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Hopsipoxk
NPOBeIeHHS JOKJIIHIYHUX JO0CTiKEeHb JIKAPpCHLKUX 3aC00iB

|. 3araabHi M0JI0KeHHSA

1. Le#i Ilopsimok BU3HAYa€ OCHOBHI BUMOTH JIO TMPOBEACHHS JOKIIHIYHUX
JOCITIJIKEHBb JIKAPCHKUX 3ac00iB, B TOMY YHCII €KCIEPTU3M MaTepialliB JAOKIIHIYHUX
JOCIIJIKEHb JIIKAPChKUX 3aco0iB, 1 TMONIMPIOETHCS HA AaKTHUBHI (apMareBTUUHI
IHTpEIIEHTH (JIIKApChKI PEUOBUHU, JIF0Y1 PEYOBHHM, aKTHBHI CyOCTaHI1) (1anmi — airodi
PEYOBUHM), TONOMIXHI PEYOBMHHU, TOTOBI JIIKApChKl 3aCO0M, y TOMY YHUCII POCIMHHI
JIKApChKl 3ac00M, IMYHOJIOTIYHI JIIKApChKI 3aco0M Ta pajiodapManeBTUYHI JIKApChKi
3aco0u.

2. JIokJiHIYHI JTOCTIIKEHHS JIIKAPChKUX 3aC001B MPOBOASATHCS JTOCIIIHUIIBKUMU
yCTaHOBaMH, MIJNPUEMCTBAMU Ta IHIIMMHU Cy0’€KTaMU TOCHOJApIOBaHHS, AKI MarOTh
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HEO0OX1IHY MaTepiaibHO-TeXHIUHY 0a3y 1 KBasidikoBaHUX (haxiBIliB y BIAMOBIAHIN chepi
JOCTIKEHHS, 3 JOTPUMAHHAM MPaBUII HAJIEKHOT 1abopaTopHoi pakTuku (GLP).
OpranoMm Jep>kaBHOTO KOHTPOJIIO BITOBITHO J0 3aKOHOJABCTBA YKpaiHU MOXKE
OyTH TPpOBENEHO IHCIEKTYBaHHS JOCTIHHUIIPKOI YCTAaHOBH 3 METOIO OIlIHKH
BIJIMTOBITHOCTI 11 Tipo1ieyp 1 MeToaiB mpuHImmaM HaexxHoi 1abopaTopHOi MPaKTUKH.

3. YV upomy Ilopsiaky TepMiHM BXKUBAIOTHCS Y TAKOMY 3HAUCHHI:

1) ayauT JOKJIIHIYHOTO JAOCIIKEHHS — IMOPIBHSAHHS BUXITHUX JaHUX JOKIIHIYHOTO
JOCITIJKEHHST JIIKAPChKOTO 3aco0y Ta BIAMOBIIHUX JTaHWUX, HABEICHUX Y 3BITI MPO
JTOKJIIHIYHE JOCIIDKEHHS JIKApChKOTO 3aco0y, 3 METOI0 BH3HAYCHHS, IIOBHOTH Ta
JIOCTEMEHHOCTI BUKJIAI€HHS BUXITHUX JaHUX JOKJIIHIYHOTO JOCIKEHHS, BIIITOBITHOCTI
MIPOBEICHHS JOCTIKEHHS 10 MPOTOKOJY JOKIIHIYHOTO JOCIIKCHHS Ta CTaHIApTHHX
omepalifHuX MpoUeayp, s OJAep)KaHHA HE BIJIOOpPa)KeHOi y 3BITI IPO JOKIIHIYHE
JOCTIKEHHS JIIKAPChKOT0 3ac0o0y J0JaTKOBOI 1H(OpMaIii, I OLIHKH aaeKBaTHOCTI
METOJy OTPUMaHHS BUXIAHUX JJAHUX, a TaKOXX BIAMOBIJHOCTI MPOBEACHUX JOKJIIHIYHUX
nocipkeHs BuMoraMm HaitesxxHoi 1abopaTopHOi TPaKTHKH,

2) 6araToIeHTPOBE JOKIIIHIYHE JIOCITII)KEHHS — BUBYEHHS JIIKAPCHKOTO 3ac00y, 1110
3MIACHIOETHCS OLIBII SK OHIEI JOCTITHUIILKOI YCTaHOBOIO BIAIMOBITHO 10 €IHMHOTO
IPOTOKOITY AOKIIHIYHOTO JTOCIHIIKEHHS;

3) BUX1AHI JaH1 — yC1 IEPBICHI 3aIIMCU Ta JOKYMEHTH JOCIIIITHULIBKOI YCTaHOBU 200
KOITii, 3aBIpEH1 KEPIBHUKOM JIOCITIIKEHHS, SIK1 € pe3yJIbTaTOM CIIOCTEPEKEHb Ta /i y XO/1
JOCTIKeHHsI. BUXigH1 AaHl JOKIIHIYHOTO JOCTIKEHHS JIIKApPChKOTO 3ac00y TaKOXK
MOXXYTh BKJIIOYATH, HaAMpukiaa, ¢otorpadii, Mikpodinemu abo komii Mikpodii,
iH(dopMaIlito Ui 3YMTyBAaHHA HA KOMITFOTEpPi, HAJAMKTOBAHI CIOCTEPEKEHHS, 3alUCH
JAHUX 3 AaBTOMATM30BAHMX MpuUiaAiB abo Oyab-SKUX IHIIMX 3aco0IB 30epexeHHs
iH(popMmaiiii, 31aTHI Oe3neyHo 30epiraTu iH(opMaIliio;

4) BIAXWICHHS BIJ MPOTOKOJY JOCTIDKEHHS — HenepeadadyeHuid 3a3jajeriib
BIJICTYII BiJl IPOTOKOJY JOCIIIKEHHS ITICIIS TIOYATKY JTOCIIIKEHHS,

5) BropuHHa (apMakoaMHAMIKA — MIAPO3ALT (PapMaKOAUHAMIKK, IO BUBYAE
MEXaHI3M Jli JIKapChKUX 3ac00iB Ta CYKYNHICTb MOTO €(EeKTiB, L0 HE CTOCYIOThCS
BHU3HAYEHOI MeTU (hapMakoTepanii;

6) TOJIOBHMM JOCHITHUK — oco0a, 0 MpU MPOBEJAEHHI 0araToIeHTPOBOTO
JOCITIKEHHS JIIKApChKOTO 3aco0y Ji€ Bij IMEHI KepiBHUKA JTOCTIIHKCHHS Ta BIIIOBIIA€E
3a JIeJIeroBaHy oMy a3y JOKITIHIYHOTO JOCIHIKEHHS JIIKapChKOTo 3aco0y;

7) mata mMoYaTKy €KCIEePUMEHTY — JaTa OTPUMAHHS MEePIIUX JAHUX JOKIIHIYHOTO
JOCITIKEHHS JTIKapChKOTO 3aC00Y;

8) nara 3aKIHYEHHS EKCHEpPUMEHTY — JaTa OTPUMaHHsS OCTaHHIX JIaHUX
JOKJIIHIYHOTO JTOCIIIKEHHS JIIKapChKOTro 3aco0y;
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9) nata mouyatKy JOCHIIPKEHHS — JaTa MiJNACAHHS KEPIBHUKOM JOCHIKCHHS
JIKapChKOTOo 3ac00y MPOTOKOTY JOKITIHIYHOTO TOCIIKEHHS;

10) naTa 3aBepllleHHs TOCTIKEHHS — JlaTa MiJMUCaHHs KePIBHUKOM JTOCITIIHKEHHS
3BITY MPO JAOKIIHIYHE JOCIIIKEHHS JIKapChbKOTo 3ac00y;

11) moxmiHIYHE JOCIIHKEHHS JIIKAPCHKOTO 3aC00y — KOMIUIEKC XIMIYHUX, (DI3UYHHX,
010JIOTIYHUX, MIKPOOIOJIOTIYHUX, (apMaKOJOTIYHUX, TOKCHKOJIOTTYHUX Ta 1HIIUX
HAayKOBHUX JIOCIIJIKEHb, SKI MPOBOJATHCS Iepe]] MOYaTKOM KIIHIYHUX BHUMIPOOYBaHb.
JIoKJIiHIYHE AOCIIKEHHS JIIKapChKOT0 3aco0y BKIIIOYAE JIOKIIHIYHI JOCIIKCHHS B
71a00paTOpHUX YMOBax Ta/a00 JOCHiM Ha Tab0paTOPHUX TBAPUHAX 3 METOIO BU3HAUCHHS
crenuigyHOT aKTUBHOCTI Ta OE3MEYHOCTI JIIKApPChKOTro 3ac00y;

12) nmocmigHUIlbKA yCTaHOBA — IOPUIWYHA 0C00a, B TOMY YMCII il CTPYKTYpHIi
MIAPO3AUIH, 10 3a0e3ledeH] IpalliBHUKaMH, MPHUMIIMICHHSM, OOJagHaHHSAM, TeCT-
CUCTEMaMU Ta IHIIMMH pPECypcaMu, HEOOXIIHMMH i1 MPOBEIECHHSA JOKIIIHIYHUX
JTOCITIJIKEHB JTIKAPChKUX 3aCO01B;

13) excrmepTu3a MaTepiaiiB JOKIIHIYHUX JIOCHTIPKEHb JIKapChKOro 3acoly —
nepeBipKa, aHalli3 Ta Ol[iHKAa MaTepiajiB JOKIIHIYHUX JOCTIKEHb JIIKAPCHKOTO 3aco0y 3
METOI0 IIIJITOTOBKM MOTHBOBAHOTO BHMCHOBKY MO0 JOKJIIHIYHUX JOCHTIIKEHD
JKapChKOIo 3ac00y y Marepiajiax KJIIHIYHOTO JOCTIKEHHS (BUIIPOOYBaHHS);

14) 3aMOBHUK AOKIIHIYHOTO JOCHIKEHHS (Jani — 3aMOBHUK) — IOpUIUYHA 0co0a
He3aJleXKHO BiA Qopmu BiacHocTi abo (izuyHa ocoba, sKa IHIIIIOE TMPOBEACHHS
JOKJIIHIYHMX JIOCTII)KeHb, BH3HAUa€ iX 0OCAT, MOTOKYye Ta (pIHAHCYE IOKIIIHIYHE
JOCITIKEHHS JTIKapChKOTO 3aC00Y;

15) 3BIT po JOKIIIHIYHE JOCTIDKEHHS — PE3yIbTaTH JOKITHIYHOTO JOCIIKSHHS Ta
iX aHami3, HaJaH1 B TUCbMOBIN (hopmi;

16) kepiBHUK JOCIIKEHHSI — 0c00a, sIKa BIJAMOBIAAE 32 TPOBEACHHS TOKIIHIYHOTO
JOCJTI)KCHHS B LI1JIOMY;

17) kepiBHULITBO JOCIIIIHUIILKOI YCTAaHOBU — YIIOBHOBa)K€HA 0c00a JOCIIAHUIIBKOT
YCTaHOBM, fKa ii OYOJIOE Ta BIJNOBiJIa€ 3a OpraHizamilo Ta (YHKIIOHYBAaHHS IlI€l
YCTaHOBH;

18) KOpPOTKOCTPOKOBE IOCIIIKEHHS — JOCHIDKEHHS JIKapChKOTO 3aco0y 3
KOPOTKUM TEPMIiHOM TPUBAJIOCTI, IO MPOBOJAUTHCS 3a 3arajJbHONMPUUHITHMH METOIAMU;

19) maTepianu JOKJIIHIYHUX JOCIIKEHb JIKapChKOT0 3aC00y — JOKYMEHTH 11010
JOKJTIHIYHOTO JTOCHIJKEHHS JIIKapChKOro 3aco0y, sIKi BKJIIOYAOTh 3BITH 3 XIMIYHHX,
¢b13uuHNX, O10JOTIYHUX, MIKpOOIOJIOTIYHUX, (apMaleBTHUHUX, (HapMaKoJIOTIUYHUX,
TOKCHKOJIOTIYHHUX Ta 1HIIUX €KCIIEPUMCHTAIBPHUX HAYKOBUX JIOCTIKEHb Ta/ab0 JTaHUX
JITEpaTypu IWIOJAO0 CKJIaay, IOKa3HUKIB SKOCTI Ta METOAIB KOHTPOJIIO SKOCTI,
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BJIACTUBOCTEH, cienu(ivHOi aKTMBHOCTI Ta O€3MEYHOCTI JIKApChKOT0 3aC00y BKIIFOYHO 3
MIPOTOKOJIAMH JOKIIIHIYHUX JOCTiIKCHB;

20) mepBuHHa (papMakoAMHAMIKA — MIAPO3ALT (papMaKOAMHAMIKH, IO BHUBYAE
MEXaHi3M Jiii Ta BIUIMB JIIKAPCHKOTO 3ac00y Ha BU3HAUCHY TE€PaANeBTUYHY II1JIb;

21) nmepeBipka (1HCIIEKTYBaHHS) JOCIIJIHUIILKOI YCTAaHOBH — MEPEBIpKa Ha MICIIl
poreAyp Ta METOIIB JOCHITHUIIBKOI YCTAaHOBH 3 METOIO OIIIHKHM iX BIJIOBITHOCTI
npuHiunam HanexHoi mabopaTopHOi MpaKTUKHY;

22) TonpaBKH J0 MPOTOKOIY JOKIIHIYHOTO JOCHTIKEHHS — MUCbMOBHI OIMKUC 3MiH
a60 hopmabHE pO3’ICHEHHS TEKCTY MPOTOKOIY JOKIIHIYHOTO TOCITIKCHHS;

23) mpoba — Oyap-IKui Marepiai, OTPUMAHUN 3 TECT-CUCTEMH JJIsl TOCIIKEHHS,
aHai3y abo 30epiranss;

24) mporpama BimmoBimHOCTI HamexHiil jgabopaTopHiM TPakTUIl — JOKYMEHT,
3aTBEPPKCHUN OPraHOM JIEP’KABHOTO KOHTPOJIIO JJIsi KOHTPOJIO 3a norpumanHsM GLP
JOCTITHUIBKUMHU YCTAHOBAMH Ha TEPUTOPIi YKpaiHU MIJISTXOM MPOBEACHHS MEPEBIPOK Ta
ayJIUTIB JOCJII)KECHb;

25) mporpama 3a0e3leyeHHS SKOCTI — BH3HAYCHA CHCTEMa, IO BKJIIOUYAE
HE3aJIKHUN B1JI JTOCHIJKEHHS, K€ MPOBOJIUTHCS, MEPCOHAN 1 FapaHTy€e KEepPiBHULITBY
JIOCITITHUIIBKOT YCTAaHOBH BIJMOBIHICTh OCIIKEHb BUMoraM HaiexxHoi nabopaTopHOi
IPAKTHKH;

26) TpOTOKOJI TOKIIIHIYHOTO JOCIIHKEHHS — TOKYMEHT, 10 BU3HAYAE METY 1 CXEMY
MIPOBEJICHHS IOCTIKEHHS Ta BKJItOUa€ OyAb-sKi MOMPABKU J10 HbOTO;

27) pedepeHc-3pa3ok (KOHTPOJIBHUN 3pa3oK) — Oynb-AKUH TMPOAYKT, IO
BUKOPHUCTOBYETHCS JUISI IIOPIBHSAHHS 3 TECT-3Pa3KOM;

28) pO3uMHHHK — OyJb-fiKa pEYOBHHA, IO BUKOPHUCTOBYETHCA SIK HOCIH ISt
3MIIIyBaHHs, JUCIEPTYBaHHs, PO3YMHEHHS TECT-3pa3ka abo pedepeHc-3paska s
MOJIETILEHHS 1X YBEJCHHS/HAHECEHHS B TECT-CUCTEMY;

29) cepis — TMeBHa KUIbKICTh TecT-3pa3ka abo pedepeHc-3pa3ka, BHpPOOJICHA
IPOTATOM MEBHOTO BUPOOHUYOTO IUKITY, IO MAa€ OJJTHAKOBI BJIACTUBOCTI 1 € BIJIMOBIIHO
171eHTU(PIKOBAHOIO;

30) crangapTHi omnepamiiHi MPOIEAYPH — JIOKYMEHTaJIbHO OQOpPMIIEHI ONMUCHU
nporeAayp abo 1ii, He AeTami30BaHI MPOTOKOJAMH JOKJIIHIYHOIO JOCHTIDKEHHS a0o
METOIUYHUMH IMOCIOHMKAMHM 3 TIPOBEACHHS JTOCTIKCHD;

31) Tecr-3pa3ok — MPOAYKT, IO € TMPEIAMETOM ITOKJIIHIYHOTO JOCIITKEHHS
(mocmimKyBaHUM JIKAPCHKUI 3aC10, TOCTII)KyBaHA PEUOBHUHA);

32) Tect-cuctema — OyJb-sika OioJioriyHa (TBapuHA, 1301bOBAaHUI OpraH, KJIITHHA,
KyJbTypa TKaHWH a00 KIITHH, KJIITHHHI OpraHeNId, MIKpOOpraHi3M TOINO), XIMi4HA
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(peakTuBH) ab0 (izuuHa (aHATITUYHE OOJaJHAHHSA) CHUCTeMa abo iX KOMOiHaIlis, 10
BUKOPHCTOBYETHCS TIPH MPOBEACHHI JOKIIHIYHOTO JOCIIHKCHHS;

33) TOKCHKOJIOTiS JIKapChbKOro 3ac00y — BHU3HAUEHHS TOKCUYHOCTI JIIKAPCHKOTO
3aco0y Ta OyIb-AKOi HECHPHUATIUBOI MOro Jii 3a 3alpOIOHOBAaHUX YMOB HMOTO
BUKOPHUCTAHHS JIIOJIMHOIO, OILIIHEHUX 3 YpaXyBaHHIM BIJIOBIHUX MMAaTOJOTYHUX CTaHIB,

34) yroBHOBakeHa ocoba 3 AKOCTI (BUpoOHMKA) — (izuuHa ocoba, mpu3HaueHa
BHPOOHUKOM, SIKa BIAMOBIZA€ 3a rapaHTiIO TOTO, IO KOXKHA CEepis JIKAPCHKOTO 3aco0y
BUpOOJIEHA 3 JOTPUMAHHSIM OCHOBHUX IPUHIIUINB HAJIEKHOT BUPOOHWYOI MPAKTHKH,
MIPOKOHTPOJIbOBaHA BIMAMOBIMHO 10 crenudikaiii Ha mpenapar, 1 Ja€ J03BUT Ha
peaizaiiiro abo Ha KIiHIYHI JOCTIKEHHS KOXKHOI cepii JiKapchKoro 3acoly;

35) dapmakonuHamika — po3aia (apmakosorii, Mo BHUBYAE (HApMAKOJIOTIYHY Ta
TEpareBTUYHY JiI0 JIKApChKUX 3aco01B, CYKYMHICTh €QEeKTiB, 110 CIPUYHUHEHI
JIKapChKUMU 3ac00aMu, MEXaHI3MU iX JIii, PO3BUTOK [ii JIKIB Yy Yaci;

36) dapmakokiHETHKAa — PO37iT (apMaKOJOTIYHOI HAyKH, IO BUBYAE IMPOIECH
MOTJIMHAHHS, PO3MOJALTY, MEeTa00JIi3My Ta €KCKpeIlli JIKapChbKUX 3ac00iB B OpraHi3mi
JIIOJTMHY 1 TBApUH Y Yaci;

37) dapmakosoris Oe3neku — po3Aul (papMakoJiorii, 10 BHUBYAE MOKIHUBICThH
IIK1JIMBOTO (papMaKkoIMHAMIYHOTO BIUIMBY JiKapChKOTro 3aco0y Ha (i3100T14HI PyHKIIT
YKUBOT'O OpraHi3My.

4. Iaun Tepminu y oMy [lopsiaKy BXKUBaIOTHCS Y 3HAUEHHSIX, HABEICHUX B 3aKOHI1
VYkpainu «OCHOBHM 3aKOHOJABCTBA YKpaiHU MPO OXOPOHY 30pOB’s», 3aKOH1 YKpaiHU
«IIpo mikapcbki 3acobm», 3akoHi Ykpainum «[Ipo 3axuct TBapuH BiJ KOPCTKOTO
MOBO/PKEHHSD Ta 1HIIMX HOPMATUBHO-TIPABOBUX aKTaX.

I1. 3arajgbHi NPUHIUIKM POBEIEHHS TOKJIHIYHUX J0CTiIKEHD

1. JIokmiHIYHI JOCHIDKCHHS JIKApChKHUX 3acO0IB MPOBOJATHCS 3a TAKUMH
HaIpsSIMaMHU:

1) BcTaHOBIEHHS (PapMaKOJOTIUHOI €(PEeKTUBHOCTI JIKapChKOro 3aco0y (mepBUHHA
Ta BTOpUHHA (apMakoauHamika, Qgapmakosoris O0e3neyHocTi Ta (apMakoIUHAMIYHI
B3a€MO/I11T JTIKapChKUX 3aCO01B);

2) BuUBYEHHs (hapMaKOKIHETHKU: aOCOpOIlis, po3MOoiia, MeTaboJi3M, BUBEIACHHS,
(dhapMaKoOKIHETUYHI B3aEMOJIT (IOKITIHIYHI1), 1HIT (hapMaKOKIHETUYH1 JOCIIIIPKCHHS;

3) TOKCHUKOJIOT1YH1 JOCIIJP)KEHHSI — BU3HAYEHHSI HASBHOCTI MOTEHILIMHOTO PU3UKY
IIPY 3aCTOCYBaHHI JIFOJIMHOIO (TOKCHYHICTHh MPU OJTHOPA30BOMY BBEICHHI, TOKCUYHICTh
Ipy TIOBTOPHUX BBEACHHSIX, TE€HOTOKCHYHICTh, KaHIIEPOTEHHICTh, PEMPOTyKTHBHA
TOKCUYHICTh Ta TOKCUYHUN BIJTUB HA PO3BUTOK IMOTOMCTBA, MiCII€Ba MEPEHOCUMICTh Ta
1HIII TOCITIKEHHS TOKCHYHOCT1).
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2. JlokJiHIYHI ZOCHIIKEHHS (papMaKOJOTIYHUX BJIACTUBOCTEN JIKApCHKOIO 3ac00y
MalTh JOBECTH HOTO €(QEeKTHBHICTh 3 OTJSAAYy Ha 3alpOlOHOBAaHE BUKOPUCTAHHS
JFOAMHOIO.

3. Ilpu mpoBemeHHi (HapMaKOKIHETUIHUX ITOCHIKEHbh OTPUMYIOTH JIaHi MO0
BCMOKTYBaHHSI, PO3MO/IITY, METa0O0Ii3My Ta BHUBEACHHS J1F0Y01 PEYOBHHH 3 OPTaHI3My
TBapWH IPY OJJHOPA30BOMY Ta TIOBTOPHOMY YBEICHHSIX JIIKAPCHKOTO 3aco0y. Bu3znaueHHs
(dbapMaKOKIHETHKH JIKapChKOTO 3ac00y MpHU MepopaTbHOMY YBEACHHI MPOBOJIUTHCS Ha
BEJIMKUX TBapHHax (CoOaku, Kpoi).

Skmo  mikapchkMil  3aci0  TpPU3HAUYEHWH  JUIT MICIIEBOTO  3aCTOCYBaHHS,
JTOCITIKYEThCSI CHCTEMHA a0COpOI11isl 3 ypaXyBaHHSM BIPOT1THOCTI HOTO 3aCTOCYBaHHS Ha
VIIKO/DKEHUX JUISHKAX IIKIPH Ta IMOTJIMHAHHS Yepe3 1HII BIAMOBIIHI AUISHKY MTOBEPXHI
TiJA.

3a yMOBU JOBEACHHS BIJCYTHOCTI CHCTEMHOI abcopOIli JikapchKkoro 3aco0y,
MIPU3HAYEHOTO JIJIS MIiCIICBOTO 3aCTOCYBaHHS, HE BUBUAETHCS CHCTEMHA TOKCHYHICTD TTPH
MIOBTOPHOMY YBEJICHHI, @ TAKOK TOHAI0TOKCHYHICTh Ta eMOPIOTOKCHYHICTD. SIKIIIO B XO/I1
JOKIIHIYHUX JOCHKEHb (hapMaKoJIOTIYHOI €()EKTHBHOCTI BHSBISETHCS HAsSBHICTD
CUCTEMHOTO BCMOKTYBaHHS, TPOBOAUTHCS JOCITIPKEHHS CHUCTEMHOI TOKCHYHOCTI Ha
TBapvHaX, a 3a HEOOXIJHOCTI TOHAJIOTOKCUYHOCTI Ta €eMOPIOTOKCUYHOCTI JIKapChKOTO
3aco0y.

4. TOKCUKOJOTIYHI JIOCTIIP)KEHHS MalOTh BUSBUTH MOTEHLINHY TOKCHUYHICTh TECT-
3paska, pU3uK IS 310pOB’ g a00 HebakaH1 TOKCHYHI MPOSIBU, 1[0 MOXKYTh BUHUKHYTH 3a
YMOB MOro BHKOPUCTAHHS JIIOJUHOI0 TIpU JOTPUMAaHHI PEKOMEHIOBAaHUX YMOB
3actocyBaHHs. L1 JaH1 OLIHIOIOTHCS 3 ypaxyBaHHSIM BiJIMOBITHUX MATOJOTIYHUX CTAHIB.

JIOKJTIHIYHI TOCIIPKEHHS TOKCUYHOCTI 1 hapMaKkoiorii 0e3neKu JTiKapChKuX 3ac001B
IPOBOASTHCS 3 AOTPUMAHHAM BUMOT HanexHoi 1abopaTopHOi pakTUKY, 1110 3a0e31neuye
SKICTh Ta BIITBOPIOBAHICTh OTPUMAHUX JAHUX.

5. JIOKIIIHIYHI JOCIIKEHHS JIIKAPCHKUX 3aC001B MPOBOASTHCS Y BIAMOBIIHOCTI 3
KEpIBHUMHU MNpPUHLHUNAMH MIKHApOAHOI paad 3 TapMOHI3alli TEXHIYHUX BHUMOT [0
(dapManeBTUYHUX TMpenapariB i BUKOPUCTAaHHS JIOAMHOK Ta EBPONENHCHKOro
areHTCTBA 3 JIIKAPChKUX 3aC001B.

6. Ilporpama BUBYEHHSI JIKAPCHKUX 3acO0IB O10JIOTTYHOTO MOXOKEHHS, SKa
3IMCHIOETHCS 3 METOIO JOBEACHHS Oe3MeKkH 1 €()eKTUBHOCTI, Ma€ OyTH OOTPYHTOBAHOIO.

[Tpu miAroTOBII TaKO1 MPOrPaMH BPaXOBY€ETHCS:

yC1 TOKJIIHIYHI JOCTIIHPKSHHS, 10 TepeadavaloTh MOBTOPHE YBEACHHS TECT-3pa3Ka,
IUIAHYIOThCSL 3 ypaxyBaHHSM WMOBIPHOT CTUMYJISIIIT YTBOPEHHsSI aHTHUTIN Ta BIUIUBY
AHTUTLI HA OPTaHi3M;

il Yac TPOBEACHHS MOKIIHIYHUX JOCHIDKEHb MAa€ PO3IJIAAATUCS ITHTAHHS
JOITBHOCTI  BUBUYEHHS PEMPOAYKTHBHOT (PyHKINI, eMOpioHaNIbHOI/PeTanbHOl 1

NEpPUHATATbHOI TOKCHYHOCTI, MYTareHHOTO 1 KAaHILIEPOTE€HHOro MOoTeHIiany. Ko
JIOBEAEHO, 110 MPUYUHOK TOKCUYHOCTI € HEaKTUBHI (hapMalleBTUYHI IHTPEAIEHTH, TO B
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pa3i miaTBEep/KeHHS (aKTy BUJAJICHHS IIMX KOMIIOHEHTIB 3 JIIKAPCHKOrO 3acoly
JOCITIJIKEHHST MO>KHA HE TIPOBOJIUTH.

7. JIOKJIiHIYHI JOCHIIKCHHS JIKApCHKUX 3aCO0IB POCIMHHOTO ITOXOJKEHHS, IO
MICTSTh TOKCUYHI PEYOBUHU, IIPOBOAATHCS JIJII BUSHAUCHHS CITIBBIIHOIICHHS X KOPHUCTI
1 pU3UKY TIPY 3aCTOCYBAaHHI JIFOIHHOIO.

8. OOcsr MOKIIHIYHUX TOCHTIKEHb O010J0TIYHUX/ OI0TEXHOJIOTTYHHUX JIIKAPCHKUX
3ac00iB BU3HAYAETHCA 3aJCKHO BIJ JDKEpela X TOXO/KEHHS, BIACTHBOCTEH Ta
TEXHOJIOT1i BUPOOHHUIITRBA.

9. Ilix yac AOKIMIHIYHUX JIOCTIHKEHb paaioapMalieBTUYHUX JIIKAPChKUX 3ac001B
BPaXOBYEThCA I1X TOKCHUYHICTh, SKa MOXKE 3alie)aTH B JI03U PaJllOaKTUBHOTO
BUINIPOMIHEHHS, MPU IIOMY NPU MPOBEJEHHI 1arHOCTUYHUX MPOIEAYpP OCTAaHHE MOXKE
OyTH NPUYNHOIO BUHUKHEHHS MOOIYHOT 11 TAKMX JIIKAPCHKUX 3ac001B, a IPU pajiloTepartii
— 3a/JlaHo0 BJIACTUBICTIO. JIOKIIHIYHI JIOCHIIPKEHHS Oe3neku Ta e(EeKTUBHOCTI
pamiodapMalleBTUYHUX JIKApPChKUX 3ac00IB MPOBOMASTHCA 3 YpaxyBaHHSIM YMOB iX
3aCTOCYBaHHS Ta JaHWUX J03UMETpii. BmimB BuUmpoMiHEHHS Ha OpraHd Ta TKaHWHU
3a3HAYAETHCS Y BIJIMOBITHUX JTOKYMEHTAX.

10. [ns BciX JIKapChbKUX 3aco0iB, IO 3aCTOCOBYIOTHCS B PEKHUMI MOBTOPHUX
yBEJIEHb, OOOB’SI3KOBO TMPOBOJATHCA JOCHIHKEHHS MICIIEBOTIOIPA3HIOBAIBHOT i,
BKJIIOYAIOYM TICTOJIOTIYHMM aHaji3, WMOBIPHICTh CceHcuOumizalii Ta HasBHICTb
MOTEHI[IITHOT KaHIIEPOTeHHOT Jii.

11. fkmo momoMibkHa pedoBHHA BUKOPHUCTOBYETHCS Yy (papMalleBTUYHIN MPaKTHUIl
BIIEpILIC, TPOBOAATHCS TOKCUKOJOTTUHI TOCIIKEHHSI.

12. 'V Bumagky poskiady JiKapchbkoro 3aco0y B mpolieci Horo 30epiraHss
000B’SI3KOBO TPOBOJATHCS TOKCUKOJOTIYHI JOCIIIKEHHS MPOAYKTIB PO3KIAAY, IO
MOKYTb YTBOPIOBATHUCH.

13. JoxmiHIYHI JOCHIKEHHS JIKApChbKUX 3ac001B MPOBOASTHCS 3 JOTPUMAHHSAM
MPUHIUIIB O10€TUKH Ta TYMAHHOTO MOBOIPKEHHS 3 TA0OPATOPHUMH TBAPUHAMU.

14. Sxmo nepenbayaeTbCcsi 3aCTOCYBAaHHS JIIKAPCHKOIO 3aco0y y MeaiaTpuyHii
MPaKTHI, TOKJIIHIYHI JOCTIKEHHS MPOBOATHCS 3 BAKOPHUCTAHHIM FOBEHUIBHUX TBapHH.

15. O0cAr MOKIIHIYHUX JOCTIHKEHb JIKapChKOT0 3aC00y BU3HAUAETHCA 3aJICKHO B1J]
o0csry iHpopMallii mpo HHOTO.

OOcsT AOKITIHIYHUX JIOCHIDKEHb MOXKe OyTH 3MIHEHHWW y TMpoIeci BHUBYCHHS
JIKapChbKOTo 3ac00y 3a YMOBH OOIPYHTYBaHHS TaKUX 3MiH.

16. Meroau, 1m0 BUKOPUCTOBYIOTHCA TPU TMPOBEACHHI MOKIIHIYHUX JOCIIIKCHb
JKapChKHUX 3ac001B, MAIOTh BIJIMOBIIATH CY4YaCHOMY CTaHy HayKOBOT'O MIPOTPECY.
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17. Tecr-3pa3ok sl TPOBEACHHS MOKIIHIYHOTO JOCITIDKEHHS HAIa€ThCS
3aMOBHUKOM Ta CYIIPOBOKYETHCS CepTU(]IKATOM SKOCTI KOXKHOI cepii, MiAMMCaHUM
YIOBHOBa)XEHOIO 0COO0I0 BUPOOHUKA.

18. Ilpu mpoBeaeHHI TOKIIHIYHOTO JOCITIKCHHS BHKOPHUCTOBYIOTHCS BIJIITOBITHI
MaTeMaTU4Hl Ta CTATUCTUYHI METO/H, IO 3a0e3MeUyIOTh HAJICKHY OIIHKY OTPUMAHUX
pe3yIbTaTiB.

19. [JoxmiHiuHI JOCTIIKEHHS JIKapChKUX 3ac00IB MPOBOJSATHCS BIAMOBIAHO IO
MPOTOKOJIY JOKJIHIYHOTO JOCIIKEHHSI, 3aTBEP/PKCHOT0 PO3POOHUKOM JIKAPCHKOTO
3aco0y, 3a popMoro, BU3HaAYEHOIO JoaAaTKoM 1 10 1boro [lopsiky, 3 BeIeHHIM NEPBUHHOI
JOKyMEHTAIlli, CKJaJaHHSIM 3BITY TMpPO pe3yJbTaTH MPOBEICHOTO JOKIIHIYHOTO
JOCIIJIKEHHST JIIKAPChbKOTO 3aco0y 3a (GopMor0, BU3HAYEHOI JOJATKOM 2 10 I[HOTO
[Topsinky, a Tako BHUCHOBKY PO MOXJIMBICTH MPOBEJACHHS KIIHIYHOTO JOCIIIKEHHS
(BUmpoOyBaHHs) JIIKAPCHKOTO 3aC00Y.

[lin yac 311MCHEHHS €KCIIEPUMEHTIB, MPOTOKOJI JOKIIHIYHOTO JOCHIJKEHHS Ta
METOJIM KOHTPOJIIO MalOTh BIJAMOBIIATH 3aBAAHHSM JOCHIIDKEHHS 1 3a0e3leuyBaTu
JIOCTOBIPHICTh PE3YyJIbTATIB.

Metoau eKCepuMEeHTIB ACTaIbHO ONMKUCYIOTh Y 3BITI PO Pe3yJIbTaTH AOKIIHIYHOTO
JTOCJIKEHHS 3 METOK0 OTPUMaHHSI MOXKJIMBOCTI 1X BIITBOPEHHS. Y 3BITI PO pe3yJibTaTH
JOKJIIHIYHOT'O JOCIIIJPKEHHSI 3a3Ha4al0ThCA OTPUMAaH1 pe3yIbTaTh BUBUEHB Ta JOBOAUTHCSA
iX CTaTUCTHYHA IOCTOBIPHICTD.

20. Yci maTepialivd JOKITHIYHOTO JTOCHIIKEHHS J1KapChKOro 3aco0y 30epiratoThCs B
apXiBl BUKOHABIISl HE MEHIIIE II'STH POKIB ITICIIS 3aBEPIICHHS JOKIIHIYHOTO JTOCII1IKEHHS
JKapChKOTo 3aco0y.

I11. Buau noKJIiHiYHEX JOCTIIKEeHb
1. ®apMaKoJI0Ti4HI JOCTIIKEHHS TeCT-3pa3Ka

1. Jlms BCTAaHOBJIEHHS pPEKOMEHJAUId IIOA0 TEPaNeBTUYHOIO 3aCTOCYBaHHS
JOCITII)KYBaHOTO JIIKApChKOT0 3aC00y BUBYAIOTHCS B IOBHOMY 00CSI31 IOTO BIACTUBOCTI.
Pe3ynpTaTn MarTh OyTHM MpeACTaBiEHI 3a KUIbKICHUMHM MOKa3HUKaMH, HampHUKiIaa 3a
JIOTIOMOTOI0 KpUBUX J03a-e(eKT, yac-e(ekT. JaHi NOKIIHIYHUX (apMaKoAUHAMIYHUX
JTOCHIKEHB MIJISATal0Th CTATUCTUYHIA 00pOOIIi.

2. Y pesynbTaTi BUBYEHHS (apMaKOAMHAMIKH TECT-3pa3ka OTPUMYIOThCS JIaHi
3araiabHOi (hapmakosoriunoi mii. [ligx wac Takoro BHUBUYEHHS AOCTIIKYIOTHCS (DYHKITT
OCHOBHHX (D1310JIOTTYHHUX CUCTEM JTaOOPATOPHUX TBAPUH.

OCHOBHUI KOMILJIEKC JTOCIIHKEHb (hapMaKoJjorii 0e3Meku BKI0Ya€e OLIHKY BILUTUBY
Ha CEpLEBO-CYJIMHHY, LIEHTPAJIbHY HEPBOBY 1 JAMXAJbHY CHUCTEMH 1, SK MpPaBHUIIO,
31ACHIOETHCS 10 TIOYaTKy BUNPOOYBaHb 3a YYacCTIO JIFOJIUHU.
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3a BIAMOBIAHUX OOTPYHTYBaHb J0JATKOBI 1 HACTYITHI JOCIIIKEHHS 3 (hapMaKoJIorii
Oe3rmeKkr  MPOBOAATHCS  MPOTATOM  TOMANBIIOr0  KJIIHIYHOTO  JTOCHIKCHHS
(BumpoOyBaHHs). )15l 3SMEHIIICHHSI BUKOPUCTAHHS TBAPHUH CIIIJT PO3TIISTHYTH MOKIIUBICTh
J0JTATKOBO JI0 3araJIbHOTOKCHKOJIOTIYHHX JTOCIIPKSHD BKIIOYUTH BCI JIaH1 JTOCITIDKEHB IN
Vivo.

Jlns  BCTAHOBIGHHS MeEXaHI3My il Ta/ab0 BIUIMBY pEUOBHHH Ha 3aJIaHy
TEPAIeBTHYHY MIIIICHb MPOBOIATHLCS MOTIEPEAHI JOCTIKEHHS (hapMakouHaMik (in VIVo
ta/abo In Vitro) Ha erami (apManeBTUYHOI PO3pOOKH, II0 HE BHMAra€ JOTPUMAaHHS
nosioxkeHb Hanexxnoi nmaboparopnoi npaktuku (GLP). LI mociimkeHHS CHpUSIOTH
BUOOPY /103 JIJIs1 JOKJIIHIYHHUX JOCTIKEHB 1 KIIHIYHUX JTOCTIIKEHb (BUIIPOOYBaHb).

2. PapMaKOKiHETHYHI JOCIIKEHHS TeCT-3pa3Ka

1. ®apMakOKIHETUYH] JOCIIPKEHHSI BUBYAIOTh YCl IPOLECH, IO BIAOYBAIOTHCA 3
JIKApChKUM 3aCO00M B OpraHi3mi, y TOMY YMCJI1 BCMOKTYBaHHS, PO3IOALI, METa00III3M 1
BUBEJ/ICHHS.

2. JlocnipKeHHsl 3a3HaY€HUX €TalllB BUKOHYETHCA SIK 3a JOMOMOTOK (DI3UYHMX,
XiMIyHUX a00 OlOJIOTIYHUX METOMAIB, TaK 1 MLUIIXOM BHUBYEHHS (DAKTUYHOI
(dhapMakoAMHAMIYHOT aKTUBHOCTI JIIF0Y01 pEUYOBUHH.

3. BuB4UeHHS po3MoAiTy Ta BUBEJICHHS J1I0U0i PEYOBHHHU IMPOBOIUTHCS Y BUIIAIKAX,
SIKIIO 111 TaH1 € HEOOX1THUMH ISl BA3HAYCHHS JT03U JOCIIIKYBAHOTO JIKapChKOT0 3aC00y
JUTS JIFOHU.

4. JIOKMIHIYHI  JOCHIKEHHS  (PapMAKOKIHETUKH  TMPOBOASITHCS  CTOCOBHO
JOCITIKYBaHUX JIIKAPChKHUX 3aC00IB XIMIYHOTO MTOXOKEHHS HE3aJICKHO BiJ IMTOKa3aHHS
JI0 3aCTOCYBaHHsI (Teparis, J1arHOCTUKA).

3. TOKCHMKOJIOTIYHI TOC/II?KEeHHA TeCT-3pa3Ka

1. BuBUEHHS TOKCHYHOCTI TECT-3pa3ka MpU OJHOPA30BOMY YBEACHHI Ii10YOi
peyoBMHU a00 KOMIUIEKCY JMJII0UMX PEYOBUH CIPSIMOBAHE Ha SIKICHE 1 KUIbKICHE
JOCITIKEHHSI TOKCUYHUX PEaKIlii, 1[0 MOKYTh BUHUKHYTH BHACJIJIOK TAKOTO YBEJCHHSI.

2. BuB4YeHHS TOCTPOi TOKCUYHOCTI T€CT-3pa3Ka MPOBOAUTHCA HA JIBOX a00 OlIbliie
BHJIaX CCaBIlIB JAOOPAaTOPHUX TBAPHH, 1110 HAJIEkKATh JIO 10OpE BUBUCHUX JIIHIN, a THOA1 ¢
Ha OJIHOMY BHJI TBapWH 3a YMOBHU BIJIMOBIAHOrO oOrpyHTyBaHHs. Ilig wac Takoro
BUBYCHHSI BUKOPUCTOBYETHCSI HE MEHIIIE TBOX PI3HUX CIOCOOIB YBEACHHS, OJUH 3 SIKUX
IIEHTUYHHHN 200 TOAI0HMIA 1O TOTO, III0 PEKOMEHIYEThCS 1T BBEICHHS JIFOIUHI, a 1HIITUI
— 3a0e3Ieuye CUCTEMHY JII0.

3. BuBuaroThcs pi3HI 03HAKU TOKCUYHOCTI TecT-3pa3ka. [lepion cocTepekeHHs 3a
TBapUHAMHU TIICIIS YBEJICHHS TECT-3pa3Ka MOBUHEH OYTH JIOCTATHIM JJIsl BUSIBJICHHS O3HAK
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VIIKO/KEHHS a00 BITHOBJICHHSI OPTaHiB YU TKAHWH 1 CTAHOBUTHU 14 KaJeHIapHUX JHIB.
MeHn1mmit TEpMiH CIIOCTEPEIKEHHS Ma€ OyTH OOTPYHTOBAHUM.

[Tpu upoMy He cIiJ ONpUpIKATH TBApWH HA TPUBAIl CTpaKJaHHS — TBAPUHH, IO
OMHPAIOTh 200 aroHi3yTh, MalOTh OYTH MiAaHi eBTaHa31l. Y ci TBAPUHH, 110 3aTUHYJIN
MPOTATOM TIEPIOy CIIOCTEPE)KEHb, a TaKOXXK BIDKWIM JO 3aKIHUYEHHS TEpPMiHY
CTIIOCTEPEKEHb, MiITAIOTHCS PO3TUHY 1 MAKPOCKOMIYHOMY O0CTEXEHHIO.

4. JlaHi 010 TOCTPOT TOKCHYHOCTI OTPUMYIOTHCS TIPH MPOBEJACHH1 TOCTIIKEHb, IO
nependayaroTh MiJBUILEHHS 103 200 KOPOTKOCTPOKOBE BHUBUEHHS J10303aJICKHOCTI 3
METOI0 BCTAHOBJICHHSI MAKCUMAJIbHOI TOJIEPAHTHOT JTO3U JJIsl 3araiIbHOTOKCUKOJIOTTUHUX
JTOCITIKeHb Ha TBapuHaX. AKIIO y OyJIb-sIKOMY JOCIIPKCHH] OJIepKaHl J1aHl CTOCOBHO
rocTpoi TOKCHYHOCTI, OKpeMe JOCHIDKeHHS 3 OJIHOPa30BUM BBEJICHHSIM HE
pekomeHayeThes. JlocmikeHHs, Mo nependadarTs OTpUMaHHS 1H(opMaIlii CTOCOBHO
rocTpoi TOKCHYHOCTI, MOXYTh OyTH OOMEXEH1 JHIIE UUISIXOM BBEICHHS, SKUI
nepen0avaeThCsl 3aCTOCOBYBATH B KIIIHII(; TaKl TOCHIIKEHHS MOKYTh IIPOBOJIUTUCH O€3
noTpuMaHHs TonokeHb GLP 3a yMoBHM, 10 NIIAX BBEACHHS TPYHTYEThCS Ha
JOCITIKEHHSX TOKCHYHOCTI 3a TIOBTOPHUX BBEeACHB BiANoBiAHO 10 GLP. JleTanbHICTh He
CJI1JT PO3IJIAJIATH SIK KIHIEBY TOUKY BU3HAYEHHS ITOCTPOi TOKCUYHOCTI.

B okpemMux BHIagkax JOCIIIKEHHS TOCTPOI TOKCHYHOCTI / TOKCHYHOCTI 3a
OJIHOPA30BOTO  BBEJICHHS € OCHOBHUM MIATPYHTSAM  KIIHIYHUX  JTOCITIKEHb
(BunpoOyBaHb). Taki AoCHIIHKEHHS TPOBOAATHCS BIAMOBIIHO 10 nipaBui GLP.

[lonepenHs oOliHKAa TOCTPOI TOKCUYHOCTI € BaXXJIMBOK TMPU BHU3HAYCHHI
TEepaneBTUYHUX II0Ka3aHb CTOCOBHO TMOMYJALIl 3 TPYHNU BUCOKOTO PHU3UKY MI0JI0
nepe03yBaHHs y aMOyJIaTOPHUX TAII€EHTIB — YYaCHUKIB KJIIHIYHUX BUTIPOOYBaHb.

3MIHCHIOETBCS KUTBKICHA OIIHKA TPUOJIM3HOI BEJIMYMHM JIETaJbHOI J03U Ta
OTPUMYETHCS THHOPMAITIS TIPO 3ATIEKHICTh e(DEKTY Bij 103U, TP IILOMY BUCOKHI PIBEHb
TOYHOCTI € He 000B'si3k0BUM. [li1 yac nUX JOCHIKEHb OTPUMYETHCS 1HPOPMAILisS PO
HWMOBIpHI MPOSBU TOCTPOTO TEPEI03YBAHHS Y JIFOJAWHM, 10 € OCHOBOIO JIJIS TUTAHYBaHHS
JOCIIIKEHb TOKCUYHOCTI MPU BBEJICHHI TBAPUHAM MTOBTOPHUX J03.

5. BUBYEHHSI TOKCUYHOCTI MPU YBEACHHI MOBTOPHUX J103 TECT-3pa3Ka MpPU3HAYEHE
JUTSl BUSIBJICHHS! MaTO(}i310JI0TTYHUX 1 MOPQOJIOTTYHUX 3MIH, COPUYMHEHUX MOBTOPHUM
YBEJEHHSIM JIIKApChKOT0 3ac00y, Ta BU3HAYEHHS 3aJIEKHOCTI LIUX 3MIH BIJ J03H.

6. Jloci;KeHHsI TOKCUYHOCTI 32 TOBTOPHUX BBEACHB J1KAPCHKOTO 3aC00Yy TBapUHAM
JBOX BU[IB (OJWMH BHUJ HErPU3yHH) 3 MIHIMAJIBHOIO TPHUBAIICTIO 2 THXHI, Mae OyTH
HIATPYHTSIM 7151 OyAb-SIKOTO KJIIHIYHOTO BUIIPOOYBAHHS MPHU TPUBAJIOCTI 3aCTOCYBAHHS
npenapary He OUIbIe 2-X THKHIB B MOJANBIIOMY. BUTBIT TpHUBaiie KITHIYHE JOCIITKEHHS
(BumpoOyBaHHs) MIATBEPIKYETHCSI TOKCUKOJIOTTYHUMH JTOCTI/DKEHHSIMH 32 TIOBTOPHUX
BBC/ICHb ITOHAWMEHIIIC €KBIBAJICHTHOI TPHBAJIOCTI. TpHUBANICTh JOCIIIKCHb 6 MICSIIIB
JUTSI TPU3YHIB 1 9 MICSIIIB 111 HETPU3YHIB BBAXKAETHCS JJOCTATHHOIO OCHOBOO KIIIHIYHOTO
3aCTOCYBaHHS MOHA 6 MICAIIIB.

MeTor Takoro JOKJIIHIYHOTO JOCHIIXEHHS € BU3HAYEHHS MOPOTY TOKCHUYHOCTI
TecT-3pa3ka. Buxonsuu 3 mIaHOBaHO! TPUBAJIOCTI 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y
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JIOJIMHOI0, TPUBAIICTh JOKIIHIYHOTO JOCHIIPKEHHS MOXe OyTH CKOpoueHa abo
POAOBKEHA (32 HASIBHOCTI HEOOX1THOTO OOTIPYHTYBAHHS).

7. iama3oH 703 TecT-3pa3Ka, AKi 3aIUIaHOBaH1 y BUKOPUCTAHHI PU HOT0 BUBUEHH,
Mae OyTH OOTPYHTOBAHUM.

8. MakcumanpHa J03a TeCT-3pa3ka 3abe3rnedye BHUSBICHHS WOTO IIKiJJTMBOTO
BIUTUBY Ha TeCT-CUCTeMy. HWKd4l 103 TecT-3pa3ka MaloTh CHPHUATH BHU3HAYEHHIO 103
TECT-3pa3Ka, 110 € IEPEHOCUMUMU JJI1 TBAPUH.

9. BuBYeHHSI TOKCUYHOCTI TIPY TTIOBTOPHOMY BBECHHI T€CT-3pa3Ka MPOBOJIUTHCS Ha
JIBOX BHJIaX CCaBIIiB, OJMH 3 SKWX HE MOBWHEH HAJEKATH 10 TPU3YHIB. Bubip nuiixy
BBEJICHHS TECT-3pa3ka BHU3HAYAEThCS  IUIAXOM  YBEIEHHS, SKE IUIAHYETHCS
BUKOPHUCTOBYBATH MPH KJIIHIYHOMY 3aCTOCYBaHHI, Ta MOXKJIMBICTIO CUCTEMHOI abcopOITii
TecT-3paska. YiTko 00yMOBIIOIOTHCS COCIO 1 YaCTOTa BBEICHHS TECT-3pa3Ka.

10. Busnauarouu KUIBKICTh TBapUH y TPYyIl JJisi KOXHOI J03M IepeadavyaroTh
MPOMIXKHY €BTaHA31I0 TBAPUH Ta MOKJIMBICTh JOCTIIKEHHS 3BOPOTHOCTI MATOJOTTUHHUX
3MiH, SIKIIIO TaKi MATUMYTb MiCIIE.

11. Oninka TOKCHMYHUX €(EKTIB TeCT-3pa3ka 0a3yeTbCs Ha CIOCTEPEKEHHSIX 3a
MOBEAIHKOIO TBAPHUH 1 KJITHIYHUMU MPOSIBAMH TOKCUYHOCTI, JAHUX TMHAMIKM MacH TiJa,
reMaTOoJIOTIYHUX 1 O10XIMIYHHMX JOCIHIIKEHb, a TaKOX Ha aHali3l pO3TUHY TBapUH Ta
TICTOJIOTIYHUX JOCHIIKEHb.

12. Ilpyn BU3HAYEHHI BUAY Ta OOCATY JOCIIIXEHb JUIsI BUBYEHHS TOKCHYHOCTI
JIKapChbKOro 3ac00y B KOKHOMY KOHKPETHOMY BUIAJKY BPAaXOBYIOTh BUJ TBapHH, 110
BUKOPHCTOBYIOTBCS B IOCHIIKEHHSX, 1 Cy4JaCHHUM CTaH HAyKOBO-TEXHIYHUX JOCATHEHbD.

4. TocaitzkeHHsI penpoAyKTUBHOI TOKCUYHOCTI TeCT-3pa3Ka

1. JlocmiKeHHs] penpoyKTUBHOT TOKCUYHOCTI MMPOBOJUTHCS 3 METOIO BUSIBJICHHS
OyIp-IKOrO BIUIMBY JIIKAPCHKOTO 3aco0y Ha PENpoOayKTUBHY (DYHKIIIO CCaBIIiB,
PEJIEBAHTHOTO JIJISl OIIHKYA PU3UKY JIJIS JIFOINHHU.

Kommuiekc mpoBefieHrX MOCTiIKEeHb OXOIUTIOE OLIHKY MPOTATOM OJHOTO TOBHOTO
KUTTEBOTO IUKIY (TOOTO BiJ 3aIUIIHEHHS B OJHOMY IOKOJIIHHI JO 3aIuliAHEHHS B
HACTYyITHOMY IOKOJIHH1), 10 JacTh 3MOry BHUSIBUTH HEraiiHI Ta MPUXOBaHI HeOaxaHi
edeKTH.

Jlis  OWIHKK TOTEHI[ITHOTO PEMpPOJYKTUBHOTO Ta OHTOTCHETUYHOTO PHU3HKY,
OB’ SI3aHOTO 13 3aCTOCYBAaHHSM JIIKAPCHKOTO 3ac00Y /17151 OLIBIIOCTI JIIKAPCHKUX 3aCO01B €
BUIIPABAaHMM JAW3aiiH 3 3-ma IN  VIVO [OOCHIKEHHSMHM 3al¢KHO Bif  cTamil
PENPOIYKTUBHOTO TIPOIIECY, XOd4a Pi3HI KOMOIHAIil [MX AW3alHIB JOCIHIIKEHb
BUKOPUCTOBYIOTBCS [IJIST PO3TISIAYy TEBHUX OCOOJMBOCTEH JIKApChKOTO 3acoly Ta
3MEHIIICHHS] BUKOPUCTaHHS TBAPHUH.

2. JocmiKkeHHs. penpoyKTUBHOT TOKCUYHOCTI T€CT-3pa3Ka BKIIIOYAE:
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1) npocnipkeHHs (QEpPTHWIBHOCTI Ta PaHHBOIO EeMOPIOHAJIBLHOTO PO3BUTKY —
BU3HAUEHHS HAsSBHOCTI HeOakaHUX €QeKTIB JKyBaHHS caMliliB Ta/abo camMuIlp, SKe
PO3MOYAaTO 10 CIIAPIOBAHHS 1 TPUBAE TIiJ] YaC CIIAPIOBAHHS Ta IMIUTAHTAIIIT;

2) mocnimxeHHs: eMOpio-(heTalbHOTO PO3BUTKY — BUSBICHHS HEOAKAHOTO BIUIUBY
Ha BariTHUX CaMUIlb Ta PO3BUTOK EMOPIOHA 1 IO/ IMiCIIs JIIKyBaHHS BariTHOI CAMUIII T
yac opraHoreHesy. JlocaiKeHHs BKIIOYAIOTh OIIHKY BHYTPIIIHBOYTPOOHOTO PO3BUTKY
Ta BIDKWBAHHS TUIOAA.

Jns O11BIIOCTI HU3BKOMOJICKYJSIPHUX CIIOJIYK BIUTMB Ha eMOpio-deTanbHUi
PO3BUTOK OIIIHIOIOTH Ha JBOX BUAAX TBApUH (IpU3yHAX Ta HErpU3yHaX (SK MPaBUIIO, HA
Kpossix)). IlpuHaliMHI OAMH 3 JOCIIKYBaHUX BHJIIB TBapUH JIEMOHCTPYE HEOOXiTHY
(dhapMakoAMHAMIYHY BiJIITOBIb.

Akmo mikapcekuil 3acid He € (apMakoJUHAMIYHO AaKTHUBHUM Y Oyab-SKOTO
PYTUHHOTO BHUJly TBapWH, pO3MVISIAIOTHCS HEPYTHUHHI BHUAM TBAapUH, TEHETHUYHO
MO (DIKOBAHUX TBApUH a00 BUKOPUCTAHHS BUAOCHEIU(PIYHOI CypOraTHOT MOJIEKYJIU 32
YMOBH  HAasfABHOCTI  JIOCTaTHBOI ~ XapaKTEPUCTHKUM MOJENl, I[00 TapaHTyBaTH
(hapMakoJIOTIYHY PENEBAHTHICTB;

3) OoCHIIKEHHA Ipe- 1 MOCTHATAIIBHOTO PO3BUTKY — BUSIBIICHHS HEOQXKaHOTO €PEKTyY
MiCNs BIUIMBY Ha BariTHY CaMHIIO BiJl IMIUIAHTaIlli A0 BIJIYyYE€HHS ITOTOMCTBA BiJl
IPYJIHOTO BUTOJOBYBaHHsI, 1100 OILIHUTH BIUIMB Ha BariTHy a00 roAyH4Yy CaMHITIO Ta
PO3BUTOK (OHTOTE€HE3) TOTOMCTBA.

3. IlpoBenmeHHs HNOCHIIKEHb PENPOAYKTHUBHOT TOKCUYHOCTI 3/IMCHIOETHCS 3
JOTPUMAHHSM TOJIOKEHb, 110 BHUKJIAJEHI y BIAMOBIIHUX HACTAHOBAX, 3aTBEPIKECHUX
MO3.

5. Jociig:keHHs: eMOPIOTOKCHMYHOCTI I TEPATOreHHOCTi TeCT-3pa3Ka

1. BuBueHHs1 eMOPIOTOKCHUYHOCTI 1 TE€PATOT€HHOCTI CHPSIMOBAaHE HA BHSIBJICHHS
TOKCUYHOTO BILJIUBY TECT-3pa3Kka Ha eMOPIOH Ta IUTiJ 32 YMOBH BBEJICHHS MOTO CAMUIISIM
71a00paTOPHUX TBAPHH Y TIEP10]] BariTHOCTI.

2. BigMoBa Bij MpOBEACHHS TaKUX JOKIIHIYHUX JOCTIIKEHB Y 3B’A3KY 3 THM, IO
JKapChKUil 3aci0 He OyJe MpU3HAYATHCS KIHKaM JITOPOJHOTO BIKYy a00 3 Oyab-sSKHX
IHITUX MPUYNH, TOBUHHA OyTH OOIPYHTOBAHA.

3. BuBuenHs eMOpioHaIbHOI/PeTaTbHOT TOKCHYHOCTI TIPOBOJUTHCS HA JIBOX BHIAX
CCaBIliB, OJUH 3 SKWX HE TOBUHEH HajekaTh 10 TpusyHiB. JlochmipkeHHS B
MOCTHATAIBHUMA TIepiof, SK TIPaBWIO, TPOBOASATHCA Ha TBapUHAX OIHOTO BHIY.
BukopHuCcTOBYETHCS BU TBAPHH, IS IKOT'O META00J1i3M TEeCT-3pa3Ka Mo 1i0HUI 10 TAaKOTO
caMoro y JOAWHM (32 MOMUIMBOCTI). OJuH 3 BHUIIB TBapUH Yy JOCIIIKEHHSIX
eMOpioHabHOT/(PeTaIbHOT TOKCHMYHOCTI Ma€e (3a MOJKJIMBOCTI) BIAMOBIZATH BUIY
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1a0OpaTOPHUX TBapWH, MO OYB BHKOPHCTAHWN TPH BHUBYCHHI TOKCHYHOCTI IpH
MOBTOPHOMY YBECHHI TeCT-3pa3Ka.

6. JlocaikeHHSI MyTareHHOI aKTHBHOCTI TecT-3pa3Ka

1. BuBueHHSI MyTareHHOi aKTUBHOCTI 3/1MCHIOETHCA 3 METOIO BHSIBJICHHS 3MIH Y
TCHEeTHYHOMY Marepiaii «in vivoy abo B KIITHHaX «IN Vitroy mjx BIUIMBOM
JOCIIJIKYBAHOTO JIKApPChKOTO 3ac00y, 3MaTHUX MPU3BECTH J0 CTIMKHUX CIAIKOBHX 3MiH
HOPIBHSHO 3 IpaIlypaMu.

2. BuBUYeHHS T€HOTOKCHYHOI [ii TeCT-3pa3ka IMPOBOAMTHCS 3 BHKOPHCTAHHIM
METOMIB «IN Vitroy ta «in vivoy.

3. Habip tecTiB 1t JOCIIIKEHHS TeHOTOKCHUYHOT 111 MICTUTB:
1) TecT reHHUX MyTaIlill y OaKkTepii;

2) HUTOTCHETUYHY OIIHKY XPOMOCOMHHUX MOPYIICHb Y KIITHHAX CCaBIIB «iN VItroy
a00 aHai3 FTeHHUX MYyTaIliil y KIITHHAX JiMGDOMH MU «in Vitroy,

3) TecT «in Vivoy XpOMOCOMHHMX HOPYIIEHb B KJIITHHAX T€MaTOIN0e3y TPU3YHIB.

7. JociiazKeHHS KaHLIIEPOreHHOI Ail TecT-3pa3ka

1. locmimKeHHsT KaHIIEPOT€HHOCTI MPOBOAATHCSA 3 METOIO BUSBICHHS OHKOT€HHOIO
MOTEHIIIaay y Jociigax in Vitro ta in vivo Ta oIfiHKa BiAIOBIIHOTO PU3KMKY IS JIFOIHHH.

2. BuBueHHS KaHIIEPOTEHHOI i TPOBOIUTHLCS y pasi, SIKIIO:

1) mocmiKyBaHHM JiKapChKHUM 3aci0 MOAIOHUN 32 XIMIYHOIO OYI0BOIO JI0 BIJIOMHX
KaHIIEPOTCHIB;

2) B3a€EMO3B’ 30K CTPYKTYPH 1 JIii mpenapaTty, SK’i CBIYNUTH PO HASIBHICTb PUBHKY
KaHIIEPOTeHHOCTI,

3) BUSBIICHHS O3HaK MEPEAPAKOBUX YIIKOJKEHb MPHU MPOBEICHHI JOCIIIKEHb
TOKCUYHOCTI Ha TBapUHAX MIPU MOBTOPHOMY BBEJICHHI Mperapary;

4) JOBTrOCTPOKOBE 30€peXeHHsS B TKaHMHAX BUXIAHOI peYoBMHU abo ii
MeTaboiTy(iB);

5) nikapcbkul 3aci0 MIIaHYETHCS MPU3HAYATH JIJIS1 PETYJISIPHOTO MPUKOMY TMaLlIEHTOBI
MPOTATOM TPUBAJIOTO NEPIOTY KUTTSL.

3. Bba3zoBa cxema MOCHIIKEHHS KaHIIEPOTCHHOTO TIOTCHINANy BKIIFOYA€E OJHE
JIOBTOCTPOKOBE JIOCTIPKEHHsSI KaHIIEPOTEHHOCTI Ha TPU3YHAX, a TaKOX OJ[HE IHIIE
JTOCIIKCHHS, K€ JIOTIOBHIOE JOBIOCTPOKOBE JOCIIKEHHSI KaHIIEPOTreHHOCTI Ta HaJae
JI0JIaTKOBY 1H(OpMAIIi0, SKY HEMOKIIMBO JIETKO OTPUMATH 3 IOBTOCTPOKOBOTO aHAI3Y.
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4. TlpoBeneHHs JOCIHIPKEHb KAHIIEPOTC€HHOCTI 3IIMCHIOETHCS 3 JOTPUMAHHSIM
MOJIOKEHb, 110 BUKIIAJCH] y BIAMOBITHAX HACTAHOBAX, 3aTBepkeHnx MO3.

8. MocaixxeHHs MicueBoi aii TecT-3pa3ka

1. BuBueHHS MicueBOi Jii TNPOBOJUTHCS 3 METOI0 BU3HAYCHHS BIUIUBY
JOCTIKYBAHOTO JTIKAPCHKOTO 3ac00y HAa TKAHWHU OPTaHi3My B JUISTHKAX, 1[0 MOXYTb 3
HUM KOHTaKTYBaTH YHACIII0K YBEACHHS, IPU HOT0 KIIHIYHOMY 3aCTOCYBAHHI.

2. ITix yac mraHyBaHHS TOCTIKEHHS HEOOX1THO BIIPI3HUTH Oy 1b-SIKM MEeXaHIUHUM
BILUIUB YBEJICHHsS a00 Mit0, 3yMOBJIEHY (DI3UKO-XIMIYHUMHU BJIACTUBOCTSIMH JIIKAPCHKOTO
3aco0y, BIJl TOKCHYHOT'0 a00 (papMakoauHAMIYHOTO €(EeKTY.

IV. O0csr DoKJIIHIYHUX JOCTIIKEeHb
1. JoxIiHIYHI JOC/III?KEeHHS HOBUX JIIKAPCHKHUX 3aC00IB

1. IIpu BUBUEHHI HOBOI /1110401 PEYOBUHU MPOBOASATH JOCTIIKEHHS:

1) TOKCMYHOCTI [Ji040i PEYOBMHU TIPU OJHOPA30BOMY YBEACHH1 (TocTpa
TOKCHYHICTB). IIpOBOAUTHECA Ha ABOX BHJAX CCaBIIB (IPU3YHH Ta HETPHU3YHH) 000X
cTaTel MIOHAWMEHIIIE MPU JIBOX IUISIXaX BBEACHHS, OAWH 3 AKUX 3a0€3Meuye CUCTEMHY
JI10 PEYOBUHM, a IPYTUN — PEKOMEHAOBAHMM J10 3aCTOCYBaHHS JIFOAMHOIO;

2) TOKCHUYHOCTI 1040l PEYOBHMHHU 1 TOTOBOI (OPMH JIKApCHKOrO 3aco0y MpHu
BBEJICHHI TOBTOpPHUX JA03. lIpoBoauThcs Ha TBapuHax JBOX BUIIB (FPU3YHH Ta
HerpusyHu) o0ox cratei. [Ipu qoBeieHH1 BIACYTHOCTI CHCTEMHOI 111 JIIKAPChKOro 3aco0y,
10 3aCTOCOBYETHCS JIUILIE MICLIEBO, BUBYAIOTHCS JIMILIE MICIIEB] PEAKIIIi;

3) MyTareHHOCTI1, IO AOCIIKYETHCS 3 BUKOPUCTAHHSIM Ha0OPY TECTIB «in Vitro» Ta
«1n vivoy;

4) roHaJOTOKCUYHOCT1 y caMIliB Ta caMullb. L{i JOCHIIKEHHSI HE MPOBOJSATHCS MPU
JIOBEJICHHI BIJICYTHOCTI CHCTEMHOT i1 JJiKapchKoro 3aco0y. s mikapchkux 3aco0iB, 110
3aCTOCOBYIOTHCS Y *KIHOK MOXUJIOTO BIKY, TOCIIIKEHHS Ha CAMUIISIX HE IMTPOBOASATHCS,

5) eMOpPiOTOKCHYHOCTI, TEPATOTEHHOCTI, BIUIMBY Ha PO3BUTOK IOTOMCTBA, IO
BHUBYAIOTHCS HA OJTHOMY BHJI CCaBIliB, YacTille Ha rpusyHax. [[is mikapchbkux 3aco0iB,
MPU3HAYCHUX ISl 3aCTOCYBAHHS B IEPI0J] BariTHOCTI, JOCIIIKCHHS eMOpPIOTOKCHYHOCTI
1 TEPaTOTCHHOCTI MPOBOJSATHCA HAa JIBOX BHUJIAX CCABIIIB, OJIUH 3 SKUX HE € TPU3YHOM.
JlociIKeHHST TOCTHATAIBHOT TOKCHYHOCTI MOYKE TTPOBOIUTHUCS HA OJTHOMY BHUJI1 TBApHH;

6) KaHIEpPOTeHHOCTI Yy pa3i, AKIIO: JIKApChbKUM 3acid 3a XIMIYHOIO OYI0BOIO
noAiOHUIA A0 BIIOMUX KaHIIEPOT€HIB; BIH YBOJIUTHCS PETYISIPHO MPOTATOM HE MEHIIE
HIECTH MICSIIB; 32 YMOB HOr0 MOBTOPHUX yBEAEHb TBAPUHAM IPY BUBUEHHI IHIIUX BU1B
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TOKCUYHOCTI BUHUKAIOThH MEPEIITyXJIHHHI ocepeaKu. JJociIKeHHsI KaHIIEpOTeHHOCT] He
MIPOBOSTHCS B pa3i BUABIICHHS TEHOTOKCHYHOT Jlii JIKapChKOTO 3ac00y;

7) IHIIUX BHUJIIB TOKCUIHOCTI: MIiCII€BOTIOIPA3HIOBAILHOT i1, yJIBIIEPOTCHHOI 1T (17151
JIKapChKUX 3ac0o0iB, MPU3HAYEHUX ISl MEPOPATLHOTO 3aCTOCYBaHHS), allepreHHOCTI,
IMyHOTOKCHYHOCTI,

8) eKCepUMEHTAIbHOTO JTIKYBaHHS OTPYEHD MPU MePE03yBaHHI;

9) mikapchKOi 3aJ€KHOCTI (Il JTIKApChKUX 3ac001B, OJU3BKUX 32 CTPYKTYpOIO Ta
BJIACTUBOCTSIMH JIO BIJIOMUX JIIKIB, III0 MaIOTh HAPKO3aJICKHY JIIF0).

2. HocmimkeHHss (GapMaKoJOTiyHOi Jii HOBUX JIIOYUX PEUYOBHUH 3JIIMCHIOIOTHCS
TaKUMU CIIOCOOAMHU:

1) mepBuHHA hapMaKoIMHAMIKA BUBYAETHCS 3 BUKOPUCTAHHSIM KIJIBKOX aJIeKBaTHUX
MOJIeJICH MaTOJIOT i,

2) BTOpWMHHA (papMaKoJAMHAMIKa BHBYAETHCA B MeXax (apMakoJOTIYHUX Ta
TOKCHKOJIOTIYHUX JOCIIKCHb;

3) MexaHI3M i1 TeCT-3pa3Ka J0CIKYEThCSl 3 BAKOPUCTAHHSIM METOJIIB «1n Vitro» Ta
«n vivow;

4) dapmakoJiorisg 0e3MeKn TeCT-3pa3Ka MepIIouYeproBO BUBYAE BILIMB Ha CEPIICBO-
CyAWHHY, IIGHTpaJIbHY HEPBOBY Ta JuXalbHy cuctemMu. Ormiaka no0i9HOT
(dhapMakoarHaAMIYHOI Ta/a00 1aTo(1310JI0TTIYHOT J1i PEUOBUHU 3A1MCHIOETHCS HA OCHOBI
JAHUX OKPEMHUX HOCITIJKEHb MPU YBEACHHI OJHIET J103M — HAWBUINOI MPU BUBUCHHI
TOKCHUYHOCTI 3a MOBTOPHHMX yBeJEHb MpoTsaroMm 14 — 28 mHiB. Y pasi SKIIO JOBEIACHO
BIICYTHICTh CHCTEMHOI [ii JIIKApChKOrO 3aco0y, 10 HAHOCUTHCS MICLEBO, 1
(bapMakoI0TiyH1 BIACTHUBOCTI JI1F0U01 peYOBUHU (PEYOBHH) J0OpE BUBUEHI, TOCTIIKEHHS
dhapmMaxoJiorii 6e3neku He MPOBOATHCS.

3. HocnimxenHs (papMakOKIHETUKHA HOBOI J110YOi PEUOBHUHHU Ta TOTOBOI JIIKAPCHKOI
dbopMU TPOBOAATHCSA NLISXOM BCTAHOBIICHHS TMapaMeTpiB BCMOKTYBaHHS, PO3MOJLTY,
MeTa0o013My Ta BUBEJICHHSI JIIKAPCHKOTO 3aC00Y 3 OpraHi3My TBApUH MIPU OJTHOPA30BOMY
Ta MOBTOPHUX YBEACHHIX. BUBUEHHS pO3MOITY AOCTIIKYBaHOI PEUOBMHH B TKaHWHAX
IpU MOBTOPHOMY YBEJI€HHI IPOBOUTHCS, SIKIIO:

1) y pe3ynbTari IOCHIPKEHHSI PO3MOILTY J1I040i PEYOBHHHM (PEYOBHUH) TICHS
OJTHOPA30BOTO YBEJICHHS BCTAHOBJICHO, 110 HAIMIBIEPIO )KUTTS TeCT-3pa3ka (Ta/abo Horo
MeTaboJIiTIB) B OpraHax a00 TKaHWHAX 3HAYHO IMEpPEBaKa€ HAIMIBIEPION eliMiHaril 3
I1a3Mu, a TaKOX SKIIO BIH y JIBa pa3u OLIBINNI 3a 1HTEpBal MOBTOPHUX YBEICHb Y
TOKCHUKOJIOTIYHUX JOCIIIKEHHSIX;

2) CTaTUCTUYHO 3HAYUMHUU pIBEHb PEYOBHMHU/META0OIITY B CHUCTEMHOMY
KpOBOOOITY, 110 BHU3HAYAETHCA 3a pe3yjbTaTaMud  (PapMaKOKIHETUYHUX  abo
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TOKCUKOJIOTTYHUX AOCIIPKEHb 32 YMOB NOBTOPHOI'O BBEIECHHS, € 3HAYHO BUIIMM, HDK
JAHUH MOKa3HUK MPU KIHETUYHHUX JAOCTIIKEHHSIX 32 OJHOPA30BOr0 YBEACHHS,

3) BUSBICHO TICTOJIOTIYHI 3MiHHM, IO HE MPOTHO3YBAJIWCh HA OCHOBI JTaHUX
KOPOTKOTEPMIHOBUX  JOCHIKEHh TOKCHYHOCTI, PpO3MOAUTY B TKaHWHAX TIPH
OJIHOPA30BOMY BBEJCHHI Ta (hapMaKOJIOTIYHUX JOCHIPKEHb, IO 3/aTHI CYTTEBO
BIUTMHYTH Ha OIIHKY O€3MeYHOCTI TeCT-3pa3Ka;

4) mikapchbKuit 3aci0 po3pOOICHHIA 711 CIIPSIMOBAHOI TOCTABKH IO KOHKPETHOT IILJTI.

4. Tlpm BUBYEHHI HOBOI JOMOMDKHOI PEUYOBHHH TPOBOIATH JOCIIIHKEHHS
TOKCUYHOCT1 HOBOT JOMOMIXXKHOI peUOBHHM Ta (hapMaKOKIHETHUKH JIIKAPCHKOTO 3aco0y 3
HOBOIO JIOTIOMDKHOIO PEYOBHHOIO. TOKCHYHICTh JIOTIOMDKHOI PEUOBHHH TIPH
OJTHOPA30BOMY YBEJCHHI (TOCTpa TOKCUYHICTh) BUBYAETHCS 3 BAKOPUCTAHHSIM JIBOX BU/IIB
ccaBlliB (FPU3YyHHU Ta HETPU3YHU) 000X CTaTEeH; NUIAX YBEACHHS — PEKOMEHJIOBAHUM 10
3aCTOCYBaHHS JIOJUHOIO. [HIN BUAM TOKCMYHOCTI BUBYAIOTHCS BIJIMOBIIHO JIO BUMOT
nyHKTy 1 rimaBu 1 miporo posaury. JochimkeHHs ¢hapMakOKIHETHKH JIIKAPCHKOTO 3ac00y 3
HOBOIO JIOMTOMIKHOIO PEYOBHHOIO TMPOBOJWTHCS IIJITXOM BCTAHOBJICHHS IapaMmeTpiB
BCMOKTYBaHHSI, pO3MO/IlTy, METa00Ii3My Ta BUBEJICHHS JIIKAPCHKOTO 3aCO0Y 3 OpraHizMy
TBAapWH IIPU OJJHOPA30BOMY Ta TIOBTOPHUX YBEICHHSX.

5. Ilpu BuBuYeHHi (ikcoBaHOi KOMOIHAIli, IO MICTUTh IPHUHAMMHI OBl 104Ul
PEUYOBHMHHU 3 BiIOMUM TpodisieM Oe3mneku Ta €(heKTUBHOCTI KOKHOI 3 HUX, aJIe sIK1 paHiIe
HE 3aCTOCOBYBAJIUCH Y TAKOMY CHOJIYYEHHI 3 METOIO Teparnii, JOCIIKEHHS MPOBOASATHCS
BIJITTOBIJTHO JI0 BUMOT MYHKTY | 11i€i raBu.

Jns dikcoBaHoi koMOIHaIl, 0 CKJIAMy SIKOi BXOASATH BIJIOMI Jit04Yl PEYOBHHU,
dbapmMakoKiHETHKA SKUX paHimie Oyna JociijKeHa, (apMaKOKIHETHYHI JOCIIIKECHHS
MPOBOJATHCA 3a OaXaHHAM, SKIIO JOCIIIKEHHS TOKCHYHOCTI 1 (hapMaKoJOTigyHOI
¢(heKTUBHOCTI €KCIIEpUMEHTAJIBHO JIOBOJISITH HEJIOIIILHICTh BUBUYCHHS
bapMaKOKIHETHKHU.

6. Ilpu mocnimxeHHi GpiKCOBaHUX KOMOIHAIlIN, 10 MICTSITh MPUHAWMHI ABI BiOMI
JI104l pEYOBUHHU, ajie €(heKTUBHICTh Ta O€3MeKa MPU CIUIBHOMY iX 3aCTOCYBAHHI B pEXKUMI
HapI3HOTO YBEJICHHSI BCTAHOBJICHI HEJIOCTATHLO; 00 OKpeM1 JIIKapChki 3aco0wu, 110 100pe
BHUBYEHI B PEKUMI OJTHOYACHOT'O HAPI3HOTO YBEACHHS, ajie y KOMOIHAIli1 3aCTOCOBYIOThCS
y HOBOMY PEXKHMI /103, BU3HAYAIOTh:

1) TOKCHYHICTH TPU OJJHOPA30BOMY yBEACHHI (TOCTpa TOKCUYHICTb) — AOCIIKEHHS
MPOBOJISATHCS HA OJTHOMY BHJII TPU3YHIB OJHIET CTaTi, Kl CIPSIMOBAaHI Ha BU3HAYCHHS
HAsSIBHOCTI UM BiJICYTHOCTI 30UIBIIIEHHS TOKCHYHOCTI a00 BUHUKHEHHSI HOBHX TOKCUYHUX
MPOSIBIB;

2) TOKCUYHICTh IIPU MOBTOPHOMY YBE€J€HHI MpoTsiroM 14 abo 28 nHiB (miarocrpa
TOKCUYHICTB), IKa BUBYAETHCS 3 METOIO BUSBIICHHSI TOTEHIIFOBAaHHS TOKCUYHOCTI JIIFOUUX
pe4oBUH a00 HOBUX IMPOSIBIB TOKCUYHOCTI.
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JlomaTkoBe JOCIIIKEHHS TOKCHYHOCTI MPOBOJUTHCS y pasi, SKIIO0 B pe3yjIbTaTi
JOCIIDKEHb TOCTPOi Ta IMATOCTPOi TOKCHYHOCTI BHUSBIIIETHCS B3a€EMOJIS CKJIAJOBUX
KOMOIHOBAHOTO JIIKQpChKOTO 3aco0y abo cymarlis iX TOKCHYHOCTI, OOCSAT SIKOTO
BU3HAYAETHCS 3 YPaXyBaHHAM JAaHUX KOPOTKOTEPMIHOBHX BUIPOOYBaHb.

7. Slkmo ¢dikcoBaHa KOMOIHAIIST BHKOPHUCTOBYETHCS TMPOTITOM TMEPIOAY, IO
IICPEBHINYE TPHUBAIICTh YBEACHHS OJHIEI a00 OLIbIIE MIIOYUX PEYOBHH Yy PEKHMI iX
HApI3HOTO 3aCTOCYBaHHS, MPOBOMATHCS JOCTIIKEHHS TOKCHYHOCTI MPU MOBTOPHOMY
yBEJICHHI ~ KoMOiHaIlii, o00csAr SKWX BHU3HAYAETHCA 3  YypaxyBaHHIM  JIaHUX
KOPOTKOTEPMIHOBHUX JOCIIIPKEHB 1 CIIPSIMOBAHUN Ha MiATBEPKEHHS JTOUUIBHOCTI TaKOi
MouiKallii.

8. Skmo ¢ikcoBaHna komOiHalis pPo3polJieHa 3 METOK PO3MIMPEHHS CIIeKTpa
TepaneBTUYHOI Jii, OOTpyHTYBaHHS ii 3aCTOCYBaHHS B KJIIHIYHIN MPAKTHUIIl BU3HAYAETHCS
HAsBHUMH pe3yJjbTaTaMU JIOKIIHIYHUX JIOCH/DKEHb Ha TBapuHAX, BKIIOYAIOYU
JTOCHIKeHHS (papMaKouHaMIKUA, TOKCUYHOCTI Ta (hapMaKoJIOTii OE3MEeKH.

9. Ilpu mocmimkeHHl (piKCOBaHMX KOMOIHAIlIM, PO3POOIECHUX 3 METOIO 301JbIICHHS
dhapmakosoriyaoi  ePekTUBHOCTI Ta/ab0 3HMKEHHS T1O0O0IYHOI Jli HAa OCHOBI
dhapmakoaunHAMIYHOT 200 (hapMaKOKIHETHYHO1 B3a€MO/III J1F0UMX PEYOBHH, HEOOXITHO
MIATBEPAUTH HASIBHICTh TaKOi B3a€EMOJIl IS OLIHKH JOIIJIBHOCTI BHUKOPHCTAHHS
KOMOI1HaIIi 3 TepareBTHYHOIO METOIO.

10. Sxmo ¢ikcoBaHa KOMOIHAIS 3aJ0BOJIbHSIE KpUTEpii J00pe BIIOMOTO
BUKOPHUCTAHHSA, TOOTO MICTUTH TOOpE BUBUEHI aKTUBHI PEYOBUHU, BUKOPUCTAHHS SIKUX B
PEXKUMI OJTHOYACHOTO HAPI3HOTO YBEJICHHS J00pE MOCIIKEHE 3 OrJIsay Ha O€3MeUHICTh
Ta e(heKTUBHICTD, JOKIIHIYHI JTOCIIIXKEHHS HE TPOBOJIATHCS.

2. JIokJTiHiYHI J0CTiIKEHHS] POCTMHHMX JIIKAPCbKHUX 3ac00iB (BUTOTOBJIEHI 3
YACTHH POCJIUHHU — POCMHHUI MaTepiaj, BOAOPOCTi, MAKPOCKOMIYHI rpudM Ta ix
KOMOIHALI)

1. Tlpu BUBYEHHI HOBHMX POCIMHHHUX JIKapChKUX 3ac00iB, 110 HE BHECEHI 0
dapmakorieii a00 IHINMUX CTAaHIAPTIB Ha OCHOBI HA3BU POCIWHU 1 YaCTUHU POCIHHH,
BUKOPUCTOBYIOThCS K TpyOa CHpOBHMHA 1 HE MArOTh JOCTATHBOTO IMiITBEPDKCHHS
HAsIBHOCTI JIOCBIy BUKOpDUCTaHHS B YKpaiHi Ta B IHIIMX KpaiHax, MPOBOMSTH
JOCITIJIKEHHS BIJIMOBITHO 10 BUMOT MyHKTY | rmaBu 1 mporo po3ainy.

Jo nikapchKux 3ac00iB, OTPUMaHUX 3 POCIMHHOT CHPOBUHH, HE HAJIEKATh MaTepialin
T€HETUYHO MOJM(PIKOBAHUX POCIUH; NPOAYKTH (epMeHTalli IpiKIKIB, OakTepiH,
MIKPOCKOIIIYHUX TpUOiIB; BUCOKOOYMILEHI [104l PEYOBHHH, OTPUMAaHI 3 POCIUHHOI
cupoBUHHU. DapMaKOKIHETUYHI JIOCHIPKEHHS MAarOTh OyTHM CIpPSIMOBaHI Ha BHUBYEHHS
010/I0CTYITHOCTI BIJIOMHUX AaKTHBHUX KOMMOHEHTIB. Jlikapchbka B3a€MOJisl OLIHIOETHCS,
SKIIO MependaueHe 0JHOYACHE 3aCTOCYBAHHS 3 IHIIIMMHU JIIKAPCHKUMHU 3aC00aMHU.
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2. JloxmiHIYHI JOCHIPKEHHS TOKCHMYHOCTI 1 (hapMakoJIoridyHOi €(eKTUBHOCTI HE
IIPOBOAATHCS, SKIIO POCIMHHI JIKAapChKi 3acOOM IIOBHICTIO BiANOBITAIOTh TAaKHUM
BUMOTaM:

1) mikapchKuii 3aci6 BiAMOBIAHO 10 HOTO CKIIATy Ta MpU3HAYCHHS MTepeadadeHui s
3aCTOCYBaHHs 0€3 HArjisaay JiKaps 3 METOIO J1arHOCTUKH, O€3 IPUIUCAHHS perernTa ado
0€e3 crocTepexeHHs MPOIIECy JIIKYBaHHS;

2) nmikapchbKuil 3acid 3aCTOCOBYETHCS Y IEBHUX KOHIEHTPALIAX Ta 103yBaHHI;
3) nikapchKkuil 3aci0 TpU3HAYEHUN I TEpOPaIbHOTO, 30BHINIHBOTO abo
IHTAJIAIIMHOTO 3aCTOCYBaHHS;

4) IOKYMEHTaJIbHO IMIATBEP/KEHO, IO JIKAPCHKUM 3acid 3acTOCOBYBaBCS Y
MeIUYHIi nmpakTulll He MeHIe 30 pokiB y cBiTi Ta He MeHIe 10 pokiB B YkpaiHi;

5) € nocTaTHs KUIBKICTh JAaHUX IIOAO TPAAMUIIIHHOTO 3aCTOCYBaHHS JIKApCHKOTO
3aco0y (Oe3reka 3a 3BUYaifHUX YMOB 3aCTOCYBAHHS Ta JI0BeJicHa €()eKTUBHICTB).

V. IIpoBeaeHHs JOKJIIHIYHUX JOCIKEeHb JiKapCbKHUX 32c00iB

1. JlokmiHIYHE JOCIIKEHHS PO3MOYMHAETHCS IICHIS OIMIHKK €THYHHX Ta MPaBOBHUX
ACIIEKTIB JTOCIIIKEHH.

2. BBe3eHHs Ha TEpUTOPII0 YKpaiHU HE3apEeCTPOBAHOTO JIIKAPCHKOIO 3ac00y IS
MPOBENCHHS HOro JOKIIHIYHUX JOCHIIKEHb 3JIMCHIOETHCS Yy MOPSAKY, BUSHAUCHOMY
3aKOHOJJABCTBOM Y KpaiHH.

3. 3a00poHEHO MPOBEACHHS JAOKIIHIYHOTO JOCIIIKCHHS JIIKApChKOro 3acoly 6e3
3aTBEPKEHHST TTPOTOKOTY AOKIIHIYHOTO JOCIIKEHHS JIKapChKOTro 3aco0y.

4. TIpoTokoa AOKITIHIYHOTO JOCHI/PKEHHS JIKApChKOrO 3aco0y MiMUCYETHCS
(3aTBEPIKYETHCS) KEPIBHUKOM JOCTIIHKCHHS 13 3a3HAYCHHSAM JIaTH 1 TIEPEBIPSETHCS B
MEKax IIporpaMH 3a0e3MedeHHsl SKOCTI IMO0J0 BiAMOBiAHOCTI BuUMoraM HanexHoi
naboparopHoi TpakTUKUA. [IpOTOKOA AOKIIHIYHOTO JOCHIKEHHS MOTOJKYETHCA
KEPIBHUKOM JOCTIAHUIILKOT YCTAHOBH Ta 3aMOBHUKOM.

5. IlonpaBku A0 MPOTOKOIY AOKIIHIYHOTO AOCIIKEHHS 32 (POPMOIO, HABEACHOIO Y
nonatky 3 no uporo Ilopsaky, MatoTe OyTH OOIpYHTOBaHI, 3aBIPEHI MiAMUCOM KEPIBHUKA
JOCIIDKEHHS 13 3a3HaUYCHHSIM TPI3BUIIA, BJIACHOTO 1MEHI, 0 0aThKOBI (32 HAsSBHOCTI)
KEepI1BHUKA, AaTH 1 30epiraTucs 3 MPOTOKOJOM JOKITHIYHOTO JTOCTIIKEHHS.

6. BigxuieHHs Bl MPOTOKOIY JOKJIIHIYHOTO JTOCIIKEHHS 3a (hOPMOIO, HABEICHOIO
y nomatky 4 mo mwporo Ilopsaky, MarTh OyTH CBO€YacCHO OIMCaHI, OOIpyHTOBaHI,
3aTBEPKCHI 1 JaTOBaHI KEPIBHUKOM JOCHTIIKEHHS Ta/a00 TOJOBHUM JOCTITHUKOM (JIJIs
0araToreHTPOBUX JOCIIHKEHB) Ta 30epiraTucs pa3oM 3 IEPBUHHUMU JaHUMHU.

7. JI7s KOPOTKOTPHUBATIUX JOCHIKCHb BUKOPUCTOBYETHCS Y3araJIbHEHUH MPOTOKOJ
JOKJIIHIYHOTO JOCHTIKEHHS.
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8. KoxxHOMY HOCIIDKEHHIO IPHUCBOIOETHCS KoaoBaHui Homep. Lleli komoBaHmiA
HOMEpP HAHOCHUTHCS HA BCi 3pa3KH, IO CTOCYIOTHCS ITHOTO JTOCIHIDKEHHS. TecT-3pa3ku,
BimiOpaHi IS TPOBEACHHS JOCHTIDKEHHS, MAapKYIOThCS [UIS TIATBEPIDKEHHS iX
noxo/pkeHHs. Taka imeHTu(ikaIis 3a0e3nedye MOXIHBICTh HAJIEKHOTO BIICTEKCHHS
3pasKiB 1 JOCIIIKEHb.

9. VYci pani, oTpuMaHi B XOAl1 JOKTIHIYHOTO JOCIITKEHHS, HETAaHO Ta YiTKO
PEECTPYIOTHCSI BAKOHABIIEM, IO iX OTPUMYE, TATYIOThCS 1 MiMUCYIOTHCS HUM.

10. BumpaBieHHS y TEpBHHHHUX JaHUX 3IMCHIOETHCS TaKUM YHWHOM, OO HE
3HUIIYBATH TOTNIepenHii 3anuc. [Ipyu mboMy 3a3Ha4alOTHCSl MPUYMHA BUIPABICHHS, AaTa
BUIIPABJICHHS 1 CTABUTKLCS IIAMKC, MPI3BUIIE, BIACHE iM’sl, M0 0ATHKOBI (32 HAsIBHOCTI)
0co0H, 1110 BHOCUTH TaKe BUIIPABJICHHS.

12. 'V pa3i sKio NepBUHHI JaHl BHOCSTHCS HA €JIEKTPOHHHUM HOCIH, BU3HAYAETHCS
ocoba, ska Oe3mocepeaHbO BIAMOBIAAE 3a iX BHeceHHsA. HeoOximHo 3abe3neunTu
1eHTudikairito ocoou, 10 BHOCUTH BIAMOBIIHY 1H(POpPMAIIiI0 HAa €IEKTPOHHUI HOCIH.

KoM’ rorepusoBaHi cucTeMu 3a0e3Medyr0Th MOXJIUBICTh MiATPUMAHHS MOBHOTO
ayJUTOPCHKOTO BIJCTEKEHHS 3 METOIO JIEMOHCTpallil BCiX 3MiH JaHUX 0€3 3HHUIICHHS
BUXI1JIHUX JJaHUX. 3a3HAYA€ThCS] MPUYMHA BHECEHHS 3MiH.

13. dakTuyHi AaHi, OTPUMaHI I Yac JOKIIHIYHOTO IOCTIIHKCHHS IS KOXKHOL
CKCIIEPUMEHTAILHOT TBAPUHU 3a BCIMa JOCIHIKEHUMHU TTOKa3HUKAMH, HABOIATHCS Y
J0/1aTKaxX J0 3BITY MPO AOKIIHIYHE TOCHTIHKEHHS Y BUTIIAII TaOJIUIIb.

14. BunipaBieHHs / JOTIOBHEHHSI JI0 3BITY MPO JOKJIIHIYHE JOCIIHKEHHS 3a (hopmoro,
HABEJICHOIO Y TOAATKY 9 A0 1poro [lopsiiKy, HanarThCs Y BUTIISI MOMPABOK JI0 HBOTO,
JIe 3a3HAYAE€ThCS MPUYMHA BHECEHHS MOMPAaBOK Ta/abo momoBHEHb. [lompaBku 10 3BiTY
JOKJIIHIYHOTO JIOCTIKEHHS IaTYIOThCS Ta MiAMUCYIOTHCS KEPIBHUKOM JTOCTIHKCHHS.

15. 3BiTH TOJIOBHUX JOCHIJHUKIB a00 HAYyKOBIIB, M0 OyiId 3aldydeHi [0
0araToleHTPOBUX JOCTIIKEHb, MUCYIOThHCS 13 3a3HAYCHHSM J1aTH.

16. 3BIT PO MOKIJIIHIYHE AOCTIKEHHS MiAMUCYEThCS KEPIBHUKOM JOCTIHKEHHS 13
3a3HAYEHHSAM JIaTH, AKUH 3acCBIJUYy€ MOBHOTY HaJaHUX JAHMUX 1 CTYIIHb BIAMOBIIHOCTI
OTPUMaHUX JaHUX BUMOTaM AOKJIIHIYHOTO JOCIIKEHHS, BU3HaueHUM UM [lopsakom,
Ta MOTOKEHUN KEPIBHUKOM JOCIITHUIIBKOI YCTaHOBHU 1 3amoBHUKOM. [linmucanuii ta
MOTOJ/PKEHU 3BIT MPO JOKIIHIYHE JOCHTIKEHHS HAJIA€ThCsl 3aMOBHUKY.

17. Yci marepianu AOKIIHIYHOTO AOCTIIPKEHHsS, B TOMY YHCI1 KOMIisl 3BITY IPO
JTOKJIIHIYHE AOCIIKEHHS, 30epiraloThCsl HE MEHIIIE IT’SITH POKIB B apXiBi JOCIITHUIILKOT
YCTaHOBH.
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VI. ExcniepTu3a MmarepiajiB JOKJIiHIYHMX JOCTIIKEHD JiKAPCHKOI0 3ac00y

1. I[Ipu mpoBeeHH] EKCIIEPTU3H MaTepiajiB JOKIIHIYHUX JTOCITIKCHD JIIKAPChKUX
3ac00iB MO0 MOXJIMBOCTI TPOBEACHHS KIIHIYHOTO IOCTIKCHHS (BUIPOOYBaHHS)
JKapChKOTO 3aC00y OIHIOETHCS:

1) HaykoBe OOTPYHTYBaHHS MPOTPaMH JOCI1HKEHb;

2) TOCTaTHICTH 00CATY MOKJIIHIYHUX JAOCTIIKEHb TECT-3pa3ka 3aJIeKHO BiJl TOTO, 10
SKO1 TPYIHU JIIKapChKUX 3aC001B BIH HAJICIKUTH;

3) ageKBaTHICTh BUOOPY €KCIIEPUMEHTAIBHUX MOJICIICH;

4) npuaaTHICTh 0OpaHUX TECT-CUCTEM (B, KIJIBKICTb, BIK TOIIO) JIJII OTPUMaHHS
BI/IMOBITHUX PE3YJIHTATIB;

5) mpaBUIIBHICTH BUOOPY pedepeHc-3pa3KiB;

6) 00’ €KTUBHICTH 1HTEpPHpETallli OTPUMAHUX PE3YJbTATIB MO0 €(PEKTUBHOCTI Ta
Oe3MeKH JIIKapChKOT0 3ac00Y;

7) BIAMOBIAHICT, BHKOPUCTAHUX MaTEMATHYHUX Ta CTATUCTUYHUX METOMIB JIJIA
3a0€e3MeUeHHs a/IEKBaTHOI OLIIHKM OTPUMAaHUX Pe3yJIbTaTIB;

8) noTpuMaHHs 0O10€THYHUX HOPM IPH IJIAaHYBaHHI Ta MTPOBEICHHI JTOCHIIKEHb;

9) norpumanHs BuMOr HamnexHoi a00paTOPHOI MPAKTUKU MPU MPOBEACHHI
JOCITIIKEHb TOKCUYHOCTI Ta OE3IMEKH JIIKApPChbKOTO 3ac00y Uil 340POB’ S JIFOAMHH;

10) HanexxHe opOpMIIEHHS 3BITY.

2. Y X0al eKcrepTu3u MarepiaiiB JOKIIHIYHUX JOCTIIKEHb JKapChKOTo 3acoly
3MIMCHIOETHCS ayIUT JOKITIHIYHUX JOCIIHKEHB Y pa3i, AKIIO:

1) indopMaliist y HalaHUX MaTepianax JOKIIHIYHUX JTOCTIKEHb JIIKapChKOTO 3aC00y
BUKJIMKA€ OOTPYHTOBAHUN CYMHIB Y 11 JOCTOBIPHOCTI,

2) y marepiajax JOKIIHIYHUX JOCTIIKEHb, HAJaHUX y KOMIUICKTI JIOKYMEHTIB,
HEOOXITHUX JJI1 IMIATOTOBKM BHCHOBKY IIOJI0 MOXJIMBOCTI IIPOBEJICHHS TEPIIOTO
KJIIHIYHOTO BUIIPOOYBaHHA JIKAPCHKOro 3acoOy Ha JIIOJIMHI, BIICYTHE OKYMEHTaJIbHE
MITBEP/PKCHHS, 110 BHBYEHHS TOKCUYHOCTI Ta OE€3MEYHOCTI MPOBOAUIOCH 3
JOTpUMaHHSIM BUMOT HasnexxHoi 1abopaTopHOT TPAKTUKH.

3. AyauT JOKJIHIYHOTO(MX) JOCTIIKEHHS(Hb) MPOBOJUTHCS BIAMOBIIHO JI0
MOoNepeH0 PO3POOJICHUX CTAHJAPTHUX OMEpaIliiHUX TPoLEeAyp Ta 3IIHCHIOEThCS
(baxiBUAMHU, sIKI 03HAHOMJIEH] 3 OCHOBHUMU MPUHIUIIAMU PO3POOKH JIIKAPChKUX 3ac001B,
MaroTh JOCBIJ] 3 MUTaHb OpraHi3allli Ta MPOBEECHHS TOKIIHIYHUX JOCTIIKEHb 1 He Opanu
ydacTi B TIPOBEACHHI JOKIIHIYHOTO JOCHIKEHHS, a TaKOX OCOOMCTO 4YH uepes
OB’ sI3aHUX 0C10, HE 3aj1eKaTh BiJl CIIOHCOpa Ta JOCIIITHHKIB.
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4., 3a HeoOXigHOCTI JO0 YydYacTi B TMPOBEICHHI ayJauTy JOKJIIHIYHOTO(HHX)
JOCTIKEHHA(Hb) MOXYTh 3allydaTucs 1HII ¢axiBmi (BIAMOBIAHO A0 OCOOIHUBOCTCH
JOCITIKEHHSA(HB) Ta METH ayJIUTy TOKIIHIYHOTO(HX ) JOCTIKCHHSI(HB)).

5. Ocobwu, 10 TPOBOAATE AYAUT AOKITIHIYHOTO(MX) AOCIIKEHHA(HB), 30€piraroTh
KOH(D1ICHITIHICTL onepkaHoi iH(popMaIlii BIAMOBITHO O 3aKOHOJABCTBA YKpaiHU Ta
M1XHAPOJHUX BUMOT.

6. AyauT MOKIIHIYHOTO(HX ) TOCIIKEHHI(Hb) TOYMHAETHCS HE paHimie HiX uepe3 10
KaJCHJAapHUX [JHIB TCIAS HAJACUIAHHS KEpiBHUKY JOCTIIHUIBKOI  YCTAaHOBH
MOBIJIOMJICHHSI PO ayAUT JOKIIHIYHOTO(MX) TOCIIKEHHS(HB ).

7. Ilig yac mpoBeACHHS ayauTy AOKJIIHIYHOTO JOCIIKEHHS JIIKapChKOro 3aco0y,
nepeBipIll MiISIralTh:

1) mpOTOKOJ JOKIIIHIYHOTO JOCIIKEHHS JIKapChKOT0 3aC00Y;
2) nmonpaBKH 0 MPOTOKOJTY TOKIIHIYHOTO AOCIIIHKEHHS JIIKAPCHKOTO 3ac00Y;

3) cra"mapTHi oOmepauiiiHi TpoleAypH, IO 3aCTOCOBYBAIMCS MPU MPOBEACHHI
JOKJIIHIYHOTO JTOCTIKEHHS JIIKapChKOro 3aco0y;

4) TOKyMEHTH, IO MIATBEPAKYIOTh JOCBLA poOOTH Ta KBal(ikalito oci0, 1o opaim
y4acTh y IPOBEICHHI JOKIIHIYHOTO JAOCIIIKEHHS JIIKapchbKoro 3aco0y: Curriculum vitae
KEpIBHUKA JOCIIJKEHHSI Ta MEpPCOHaly, 3BITM NP0 MPOBEACHI TPEHIHIH, IOCAJ0BI
IHCTPYKIIIT;

5) KypHanu, Ja0OpaTOpHI 30WIUTH, Qaiin, OJOKHOTH Ta PO3JPYKIBKU
KOMIT'IOTEpHUX JaHuX 3 iH(opMaIieo mnpo BUXiAHI (MEPBUHHI) JaHl JOKIIHIYHOTO
JTOCITIJIKEHHSI, 10 TIEPEBIPSETHCS;

6) 3amucy 100 YCTaTKyBaHHS Ta 00JIaJIHaHHS, III0 BUKOPUCTOBYBAJIOCS Y TAHOMY
JOKIIHIYHOMY JOCIIHKCHHI;

7) 3amucu CTOCOBHO TECT-3pa3KiB Ta pedepeHc-3pa3KiB, 0 BUKOPUCTOBYBAIUCS Y
JAaHOMY JIOKJIIHIYHOMY JIOCTI/KEHHI: OTpUMaHHs, 00poOka, BifAOip, BHU3HAYCHHS
1IEHTUYHOCTI, YUCTOTA, CKJIaJ, CTaOUIbHICTh, 30€piraHHs;

8) 3amKrcu CTOCOBHO BUKOPUCTAHHS T4 YTPUMAaHHS TBapUH B JAHOMY JTOKJIIHIYHOMY
JOCIIIJIKEHH] JIIKAPCHKOTO 3aco0y 3 MOMEHTY IXHBOTO OJEp>KaHHS JOCIHIIHULIBKOIO
YCTaHOBOIO JI0 ayTOIICIi;

9) noTprMaHHS BUMOT SIKOCTI ITPH MIPOBEICHHI JOKJIIHIYHOTO JTOCIKEHHS Ta HOPM
O010ETHKH,

10) 3akIr09HMI 3BIT PO JOKIIHIYHE JTOCHIKEHHS JIIKapCHKOTO 3ac00y.

8. PesynpTaToM ayauTy AOKIIHIYHOTO(MX) TOCHIIKEHHS(HB) € 3BIT Ta aKT MPO
MIPOBEICHUI ayJUT, B IKMX JAETHCS OIIHKA MI0JI0 SKOCTI Ta MOBHOTH JIaHUX, OTPUMAHUX
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JOCITITHUIIBKOK YCTaHOBOIO, Ta BHU3HAYAETHCA CTYMiHb BIJIMOBIAHOCTI JOCIIAHHUIIBKOT
yCcTaHOBHM BUMoTaM HasexHo1 1abopaTopHOi MPaKTUKH.

9. Ilpu BUSIBICHHI IMiJT 9ac ayAUTy MOKIIHIYHOTO(MX) MOCTIKeHH(Hb) HE3HAYHUX
BIIXWJICHb, SKIi HE MOXYTh BIUIMHYTH Ha pe3yJdbTaTH  JOKIIHIYHOTO(UX)
JOCITIKEHHA(HB), JOCTITHUIIbKA YCTAHOBA TIOBMHHA iX YCYHYTH B 3a3HAYCHUH y 3BITI
TEPMiH.

10. SIxkmo y xoai ayauTy MOKIIHIYHOTO(WMX) MOCHIKEHHS(Hb) BUSABJICHI CEpHO3HI
BIIXUJICHHSI, 3/JaTHI BIUIMHYTH Ha pPE3yJbTaTH JAOKIIHIYHOTO(MX) JOCIIKEHHS(Hb)
(memoTpumaHHs BUMOT HanexxHoi 1abopaTopHOi MpaKTUKH, HEOCTOBIPHICTh OTPUMAaHUX
JaHWX ), PE3YJIbTaTH TaKUX OCIIHKEHb HE BU3SHAIOTHCS.

11. 3a pe3ynbTaTaMu MPOBEACHOI EKCIEPTU3U MaTepialiB TOKIIHIYHUX JTOCTIIKEHb
JIKapChKUX 3ac00iB IIOJ0 MOXJIMBOCTI TPOBEACHHS KIIHIYHOTO JOCIIKESHHS
(BUmpoOyBaHH) JIIKAPCHKOTO 3ac00y HAAAE€THCSI MO3UTUBHUN BUCHOBOK a00 MOTUBOBaHA
B1IMOBA (HEraTUBHUM BUCHOBOK).

B.o. Haya/IbHUKA
dapManeBTUYHOTO YIIPABJIIHHS Oaexkcanap I'PIHEHKO



