNn € OMPENENCHUSAT OT BB3IOXKHUTENS JIeKap WIM JieKap MO JCHTaTHa MEAWIMHA, KOHTO PBHKOBOIU
ISJIOCTHOTO TIPOBEX/TaHE HA KIIMHUYHOTO M3MHMTBAHE B IICHTHPA B CHOTBETCTBHE C OJOOPEHHUS MPOTOKON U phKoBOACTBOTO 3a JIKII n
OTroBaps 3a paboTaTa Ha U3CIEI0BaATEINTE.

1.34. Uscnenosaren

N3cnenoBaren e onpeneneHusT OT BH3JI0KHUTENS U OT TTIaBHUS U3CJIeI0BaTeN JIeKap WiIH JeKap Mo AeHTaTHa MEAUIIMHA, KOUTO
MPAKTUYECKH TPOBEXKIa KIMHWUYHOTO W3MHUTBAHE IOJ] PHKOBOACTBOTO Ha TJIABHUS WM3CIICOBATEN CBHITIACHO OJOOPECHHS MPOTOKONI U
pbroBoacTBOTO 32 JKII B M3cnenoBaTenckusi EHTHP 32 MPOBEXKAAHETO HA KIMHUYHOTO M3MUTBAaHE. AKO KIMHMYHOTO HU3MHUTBAHE CE
MPOBEXIA OT EKHII, U3CIEAOBATEIAT € PHKOBOIUTEIIAT, KONTO OTTOBaps 3a €KHITa, M CE HapHuya TJIaBeH U3CIIeI0BaTEll.

1.35. Bpourypa Ha u3cieaoBaTens

JIOKYMEHT, ChIbpIKalll BCHUKH KIMHAYHU ¥ HEKIMHWYHU JaHHU 32 HW3CIICJBAHUS/TE JICKAPCTBEH/W TPOAYKT/H, KOUTO Ce
OTHACAT 32 MPUJIATAHETO HAa W3MUTBAHUTE JIEKAPCTBEHU MPOIYKTH BHPXY XOpa.

1.36. 3akoHEH MpecTaBUTeN



DU3NYECKO JULE, KOETO ChIVIACHO JIEHCTBAIIOTO 3aKOHOJATENICTBO € 3aKOHEH MPEACTaBUTENI M MOXKE Ja JaJie ChIJIacue 3a
y4acTUETO Ha ObJEIINS YYaCTHUK B KIMHUYHOTO U3MHUTBAHE OT HETOBO UME.

1.37. Mouuropupane

JleiicTBre 3a HaOMIOICHNE HA Pa3BUTHETO HA KIMHUYHOTO U3MHUTBAHE U FrapaHTUPAHe, Ye TO Ce MPOBEXKA, 3aMMCBa U I0KJIa/1Ba
B cboTBeTCTBUE C npoTokona, COIL, AKII u npunoxumuTe HOpMaTUBHU U3UCKBAHMSL.

1.38. Jloknag OoT MOHUTOpHUpPAHE

Ilucmen nokiajg OT JIMLETO, M3BBPIIBAIIO MOHUTOPHPAHE, A0 BB3JIOXKHUTENS CJIEH BCSIKO IIOCEIIEHUE HAa MACTOTO Ha
MIPOBEXAAaHE W/WJIHM BCSIKA CBbpP3aHa ¢ U3MUTBaHeTO KoMyHHKaIMs cbriiacHo COII Ha Bb3110KHUTES.

1.39. MHOTrOLIEHTPOBO U3IIUTBaHE

KnuHuyHO W3nuTBaHe, KOETO Ce MPOBEXJa MO €IUH MPOTOKOJ, HO B IMOBEYE OT €AMH LEHTHbP M OT IOBEYE OT EAHH
u3cienoBarel. V3cienoBaTecKuTe EHTPOBE MOTaT J1a OBbJaT pasloyIoKEHH Ha TEPUTOPHUATA HA €/IHA JbpKaBa WICHKA, HAa TIOBEYE OT
eIHa IbprKaBa YICHKA W/WIH B IbPXKABU YICHKU U B TPETH AbPKaBH.

1.40. HexmuHUYHO U3NTUTBAHE

buomeaunnHCcKO N3NUTBaHE, KOETO HE c€ MPOBEXk A BbPXY XO0pa.

1.41. TIpoTokoun

[IpoTokon Ha KIMHUYHO MU3MHUTBAHE € JOKYMEHT, KOWTO OMHMCBA LIENTa/I[ENUTe, MPOEKTa, METOI0JIOTUATA, CTATUCTHYEeCKaTa
00paboTKa ¥ OpraHu3anusATa Ha U3MUTBAHETO. [IpOTOKOIBT BKIIIOYBA M BCHYKH MTOCTIE/IBAIIM N3MEHEHHS U IOITBTHEHUS B HETO.

1.42. ITpomsiHa Ha MPOTOKOJI

[Mucmeno onucanue Ha U3MEHEHHE/S1 WM O(DHUIIMAIHO TTOSICHEHUE Ha TIPOTOKOJI.

1.43. OcurypsiBaHe Ha KaueCTBOTO

Benuky miaHupaHu M CUCTEMaTH4YHU JEWCTBUSA, KOMTO Ca YCTAHOBEHM C II€J1 Ja C€ OCUTYpH, Y€ JIaHHUTE ca MOJIy4eHH,
JOKYMEHTHpaHU (3amMcaHu) U JOKJIaJBaHU M 4Ye M3MMTBAaHETO ce npoBexnaa B cboTBercTBUE ¢ JIKII M mpuiiokxumure HOpMaTUBHU
W3HUCKBaHUS.

1.44. KauecTBeH KOHTPOJ

PabGoTHU TEXHUKU U JEHCTBUS, IPEANPUETH B pAMKHUTE HA CUCTEMAaTa 3a OCUTypsIBaHE Ha KaueCTBOTO, C 11€JI IPOBEpKa J1ajlu ca
M3IIBIIHEHN N3MCKBAHUATA 3a KAYECTBO HA CBBP3aHUTE C U3MUTBAHETO IEHHOCTH.

1.45. Paumomu3zarmus

IIpouec 3a pa3npenensHe Ha YYaCTHULIUTE B U3MUTBAHETO WJIM KOHTPOJIHUTE IPYIIN, KaTO CE U3II0I3BA €JIEMEHT Ha CIy4ailHOCT
¢ 11eJ1 U30sirBaHe Ha OTKJIOHEHMS.

1.46. Perynaropau opranu

Hanmonannu KOMIIETEHTHM OpraHM 3a KOHTPOJI Ha KayecTBOTO, €(EeKTUBHOCTTAa M 0€30MacHOCTTa Ha JIEKAPCTBEHUTE
IPOAYKTH, KAKTO U OPTaHUTE, KOUTO OLIEHABAT MOJaleHaTa KIMHUYHA JOKYMEHTALMS U POBEXKIAT MHCIIEKIUH.



1.47. Cepuosno Hexenano croutne (CHC) unu ceprosna Hexenana nekapcrBena peakuus (CHJIP)

Bcekn HeOnaronpusteH epekT WM MPOMSHA B 3JPaBHOTO CHCTOSHHE, KOWTO € CTaHaJ NMPUYMHA 32 CMBPTEH H3XOI,
HEIMOCPE/ICTBEHA OMAacHOCT 3a >KMBOTA, XOCIUTAIU3AIMSA WU YAbJDKABAHE HA CPOKAa Ha XOCIHTAJIW3AIUs, 3HAUUTEIHU WA TpalHU
YBPEXKIaHWS, HHBATUIU3AIUS U BPOJICHH aHOMAJIUH.

1.48. U3xoanu naHHU

smarta wHGOpMAIS B OPUTHMHAIHUTE 3allMCH M 3aBEPCHUTE KOMHS HA OPUTHHAIHUTE 3allMCH HA KIWHUYHU HAXOIKH,
HAOIIO/IEHUS ¥ IPYTH IEHHOCTH B €JHO KIIMHUYHO M3MUTBAHE, HEOOXOIMMU 3a IPEeCh3/IaBaHe U OLIEHKA Ha U3ITUTBAHETO.

1.49. V3x0o1HU TOKYMEHTH (JIOKYMEHTH - U3TOYHHIIH )

OpurvHaJIHU JOKYMEHTH M 3allMCH, B KOUTO JIAHHUTE CE€ 3allMCBAT 3a MBbPBH BT CJE MOJTYyYaBAHETO UM (HAmp. OOJTHUYHU
3aMuCHy, KITMHUYHY U CITY>KeOHU CXeMHU, 1a00paTOPHU 3aITUCKH, OEIEeKKH, JHEBHUIIM Ha MAMEHTUTE WM CIUCHIIHU 3a POBEPKa, 3aMKCH 32
pa3ziaBaHe Ha JIEKAPCTBEHH MPOJIYKTH OT anTeKara, 3allMCy OT aBTOMAaTUYHU YPEJIr, 3aBEPEHU KOIHUSI OT 3aIMCHU CJIE]] TOTBBPKICHUE, Ye
ca TOYHHU Komusi, MUKpoduiose, oTorpad)CKu HEraTUBH, MUKPOMOUIMUA U MarHeTO(OHHHU 3allMCH, PSHTTEHOBU CHUMKH, (halijIOBETE HA
YYaCTHUIUTE, 3aIHCH, ChXPAHIBAHH B allTEKaTa, B JIAOOPATOPHUATA K MEIUIIMHCKO-TEXHIUYECKH CITYKOH, BKIIFOUCHU B H3MTUTBAHETO).

1.50. Be3noxuren

OU3NIECKO WIH IOPUANYECKO JIUIE, MHCTUTYIUS YT OPTaHHU3aIHs, KOSATO OTTOBaps 3a 3all0YBAHETO, YIPABICHUETO W/WIIH
(MHAHCHPAHETO Ha KJIMHUYHOTO M3IUTBAHE.

1.51. Bp310KUTEI-U3CIIe0BATEI

du3nvecko JuIle, KOETO eTHOBPEMEHHO 3a110YBa U MPOBEXK/IA €IHO KIMHUYHO U3MUTBAaHE, CAMOCTOATEIHO UJIH C APYTH JIUIIA,
M TI0JI YHUETO HEMOCPEJACTBEHO PBHKOBOJCTBO HM3CICABAHUSAT JICKAPCTBEH MPOIYKT CE IMpuUjiara, pasz/iaBa Wid yrnoTpeOsiBa OT IMAaIlMEHT.
OnpenesieHHETO HE BKJIKOYBA HOPUAMYECKH JMIA M HAyYHW OpraHu3alMH. 3aIb/DKEHHUSATAa Ha Bb3JIOXKHUTENI-U3CIeA0BaTeNl ca
€THOBPEMEHHO T€3H Ha BB3JIOKUTEIS U HA U3CIIE0BATEIS.

1.52. Crannaptau onepatusau npouenypu (COIT)

[Mucmenn neTaiiyTHA UHCTPYKIIMH 32 MTOCTUTaHE HAa €THAKBOCT B M3BBPIIIBAHETO HA crielUpUIHA (QYyHKIIUS.

1.53. CeuscnenoBaren

Bcesiko nunie, uneH Ha KIIMHUYHUS U3CIIEI0OBATEIICKHA €KHUIl, HA3HAUYCHO U PHKOBOACHO OT TJIABHHS U3CIEA0BATENl B MSICTOTO Ha
MPOBEXAaHE Ha KIIMHUYHO M3MUTBAHE 32 U3BBPIIBAHE OCHOBHHU BHB BPb3Ka C M3MHUTBAHETO NEHCTBUS W/UIHU J1a B3MMa BaXKHU PEIICHUS
(Hamp. ChTPYAHMIIM, CIEUAIN3AHTH, JOKTOPAHTH).

1.54. YyacTHUK B U3IIMTBaHE

Jlutie, KOETO € BKJIFOYEHO B KJIMHWYHO HW3MHUTBAHE, KaTO IMOJy4YaBa W3MHUTBAH JICKAPCTBEH MPOIYKT M y4acTBa KaTo
KOHTPOJIMpAIl.

1.55. Pa3nio3HaBaresieH Ko Ha yYaCTHUIIATE



VYHuKaneH pasno3HaBaTENIEH KOJ 3a O3HAYaBAaHE HAa BCEKM YYAaCTHUK B KIMHUYHO W3MMTBAHE OT M3CIENOBATENs C LEI
3ara3BaHe Ha HEroBaTa CaMOJMYHOCT M M3IMOJI3BaH BMECTO MMETO Ha YYaCTHMKA MPH JOKIAJABaHE HA HEXKEJTaHH CHOUTHS W/WIU APYrd
CBBbP3aHU C U3MUTBAHETO JAHHU.

1.56. LleHTbp HA KJIMHUYHO U3IUTBAHE

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

1.57. HeouyakBaHa HexxellaHa JICKapCTBEHA PEAKIIH

3a HepaspelleHU 3a ynoTrpeda MpOIyKTH - HEXKENaHa JIEKapCTBEHA peaklus, YMUTO XapakTep, TEXECT WM HM3X0J He
CBHOTBETCTBAT Ha MH(OpMaNMITa 32 W3NHUTAHUA JIEKApCTBEH MPOAYKT, MOCOYEHA B Opolrypara Ha U3cjenoBaTess. 3a pa3peuieHH ca
yrnoTpeda MPOIYKTH - HEKeJaHa JIEKapCTBEHA PEaKIHs, KOSATO HE € IMOCOYCHA B KpaTKaTa XapaKTePUCTHKA Ha MPOAYKTa WIH YUHTO
XapakTep, TeKECT UM U3XO0J] HE OTTOBApAT HA TIOCOUYCHUTE B KpaTKaTa XapaKTepUCTHKA Ha MPOAYKTA JaHHU.

1.58. Ya3Bumu rpynu

JIuia, yueTo >KelaHue 3a y4acTHe B €IHO KIMHUYHO U3MUTBAHE MOKE Ja ObJie MOBIUSIHO OT OYaKBAHETO HA MOJ3UTE WU OT
MIOJIO’KEHHUETO UM CIPSIMO MO-BUCIIM CIIY)KUTEJIH B HiepapXusara, CBbP3aHu C Y4acTUETO WIJIM OTKa3 OT y4yacTHe, HalpUMep: CTYJIEHTH 110
MeAMIIMHA, JCHTAJIHAa MeIUlrHA, (hapMmaius Ui MEOUIMHCKH CECTPHU, CIYKUTENIU BBHB (papMaleBTUUYHATA HHIYCTPHS, CIYXKEIUd B
apMHUsITa U JIMLA, JIUILIEHU OT cBOOO1a.

Jlpyru 3acTpalleHd Y4acTHULM Ca MAUEHTH C HEU3JICYMMH 3a00JsBaHUs, JIMIA B CTAPUYECKH JOMOBE, 0e3pabO0THU WM
IPOCEIIN, MAUEHTH B CIEIIHN ChCTOSIHUS, IPYIHU OT €THUYECKH MAJILIMHCTBA, O€3MPU30PHH, CKUTHULIM, HEITBJIHOJIETHU U TAKHUBA, KOUTO
ca HeCIocoOHU J1a a/iaT ChIiiacue.

1.59. bnarononyuyue (Ha y4aCTHUIIUTE B KIMHUYHU U3IUTBAHMS)

dusnueckaTa U ICUXHUUYECKaTa HEMPUKOCHOBEHOCT HAa YYACTHUIUTE B KIIMHUYHOTO U3MUTBAHE

2. Ilpunuunu wa JIKII

2.1. KnuHUYHUTE U3NUTBAHUS CE TIPOBEXK/IAT B CHOTBETCTBUE C ETUYHHUTE NMPUHIIUIN, KOUTO ca 3a10KeHu B [leknaparusita ot
Xen3unku u cborBeTcTBAT Ha JKII 1 mpriioxxumMuTe HOpMaTUBHU U3UCKBAHUA.

2.2. llpenu na e 3armovyHaio eHO U3MUTBAHE, CE CPABHIBAT BCUYKY MIPEABUINMH PUCKOBE C OYaKBaHaTa M0J13a UHIUBHUIYAITHO
3a yYaCTHHKA U 32 00111ecTBOTO. ETHO KIMMHUYHO M3NMTUTBaHE MOXKE J]a 3alI0YHE U J1a POIBIKU CaMO aKo MPEIBUIUMHUTE TIOJI3U OIPaB1aBaT
PHCKOBETE.

2.3. [IpaBara, 6€30MacHOCTTa U OJIATOMOIYYUETO HA YIACTHULIUTE B U3MUTBAHETO Ca OT IbPBOCTETICHHO 3HAUCHHUE U CTOSIT HaJl
WHTEPECUTE Ha HayKaTa M OOIIECTBOTO.

2.4. HanuuHara HEKIMHUYHA W KIMHUYHA WHGOpMAIUs 32 M3MUTBAHUS JIEKAPCTBEH MPOJIYKT TPsAOBA J1a € JOCTaTh4yHA B
MOJKpeNna Ha MPe/IJIOKEHOTO KITMHUYHO U3ITHTBAHE.

2.5. KnuanyHuTe n3nuTBaHus TpsOBa a ca HAYYHO 3HAYMMHU U OMHMCAHU B SICEH U JETAIN3UPaH MPOTOKO.



2.6. EqHO KIMHUYHO M3MHUTBAHE CE MPOBEXK/Ia B ChOTBETCTBHE C MPOTOKOJ, KOWTO € MPEIBAPUTEIHO 0JJ00pEH OT KOMUCHSITA
0 eTHKA.

2.7. MeauuuHCKOTO HAOII0ACHNE U MEIULIMHCKUTE PEIIEHUs, TI0 OTHOIIIEHHE HAa YYaCTHHUIIUTE, CE B3€MAT OT JIEKap MUJIA KOraTo
€ HeoOXOIMMO - OT JIeKap IO JICHTaTHa MEeIUIIMHA.

2.8. Bcesiko mmiie, HATOBAPEHO € MPOBEXKAAHE HA KIMHUYHO M3MUTBAHE, MPUTEXKaBa 00pa3oBaHUe, KBaTH(UKALKSA U OMUT 32
U3IBJIHEHHE HA CHOTBETHUTE CBBP3aHU C U3MUTBAHETO 33bIDKCHUS.

2.9. llpeau BKiIIOUBaHE B KIMHUYHO U3MUTBAHE OT BCEKH YYACTHHK CE MOJy4yaBa CBOOOIHO 1a/ieHO WH(POPMHUPAHO ChIIIaCHe.

2.10. Isanara mabOpManus 3a KIMHUYHOTO NPOYYBAHE TPAOBa Ja € 3alucaHa, MOJAbp)KaHa M ChbXpaHsABaHA 110 HAYMH,
MO3BOJISIBAIL HEMHOTO TOYHO JOKJIAABaHE, HHTEPIIPETAINS U TPOBEPKA.

2.11. IToBepuTemTHOCTTA HA TOKYMEHTHTE, KOUTO MOTaT Jia pa3KpHUAT CAaMOJIMYHOCTTAa Ha YYacTHHIIUTE, CE 3ala3Ba, KaTo ce
crasBaT U NPUIOKUMHUTE HOPMATHBHH U3MCKBAHUS 32 TalfHA U TIOBEPHUTEITHOCT.

2.12. V3nuTBaHMTE JIEKapPCTBEHU IMPOAYKTU C€ MPOM3BEXKAAT, MOATbPKAT MU ChXPAaHSABAT B CHOTBETCTBUE C MPUIIOKUMATA
JIIII. Te ce u3mon3Bar B ChOTBETCTBUE C OJI00PEHUS TTPOTOKOJI.

2.13. BbB BCHYKM €Tany Ha KIMHWUYHOTO M3MHUTBAHE CE€ BBHBEXKIAT MPOLEAYPH, OCHTYPSIBALIM KaYe€CTBOTO Ha BCEKH €Tal OT
NPOBEXJaHE HA MPOYYBAHETO.

3. Komucus no etuka

3.1. 3agbpiDKeHus

3.1.1. Besika komucHs 110 €THKA 3all[UTaBa IpaBaTta, 0€3011acHOCTTa U OJIaronoJydueTo Ha BCHUKH YYaCTHUIU B KIMHUYHOTO
n3nuteaHe. CrienuaniHo BHUMAaHKE C€ OTIENs Ha KIMHUYHY W3NIUTBAaHUsA, KOUTO BKIIFOUBAT YSI3BUMHU I'PYIH MALUEHTH.

3.1.2. KomucusTa 1no eTvka mojy4yaBa CIE€JHUTE JOKYMEHTU: MPOTOKOJ Ha KJIMHUYHOTO M3MUTBaHE/TIPOMEHH, ¢opMma 3a
MUCMEHO UHPOPMUPAHO CHITIACKE U TPOMEHHU B T€3U (POPMU, KOMTO U3CIIEI0OBATEIIAT MpeJylara a ce U3M0I3BaT B KIMHUYHOTO U3MUTBAHE,
npoueaypH 3a HaOupaHe Ha MaluueHTH (Hamp. o0sBU), MUCMeHa MH(OpMalKs 32 YYaCTHULIUTE, OpoIIypa Ha W3CleA0BaTeNs, HaTuYHaTa
uHopmanus 3a 0e30MacHOCT, HH(pOopMaNK 3a 3aIlalllaHe U KOMIIEHCallUs Ha MAllMeHTUTE, 3aCTPaxoBKa 3a MalMeHTUuTe/ 100pOBOJIIUTE U
U3CcJeI0BaTeNNTe, akTyallHa aBToouorpadus Ha U3ClIeA0BaTeNs/UTe W/WIN IpyTd JOKYMEHTHU 3a JI0Ka3BaHEe Ha KBaIU(UKaLUATAa UM U
JPYTU TOMMBIHUTEIHU JOKYMEHTH, KOUTO KOMUCHSTAa MOKE J1a M3UCKa 3a OCHIIECTBABAaHE HAa (YHKIIMUTE CH.

Ts pasriexna npeioKeHOTO KIMHUYHO U3MUTBAaHE B ONpEAENIEHUs! OT 3aKOHA CPOK M JIOKYMEHTHpa CBOETO CTAaHOBHILE B
IIMCMEH BUJL C SICHO ITOCOYEHH T€MA Ha KIIMHUYHOTO U3MUTBAHE U MIPETJIEIaHUTE JOKYMEHTH U JAaTUPAHO MO0 OTHOLIEHHUE Ha CIEIHOTO:

3.1.2.1. TIOJIO’KUTETHO CTAaHOBHIIIE;

3.1.2.2. u3ucKaHM NIpen NOJOKUTEITHO CTAHOBUIIE H3MEHEHHUS,

3.1.2.3. oTpUIIaTEITHO CTAHOBHIIIE;

3.1.2.4. npoMsiHa Ha Beue U3aJCHO MOJOKUTEIHO CTAHOBUIILIE.



3.1.3. KomucusTa mo eruka mpeleHsBa KBaln(UKaIUaTa Ha U3CICA0BATENS 32 MPEIOKCHOTO KIMHUYHO U3MHUTBAHE OT
IpeJcTaBeHaTa aKTyajaHa aBToOuorpadus Ha N3CiIe0BaTels U/WIN APYrd CbOTBETHU JOKYMEHTH, KOUTO MOKE /1a U3UCKA.

3.1.4. KomucusTa 1o eTuka HpoBeXk/Ja TEKYyIl Hag30p HaJ BCSKO MPOBEXKAALI0 C€ KIMHUYHO M3IUTBAHE Ha WHTEPBAIH,
CBhOTBETCTBAIIIM Ha PUCKa 3a XOpaTa, HO HEe I0-MaJIKO OT BEIHBX I'OAUIIHO.

3.1.5. Ilo cBOs mpeneHKa KOMUCHUSATA IO €TUKA MOXKE J1a U3HMCKa MPEACTaBIHETO Ha MoBeue WH(GOpMAIHs OT ONMUCAaHATa B T.
4.8.10, xoraTo TOBa JOI'bJIHEHHE MMA 3HAYEHUE 3a 3alla3BaHe Ha IpaBaTa U 0€30MacHOCTTa W/WIM 3PaBETO Ha MAlUeHTUTE.

3.1.6. B ciiyuaute 1o T. 4.8.12 u 4.8.14, koraTo 3a MPOBEKJAHETO HA HETEPANIEBTUYHO U3IUTBAHE € HEOOXOAUMO ChIITACHETO
Ha 3aKOHEH MpeACTaBUTEN Ha yYaCTHHKA, KOMUCHSTA 10 €THKa Ce IMPOMU3HACA 110 BBIPOCA, JaJIU MPEIOKEHUAT IPOTOKOJ U/ UK APYTH
JIOKYMEHTH ChBIA/aT C ETUYHUTE HOPMHU U JAJIM OTIOBAPSAT HA MPUWIOKUMHUTE HOPMAaTUBHU U3UCKBAaHMs 3@ TAKBB TUIl U3IIUTBAHUS.

3.1.7. B ciyuaute no 1. 4.8.15, xoraro npoToKoJbT Ha KIMHUYHO M3MMTBaHE [103BOJIIBA BKJIIOUBAHE HA MALMEHT, O6€3 Ja e
BB3MOKHO HETOBOTO HEMOCPEACTBEHO MUCMEHO ChIVIACUE WJIM ChIJIACMETO HA HETOBUS 3aKOHEH IPEJICTABUTEIN, KOMUCHUATA 10 €TUKA CE
HOpoM3Hacs IO BBIPOCA, AU IMPEUIOKEHUAT IUIAaH W/MIM JPYrd JOKYMEHTH CBhBIAAAT C €TMYHUTE HOPMU M Jajdd OTTOBapsT Ha
IPWIOKUMUTE HOPMATUBHU U3UCKBAHUS 32 TAKbB TUI U3IUTBAHUS.

3.1.8. Komucusita o eTuka npeneHsBa JJOKOJIKO pa3MepbT U METOIBT 3a 3aIlIalllaHe Ha 3[paBUTE JOOPOBOJIIIM/TIALUEHTUTE
BJIMSISIT HA CHITIACHETO MM 3 YUACTHE U IAJIH PEIICHUETO UM Iie Obe B3€TO CBOOOIHO. 3aIulalianusaTa Ha €/IMH YYaCTHHK TpsOBa 1a Obaat
pasnpeaeneHy IPONOPLHUOHAIHO U J1a HE 3aBUCAT U3LSJIO OT 3aBbPLIBAHETO HA U3MMTBAHETO OT YYaCTHHUKA.

3.1.9. KomucusiTa 1o eTrka OCUTypsiBa BKJIIOUYBAHETO BHB (hopMaTa 3a MUCMEHO MH(POPMUPAHO CHIIIACHE M BB BCSAKA IpyTa
nUCMeHa MHGpOpMalLKs 32 yYaCTHHKA Ha MHGOpMaLMATa 10 OTHOIIEHHE Ha 3aIUIallaHeTO Ha 3][paBUTE JAOOPOBOJILIM/MALMEHTUTE, BKII.
KOJIMUECTBO, METO/I Ha 3aIulalljaHe U MepruoJudHoCcT. HauMHbT, M0 KONTO IuIamaHeTo 1me 0b/1e pa3npeseneHo, TpsioBa 1a Obe MocoyeH.

3.2. CwcTaB, GyHKINU U J€HCTBUS

3.2.1. KomucusTa 1no eruka ce ChbCTOM OT WIEHOBE, KOMUTO KAaTO KOJEKTUB HMMAaT JOCTaThbYHO KBAIM(HUKAIMSA M ONUT Ja
pasriieaT U OLEHAT Hay4HHUTE, MEIULMHCKATE M €TUYHHUTE ACIIEKTH Ha MPEUIOKEHOTO KIMHUYHO M3NHUTBaHe. Komucusra mo eruka
BKJIIOUBA Hali-MaJIKO 7 4JICHOBE, OT KOUTO Hail-MaJKo JBaMa ¢ HEMEIUIIMHCKO 00pa3oBaHKe, PUHAHCOBO U a]MUHUCTPATUBHO HE3aBUCUMU
OT MACTOTO Ha MPOBEXK/IAHE HA KIMHUYHOTO U3IIUTBAHE.

ITo BpeMe Ha 3acefaHMsITa MOTaT Ja IJ1acyBaT U Ja U3pa3siBaT MHEHHE CaMO TE€3H YJIEHOBE, KOUTO Ca HE3aBUCHUMU OT IJIaBHUS
W3CIIE0BATEN U BB3JIOKUTEIS.

KoMmucusita mo errka cbxpaHsiBa CIIUCHK C YJICHOBETE M TEXHUTE KBAIM(PHUKAUHU, KAKTO U OPUIMATHUTE JTOKYMEHTH 3a
Ch3JaBaHETO .

3.2.2. KoMucusita 1o eTvika nu3BbpiiBa (yHKIIUUTE CH B ChOTBETCTBHE C TUCMEHH CTaHIaPTHHU OllepaTUBHHU nporenypu, ¢ JIKII
Y TIPUJIOKUMUTE HOPMATUBHU N3UCKBAHUS U ChXPaHsABA JOKYMEHTH 3a IEMHOCTUTE CU U IPOTOKOJIM OT 3aCEJaHUATA.

3.2.3. KoMucusita mo eTuka B3uMa pEIIEHUATAa CU Ha IMpeABapUTEIHO OOSIBEHHM 3acelaHMsl NPU HATMYMETO HAa KBOPYM,
OIpEZEIIEH B CTAHIAPTHUTE ONEPATUBHU MPOLIETYPH.



3.2.4. [la rmacyBaT/u3pa3siBaT MHEHUE MOTAT CaMO WICHOBETE HA KOMUCHSTA MO €THKA, KOUTO Ca y4acTBAIH B OOCHKIAHHUITA
U TIperJiesia Ha JOKyMEHTAIUsATa 110 IPOyYBaHETO.

3.2.5. U3cnenoBarensT MOXKe Ja PeCTaBs HHPOPMAIIUI BbB BCIKAKBB aCIEKT MO0 OTHOIICHNUE Ha KITIMHUYHOTO U3MUTBAHE, HO
HE MOXE Jla y4acTBa B pa3lCKBaHUATA WK Ja JJaBa MHEHHE/1a TJIacyBa [0 BpeMe Ha 3ace/laHuATa Ha KOMHUCHSTA M0 €TUKA.

3.2.6. Komucusita o eTuka Moe Jja IOKaHU €KCIIEPTU B Pa3IMYHU CHECIIUATHOCTH 3a ChJICHCTBHE.

3.3. [Ipouenypu

Komucusra no eruka pa3padoTBa, TUCMEHO JOKYMEHTHPA M Ca3Ba CTAHIAPTHU ONEPATHBHU MPOLEAYPHU, KOUTO BKIHOUBAT
CJIETHOTO:

3.3.1. onpenensine Ha chcTaBa (MMEHA U JUTHKHOCTH Ha YJICHOBETE) M OCHOBAHUE 32 HA3HAYaBAHETO;

3.3.2. niaHupaHe Ha 3acCeaHMsITa, yBEIOMSIBAHE HA YWICHOBETE U MIPOBEXKIAHE HA 3aCEaHUITa,

3.3.3. u3BBpILBaHE HA TbPBOHAYAIHA U IIOCJIE/BAIlA OLIEHKA Ha IIPOYYBaHUS;

3.3.4. onpenensHe HA YecTOTaTa Ha MEPUOMYHA TIOCTIE/IBAIlA IPEOIICHKA Ha IPOYYBaHMUS,;

3.3.5. ocurypsiBaHe Ha YCKOpPEHA OllEHKA Ha MHHUMAJIHU TIPOMEHH 32 KIIMHIUYHU M3IUTBAHMS B X0, KOUTO BEY€e ca 0J00pEHH,
B ChOTBETCTBUE C HOPMATUBHUTE U3UCKBAHMUS;

3.3.6. IOTBBPIKICHHE, Ye HUTO €IMH YYaCTHUK HE MOJKe Ja O'b/I€ BKITFOUEH B KIIMHIUYHO U3IUTBAHE, IPEIM KOMUCHATA IO €THKA
J1a U37a/1e TOJIOKUTETHO CTAHOBUIIIE;

3.3.7. mOTBBpXKIEHHE, Y€ B IMPOTOKOJIA HE MOraT Ja c€ MPHIOXKAT HHUKAKBH OTKJIOHEHHMS WM TPOMEHH Tpean
HEMOCPEACTBEHOTO MUCMEHO MOJOXKUTEIIHO CTAHOBUIIE 32 ChbOTBETHATAa MPOMSHA, C M3KIIOUEHUE HA CIydyauTe, KOraTo € HeOOXOAUMO
n305TBaHEe HA HEMOCPEICTBEHN PUCKOBE 32 YUACTHHIIMTE WIIM KOTaTO MPOMEHUTE 3acATaT JIOTUCTHYHH M aJIMUHUCTPATHBHU aCTIEKTH Ha
W3MUTBAHETO (HAMp. MPOMSIHA Ha JIUIETO, H3BHPIIBAII0 MOHUTOpUpPaHE, Tene(OHHN HOMEpa), ChIIACHO 3aIbJDKEHUATA Ha U3CIIeI0BATENs
moT.4.5.2;

3.3.8. U3UCKBaHe, Ye U3CIEeA0BATENIT BEAHAra YBEJOMsIBA KOMUCHSTA M0 €TUKA 332 OTKJIOHEHHUS WM MPOMEHH B MPOTOKOJIA,
KOraTo € Heo0X0IMMO U30ArBaHe Ha HEMOCPEACTBEHH PUCKOBE 3@ YYAaCTHUIIUTE, ChIVIACHO T. 3.3.7 U 3aIbJKEHUSITA HA U3CIIe0BaTeNs 10
T. 4.5.2 u 4.5.4; npoMeHH, yBeIUYaBallll PHUCKA 32 YYACTHHUIIUTE W/WIM 3HAYUTETHO BIMSICIIM BbPXY MPOBEXKIAHETO HA KIMHUYHOTO
u3nutBane (Bx. 4.10.2); BCUUKU HEXeJlaH! JIEKApCTBEHU PEaKIMU, KOUTO ca U CEPUO3HU, 1 HEOUaKBaHU; HOBA MH(OpMaLUs, KOSTO MOXKE
Jla 3aCerHe HEMPaBUITHO 0€30MacHOCTTa Ha JIMIIaTa WK MPOBEKIAHETO Ha KIMHUYHOTO U3MHUTBAHE;

3.3.9. u3znckBaHe, 4e KOMHUCHATA 110 €TUKa He3a0aBHO 1€ YBEJIOMH MUCMEHO M3CJIE0BATENS/UHCTUTYIUATA 32 CBBP3AHUTE C
KIIMHUYHOTO W3MUTBAHE pEIICHUS/MHEHUS, NPUYMHUTE 3a pEHICHUATa/CTAaHOBHUINATA CH M TMPOLEAYpUTE 3a O0KaaBaHE Ha
peIIeHHUSITa/CTAHOBHUIIIaTa HA KOMHCHSTA 110 €THKA.

3.4. loxymeHTH

Komucusra mo ermka chbXpaHsBa BCHYKM CHOTBETHH OKYMEHTH (HAIp. MUCMEHU CTaHIAPTHHU OINEPATUBHU TPOILEIYPH,
CIUCHIIM C YICHOBE, 3alOBEIM 3a Ha3HAYaBaHE, CIUCHIM C JUTHKHOCTH Ha YICHOBETE, JCKJIapalui 3a KOH(QINKT HAa HHTEPECH U



KOH(bI/II[eHI_[I/IaJIHOCT, npeaACTaBCHU JOKYMCHTH, IPOTOKOJIN OT 3aCCAAHUSA U KOpGCHOHI[CHI_[I/ISI) 3a nNepruoa HE MMOo-MaJIkO OT TP 'OAUHU CJIC
IMPEKpaTIBaHC HA KIMHUYHOTO U3IKUTBAHC U I' IIPCA0CTABA IIPXU ITIOMCKBAHEC HA PETr'YJIATOPHUTE OpPraHu.

Komucusra no eruka mpeaoCTaBs Ha U3CJIICA0BATCIIA, BB3JIOXKUTCIIA UK PETYJIATOPHUTC OPraHu MUCMCHUTC CU TPOLUCAYPU U
3aroBEa, OIPCACIIANIN CIIMCBhKA C YICHOBE, IIPHU ITIOMCKBAHEC.

4. N3cnenosaren

4.1. Kpanmudukanus 1 3a1bKEHUS Ha U3CIIEI0BaTeNs

4.1.1. U3cnepoBarensT/ute npuTekaBa ChOTBETHOTO 00pa3oBaHue, KBaTU(UKALKUA U OIHT, 32 J1a IPELIeHH OTTOBOPHOCTTA 3a
NPaBUWIHOTO NPOBEXKJIAHE HA KIMHUYHOTO W3MUTBAHE; OTrOBaps Ha BCHYKH HM3MCKBAHHSA, ONPENEICHU OT PEryIaTOPHUTE OpPTraHu, H
MPEJICTaBs JOKA3aTeJICTBO 32 KBATU(UKAIMITA CH Ype3 aKTyalHa aBToOMorpadus u/uim Apyrd JOKYMEHTH, U3UCKAaHHU OT BB3JIOKHUTEIS,
KOMHCHSATA 110 €TUKA W/IITU PETyIaTOPHUTE OPTaHH.

4.1.2. UscnenoBarensaT € 3alo3HaT ¢ MpaBWIHATa yrnoTpeba Ha M3MUTBAHHS JIEKAPCTBEH IMPOJYKT, KaKTO € MOCOYEHO B
MPOTOKOJIA, aKTyaJlHaTa OpoIIypa Ha H3CienoBaTeliss, MHPOpManuATa 3a MPOJAYKTa M BCHYKH JPYTHM HM3TOYHHUIIM Ha WHQPOpMAIHS,
MPEIOCTABEHU OT BB3JIOKUTEIIS.

4.1.3. U3cnenoBatendar no3Hasa u crassa uzuckanusara Ha JIKII u npuiokxuMyute HOpMaTUBHU U3UCKBAHUS.

4.1.4. U3cnenoBaremisT MO3BOJISIBA U3BBPILIBAHETO HA MOHUTOPUPAHE, TPOBEPKA OT CTPaHA HA BB3JIOKUTENS U UHCIEKIUS OT
CBHOTBETHUTE PETYIATOPHU OPTaHHU.

4.1.5. NscnenoBarensT chXpaHsBa CIHCHK C JHIAa ¢ HeoOXoauMmaTa KBaluduKaius, Ha KOUTO € JAeNerupan OTTOBOPHH
3aIBJKCHNS, CBBP3aHH C KIIMHUYHOTO M3MHUTBAHE.

4.2. Bb3MOXXHOCTH 32 M3ITbJIHEHUE HAa U3IUTBAHETO

4.2.1. U3cnenoBatenar TpsOBa 1a MOKe /1a OKake Bb3MOKHOCTH 32 HaOupaHe Ha He0OX0IuMUs OpOi MOIXOAAIIM MAUEHTH
B JIOTOBOPEHMS CPOK (HAIp. KaTo ce 0a3upa Ha peTPOCIIEKTUBHU JTaHHH).

4.2.2. V3crenoBaTensT MMa JOCTAThYHO BpPEME 3a MPOBEXKIAHE M 3aBBPIIBaHE HA KIMHUYHOTO M3NHUTBAHE B JOTOBOPEHHS
CPOK.

4.2.3. N3cnemoBaTensT pasmnoiara ¢ HeooxoauMus Opoit kBaauduiMpaH NepcoHal U CbOTBETHO 00OpyABaHE 3a MpeABUIeHATA
HPOABDKUTETHOCT Ha KJIMHUYHOTO U3MUTBAHE C 11eJ1 IPABUIHO U 0€30MacHO MPOBEX/IaHE.

4.2.4. I3cnemoBaTensaT rapaHTHpa, Y€ BCHUKH JIMIA, yJacTBAIlA B KIMHUYHOTO M3MHUTBAHE, Ca JJOCTAThYHO MHPOPMUPAHHU 32
NPOTOKOJIA, U3MUTBAHUS JIEKAPCTBEH MPOJAYKT/U M CBBP3aHUTE UM C KIMHUYHOTO M3MHUTBAaHE 3abDKEHUS U (QYHKIIHH.

4.2.5. (noBa - JIB, 6p. 28 ot 2021 r.) U3cnenoBaTensT € OTTOBOPEH 3a HA/30pa BHPXY BCAKO JIMIE, HA KOETO € JIeJerupan
OTI'OBOPHU 33IbJIXKEHUS, CBbP3aHU C KIMHUYHOTO U3MHUTBAaHE, KOUTO CE U3BBPIIBAT B MSICTOTO HA MPOBEK/JaHE HAa KIMHUYHOTO U3MTUTBAHE.

4.2.6. (noBa - [IB, 6p. 28 ot 2021 1.) AKO M3CIEIOBATENST 3aMa3yu YCIYTUTE HA JIUIETO, HA KOETO € JIeJerupan OTTOBOPHHU
3aIbJKEHUS, CBBP3aHH ¢ KIMHUYHOTO U3MHUTBAHE, U3CIIEIOBATENAT TPsiOBA 1a TapaHTHpa, Y€ TOBA JIUIlE € KBATU(UIIMPAHO J]a U3ITBIIHSBA



T€3U 3aJbJDKEHUS, U Jla Ipujlara Npoleaypu 3a rapaHTHpaHE Ha IIEJIOCTTa Ha W3BbPUIBAHUTE 33bJDKEHUS, CBBP3aHU C KIMHUYHOTO
U3MUTBAHE U BCUUKHU I'€HEPUPAHU JIaHHHU.

4.3. MeauuuHCKU TPUKM 3a JTULaTa y4aCTHULU

4.3.1. OTroBOpHOCTTA 32 BCUYKU CBbP3aHU C KIMHUYHOTO U3MUTBAHE MEAUIIMHCKH PEUICHUS C€ HOCH OT KBaJIM(ULIMpaH Jiekap,
WIN KBAETO € HEOOXOIUMO - OT JIeKap MO JeHTaTHA MEIUIIMHA, KOWTO € M3CIIeI0BaTel UM ChU3CIIEI0BaTell B KITMHUYHOTO U3ITUTBAHE.

4.3.2. Tlo BpeMe u ciiell y4acTHETO Ha JulaTa B KIMHUYHOTO U3MUTBAHE U3CJIEI0BATENIAT TapaHTHpa 3a MPel0CTaBIHETO Ha
JOCTAaThYHO MEIUIIMHCKO HAOIIOJICHUE BBhPXY JUIATa YYaCTHUIM MO0 OTHOILIEHHE HA BCSKO HEXKENAHO CHOWTHE, BKJI. KIMHUYHO BAKHU
1abopaToOpHU pE3yJdTaTH, CBBbP3aHM C HM3MNUTBaHeTO. M3ciieoBarensT yBeqoMsiBa MalMEHTa 3a HEOOXOIMMOCTTa OT MEIUILIMHCKO
Ha0JII0/IEHUE 110 TIOBOJ] HAa JOIIBIHUTEIHOTO 3a00IsIBaHE, KOETO TOM € YCTaHOBUII.

4.3.3. AKO NMIIETO YYaCTHUK MMa JIMYEH JIeKap U aKo Ce € ChIIacHIIO JIMYHUAT MY Jiekap Ja ObJe YBEJOMEH, U3CIeI0BATENIAT
ro nHdopMupa 3a y4acTUETO Ha MAlMeHTa B KIMHUYHOTO U3IIUTBAHE.

4.3.4. Bprnpekud ye y4acTHUKBT HE € 3aIbJDKCH Ja OOSICHM NPUYMHUTE 3a OTTErJISTHETO CU OT KIMHUYHOTO HU3IMUTBaHE,
M3CJIEI0BATENST MOXKE J1a MO0 YCUIIMSL, 3a Ja YCTAaHOBU T€3U MPUUMHU, CTIa3BaliKy M3LISUIO [TpaBaTa Ha MalMeHTa.

4.4. KopecnoHJEHIIUS C KOMUCHSTA 10 €TUKA

4.4.1. Tlpeau 3amouBaHe HAa KJIMHUYHOTO M3MMTBAHE M3CIIEIOBATENAT TPsOBa Ja MMa MUCMEHOTO AATHPAHO MOJOKHUTEIHO
CTaHOBHIIE OT KOMHCHSTA 110 €THKa 3a MPOTOKOJIa Ha KJIMHUYHOTO M3MHUTBaHE, (hopMara 3a MUCMEHO UH(POPMHUPAHO ChIIacue, IPOMEHU
BBB (hopmMara 3a chriacue, MpoueIypuTe 3a HabupaHe Ha MalMEeHTH (Harp. 00sBH) U BCSIKA Apyra MUCMeHa HH(OopMatus, KoATo e 0b/ie
MPEeI0CTaBeHa HA yYaCTHHKA.

4.4.2. U3cnenoBarensT NpeACTaBsl Ha KOMHUCHTA 1O €TUKa KOIMKE OT aKTyajHaTa Opoulypa Ha JieKaps M3ClieZJoBaTe KaTo
MPUJIOKEHUE Ha MUCMeHaTa Moj0a 0 KOMUCHSTA 110 €THKA 33 CTAHOBHUIIE. AKO MO BpeMe Ha KIMHUYHOTO U3MHUTBaHE HACTBIIST IPOMEHHU
B Opolirypara, U3CciIe10BaTeNAT IpeICTaBsl B KOMUCHTA 10 €THKa HOBO KOIKE, BKIIIOYBAIIIO IPOMEHUTE.

4.4.3. Ilo BpemMe Ha KIMHUYHOTO U3MUTBAHE U3CIEAOBATENST IPEAOCTaBs HAa KOMHUCHSATA 110 €TUKA 3a MPepas3riiek/1aHe BCUUKH
JIOKYMEHTH, Kacaellll y4aCTHUIIUTE.

4.5. CpoTBETCTBHE C MPOTOKOJIA

4.5.1. U3cnenoBaTensT NpoBekaa KIMHUYHOTO U3MIUTBAHE B ChOTBETCTBUE C IPOTOKOJI, KOMTO MPEIBAPUTEIHO € 0100peH OT
BB3JIOKUTENS] U PETyNaTOPHUS OpraH M KOWTO € MOJIyYHJI IMOJIOKUTEIHO CTAaHOBUUIIE OT KOMHUCHATA MO eTuka. M3crnenoBarensT u
BB3JIOKUTENST MOANKCBAT MPOTOKOJIA WU IOITBIIHUTEINEH JI0T0BOP, C KOWTO U3CIIEA0BATENAT MOTBBPKAaBa ChITIACUETO CH 3a CIIa3BaHETO
My.

4.5.2. N3cnenoBaremnsT HE MOXKE JIa IPAaBU HUKAKBU OTKJIOHEHHS WJIA IPOMEHH B MPOTOKOJIA 0€3 ChIVIACHETO Ha BH3JIOKHUTEIIS
U MPEBAPUTEITHOTO PaA3IIekIaHe U JOKYMEHTHUPAHO MOJOKUTEITHO CTAHOBUIIE 3a IPOMEHHUTE OT KOMUCHUATA MO eThKa. OTKIOHEHUS OT
M3MCKBaHUATA HA [JIaHa MOXKE J]a Ce MPaBsAT caMO KOraTo MMa CEpMO3HU OCHOBAHMS, Ue ca 3aCTpalleHH KUBOTHT, 3/IpaBETO U MpaBaTa Ha



U3CIIEIBAHUTE JIMIIA T KOTAaTO MPOMEHHUTE BKJIFOYBAT CAMO OPTaHMU3alMOHHY WM aIMUHUCTPATUBHH ACTIEKTH Ha KIIMHUYHOTO U3IIUTBAHE
(Hamp. CMsIHa Ha JIMIIETO, U3BBPIIBAILO MOHUTOPUPAHE, CMsHA Ha TeJIe(POHHUTE HOMEPA).

4.5.3. M3cnenoBaTensaT WM YI'BIHOMOILIEHO OT HEro JIMIE JOKYMEHTHpa M OOSCHSBA BCAKO OTKJIOHEHHE OT OJ0OpEHHs
HPOTOKOJL.

4.5.4. 3cnenoBaternsiT MOKe Ja HallpaBH OTKJIOHEHHE WM IIPOMSHA B IPOTOKOJIA 32 M30SIrBAaHETO HA HETIOCPEACTBEHA 3aIuiaxa
3a MalUeHTUuTe 0e3 HeMOCPEACTBEHOTO IMOJIOKHUTEIHO CTAaHOBHUIIE Ha KOMUCHUATA IO eTuka. HampaBeHOTO OTKJIOHEHHE, MPOMsHA WIN
IUTaHBT C MPEATIOKEHUTE IPOMEHH C€ MPECTABIT Bb3MOXKHO Hail-Obp30 HA KOMHCHSTA IO €THUKA 32 OI[CHKA M CTAHOBHILIE, HA BB3JIOKUTEIS
3a ChIVIACHE U Ha PEryJaTOPHUTE OPraHM 3a pa3pelleHue.

4.6. MI3nuTBaH JIEKapCTBEH MPOAYKT

4.6.1. OTroBOpHOCT 3a OTYETHOCTTAa HAa M3MMUTBAHUS JIEKApPCTBEH HPOAYKT B MICTOTO HAa NPOBEKIAHE HA KIMHUYHOTO
U3MUTBAHE CE HOCU OT U3CJIE10BaTES.

4.6.2. N3cnenoBatensaT MOXE /1a IPEJOCTaBH HAKOM MJIM BCHUUYKU CBOU 33JbJDKEHHS 3a OTUYETHOCTTA B MSCTOTO/MEcCTara Ha
NpOBEXJaHe Ha (papMaleBT WIK Ha JAPYro MOAXOINO JIUIE, KOETO € MO/ PHKOBOACTBOTO Ha M3CIIEAOBATENS, KOTaTO TOBA € JIOIYCTUMO
WIN CE U3UCKBA.

4.6.3. V3crnenoBaTensaT w/uinu GapMareBThT WM APYTrO JIHIE, ONMPEISICHO OT M3CIIEA0BATENs, ChXpaHsIBa JOKYMEHTHTE 32
HOJYYEHUTE B MACTOTO Ha MPOBEXJAHE JIEKAPCTBEHU MPOJIYKTH, ONUC Ha MPOAYKTUTE B LIEHTHPA, U3MOJI3BAHUTE KOJIMYECTBA OT BCEKH
YYaCTHHK W BBPHATHTE HA BB3JIOKHUTENS KOJIMYECTBA WM HA JOMBIHHUTEIHO MACTO. Te3u JOKYMEHTH ChIBpIKAT JaTH, KOIUYECTBA,
HapTUAX U HOMEpa, CPOK Ha TOAHOCT (KBAETO € Bb3MOKHO) M YHUKAJTHUTE KOJJOBU HOMEpPA, C KOUTO Ca O3HAYECHU JICKApCTBEHUTE IPOAYKTH
u yyacTHunuTte. M3cienoBarennre cbxpaHsaBaT JOKYMEHTH, B KOUTO € OTOENA3aH0, Y€ YYaCTHUIIUTE Ca MOJYYMIM ChOTBETHHUTE J103H,
OTIpeIeNIeH! B IJIaHa, ¥ MOTBBPKICHUE U OTYETHOCT 38 BCUUKH MOJIy4YEHH OT BB3JIOKHUTENS JIEKapCTBEHH MPOIYKTH.

4.6.4. I3nuTBaHUAT/TE JIEKAPCTBEH/U MIPOIYKT/U C€ ChXPaHSBAT MO0 HAYWH, OTPEIETICH OT BB3JIOKHUTENS, ChITacHO T. 5.13.2 u
T. 5.14.3, 1 B ChOTBETCTBHE C NPUIOKUMUTE HOPMATUBHU U3UCKBAHUSI.

4.6.5. M3cnemoBaTensaT MOTBBpXKIaBa, Y€ M3MHUTBAHUTE JIEKAPCTBEHHW MPOAYKTH C€ HM3IOJ3BAT CAMO B CHOTBETCTBHE C
0J100peHust MPOTOKOJI.

4.6.6. N3cnenoBaTensT UM ONPEAETICHO OT HETo JIuIe 00sCHSABA ITpaBUIJIHATA yIIOTpeba Ha U3MUTBAHUS JIEKAPCTBEH MPOAYKT
Ha BCEKM OTJIEJIEH YYaCTHHUK M Ha MOAXOIAIIN HHTEPBAIIU U MTPOBEPSBA JaJId BCEKH YUYACTHHK CIIa3Ba MPABUIIHO UHCTPYKIMUTE.

4.7. Ilpouenypu 3a paHIOMU3HPAHE U Pa3KpUBAHE

W3cnenoBarendar TpsOBa Ja clia3Ba paHAOMHU3AIMOHHUTE MPOLETypH Ha KIMHUYHOTO U3MUTBAHE, aKO ChILECTBYBAT TAKUBA, U
TpsiOBa J1a MOTBBP/H, Y€ Pa3KPUBAHETO HA KOJa Ce MPaBU CaMO B ChbOTBETCTBUE C MPOTOKOJIA. AKO KIMHUYHOTO U3MUTBAHE € 3aCIENeHO,
U3CIIEI0BATENAT JOKYMEHTUPA U 00SICHSBA HA BB3JIOKHUTENS BCSIKO MPEXKAEBPEMEHHO pa3KpUBaHe Ha KoJja (Harp. CIy4aifHO pa3KpHBaHe,
pa3KpuBaHe B pe3yiTaT Ha Bb3HUKHAJIO CEPHO3HO HEXEIaHO ChOUTHE) Ha U3NUTBAHUS JIEKAPCTBEH MPOTYKT/H.

4.8. UndopmupaHo chriiacue Ha y4aCTHUIUTE



4.8.1. Tlo Bpeme Ha MOTy4yaBaHETO M JOKYMEHTHPAHETO Ha HH(OPMHUPAHOTO CHITIACKE U3CIEA0BATENAT ClIa3Ba MPUIIOKUMUTE
HOpPMAaTUBHU M3ucKBaHus, npuHiunure Ha JKII n ermunuTe npuHummnu, 3anersanu B JleknapanusaTa oT XeJI3MHKU. 3a 3all04BaHE Ha
KJIMHUYHOTO M3MUTBAHE H3CIICAOBATENAT TPSAOBA /1a IPUTEKABA MMCMEHOTO MOJIOKUTEITHO CTAHOBHUIIE HA KOMHCHUSATA T10 €THKa Ha popmara
3a MMCMEHOTO MH(OPMHUPAHO CHIVIACKE U BCAKA Apyra NUCMeHa nH(popMalys, KOSTO 1ie Ob/ie IPeA0CTaBeHa Ha yUaCTHULIUTE.

4.8.2. ®opmara 3a MMCMEHOTO HH(POPMHUPAHO ChITIACHE U BCAKA Ipyra MUCMeHa HHPOpMaLus, IPeA0CTaBsIHA HAa YYaCTHUIIUTE,
Ce aKTyaJIM3upa, KOraro CTaHe M3BECTHA BaXKHA HOBAa MH(OpMaIus, KOSITO MOKE J1a MMOBJIMsE TSIXHOTO chIylacue. Beska akryanusupana
¢dopma 3a mucMeHOTO MH(POPMHUPAHO ChITIaCHE M MUCMEHa MH(opMarus TpsaOBa a UMa MOJIOKUTEIIHOTO CTAHOBUIIE HA KOMHCHUSATA T10
eTHKa Ipeax NMPUIAraHeTo M. YYaCTHUKBT WM HErOBUST 3aKOHEH IPEACTAaBUTENl CBOEBPEMEHHO CE€ YBEAOMSBAT, KOraTO CTaHEe M3BECTHA
BakHa HOBa MH(pOpMalUs, KOATO MOXKE /la MOBJIMSIE Ha TAXHOTO KEJAHUE Ja NPOAbJDKAT Ja ydacTBaT B KIMHUYHOTO HU3IHTBAHE.
KomyHukamnuure no oTHOLIEHHE Ha HOBAaTa MH(OpMAIUs ce JOKYMEHTUPAT CBOEBPEMEHHO.

4.8.3. HuTo ri1aBHUAT U3CIE10BaTEN, HUTO U3CIIEA0BATEICKUAT IEPCOHAN MOTaT J1a IPUHY>K/1aBaT WM J1a IIOJBEX/1aT JIULIETO
Jla y4acTBa WM Ja MPOJbIDKU YHaCTUETO CH B KIIMHUYHOTO U3IUTBAHE.

4.8.4. Huto eqHa yCcTHA WM MUCMEHA MH(OpMAIHS, Kacaella KIMHUIHOTO W3MUTBAHE, BKIFOUUTEITHO opMara 3a IMICMEHO
UH(GOPMHPAHO ChITIacKe, HE MOXKE J1a ChIIbpPKa IyMH M U3Pa3y, C KOUTO IPUHYKAaBa UM 3BydYaT KaTO MPUHY/IA 32 Y4aCTHUKA UIIM HETOBUS
3aKOHEH MPEICTABUTEN J1a CE OTKaXXe OT HSIKOE CBOE 3aKOHHO MPaBO WM Ja OCBOOOXKIaBa WM Ja BHYIIaBa OCBOOOXKIaBaHE OT
OTIOBOPHOCT 32 HEOPEXKHOCT Ha M3CIIEA0BATENs, Bb3JIOKUTENS, UHCTUTYLIUATA UM TEXHU IPEJCTaBUTEIN.

4.8.5. MI3cnenoBaTelsT Wik yIbJIHOMOIIIEHOTO OT HEro JIuile HH()OpMUpPa yIacCTHUKA MIIK B CITydaid 4e He MOJKe J]a 1aJie CBOETO
ChIJIaCH€, HErOBUS 3aKOHEH IPEJICTABUTEN 32 BCUUKHM ACHEKTH HAa KIMHUYHOTO W3MUTBAHE, BKIIOUUTENIHO U 3a IPEJOCTABSIHETO HA
nucMeHa UH(OopMalys U MOJIOKUTETHOTO CTAHOBHILE OT KOMUCHSTA 110 €THKA.

4.8.6. E3uKbT, U3M0J3BaH B yCTHaTa MM MHCMEHaTa MH(pOpMalMs 3a KIMHUYHOTO M3MUTBaHE, BKIIOYUTENIHO dopmara 3a
MUCMEHO MH(POPMUPAHO CchIIIacue, TpsiOBa Aa 0b1e 03 MEIUIIMHCKU TEPMUHH U IOCTAThYHO JIOCTHIIEH, 3a J1a Ob/ie pa30paH OT yuacTHUKA
WJIA HETOBMSI 3aKOHEH MPECTaBUTEN U KBJAETO € HEOOXOJMMO, OT HE3aBUCUMMSI CBUIETEN.

4.8.7. Ilpenu na € noy4yeHo MUCMEHOTO UH(DOPMHUPAHO ChIIIacHe, TIABHUAT U3CIIEI0BATEN WK YII'BIHOMOIIEHO OT HErO JINLE
ca 3aJJbJDKEHU J1a IPEeIOCTaBAT Ha YYaCTHUKA WM Ha HETOBHSI 3aKOHEH MPEACTaBUTEN IOCTaThbUHO BPEME U Bb3MOXKHOCT 32 00CHXK/1aHEe Ha
JeTalanTe 1Mo KIMHUYHOTO U3MKUTBAHE U Ja pelaT Jajlv /1a yJacTBa Wi He. Ha BCHUKM BhIIpOCH, 3a/1aJIeHH OT yYaCTHUKA UJIM Ha HETOBUS
3aKOHEH IpeJICTaBUTEN, TPsAOBa J1a c€ OTTOBOPU M3YEPIIATEIIHO.

4.8.8. Ilpenu BKITIOYBAHETO HA YYaCTHHKA MHUCMEHOTO HH(GOOPMHUPAHO ChIVIACHE TPAOBA J1a C€ MOMUIIE JIMYHO U JIMYHO JIa Ce
MIOCTaBH JlaTaTa OT YYaCTHUKA WM OT HETOBHUS 3aKOHEH MPECTaBUTEIN U OT JIHUIIETO, IPOBEJIO pa3roBopa 3a MH(GpOpMUpaHe Ha yYacTHUKA.

4.8.9. B cinyyail ye y4acTHHKBT WJIM HETOBHUSAT 3aKOHEH NMPEJCTABUTEN HE MOXKE Ja YeTe MO BpeMe Ha OOCHKIaHETO Ha
UH(POPMHUPAHOTO ChITIACHE, C€ OCUTYpsIBA IPUCHCTBHE HA HE3aBUCUM cBUAeTeNl. CBUIETENAT NOANKMCBA U IMYHO NIOCTaBs JlaTa Ha popmara
3a MUCMEHO MH(POPMHUPAHO ChIIACHE, CJIe]] KaTo TS, KaKTO U BCAKa JApyra NUcMeHa uHdopmanus, e nmpeicraBeHa, npoyereHa 1 o0sicHeHa
Ha YYaCTHHUILIUTE WM HAa TEXHUTE 3aKOHHM MPECTABUTENN U CJIe]l KaTO T€ YCTHO ca MOTBBPIMIN yYaCTUETO CH B KIMHUYHOTO U3MUTBAaHE



U (ako ca crmocoOHM) ca MOANMUCAIHA U JTUYHO MOCTaBHIM Aara. Upe3 Mmojamuca Cu CBUIACTEIAT MOTBBPXKAABA, ue (hopMara 3a MHUCMEHO
uH(pOPMUPAHO ChIIIacKe, KaKTO U BCSKa Apyra nucMeHa uudopmanusi, € 6uia To4Ho o0scHeHa U pa3OpaHa OT Y4aCTHULIUTE WIIM TEXHUTE
3aKOHHU MPEACTABUTENH U CHIVIACUETO € JAaJICHO OT CAMHUTE YYaCTHUIM WM TEXHUTE 3aKOHHU MPEJICTABUTEIH.

4.8.10. ®opmara 3a muUCMEHOTO WHGOPMHUPAHO ChIJACHMEe M BCSAKAa Jpyra NUCMeHa HHQopMaius, NpeaocTaBsHa Ha
YYaCTHUIUTE, ChABPKA OOSICHEHHUS 32 CICITHOTO:

4.8.10.1. ye KIMHUYHOTO U3MHUTBAHE MPE/ICTABISABA MPOLIEC HA HAYYHO NMPOYYBAHE;

4.8.10.2. nenTa Ha KIMHUYHOTO U3IIUTBAHE;

4.8.10.3. M3MIUTBAHOTO JICUEHUE/SI K BEPOSTHOCTTA 3a CITy4yaliHO Ha3HAYaBaHE Ha BCSIKO JICUCHUE;

4.8.10.4. mpouenypure, KOUTO 1€ CE€ M3BBPIIAT MO BpeME HA KIMHUYHOTO M3MUTBAHE, BKJIIOYUTEIIHO W WHBA3WBHUTE
MaHUTyJaI1H;

4.8.10.5. 3aapJDKEHUSITA HA YIACTHUITUTE;

4.8.10.6. Te3u aCMEeKTH OT KIMHUYHOTO U3MUTBAHE, KOUTO Ca €KCIIEPUMEHTAJHU;

4.8.10.7. pa3yMHO NIpeIBHIMMHU PUCKOBE WIIM HEYJOOCTBA 32 YIACTHHIIUTE, a CHIIO U 32 EMOPHUOH, TUIO/ UM KbpMayde, KOTaTo
€ HE00XO0IHUMO;

4.8.10.8. pa3yMHO OYaKBaHUTE IOJI31; YUACTHUIIUTE CE€ YBEOMSBAT 3a CIy4aWTe, KOTaTO HE C€ OYAKBAT KIIMHUYHHU IOJI3H;

4.8.10.9. anrepHaTUBHHTE HPOLEAYPH U KypCOBE Ha JIEYCHHE, KOUTO Ca BB3MOXKHU 33 YUACTHUIUTE, U BaXKHU TEXHH
MOTEHI[MATHU PUCKOBE U MOJ3H;

4.8.10.10. xoMmeHcanusaTa U/Wik Bb3MOXKHOTO JICUCHHE 32 YYACTHHUIIUTE B CIydyall Ha CBBP3aHO C KIMHUYHOTO M3MHUTBAHE
YBpEXIaHE;

4.8.10.11. mpeaBHAEHOTO, MPOMOPIIMOHATHO HA y4YaCTHETO BBHB BPEMETO, 3aIljallaHe 3a JOOPOBOJILIUTE/TIAIUEHTHTE 3a
Y4aCTHETO UM B KIIMHUYHOTO M3MUTBAHE, aKO CHIIECTBYBA TAaKOBA;

4.8.10.12. npeaBuaeHUTE pa3xoIn 3a YYACTHUIUTE 33 yYaCTUETO UM B KIIMHUYHOTO U3MUTBAHE;

4.8.10.13. obsicHeHHe, Y€ yJYaCTHETO B KIMHUYHOTO U3MUTBAHE € J00POBOJHO U Y€ YYACTHUKBT MOXKE Ja OTKaXe /Ja ydacTBa
WM J]a ce OTTErJIM 10 BCAKO BpeMe, 0e3 /1a ce Hajllara Haka3aHHe WK MPOIyCKaHe Ha MOJI3H, KOUTO YYACTHUKBT MOXKE J]a MOIYYH MO IPYT
HAYWH,

4.8.10.14. na 6b/1e TOCOYEHO, Y€ HAa MOHUTOPUPAIIUTE, TPOBEPSIBAIIUTE, KOMUCHITA 110 €THKA U Ha PEryJIaTOPHUTE OpTaHH €
OCHUTYPEH JIOCTBHII JI0 OPUTHHATHUTE MEAUIIMHCKYA JOKYMEHTH Ha YYaCTHHUKA 3a MPOBEpPKA HA MPOIEAYPHUTE MO KIMHUYHOTO M3MUTBAHE
W/WJIH Ha JaHHWUTE, TIPU KOETO C€ OCUTYPSIBa 3all[UTa HAa TMYHUTE JaHHU Ha MAIlMEeHTa ChIIIACHO MPUIIOKUMUTE 3aKOHHU M HapeIOu, 1 upe3
MOAMKUCBAaHETO Ha hopMaTa 3a MUICMEHO HHPOPMHUPAHO CHIIIACHE YIACTHUKBT WM HETOBHAT 3aKOHEH MPE/ICTABUTEN J]aBa ChITIACHETO CH
3a TaKbB JIOCTBII;



4.8.10.15. ye TOKyMEHTHUTE, yIOCTOBEPSABAIIM CAMOJIMYHOCTTA HA YYACTHUKA, 11I€ CE 3aIa3siT MOBEPUTEIIHU U IAHHUTE OT TAX
HsMa J1a ObJaT pas3riacsiBaHu, ChIVIACHO MPWJIOKUMHUTE 3aKOHU U HapeaOu; B CiIydail Ha MyOJUKyBaHE HA PE3yIATaTUTE OT KIMHUYHOTO
M3MUTBAHE CAMOJMYHOCTTA HAa YYACTHULIUTE L€ OCTAHE [TIOBEPUTEIIHA,

4.8.10.16. o0sicHeHue, Ye YYaCTHUKBT WJIM HETOBUST 3aKOHEH MPEACTaBUTEI CBOEBPEMEHHO I1ie Ob/Ie YBEIOMEH, aKO Bb3HUKHE
HOBa MH(OPMALIKs, KOATO MOKE J1a TIOBJIHSIEC HA JKEIaHUETO UM 3a IPOABDKABAaHE YYAaCTHETO B KIMHUYHOTO U3ITUTBAHE;

4.8.10.17. nuuaTa 3a KOHTAKT 3a JON'BJIHUTEIHA HH(OPMALIKA 10 OTHOILIEHUE HAa KIMHUYHOTO U3MUTBAaHE, JTUIaTa 38 KOHTAKT
3a nHpOpMaNys 3a MpaBaTa HAa YYaCTHUIIMTE U JIMIIAaTa, OTTOBOPHHU B ClTy4yail Ha CBBP3aHO C KIMHUYHOTO M3MHUTBAHE YBPEXKIaHE;

4.8.10.18. npeauauMuTe 00CTOATEICTBA /WU IPUYUHHM, TP KOUTO YIACTHETO MOXKE J1a ObJe MPEKPATECHO;

4.8.10.19. oyakBaHaTa MPOIBDKUTEITHOCT HA YUYACTUETO HA MAIIMEHTA/3IpaBysl JOOPOBOJICI] B KIMHUYHOTO U3IHUTBAHE;

4.8.10.20. npubnuzutenHusi Opoi yYaCTHHIIH.

4.8.11. Ilpeau yyacTHETO B KIMHUYHOTO M3MUTBAHE BCEKH YYACTHHUK MJIM HETOBHUSAT 3aKOHEH IPEJICTABUTEI M0Ty4YaBa KOIHUeE
Ha TMOAMKCAaHaTa W JatupaHa Gopma 3a mMUCMEHO MHPOPMHUPAHO ChIVIACHE, KAKTO M BCsAKa Apyra MHGopMaius, MpeaocTaBsHA Ha
yuactHuiuTe. [lo Bpeme Ha KIMHUYHOTO W3MMTBAHE BCEKM YYACTHUK WMJIM HETOBUAT 3aKOHEH MPEJCTABUTEN I0Jy4yaBa KOIUE OT
npoMeHeHaTa ¢popMa 3a MUCMEHO HHPOPMUPAHO ChIIIacHe, KAaKTO U MPOMEHUTE BbB BCSKA JIpyra MucMeHa UHQopmMalus, npeaocTaBsHa
Ha YYaCTHHUILIUTE.

4.8.12. KoraTo eJHO KIMHUYHO U3MUTBAHE (TEPAeBTUYHO UM HETEPANIeBTUYHO) U3MCKBA BKIFOYBAHETO HA YYACTHHUIIM CaMO
Yype3 ChIVIACUETO HAa TEXHUTE 3aKOHHU MPEJCTABUTENH, YHACTHULIUTE c€ MHPOPMUPAT 32 KIMHUYHOTO U3IIUTBAHE HA HUBO B CbOTBETCTBUE
C TSIXHATa CIOCOOHOCT 3a pa30upaHe U JIMYHO MOAMKCBAT U MOCTaBAT JaTa Ha MUCMEHOTO MH(GOPMHUPAHO Chriacue (aKko ca B ChCTOSHUE).

4.8.13. C u3kiro4eHue Ha MocoyeHoTo B T. 4.8.14 eJHO HeTepaneBTUYHO U3MUTBAHE (T. €. U3NUTBAHE, B KOETO HE CE ITPEABIK/IA
JUPEKTHA KIMHUYHA [10J13a 32 YUYACTHULIUTE) C€ MPOBEX/Ja BHPXY JIMIA, KOUTO JIMYHO Ca MOJANUCAIN U TIOCTaBUIM JaTa Ha (opMmaTta 3a
MUCMEHO MH(OPMHUPAHO ChITIaCHE.

4.8.14. HerepaneBTUUYHHTE M3MMTBAHUS MOTaT Ja ce IPOBEXKJIAT BbPXY JHMIA Ype3 ChIVIACUETO Ha 3aKOHHU TEXHH
IPEJICTAaBUTENIN CaMO B CIIy4auTe, Koraro:

4.8.14.1. nenuTe Ha U3MUTBAHETO HE Morar Ja ObJAT MOCTUTHATH C M3MHUTBAaHE BbPXY YYACTHHUIM, KOUTO MOraT JIMYHO JAa
nanaT nHGOPMHUPAHO ChITIACHE;

4.8.14.2. npenBuaMMHUTE PUCKOBE 3a JINLIATa Ca MAJIKU;

4.8.14.3. HEraTUBHOTO BB3/ICHCTBUE BbPXY YUYACTHUIIUTE € MUHUMAIIHO U HUCKO;

4.8.14.4. K TMHUYHOTO U3MUTBAHE HE € 3a0paHEHO OT 3aKOH;

4.8.14.5. B pa3penieHneTo/moJI0KUTETHOTO CTAHOBHIIE Ha KOMUCHSITA 110 €THKA € TTIOCOYEHO U3PUYHO BKIIFOUBAHETO HA TOYHO
TaKMBa JIMIAa U TUCMEHOTO pa3pelIeHre/OI0KUTETHO CTAHOBHIIE TOKPUBA TO3H ACTIEKT.



TakuBa M3nUTBaHUSA (IOTOJIKOBA, JOKOJIKOTO M3KIIOYEHHUETO € ONPAaBJaHO) C€ MPOBEKIAT BHPXY HAIMEHTH, CTPAJally OT
3a00J1sIBaHE WJIM ChCTOSHUE, 32 KOUTO € MPEBUIEH U3MUTBAHUAT JIEKAPCTBEH NMPOIYKT. YUYAaCTHUIUTE B T€3HM M3IUTBAHUSA CTPUKTHO Ce
Ha0JII0/1aBaT U CE€ U3TEIJIAT B CIIy4ail Ha U3JIUIIHO YBPEXK/IaHE.

4.8.15. B cnemHu cutyanuu, KOraTo HEOCPEACTBEHOTO ChIVIACHE HAa YYaCTHUKA HE € Bb3MOXKHO, CE U3MCKBA ChIJIACHETO Ha
HEroBUs 3aKOHEH IPEJICTaBUTEN, aKO IMPUCHCTBA TakbB. Korato HEMOCPEACTBEHOTO ChIVIACUE HAa YYAaCTHHKA M HAa 3aKOHHUSA MY
IPEJCTAaBUTEIl HE € Bb3MOXKHO J]a ObJI€ IIOJYyYEeHO, BKIIIOUBAHE MOXKE Jla C€ OCBLIECTBH, aKO C€ Hajlara He3a0aBHO pelleHue, 3a J1a ce CIlacu
KUBOTHT Ha MAIMEHTAa, CHIVIACHO M3UCKBAHUATA, IOCOYCHU B IMPOTOKOJNA W/WIM Ha JAPYro MSCTO, Ype3 HMHCMEHOTO IOJOKUTEITHO
CTAaHOBMILE HAa KOMHUCHSTA 10 €THKa, C IIeJl 3ala3BaHe IIpaBara, 0e30macHOCTTa M OJaronojy4yueTo Ha JIMLETO U OCUTypsiBaHE Ha
CHOTBETCTBHUE C MPUIOKUMHUTE HOPMATUBHYU M3UCKBAHUS. JIUIIETO UM HETOBUSAT 3aKOHEH MPEICTaBUTEN c€ HHPOPMUPAT BH3MOXKHO Haii-
0bp30 32 KIMHUYHOTO M3IUTBAHE U CleJBa Ja ObJAT MOMOJEHM Jla JOKYMEHTUPAT ChIVIACUETO CH 3a IPOABIKaBaHE Y4aCTHETO CH B
KJIMHUYHOTO U3MUTBaHeE 10 pena Ha T. 4.8.10.

4.9. JIOKyMEeHTH U TOKJIaa1

4.9.1. U3cnenoBarensT ocuUrypsiBa TOUYHOCTTA, IBIHOTaTa, YETIMBOCTTA M HABPEMEHHOTO JOKJIA/JBaHE HAa JIaHHUTE Ha
BB3JI0KUTENS B KIMHUYHUTE KapTu Ha nanuentute (KKII), kakTo 1 BbB BCUUKH U3UCKBAHU JTOKJIAH.

4.9.2. JlaHHUTE, KOUTO CE€ IOJIyyaBaT OT JOKyMeHTU-u3rouHuum u ce 3anucsar B KKII, ce chbappxar B T€3u JOKYMEHTHU-
U3TOYHMIIN, & HEChOTBETCTBUSATA C€ OOSICHSIBAT.

4.9.3. Besika npomsna win kopeknus B KKII ce matupa, moctaBsaT ce MHUIIMAIN U (aKO € HEOOXOMMO) ce O0sICHABA U HE
TpsiOBa J1a BHACSA CbMHEHHE 32 OPUTMHAIHOTO BIIMCBaHE (T. €. ChbXpaHsBa ce cliefara 3a poBepka). ToBa ce npuiiara KakTo 3a IMCMEHHUTE,
Taka M 3a EJIEKTPOHHUTE KOpeKIuH cbrinacHo T. 5.18.4.14. Bw3noxutenar cHabasBa H3cIeAOBaTeNsl W/WIM ONPENEIeHOTO OT
W3CIIEOBATENsl JIMLE 3a M3BBPIIBAHE HA TaKWBAa KOPEKIHMH C YKa3aHWUsA. BB3JI0XKUTENUTE NpUTEXaBaT IHCMEHHM IPOLENYPH,
yIOCTOBEpsBalIM, e HampaBeHuTe npomeHu win kopekuuu B KKII oT BB3mokHUTENs WMIM yIIBIHOMOILEHHM OT HEro JMIa ca OWiu
HE00XO0/IMMH, TOKYMEHTUPAHU Ca U ca MOJNMCAaHU OT u3cienoBarens. M3ciaenoBarensT cbXpaHsaBa 3allCH 32 IPOMEHUTE U MIONPABKUTE B
KKII.

4.9.4. (m3m. - 1B, 6p. 14 ot 2012 r.) U3cnenoBarensaT/uHCTUTYLIUATA ChXPaHABA TOKYMEHTAIUATA ChITIACHO 0100peHHUs TUIaH,
OoHMYHATA JOKYMEHTAIUs U NOJANUCaHUTe (GOpMU 32 UHPOPMHUPAHO ChIVIACKE, KAKTO U TOKYMEHTHUTE 10 T. 8 "OCHOBHU IOKYMEHTH 3a
IIPOBEXAAHE HA KJIMHUYHO U3NUTBAaHE", KAKTO € IOCOYEHO B IPHJIOKUMHUTE HOPMaTUBHU aKTOBE.

W3cnepoBarensaT B3eMa MEpKU 3a MpPENOTBPATABAHE Ha CIYYallHOTO WM HPEKIEBPEMEHHOTO YHUIIOXKAaBaHE Ha TE3H
JIOKYMEHTH.

Crnen mnpukiaoyBaHE Ha TMPOYYBAHETO H3CIENOBATENAT IMPEAOCTaBs Ha BB3JIOKHUTENS YacTTa OT JAOKyMEHTAalMsTa Ha
KJIMHUYHOTO M3MUTBAHE CIIOPE]] ITOCOYEHOTO B MPOTOKOJIA U/UIH JPYT IOTOBOP C BB3I0KHUTEINS.

4.9.5. OCHOBHHUTE TOKYMEHTH C€ ChXPaHSIBAT 32 Hal-BJITHS OT TOCOYCHUTE CPOKOBE:

4.9.5.1. neTHazeceT TOANHM CIIE/ MPUKIIOYBAHE HA KIMHUYHOTO IPOYUYBAHE;



4.9.5.2. nBe TOIMHU CJIe]] TOCIEAHOTO pa3pelieHne 3a ynoTpeda B peruoH, 00XBaHAT OT MexXayHapoaHaTa KOH(PEPEHIUs 10
XapMOHU3aIMs, WIK JOKATO HE € MPUKIIIoUna Mpolie/lypa Wik HsIMa HaMepeHHe 3a MoJyyaBaHe Ha pa3pelleHue 3a ynorpeda B peruoHa,
o0xBaHaT 0T MexayHapogHaTa KOH(pEpEHIUs IO XapMOHHU3AIIHS;

4.9.5.3. nBe roAMHU OT O(ULIUATHOTO MPUKIIOYBAHE HA KIMHUYHOTO pa3pabOTBaHe HA U3MUTBAHUS MPOAYKT.

CpokoBeTe 3a ChXpaHCHHE MOXKE J1a ca MO-ABJITH, aKO TOBA CE U3UCKBA OT JIPYTH MPUIOKUMU HOPMATUBHU M3MCKBAHUS WIIH
aKo TOBA € JIOTOBOPEHO C BB3JIOKUTENA. Bb3I0XKUTENAT yBeIOMsIBA MUCMEHO M3CIIEIOBATENs KOra JOKYMEHTUTE HE € He00X0JUMO J1a ce
ChXpaHsIBaT MOBEYE ChIVIACHO T. 5.5.12.

4.9.6. OuHAHCOBUTE BBIPOCU M0 KIMHUYHOTO H3IUTBAHE CE€ JOKYMEHTHUPAT Ype3 JIOTOBOP MEXAY BB3IIOKUTENS U
U3CJIe10BaTeNsL.

4.9.7. Ilpu monba oT cTpaHa Ha JHIIETO, U3BHPILBAIIO0 MOHUTOPUPAHE, OJUTOPA/IPOBEPSIBAIINSI, KOMUCUATA IO €TUKA WU
PETYJIATOPHUTE OPTaHH, U3CIICTOBATEIAT OCUTYPSIBA TUPEKTCH JTOCTHIT 0 BCUYKH CBBP3aHU C KIIMHAYHOTO U3MUTBAHE JTOKYMCHTH.

4.10. Joxyaau 3a mporpeca Ha KIIMHUYHOTO U3IUTBAHE

4.10.1. M3cnemoBarensT mpeacTaBs MUCMEHH OTYETH 32 HANpeabKa Ha KIMHUYHOTO M3MHUTBAHE MPEJ KOMUCHATA IO €THKA
BEJIHBK TOJUIIHO WK M0-4€CTO, aKO KOMHUCHSTA 110 €THKAa U3UCKBA TOBA.

4.10.2. M3cnenoBarensT CBOCBPEMEHHO MPEJCTaBsi MUCMEHU OTYETH HA BB3JIOXKUTENS, HA KOMHCHATA IO €TUKAa W Ha
perylaTopHUTE OpPraHd 3a BCHUYKU MPOMEHH, 3HAYUTEIHO BB3JACUCTBAIIM BHPXY MPOBEXKIAHETO HA KIMHUYHOTO HM3MUTBAHE W/HIU
MOBUIIIABAIIY PUCKA 32 YIACTHUIIUTE.

4.11. Joxmaau 3a OE30IMaCHOCT

4.11.1. Bcuuku cepruo3HU HEXENaHU ChOUTHS Ce JIOKJIaaBaT He3a0aBHO HA BB3JIOKUTENS, C U3KIIOYCHUE HA TE3H, 32 KOUTO
criopeJi MPOTOKOJIa UK APYT AOKYMEHT (Hamp. HapbYHHKA Ha M3CIEN0BaTelNsl) He € Heo0XoauMo He3abaBHO AokiaaBaHe. HezabaBHOTO
JOKJTaJIBaHE C€ CJIe/[BA OT MOJPOOHY MUCMEHU JToKIa . He3abaBHHTE M MTOCIIEABAIINTE JTOKIAIH UACHTH(PUITPAT JIUIATa Ype3 YHUKATHH
KOZIOBH HOMEpa, C KOUTO Ca 03HAYCHH YYACTHUIIUTE B KIMHUYHOTO U3MUTBAaHE, BMECTO C TEXHUTE UMEHA, TMYHUTE UACHTU(DUKAITMOHHU
HOMeEpa W/WIN aJpecu.

N3cnepoBarensT cna3sa NpUI0KUMUTE HOPMATUBHU U3UCKBAHUS, OTHACSIIY C€ /10 JOKJIaJBAHETO HA HEOUAKBAHUTE CEPUO3HU
HEKEJIaHU JICKAPCTBEHU PEaKIMK Ha PETyIaTOPHUTE OPTaHu U KOMHUCHSTA 110 CTHKA.

4.11.2. Hexxenanute chOUTUS U/ WU JTaOOPATOPHU PE3YNITATH U3BBH pedepeHTHUTE TPAHUIIM, OTIPEIENIEHH B TPOTOKOJIA KaTo
KPUTHYHH 32 OIEHKA Ha 0€30MacHOCTTa, CE JIOKJIABAT Ha BH3JIOKUTEIIS B CHOTBETCTBUE C M3UCKBAHMSITA H B CPOKOBETE, OMPEICIICHH OT
BB3JIOKUTENS B IPOTOKOJIA.

N3cnenoBarensT onieHsIBa BCAKO HEXKEITAHO ChOUTHE TI0 OTHOIIICHHE HA TIPUIMHHO-CIIC/ICTBEHA BPB3Ka M CEPUO3HOCT.

4.11.3. B cnyd4aii Ha OOKJIagBaHa CMBPT W3CIEAOBATEISIT MPEJCTaBs Ha BB3IOKHUTENS U HA KOMHUCHITA MO €THKA BCSAKA
JOITBITHUTENTHA HHPOpMAaIHs (HAIp. TPOTOKOJI OT ayTOIICHSI M 3aKJTFOYUTEIICH MEIUITMHCKY JIOKJIa).

4.12. IlpexxaeBpeMEeHHO 3aBBPIIBAHE WM MIPEKPATSIBaHE HA U3IUTBAHE



AKO M3MHUTBAaHETO € MPEKPATEHO MPEXKIEBPEMEHHO WM € MPEYCTAHOBEHO IO HIKAKBa NMPHYMHA, U3CICAOBATEIAT € JITbKCH
He3a0aBHO /1a YBEJOMH YYAaCTHULMTE B U3IUTBAHETO U J]a UM OCUTYPU CHOTBETHO JIEUEHUE M NPOCIEsIBaHE U, KOraTo ce M3MCKBa OT
NPUIOKUMUATE HOPMAaTHUBHH W3MCKBAHUS, J1a YBEJIOMH PETyIaTOPHUTE OPraHH.

4.12.1. Axo n3cnenoBaressT IPeKpaTH WK NPUKIIOYM KIMHUYHO U3NUTBaHE 0€3 MPeIIIecTBAIO ChIache Ha Bb3JIOKHUTE,
€ JUTbXKEH J1a YBEJIOMH JICYeOHOTO 3aBEJCHUE, BB3JIOKHUTENS U KOMUCHUSATA MO €THKA, PETYIaTOPHUS OpraH Ha CTpaHaTa, KbIETO C€ HaMUpa
LEHTHPBT Ha IPOYYBAHETO, KATO UM MPEICTaBH MOJAPOOHO MUCMEHO O0SICHEHHE 3 MPEKPATABAHETO WJIU MPUKITFOUBAHETO.

4.12.2. AKO BB3JIOKHUTEIAT MPUKIIOYM WM MPEYCTAHOBU €IHO M3MUTBAHE, M3CIENOBATEISAT CBOEBPEMEHHO HH(OpMupa
J1e4eOHOTO 3aBe/IEHUE, KOMUCHITA 110 €THKA U PEryJIaTOPHUS OpraH Ha CTpaHarta, KbJAETO C€ HAMUPA HEHThPBHT HA IPOYUBAHETO, KATO UM
npeCcTaBy MOAPOOHO MUCMEHO OOSICHEHHE 32 IPEYCTAaHOBSIBAHETO WM PUKIIOYBAHETO.

4.12.3. AKO KOMHCHATA IO €TUKA OTTEIJIM WM MPEKPaTH CBOETO MOJOKUTEIHO CTAHOBUILE 32 A3JICHO U3IUTBAHE, ChIIACHO
T. 3.1.2.4. 1 3.3.8 u3cienoBaTesaT yBeIOMsIBa CbOTBETHOTO JIEYEOHO 3aBEJICHUE U BB3JIOKUTENS, KATO UM IPEACTaBs MOJPOOHO MUCMEHO
00siCHEeHHE 3a MPEKPATABAHETO WM OTTETJISHETO.

4.13. OkoHYaTeIH! TO0KIaaU OT U3CIEA0BATENS

Cren 3aBbpILBaHETO HA KIMHUYHOTO U3MUTBAHE U3CIIEI0BATEIAT YBEIOMSBA JIEUEOHOTO 3aBE/ICHUE, IIPEACTaBs HA KOMUCHATA
10 eTHKa 0000IIeHnEe Ha Pe3yITaTUTE OT U3MUTBAHETO U BCUYKH JIOKJIA/I, KOUTO C€ M3MCKBAT, HA PETYJIATOPHUTE OPTaHH.

5. Be3noxuren

5.1. OcurypsiBaHe Ha Kaue€CTBOTO U KOHTPOJI

5.1.1. BB310XKHUTENAT € OTTOBOPEH 3a BBBEKAAHETO U MOIBPKAHETO HA CUCTEMH 3a Ka4eCTBOTO M KOHTPOJI Ype3 MUCMEHU
CTaHJAPTHH ONEPATUBHU MPOLIETYPH C IIEJT J1a C€ OCUTYPH, Ye KIMHUYHOTO U3MUTBAHE Ce MPOBEK/A U JAHHUTE ce HAOUPAT, JOKYMEHTHPAT
(3anmcBaT) U AOKJIAABAT B ChOTBETCTBHE ¢ Tu1aHa, JIKII u npunoxumure HOpMaTUBHU U3UCKBAHMUS.

5.1.2. BB310XKUTENAT € OTTOBOPEH 3a OCUTYPSIBAHE Ha CIIOPa3yMEHUE MEKy U3CIIeN0BaTeNnnTe, JJoroBopHa n3ciaenoBaTescka
opranusaius ([AMO) u perynaTopHuTe OpraHu 3a nojydaBaHe Ha JUPEKTEH JOCTBI 10 BCHUKM MECTa Ha MPOBEXIaHE HAa KIMHUYHOTO
U3IUTBaHE, U3TOYHULIUTE/TOKYMEHTUTE Ha MHPOPMAIU U JOKJIAIU OT U3BBPILIEHO MOHUTOPUPAHE U MPOBEPKHU OT BB3JIOKUTENS, KAKTO U
Ha MHCIEKIMHU OT MECTHU WJIM YYXJU PETyJIaTOPHU OpTaHH.

5.1.3. Ha Bceku eran Ha 00pa0oTKa Ha JaHHUTE Ce MpHJIara KayeCTBEH KOHTPOJI C 1Ml Ja ce€ MOTBBP/IU, Y€ BCUUKH JIaHHU ca
HAJEKIHU U ca 00pabOTEeHH MPaBUIIHO.

5.1.4. JloroBopuTe, CKIIOYEHN MEKIY BB3JIO0KHUTEN U U3CIEN0BATENS U BCAKA Apyra CTpaHa Mo KIMHUYHOTO M3MMTBAHE, ca
MUCMEHH, KaTO YacT OT IUIaHa WK B JOMBIHUTEIHO CIIOpa3yMEHHE.

5.2. JloroBopHa M3CiI€10BaTEICKa OpraHU3aIus



5.2.1. BB3IOXUTENAT MOKE J]a IPEXBbPJIM BCUHUKH HJIM 9acT OT 33b/DKEHUSATA CU HA IPYru (pU3HUECKU W/MIIN I0PUINIECKU
auna, KouTo ce ozHavasar kato JJMO. He3aBucuMo OT NpexBBbPIISHETO HA 3ab/DKCHUS HA IPYTH JIMLA BB3JIOXKUTEIAT HOCH LIsUIOCTHATA
OTTOBOPHOCT 3a IIPOBEXKJAHETO HA NMpoyuBaHeTo B cboTBETCTBHE C JIKII 1 BamuaHOCTTa HA MOJIyYEHUTE JTaHHH.

JloroBopHara u3cie10BaTeNICKa OpraHu3alys € 3ab/DKCHA J1a BbBEIE MPOLEAYPH 3a Ka4eCTBEH KOHTPOJI U OCUT'ypsIBaHE Ha
KauyeCTBOTO.

5.2.2. Bcuuku JOTOBOPHU MEKIY BB3JIOKUTENS U APYTHU JIMLA, YYaCTHULM B KIMHUYHOTO U3IIUTBAHE, CA IMCMEHH M €a 4acT OT
IUTaHA WIK Ipyra OT/EIHA YacT.

Bcesiko npexBbpiisiHE Ha CBbP3aHU ¢ KIMHUYHOTO U3IUTBaHE 3aab/bkeHue U pyHkuus Ha JIMO ce tokyMeHTHpa MUCMEHO.

5.2.3. Bcuuku CBbpP3aHU ¢ KIITMHAYHOTO M3MHUTBAHE 33IbJKCHNE U (DYHKIINS, KOUTO HE ca MPEXBBPIICHHU CIIEHU(PHIHO, OCTaBaT
Ha Bb3JI0KUTEIIS.

5.2.4. Bcuuku yka3aHMs 3a Bb3JIOXKHUTENS B TOBA pbKOBOACTBO ce oTHacAT U 3a JJMO no crenen, no kaksato MO e npuena
CBBP3aHUTE C KIMHUYHOTO U3MHUTBAHE 33AbDKEHHUS U GYHKLUHU OT Bb3JIOKUTENS.

5.3. MenunuHcka ekcneprusa

Bb3noxurensaT Ha3HauaBa KBAIM(UIUPAH MEJUIIMHCKU IIEPCOHAI, KOUTO € Ha Pa3NoJI0kKEeHHE 3a KOHCYITALUs 110 CBbP3aHHU C
KJIMHAYHOTO M3MIUTBAHE METUIITHCKH MPOOJIEMH U BBIIPOCH. 3a Ta3H LIe, aKO € He00X0AMMO, MOTaT /1a C€ Ha3HAYaT BhHIIIHU KOHCYJITAaHTH.

5.4. JIn3aiiH Ha U3IUTBAHE

5.4.1. Bp3noxxuTensT U3noa3Ba KBAIUPUIMPaHU JIULa (Hanp. OMOCTaTUCTULIM, KIMHUYHU (PApMaKoJIO3U U JIEKapH) [0 BpeMe
Ha BCUYKH €Talld Ha MPOBEKJAHE HAa KIMHUYHOTO M3IHUTBAHE OT ChCTaBsiHETO Ha mpotokona u KKII u mnaHnupaneTo Ha aHanusuTe 110
aHAJIM3MpPaHE U MOATrOTOBKAaTa Ha MEXIMHHUTE U OKOHYATEITHUTE JJOKJIAU Ha KIMHUYHOTO U3IUTBAHE.

5.4.2. TIpOTOKOIBT C€ U3rOTBSI B ChOTBETCTBHE C T. 6 U ¢ U3AaAeHUTE 0T MexayHapoiHaTa KOH(EPEHIUs 32 XapMOHHU3a1Hs,
EBporneiickara komucust u EBporeiickara areHIus Mo JeKapcTBaTa PbKOBOJCTBA 3a CTPYKTypaTa M ChIBPKAHUETO HA MPOTOKOJIA,
JOKJIAJUTE OT KIMHUYHU U3MUTBAHUS, TU3aliHA U IPOBEXXIAHETO HA KJIMHUYHU U3MUTBAHUS.

5.5. PpKkoBOJIeHE Ha KIIMHUYHO U3MUTBaHe, 00paboTBaHE HA JaHHU U ChbXpaHEHHE Ha JOKYMEHTAIHs

5.5.1. BB3n0XUTENAT M3MONI3BA JIMIAa ChC CHOTBETHATa KBAIM(UKALMUSA 3a HAA30p HaJ IPUIOCTHOTO NPOBEXKIAHE Ha
KJIMHUYHOTO U3IMUTBaHE, 3a 00pabOTBAaHETO M MPOBEPSBAHETO HA JIAaHHUTE, 3a H3BBPIIBAHE HA CTATUCTUYECKUTE aHAIM3M U 3a
MOJATOTBSIHETO HA JOKJIAIUTE.

5.5.2. BB37I0XKUTENAT MOKE /1a Ha3HAYU HE3aBUCHMMa KOMMCHS 3a OLICHKA Ha Pe3yJATaTHTE C LeJ MpOcielsBaHe Ha XoJa Ha
€/IHO KJIMHUYHO M3MUTBaHEe, BKJI. JJAHHUTE 3a 0€30MacHOCT U KpUTHUYHHUTE TapaMeTpH 3a e(pUKACHOCT Ha OTpeIeIeH HHTEPBAJIH, U KOSITO
Jla IPeropbyBa Ha BB3JIOKUTEINS 1a MPOIBJKY, IPOMEHH WM J1a IPeKpaTy KIMHUYHOTO u3nuTBaHe. Komucusra TpsOBa aa pasnosnara ¢
U Jla cliefiBa MUCMEHU CTaHJApTHHU OMNEpaTHBHU NpOLELypH 3a paboTaTa CH M Jla ChXpaHsABa MHUCMEHHM MPOTOKOIU OT BCUYKH CBOM
3acelaHusl.



5.5.3. B ciryuaii Ha M3M0JI3BaHE HA EIEKTPOHHA OIPHKKA HA IOKYMEHTUTE 110 KIMHUYHOTO U3MUTBAHE U/WJIHM TUCTAHIIMOHHU
€JIEKTPOHHH CUCTEMHU 3a JAHHU BB3JIOKUTEIISIT:

5.5.3.1. rapanTupa W JOKYMEHTHpPA, Y€ CICKTPOHHHUTE CUCTEeMH 3a 00paboTKa Ha JaHHH CHOTBETCTBAT C YTBBPIACHHUTE
M3HUCKBaHUS Ha BB3JIOKUTENS 3@ MBJIHOTA, TOYHOCT, HAJICKTHOCT U Ca BAIUIMPAHH;

5.5.3.2. nonabpixka COII 3a u3nosi3BaHe Ha TE3U CUCTEMU;

5.5.3.3. rapantupa, 4e CUCTEMHTE Ca M3TOTBEHM Ja IMO3BOJIABAT MPOMSHA B JAHHUTE IO HAYMH, IO KOMTO MPOMEHUTE Ce
JIOKYMEHTHUPAT, U HE € Bb3MOKHO U3TPUBAHE HA BbBEJACHUTE JJAaHHU (T. €. MOAbpKa CE CJe/la 3a IPOBEepKa Ha JAHHUTE U 3a peAaKTUpaHe);

5.5.3.4. noaappka cucTemMa 3a CUTYPHOCT, HEIIO3BOJISIBAIA HEYIIBJIHOMOLIEH JIOCTHII 10 JaHHUTE;

5.5.3.5. nopabpika CUCHK C YI'BIHOMOIICHU JIMIIA, UMAIIY MTPaBO /1 MPABAT MPOMEHU B JaHHUTE 110 T. 4.1.5 1 4.9.3;

5.5.3.6. moaabpxka ageKkBaTHA MOIIPHKKA U ChbXpaHEHUE Ha PE3EPBHU KOMUSI HAa JAHHUTE;

5.5.3.7. nonabpika cucreMa, penas3Baiia oT pa3KpuBaHe Ha KOJa.

5.5.4. B cnyuaii Ha TpaHcopMHUpaHe Ha JaHHUTE 110 BpeMe Ha TAxXHaTa 00paboTka € He0OXOAMMO BUHATH J]a Ob/I€ BE3MOKHO
CpaBHSIBAHETO M HAOIIOJICHUETO HA OPUTHHATHUTE IAaHHU C 00pa0OTEHUTE TaHHHU.

5.5.5. BB3I0XKUTENAT W3MO0I3Ba HEABYCMHUCIICH PA3lIO3HABATENICH KOJ 32 YUYACTHHUIIUTE ChIVIacHO T. 1.55, KOWTO mo3BOJIsBA
pasno3HaBaHe HAa BCUYKH JIOKJIAJIBAHU JJAHHU 32 BCEKU OTJIEJICH yYaCTHUK.

5.5.6. BB310XKUTENAT WK APYT MPUTEKATEN Ha JAHHUTE ChXPaHsBa BCUUKU CHEIM(PUYHNA OCHOBHU JIOKYMEHTH, OTHACSIIU CE
JI0 KJIMHUYHOTO M3MUTBAaHE, MOCOYCHH B T. 8§ "OCHOBHM JIOKYMEHTH 3a MPOBEXKAaHE Ha KIMHUYHO U3MUTBaHE" .

Bb3noxxurensaT ocurypsBa MOAXOASIIM YCIOBUS HAa ChbXPaHEHHE, KOUTO Ja rapaHTUpaT 3ama3BaHe Ha JOKYMEHTAIUsATa B
OTpe/IeNIEHUTE CPOKOBE HEITPOMEHEHA.

Bb3noxurensaT omnpenens MUCMEHO JIMIA, OTTOBOPHU 3a apXuBUpaHeTo. JlocThIbT 10 apXxuBHpaHaTa AOKYMEHTAIUs €
OTpaHMYEH OCBEH 3a MOCOYEHMTE JIMIIA.

5.5.7. BB3N0XUTENAT ChXpaHsIBa LsJlaTa OpPUTMHAIHA JOKYMEHTAIMs Ha KIMHUYHOTO M3MUTBAaHE, MOCOYEHA B T. §, M
pa3no3HaBaTeIHUTE KOJOBE HA MAIIMEHTUTE 3a HE TIO-MaJIKO OT 15 TOauHU ciiell MPUKIIIOUYBAHE WK MTPEKPaTIBaHE HA U3MTUTBAHETO.

Bb3noxxurensaT chXpaHsBa BCHUYKU CIENU()PUUYHU OCHOBHH JOKYMEHTH M B CHOTBETCTBUE C MPHIOKUMUTE HOPMATHBHH
M3UCKBAaHMS Ha JbpPXKABaTa/UTe, B KOSITO JIEKAPCTBEHUST MPOAYKT € pa3pelieH 3a ynorpeda u/uiii KbJIeTO BB3JIOXKHUTENIAT UMa HAMEPEHHE
Jla KaHJAUJIaTCTBA 3 pa3perieHne/s.

5.5.8. Ilpu mpekpatsiBaHe Ha Mporpamara 3a MPOyYBaHE HA U3MHUTBAHUS JIEKAPCTBEH MPOAYKT BB3JIOKUTEIAT ChXpPaHsSIBa
JIOKYMEHTAIUATA HE MO-MaJIKO OT JABE TOJUHU CJe]l IPEKpaTsIBaHe Ha MOCIEAHOTO IPOYyUBaHE C U3MUTBAHUS TIPOTYKT.

Te3n MOKyMEHTH ce ChXpaHsIBAT 3a MO-TBJIBI MEPHOJ, aKO TOBA C€ M3HWCKBA OT APYrM HOPMATHBHU JOKYMEHTH WJIM OT
BB3JIOKUTES.

5.5.9. AKO BB3JOXKHTENAT NMPEKPATH KIMHUYHOTO Pa3BUTUE HA M3CIEABAHUS JICKAPCTBEH MPOAYKT, TOM € 3aAbJDKEH Ja
YBEJOMH BCUUKHU MU3CJIEI0BATENM MO KIMHUYHOTO U3MUTBAHE U BCUUKH PETYJATOPHU OPTraHu.



5.5.10. Besiko npexBbpIisiHE Ha IPUTEKAHUETO HA IaHHUTE C€ TIOKYMEHTUPA U JOKJIa/[Ba HA CbOTBETHUTE PETYIaTOPHU OPraHU
U KakTO € IMOCOYEHO B MPHJIOKMMHTE HOPMATHUBHU HM3UCKBaHMS. HOBUAT mpuTexaren Ha JaHHUTE OTroBaps 3a ChbXPAaHEHUETO U
apXMBHUPAHETO Ha JOKyMEHTalusATa cbriiacHo T. 5.5.7, 5.5.8 u 5.5.9.

5.5.11. Ilpu BK/IIOUBaHE HA TaHHUTE B JIOKYMEHTALIMA 32 pa3pelleHue 3a yIoTpeda Bb3I0KHUTEIAT ChXPaHsiBa TIOKyMEHTAIIUSTA
HE M0-MaJIKO OT JIB€ TOAMHMU CJIEJ [10JIy4aBaHEe Ha MOCJIEIHOTO pa3pelIeHHe 3a ynoTpeda Ha TepuTopusaTa Ha EBporielickust cbio3.

CrneunpuyHITe OCHOBHHU JOKYMEHTHU Ha BB3JIOKHUTEIS CE ChbXPaHSIBAT Hall-MaJIKO JIBE€ TOJUHU CIIE] MTOCIETHOTO pa3peuieHe
3a ynotpeda Wity cliel M3TUYaHEeTO Ha Hali-MaJIKo JIBE TOAMHU Ciie]] OpUIIHAIHOTO MPEKpaTsBaHe Ha KIIMHUYHOTO PA3BUTHE HA U3CIICABAHUS
JIEKapCTBEH MPOAYKT. Te3u JOKYMEHTH Cce ChbXpaHsIBaT 3a MO-AbIbI IEPUO/I, aKO TOBA CE M3UCKBA OT APYTrd HOPMATUBHU U3UCKBAHUS WU
OT BB3JIOXKUTESL.

5.5.12. Bp3noxutenat uHpopMupa NucMeHo TTIaBHUS U3CJIE0BATEN U 1Ie4eOHOTO 3aBE/ICHHE, B KOETO e MPOBEX /1A KIMHUYHO
U3MHUTBAHE, 32 CPOKA HA CbXPAHEHUE HA IOKYMEHTALIUATA.

Bo3noxurensat uH@opMHpa NTUCMEHO TJIABHUSA H3CIEAOBaTeN U JIEUeOHOTO 3aBEICHHME 3a MOMEHTa Ha OTMaJaHe Ha
HEO0OXO0MMOCTTa OT CbXPAHEHHE Ha IOKYMEHTALIUATA.

5.6. 1300p Ha u3ciemoBaTesn

5.6.1. BB3IOXHUTENAT € OTrOBOpPEeH 3a M300p Ha H3CleAoBaTeNl M MSICTO Ha MPOBEXKIAHE HAa KIMHUYHOTO H3IMTBAHE.
HeoOxonumo e Bceku n3cnenoBaren aa 0be KBaTupUIMpaH ype3 o0ydeHHe U OMUT U J1a pa3nojiara ¢ MOIXOSIIN YCIOBUS ChIIACHO T.
4.1 u 4.2 3a nMpaBWJIHOTO MPOBEXKJIAHE HA KIMHUYHOTO M3MHUTBAHE, 3a KOETO € M30paH. B ciydail Ha m3moi3BaHe HA OpraHU3AIMS C
KOOpJMHHpAIa KOMUCHS W/WUIH KOOPAMHHUPAI M3CIeI0BaTe]l B MHOTOIICHTPOBH W3MUTBAHUS BB3IOKHUTEIAT € OTTOBOPEH 3a TAXHOTO
OpraHu3upaHe u/uim u3oop.

5.6.2. IIpeau Bnu3aHeTO B JOTOBOPHHM OTHOLIEHMSI C U3CJIE0BATENS 3a IPOBEXKIAHE HA N3IIUTBAHE BB3JI0OKUTEIAT IIPEJOCTABS
Ha M3CieloBaTeNs MPOTOKOJIA U aKTyalHaTa Opolllypa Ha U3CJIeI0BaTelNs U JOCTaThYHO BpEME 3a TSIXHOTO Pas3riiexk/IaHe.

5.6.3. BB310KUTENAT 33 IBJKUTEIHO M10JIy4aBa ChIJIACUE OT U3CIIEN0BATEINS 3a:

5.6.3.1. mpoBexxJaHe Ha KIMHUYHOTO M3nuTBaHe B choTBeTrcTBUE ¢ JIKII, ¢ mpunoxxumuTe HOpMATHUBHU U3HUCKBAaHMS, C
0J100pEHUs OT BB3JIOXKUTEIS M KOMUCHSATA MO €THKa MMPOTOKOJT;

5.6.3.2. cna3BaHe Ha MPOIEAYPUTE 3a 3aITUCBAHE U JOKJIaIBaHE HA TAHHUTE,

5.6.3.3. pa3pemiaBaHe HAa MOHUTOPUPAHE, IPOBEPKA U NHCIIEKIINS;

5.6.3.4. cbxpaHsBaHE HAa CBBP3AaHUTE C KIMHUYHOTO H3MHUTBAHE OCHOBHMU JOKYMEHTH, JIOKATO BB3JIOXKUTEIAT YBEAOMHU
U3CJIeI0BATENA, Y€ Te3H JOKYMEHTH IIOBEYE HE ca HEOOXOAUMHU.

Bb3510XuTensaT 1 n3caeaoBaTeNsT MOANKUCBAT IPOTOKOJIA /WK APYT JOKYMEHT, 3a J1a HOTBbPAST TOBA CIIOpa3yMeHHUE.

5.7. Pasnpenenenue Ha 3aAbDKEHUITA U QYHKIIUUTE

[Ipenu 3amouyBaHe Ha KJIMHUYHOTO HM3MUTBAHE BB3JIOKUTENAT OINpENess, YCTaHOBSIBA U paslpeienss BCHUYKU CBBHP3aHU C
KJIMHUYHOTO U3MUTBAHE 33bJDKEHUS U (QYHKIIMH.



5.8. KoMmrieHcanuu 3a y4aCTHUIIUTE U U3CIICIOBATEIIUTE

5.8.1. BB31m0KuTeNAT 3acTpaxoBa WM OCUTYpsiBa (Upe3 IOpUINYECKO U (DUHAHCOBO NMOKPUTHE) MU3CIEAOBATEIUTE CPEILy
MCKOBE 3a I1I€TH, Bb3HUKBAILM BbB BPb3Ka C KIMHUYHOTO U3IUTBAHE, C 3KJIIOUEHUE Ha LIETUTE, Bb3HUKBAIIM B PE3YITaT HA HE3aKOHHU
JIEHCTBUSI W/WITH HEOPEKHOCT.

5.8.2. BerpeurHopupMeHuTe MpOoLEAYpr Ha BB3JIOKUTENS TpsAOBa /1a ONMKUCBAT MOKPUBAHETO HA PAa3XOJAW IO JICUYCHHETO Ha
YYaCTHUIM B CIIy4ail Ha CBBP3aHU ¢ KIMHUYHOTO U3MUTBaHe yBpexaanus. Te3u mpoueaypu TpsiOBa 1a ca B CbOTBETCTBHE C PUIOKUMUTE
HOPMAaTHUBHU U3UCKBAHUSL.

5.8.3. MeToabpT U pa3MepbT Ha KOMIIEHCALIMUTE, MOJYYEHU OT YYACTHULUTE B KIMHUYHOTO HM3IUTBAHE, CHOTBETCTBAT HA
MPUIOKUMUTE HOPMATUBHU U3UCKBAHUS.

5.9. ®uHaHcupaHe

OUHAHCOBUTE B3aUMOOTHOILIEHUS MEX/1y Bb3JIOXKHUTENS U U3CIIE0BATENS CE JOKYMEHTUPAT Ype3 10r0BOP.

5.10. YBenomsiBaHne/3asiBII€HUE A0 PETYIATOPHUTE OpraHu

[Ipenn 3amouyBaHe Ha KIMHUYHOTO M3MUTBAHE BB3JIOKUTENAT MPEACTaBs JIOKYMEHTALMITA, KOATO CE€ H3HUCKBA OT
perylaTopHUTE OpraHu 3a OIEeHKa, of0o0peHHe W/Wiu pa3pelieHHe 3a 3aloyBaHe Ha KIMHUYHOTO U3MUTBaHe. Bcesko
yBEIIOMJICHHE/3asIBIICHIE ChIbpPIKA JIaTa U IOCTaThuHO MH(POPMALUs 3a UISHTH(DUKALMS HAa TPOTOKOJIA.

Bo3noxurensat yBegomssa nucMmeno MAJI u cboTBeTHaTa komucus 1o eruka no wi. 103 3JIIIXM npu BkiIroYBaHE HA IbPBU
MalMeHT B U3MUTBAHETO Ha TeputopusiTa Ha Penybnuka brarapusi.

B cnydaii Ha MHOTOLIEHTPOBO IPOYYBaHE BB3JIOKUTEIAT yBeaoMsiBa nmucMeHo MAJI u choTBETHATAa KOMUCHS 110 €TUKA I10 YJI.
103 3JIIIXM npu npeycraHOBsIBaHE Ha yYaCTHETO B IPOYYBAHETO HA HIAKOM OT 0JJ00pEHUTE C MbPBOHAYAIIHOTO MOJIOKUTEIHO CTAHOBHILE
LIEHTPOBE Ha NIPOYYBAHETO.

5.11. IloTBBpKACHHE 3a PA3TIEKIAHE OT KOMUCHUS MO €THKA

5.11.1. Bw3noxutensat HabaBs OT U3CIeN0BaTeNs CISAHUTE JaHHU U JOKYMEHTH: UME U aJipec Ha ChOTBETHATA KOMHCHS IO
€THKa, CTAHOBUIIIE OT KOMUCHSTA 110 €THKA, Y€ TS € ChCTaBeHa U JeiicTBa B cboTBeTcTBUE ¢ JIKII M mpunokumMuTe 3aK0OHHU 1 IOJJ3aKOHOBU
HOPMAaTHUBHU aKTOBE; TOKYMEHTHUPAHO MOJOKUTEIHO CTAHOBUIIE OT KOMUCHSTA 110 €THKA 3a aKTyallHaTa BEpCcUs Ha MPOTOKoa, opMa Ha
MUCMEHO MH(OPMUPAHO ChIJIACHE U BCAKA JIpyra HHPOpMaIHs, KOSTO 1€ Ce MPEoCTaBs Ha yYaCTHUIUTE, IPOLEAYPUTE 3a HaOUpaHe Ha
MAalMEHTH, JOKYMEHTH, CBbP3aHU ChC 3aIUIAIIAHETO M KOMIICHCALMATAa HAa YYAaCTHULIUTE U JIPYTM JOKYMEHTH, KOUTO KOMHCHSTA €
M3HCKaa.

5.11.2. Ako KOMHUCHSATA TIO €TUKA JaBa MOJOKUTEIHO CTAHOBUIIE MPHU yCIOBHE, Ye ObAAaT HAlpaBEHU MPOMEHH B HIKAKHB
acHeKT Ha KJIMHUYHOTO HM3MUTBaHE (Hamp. MpPOMsHAa Ha MPOTOKOIa, opmara Ha MUCMEHO MH(OPMHpAHO ChIVIACHE U BCSIKa Jpyra
uH(pOpMAaIIKs, KOSTO 1€ c€ MPEJOCTaBs Ha YYaCTHUILIUTE W/WIU IPYTH MPOUEAYPH), BH3IOKUTENAT HaOaBs OT U3CJeI0oBaTelNsd KOMUe Ha
HAIPaBeHOTO M3MEHEHUE U J1aTaTa Ha W3/1aBaHe Ha MOJIOKUTEIHO CTAHOBUIIIE OT KOMUCHATA IO €TUKA.



5.11.3. Bp3noxuTenar HabaBs OT U3CIEA0BATEN JOKYMEHTH U IaTH HAa BCHUKHA HOBHU TOJOKHUTEIHHA CTAHOBUINA 32 IIPOMEHH,
KaKTO U Ha BCAKO OTTEIJISIHE WM IPEKpaTsIBaHe Ha JaJIeHO IOJI0XKHUTEIHO CTAHOBHUIIIE.

5.12. Uudopmanust 3a U3MUTBAHUS JEKAPCTBEH MPOIYKT

5.12.1. Korato ruiaHupa KJIMHUYHO U3MUTBAHE, BB3JIOKUTENAT FApaHTUPA, Y€ ca HAIMYHU JOCTAaThYHO JAHHU, OKa3BallU
0€301acHOCT ¥ €(pUKACHOCT OT HEKJIMHUYHH W/UIM KIMHUYHU W3MUTBAHUS HA MPOAYKTa B MOJKPENa Ha MPUIAraHeTO My BBPXY X0Opa 1o
BT, J103UPOBKA, IPOJBIDKUTEIIHOCT U U3MMTBAHA IPYyNa NALMEHTH, KOUTO I1e Ce IPOyYBarT.

5.12.2. BB3JIOKHATENAT aKTyaau3upa Opolrypara Ha u3cieI0oBaTesl, Korato HoBa U 3HaYuMa HHQPOpMAIHsl CTaHe JOCTHITHA.

5.13. IIpou3BoAcTBO, ONTAKOBaHE, ETUKETUPAHE U KOJUPAHE HA U3IUTBAHUS JIEKAPCTBEH MPOIYKT

5.13.1. BB370XKUTENAT rapaHTupa, Y€ U3MUTBAHUST JIEKAPCTBEH MPOAYKT (BKIIOUYUTEIHO JIEKAPCTBEH NPOAYKT 32 CPABHEHUE
U 11ane0o, ako ce U3I0J3Ba) € 0OXapaKTepU3upaH B CbOTBETCTBHE OT €Tarna oT pa3paboTKa Ha JEKapCTBEHUS IPOAYKT, e ce MPOU3BEXKIa
B cbOTBeTCTBUE € pritoxkuMa 111 u e kogupaHn n eTUKeTHpaH 110 Ha4KWH, KOMTO 3ara3Ba 3acielsIBaHeTO, aKo UMa TaKoBa. Be3ioxurensar
U3rOTBSl €TUKETUPOBKA HA M3MUTBAHMS JIEKAPCTBEH MPOJYKT B ChbOTBETCTBUE C M3MCKBAHMATA Ha IpaBuiara Ha J[oOpa mpousBojcTBEHA
IIPAKTHKA 32 JIEKApCTBEHU NPOAYKTHU B IIPOLIEC HA pa3pabOTBaHE U U3CIEABAHE U IPHIIOKUMUTE HOPMATUBHU U3UCKBAHUS.

5.13.2. BB310XKUTENAT OIpeness TeMIlepaTypa W YCIOBHMsS Ha CbXpaHEHHe (Hallp. Mpejana3BaHe OT CBETJIMHA), CPOK 3a
CbXpaHEHHE, TEYHOCTH 3a pa3TBapsiHE M MPOLEAYpH, KaKTO M U3JEeNUs 3a BIMBaHE Ha JIEKAPCTBEHMs NPOJYKT, aKO MMa TaKHUBa.
Bb3noxurensT yBeoMsaBa BCUUYKU BKJIIOUEHH B KJIMHUYHOTO M3MUTBaHE CTPaHU (T.e. MOHMTOPHUPAIIHM, U3CIEN0BaTEIH, (apMalleBTH,
OTTOBOPHUIM 110 CbXPAHEHUETO) 32 ONPEEIICHUTE YCIOBUS.

5.13.3. Heob6xoauMo e omakoBKaTa Ha M3MMTBAHUSA JICKAPCTBEH MPOAYKT Jla Mpejna3Ba OT 3aMbpCsABaHE U HENPUEMIIMBO
BJIOIIABAaHE HA KaUE€CTBOTO IO BPEME Ha TPAHCIIOPTA U ChbXPAHEHHUETO.

5.13.4. B crienuTe M3NMUTBAHUS KOAMpAllaTa CUCTEMa 3a M3MUTBAHMUS JIEKApCTBEH MPOAYKT 3aIbJDKUTEIHO BKIIOYBA
MEXaHM3bM 3a He3a0aBHO pa3KpHBAHE Ha JIEKApPCTBEHUs NMPOAYKT B CiIyyail Ha CIIEIIHOCT, HO HETO3BOJISABAIl HE3a0€IeKUMO pa3KpUBaHe
Ha KOJa.

5.13.5. B ciryuaii e mo BpeMe Ha KJIMHUYHOTO M3MHUTBAaHE Ca HANPAaBEHW 3HAYMTEIHH NMPOMEHH B ChCTaBa HA M3NMHTBAHUS
JIEKapCTBEH MPOAYKT MUJIM Ha JIEKAPCTBEHUS IIPOIYKT 32 CPAaBHEHUE, PE3YITATUTE OT BCUUKH JOIIBIIHUTEIHY U3IUTBAHUS HA JIEKaPCTBEHNUTE
HOPOJAYKTH C HOB ChCTaB (T.€. TECT 3a CTAOWJIHOCT, Mpoduia Ha pa3TBOPUMOCT, OMOHAIMYHOCT) TpsAOBa Ja ObJAT HAaJUYHU IpPEIU
U3I0JI3BaHETO Ha MPOIYKTUTE B KIMHUYHO M3MHUTBAHE, 3a J1a Ce MPELeHH Jajli IPOMEHHUTE MOBIUABAT 3HAUUTEITHO (PapMaKOKUHETHYHHS
npodui Ha J€KapCTBEHUS TPOTYKT.

5.14. JloctaBka u 60opaBeHe C U3MUTBAHUS JIEKAPCTBEH MPOIYKT

5.14.1. (m3m. - JIB, Op. 28 ot 2021 r.) BB3/I0KUTENAT € OTTOBOPEH 3a CHAOASBAHETO HA HM3CIEAOBATENS C M3MUTBAHMS
JIEKapCTBEH MPOAYKT. BB3I0KHUTEIAT NpeaoCcTaBst Ha yYaCTHULIUTE O€3BB3ME3HO M3MUTBAHUS JEKAPCTBEH MPOIYKT/TIPOAYKTH U BCSIKO
u3Jienye, HeoOX0MMO 3a MPUIIAraHEeTO MY.



B cnydaii ue Bb3JIOKUTEIAT € OpraHu3alus ¢ HECTONAaHCKa 11eJl, KITMHUYHO N3MUTBAHE MOXKE J1a C€ MPOBEE C IPOAYKTH, KOUTO
HE ca MPEeI0CTaBEHH OT BB3JIO0KUTEIS, IPU U3PUUHOTO ChIilacke Ha (GU3HUUECKOTO/IOPUIUIECKOTO JULe, (PUMHAHCUPAIIIO JICYCHHETO.

5.14.2. BB3I0OXKUTENAT HE JIOCTaBs M3MUTBAHMA JICKAPCTBEH MPOIYKT Ha M3CIEA0OBATENs, OKaTo He ce HaOaBAT BCHYKU
HEOOXOUMH TIOKYMEHTH (T.€. MOJIOKUTETHO CTAHOBHUIIE HA KOMUCHS IO €THKA U PEryJIaTOPHUTE OPTaHH).

5.14.3. Bb3m0XUTENAT rapaHTUpa, Y€ Ha U3CIIEI0BATEINS Ca JOCTABEHU MMCMEHH MPOLIEAYPH, BKIIIOYBAIIN HHCTPYKIHH, KOUTO
TOM € 3a/IbJKEH J1a clieiBa pHU OOpaBeHe U ChXpaHEeHUE Ha U3MUTBaHU JIEKapCTBEH MPOAYKT U JOKYMEHTalusATa KbM Hero. [Iponenypure
BKJIIOYBAT aJEKBAaTHO M O€30MacHO IMOoJydyaBaHe, OOpaBeHe, ChbXpaHEHHE, pa3laBaHe, CbOMpaHE Ha HEHM3MOJI3BAHUTE KOJMYECTBA OT
NAlMEHTUTEe U BpbIUIaHe OOpaTHO Ha BB3JIOKUTENS HA HEU3NOJI3BAaHUTE KOJMYECTBA OT M3MUTBAHUS JIEKAPCTBEH MPOAYKT (MU
YHUIIOKaBaHE WIIM YCBOSIBAHE MO JAPYT HAYMH, aKO TOBA € Pa3pPEIICHO OT BB3JIOKHUTENS U € B ChOTBETCTBHE C MPUIIOKUMUTE HOPMATHBHU
W3UCKBAHHMS).

5.14.4. BB3J10KUTEIAT:

5.14.4.1. rapanTupa 3a HaBpeMeHHaTa JOCTaBKa Ha M3MHUTBAHUS JIEKAPCTBEH MPOIYKT HA U3CIEIOBATEINTE;

5.144.2. cobxpaHsBa 3amMcH, [JOKYMEHTUpAIlM W3MpALIaHETO, II0Jy4aBaHETO, pa3Ilpe/eiICHUETO, BPbBIIAHETO U
VHHIIIO’KaBAHETO HA W3MHUTBAHUS JIEKAPCTBEH MPOYKT CHIVIACHO T. §;

5.14.4.3. nmogappka cucTteMa 3a Bb3CTAHOBSIBAHE HAa M3MUTBAHUTE JIEKAPCTBEHHU IMPOAYKTH M JIOKYMEHTHpPAHE Ha TOBa
BB3CTAHOBSIBaHE (T.€. 32 HEJOCTATHYHO BPBIIAHE HA JIEKAPCTBEH MPOAYKT, OOpaTHO MOJIydaBaHE CJell 3aBbpIIBaHE HA KIMHUYHOTO
W3NHUTBaHE, U3THUYAHE HA CPOK 32 OOPATHOTO MOJIyYaBaHE);

5.14.4.4. nogabpka cucTemMa 3a YHHILIO)KaBaHe/TIpeaBaHe Ha JIPYTH JIMIA Ha HEYNOTPeOEHOTO KOJIMYECTBO U IOKYMEHTAIIHS
3a TOBa YHUIIOKaBaHE/TIpeIaBaHe.

5.14.5. BB310XKUTENAT:

5.14.5.1. rapanTupa, 4e JIeKapCTBEHUAT MPOYKT I1ie ObJ1e CTaOUIICH TIPe3 ISIIOTO BpeMe Ha yrnoTpeoa;

5.14.5.2. chxpaHsiBa 1OCTaThbUHU KOJMYECTBA OT M3MHUTBAHUS JICKAPCTBEH MPOIYKT, M3IMOJ3BaH MO BpeME Ha KIMHUYHOTO
U3MUTBAHE, 3a Jla TPEMOTBHPAM CcHenu(UKanuuTe, ako TOBAa CTaHE HEOOXOIMMO, W CHhXpaHsABAa TOKYMEHTAlUs OT aHajiu3a |
XapaKTepUCTUKHU Ha MPoOHATa MapTHA;

5.14.5.3. cpxpaHsBa MpOOUTE JI0 CTEMEH, KOATO CTAOMIIHOCTTa IMO3BOJIABA, IO 3aBBPIIBAHE HA aHAIM3UTE HA JAHHUTE OT
KJIMHUYHOTO U3MUTBAHE WIHN 32 MO-IBJIBI EPUOJI, aKO TOBA CE€ U3UCKBA OT APYT'H MPUIOKUMH HOPMATUBHU U3UCKBAHMUSL.

5.15. JlocTbn 10 JOKyMEHTALMATa

5.15.1. BB310XUTeNAT AOKYMEHTHpPAa B MPOTOKOJIA WJIM C JPYT MUCMEH JOrOBOp, Y€ TJaBHUAT M3CIleA0BaTeN/Ie4e0HOTO
3aBeJICHUE, ICHTHP Ha MPOYYBAHETO, III¢ MPEIOCTABAT AUPEKTECH JOCTHIT 10 U3TOUYHUINTE HA JAHHU/JOKYMEHTH, CBbP3aHH C KIIMHUYHOTO
U3IUTBAHE 32 MOHUTOPHUpaHE, IPOBEPKH, pasriiexk1aHe OT KOMUCHS [0 €THKA U WHCIIEKIHS OT PEryJIaTOPHUTE OpTraHu.



5.15.2. BB310KUTENAT IPOBEPSABA 1AM BCUYKU YYACTHUIIM €a JaJIM IUCMEHO ChITIACUETO CH 3a IUPEKTHUS JOCTHI J0 TEXHUTE
OPUTMHAJIHU MEJULUHCKH JI0CHETa IIPU IPOBEKIaHE HA CBbP3aHU C KIMHUYHOTO U3MUTBAHE MOHUTOPUPAHE, IPOBEPKH, Pa3TIEKAAHE OT
KOMUCHS T10 €TUKA U MHCIIEKLIMSI OT PEryjIaTOpHUTE OpraHH.

5.16. Uudopmarnus 3a 6e30macHOCT

5.16.1. BB3/I0XXUTENAT € OTTOBOPEH 3a HENPEKbCHATATa OLIEHKA Ha 0€30MacHOCTTa HA M3MUTBAHUS JIEKAPCTBEH MPOIYKT.

5.16.2. Be3noxutenar uapopmupa MAJI, KoMUCcHsATa TTO €THKA U U3CIEI0BATSIINTE 3a BCsAKA HOBA HH(GOPMAITHS, KOSTO MOXKE
Jla TIPEJCTaBIsBA 3aIUlaxa 3a 37paBeTo M OJIaronojyyrueTo Ha MalMeHTHTE, J1a MOBJIMAE Ha XOAa Ha MPOYYBAHETO HJIM J1a MPOMEHHU
pazpemenueto Ha MAJI 3a mpoBexnaHe Ha MPOYyYBAHETO /WM Ja MPOMEHHU MOJOKUTEIHOTO CTAHOBMIIE HA KOMHUCHS MO €THKa 3a
IPOIBIDKEHUE HAa KIIMHUYHOTO U3IUTBAHE.

5.16.3. Bb310XKUTENAT ChXpaHsiBa MOAPOOHU 3alKCH 32 BCUYKU CHOOIIEHHS 32 MOJ03UPAaHU HEXKeNaHU ChOUTHSA, HACTHITIIN
npu ynorpebaTa Ha W3MUTBAHHS JIEKAPCTBEH MPOIYKT, 32 KOUTO € MHPOPMHpAH OT HM3CIEAOBATEIUTE WIM OT JIPYr M3TOYHHK Ha
nHpopMarnus.

5.16.4. Bp310XUTENAT OLIEHSIBA HEXEJAaHUTE ChOUTHS IO OTHOIIEHUE HAa CEPUO3HOCT, OYaKBAHOCT U MPUUYUHHO-CIIEICTBEHA
Bpb3Ka. Bp3noxkurensaT pazpaboTBa u mpuiiara npoueaypH 3a OlleHKa Ha HeXKEIaHUTe ChOUTHS 32 CEpUO3HOCT, OUAKBAHOCT U MPUYMHHO-
CJIEZICTBEHA BPB3Ka B CbOTBETCTBHUE C MyOJIIMKYBaHUTE PHKOBOJICTBA HA MexTyHapogHaTa KOH(pepeHI s 1o XapMoHu3anws, EBponeiickara
KoMucHs ¥ EBpornelickaTta areHuus 1o jJeKapcTBara.

5.16.5. Bb3noxurensaT cbOupa aKTHMBHO BCsAKa JONBJIHUTENHAa HH(pOpMalus, KOSTO € HeoOXoauma 3a OLIEHKa Ha
WHAUBUAYAIHUTE ChOOILIEHHUS 32 HEXKelIaHU ChbOUTHS.

5.1.6.6. Bcuuku HexxenaHW ChOUTHSI, OLIGHEHU OT W3CJIEI0BATelNIs WM BB3JIOKUTENS KaTO Hall-MaJIKO BEPOSTHO CBBP3aHU C
U3MUTBaHUA IPOAYKT, c€ 00paboTBaT U 0K ABAT KaToO HeXeJaHH JeKapCTBEHU PEeaKlnu.

5.17. JloknaaBaHe Ha HEXKEJIAHU JIEKAPCTBEHU PEAKIIUU

5.17.1. Jloknany 3a Moi03UpaHy CEpUO3HU U HEOUYaKBaHU HexKenaH peakiuu 1o 1wi. 138 3JIIIXM ce nomaBaT OT Bb3I0KUTENS
Ha KJIMHUYHOTO U3IUTBAHE.

BB310XKUTENAT € OTTOBOPEH 3a IOjaBaHE Ha ChOOIIEHUATA 32 CEPUO3HM HEOYAKBAHU HEXKEJIAaHU PEAKIMH, BKIIOUUTEIHO
KOIaTo peaklMuTe ca KbM pa3pelleH 3a ynorpeda U3MUTBaH JIEKapCTBEH MPOAYKT, U3I0JI3BaH B U3MIUTBAHETO KAaTO MPOJIYKT 32 CPAaBHEHUE,
3a KOMTO BB3JIOKHUTEIAT HE € MpUTEXATeNl Ha pa3pelIeHueTo 3a yrnorpeda. B te3u ciaydan Bb310XKUTENAT HHGOPMUpA TpUTEKATENsS Ha
paspelieHue 3a ynorpeba Ha MpoIyKTa 3a TepuTopusaTa Ha bbarapus 3a peakuusra u 3a nojasasero Ha uHpopMmanusra 1o MAJL

Korato n3nuTBaHUAT JEKapCTBEH MPOAYKT HE € pa3pellleH 3a ynorpeda, Bb3JIOKUTeNAT yBenomsaBa MAJl u komucusra no
€TUKa B JOMBbJIHEHUE KbM choOmenusTa mo wi. 138, an. 1 u 3 3JIIIXM u 3a BCcHYKU MOJO3UPAHN CEPUO3HH M HEOYaKBaHU HEXEIIaHU
peakiuy npu ynorpedaTa Ha U3MUTBAHUS JIGKAPCTBEH MPOIYKT HE3aBUCHMO OT MPOU3X0JIA HM.

Jloknanu 3a CEpHO3HM M HEOYaKBAHM HEXKEIAHW PEeakUHWH ce nojaaBaT B M3mbiaHuTenHaTa areHuMs IO JieKapcTBaTa M
KOMHCHSATA 10 €THKa He3a0aBHO M HE MO-KBCHO OT 15 JTHU OT MostydaBaHEeToO Ha MH(OpMAIIHs 32 HaCThIIBaHETO UM. [Ipu U3pUYHO MHCMEHO



chbIJjache Ha KOMHUCHSATA 10 €THKA JTOKJIAJUTE 3a NOJ03UPaHHU CEPUO3HU U HEOYAKBAHU HEXEJIAHW peakLMy MOorar Jia ce IoJaBaT Ha I10-
roJeMy UHTEPBaJU, HO HE MO-PAIAKO OT BEAHBXK Ha ILIECT Mecela.

BB3510)XKUTENAT € OTTOBOPEH 32 U3MPALAHETO HA JIOKJIAAU 10 BCUUKU 3aMHTEPECYBAHU M3CIIEA0BATEIN, KOMUCHS IO €THKA U
peryjaaTopHU OpPTraHy 3a BCUYKHU HEXeJlaHH JIEKapCTBEHH PEAKIIMU, KOUTO ca CEPUO3HU U HEOYAKBaHHU.

5.17.2. Jloknaaure 3a CEpUO3HU U HEOUAKBAHU HEXEJIAHW peakLuu TpsOBa Ja ChOTBETCTBAT HA IPWJIOKUMUTE HOPMATUBHU
U3UCKBAaHUS U PBKOBOJACTBOTO Ha MekayHapoaHaTa KOH(pEpeHIMs 0 XapMOHM3alus 3a 00paboTka Ha JJaHHUTE 3a 0€30MacHOCT OT
KIMHUYHA n3nuTBaHus - "Jlepurnmmu u cranmaptu 3a crnemHo goknaaBane" (ICH Guideline for Clinical Safety Data Management:
Definitions and Standards for Expedited Reporting).

5.17.3. Bb310XUTENAT NPEACTaBs HAa PEryJaTOPHUTE OpraHM BCUYKM aKTyalM3allud Ha JaHHUTE 3a O€30MacHOCT U
HNEPUOJIMYHUTE JAOKIaaU. Bb310KUTENAT NpeaocTaBs BeAHBK IOAUIIHO HA V3mbiHUTENHATa areHIys 1o JekaperBaTta 1 Ha Komucusra
[0 €THKA CIIUCHK Ha BCUYKHU [10103UPAHU CEPUO3HU HEKETaHU JIEKAPCTBEHU PEAKIIMU, KOUTO ca Bb3HUKHAJIM [IPE3 U3MUHAIMS IEPUOJT, U
JIOKJIa/1 32 6€30I1aCHOCTTA Ha YYACTHULIUTE B U3MIUTBAHETO.

5.17.4. TogumHUAT TOKIAA 3a OE30MACHOCT ChIABpKa OOOOIIEHH NaHHHM 3a OE30MAaCHOCTTa Ha W3MUTBAHHS JIEKAPCTBEH
HPOAYKT 32 MOCJIEIHHsI €IHOTOIUIIEH MEPHOA, CYUUTAHO OT JlaTaTa Ha IbPBOTO Pa3pelleHUe 3a MPOBEXkKAaHE HAa KIMHUYHO U3IUTBAHE C
W3NUTBAHUA IPOAYKT HAa TEPUTOPUATA HA EBpONEICKHS CBIO3.

Bp3noxurensaT nogaBa roquIIHus Jokiaj 3a 6eonacHoct B MAJI u komucusiTa 1o €THKa B Cpok 10 60 KaneHaapHHU JHU ClIe]
Kpas Ha [1epuoJia, KOMTo o0XBalla JOKJIaabT.

3a KIIMHUYHYU U3MUTBAHUSA C MPOABIDKUTEIHOCT 0] €JHA TOJIMHA TOAMIIEH JTOKJIaj 3a Oe30MacHOCT ce MoAaBa B Cpok 10 90
JTHY clieJ] TPUKJII0YBAHE HAa U3IMTBAHETO C yBEAOMIIEHHETO o wi. 142, an. 2 3JIIIXM.

Koraro npoBexna noBeye OT €1HO KIMHUYHO M3MMTBAHE C €IUH M CHIIM W3MUTBAH NMPOIAYKT, BB3IOKUTEIAT M0J1aBa OO
rOJUIIeH JIoKiaa 3a O0e3onmacHOCT. B Te3u cioyyam AOKIaAbT ChAbpiKa JJaHHU 3a Mpoduiia Ha 0E30MacHOCT HAa W3MNMTBAHMS MPOAYKT U
TOJMILIHUTE JOKJIAU 3a 0€30MaCHOCT MO BCSKO OT MPOBEXIAHUTE B BbIrapus KIMHUYHU U3UTBAHUSL.

5.17.5. Bp310XUTENAT NpeocTaBs TOAMILEH TOKIal 32 0€30MaCHOCT U U3BBH IOCOUEHUS CPOoK MpH norckBane oT MAJI u/unu
KOMUCHSATA 110 €THKA.

5.18. Monuropupane

5.18.1. Llen Ha MOHUTOPHUpPAHETO € J]a Ce MPOBEPH JaJIM ca 3ala3eHu MpaBaTa U 0JaromnoylyyueTo Ha Xoparta; J0KJIaJBaHUTe
JTAaHHU ca TOYHM, I'BJIHK U CHOTBETCTBAT HA OPUTMHAIHUTE JTIOKYMEHTH; IIPOBEXKAAHETO HAa KJIMHUYHOTO M3MUTBAHE € B CbOTBETCTBUE C
ono0penus miad u npomenute, AKII 1 npuinokuMuTe HOpMaTUBHU N3UCKBAHUS.

5.18.2. N300p u kBanuduKanys Ha JIMIATa, U3BbPUIBAILIA MOHUTOPUpPaHE

5.18.2.1. JInnara, n3BbpuIBalll MOHUTOPUPAHE, CE€ HA3HAYABAT OT Bb3JI0KHUTEIS.

5.18.2.2. JIuuara, N3BbPIIBALY MOHUTOPUPAHE, ca 00YUEHH U MPUTEKaBaT HY)KHUTE HAyYHU W/UIU MEAUIIMHCKY MO3HAHUSA,
3a J]a MOHUTOPHUPAT KIMHUYHOTO M3MHUTBaHe npaBuiHo. KBanudukanusaTa Ha Tunara, U3BbPIIBAL MOHUTOPUPAHE, C€ TIOKYMEHTHPA.



5.18.2.3. Jlunara, u3BbpIIBAIIA MOHUTOpPUpPAHE, TPSOBA M3ISUIO Ja OBJAT 3aM03HATH C U3IMHMTBAHUS JIEKAPCTBEH MPOIYKT,
MpoOTOKOJIa, ¢ opMmaTa 3a MHUCMEHO MH(OPMHUpAHO ChIVIACHE M BCsAKA JApyra nmucMeHa HH(opmanus, KOSTO IIe ce MPEeAocTaBs Ha
yuactHuuute, COII Ha Bp3noxurens, AKII u npuinoxumMuTe HOpMaTUBHUA U3UCKBAHUSL.

5.18.3. O6xBart 1 ecTecTBO HA MOHUTOPUPAHETO

BB310XKUTENAT rapaHnTupa, Y€ N3NUTBAHUATA CE€ MOHUTOPHUPAT O MOAXO AL HAUMH. BB37I0KUTENAT € 3a7bJDKEH J1a ONpeaeiH
o0xBaTa M HAYMHA HA MOHUTOPHpAHE, B3eMalKH MPe/IBUl LIeTa, AU3aiiHa, CII0)KHOCTTA, 3acJICNABAHETO, pa3Mepa U KpailHUTe TOYKU Ha
KJIMHUYHOTO M3MUTBaHE. B IIOCT MOHUTOpHpaHEe B MSCTOTO HAa MPOBEXKIAHE CE M3BBPINBA HPEAH, MO BpeMe U Clie] KIMHHYHOTO
usnutBane. [1o u3kIToYeHe Bb3IOKHUTENIAT MOKE J1a ONpEAeId, Y€ LIEHTPAIHO MOHUTOPUPAHE, BKIIIOYBAILIO IPOLEAYPH, KaTO 00ydeHHe
U CPEUIM Ha M3CIIAOBATEIUTE U TOI3BAaHE HA Pa3lIMPEHH MHUCMEHH PBKOBOJCTBA, OCUTYPsIBa POBEKAHE HA KIMHUYHOTO U3ITUTBAHE B
cpotBercTBUE ¢ JIKII. [TpremnuB MeTos 3a u300p Ha JTaHHU 32 MPOBEPKA € METOIBT Ha CTATUCTHUECKU KOHTPOIUPAHU IPOOH.

5.18.4. 3anpmKeHus Ha JIMLaTa, U3BbPIIBAIM MOHUTOPUPAHE

B choTBeTCTBHE C HM3UCKBAHMUATA HAa BB3JIOXKHUTENS JIMIIETO, M3BBPIIBAIIO MOHUTOPHpPAHE, TapaHTHpa, Y€ KIMHUYHOTO
U3IUTBAHE CE MPOBEXK/IA M TOKYMEHTHPA MTPABHIHO Ype3 U3BBPIIBAHETO HA CIETHOTO:

5.18.4.1. neiicTBa KaTO OCHOBHATA BPb3Ka 32 KOPECIIOHACHIIUS MEX]TY Bb3JIOKHUTEIS M U3CIICI0BATEIIS;

5.18.4.2. ycTaHOBSIBa 1AM U3CIIEIOBATEIAT MIPUTEKABa CHOTBETHA KBATM(HUKAIHS U PECYPCH, KOUTO 1€ OCTAHAT MOAXOISIIN
pe3 UAI0TO U3MHUTBAHE, Y€ YCIIOBUSTA, BKIIIOUBAIIM JabopaTopusTa, 000pyIBaHETO U MEPCOHAA, ca OIXOSAIIN U Y€ I1I€ OCTaHAT TaKKWBa
npe3 LeNus Iepruo]] Ha KIMHUYHOTO U3MUTBAHE 32 HETOBOTO 0€30I1aCHO M MIPABUIIHO MPOBEXKIAHE;

5.18.4.3. ycTaHOBsBa, Y€ 1O OTHOIICHHE HA U3MUTBAHUS JIEKAPCTBEH MPOAYKT:

5.18.4.3.1. BpeMeTO U YCIIOBHUSATA 32 ChXPAaHEHHUE Ca IMOAXOISIIN U IOCTABKUTE Ca JOCTATHYHU 32 ISIOTO W3IUTBAHE;

5.18.4.3.2. U3NUTBAHMAT JEKAPCTBEH MPOAYKT € IOCTaBEH CaMO Ha YYaCTHHUIIMTE, KOUTO Ca MOJXOIAIIM 3a M0JIy4aBaHETO MYy
B 7103, OTpeJiesieHa OT IPOTOKOJIa;

5.18.4.3.3. uneHoBeTe Ha M3CIENOBATEICKHS €KUIl ca CHAOAEHU C HEOOXOIMMHUTE MHCTPYKLHUH 3a MpaBUIIHATa yrnoTpeda,
OopaBeHe, ChbXpaHEeHHE W BPBIaHE Ha M3IUTBAHUS JIEKAPCTBEH MPOIYKT;

5.18.4.3.4. monydaBaHeTo, ynoTpedara U BPBILAHETO HA M3MUTBAHUS JEKAPCTBEH NMPOJIYKT B MECTaTa Ha MPOBEXJaHE Ha
KJIMHAYHO M3MHUTBAaHE CE KOHTPOJIMPAT U JOKYMEHTUPAT MPABUITHO;

5.18.4.3.5. GopaBeHETO ¢ HEU3IMOJI3BAHNUTE KOJIMYECTBA OT M3MUTBAHUSA JIEKAPCTBEH MPOJYKT ChOTBETCTBA HAa MPHUIIOKUMUTE
HOPMATHBHU M3UCKBAHMS U € CHIIIACYBAHO C BB3JIOKHUTEIIS;

5.18.4.4. ycTaHOBsIBa 1aJIM U3CIIEIOBATEIIAT ClIeBa OA0OPEHHSI TPOTOKOJ U BCHUKU OJJOOPEHU U3MEHEHUs, aKO UMa TaKHBa;

5.18.4.5. ycraHOBsIBa Najqu € MOJIYYCHO MUCMEHO MH(POPMHUPAHO CHIVIACHE OT BCEKH YYACTHHK MPEIU BKIIOYBAHETO MY B
KJIMHUYHOTO U3IUTBAHE;



5.18.4.6. rapanTupa, ye U3CIEIOBATEIAT MOJyyaBa aKTyajHaTa Opolllypa Ha M3CJIEI0BaTENsl, BCUUKH JOKYMEHTH U BCHUUKH
KOHCYMaTUBU 32 KJIMHUYHOTO H3MUTBaHEe, HEOOXOAMMM 3a HErOBOTO MPABUIHO MPOBEXKIAHE U B CHOTBETCTBHE C MPHIOKUMUTE
HOPMAaTHBHU U3HCKBAHMS;

5.18.4.7. rapanTtupa, 4e U3ClIeOBATENAT U HETOBUST €KHII ca JJOCTaThbUHO 100pe 3a1103HATH C KIIMHUYHOTO U3IUTBAHE;

5.18.4.8. npoBepsBa Jajiu U3CIEA0BATENAT U HETOBUAT €KUI U3BBPIIBAT OIIPEIEICHUTE AEUHOCTH 110 KIIMHUYHOTO U3IUTBAaHE
B CHOTBETCTBHE C MPOTOKOJA U BCUUKH APYTU MUCMEHHU JOTOBOPH MEXKY BB3JIOKUTENS U U3CIEI0BATENS U Y€ HE ca MPEXBbPIUIN TE3U
JIEHHOCTH Ha IPYTY HEYII'BJIHOMOIICHHU JIUIIA;

5.18.4.9. mpoBepsiBa naJIv U3CIIEIOBATEIISIT BKJIKOYBA CAMO MOJIXOASAIIN JIUIA;

5.18.4.10. noxnanBa craryca Ha BKJIIOUBaHE HA YYACTHUIIUTE;

5.18.4.11. mpoBepsiBa ajay OPUTHHAIHUTE JOKYMEHTH, KAKTO U JIPYTUTE TOKYMEHTU MO KIMHUYHOTO M3MHUTBAHE Ca TOYHH,
II'BJIHU M aKTYaJTHU U C€ ChXPaHSBaT;

5.18.4.12. mpoBepsiBa Aaiu U3CIENOBATENAT MPEIOCTaBsl BCUUKH M3UCKBAHU JOKJIATU, YBEAOMIICHUS M MOJOU U Jalld Te3U
JIOKYMEHTH Ca TOYHH, ITbJIHU, HABPEMEHHU, YETJIMBH, C J1aTa U UICHTU(HUIUPAT IPOYIBAHETO;

5.18.4.13. mpoBepsiBa U CpaBHABa TOYHOCTTA M IIBJIHOTATa Ha 3alHMCAHUTE B KIMHUYHATA KapTa Ha NalleHTa JaHHH,
OPUTMHAJHUTE TOKYMEHTHU U JIPYTU CBBP3aHU C KIMHUYHOTO U3MUTBAHE IOKYMEHTH €IHH C APYTH; JIUILETO, U3BHPIIBAIIO MOHUTOPUPAHE,
3aIBJKUTEIHO MIPOBEPSBA AU

5.18.4.13.1. nanHUTE, U3UCKBAHU OT MIPOTOKOJIA, ca TouHO AokianaBaHu B KKII u choTBeTCTBAaT HA OpUTMHAIIHUTE TIOKYMEHTH;

5.18.4.13.2. Bcska nmpoMsiHa Ha J103aTa W/ JICYEHUETO 32 BCEKU OTJENICH YYaCTHHK ca J00pe TOKyMEHTUPaHU;

5.18.4.13.3. HexenaHuTe CHOUTHS, MPUAPYKABAIIOTO JICUYCHUE W JONMBJIHUTEIHUTE 3a00msBanus ca nokiaasanu B KKII B
CBOTBETCTBUE C IPOTOKOA;

5.18.4.13.4. Bu3uTHUTE, KOUTO YYACTHUIIUTE HE Ca MOTJIM Jia HAMNpPABSAT, U U3CJICABAHUATA, KOUTO HE Ca HAIPABEHH, Ca SICHO
nokJiaaBanu kato takusa B KKII;

5.18.4.13.5. BCUUKHM OTHAAHAIIN U U3KITIOYEHU YYACTHUIIN OT KIMHUYHOTO M3MUTBaHE ca JokaaaBanu u obscHenu B KKIT;

5.18.4.14. yBenomsaBa mu3cienoBaTensa 3a Bcuuku rpemHd nombiaBaHus Ha KKII, mpomycku wim HE4eTIMBOCTH; JIMLETO,
M3BBPIIBAIIO MOHUTOPUPAHE, TapaHTUPA, Y€ KOPEKIIMUTE, NOMBIHCHHUATA WM U3TPUBAHUATA Ca HANPaBEHU C JaTa U OOSICHEHH (aKo €
HEO0OXO0IMMO) U C TIOCTAaBEHU WHUIIMAIIM OT U3CIIE0BATENs MIIM OT YWICH Ha eKHIla Ha W3CIe0BaTeNsl, KOWTO € YII'BIHOMOIIEH /1a TOCTaBs
nHAnHamuTe cu Bepxy npoMenute B KKII 3a nzcnenosareis; MbJIHOMOIIHOTO CE€ TOKYMEHTHPA;

5.18.4.15. ycraHoBsiBa najay BCUYKHU HEXKETaHW CHOUTHS ca JOKJIAaaBaHU B cpokoBere, u3uckBanu or JKII, mpotokona u
MPUIOKUMUTE HOPMATHBHU U3MCKBAHMUSI;

5.18.4.16. ycraHoBsiBa Jajinu U3CJIEI0BATENAT ChbXPaHABA OCHOBHUTE JOKYMEHTH;

5.18.4.17. oOpblia BHUMaHKUE Ha U3CIIE0BaTeNs 3a OTKJIOHeHUsTa OT npoTokoina, COIL, IAKII u npunoxumMuTe HOpMaTUBHU
M3HUCKBAHUS U MPEANpUEMa HEOOXOIUMUTE MEPKH 32 HEJIOMyCKaHe Ha HOBU TaKMBa OTKJIOHEHHUSI.



5.18.5. IIpouenypu 3a MOHUTOpUpaHE

3a MOHMUTOpUpaHE Ha CHEHU(GUYHOTO H3MUTBAHE JIMIETO, H3BBPIIBAILIO MOHHMTOPHpAHE, Cla3Ba YCTAHOBEHUTE OT
BB3J0kuTENs ucMeHu COIl, kakTo ¥ OHEe3U IPoLEAypU, KOUTO Ca ONPEAEICHHU OT Bb3JI0XKHUTENS 32 KOHKPETHOTO KIIMHUYHO IIPOYYBaHE.

5.18.6. [lokiiag OT MOHUTOpPUpPAHE

5.18.6.1. JIunero, u3BbPUIBALIO MOHUTOPUPAHE, TIPEJICTABS HAa BBH3JIOKUTEIS MMCMEH JOKJIAJl CJIe]l BCSAKA BU3UTA B LICHTHpA
Ha KJIMHUYHOTO U3MUTBAHE U CJIe/l BCAKA CBbpP3aHa C KIMHUYHOTO U3MUTBAHE KOMYHHUKAIIUA.

5.18.6.2. Jloknaaute BKJIKOYBAT JAaraTa, UMETO Ha LIEHTbPA, UMETO Ha JIMLETO, U3BBPIIBAILO MOHUTOPHpPAHE, UMETO Ha
U3CIIEI0BATEIsI UM Ha JPYTHU JIUIA, C KOUTO € KOHTAKTyBaJl.

5.18.6.3. loknaaure TpsiOBa Aa BKIIOYBAT PE3IOME 3a TOBA, KOETO € MPEMJIEaHO OT JMIIETO, U3BBPILBALIO0 MOHUTOPUPAHE, U
HErOBUTE CTAHOBUIIA 10 OTHOILIEHUE HA BaXKHH (DAKTH, OTKIOHEHUS U HEI'BJIHOTH, 3aKJIFOUEHUATA U ACHCTBUS, KOUTO ca IPEAIPUETH WU
e ObJaT NPeANPUETH, /WU MPETIOPbYaHU ICHCTBHS 32 OCUTYPSIBAHE HA ChOTBETCTBHE.

5.18.6.4. [IperneasT U MpocieIIBaHETO HA AEUCTBUITA CIIE]l JOKIAJ OT MOHUTOPUPAHE OT BB3JIOKHUTENS C€ JOKYMEHTUPAT OT
YI'BJIHOMOIIIEHO OT BB3JIOKUTEINS JIULE.

5.19. IlpoBepka

[Ipu npoBepka KaTo 4acT OT OCUTypsIBaHE Ha KAUECTBOTO BB3JIOKUTEIIAT € 3a/IbJIKEH /1a UMa MPEBUJ CIEAHOTO:

5.19.1. Len

Llenta Ha mpoBepKaTa Ha BB3JIOKUTEINS, KOSTO € HE3aBUCUMA U OTJIEIHA OT PYTUHHUTE (PYHKIMU HA JIMLETO, U3BBPILIBALIO
MOHHUTOpHpaHe, Wik (QYHKIMUTE 32 KaYeCTBEH KOHTPOJ TpsiOBa Aa ObJe OlEHKAa Ha MPOBEXKJAAHETO HAa KIMHUYHOTO WU3MHUTBAHE U
cboTBeTcTBUETO ¢ poTokoia, COII, JIKII u npunoxxuMute HOpMaTUBHU U3UCKBaHUSI.

5.19.2. M360p u xkBanuduKauy Ha IpOBEPSBAIINUTE

5.19.2.1. 3a wu3BBpHIBaHE Ha TMPOBEPKH BB3JIOKHUTEISIT Ha3Ha4yaBa JIMIA, KOUTO Ca HE3aBUCUMHU OT KIWHUYHUTE
U3IUTBaHUS/CUCTEMH.

5.19.2.2. Bp3noxuTensaT TpsAOBa J1a rapaHTUPa, Y€ IPOBEPSABAIINTE ca KBATU(HUIIUPAHHU 110 OTHOIICHHE HA O0yYeHHEe U OTTUT
3a MPaBUIHOTO MPOBEXKIaHe Ha MpoBepkH. Kpanudukanusara Ha mpoBepsABalIUTe ce JOKYMEHTHpA.

5.19.3. Ilpouenypu 3a mpoBepka

5.19.3.1. Bb310XuTeNAT rapaHTHpa, Y€ MpoBEpsIBAaHETO Ha KJIMHUYHM M3IMHUTBAHUSA/CUCTEMH CE€ MPOBEXK/A B CbOTBETCTBUE C
MUCMEHH IPOLEAYPH Ha BB3JI0KUTEINS 32 TOBA, KAKBO U KaK J1a ce MPOBEPsIBa, YUECTOTA Ha MpoBepKarta, popMa U ChAbpKaHHUE HA TIOKIIAAUTE
OT IIpOBEpKara.

5.19.3.2. IInanbT 1 NpOUEAYPUTE 3a MPOBEPKA HA €THO KIMHUYHO U3MUTBAHE OT BB3JIOKHUTEINA CE€ PHKOBOIAT OT BAXKHOCTTA
Ha KJIMHUYHOTO M3MUTBaHEe, Oposi Ha YYaCTHULIUTE B KIMHUYHOTO M3MMTBAHE, BUJIA U CIOKHOCTTA HA KIMHUYHOTO M3MHUTBAHE, CTENICHTA
Ha PUCK 32 YYaCTHUIIUTE U BCUYKU YCTaHOBEHH MPOOIEMH.

5.19.3.3. HaGmroieHusITa 1 HAXOKUTE HA MPOBEPSBAIINSA/UTE CE JOKYMEHTHUPAT.



5.19.3.4. PerynaTopHuTe OpraHyd MOrar Ja U3UCKaT IOCTHII 0 JOKJIAJ OT IPOBEPKA 32 BCEKM KOHKPETEH Cllydaii, Koraro uma
JTAaHHU 3a ChIIECTBYBaIIO0 cepro3Ho HechoTBeTcTBUE ¢ JIKII mnu B afMUHUCTPATUBHYU WK ChJICOHH MPOLIETYPH.

5.19.3.5. KoraTo ce u3nuckBa OT IPUJIOKHUMUS 3aKOH WM Hape0a, Bb3IIOKUTEIAT MPEICTaBs cepTU(UKAT OT MPOBEPKA.

5.20. Hapyuienue

5.20.1. B cnyuait Ha HapylIeHUE OT CTpaHa Ha M3CJIEIOBATENs WM Ha WieH(OBE) HA U3CJIEI0BATEICKUS €KHUIT TI0 OTHOUICHUE
Ha nporokona, COIL, JIKII u/mim npuioxuMuTe HOPMAaTUBHU U3UCKBAHUS BB3JIOKHUTEIAT MpeArpruemMa He3abaBHa Hameca 3a 3arna3BaHe
Ha ChOTBETCTBHE C THX.

5.20.2. Ako 1o BpeMe Ha MOHUTOPHPAHE W/UIIK IPOBEPKA C€ YCTAHOBH, Y€ € U3BBPILEHO ChIIECTBEHO HAPYILIEHUE 110 BUHA HA
M3CIIEI0BATEIS, BB3JIOKUTEIAT MPEKpaTsIBa y4aCTUETO MY B KIIMHUYHOTO M3IUTBAHE U CBOEBPEMEHHO YBEIOMSIBA PETYJIATOPHUTE OPTaHH,
KOraTo HapyIIEHUETO BOJAM JI0 MIPEKPATSIBaHE YYaCTUETO HA U3CIICI0BATEIS.

5.21. IlpexaeBpeMEeHHO MpeKpaTsIBaHE WM IPEYCTAHOBSABAHE HA U3IIUTBAHE

B cnyuaii ye eqHO U3NUTBaHE € MPEXKACBPEMEHHO MPEKPATEHO WK IPEYCTAaHOBEHO, BB3IIOKUTEIIST € 33bJI’KEH CBOEBPEMEHHO
J1a yBEJIOMH H3CIIEIOBATENIS M PETYIATOPHUTE OPTaHU 32 MPEKPATABAHETO WM MPEYCTAHOBSBAHETO U MIPUYUHHTE 3a TOBA. M3cnenoBarensr
WM BB3JIOKUTENST B CHOTBETCTBUE C MPHIIOKUMUTE HOPMATHUBHHU M3MCKBAHUSI CBOEBPEMEHHO yBEJIOMSBAT KOMHCHS IO €THKA, KaTo ce
NPEICTaBAT MPUIUHUTE 33 IPEKPATSIBAHETO WIIH MIPEYCTaHOBSIBAHETO.

5.22. Jloknaau 3a KIMHUYHO U3MUTBAaHE/IPOyUBaHe

B ciydaii e enqHO M3MUTBAHE € MPHUKIIOYWIO WM € MPEeXIEBPEMEHHO NMPEKPATeHO WM MPEYCTaHOBEHO, BB3JIOKHUTEIIST
rapaHTupa MOJArOTBSHETO U MPEICTaBIHETO Mpe peryaaTopHUTe opranu u KomucusTa no eTuka Ha JOKJIAAUTE OT KIMHUYHOTO U3IHUTBAHE
CTHope]l MPUJIOKUMUATE HOPMAaTUBHHU HM3UCKBAHHS. BB3IOXKHUTENSAT rapaHTHpa M CHOTBETCTBHETO HA JOKJIAAWTE OT TE3W W3MUTBAHUS,
NPUIOKEHN KBbM 3asiBJICHMETO 3a paspellaBaHe 3a yHorpebda ChC CTaHAApTUTE, 3aJI0KEHH B PHKOBOJACTBOTO Ha MexkIyHapoaHara
KOH(EepEeHIIHS M0 XapMOHHU3AIH 32 CTPYKTypaTa U ChAbPKaHUETO Ha JOKIAU OT KIMHUYHU H3ITHTBAHUS.

5.23. MHOTrOLIEHTPOBH M3NIUTBAHUSA

B cirydait Ha MHOTOLIEHTPOBH M3MTUTBAHUS BH3JIOKHUTEIST TApaHTHPA, Ye:

5.23.1. Bcuuku u3cnenoBaTes NpoBeKaaT KIMHUYHOTO U3MUTBAHE B CTPUKTHO ChOTBETCTBUE C 0100PEHUS OT BB3IOKHUTENS
MIPOTOKOJI ¥ CJIeJT IaJICHO TIOJIOKHUTETHO CTAHOBHUIIIE OT KOMHCHS TI0 €THKA, aKO TOBA C€ M3MCKBA OT PETyJaTOPHUTE OpPTaHH.

5.23.2. KnuHU4YHUTE KapTH Ha NAalMEHTHTE ca ChCTaBEHU Taka, 4e Ja OOXBallaT JaHHUTE OT BCHUYKU LIEHTPOBE Ha
MHOTOIIEHTPOBOTO HM3MHUTBaHE. Te3W HW3CIeq0BaTENH, KOUTO CHOMpAT AONMBIHUTEIHH JaHHHU, ce cHaOmsBar ¢ mombiHuTedHH KKII,
ChCTaBEHM Taka, ue J1a 00XBallaT Te3u JOMbIHUTETHU TaHHH.

5.23.3. OTroBOpHOCTUTE HA KOOPAWHUPAIIMS H3CICAOBATEl W HA Yy4dacTBAUIUTE H3CJIEAOBATENN Ca JOKYMEHTUPAHU
HEMOCPEACTBEHO MPEIH 3a04BaHe Ha KIMHUYHOTO U3ITUTBAHE.

5.23.4. Ha BcH4KHM U3CIIEIOBATENH Ca pa3/laJlcHl HHCTPYKIMHU 3a CIIa3BaHE HA MPOTOKOJIA, 3a CIIa3BaHE HA ONMPEAECICHUTE OT
BB3JI0KHUTENSI CTAaH/IAPTH 32 OL[CHKA Ha KIIMHUYHU U Ja0OpaTOPHU HaXOJKHU U 3a MOMbJIBaHE Ha KIIMHUYHATA KapTa Ha MalueHTa.



5.23.5. KoMyHUKanusTa MEX/1y U3CIEOBATEIINTE € YIECHEHA.

6. IIpoToKkoJ Ha KITMHUYHO U3MUTBAHE ¥ IPOMEHH B ITPOTOKOJIA

ITpoTOKONBT Ha KIMHUYHO U3NMUTBaHE TPSIOBA OCHOBHO /1A ChIbpka n30poeHure ganHu. CrienuduuHara HHPopMaLus, KosITo
€ IPUJIOKHMMA CaMo 32 OTJEJIHU LIEHTPOBE Ha KIMHUYHOTO M3MUTBAHE, MOXKE J1a ObJie BKIIOYECHA B OTACIHA CTPAHHIIA/CTPAHUIH WK 14
ObJle BKJIIOUEHA B OTJIEJIHO criopazymeHue. YacT ot JaHHuTe, N30pOeHH MOo-0Iy, MOXKE Jla Ce€ ChbpXKAT B APYTd, CBbP3aHU C IPOTOKOJIA
JOKYMEHTH, HallpuMep OpolrypaTa Ha H3ClIe0BaTeNs.

6.1. O6ma nadopmanms

6.1.1. 3arnaBue Ha MPOTOKOJIA, HICHTH()UKAMOHEH KO M JaTa. Besika mpoMsiHa/IpOMEHH BKITIOYBAa HOMEP U JaTa.

6.1.2. ime u azipec Ha BB3JIOKUTENS U JIMLETO, U3BBPILBAII0 MOHUTOPHUPAHE, U JOrOBOPHATA U3CIIEJ0BATEIICKAa OPraHu3alus,
aKo € BKJIIOYEHA B KIIMHUYHOTO M3IHUTBAHE.

6.1.3. FIMe u JUIb)XHOCT Ha JIMLETO/JHIATa, YI'BJIHOMOIEHO Jia MOAMNKUCBA IPOTOKOJIA U MPOMSHATA/IPOMEHUTE B HErO OT
MUMETO Ha BBH3JTOKHUTEIIS.

6.1.4. me, urbxHOCT, azipec U Tene(oHeH HoMep/a Ha METUIMHCKHS €KCIepT OT CTpaHa Ha BB3JIOXKUTEINS (MU JIeKap Mo
JICHTaJTHAa MEIMIIUHA) 32 KIMHUYHOTO M3IHTBAHE.

6.1.5. IMe u AnBXKHOCT Ha W3CIEN0BaTeNss/UTe, KOMTO € OTTOBOPEH 3a IPOBEXKAAHE Ha KIMHUYHOTO M3MUTBAaHE, KaKTO U
azipecute u Tene(hOHHUTE HOMEpa Ha IIEHThPa/IIEHTPOBETE Ha KITIMHUYHOTO U3IUTBAHE.

6.1.6. me, napxkHOCT, aapec U TesneOHEH HOMep/a Ha JieKaps WU JieKaps M0 JEHTaJIHa MeIUIMHA, KOWTO € OTTOBOPEH 3a
BCUYKH CBBP3aHU C KIMHUYHOTO M3MUTBAHE MEIWIIMHCKY (MJIH JICHTAHN) PEIIeHHs (aKO € pa3iIMueH OT M3CIIeAOBATENs).

6.1.7. Ume/Ha u aapec/u Ha KIMHUYHATA JAaOOPATOPHS/U U APYTH 3/IpaBHU /WM TEXHUYECKU OTAEICHUS U/WIN UHCTUTYIUH,
BKITIOYECHU B KIIMHUYHOTO M3IHUTBAHE.

6.2. OcHoBHa UH(pOpMAIL

6.2.1. Vime v onricaHue Ha U3MUTBAHUSA/UTE POAYKT/H.

6.2.2. O6o0uIeHre Ha TaHHUTE OT HEKIMHUYHUTE MPOYYBAHMsI, KOUTO MOTaT Ja UMaT KIMHUYHO 3HAaYE€HUE, U OT KIMHUYHU
U3IUTBAHMSA, KOUTO Ca CBBP3aHU C HACTOSIIIOTO.

6.2.3. O60011IeHE HAa YCTAaHOBEHH U Bb3MOXKHU PUCKOBE U MOJI3U, aKO MMa TaKUBa, 32 XOpara.

6.2.4. Oncanure u 000CHOBKA 3a ITBTS HAa BbBEX/IaHE, 7103aTa, JI030BHS PEKUM U JICUCOHUS TIEPUOT.

6.2.5. CraHoBwuIle, Y€ KJIMHUYHOTO M3MMTBaHE IL€ CE€ IMpOBeAE B CHhOTBETCTBHE ¢ mporokona, JKII u mpunoxummure
HOPMAaTHUBHU M3MCKBaHHS.

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

6.2.7. M3non3BaHa jnrepaTypa M JaHHHM, KOUTO Ca CBBP3aHU C KIMHUYHOTO W3MIMUTBAHE W IPEJCTABISABAT OCHOBA 3a
KJIMHUYHOTO U3MUTBAHE.



6.3. 3amaum u uen

JletaiimHO OMMCcaHKE Ha 33JaYUTE U LIeTa Ha KIMHUYHOTO U3IUTBAHE.

6.4. Jlu3aiin Ha U3NIUTBaHE

Hayunata cTtoifHOCT Ha KJIMHUYHOTO WM3MNUTBaHE M JOCTOBEPHOCTTAa HA JAHHUTE CHIIECTBEHO 3aBUCAT OT Ju3aiiHa Ha
KJIIMHUYHOTO W3nuTBaHe. ONMrUCcaHueTo Ha Au3aiiHa BKIIIOYBA!

6.4.1. 3puuHo mocouBaHe Ha IbPBUYHUTE M BTOPUUHUTE KpPallHU TOUKH, KOWUTO 1€ CE€ M3MOJ3BAT KAaTO MOKa3aTesd 3a
e()eKTUBHOCT ¥ 0€30MaCHOCT, KOUTO IIe OBJIAT OIEHEHH 110 BPpeMe Ha KJIMHUYHOTO U3IHUTBAHE.

6.4.2. Onucanve Ha THUIIA/IM3aiiHA HAa KIMHUYHOTO WM3IMUTBAaHE, KOETO IIE ce MpoBele (Hamp. JTBOWHO-CIIAIO, IJIanedo-
KOHTPOJIUPAHO, C YCTIOPEIEH AU3aliH) U CXeMaTH4Ha JuarpaMa Ha qu3aiiHa, MpoIeaypUTe U €TaUTe Ha KIMHUYHOTO U3IHUTBAHE.

6.4.3. Onucanue Ha B3eTUTE MEPKH 32 HaMaJeHHe/U30sirBaHe Ha OTKIIOHEHUATA, BKJI. paHAOMHU3AIINA U 3acielsiBaHe.

6.4.4. Onucanre Ha W3MUTBAHOTO JICUYCHHE/S, 103aTa U JO30BHUS PEKUM Ha M3MUTBAHHS JICKAPCTBEH MPOIYKT; BKIIOYBA CE
OIKCaHKe Ha J1030BaTa opMa, OMaKOBKATa M €TUKETUPAHETO HA U3MUTBAHUS MPOIYKT.

6.4.5. OuakBaHaTa NPOABJDKUTETHOCT HAa YYacTUETO Ha JIMIATa, KAKTO M ONHCAaHWE Ha TMOCIEAOBATEIIHOCTTA U
MPOIBIDKUTETHOCTTA HA BCUUKH MEPHOIN HAa KIMHUYHOTO U3MHUTBAHE, BKIIOYUTEIHO MPOCIeAsiBaHe, aKo MMa TaKoBa.

6.4.6. Onmcanue Ha "criupamuTe mpaBwia’ U "KPUTEPUUTE 32 OTCTpaHsIBaHE" 3a OMPECIICHH JIUIA B €Ta OT KIMHUYIHOTO
U3MUTBAHE U B ISUIOTO U3IHUTBAHE.

6.4.7. Ilponieaypu 3a OTYETHOCT HA U3MUTBAHUS TPOIYKT, BKIFOUUTEIHO TUIaIle00TO U JIEKAPCTBEHUS MTPOJIYKT 32 CPaBHEHHUE,
aKo MMa TaKHBa.

6.4.8. CpxpaHsBaHe Ha PaHIOMU3AIMOHHUTE KOJIOBE U MIPOIIEYPUTE 3a pa3KpUBaHE Ha KOJJOBETE HA JICUEHUETO B KIIMHUYHOTO
U3MHUTBAHE.

6.4.9. [locouBaHe Ha BCUUKH JaHHU, KOUTO AUPEKTHO 11e Obaat 3anucBanu B KKII (T.e. 6e3 HemocpeACTBEHO MUCMEHO WIIH
€JIEKTPOHHO 3allMCBaHEe) U KOUTO c€ MPHEeMaT 32 OpUTHHAIIHU JaHHU.

6.5. 1300p 1 oTCTpaHsIBaHE HA yYACTHUIINTE

6.5.1. Kputepuu 3a BKIIOYBAaHE HA YYaCTHULIUTE.

6.5.2. Kpurepuu 3a U3KIIIOUBaHE HA YIACTHUITUTE.

6.5.3. Kpurepun 3a oTcTpaHsiBaHE HAa y4aCTHHUIUTE (T.€. MpeKpaTsABaHEe Ha JICUCHUETO C M3MUTBAHUS MPOIYKT/U3MUTBAHOTO
JICYCHHE) U MIPOIIEAYPH, ONIPEICIISIIIN:

6.5.3.1. kora u Kak 11e ObJaT U3KITIOYBAHH YYACTHUIIM OT U3MUTBAHOTO JICUCHUE/TICUEHUETO C H3MUTBAHUS TPOAYKT;

6.5.3.2. BUJa HA TAaHHWUTE U MEPUO/IA, 32 KOUTO I1ie ObaT ChOMpaHu JaHHU 32 OTCTPAHCHHUTE YIaCTHHIIH;

6.5.3.3. nanu u Kak 1ie ObAaT 3aMeCTBAHU OTIATHAINTE YIYACTHHUIIN;

6.5.3.4. mpocrnensiBaHe HA OTMAHAIMTE YYACTHUIIM OT U3MUTBAHOTO JICYCHHUE/JICUEHUETO C M3MUTBAHUS TIPOIYKT.

6.6. JleueHne Ha ydaCTHULIUTE



6.6.1. HaznaueHOTO/HTE JICUCHHE/ 51, BKIFOUUTEITHO UMEHATA HA BCUYKH IPOIYKTH, 103a/U, T030BU CXEMU, ITBTUIIA/HAYUHU HA
MPWIOKEHUS, IEPUOJHN Ha JIEYCHHE, BKIIOUUTEIHO MPOCIeAsBally MEPHOAN 32 YUaCTHUIUTE 32 BCAKO M3MHUTBAHO JICUEHHUE/JICUECHUE C
W3MUTBAHUS IPOYKT, TPYIMa/paMo OT KIIMHHYHOTO M3ITUTBAHE.

6.6.2. PaspemeH(u) sekapcTBeH(M) TpoayKT(¥)/neuenre(s) (BKJI. M )KUBOTOCTIACSABAIIH ), KAKTO U HEpa3pelIeH! Mpeau U/ uiu
10 BpeMe Ha KIIMHUYHOTO M3MUTBAHE.

6.6.3. [Iponienypu 3a HaOMIOZCHUE HA CHJICUCTBUETO HA YUACTHUIIMTE 110 OTHOIIIEHUE HA JICUCHUETO.

6.7. Onenka Ha e(UKaCHOCTTA

6.7.1. OnpeneneHue Ha mapaMeTpUTe 32 €PUKACHOCT.

6.7.2. Meroau 1 Bpeme 3a OIEHKA, 3allMCBaHEe M aHAJTM3WPAHE Ha TapaMeTPHUTE 32 e(hUKACHOCT.

6.8. O1eHka Ha 6e30IacHOCTTa

6.8.1. Onpenenenne Ha mapaMeTpuTe Ha OE30MaCHOCT.

6.8.2. Meroau u Bpeme 3a OLIEHKa, 3allMCBaHEe U aHAJTM3UpaHe Ha apaMeTpHUTe 3a 0€30IMacHOCT.

6.8.3. [Iporeaypu 3a HaOaBsiHE Ha JOKJIAIM U 32 3aIMCBAHE U JIOKJIa/IBAHE HA HEXKEJIaH! ChOUTHS U ChIIBTCTBAIIN 3a00JISIBAaHHS.

6.8.4. BugbT 1 npoABIHKEHUETO Ha MIPOCIIEIIBAHETO HA YUACTHUIIUTE CJIe/ HeXKellaH!U ChbOUTHSI.

6.9. Cratuctuka

6.9.1. Onucanue Ha CTATUCTUYECKUTE METOJIU, KOUTO 1€ ObAAT U3MOI3BaHU, BKJI. BCHUKH IUTAHUPAHHU BHB BPEMETO MEKIUHHU
aHaJU3H.

6.9.2. bpoil Ha nuIaTa, KOUTO ce MPEABIKIA Ja ObAaT BKIIOYEHH. B ciaydail Ha MHOTOIEHTPOBO U3MUTBAaHE CE IMOCOYBA
MpEABMKIAHUAT OpOM Ha JHIlaTa 3a BCEKU OTHeNeH IeHThp. [IpuunHa 3a n300p Ha rojeMuHa Ha W3BAJKaTa, BKIIOUUTEIIHO OTPAKCHHUE
BHPXY (WM U3YUCIICHHE HA) MOIIIHOCTTA Ha KIIMHUYHOTO U3MUTBAHE U OCHOBAHUE 32 MPOBEXKIAHETO MY.

6.9.3. M3mos3BaHO HUBO HAa 3HAYUMOCT.

6.9.4. Kputepuu 3a npekpaTsiBaHEe Ha KIMHUYHOTO U3IUTBAHE.

6.9.5. [Iponenypu 3a OTUUTAHE HA JTUTICBAIIM, HEU3IOI3BAHN WJIM HEBEPHU JaHHHU.

6.9.6. IIpouenypu 3a moKiIagBaHe Ha BCUYKU OTKJIOHEHHUS OT OPUTHHAIHUS CTATHCTUYECKHU IJIaH (HEOOXOIUMO € BCUYKHU
OTKJIOHEHHS OT OPUTMHATHUS CTATUCTUYECKH TIJIaH J1a ¢a ONMUCAaHU U 000CHOBAHU B MPOTOKOJIA U/WUJTM B OKOHYATEITHUS TIOKJIAT).

6.9.7. 300pbT HA yYACTHUIIUTE, KOUTO IIe OBJIaT BKIIOUEHHU B aHaIN3a (Hamp. BCUYKU PAaHIOMHU3UPAHU YYaCTHUIIM, BCUUKU
JUIA, TTOJTYYUITH 71032, BCUYKU TTOAXOSIIN YIaCTHUIM, YIACTHUIIM, KOUTO MOTaT J1a Ce OICHSIT).

6.10. /TupexTeH 10CTHI 1O OPUTHHAIHUTE TAHHU/JOKYMEHTH

Bb3noxurenst rapanTupa, ue B IPOTOKOJIA UITH B IPYTO MHUCMEHO CIIOpa3yMEHUe € TTIOCOYEHO, Y€ U3CIIEA0BATEIIAT 1€ pa3perin
MOHHTOpPHpAHE, TPOBEPKH, pa3riexaane oT KoMucusTa 1o eTuka ¥ MHCIEKIUS OT PEryIaTOPHUTE OpraHy Ype3 OCUTYPsIBaHE HA JUPEKTECH
JIOCTBIT 10 OPUTHHATHUTE IOKYMEHTH/ TaHHH.

6.11. KoHTpon Ha KauecTBOTO U OCUTYpsIBAaHE HA KaY€CTBOTO



6.12. Etuka

Onucanuie Ha ETUYHUTE ACTIEKTH, OTHACAIIY C€ KbM KIIMHUYHOTO U3IHUTBAHE.
6.13. IlonabpxaHe Ha JaHHU U CbXPaHEHUE HA IOKYMEHTALIUS

6.14. Haunn Ha puHaHCUpaHE U 3aCTpPaxOBKa

[TocouBat ce, ako He ca U3JI0KEHU B OT/IEJIEH JOIOBOD.

6.15. Ilnan 3a myOJIMKyBaHe HA JaHHU

ITocouBa ce, ako HE ca U3JI0’KEHU B OT/IEJIEH JOIOBOP.

6.16. [IpunoxeHus

7. bpoirypa Ha u3ciaenoBaress

7.1. BpBenenue

Bbpomrypata Ha u3cnemoBatrensi € ChbBKYMHOCT OT KJIMHMYHU M HEKIMHUYHU JAaHHU 32 W3MUTBAHUS MPOAYKT, KOUTO ca
MIPIJIOKUMU B TIPOIEca Ha M3MMTBAHE Ha JICKApCTBEHU MPOIYKTH BEPXY Xopa. Llenra e 1a ce mpencrasu nHpopManus Ha U3CICI0BATSIINTE
U Ha JPYTY JUIla, BKIOYEHU B KIMHUYHOTO M3MHUTBAHE, 3a Jla C€ YJIECHU pa3OMpaHETO Ha MOTHBHUTE 3a MPOYYBAHETO, a CE€ OCUTYPH
CIIa3BaHETO C OCHOBHUTE XapPaKTEPHUCTUKH HA MPOTOKOJIA, KAKBUTO Ca J103aTa, JI030BaTa Y€CTOTa/MHTEPBAN, ITBTAT HA NMPHIOKEHUE HA
MPOJYKTa U MPOIeypUTe 3a HaOMIoAeHne Ha Oe3omacHocTTa. bpornypara Ha u3cienoBarens mpenocTaBs 1 nHGopMaIus B MOAKpena Ha
KIIMHUYHOTO IOBEACHHUE CIIPSAMO JIUIaTa - YYACTHUIM B XOJla Ha KIMHHUYHOTO W3nuTBaHe. MHpopMarusaTa ce mpeicTaBs B KpaTka,
OMpOCTeHa, OalaHcupaHa U HepekiiaMHa popma Mo HauMH, KOWTO JaBa B3MOXKHOCT Ha JIeKapsl WM Ha MOTSHLIUATHUS U3CIeI0BaTelN /1a
pasbepe ¥ 1a MOXKe J1a HalpaBy JIMIHA MPEISHKA 3a TPeTHa3HAYCHUETO Ha TIPEI0KEHOTO U3IUTBAHE, KOSATO J1a OBh/Ie TOYHA 0 OTHOIIICHHE
Ha pUCK - mon3a. B u3maBaHeTo Ha Opollypara Ha M3CIEIOBATENsl y4yacTBa JIMIE C MEOUIIMHCKA KBamu(pUKalMs, a OJOOpPEHHETO Ha
CHIBPIKAHUETO CE U3BBPIIBA OT CIICIUATMCTH MO ChOTBETHUTE MEUIIMHCKH CITCITUATHOCTH, KOUTO Ca ChCTABHIIU ONUCAHUTE JTAHHHU.

BunsT 1 06emMbT Ha MHPOpPMAIIMATA MOTAT Ja BapyupaT B 3aBUCUMOCT OT €Tarna Ha pa3BUTHE Ha U3NUTBaHUS MpoaykT. Koraro
U3IUTBAHMAT MPOAYKT € pa3pelieH 3a ynorpeda U JeKapuTe ca IHUPOKO 3arl03HATH ¢ Heroarta (hapMakoJIoTHs, He € Heo0Xoauma o jpodHa
Opolrypa Ha u3cienoBaTens. Bb3MOKHO € KaTo anTepHaTHBa J1a ce MPEACTaBIT OpoIllypa ¢ OCHOBHA WH(OpMaIIHs 3a MPOIYKTa UK KpaTKa
XapaKTepUCTHKA Ha MPOJYKTa, KaTo Ce IMMOCOYH, Y€ Te ChIbpPXKAT ChbBPEMEHHA, IThJIHA U JAeTalaHa HH(pOpMamys 3a BCHYKH acleKTH Ha
W3MUTBAHUA MPOAYKT U MOTAT J]a ca OT 3HaYeHHe 3a u3cienoBareis. B ciayuail ye ce u3nuTBa HOBO MPUIIOKEHUE (HAIP. HOBA MHIUKALIKSA)
Ha TIPOJYKT, MMalll pa3perieHue 3a yrnorpeda, ce moAroTssi Opolrypa Ha u3cieoBartes, cnenudruyHa 3a Ta3u HoBa yrotpeda. bpomrypara
Ha M3CIIEJIOBATENS C€ Mperiiexk/ia BEAHBXK TOJIUIITHO U CE MTPOMEHs, KOTaTo € He00X0UMO, B ChOTBETCTBHE C TUCMEHHUTE MPOIEAYPH Ha
BB3JI0KUTENS. [lo-decTr poMeHr MOTaT Jia ce TPaBIT B 3aBUCHMOCT OT e€Tara Ha pa3BHTHE HAa MPOAYKTA M BHJIa Ha ChOTBETHATA HOBA
uH(popmanusa. ChoTBeTHaTa HOBAa MHGOpPMAITHUs, B ChOTBETCTBHE C 100paTa KIMHUYHA MPAKTHKA, MOKE J1a ObJIe OT TakaBa BaXKHOCT, e Jla
€ HeoOXO0JMMO TA Ja ce 00CHIU C M3CIICIOBATEIINTE W TT0 Bh3MOXHOCT B KOMHUCHSATA 110 €TUKA W/WIH PETyJaTOPHUTE OPTaHM, IPeIu Jia
ObJle BKITIIOUEHA B OpolTypa Ha U3cleoBaTes.



BB3110KHTENAT € OTTOBOPEH 3a rapaHTHpaHe Ha TOBA, Y€ M3CIEAOBATEINTE Ca 3all03HATU C aKTyalu3upaHaTa Opoirypa Ha
U3CIIEI0BATES, @ U3CIIeI0BATENINTE ca 3aAbJHDKCHH J1a PEACTaBsIT HoBaTa Opolypa Ha U3ClieZloBaTeNs Ha ChOTBETHUTE KOMHUCHU 10 €THKA.
B ciydaii Ha u3nUTBaHEe, BH3IIOKEHO OT U3CJICIOBATEI, BH3JIOKHUTEISAT-U3CIIECI0BATEl € 3abJDKCH J1a TIPEJCTaBH yBEpeHUe, 4e OpoIrypa
Ha M3CJIeJIoBaTeNsl MOXe Ja ce HabaBU OT MPOM3BOJUTENS. AKO M3MUTBAHUAT MPOAYKT C€ MPOU3BEXKIA OT MU3CIIEOBaTEeNs, TO TOU €
3aJIBJDKEH JIa MPEICTaBu HeoOxoauMaTa nHGopMaIus mpe]l eKuila Ha U3MUTBAaHETO. B ciydail ue moaroroBkara Ha odummanHa Opomrypa
HA U3CJIENOBaTeNsl € HEBb3MOXKHA, KaTo 3aMsiHa BB3JOKUTEIAT-U3CIEAOBATEN IPEJCTaBs B MPOTOKOJIA MOAPOOHAa OCHOBHA
nH(OpPMAaIIMOHHA YacT, ChAbPKAIla MUHIMYM aKTyalTHU JIaHHU, ONMCAHU B TOBA NIPHUIIOKEHUE.

7.2. OcHOBHU CHOOpaKEHUS

Bpomrypara Ha u3cnegoBaTessi BKIIOUBA:

7.2.1. 3arnaBHa cTpaHulla

Tst BKJIIOYBA: MME HA BB3JIOKUTENS, XapaKTEPUCTUKA HA BCEKU M3MUTBAH MPOAYKT, T.€. U3CJICIOBATEICKH KO, XUMHUYHO WU
0100peHO TeHepUYHO MME M ThPrOBCKO MM€ (aKO KMMa), JaTa Ha W3/laBaHe, HOMepa Ha W3/IaHHMEeTO W CIpaBKa 3a HOMEpa U JaTaTa Ha
W3/IaHUETO, KoeTo 3amecTBa. OOpaserlr:

3ATJIABHA CTPAHULIA

NME HA BB3JIOXKUTEJLA
JlexapCTBEH MPOAYKT:

Howmep na usnutsasne:
Nwme (umena): Xumuuno, INN (ako e 01006peHo0):
TBproecko nme

bpomrypa Ha uscnenoBarens

Howmep Ha n3nanue:

Jlara Ha uznanue:

3amMecTBa IPEAUIIEH HOMEp HA U3/JaHHE:
Mara:



7.2.2. CTaHOBMILE 32 IOBEPUTEIHOCT

BB310XUTENAT MOKE 1a BKJIFOYHM CTAaHOBUILIE, 1aBAIl0 MHCTPYKIIMS Ha U3CIIe10BaTeNs/IoJIydaTeIuTe Ja npuemMar opourypara
Ha M3CJIE0BATENs KaTo MOBEPUTENICH JTOKYMEHT 10 OTHOIIIEHHE Ha Is1aTa MHPOpPMAaLUs U U3MO0I3BAaHE OT €KUIIa Ha U3CIIeI0BATENS U OT
KOMMCHSATA 110 €TUKA/PEryIaTOpHUS OpraH.

7.3. Cpabpikanue Ha Oporrypara Ha U3CIeI0BaATEIs

Bbpourypara Ha u3cienoBaTels ChbpkKa CIEAHUTE pa3Aeiin, BCEKH OT KOUTO UMa, 110 Bb3MOXKHOCT, ChOTBETHATA JINTEpaTypHa
CIpaBKa:

7.3.1. Tabnuia cbe ChABPIKAHUE:

CraHoBHuIIIE 32 TIOBEPUTETHOCT

Crpanuna 3a noanucu

1. Cpabprkanue

2. O600m1eHue

3. VBon

4. ®u3nuHU, XUMUYHU U (papMalleBTUYHU CBOWCTBA U (hopMyJa

5. HexJIMHUYHY U3NHUTBAHUS

5.1. HeknuanyHa apmMakoimorus

5.2. ®apMaKOKMHETHKA U METa00IM3bM Ha MPOyKTa MPHU )KUBOTHU

5.3. Tokcukonorus

6. Edextu mpu xopa

6.1. ®apmakoKMHETHUKA U METa0OIU3bM Ha MPOIYKTa IIPHU XOpa

6.2. be3onacHocT U e(pUKacHOCT

6.3. Onurt ciep paspeleHue 3a ynorpeda

7. O60011eHNEe HA TaHHUTE U IPENOPBKU KbM H3CIIEeI0BaTENs

IIpenparku KbM:

1. ITyOonukanuu

2. Hokmagu

[Ipunoxxenus (ako MMa TakuBa)

7.3.2. O600611cHNE

JlaBa ce kpaTko 00o0OmIeHne (HEHAJBWINABAIIO JBE CTPAHUIIM), IMOCOYBAIIO BaXKHA HAIWMYHA (U3UYHA, XUMHYHA,
¢dapmareBTHyHa, (hapMaKoIOruyHa, TOKCUKOJIOTHMYHA, (papMaKOKMHETHYHA, METa0OJIMTHA U KIIMHUYHA UHPOPMALUs, KOSITO ChOTBETCTBA
Ha eTara Ha KJIMHUYHO pa3paboTBaHe HA M3MUTBAHUS IPOTYKT.

7.3.3. BpBenenue



BxumtouBa ce KpaTko BbBEX/IAIO OMUCAHUE, ChABPKALI0 XUMHUYHOTO UME (KAKTO U TEHEPUYHOTO U ThPTrOBCKOTO UME, KOTAaTO
ca o00peHr) Ha W3NUTBAHUSI(UTE) MPOIYKT(H), BCHUKH aKTHUBHH ChCTaBKU, (papMaKOJOTUUYHUS KJIAC U OYAKBAHOTO MSICTO B TO3H KJac
(Hamp. mpeuMyIIecTBa), 0OOCHOBKA 32 MPOBEKAAHE HA MIPOYUYBAHETO M OYAKBAHUTE(aTa) MHAMKAIUK(S) 32 Mpo(UIaKTHKA, Tepanus WiIH
nuartHoctuka. Haii-Hakpas BbBEXKIAIIOTO ONMUCAHKEe, BKIIOYBAILIO OCHOBHUS MOAXO/I, KOMTO IIe ce Cclie[iBa IPU OLEHKAaTa Ha U3MUTBAHUS
IPOAYKT(M).

7.3.4. Xumuanu, pusnyHu, papMarieBTUYHN CBONCTBA U ChCTaB

[IpencraBs ce omucaHWe Ha BEIIECTBOTO/aTa (BKJI. XMMHYHA W/WIH CTPYKTypHa (Qopmyna/m) U KpaTKO 0000IIeHHEe Ha
CHOTBETHUTE XUMUYHH, (PU3UYHU, papMalleBTUYHH CBONCTBA.

[Ipencrass ce u ce KOMEHTHPA (aKO € KIMHINYHO 3HAYMMO) ONMCAaHUE Ha ChCTaBa/UTE, KOUTO III€ CE U3IIOJI3BAT, BKIFOUUTEITHO
Y TIOMOIIIHU BEUIeCTBa ¢ eI MpeArprueMane Ha OIXO I MEpKH 3a 6e3omacHocT. J[aBaT ce HHCTPYKIMH 32 ChbXpaHeHue U ynorpeda Ha
no3osute Gpopmu. CrioMeHaBaT ce BCUYKH CTPYKTYPHHU CXOJCTBA C APYTH U3BECTHH BEUICCTBA.

7.3.5. HeknMHUYHY U3MTUTBAHUS

[Tox popmara Ha 000OIICHHE CE IPEACTABAT PE3YJITATH OT BCUYKH 3HAYMMH HCKITHHUYHU (DapMaKOJIOTUIHH, TOKCUKOJIOTHYHH,
(dbapMaKOKMHETUYHU M3MUTBAHUS U W3MUTBAHUS 32 YCTAHOBSIBaHE Ha MeTa0OJM3Ma Ha M3MUTBaHUS MPOAYKT. ToBa 0000IIeHHE ONTUCBa
M3MOJ3BaHaTa METOJIOJIOTHS, PE3yJATaTUTE M OOCHKIaHE Ha 3HAYMMOCTTa HAa OTKPUTHUATA 32 W3MUTBAHUA IMPOAYKT U BB3MOXKHUTE
HEONAroNpHUATHY U HEXeNlaHU eeKTH MpHU Xopara.

[IpencraBenara nHGOpMaIMs BKIIOYBA TECTYBAHUTE BUJIOBE; OPOI U IOJI HAa )KUBOTHUTE BHB BCSAKA TPYIA; JTO30BU SIUHUIIH
(namp. munurpam/kunorpam, mg/kg); 1030B MHTEpBal; HAUWH Ha MPUIOKEHHE, MPOIBIDKUTEIIHOCT Ha J03upaHe; MHQOpMamus 3a
CUCTEMHO pa3lpesiesieHue; MPOIbIKUTEITHOCT Ha IPOCIIEiBaHe Cclie/l IpUIIarane; pe3yaTaT, BKIIOUBAIY CJIEAHUTE aCIIEKTH: €CTECTBO U
4yecToTa Ha ()apMaKOJIOTUYHHUTE UITU TOKCUYHUTE e(DEeKTH; TeKECT U UHTEH3UBHOCT Ha (J)apMaKOJIOTHYHUTE UITH TOKCUYHUTE €PEKTH; BpeMe
3a Bh3HHUKBaHE Ha €(DEKTUTE; TPOIBIDKUTEITHOCT Ha €PEKTUTE; T030B OTTOBOP.

Tabnuuen ¢hopMat WM CIUCHK MOKE J1a Ce M3I0JI3Ba, 3a J]a Ce MOJA00pH SICHOTAaTa Ha MPEACTaBEHOTO.

B crnenammte pasmenn Ha OpolrypaTa Ha HM3CIEAOBATENs C€ MPEJCTABIT HaW-BAXKHUTE OTKPUTHS OT H3MUTBAHMITA,
BKIIFOUMTEIIHO JI030BUAT OTTOBOP HA HaOmroAaBaHuTe eeKTH, 3HAYMMOCTTa 3a XOpaTra U BCUYKU e(eKTH, KOUTO Ie OBbAaT MPOyuBaHU
BBPXY X0pa. AKO € Bb3MOXKHO, C€ CPaBHSBAT €PEKTUBHATA U HETOKCHYHATA /1032 B )KMBOTHH OT €JIMH U CHIIN BU (T.€. HEOOXOIUMO € J1a
ce TPENCTaBU TepareBTUYHUAT uHAEKC). [IpencraBa ce 3HAUMMOCTTa Ha Ta3u MHGOpPMAIUS KbM IMpeaaoKeHaTa JO3UPOBKA MPHU XOpa.
KoraTo € Bb3M0OXXHO, c€ TIPaBsT CpAaBHEHUS 110 OTHOIIIEHUE HAa KPHBHO-ThKAaHHUTE HUBA BMECTO Ha 6aza mg/kg.

7.3.5.1. HexnmuaunuHa (apmakonorus

B pasnena ce BximrouBa 06001eHne Ha hapMaKOJIOTHIHUTE aCTIEKTH Ha M3MUTBAHUS MPOAYKT, a KBIETO € He0OX0aMMO - B Ha
HETOBUTE BaKHU METAOOJIMTHU MPOYYBAHHS y KMBOTHHU. TakoBa 0000IIeHNE BKIIOYBA MPOYYBAHMS, KOUTO OIICHSBAT MOTEHI[MAIHATA
TepaneBTUYHA aKTHUBHOCT (HAIp. MOJETH 3a €()EeKTUBHOCT, CBBP3BAHE C PEIENTOPUTE U CHENU(PHUIHOCT), KAKTO TaKUBA, OLCHSIBAIIH



0e30MmacHOCTTa (HAIp. CIICIUATHU U3MUTBAHUS 32 OIleHKA Ha (DapMaKOJIOTUYHUTE NCUCTBUS, PA3INYHU OT MPEUIOKCHUTE TEPATICBTHYHI
edexTn).

7.3.5.2. ®apMaKOKMHETHKA U META0OIN3bM Ha MPOAYKTA Y )KUBOTHU

[IpencraBs ce o0oOuieHne Ha (apMaKOKHMHETHKAaTa W OuOJIOTMYHATa TpaHchopManus M JUCHO3ULMS HA H3MUTBAHUS
JICKapCTBEH NPOAYKT BBB BCHUYKH W3CIEABaHHM BUAOBEe. KOMEHTaphT Ha HAaXOJIKUTE BKIIOYBA abcopOLMATa, TOKAIHATA U CHCTEMHATa
OMOHAJIMYHOCT HA W3MUTBAHUS JIEKAPCTBEH MPOIYKT M HEroBUTEe MeETa0OJIMUTH M TAXHATa Bpb3Ka C (HapMaKOIOTMYHUTE U
TOKCHUKOJIOTHYHUTE OTKPUTHS B )KUBOTUHCKUTE BHUJIOBE.

7.3.5.3. Tokcukosorus

[IpencraBs ce 0000IICHHE HA TOKCUKOJIOTHYHUTE €(PEKTH, OTKPUTH B CHOTBETHU M3MUTBAHUS, POBEJICHU BBPXY Pa3INIHH
JKUBOTHMHCKH BHUJOBE, KOETO Jla BKIIIOUBA CJIEJAHOTO: TOKCUYHOCT MPH €IWHUYHA /1033; TOKCUYHOCT MPHU MHOTOKPATHO JO3UpaHE;
KapIUHOTEHHOCT; CICIUAIHA W3MUTBaHUS (HAMp. APa3HUMOCT W YYBCTBHTEIHOCT); PEMPOMYKTHBHA TOKCUYHOCT; T€HOTOKCUYHOCT
(MyTareHHocT).

7.3.6. Edpextu pu xopa

[IpencraBs ce mMbIHO OMKCAHKE HA MO3HATUTE €PEKTH Ha U3MUTBAHUS(UTE) MPOAYKT(M) BHPXY XOpa, BKIIOUBAI HHPOPMAITHS
3a (hapMaKOKHMHETHKaTa, MeTabonn3Ma, papMakoJAUMHAMHKATA, JO30BHs OTTOBOP, OE30MIACHOCT, e(hUKACHOCT U APYrH (hapMaKOIOTHIHU
neiictBus. Koraro e BB3MOXKHO, ce mpeacTtaBs 0o00OIIEHHE Ha BCSIKO 3aBBPIICHO KIMHUYHO W3MUTBAaHE, KaKTO W HMH(OpManusg 1o
OTHOIICHHE Ha PE3yJTaTHTE OT BCSAKA ymoTpeba Ha W3MHUTBAHUS JICKAPCTBEH MPOJIYKT, KOSATO C€ pa3jinyaBa OT Ta3W B KIMHUYHUTE
W3MUTBAaHUA (HapUMep - OT OMUT CJIe]l MyCKaHEeTO Ha mas3apa).

7.3.6.1. ®apMakokMHETHKA U META0OIM3bM Ha MPOJIYKTA Y XOpa

[Ipencras ce ob6oOmieHre Ha MHGopMaIuaTa 3a GpapMaKOKMHETUKATa Ha M3MUTBAHUS JEKAPCTBEH MPOJYKT, KOSTO, aKO €
BB3MOHO, BKJIFOUBA CIICAHOTO: (hapMaKOKHHETHKA (BKJI. METa00JIM3bM M aOCOpOITHs, CBhP3BaHE C IITA3MEHUTE ITPOTEHHU, PA3TpeIeIICHHUE
U eJIMMHUHUpPaHE); OMOHATTUYHOCT (KBJAETO € Bb3MOXKHO a0CONIOTHA W/WJIM OTHOCUTEHA), KaTO Ce M3MO0J3Ba J1030Ba hopMa 3a CpaBHEHHE,
MOATPYIH Ha TOMyJIanusATa (HaIp. MMOJI, Bh3pacT U yBpeAcHa (DYHKIMS Ha OpraH); B3aUMOJICHCTBUS (HAIP. B3aUMOJICHCTBUS MPOJYKT -
MPOAYKT WK epeKTH Ha XpaHa); Apyru (papMakKOKMHETUYHH JaHHU (HAMp. PE3yJITaTH OT U3MUTBAHUS BbPXY MOMYJIAINH, POBEACHHU 110
BpeMe Ha KIIMHUYHH W3ITUTBAHUS).

7.3.6.2. be3onacHocT U epUKaCHOCT

[IpencraBs ce oOoOmeHne Ha WHOOpPMANHATA, IMOJYYCHA OT MPEAWUIIHU KIMHUYHH W3IMUTBAHUS BBPXY Xopa (3apaBH
JOOPOBOJIIIH W/HMIIK MALMEHTH ) 33 0€30MacHOCTTa, apMaKoJMHAMHKATA, €PUKACHOCTTA U I030BUS OTTOBOP HA U3MHUTBAHUS/UTE MPOTYKT/U
(v Ha TexHHUTE METa0OJIUTH, KBAETO € HeoOxonumo). KomeHnTupar ce 3akimtodeHusTa OT Ta3u uHpopmauus. B ciaywaurte, koraro ca
3aBBPIICHH TOJISIM Opoil KIMHWYHU W3MUTBAHWS, W3MOJI3BaHETO HAa O0OOIIeHMs 3a 0e30macHOCT W e(PUKACHOCT OT MHOTOKpPAaTHU
W3MUTBAHUS 110 MHIUKAIIMK B TIOTPYITH MOXKE J1a ObJIe IPEICTABUTEIHO 3a faHHuTe. O000IIEeHUATa MOTaT JIa CE€ TIPEICTABAT U B TAOIUYEH



BHUJI 3a HCKCIIAHUTC JICKAPCTBCHU PCAKIINHN 3d BCUYKUW KIIMHUYHU U3IMIUTBAHUA (BKJI. M TC3HU 3a BCUYKHU U3CJICABAHU HOKa3aHI/I$I). KOMCHTI/IpaT
ce Ba)KHU pa3/Inyus B TCHICHIMUTE/ YECTOTATa Ha MOsIBA Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKIUHU CPEILy WHANKAIMHUTE W TOATPYITUTE.

Hpe[[CTaBH CC OIIMCAaHMC Ha NPCABMIKAAHHUATA IO OTHOIICHHUC HA IMOTCHUUAIHUTC PUCKOBC W HCKCIAHUTC JICKAPCTBCHU
pEaKIuK Bb3 OCHOBA Ha HETOCPE/ICTBEHUS ONMHT C M3MUTBAHUS JIEKAPCTBEH MPOJIYKT M ChC CBBP3aHUTE C HEro NMPOJIYKTH, KAKTO M Ha
npeanasHuTe MCpPKU WK CIICHUATHUTC Ha6JIIOIIeHI/I$I, KOUTO Oa CC€ M3BHpUIAT IO BPpEMC Ha U3IIMTBAHATa YHOTpe6a Ha JICKApCTBCHUA
HPOIYKT/TIPOTYKTH.

7.3.6.3. OnuT cnex pa3peiiaBaHe 3a ynorpeda

[TocouBar ce cTpaHuTe, B KOUTO M3MUTBAHUSAT JISKApPCTBEH NPOIYKT UMa pa3pelieHue 3a ynorpeda. KomeHnTupa ce Besika BakHa
uHpopManus, MojlydeHa oT ynorpedara ciej paspemenue (Hamp. GopMyIiH, 103H, ITbTUINA Ha BHBEXKIaHE WM HEKEITAHU JICKAPCTBEHH
peakuun). [locouBar ce u cTpaHUTE, B KOUTO M3MUTBAHUAT JICKAPCTBEH MPOJYKT HE € IMOJMYYMJ pa3pelieHue 3a ynorpeda wim e Oun
U3TETJICH OT ma3apa.

7.3.7. O600111eH1Ee HA JTAHHUTE U MIPETIOPBKU KbM U3CIIE10BATEIS

B To3m pasacii, mo Bb3MOXKXHOCT, C€ ChbABbPKA HAJIOCTCH KOMCHTAP MO OTHOCHUE HAa HCKIIMHUYHUTC U KIIMHUYHHUTC JaHHU U
ce 0000m1aBa nHPOPMAIKATA OT PA3IMYHU U3TOYHUIM 32 PA3IMYHM ACHEKTH HA W3MUTBAHUS MPOAYKT. [1o TO3M HA4YMH M3CIIeI0BATENAT
MOXK€E aa 6”[),[{6 3al103Har C HaI\/JI-I/IH(l)OpMaTI/IBHaTa HHTCpHpCTallvAa Ha JOCTBIIHUTC JaHHH U C OICHKA Ha 3aKJIOYCHUATA 110 I/IH(l)OpMaIII/ISITa
3a ObJICIIM KIMHUYHY M3ITUTBAHMUS.

KomenTtupar ce myOIMKyBaHH TOKJIAIHM 32 CHOTBETCTBAIIM JICKAPCTBEHH MPOIYKTH C LIEJ IOMaraHe Ha M3CIelIoBaTess aa
NpeBUIN HEXKEIAHNUTE JIEKAPCTBEHH PEAKIMH WM JPYTH MPOOIeMH B KIMHUYHUTE U3IHTBAHHS.

OcHoBHaTa 1IeN Ha pa3jena € Ja MpeJCTaBh Ha M3CIeNoBaTessl eHO SICHO pa3OupaHe Ha BH3MOXXHHUTE PUCKOBE, HEXXEITaHU
peakuMu U Ha cherupUUHUTE TEeCTOBE, HAOIIOAEHUS W Ipeana3Hd MEpKH, KOUTO MOraT Ja ce HaloXaT 3a KIMHUYHO H3IUTBaHE.
HeobOxonnMmo e ToBa pa3dupaHe Jja ce OCHOBaBa Ha AOCTbIIHATa (U3NYHA, XUMHYHA, (papMalieBTUYHA, (papMaKOJIOTrH4YHA, TOKCUKOJIOTUYHA
U KJIMHUYHA WH(pOpMalMs 3a U3NUTBAHUS/UTE JIEKapCTBEH/U NMPOAYKT/u. Ha nekaps-n3cienoBaresn ce MpeacTaBs ChIIO PHKOBOJCTBO 32
YCTAaHOBSIBAaHE U JICUEHUE HA BH3MOXHO TPEI03UpaHe U HEKeTaHa JIGKapCTBEHA peakins, KOeTo Ja ce 0a3upa Ha MPEIUIIHUS OITUT BEPXY
XOpa U Ha (hapMaKoJIOTHsATa Ha U3MUTBAHUS JIEKAPCTBEH MPOIYKT.

8. OCHOBHHM JJOKYMEHTH 32 IIPOBEX/IaHe HA KIMHUYHO U3MUTBaHE

8.1. YBox

OCHOBHHTE TOKYMEHTH Ca OHE3U JOKYMEHTH, KOUTO MHJIMBUYaTHO U KOJEKTHUBHO MO3BOJISIBAT OI[EHKA HA MPOBEXKIaHETO Ha
€AHO U3IMNTBAHC U KA4YECTBOTO Ha HOHy‘—IeHI/ITe JaHHU U CbhCTABJIIBAT OCHOBHOTO AJOCUC HAa KIIMHUYHOTO MU3IINTBAHC. Tesn )IOKyMeHTI/I
CIIy’XaT 3a JEMOHCTpUpaHE Ha CMa3BaHETO OT U3CJIEI0BATEINS, BB3JIOKUTENS U JIMIIETO, H3BBPIIBAIII0 MOHUTOPHpPAHE, HA CTAHIAPTUTE HA
2106paTa KJINMHHUYHA HpaKTI/IKa 1 HAa BCUYKU HpI/IJ'IO)KI/IMI/I HOpMaTI/IBHI/I N3HUCKBAHUI.



OCHOBHMTE TOKYMEHTH CIIy’KaT ChILO U 3a HAKOJIKO APYrd BaKHU 1ieu. HaBpeMEHHOTO NOMbIBaHE HA OCHOBHUTE JOKYMEHTH
B IIEHThpPa Ha W3CJIENOBATENA U BB3JIOKUTENS MOXE 3HAUMTEIHO J1a JONPHHECE 3a YCIEUIHOTO NPOBEXIAHE Ha €JHO M3IMTBAaHE OT
U3CJIEI0BATENS, BB3JI0OKHUTENS U JIMLIETO, U3BBPILBALIO0 MOHUTOpUpaHe. Te3u JOKyMEHTH NOJJIeKaT Ha HE3aBUCUMa IIPOBEpKa (OAUT) OT
HE3aBUCHMHUS OJUTOP Ha BB3JIOKUTENS U CE MHCHEKTHpAT OT peryjJaTOpHUTE OpraHu KaTo 4acT OT Ipoleca 3a MOTBbP)KIAaBaHE Ha
BaJIMIHOCTTA HA IIPOBEXIAHETO HA €HO U3IIUTBAHE U IbJIHOTATA Ha MOJYYEHUTE JaHHU.

CHuchbKbT ¢ MUHUMAJIHHUS Ha0Op OCHOBHM JIOKYMEHTHU € M3JIOKEH MO-A0iy. PasinyHuTe JOKYMEHTH ca TpyHUpaHU B TpU
pa3zielis B 3aBUCUMOCT OT €Tala Ha KJIMHUYHOTO M3IUTBAHE, 10 BPEME HA KOMTO TE€ OOMKHOBEHO CE€ ChCTAaBAT: l. mpeau 3allouBaHe Ha
KJIMHUYHATa (a3a Ha KIMHUYHOTO M3IIUTBAaHE; 2. 10 BpEME Ha MPOBEkKAAHETO HA KIMHUYHOTO M3MMTBaHE, U 3. ciel 3aBbpILIBaHE WU
IpeKpaTsBaHe Ha KIMHUYHOTO M3NUTBaHE. [IpeacTaBeHo e onyrcanrue Ha BCEKH OTEIEH JOKYMEHT U KbJE € HE00X0AMMO J1a CE ChbXpaHsBa
- [IPU U3CIIEI0BATENs, IPU BB3JIOKUTEIS WK U Ipu ABaMaTa. [IpueMinBo e 1a ce KOMOMHUPAT HAKOU OT JOKYMEHTUTE 0 TaKbB HAUMH,
4ye OTACJHUTE €JIEMEHTH J1a MOTaT JIECHO Jia CE€ Pa3No3HasT.

Heo6x0a1M0 € OCHOBHO JI0cH€ Ha KJIIMHUYHOTO M3MMTBaHE J1a CE ChCTaBsA B HAYAJIOTO Ha KIIMHUYHOTO M3MMTBAHE KAKTO B
[EHTHPA Ha U3CIIE0BATEINA, TaKka U B orca Ha BB31I0kHTENS. OKOHUATETTHOTO MPUKITIOYBAHE HA €HO KIMHUYHO M3NUTBAHE CTaBa €1Ba
KOT'aTo JINLETO, U3BBPIIBALLIO0 MOHUTOPUPAHE, € MIPErJIeAaa0 OCHOBHOTO JOCHE Ha M3IIUTBAHETO HA U3CJIE0BATelsl U OCHOBHOTO JJOCUE Ha
M3NUTBAHETO HA BB3JIOKUTEINS U € YCTAHOBUJIO, Y€ BCUUKH HEOOXOIMMHU JOKYMEHTH Ca HAJIMYHU B CbOTBETHUTE JIOCHETA.

Hsikon uiam BCUYKHM ONMCaHU JOKYMEHTHU Morat Ja ObJaT 0OeKT Ha IIPOBEpKa OT CTpaHa Ha BB3JIOKUTENS U HA HHCIEKIUS OT
CTpaHa Ha peryjaTopHUTE OpraHM, KaTo 3a Ta3M L€ Te TpsiOBa na ObAaT JOCTHIIHU.

8.2. Ilpenu 3amouBaHe Ha KJIMHUYHATA (Pa3a Ha KIMHUYHOTO U3MUTBAHE

[To Bpeme Ha IUIaHMpAHETO Ha TO3U €Tal U Mpeau (GOPMAIHOTO HAyalo Ha KIMHUYHOTO M3IUTBAaHE € HEOOXOIMMO Ja ce
CBCTABAT U J]a CE€ CbXPaHABAT CICIHUTE JOKYMEHTH:

JIoKkyMeHT Ien CpxpaHsiBaH
B JOKYMEHTAIMAITa Ha
M3CIeA0BaTeN BB3JIOKUTET
1 2 3 4
8.2.1. Bpomrypa Ha u3cnenoBarens [la ce noOKyMeHTupa, 4e CbOTBETHATA U aAK- X X
TyaJHa Hay4Ha HHPOpMalKs 32 U3NUTBAHUSA
IPOJYKT € MPEACTaBeHa Ha U3CIIeI0BATENS.
8.2.2. TloanucaH NpOTOKOJI U IPOMEHHU /la ce noOKyMeHTupa JOroOBOPBT MEXAY U3Cie- X X

(axo uMa) u obpazelr OT KIMHUY- JOBATeNsl M BB3JIOKHUTENS 32 IPOTOKOa/
HaTa KapTa Ha NalueHTa npomenute U KKII.



8.2.3.

WNudopmanus, nageHa Ha qumara
B KIIMHUYHOTO U3IIUTBAHC

8.2.3.1. ®opma 3a nHGOPMHUPAHO CHIJIA- Ja ce nokyMeHTHpa HHPOPMUPAHOTO ChI-

cue (BKJI. IPHJIOKUMU TIPEBOJIN) Jlach€ Ha yYaCTHULIUTE.

8.2.3.1. Bcsxka apyra nucmeHa Jla ce TOKyMeHTHpA, Y€ Ha YIACTHHUITUTE I11¢

uH(popManus ObJIe mpecTaBeHa MoAXosIa HHPopMaIusl
(xaTo CHABPIKAHUE U CTUII).
8.2.3.2. OO0sBa 3a HabupaHe Ha MalUEeHTH Jla ce nokyMeHTHpa, 4e MepKUTE 3a Habupa-
(axo uma) HE Ha MalMeHTH ca MOAXOSAIIN U HePUHY-
JTUTEITTHH.
8.2.4. ®DuHaHCOBM aCIEKTH HA KIMHUYHOTO Jla ce nokymeHTUpar (pUHAHCOBUTE JI0TOBO-
U3MHUTBaHE P MEXKIy U3CIIEA0BATENS U Bb3JIOKUTENS
3a KIIMHWYHOTO M3MUTBAHE.

8.2.5. 3actpaxoBarenHa MoJHIIA Jla ce noKyMeHTHpa, 4e B ciyyail Ha CBBP-
3aHO ¢ KIIMHUYHOTO M3IHUTBAaHE YBPEKTaHE
nuiara me Ob1aT KOMIIEHCHPaHH.

8.2.6. Iloamucan JOTOBOP MEXIY CTPAHUTE Jla ce JOKyMEHTUpAT JOTOBOPUTE.

YYaCTHUITU
8.2.6.1. Mexay u3cinenoBaTess U Bb3JI0KHUTENs/

JIOTOBOPHA M3CIIC0BATEIICKA OPTraHH-
3aImMs;



8.2.6.2.

8.2.6.3.

MEX1y Bb3JIOKHUTENS U JIeYeOHOTO
3aBEJICHUE - LICHTHP HA IPOYYBAHETO;
MEXAY BB3JIOXKHUTENS U JIOTOBOPHA
U3CIIeI0BaTeNICKa OpraHu3alus

8.2.7.

8.2.7.1.
8.2.7.2.
8.2.7.3.
8.2.7.4.

8.2.7.5.

8.2.7.6.
8.2.7.7.

Jatupano, JOKyMEHTUPAHO pa3pelie-
HUE/TIOJI0KUTEIIHO CTAHOBUILE HA
KE 3a cnennoro:

IIpoTokon u npoMeHn

KKII

®opma 3a HTHPOPMUPAHO ChIIIACKE
Bcesika npyra uadopmarus, npeacra-
BSIHA HA YYaCTHHIIUTE

O06sBa 32 HabupaHe HA yYaCTHUIU
(ako ce u3Mmon3Ba)

KomnieHcanmu 3a y9acTHUIIUTE
Benuku apyru JOKyMEHTH, MOJIexkKa-
11 Ha 0JI00pEHNE/CTaHOBUIIIE

a ce nokyMeHTHpa, 4e KIMHUYHOTO U3IUT-
BaHe € OMUJIO pasriieJaHo OT KOMHUCHS 110
€THKA U € MOJIYYHJIO TIOJIOKUTEIHO CTAHOBU -
nie. 3a uaeHTUUIMpane Ha HOMepa U Jara-
Ta Ha BEPCHUATA HA JOKYMEHTHUTE.

8.2.8.

CpcTaB Ha KOMUCHAITA 10 €TUKa/
3aIl0B€E]I 3a Ha3HAYaBaHETO

Jla ce nokyMeHTHpa, Y€ KOMHUCHSTA 10 €TU-
Ka e cbeTaBeHa B cboTBeTcTBHE ¢ JIKII.

(Axo ce U3nCKBa)

8.2.9.

Pa3zpemenne/yBenomnenue Ha
PETyJIATOPHUTE OPTaHU

Jla ce MOKyMEHTHpA, Ye pa3peiieHHeTo ¢
MOJTY4EHO/CPOKBT 3 YBEIOMSIBAHETO € U3-
TEKBJI MIPEIH 3alI0YBAHE HA KIMHUYHOTO
U3NHUTBAaHE U B CHOTBETCTBHE C IPUIIOKH-
MHUTC HOPMATHBHU U3HUCKBAHUA.



8.2.10.

ABTroOuorpadus u/uiam apyr A0KY-
MEHT, TOKa3BaIll KBaTu(UKAIIUN-
TE HA TJIAaBHUS U3CIIEA0BATEN U
U3CIICIOBATEIINTE

Ja ce moxyMeHTHpaT KBAUTU(UKATUUTE U
HAJICKTHOCTTA 32 MPOBEXK/aHEe HA KIMHUY-
HOTO M3MHUTBAHE W/WJIH 32 OKa3BaHE HA Me-
JUIMHCKO HAaOJI0IeHNE Ha yJaCTHULIUTE.

8.2.11.

PedepenTHu croitHOCTH/TpaHUIH 32
MEIUITMHCKH/TabopaTOpHU/TEXHUYEC-
KU TIPOIICTyPH U/WITH TECTOBE, BKITIO-
YCHH B IMPOTOKOIT

Ja ce 1oOKyMEeHTHpAT HOPMAJIHUTE CTOM-
HOCTHU W/WJIM TPAHULIU 32 TECTOBETE.

8.2.12.

MenunuHcku/madbopaTopHu/TeXHUYEC-
KU TIPOLICTyPH/TECTOBE: CEPTHU(HKAT;
aKpeUTAINS;, YCTAHOBEH KaYeCTBCH
KOHTPOJT U/WJIM BBHIITHA OI[EHKA Ha
Ka4eCTBOTO; JIPYyra BaJIHIaIlHs]

Jla ce JOKyMeHTUpaT KOMIIETEHTHOCTTA Ha
naboparopuute 3a MpoOBeXkaaHe Ha HE0OXO-
JTUMUTE TECTOBE U MOIbPIKAHE HA HAJIEHK -
HOCTTa Ha pe3yJITaTUTe.

8.2.13.

OO6pa3eln Ha eTHKETa/€TUKETUTE, TPU-
JIOKEHU KbM OIIaKOBKaTa Ha U3IHUT-
BaHUS NMPOJIYKT

Jla ce noKkyMeHTHpa ChOTBETCTBUE C TIPUIIO-
KUMUTE Hapea0u 3a eTUKETUPAHEe U Y€ UH-
CTPYKLUUTE, MPEACTABEHN HA YYACTHHUIIUTE,
ca TOIXO/ISIIIIHN.

8.2.14.

WNHcTpykuuu 3a OopaBeHe ¢ U3MUT-
BaHU MPOJYKT U CBBP3aHUTE C KIIU-
HUYHOTO U3MHUTBaHE MaTepHain (ako
HE ca BKJIIOUYEHHU B Opolrypara Ha
M3CIIeI0BATEN)

Jla ce ToKyMeHTHpaT UHCTPYKIIMUTE, HE0O-
XOJUMH 3a CbXpaHsABaHE, OIIAKOBAHE, Pa3-
MIPOCTpaHsBaHEe U pa3faBaHe Ha U3NUTBAHUSA
MPOJYKT U HA CBBP3AHUTE C KIMHUYHOTO
U3MUTBaHE MaTepPHAIIH.

8.2.15.

JIoKkyMeHTH 3a U3MpalllaHe U 10CTaB-

Jla ce mOKyMeHTHpaT JaTUTE Ha MPATKHUTE,



Ka Ha U3IUTBAHUA IPOAYKT U CBbp3a-

HUTE C KIMHUYHOTO U3MHUTBAHE
MaTepuaIn

HOMEpATa Ha MapTUAUTE HA U3IUTBAHUS
IIPOAYKT M HAYMHBT Ha u3npaiuane. [1o3so-
JIs1Ba MIPOCIIEIBAHE HA IMApTHUIaTa Ha IIPO-
JlyKTa, Ha YCIOBUATA HA JOCTABKA U Ha
OTYETHOCTTA.

8.2.16. Cepruduxar 3a aHaJIU3 HA U3- Jla ce ToKyMeHTHpaT UACHTUYHOCTTA, YUC- X
MUTBAHUS TPOAYKT TOTaTa U CUJIaTa Ha MPOJIyKTa, KOWTO IIe ce
U3I0JI3Ba B KIIMHUYHOTO M3IUTBAHE.
8.2.17. Tlpouenypu 3a pa3no3HaBaHE B [a ce nokymMeHTupa Kak, B clly4dail Ha CIIEII- X
CJIETIH U3MUTBAHUS HOCT, UACHTUYHOCTTA HA MaCKUpAHUs Ipo- (u Ha TpeTa
IYKT I1e ce pa3o3Hae, 0e3 Ja ce pa3KkpuBa CTpaHa, aKko e
MaCKHPAHETO Ha JICYCHUETO 32 OCTAHAIIUTE MIPUII0KHMO )
YYaCTHUIH.
8.2.18. OcHOBeH CIHCHK 3a paH0- Ja ce nokyMeHTHpa METOABT 3a PaHIOMU- X
MU3AIAS 3WpaHe Ha YYACTHUIUTE B KIMHUIHOTO
U3MHUTBAHE.
8.2.19. Jloxiaz OT JUIIETO, U3BBPIIBAIIO [la ce tokyMeHTHpa, Y€ HEHTHPBT € MOIXO0- X
MOHHUTOPHPAHE MPEAN KIMHUIHO- TSI 32 KIIMHUYHOTO M3MUTBaHe (MOXKe Ja
TO U3IUTBAHE ce koMOuHupa ¢ T. 8.2.20)
8.2.20. [oxiaj OT JIMIIETO, U3BBPIIIBAIIO Ja ce nokyMeHTHpa, Y€ MPOIEAYPHUTE 1O X

MOHUTOPHUPAHE, 32 CTAPTUPAHE
Ha KJIMHUYHOTO M3MUTBaHE

KIIMHUYHOTO U3MHUTBAHE Ca KOMCHTHPAaHU
C M3CIIEIOBATENS M C HETOBUS €KUTT
(Moxe na ce komOuHUpa ¢ T. 8.2.19)




8.3. Ilo BpeMe Ha KJIMHUYHOTO IIPOBEXAAHE HA U3IIUTBAHETO
B nombnHeHne Ha TOpEnocoYeHUTE TOKYMEHTH € HEOOXOIMMO CII/IBAIIMTE JJOKYMEHTH ChIIO J1a C€ ChXPaHsABaT 110 BpeMe Ha
KJIMHUYHOTO U3MUTBAHE KAaTO JOKA3aTEeICTBO, BCSAKAa HOBAa ChOTBETCTBAIA HHPOPMALIUS € TOKYMEHTHPaHa, ClIe/l KaTo CTaHe JOCThITHA.

JlokxyMeHT e CoxpansBan
B JIOKyMEHTalMsATa Ha
U3Cie0BaTel BB3JI0KHUTEN
1 2 3 4
8.3.1  Axryanm3anuu Ha Opolrypa Ha [a ce nokyMeHTupa, 4e CbOTBETHATA HH- X X
U3CIIeI0BATEIS dbopmanus € CBOeBpeMEHHO IpeicTaBeHa
Ha U3CIIe10BaTesl.
8.3.2  Bcuuku nmpoMeHHU HA IPOTOKOJIA/ [la ce JoOKyMeHTupar MpOMEHUTE B TE3H, X X
npomenute u KKIT; popmara 3a CBBbP3aHU C KIIMHUYHOTO U3ITUTBAHE U BIIHS-
MUCMEHO HH(POPMHUPAHO CHIJIACHE; eIy Ha KIMHUYHOTO U3IUTBAHE, TOKYMEHTH.
BCSIKa JIpyra ucMeHa uHpopmanus,
Npe/CTaBsHa HA YYAaCTHUIUTE;
00siBa 32 HaOupaHe Ha MAIlUEeHTH
(axo ce u3Mmon3Ba)
8.3.3  [larupano, TOKyMEHTHPAHO II0- Jla ce moKkyMeHTHpa, 4ye TPOMEHHUTE U/HITH X X
JIOKHUTEITHO CTAHOBHIIE HA KO- npepabOTKHUTE ca OWITH pa3riielaHd B KOMU-
MUCHS 10 €THKA 3a CIETHOTO: CHS 110 €TUKA U ca TOJTYYMIIH MOJIOKUTEITHO
8.3.3.1 IIpomeHu B mpoTOKOIA CTaHOBHIIIE.
8.3.3.2 IIpomenu BB (opma 3a uH(pop- [a ce naeHTH@UIMpPAT HOMEPHT U JaraTa
MHUPaHO ChIITaCHe Ha BEpCHSITA.
8.3.3.3 IIpomeHu BBB BCSIKa Ipyra UH-
dopmanus, npeacTaBsHa Ha
YYaCTHHUIIUTE
8.3.3.4 IIpomenwu B 00siBa 3a HaOMpaHe



8.3.3.5

8.3.3.6

Ha yYaCTHHUIIM (aKO C€ M3IOJI3BA)
[TpoMeHu BBB BCUYKH JIPYTH JI0-
KYMEHTH, U3UCKBAIIH ITOJIOXKH-
TEJIHO CTAaHOBHIIIC

[TpoMeHU B IPOIBIDKUTEITHHS HAJI-
30p Ha KIIMHUYHOTO MU3IHTBAHE

8.3.4

Paspenienue/yBeoMsiBane Ha pe-
TyJaTOPHUTE OpraHy 3a MPOMEHH

[a ce nokyMeHTupa, 4e pa3pereHueTo e
MOJIy4EHO/CPOKBT OT MOJaBaHE HA YBEAOMS-
BAHETO € U3TEKBJI MIPEAN MpUJlaraHe Ha mpo-
MEHHUTE B KIIMHUYHOTO U3MUTBAHE U B CHOT-
BETCTBUE C MPUIOKHUMHUTE HOPMAaTUBHU
M3HUCKBaHUS.

8.3.5

ABToOuorpagus Ha HOB TJIaBEH H3-
CIIeIOBATEI M/MITH U3CIIEI0BATEIN

Ja ce moKyMeHTHpaT KBAUTN(UKATUITE U
HaJEeXKIHOCTTA 3a IPOBEXKAAHE HA KIMHUY-
HOTO M3MUTBAHE W/WJIM 32 OKa3BaHE Ha Me-
JUIMHCKO Ha0II0/IeHNE Ha YYaCTHULIUTE.

8.3.6

IIpoMeHHN B HOpMAITHUTE CTOMHOC-
TH/TPaHUIM 32 METUIIUHCKI/Ta00-
PaTOPHU/TEXHUYECKH MPOLIEypHU

U/WIIN TECTOBE, BKJIIOUEHH B IJIaHA

[a ce nokyMeHTupaT MIPOMEHUTE B HOP-
MaJHUTE CTOMHOCTU W/WUJTM TPAHUIIH 32
TECTOBETE.

8.3.7

[Tpomenu B MeauImHCKH/1a00-
PaTOPHU/TEXHUICCKH MPOIIeTypH/
TECTOBE: CePTH(UKAT; aKpeInuTa-
IUs1; YCTAHOBEH KA4€CTBEH KOH-
TPOJI W/WIT BHHIIHA OIICHKA Ha

Jla ce TOKyMEHTHPA, Y€ TECTOBETE OCTaBaT
NPUIOKHMH 10 BpeMe Ha LENHs IEPUOT
Ha KJIMHUYHOTO M3IHUTBAHE.



Ka4u€CTBOTO, BCAKaA Apyra BaJin-
Janus

8.3.8  JlokyMmeHTH 3a M3IpaliaHe Ha Ceoraacuo 1. 8.2.15
U3IUTBAHUS IPOIYKT U CBBhP3a-
HUTE C KIMHUYHOTO U3IHUTBAHE
MaTepHuain
8.3.9  Ceprudukar 3a aHanu3 Ha HOBU CeoriacHo 1. 8.2.16
MapTUIU OT UMUTBAHUS IPOIYKT
8.3.10 [lokyaau OT MOCEIICHUS HA JIHIIe- Jla ce TOKyMEHTHpAT IMOCCUICHUATA 1 Ha-
TO, U3BBHPIIBAIIO MOHUTOPUPAHE XOJKHUTE Ha JIMIIETO, U3BbPIIBAIO MOHHU-
TOpHUpAHE.
8.3.11 JlombJHUTEIHA KOPECTIOH ICHIIHS, Jla ce TOKyMEHTHpAT BCUYKHU CIIOPa3yMEHUS
pa3jiryHa OT MOCEIIEHUTA B 1IEH- WM 3HAUMMHU KOMEHTApH 10 OTHOIICHHE Ha
Thpa: MMHCMa, TOKJIAJAH OT CPEIIH, aJMUHHUCTPAIHS, POTOKOJI, HAPYIICHUS,
3aMKUCKH OT Tele()OHHH Pa3roBOPH MPOBEXAaHE HA KIMHUYHOTO U3IUTBAHE U
JOKJIa[IBaHE Ha HEKEIaHU CHOUTHS.
8.3.12 Tloamucanu hopMu Ha UHPOPMH- Jla ce nOKyMeHTHUpa, Y€ ChIIIACUETO € TOY-
paHo chriacue yeHo B cboTBeTcTBUE ¢ JIKII 1 mitana u e
JATHUPaHO HETIOCPEICTBEHO MPEN y4aCTHETO
Ha BCCKW YYACTHHK B KJIMHHYHOTO U3ITUT-
BaHe. Jla ce TOKyMEeHTHpa U pa3pelieHne
3a TUPEKTeH JocThI (T. 8.2.3).
8.3.13 MU3xomHM TOKYMEHTH Jla ce mOKyMeHTHpa CHIIIECTBYBAHETO HA JIN-



LOETO M J1a CC€ MOTBbPAU IIbJIHOTATA HaA I1OJIY-
YCHUTC JaHHU. I[a CC BKJIIOYAT OpUT'MHAJIHA
JOKYMCHTH, CBbpP3aHH C KIMHUYHOTO HU3IIHUT-
BAaHC, MCIUIIMHCKOTO JICUCHHUEC U UCTOPUATA
Ha 3a00JIIBaHETO.

8.3.14 Tloamucanu, JaTUPaHU U TOI'BJI- [la ce noKyMeHTHpa, 4e U3CIIeJ0BaTENAT WIn X X
HCHH KIIMHWUYHH KapTH Ha TaIu- VITBTHOMOIIICH YJICH Ha CKHUIIa MOTBBPIKIaBa (xorue) (opuruHamm)
entute (KKIT) 3amvcaHuTe HAOJIOICHHUS.

8.3.15 JlokyMeHTHpaHEe Ha KOPEKIIHHUTE Jla ce JOKyMEHTUPAT BCUYKU TPOMEHU/I0- X X
B KKII II'BTHEHUS WM KOopeKiuu, HanpaBeHu B KKIIT (komue) (opuruHamm)

CJIe]I TOITbJIBAaHE Ha MbPBOHAYAIHU JIaHHH.

8.3.16 VYBenmomsBaHE Ha BB3JIOKHUTEIIS VYBenoMsBaHe Ha Bb3JIOKUTENS OT U3CIEI0- X X
OT U3CJICJIOBATEIIS 32 CCPUO3HU BaTells 32 CCPHO3HU HEXKEIIAaHU CHOUTHUS U
HEXellaHU CHbOUTHS U ChOTBETHH CHOTBETHU JOKIAIH B ChOTBETCTBHE C T. 4, 11.

JTOKJTa T
8.3.17 VYBemoMsiBaHe OT BB3IIOKUTENS VBenoMsBaHe OT BB3JIOKUTENS U/UIIN OT U3- 0 X
W/WJIHM OT W3CJIeIOBATeNs Ha pe- CJIeTOBATEIs, KOTATO € MPHIIOKUMO, Ha pe-
TyJaTOPHUTE OPTaHU U KOMHUCHS TyJaTOPHUTE OpraHU M KOMHUCHS 110 €THKA 32
M0 €THKA 32 HEOYaKBaHH U Ce- HEOUYAKBAHU U CEPUO3HU HEXKETaHU JIeKap-
PHO3HH HEXKEIaHU JIeKapCTBEHU CTBEHU peaKIMM B ChOTBETCTBUE C T. 5.17 1
peakiuu 1 3a Apyra uHpopmanus 4.11.1 u 3a npyra undopmarus 3a 6e3omac-
3a 0€30IacCHOCT HOCT B CbOTBETCTBHE C T. 5.16.2 n 4.11.2.
8.3.18 VYBemoMsiBaHe OT BB3IIOKUTENIS VYBenoMsaBaHe OT BB3JI0KUTENA Ha U3CIIENO0- X X

Ha u3cleoBaTes 3a nHpopma-

BaTels 3a MHGopmalus 1o 6e30macHocTTa



ous I10 0e30macHOCTTa

B CLOTBETCTBHE C T. 5.16.2.

8.3.19 BpemeHHU WM TOAWIIHYU JTOKJIA- BpeMeHnHnu wiv roiMiiHu AOKJIAIUA 10 KOMU- X
JTM 10 KOMHCHSITA IO €TUKA U CHUSITa MO €THKa B CbOTBETCTBUE C T. 4.10 1
BJIACTUTE BJIACTUTE B ChOTBETCTBUE C T. 5.17.3.
8.3.20 Tabnuma Ha CKpUHUPAHUTE JIULA [la ce JOKyMeHTUpa caMOJINYHOCTTA Ha JIU- Koraro ce
11aTa, KOUTO ca MPEMUHAIN CKPUHUHT MPEaU U3HCKBa
KIIMHUYHOTO M3MHUTBAHE.
8.3.21 Cumchk ¢ KOJOBE 3a pa3lo3HaBa- Jla ce JOKyMEHTHUPa, Y€ U3CICAOBATEIAT/ 0
HE Ha JuaTa MHCTUTYIUSITA ChXPaHABAT TOBEPUTEIICH
CIUCHK Ha MMEHATa Ha BCHUKH YYaCTHUIH,
KOUTO Ca O3HAYCHU C HOMEpA MPH BKIOY-
BaHETO UM B KIIMHUYHOTO W3IUTBAHE.
8.3.22 TabOnuia 3a BKIIOUBAHE Ha Ja ce nokyMeHTHpa BKJIIOYBAHETO U O3HA- 0
JUIrara YaBaHETO C HOMEepa Ha KIIMHUIHOTO M3ITHT-
BaHE Ha YYaCTHHUIIUTE MO0 XPOHOJIOTHYEH PE/l.
8.3.23 OryeTHOCT HA U3MTUTBAHUSA Jla ce noKkyMeHTupa, 4ye U3MUTBAHUSIT MPO- X
MPOIYKT B IEHTHPA KT € TIPIJIarad B ChOTBETCTBHE C TUIAHA.
8.3.24 Jlucr c moamucu [a ce 1okyMeHTHpaT MOANUCUTE U UHUIUA- X
JUTE HAa BCUYKH JIUIIA, YITHTHOMOIICHH Ja
ION'bJIBAT U J1a mpassAT kopekunu B KKII.
8.3.25 JlokyMmeHT 3a 3ama3eHH npoou /la ce JOKyMEHTHpa MECTOHAX0KIEHUETO U X

YOBCIIIKHW TEYHOCTHU U ThKaHU

uaeHTU(UKAIMATA HA 3aIMa3eHuTe TPooH,



(axo uma) aKO ca HEOOXOIUMH NOITBIIHUTEIIHA aHAJIN3H.

8.4. Cnenn 3aBbplIBaHE HA KIMHUYHOTO U3MUTBAHE
Cren 3aBbpIIBaHE WIH IPEKPATABAHE HA KIMHUYHOTO M3IMMTBAHE BCUYKH IOKYMEHTHU, H30poeHH B T. 8.2 1 8.3, e HeoOXo1umMo
na ObaaT ChXpaHEHH 3ae/IHO KaTo ce J00aBsT U CICIHUTE:

JlokxyMeHT [en CobxpaHsiBaH
B JIOKYMEHTAIlUATA HA

| H3CJIICA0BATCII BB3JIOXKUTCII

8.4.1  OTueTHOCT Ha U3NUTBAHUS IIPO- Jla ce TOKyMeHTHpA, Y€ U3IIUTBAHUS IIPO- X X
JYKT B LIGHTbpa IYKT € MPUJIaral B CbOTBETCTBUE C IIaHA.
Jla ce ToOKyMeHTHpa OKOHYATEeITHOTO Ipe-
OposiBaHE HAa M3MUTBAHUS IPOYKT, KOUTO
¢ OWJI OJIy4deH B IEHTHPA, pa3Ja/ieH Ha
YYaCTHULIUTE, BbPHAT OT JIMIIaTa U BbPHAT
Ha Bb3JIOKUTEIIS.

8.4.2  JlokyMeHTH 3a YHHII[O)KaBaHE Jla ce TOKyMEHTHpa yHMIIIOKABAHETO Ha He- X X
Ha U3MUTBAHUS POLYKT U3IM0JI3BaHOTO KOJIMYECTBO OT U3IUTBAHUS AKo e yHunio-
IIPOJYKT OT BB3JI0KHUTEIS WIH B LIEHTHPA KEH B LICHTHpa

8.4.3  TlomrbJIHEH CITUCHK C KOJIOBE 32 3a 1a cTaHe Bb3MOXKHO Pa3lO3HABAHETO HA X 0
pa3no3HaBaHe Ha JuIaTa BCUYKH BKIIIOUEHU B KJIMHUYHOTO M3MUTBA-
HE JINIIA, B Cllydail 4e € He00X0JUMO TPOo-
cnensBane. CIUCHKBT TPsIOBA J1a ce ChXpa-
HsBa MOBEPUTECIHO U B TOT'OBOPEHUS CPOK.

8.4.4  Ceprudukar oT npoBepka 3a a ce JOKYMEHTHUPa, Y€ € HallpaBeHa 0 X
(aKo e HaJIMYeH) MIpOBEpKa.




8.4.5 OxoHuaTeneH JOKIaJ] OT JIHLETO, 3a ;1a ce JOKYMEHTHPA, Y€ ca U3BHPIICHH 0
U3BBPIIIBAIIO MOHUTOPUPAHE 32 BCUYKU HEOOXOUMH JIEHHOCTHU IO 3aKpHBa-
3aKpHBaHE Ha IIEHTHPa HETO Ha IIEHTHPa U Y€ KOMHS OT OCHOBHH-
TE IOKYyMEHTH C€ ChXpaHIBAT KbM ChOTBET-
HaTa JOKYMCHTAIHSI.
8.4.6  PasmpeneneHue Ha JICYEHUETO U 3a 1a ce TOKyMEHTHpa, Y€ ca BbpHATH Ha X
JOKYMEHTH 32 JICKOJMPaHe BB3JIOXKHTEIIS, B CITydail, 4e € Bb3HUKHAIIO (koraro neve-
HSIKAaKBO JICKOJMPAHE. HUETO € U3BECTHO
Ha U3CJeI0Ba-
TEJICKHUS €KUII)
8.4.7  OxoHUaTENeH JOKIIAJI OT U3Cie- 3a ja ce TOKyMEHTHpa 3aBbPIIBAHETO HA X
JIOBATEIs IO KOMUCHS 110 €THKA KIIMHUYHOTO M3IHTBAHE.
U PeryJaTOPHHUTE OPTaHH, B CITy-
Yaii 4e TOBa CE N3HUCKBA
8.4.8  Jloknax OT KJIMHUIHOTO 3a 1a ce JOKyMEHTUpAT pe3yaTaTUTe 1 1H- 0

HU3IHUTBAHC

TCPIIPETUPAHC HA KIIMHUYIHOTO U3IIUTBAHC.




[Tpunoxxenne Ne 2 xpm ui. 10, an. 1
Coabpxanue U Gopmar Ha JOCUE Ha U3MUTBAH JIEKAPCTBEH MPOIYKT

1. BoBenenue

2. Jlanuu 3a mpoiyKTa

2.1. Xumuko-(hapMaeBTHUHU TaHHHA

2.1.1. JlanHHu 3a JE€KapCTBEHOTO BELIECTBO

2.1.1.1. O6ma uadopmanus

2.1.1.1.1. Homenkiarypa

2.1.1.1.2. Ctpykrypa

2.1.1.1.3. OOwwu cBolicTBa

2.1.1.2. IIpousBoacTBO

2.1.1.2.1. TlpousBoauren/u

2.1.1.2.2. Onucanue Ha NPOU3BOACTBEHUS MIPOLIEC U KOHTPOJI

2.1.1.2.3. KoHTpoa HA U3XOJHUTE CYPOBUHHU

2.1.1.2.4. KoHTpos Ha KPUTUYHUTE U MEKIUHHUTE €Tall

2.1.1.2.5. BanuaupaHne 1 OLIEHKA Ha MPOU3BOJACTBEHUTE MPOIIECH

2.1.1.2.6. Pa3zpaboTBaHe HA MPOU3BOJICTBEHUS TPOIIEC

2.1.1.3. Oxapakrepusupane

2.11.3.1. Meroau 3a ompenensHe Ha CTPyKTypara W Jpyru
XapaKTePUCTUKU

2.1.1.3.2. O"euncrBanus

2.1.1.3.3. KoHTpoJ1 Ha JIEKapCTBEHOTO BEIIECTBO

2.1.1.3.4. Cnemmduxanus

2.1.1.3.5. AHQIUTUYHU TTPOLIEIypH

2.1.1.3.6. Banuaupane Ha aHAIMTUYHUTE IPOLIEAYPU

2.1.1.3.7. IlaptuaHu aHanu3u

2.1.1.3.8. Y1BBpK1aBaHe Ha crienuukanu

2.1.1.4. PedpepeHTHHU CTaHAAPTHU BEIIECTBA U MaTepHaIl

2.1.1.5. Cucrema 3a onakoBaHe U 3arieyaTBaHe

2.1.1.6. CrabumnHoCT

2.1.2. JlaHHHU 3a J€KapCTBEHUS IPOTYKT

2.1.2.1. Onncanue 1 cbCTaB HA JEKAPCTBEHMSI IPOTYKT

2.1.2.2. ®apmaiieBTUYHO pa3padoTBaHE

2.1.2.2.1. KoMIIOHEHTH Ha JIEKapCTBEHUS IPOLYKT

2.1.2.2.2. JlekapCTBEH NPOAYKT

2.1.2.2.3. Pa3zBuTne Ha NPOU3BOACTBEHNUS IIPOLIEC

2.1.2.2.4. Cuctema 3a onakoBaHE U 3arieyaTBaHe

2.1.2.2.5. MukpoOHOJIOTMYHH MTOKa3aTeNN

2.1.2.2.6. CpBMECTUMOCT

2.1.2.3. IIpousBoacTBoO

2.1.2.3.1. IlpousBoauren/u

2.1.2.3.2. IIpon3BoACTBEHA peLenTa

2.1.2.3.3. Onucanue U KOHTPOJ Ha IPOU3BOJICTBEHHUS MPOLIEC

2.1.2.3.4. KoHTpOJ Ha KPUTUYHUTE U MEXIUHHUTE NTapaMeTpu

2.1.2.3.5. Banuaupane Ha IPOIIECUTE U/ OIIEHKA

2.1.2.4. KOoHTpOJ HAa TOMOIIHUTE BEIIECTBA

2.1.2.4.1. Cnenuduxanuu

2.1.2.4.2. AHAIUTUYHU TIPOLIETypU



2.1.2.4.3. Banuaupane Ha aHAIUTUYHUTE MIPOLIETYPH

2.1.2.4.4. YTBBpKIaBaHe Ha crienuuKanum

2.1.2.4.5. TloMonIHYU BEUIECTBA OT YOBEUIKU U KUBOTUHCKH MPOU3XO]]

2.1.2.4.6. HoBOBBBEIEHH IIOMOII[HY BELIECTBA

2.1.2.5. KoHTpoa Ha JeKapCTBEHUS IPOTYKT

2.1.2.5.1. Cnenuduxkanus/v 3a ocBOO0K/TaBaHE M CPOK HA TOJTHOCT

2.1.2.5.2. AHQIUTUYHU TIPOLIEIypU

2.1.2.5.3. BanuaupaHe Ha aHATUTUYHUTE TIPOLETYpU

2.1.2.5.4. llaptuanu aHanu3u

2.1.2.5.5. OxapakTepuzupaHe Ha OHEYUCTBAHUATA

2.1.2.5.6. YTBBpKAaBaHE HA crienU(UKAUT

2.1.2.6. PepepeHTHH cTaHIApPTHH BEIIECTBA U MaTepHAIIN

2.1.2.7. Cucrema 3a onakoBaHe

2.1.2.8. CrabunHoct

2.1.3. Tlpunoxxenus

2.1.3.1. OGopynBane u amapaTypa

2.1.3.2. OueHka Ha 6€30M1acCHOCTTa Ha IPUMECUTE

2.1.3.3. HoBoBBBEIEHN TOMOIIIHA BEIIECTBA

2.1.3.4. Pa3TBOpUTENHN U pa3peaUTENU

2.2. HexnuauyHa papMakosaorusi, papMakOKMHETHKA U TOKCHKOJIOTHUS

2.2.1. PeakTMBM M KOHCYMaTUBHU, HW3MOJ3BaHM B HW3MNHUTBAHMSATA 3a
TOKCUYHOCT

2.2.2. VlnterpupaHa Oll€HKa Ha ChBKYITHOCTTA OT JAHHU

2.2.3. CiuchK Ha MPOBEACHUTE U3MUTBAHUA U OuOInorpadus

2.2.4. Cranoswuile 3a choTBeTcTBHE ¢ J[0Opa mabopatopHa MpakTUKa |
OMOaHATUTUYHU METOAU

2.2.5. bubnuorpadus

2.3. Kiiuanyau gasgu

2.3.1. Knuaununa ¢apmaxosorus

2.3.2. KnuanuHa GpapMaKkOKHMHETHKA

2.3.3. IlpunoxxeHue BbpXy Xopa

2.4. OueHkKa Ha MOJ3UTE U PUCKOBETE

3. Cnucek Ha urypurte (IPEMOPHUUTEIIHO € Ja C€ MPHIJIOKH CIHCHK C
dburypurte ¢ TEXHUTE 3arJaBusl 1 HOMEp Ha CTPAHUIIATA)

4. CuchbK Ha TaOIUIIUTE

[Tpunoxxenne Ne 3 kpm ui. 12
(U3m. - IB, 6p. 77 o1 2016 1., B cuna ot 04.10.2016 1.)

[IpoMeHu B JaHHUTE, KOUTO BOJAT JI0 CHIIECTBEHA IPOMSHA

1. IIpoMeHH, CBbp3aHU ¢ IPOTOKOJIA

1.1. [TpoMsiHa B 11enTa HA MPOYYBAHETO.

1.2. IlpoMsaHa B nu3aiiHa W/MIIM METOAOJOTHUATA HAa MPOYYBAHETO HIIU B
npeJBapuTenHaTa HHPopMaIlys, Ha KOsITO C€ OCHOBaBa HayyHaTa My CTOHHOCT.

1.3. IIpomMeHH B cleIHUTE TOKYMEHTH 10 IPOYYBAHETO:

1.3.1. undopMupaHo chriacue;

1.3.2. unopmarnus 3a y4aCTHHKA;

1.3.3. uadopmanus 3a 3aKOHHUSI TPEICTABUTENl W/WIIMA JIUIETO, KOETO
1oJlara rpuku 3a y4aCTHHKA;



1.3.4. BpIIpOCHUIY, TCMa 32 [TI0KaHAa, TUCMa J10 JIEKYBaIlus JIeKap U Apyru
U3CIeJ0BaTEIN.

1.4. TIpomsiHa B porieaypaTa 3a HaOMpaHe Ha TAIMCHTH.

1.5. IIpomsiHa B mokasarenuTe 3a e(peKTHBHOCT.

1.6. Ilpomsna B mijaHa 3a B3eMaHe Ha OWOJOTMYHM MaTepHalld 3a
U3CIIe/BaHE.

1.7. JlobaBsiHe uiu npemMaxBaHe Ha M3CIICABAHUS U/UII TECTOBE.

1.8. [IpoMsiHa Ha Bb3paCTOBUTE T'PAHUIIM 32 YUACTHE.

1.9. IIpomsiHa BbB BKJIFOUBALLUTE U U3KIHOYBAILUTE KPUTEPUH.

1.10. TIpomsina B mponieAypuTe 3a MpociiesiBaHe Ha 0€30MMacHOCTTA.

1.11. TIpoMsiHa B MPOABIDKUTEIHOCTTA Ha yHMoTpeba HAa W3MUTBAHHA
IPOAYKT.

1.12. IIpoMsiHa B HauMHa Ha ynoTpeda Ha U3NUTBAHUS ITPOJIYKT.

1.13. [IpomMsiHa Ha JIEKapCTBOTO 3a CPaBHEHUE.

1.14. ITpoMsiHa B CTAaTUCTUYECKUS TUIAH.

1.15. Beska nmpomsiHa, OTHacsIIa ce 1o Oe3omacHocTTa U (u3ndeckara
W/WIIN MHTEJIEKTyallHAaTa HEMPUKOCHOBEHOCT HAa YYAaCTHHUIIMTE WM CHOTHOIICHUETO
PHCK/TION3a 3a IPOYYBAHETO.

1.16. IlpomsiHa B onpeielICHUETO 3a Kpail Ha MPOYYBAHETO.

2. [IpomeHu B aIMUHUCTpAaTUBHATA OPraHNU3aLUs HA IPOYYBAHETO:

2.3. IlpomsiHa HA CITIOHCOPA W/HUJTU YITBIIHOMOIIEHUST MY TIPEICTAaBUTEIL.

2.4. IIpoMsiHa Ha 000PEH U3CICIOBATEIICKH IIEHTBP.

2.5. OnpenensiHe Ha HOB TJIAaBEH U3CJIE10BATEIL.

2.6. BxiitouBaHe Ha HOB U3CJI€ZIOBATEIICKU LICHTBP.

2.7. OnmnpenenssHe Ha HOB TIJIaBEH M3CIENOBaTell B  OJ0OpEH
U3CJIEI0BATEIICKH LEHTBD.

2.8. IIpoMsiHa B yCIOBHSITA HA 3aCTpaxOBKaTa WIN pela 3a 00e3IIeTsIBaHe
Ha YYaCTHHULIUTE B IPOYUYBAHETO.

2.9. Jlpyru 3HAUUTENTHW TPOMEHHU B TMPOTOKOJIA W/ MM CHIIBTCTBAIATA
3asIBJICHUETO ITbPBOHAYAJIHA JOKYMEHTALUS.

3. I[Ipomenu, kacaey Ka4eCTBOTO HAa U3MUTBAHUS JIEKAPCTBEH MPOYKT:

3.3. IIpomsHa Ha UMETO Ha U3NUTBAHUS MPOAYKT OT KOJ Ha Bb3JIOKHUTEIA
Ha MEXyHapOIHO HEMTaTEeHTHO HAaUMEHOBaHHUE.

3.4. IIpoMeHH B MaTEpHUATIUTE 3a IBPBUYHO OIAKOBAHE.

3.5. CmsiHA HAa BHOCHUTEIIS 32 JIEKapCTBEHU MPOIYKTH, TPOU3BEIEHU U3BbH
teputopusta Ha EC.

3.6. CMsiHa HA IPOU3BOIUTEIS Ha JIEKAPCTBEHOTO BEIIECTBO.

3.7. IlpoMsiHa B TPOU3BOJCTBEHUS IIPOLIEC HA JIEKAPCTBEHOTO BELIECTBO.

3.8. Ilpomsina B crnernudukanuara Ha JEKapCTBEHOTO BEIIECTBO, KOraTo
BKJIIOYBA pa3llIMpsiBaHE Ha MPUEMJIMBHUTE TPAaHULIM W/UITH OTIIaJJaHe Ha TECTOBE.

3.9. 3HauuTeIHU NMPOMEHU B MPOU3BOJCTBEHUS MPOIEC HA M3MUTBAHUS
IPOIYKT.

3.10. IlpomsiHa B cnenuguKanusaTa Ha HM3MUTBAHUS TMPOJYKT, KOratro
BKJIIOYBA pa3IlIMpsiBaHE Ha MPUEMJIMBHUTE TPAHULIM W/UITH OTIIaJJaHe Ha TECTOBE.

3.11. IlpomsHa B crienu@uKammsITa 3a MTOMOITHU BEIIECTBA, KOTaTO MOTaT
JI0 TIOBJIMSIAIT CBOMCTBATa HA MPOYyKTA.

3.12. 3HaunTenHa NpoMsiHa B POU3BOJICTBEHHS PELENITYPEH ChCTaB.

3.13. OrpannyaBaHe Ha yCJIOBHTA HAa CbXPaHEHHUE.

3.14. HamanaBaHe Ha CpoOKa Ha FTOJHOCT CJIEJ OTBAPSHE WU pPa3TBapsHE.



3.15. IlpomsiHa B poLeIypUTe 32 TECTBAHE HA aKTUBHOTO BEILIECTBO IIPU
n00aBsiHE HAa HOB TECT METOI.

3.16. I[IpomsiHa B poLEeypUTE 32 TECTBAHE HA W3MUTBAHUS IPOAYKT IPU
n00aBsiHE HA HOB TECT METOI.

3.17. TlpomsiHa B TpoleAypHTE 3a TeCTBaHE Ha HedapMaKolelHu
IIOMOIIIHY BELECTBA IPU A0OABSIHE HA HOB TECT METO/I.

4. BcHYky TPOMEHM B HEKIMHUYHUTE JAaHHHU 32 M3MHUTBAHUS MPOIYKT,
KOMTO MOTarT /1a IPOMEHAT ChOTHOILIEHUETO PUCK/T03a

5. Bcuuky IpOMEHHU B KIIMHUYHUTE JaHHU 32 U3MUTBAHUS MIPOAYKT, KOUTO
Morar ia IpOMEHST CbOTHOLIEHUETO PUCK/TI0JI3a



