Haka3z MO3 «[1po 3amBsepo)eHHs1 NopsiOKy NpoBeOeHHS1 OOK/TIHIYHO20 BUBYEHHS JTIKAPChKUX 3acobis

ma ekcriepmu3u Mamepiasig 0OK/HIYHO20 BUBYEHHS /lIKAPChKUX 3ac06i8» Habpas YuHHocmi 1 1tomoao 2010 poky,
3 OHA U020 ogpiyiliHo20o onyb6rikysaHHS 8 6ro1emeHi «OghiyiliHuli BicHUK YKpaiHu» 8id 01.02.2010 p. Ne 4, cmop. 61,
cm. 176.

MIHICTEPCTBO OXOPOHM 340POB’A YKPAIHU
HAKA3
Big 14.12.2009 p. Ne 944

MPO 3ATBEPAXXEHHA NOPAAKY NPOBEAEHHA AOKNIHIYHOINO BUBYEHHA NNIKAPCbKUX 3ACOBIB TA
EKCMNEPTU3UN MATEPIANIB AOKNIHIYHOIO BUBYEHHA NNIKAPCbKUX 3ACOBIB

3apeecTtpoBaHo B MiHicTepcTBi toCcTULiT YKpaiHu
19.01.2010 p. 3a Ne 53/17348

BignosigHo o cT. 6 3akoHy YkpaiHu «[1po nikapcbki 3ac06u» Ta 3 METOK BAOCKOHA/IEHHS MPOBEAEHHS LOK/IHIYHOIO
BMBYEHHS NiKAPCbKNX 3aC006iB, AKi NOJAI0TLCA HA AepXaBHY peecTpaLiio, NpoBeeHHS ekcnepTusn martepianis
[OOKNIHIYHOro BUBYEHHS NiKapCbKnx 3acobis

HAKAS3YIO:

1. 3atBepanTtun MNopagok NpoBeeHHs AOKNIHIYHOIo BUBYEHHS JliKapCbKnx 3acobiB Ta ekcnepTnsv mMartepianis
[OOKNIHIYHOrO BUBYEHHS /iKAPCbKUX 3ac006iB, L0 [0[A€ETbCA.

2. BusHaTu Takum, WO BTPATUB YMHHICTb, Haka3 MO3 Big 01.11.2001 p. Ne 441 «[Mpo 3aTBEpAXKEHHS [Nopsaaky
NpOBeLEeHHA AOK/IHIYHOrO BUBYEHHSA NiKapCbkuX 3ac06iB, MopsaKy BU3HaYEHHS YCTaHOB, SKi NPOBOAATL AOK/IHIYHE
BMBYEHHS JiKapCbKUX 3ac06iB», 3apeecTpoBaHuii y MiHicTepcTsi tocTuuii Ykpainu 20.11.2001 p. 3a Ne 972/6163.

3. upekTopy [enapTaMeHTy perynsTopHOi NoNiTukM y cchepi 06iry nikapcbknx 3aco6iB Ta NPoAyKUil B cuctemi
0XOpPOHY 300p0B’a MO3 KoHcTaHTiHOoBY HO.B. 3a6e3neunTy nogaHHs LbOro Hakasy B yCTaHOBIEHOMY MOPSALKY
Ha JepxaBHY peecTpauito Ao MiHicTepcTBa HoCTULi YKpaiHu.

4. KOHTPO/Ib 32 BUKOHAHHSAM LbOro Hakasy noknacty Ha 3acTtynHuka MiHicTpa MutHuka 3.M.

5. Haka3 Habupae unHHOCTI 3 1Hs 1oro odimiiiHoro ormy0miKyBaHHS.
Minicmp B.M. Kusizesuy

MNOromA)XeHo:

Fonosa [lepxaBHOro KOMiTeTy BeTepuHapHOi MeauLnHU
Ykpainu M.l. Bepouubkuii

FonoBa [lep)xaBHOro KOMITETY YKpaiHU 3 NUTaHb PeryssitopHol
noniTuku Ta nignpuemuuurea O. Kyxenb

3ATBEP)KEHO
Haka3om MiHicTepcTBa OXOPOHU 34,0POB’A YKpaiHu
Big 14.12.2009 p. Ne 944

3apeecTpoBaHo B MiHiCTEpPCTBI lOCTULIT YKpaiH/
19.01.2010 p. 3a Ne 53/17348

noPAAOK
npoBeAeHHs1 AOK/iIHIYHOTO BUBUEHHA JliIKAPCbKNX 3aC06iB Ta eKCnepTusn marepianiB AOK/iHIYHOrO BUBUEHHS
NiKapcbkux 3aco6iB

|. 3arasibHi NONOXEHHS

1. MopsaoK NpoBeeHHA AOKNIHIYHOrO BUBYEHHS JiKAPCbKUX 3aC06iB Ta eKcrnepTn3n martepiasis fOKNIHIYHOTO
BMBYEHHS JlikapCbkux 3acobiB (aani — MNopagok) po3pobaeHnii BignosigHO A0 CT. 6 3akoHy YkpaiHu «IMpo nikapcbki
3aco6u», 3aKkoHy YkpaiHu «1po 3axmcT TBapUH Bif, )KOPCTOKOTO NMOBOKEHHS», HACTaHOBW «JlikapCbki 3aco6u.
HanexHa nabopaTopHa npakTuka», 3aTBepxkeHol Haka3oM MiHicTepcTBa OXOPOHY 340p0B’'s YkpaiHu Big 16.02.2009
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p. Ne 95 «[Mpo 3aTBEpAKEHHS OOKYMEHTIB 3 NUTaHb 3a6e3neyeHHs AKOCTI Nikapcbkunx 3acobiB» (gani — HanexHa
nabopaTopHa NpakTuka), Ta 3 ypaxyBaHHSAM HOPM, L0 3aCTOCOBYOTbCS B MDKHAPOAHI NpakTuL,.

2. MNopsaaok BU3HAYa€E OCHOBHI BUMOMN 10 NPOBEAEHHSA AOKNIHIYHOrO BUBYEHHS NiKAPCHKMX 3aC06iB Ta eKCnepTuan
marepianis LOKIIHIYHOITO BUBYEHHSA NiKapCbKMX 3aCO06IB i NOLWMPIOETLCA Ha Ailodi PeYOBUHU, [ONOMIKHI PEHOBUHM,
rOTOBI NikapCbki 3aC06M (3a BUHSATKOM MeANYHNX iMYyHOBIOMONYHMX NiKapCbKMX 3aC06iB), Y TOMY YMC/Ti POC/IUHHI
nikapcbki 3ac06u, Nikapcbki KOCMETUYHI 3ac06y, Ae3iH(EKLHI, AIarHOCTUYHI Ta pagioakTUBHI Nikapcbki 3acobu.

3. [lokniHiuHe BMBYEHHSA NikapCbkmX 3aC06iB MPOBOANTLCA AOCAIAHULLKMMU YCTAHOBaMMN HE3as1eXHO Bif, hopmu
B/IACHOCTI Ta BifOMYOro NignopsaKyBaHHs, siki 34aTHi 3a6e3neynTn BignoBigHNI HayKOBO-METOANYHNIA PIBEHb
[OOKNIHIYHOrO BUBYEHHS 6e3nekn i edDeKTUBHOCTI liKaPCbKUX 3aC06iB Ta HanexHe AOTPYMaHHS, 3riJ4HO 3 YAHHUM
3aKOHOLaBCTBOM, NMPUHLMNIB T'YMaHHOT0 NOBOKEHHS 3 NiAA0CNIAHAMY TBAPUHAMU B pasi IX BUKOPUCTAHHS.

4. Y ubomy Mopsiaky TEPMiHW BXUBAOTLCS Y TAKOMY 3HAUYEHHi:

ayoum OOK/TiHIYHO20 BUBYEHHS] — NOPIBHAHHA BUXIAHWUX AaHUX OOKNIHIYHOTO AOCiXEeHHA NikapcbKoro 3acoby

Ta BigMNOBIAHMX AaHUX, HaBeAEHMX Y 3BiTi NPO AOK/iIHIYHE AOCNIAKEHHS /TIKAPCbKOro 3aco0y, 3 METOK BU3HAYEHHS,
NMOBHOTW Ta [OCTEMEHHOCTI BUKNAAEHHSA BUXIAHUX AaHWX OOKMIHIYHOTO AOCMIAXKEHHS, BignoBiAHOCTI NPOBeAeHHS
OOCNIMKEHHS [0 NPOTOKOAY (NAaHy) AOKIIHIYHOTO AOC/iMKEHHSA Ta CTaHAAPTHUX onepaLiinHux npoueayp,

0151 ofepXaHHA He BifobpakeHOT y 3BiTi PO AOKAIHIYHE AOCNIIKEHHS NMiKapCbKOro 3acoby A0[aTKoBOI iHdhopMalLlii,
015 OLiHKN aleKBaTHOCTI MeToy OTPMMaHHS BUXIAHUX AaHWX, a TakoxX BiAnoBigHOCTI NpoBeAeHUX AOKNIHIYHMX
JocnifxeHb BUMoram HanexHoi 1abopatopHOi NpakTuku,;

b6azamoyeHmpose OOK/iHIYHEe 00C/TIOXEeHHSI — BUBYEHHS NiKapCbKOro 3acoby, L0 3A4iiCHIETLCSA BiNbLU SIK OAHIED
[0CNIAHMLBKOI YCTAHOBOK BigNOBIAHO A0 €ANHOIO NPOTOKONY (MAaHy) AOK/IHIYHOTO AOCAIMKEHHS,

BUXIOHI OaHi — BCi NePBICHI 3anvcK Ta JOKYMEHTU AOCNIAHMLBKOT YyCTaHOoBM abo Konii, 3aBipeHi kepiBHUKOM
[OCNiMpKEHHS, AKi € pe3yNbTaToM CnocTepexeHb Ta Aill y X0A4i AoCAiAXeHHs. BuxigHi faHi LOKNIHIYHOTO BUBUYEHHS
nikapcbKoro 3acoby TakoX MOXYTb BK/IKOUaTh, Hanpuknag, dotorpadii, Mmikpodinbmmn abo konii MikpodiLw,
iHhopmaLito 418 3UNTyBaHHA Ha KOMM'IOTEPi, HAAUKTOBaHI CNOCTEPEXEHHS, 3anicy faHuX 3 aBTOMaTU30BaHnX
npunagis abo 6yab-AKnX iHWKMX 3ac06iB 36epexeHHs iHhopMmaLil, 34aTHi 6e3neyHo 36epirati iHhopmadito;

BIOXU/IEHHS BIO MPOMOKO/y (M/1aHy) 00CAIOXKEeHHS — HenepeabayeHunii 3a3ganeriab BiACTYN Big NPOTOKONY (NaaHy)
OOCNIMKEHHSA NiCNsA NoYaTKy AOCMIIXEHHS;

BMOPUHHA hapMakoduHamika — Nigpo3ain hapMakoguHaMiku, Lo BMBYAE MEXaHi3M Aii NikapCbkux 3aco6iB
Ta CYKYMHICTb 0ro eqoekTiB, L0 HE CTOCYIOTbCS BM3HAYEHOI MeTy dhapmakoTepanii;

20/108HUL 00C/IOHUK — 0c06a, Lo NPy NPOBEAEHHI 6aratoLeHTPOBOro AOCIIKEHHA NiKapCbKoro 3acoby Ajie
Bif, iMEHi KepiBHUKa JOCNIMKEHHA Ta BigNOBIAA€ 3a AeneropaHy Momy dasy AOKMIiIHIYHOrO AOCIAKEHHS NiKapCbKOro
3acooby;

dama no4amky ekcriepuMeHmy — nata OTpYMaHHs NepLUnX AaHUX AOKAIHIYHOTO AOCNiMKEHHS NiKapCbKoro 3acoby;

dama 3aKiH4eHHs1 eKkcriepuMeHmy — aata OTPUMaHHSA OCTaHHIX AaHUX OOKMIHIYHOIO AOCAIAKEHHS NiKapCbKOro
3acooy;

dama novyamky 00C/1iO)eHHs — farta niAnucaHHs KepPiBHMKOM AOCNIIKEHHS NiKapCbKOro 3acoby NpoTokosy (naaHy)
[OOKNIHIYHOro AOCNIAKEHHS;

dama 3asepuweHHs1 00C/IOKeHHs — faTa NiaNMcaHH:A KePIBHUKOM AOCMNIXEHHS 3BiTY NP0 AOKAIHIYHE LOCNIIKEHHS
nikapcbKkoro 3acoby;

OOK/NiHIYHE BUBYEHHS /TIKAPCLKO20 3aC06Y — KOMMIEKC XIMIYHUX, (PI3UUHKX, BI0N0rIYHNUX, MIKPOBIONOriYHMX,
chapmakonoriYHMX, TOKCUKONOTYHMX Ta IHLIMX HAYKOBUX OOCAIMKEHb, AKi NPOBOAATLCA Nepes NoYaTkoM KNiHIYHUX
BMNpobyBaHb. [JoKNiHIYHE BUBYEHHSA NiKAPCLKOro 3acoby BKOYAE AOKNIHIYHI AOCNIAKEHHS B Ta6OPaTOPHUX yMOBax
Ta/abo gocnign Ha NabopaTopHUX TBaApUHAX 3 METOH BM3HAYEHHS cneundivHOi akTUBHOCTI Ta 6e3neYHOCTi
nikapcbKoro 3acoby;

doc/lidHUYbKa ycmaHosa — topuanyHa ocoba, B TOMY UnC/i T CTPYKTYPHI Niapo3ainy, wo 3abesneyeHi
npauiBHUKamu, NPUMILLEHHAM, 061aHAHHAM, TECT-CCTEMaMy Ta iHLIMMUK pecypcamMm, HeobXigHUMM
0151 NPOBEAEHHS AOKNIHIYHOIO BUBYEHHS JTiKapCbKUX 3acobiB;



ekcriepmu3sa mamepiasig OOK/IIHIHHO20 BUBYEHHS /liKapCbKO20 3acoby — NepeBipka, aHasli3 Ta OujiHka maTtepianis
[OOK/IHIYHOrO BUBYEHHS NiKapCbKOro 3acoby 3 MeTOH MigroToBKM MOTUBOBAHMX BUCHOBKIB NPO 6e3neky
Ta epekTUBHICTb NikapcbKoro 3acoby;

3aMOBHUK OOK/TIHIYHO20 BUBYEHHSI (CrIOHCOP) (0asli — 3aMOBHUK) — opuanyHa ocoba He3asiexHo Big hopmu
BACHOCTI abo thiznyHa 0coba, sika iHilitoe NPOBEAEHHS AOK/IHIYHNX AOCAIAXKEHb, BU3HAYaE TX 06CAr, NOroaxye
Ta hiHaHCye AOKNIHIYHE BUBYEHHSA NikapCcbKoro 3acoby;

38im rpo OOKAIHIYHE AOCNIOKEHHS — Pe3yNbTaT AOKNIHIYHOIO AOCAIMKEHHS Ta IX aHani3, HafjaHi B NMCbMOBIl
thopmi;

KepiBHUK 00C/1iOXeHHs1 — 0co0a, sika BiANOoBiAaE 3a NPOBEAEHHS AOK/IHIYHOIO AOCNIIKEHHS B LiSIOMY;

KepiBHUYMBO O0C/IIOHUYbKOI ycmaHoBU — YNOBHOBaXKeHa 0coba A0C/TiAHMLBKOT yCTaHOBM, SiKa Ti 04O/THE
Ta BiANoBigae 3a opraHizaLito Ta OyHKLiOHYBaHHS L€l yCTaHOBY;

KOPOMKOCMPOKOBE O0C/TIOKEHHST — AOCMIIKEHHS NiKAPCbKOro 3acoby 3 KOPOTKUM TEPMIHOM TPMBAasIOCTI,
LLLO0 NPOBOANTLCS 3a 3aras/IbHONPUIRHATUMU METOAAMY;

Mamepiasiu OOK/HIYHO20 BUBYEHHS /TIKAPCbKO20 3aC00y — [OKYMEHTY LWOAO0 AOKNIHIYHOTO BUBYEHHS JTIKAPCLKOTO
3aco0y, AKi BKIOYaOTb 3BiTW 3 XiMiYHMX, (Pi3NYHKUX, BI0NOTYHNX, MIKPOBIONOTMYHNX, hapMaLeBTUUYHMX,
chapmMakonoriyHMX, TOKCUKONOTIYHMX Ta IHLMX eKCnepuMeHTasIbHUX HayKOBMX AOCNifKeHb Ta/abo aaHux nitepatypu
OO0 cKNaay, NOKAa3HUKIB SKOCTI Ta METOLIB KOHTPOJTHO SKOCTi, BNaCTUBOCTEN, cneundivHoT akTMBHOCTI

Ta 6e3MeyYHOCTi NiKapCbKoro 3aco6y BK/IHOYHO 3 NPOTOKoAaMM (NaaHaMm) AOK/IHIYHUX AOCTIAXKEHD;

HanexHa nabopamopHa rpakmuka (Good Laboratory Practice — GLP) — cuctema sikocTi CTOCOBHO opraHisadii
npoLecy Ta yMOB M/iaHyBaHHS, NPOBEAEHHS, MOHITOPUHIY, peecTpaLii AaHnX, HafaHHs pe3y/ibTaTiB Ta 36epiraHHs
mMaTepianiB AOKNIHIYHMX AOCNIAKEHDb LO0A0 6e3nekun NikapCcbkoro 3acoby A 340p0B’s NANHK Ta AOBKINS;

nepsuHHa thapmakoOuHamika — Nigpo3ain papmakognuHamiky, WO BUBYAE MEXaHi3M Ajii Ta BN/IMB NiKapCbKoro
3acoby Ha BU3Ha4YeHy TepaneBTUYHY Li/b;

rorpasku 00 rpomokosy (faaHy) 00K/MiHIYHO20 OOC/TIOXEHHS — NCbMOBUIA onmc 3MiH abo hopmasibHe PO3’ACHEHHS
TEKCTY NpOTOKOAY (M/1aHy) LOKMIHIYHOTO AOCAIMKEHHS;

npoba — 6yab-sKMiA MaTepian, OTpUMaHuWii 3 TECT-CUCTEMM /151 OCAIMKEHHS, aHanisy abo 36epiraHHs;

rpozpama 3abe3rnedyeHHs1 SIKOCmi — BU3HA4YeHa CUCTEMA, LLIO BK/IOHAE HE3aUTEXHWIA Bif AOCAIAKEHHS, ke
NPOBOANTLCS, NEPCOHAN | FapaHTYe KepiBHULTBY AOCAIAHNLBKOT YCTAaHOBM BigNoOBIiAHICTb AOC/iAKEHb BMMOram
HanexHoi nabopaTopHOi NpaKTuKu;

MPOMOKO/ (N71aH) OOK/IHIYHO20 OOC/IOXEHHS — [OKYMEHT, L0 BU3HAYAE METY | CXeMY NPOBEAEHHA AOCNIIKEHHSA
Ta BK/OYaE 6yab-AKi NONPaBku A0 HbOTO;

pegepeHc-3pa3ok (KoHMpPosibHUL 3pa3oK) — ByAb-AKNIA NPOAYKT, L0 BUKOPUCTOBYETHLCA AJ151 NMOPIBHAHHSA 3 TECT-
3pasKkom;

PO34YUHHUK — BY[b-sIKa PEYOBMHA, L0 BUKOPUCTOBYETLCS K HOCI AN 3MilLyBaHHS, AWUCNepryBaHHs, PO3YMHEHHS
TecT-3paska abo pedpepeHc-3paska A5 NoserweHHs iX yBefeHHsi/HaHECEHHS B TECT-CUCTEMY;

cepisi — NeBHa Ki/IbKICTb TeCT-3pa3ka abo pedepeHc-3paska, BUpob1eHa NpoTAromM NeBHOro BUPOBHNYOIo LUKy,
L0 Ma€ O HaKOBI BNACTUBOCTI i € BiAMNOBIAHO ifeHTU(IKOBAHOIO;

cmaHoapmHi onepayiliHi npoyedypu — AOKyMEeHTasIbHO 0GhOpMIIEHI onncK npoueayp abo 4ji, He AeTanizoBaHi
npoTokosiamu (N1aHamum) AOKAIHIYHOTro AOC/IAKEHHS abo METOAUYHMM NOCIOHUKaMK 3 NPOBEAEHHS AOC/TiIIXEHb;

mecm-3pa30K — NPOAYKT, WO € NpeAMETOM AOK/IHIYHOrO BUBYEHHS (JOCifXYBaHUIA NliKapCbKuii 3aci6,
[ocCnigxXyBaHa peyoBUHa);

mecm-cucmema — 6yapb-sika 6ionoriyHa (TBaprHa, i30/1lbOBaHUI OpraH, KiTuHa, KybTypa TKaHWH abo K/iTWH,
KNiITUHHI OpraHenu, MikpoopraHiam ToLLo), XiMivyHa (peakTneu) abo isnyHa (aHaniTmyHe ob6n1agHaHHS) cnuctema abo
X KOM6iHaLis, WO BUKOPUCTOBYETLCSA NPU MPOBEAEHHI AOKNIHIYHOIO [OCAIIKEHHS;



MOKCUKO/102i51 NNIKapCbKO20 3ac06y — BU3HAYEHHS TOKCMYHOCTI NiKapcbKoro 3acoby Ta 6yab-aKoi HecnpuaTAMBOI
oro Aii 3a 3anponoHOBaHUX YMOB 0r0 BUKOPUCTAHHSA OAMHO, OLIHEHUX 3 ypaxyBaHHSAM BignoBigHNX
NaTosIoriYHMX CTaHIB;

yrnosHosaxeHa ocoba 3 sikocmi (BUpobHUKa) — dhidnyHa ocoba, npusHavyeHa BUPOOHMKOM, sika BiAnoBigae

3a rapaHTito TOro, L0 KOXHa Cepisi NlikapCbKoro 3acoby BUPOG/ieHa 3 AOTPUMAHHSAM OCHOBHMX MPUHLMMIB HATEXHOT
BMPOOHMNYOI NPaKkTWKX, NPOKOHTPOIbOBaHAa BIAMOBIAHO A0 creundikaliin Ha npenapar, i 4ae A03BiN Ha peanisadiio
ab0 Ha KNiHiYHI [OCNIgKEHHS KOXHOI cepil nikapcbKoro 3acoby;

hapmakoOuHamika — po34in hapmakonorii, Wo B1BYae hapmMakosioriyHy Ta TepanesTUUHY At Nikapcbknx 3acobis,
CYKYTMHICTb e(peKTiB, L0 CNPUYMHEHI NiKapCbKnMK 3acobamm, MexaHiamu iX fji, po3BUTOK Aii NikiB y yaci;

ghapmakokiHemuka — po34in papMakosioriyHol Hayku, WO BMBYAE NPOLLECK MOTIMHAHHSA, po3noginy, metabonisamy
Ta eKcKpeLii nikapcbknx 3aco6iB B opraHi3mMi II0AMHY | TBAPWH Y Yaci;

hapmakosiozisi 6e3neku — po3ain papmakonorii, LWo BUBYAE MOXIMBICTb LLUKIAIMBOrO hapMakognuHaMiyHoro BnanBy
NiKapcbKoro 3acoby Ha i3ionoriyHi OYHKLT XXMBOro OpraHiamy.

1. 3arasibHi NPMHLUMNY NPOBEAEHHSA JOK/MIHIYHOTO BUBYEHHS
1. JokniHiYHe BUBYEHHS iKAPCbKMX 3aC06iB NPOBOANTLCA 3a TaKMMU HanpsMamu:

€ BCTaHOBJIEHHS (hapMakosIoriYHOT eDEKTUBHOCTI JTiKaPCbKOro 3ac06y (NepBMHHA Ta BTOPUMHHA
hapmakoguHamika Ta oapmMakosioris 6e3neyHocTi);

€ BUBYEHHSA (hapMakoKiHeTUKW: abcopbuis, po3nogin, Metaboniam, BUBE[eHHS;

€ TOKCUKOJIOTiYHi AOCNISKEHHA — BU3HAYEHHS HASIBHOCTi NOTEHLLAHOrO PU3NKY NpU 3aCTOCYBaHHI IIOAMNHOLO.

2. [lokniHiYHe BMBYEHHS (DapMaKoorivyHNX BNaCTMBOCTEN JliKapCbKOro 3acoby Ma€e [OBECTM MOro epeKTUBHICTb
3 OrNS4Y Ha 3anponoHOBaHe BUKOPUCTaHHSA /IAMHOLO.

3. MNpwv npoBeaeHHI hapMakoKiHETUYHMX [OCAIMKEHb OTPUMYIOTh AaHi LWOA0 BCMOKTYBaHHS, po3noaisy, metaboniamy
Ta BYBEAEHHSA Ail0UO0T PEYOBUHM 3 OpraHiaMy TBapuH Npy 04HOPa30BOMY Ta NOBTOPHOMY YBEAEHHAX MiKapCbKoro
3acoby. BusHaveHHs papMakoKIHETVKM NiKapCbKoro 3acoby npy nepopasibHOMY YBeAEeHHI NPOBOANTLCS Ha BENINKUX
TBapuHax (cobaku, Kponi).

FAKLWO NikapCbknii 3acib Npu3HayYeHnin ANa MiCLLeBOr0 3aCTOCYBaHHS, AOC/IIKYETbCS CUCTEMHA abcopbLis
3 ypaxyBaHHSIM BipOrifHOCTI 10ro 3aCTOCYBaHHS Ha YLUKOKEHWUX AiIAHKAX LUKIpU Ta NOrMHAHHA Yepes iHLWi
BIAMOBIAHI AINSAHKN NOBEPXHI Tina.

3a ymMmOBM 0BEEHHS BifjCYTHOCTI cUCTEMHOI abcopobuii NikapCbkoro 3acoby, NPU3HaYeHOoro 415 MiCLLeBOro
3aCTOCYBaHHS, HE BYBYAETLCSA CUCTEMHA TOKCUMYHICTb NPW MOBTOPHOMY YBEEHHI, @ TakoX roHaA0TOKCUYHICTb

Ta eMOPIOTOKCMYHICTb. AKLLO B XOA4i AOKNIHIYHOrO BUBYEHHA (DapMaKo1oriyHOT e(PeKTUBHOCTI BUSBNSETLCA HAABHICTb
CMCTEMHOTrO BCMOKTYBaHHS, NPOBOAMTLCA AOC/IKEHHA CUCTEMHOT TOKCUYHOCTI Ha TBapuHax, a 3a HeobxigHOCTi
rOHaJ0TOKCUYHOCTI Ta eMOPIOTOKCUYHOCTI IiKapPCLKOro 3acoby.

4. TOKCMKONOTiYHI AOC/IIKEHHS MalTb BUSBUTU NOTEHLiHY TOKCMYHICTb TECT-3paska, pusuk As1s 340pos’s abo
HebaxaHi TOKCMYHI MPOSBU, LLIO MOXYTb BUHUKHYTW 3a YMOB AOT0 BUKOPUCTaHHS JIFOAVMHOI NPW AOTPUMAHHI
peKoMeHA0BaHMX YMOB 3aCTOCYBaHHS. Lii AaHi OUiHIOITLCA 3 ypaxyBaHHAM BifoBiAHUX NATONOrYHUX CTaHIB.

[okniHiuHe BUBYEHHA TOKCUYHOCTI | hapmakonorii 6e3nekun nikapcbkmx 3acobiB NpoOBOANTLCH 3 AOTPUMaHHAM BUMOT
HanexHoi nabopaTopHOT NpakTuky, Lo 3abe3nevye SKiCTb Ta BiATBOPIOBAHICTb OTPUMAHNX AaHUX.

5. [lnsa Bcix nikapcbknx 3acobiB, W0 3aCTOCOBYIOTLCS B PEXMMI MOBTOPHUX YBEAEHb, 060B’A3KOBO NPOBOAATLCSA
[OCNiMKEeHHS MicLeBO-NoApa3HIOBasIbHOI Aii, BKIOYAKUM MiCTONONYHUIA aHani3, MMOBIPHICTb CEHCMbINi3auii
Ta HasBHICTb NOTEHL,NHOT KaHLLepPOreHHoT Ail.

6. MNMporpamMa BMBYEHHS NiKapCbKMX 3ac06iB 6i0N10rYHOr0 NOXOMKEHHS, sika 3AiAICHIOETLCSA 3 METO A0BEEHHS
6e3neku i eqPEKTUBHOCTI, Ma€e 6yTn 06I'PYHTOBAHOI0.

Mpw NigroToBuj Takol Nporpammn BpaxoBYETLCS Take:

€ yci goKniHiYHI focnimKeHHs, Wo nepeabadyatoTb NOBTOPHE YBEAEHHS TECT-3paska, MiaHylTbCs
3 ypaxyBaHHsIM AMOBIPHOT CTUMYISILT YTBOPEHHSI aHTWTIN Ta BM/IMBY aHTUTIN HA OpraHiaM;



€ nig yac npoBeAeHHs [OKMIHIYHOTO AOCNIIKEHHS MA€E PO3rNAAaTUCA MMTAHHA AOLINIBHOCTI NPOBEEHHS
OOKNIHIYHUX JAOCiIKEeHb PeNPOAYKTMBHOT (OYHKLi, eMBpioHasIbHOT/heTanbHOI | nepuHaTanbHol
TOKCUYHOCTI, MyTareHHOro0 i KaHL,eporeHHOro noteHujany. AKwo f0BeAeHO, WO NPUYMHOK TOKCUYHOCTI €
HeaKTUBHI hapmaLeBTUYHi iHrpeieHTy, TO B pasi NiATBEPIKEHHA (DaKTy BUAAIEHHSA LMX KOMMNOHEHTIB
3 NliKapCbKOro 3acoby AOCNIMKEHHA MOXHA He NPOBOAUTY.

7. LokniHiYHe BMBYEHHS NMiKapCbknx 3aC06iB POC/TMHHOTO NMOXO[XKEHHS, LU0 MICTATb TOKCUYHI PEYOBMHW, Ma€e 6yTun
CnpsiMOBaHe Ha BM3HAYEHHSI CMiBBIAHOLLEHHS TX KOPUCTI | pU3NKY NPU 3aCTOCYBaHHi NIOAUHOL.

8. O6CcAr AOKNIHIYHMX JocnifxeHb 6i0N0rYHUX/6I0TEXHOMOTNYHUX NiKapCbKMX 3ac06iB Mae BU3HAYATUCA 3a/1€XHO
Bifl [xepena X NOXOMXKEeHHA Ta TeXHONOrii BUpobHMLTBA.

9. Mig, yac [OKNIHIYHOTO BMBYEHHS pafioakTMBHUX MiKapCbKnX 3acobiB HEOOXiAHO BpaxoByBaTH, WO X TOKCUYHICTb
MOXe 3as1exaTy Bif 4031 pafioakTBHOTO BUMPOMIHEHHS, NPW LibOMY NP NPOBEAEHHI AiarHOCTUYHMX npoueayp
OCTaHHE MOXe 6YTW NPUYMHOI0 BUHMKHEHHSA MOGIYHOT Ail Takux nikapcbkux 3acobis, a npu pagiotepanii — 3agaHoro
BNACTMBICTHO. JOK/iHIYHE BUBYEHHS 6e3nekn Ta eqpekTUBHOCTI pafioakTUBHUX MiKapCbKUX 3ac06iB NPOBOAUTLCA

3 ypaxyBaHHSAM YMOB iX 3aCTOCYBaHHSA Ta AaHWUX A03UMeTPIi. BNavB BUNPOMIHEHHS Ha OpraHy Ta TKaHUHW
3a3HaYaETbCA Y BiANOBIAHNUX [LOKYMEHTAX.

10. AKwo gonomikHa peyoBrHAa BUKOPUCTOBYETLCS Y (hapMaLleBTUYHIl NpakTuLi BNepLue, NPoBoAATLCA
TOKCUKO/OTIYHI AOCNIIKEHHS.

11. Y BMnagKy po3kiagy Nikapcbkoro 3acoby B NPOLECi Moro 36epiraHHs 060B’A3K0BO NPOBOAATHLCS TOKCUKO/IOTiYHI
OOCNIMKEHHA NPOAYKTIB po3knagy, Wo MOXYTb YTBOPOBATUCS.

12. lokniHiYHe BUBYEHHA NiKapCbKuX 3aco6iB NPOBOAUTLCA 3 [OTPUMAHHAM NPUHLMNIB Bi0ETUKM Ta r'yMaHHOro
MOBOXEHHS 3 1abopaTopHUMM TBAPUHAMN.

13. Akwo nepenbavaeTbCa 3aCTOCYBaHHA NMiKapCbKOro 3acoby y nejiatpuyHin NpakTvyi, AOKTIHIYHE BUBYEHHS
NPOBOAUTLCA 3 BUKOPUCTAHHSM HOBEHI/TbHUX TBAPWH.

14. O6¢car fOKNIHIYHMX AOoCNiMKEHb NiKapCbKOro 3acoby BU3HAYAETLCA 3a/1€XHO Bif 06¢Ary iHghopmaLlii Mpo HbOro.

O6car goKMIHIYHMX AociopKeHb MOoXe ByTy 3MiHEHWIA Y MPOLECi AOKNIHIYHOrO BUBYEHHS JTiKapCbKOro 3acoby
3a YMOBW OOI'PYHTYBaHHS TakMX 3MiH.

15. MeToau, L0 BMKOPUCTOBYIOTLCA NMPU NMPOBEAEHHI AOKNIHIYHOrO BUBYEHHS NiKaPCbKUX 3ac006iB, MatoTh Bifnosigatu
Cy4YaCHOMY CTaHy HayKoBOro nporpecy, ix NpaBusbHICTb MOBUHHA OYTW NiATBEP)KEHA HaJaHHAM pe3ynbTarTis
aHanisy Banifauii MmeTopgis.

16. TecT-3pa3oK 4151 NPoBeAEHHS AOKNIHIYHOMO AOCNIMKEHHS HAJAETbCA 3aMOBHNKOM Ta CYNpOBOMAXYETHCS
cepTmdikaToM SKOCTi KOXHOT cepii, nignMcaHyM YNOBHOBaXXEHOK 0CO60H BUPOBHMKA.

17. Npwv npoBeAeHHi AOKTIHIYHOIO A0CAIAKEHHSI BUKOPUCTOBYHOTLCS BifMOBIAHI MareMaTU4Hi Ta CTaTUCTUYHI MeToau,
LLIO 3a6e3MeYyoTb Ha/IeXHY OLiHKY OTpUMaHMNX pe3ybTaTiB.

18. 3a pesynbTaTamu SOKIIHIYHOIO AOCAIMKEHHS AOC/IAKYBaHOro NiKapcbKoro 3acoby cknajaeTbCs 3BiT
Npo AOKNiHIYHE AOoCNimpKeHH: (Ao4aTok 1), Akuidi HagaeTbCs 3aMOBHUKY.

19. Yci maTepiasiv [OKMIHIYHOTO AOCNIAKEHHS NTIKAPCHKOro 3acoby 36epiratloTbCs B apXiBi BUKOHABLSA HE MeHLUe N'ATu
POKIB MiC/1A 3aBEepPLUEHHS AOKNIHIYHOrO AOCMIMKEHHS NiKapCbKoro 3acoby.

IIl. Buan [OKMIHIYHOTO BUBYEHHS
1. BUBUEHHA TOKCUYHOCTI TeCT-3pasKa

1. BMBYEHHSI TOKCUYHOCTI TECT-3paska npu ogHOPa30BOMY YBEAEHHI Aito40i pevyoBrHN abo KOMMIEKCY Ail4YmnX
peyoBUH (y TUX cammx NPONopLisX i gisMKo-XiMiYHOMY CTaHi, LLIO 1 FOTOBUIA NlikapCbKUiA 3aci6) cnpsiMoBaHe Ha sikicHe
i KiTbKICHE [4OCNIAKEHHST TOKCUUYHUX PeakLiil, o MOXYTb BUHUKHYTU BHACNIAOK TaKoro yBe4EHHS.

1.1. BUBYEHHS rOCTPOT TOKCUYHOCTI TECT-3paska BUKOHYETLCA Ha ABOX abo biflblue Buaax ccasLiB 1abopaTopHUX
TBapWH, LLO Hanexarb Ao Aobpe BUBYEHWX NiHil, a iHoAi i Ha ogHOMY BUAi TBApWH 3a YMOBMU BifnoBigHOro
06r'pyHTYBaHHS. Mig yac Takoro BUBYEHHS BUKOPUCTOBYETHLCSA HE MEHLLE ABOX Pi3HUX CNOCO6iB yBeAEeHHS, OAWH



3 AKUX iGEHTUYHWIT ab0 NoAiGHNIA [0 TOrO, L0 PEKOMEHAYETLCA A1 BBEAEHHS NIOAVHI, @ iHWni — 3a6e3nevye
CUCTEMHY fAito.

1.2. BuBuatoTbCA Pi3Hi 03HaKM TOKCUMYHOCTI TECT-3paska, BK/IoYaroumn MicLesi peakuii. Mepiog cnocTepexeHHs
3a TBapuHaMu nicns yBefeHHsa TecT-3paska NnoBvHeH 6yTy [OCTATHIM 415 BUSAB/IEHHSA O3HAK YLLKOLKEHHSA abo
BiJHOB/IEHHS1 OPraHiB YM TKAHUH | CTAHOBUTK 14 AHiB. MEHLUNA TEPMIH CMOCTEPEXEHHS Ma€E B6yT 0BI'PYHTOBAHMM.

Mpyv UbOMY He cnig NpYpikaT TBapyH Ha TPUBaUT CTpakAaHHSA — TBapPUHWU, LLIO MOMMPal0Tb abo aroHi3yloTb, MalThb
6yTV nigaaHi eBTaHasii. Yci TBapuHu, WO 3arnMHy/iM NpoTAaroM nepiogy CrnoctepexeHb, a TakoX BUXUAN [0 3aKiHYeHHSA
TEepPMiHy CrocTepexeHb, NiAAaTbCA PO3TUHY | MAKPOCKOMIYHOMY 06CTEXEHHIO.

MopiBHAMBbHI MIKPOCKOMIYHI AOCAIIKEHHS BHYTPILLHIX OpraHiB MpoBOAATLCSA Y TBAPWH KOHTPO/IbHOT FPpyNu Ta TBapUH,
KM 6yN0 yBeAEHO MaKCMMasibHy 003y TeCT-3pa3ka. Y pasi BUSIB/IEHHSI B OCTaHHIX NATOOMNYHUX 3MiH NMPOBOASTLCA
MIKPOCKONIYHI AOCNIAXEHHS BHYTPILLHIX OpraHiB TBAPUH iHLLINX AOCAIAHUX rpyn.

1.3. BYBYEHHSA TOKCMYHOCTI NPWY 04HOPA30BOMY YBE[EHHI TECT-3pa3ka Ma€ BUABUTU O3HAKWN FOCTPOT TOKCUYHOCTI
Ta 3'sicyBaTy NPUYUHY 3armbeni TBapuHn. 3A4JINCHIOETLCS KifbKICHA OLiHKa MPUGAN3HOT BEIMUYNHM NTeTasIbHOT 403K
Ta OTPUMYETLCSA iHhopMaLis NPO 3aN1eXHICTb edeKTY Bif, 4031, NPU LIbOMY BUCOKUIA PiBEHb TOYHOCTI

€ He 060B’A3k0BUM. [ig Yac unx JoC/imKeHb OTPUMYETLCS iH(hOpMAaLLis NPO MOBIPHI NPOSIBY TOCTPOTrO
nepefosyBaHHSA Y SIOAUHN, LLIO € OCHOBOK /1A NaHyBaHHSA A0C/iIKEHb TOKCUYHOCTI NPpW BBELEHHI TBapuHam
NOBTOPHMWX A03.

1.4. lokNiHiYHe BUBYEHHA KOMOIHAL,i aKTUBHUX PEYOBUH CNPSMOBAHO Ha BU3HAYEHHSA HAsABHOCTI abo BiACYTHOCTI
edhekTy NigCUIEeHHST TOKCUYHOCTI Ta BUSIBNIEHHSI HOBUX MPOSIBIB TOKCUYHOCTI.

2. BMBYEHHSA TOKCMYHOCTI NpY YBEeAEHHI NOBTOPHUX 03 TECT-3paska NpusHayeHe 15 BUSIB/IEHHS i3ioNoriyHnx
i MOPHONOriYHMX 3MiH, CNPUYNHEHMX NOBTOPHUM YBEAEHHAM NikapCbKoro 3acoby, Ta BU3HAUYEHHS 3a1eXHOCTi LnX
3MiH Big 403W.

2.1. NpoBogATbCA ABa BUAN AOCNIAKEHD:

€ KOPOTKOCTPOKOBE NPOTSArOM 2 — 4 TUXHIB,;
¢ [0BroCTPOKOBE, TPMBA/ICTb SIKOTO 3a/1€XMUTh Bif TPUBAIOCTI 3aCTOCYBaHHSA MiKapCbKOro 3acoby ANHOK
i cknafae 3 — 6 micauis.

MeTOl0 Takoro AOKNIHIYHOTO AOC/TIIKEHHS € BU3HAYEHHS HETOKCUYHOrO Aiana3oHy A03 TecT-3paska. Buxogsaum

3 NN1aHOBaHOI TPMBANOCTI 3aCTOCYBaHHA NiKapcbkoro 3acoby N0ANHOK, TPUBANICTb AOKNIHIYHOrO AOCIAKEHHA MOXe
6yTK ckopoyeHa abo NpoAoBXeHa (3a HassBHOCTI HEOOXIAHOTO O6I'PYHTYBaHHS). AKLLO AOCAIAXYBaHWA NiKapCbKnii
3aCi6 NnaHyeTbCA NPU3HAYaTU NayieHTy y BUrNagji O4HOKPATHOIO BBEAEHHS, MOXHA MPOBECTU NuLle
KOPOTKOCTPOKOBE [OC/iKEHHS.

2.2. [liana3oH [03 TECT-3paska, ki N1aHyTbCs 6YTU BUKOPUCTaHI NPy 10ro BUBYEHHI, Mae GyTU 06GI'pYHTOBAHNM.

2.3. MakcmaribHa fo3a TecT-3paska Mae 3a6e3neunT BUSBNIEHHS MOro LIKIAMBOro BNAMBY Ha TecT-cuctemy. Hukui
0031 TecT-3pa3ka MatoTb CNPUATY BU3HAYEHHIO 03 TECT-3paska, Lo € NEPEHOCUMUMW 4718 TBAPUH.

2.4. BUBYEHHS TOKCUYHOCTI NpU NOBTOPHOMY BBELEHHI TECT-3pa3ka NMPOBOANTLCS Ha [BOX BuAax CCaBL,iB, O4WH

3 SIKUX HE MOBVHEH HasIeXatu A0 rpu3yHiB. Bubip wnsxy BBEAEHHS TECT-3paska BU3HAYAETLCSA LLUIAXOM YBEAEHHS,
sIKe NSIaHYETbCA BUKOPUCTOBYBATU NPW KIHIYHOMY 3aCTOCYBaHHI, Ta MOX/IMBICTIO CUCTEMHOT abcopbLiil TecT-3paska.
UiTko 06yMOBNIOIOTLCA CNOCIO | YacTOTa BBEAEHHA TeCT-3paska.

2.5. TMig yac 34ilicCHEHHS eKCNEPVMEHTIB, L0 MPOBOASATLCS 3 BUKOPUCTAHHAM APiGHMX rPU3yHiB, NPOTOKON
[OOKNIHIYHOTrO [OCNIMKEHHS Ta METOAM KOHTPOJII0 NOBUHHI BiAMNOBIAATU 3aBAaHHAM AOCNIMKEHHS | 3abe3nevyBaTtu
[JOCTOBIPHICTb pesy/bTarTis.

2.6. Mpu BU3HAYEHHI KiNbKOCTI TBAPWH Y rpyni 418 KOXHOT 03K nepefbdavatoTe NPOMiKHI 32601 TBapuH
Ta MOX/IMBICTb JOC/IAKEHHS 3BOPOTHOCTI NATO/ONYHUX 3MiH, AKLLO Taki MaTumMyTb MicLe.

2.7. OujHka TOKCUYHMX edhekTiB TeCT-3paska NoBMHHA 6a3yBaTnCA Ha CMOCTEPEXEHHSX 3a NOBEAHKOK TBapuH
i KNIHIYHUMY NPOSIBaMW TOKCUYHOCTI, AaHWX AMHAMIKLU Macu Tina, rematonoriyHmx i 6ioXiMiyHNX AOCAIKEHb, a TakoX
Ha aHani3i PO3TNHY TBAPWH Ta MicTONOrYHMX [OCNIIKEHD.



3. Mpwu BU3Ha4eHHI BUAY Ta 06CAry AoCnigpKeHb 47151 BUBYEHHS TOKCUYHOCTI JTIKAPCLKOTO 3ac06y B KOXHOMY
KOHKPETHOMY BUMNaZAKy BPaxoBYHTb BUL TBApUH, O BUKOPUCTOBYIOTLCS B AOCAIIKEHHSIX, | Cy4aCHWIA CTaH HayKoBO-
TEXHIYHUX [OCSTHEHb.

2. BuBYeHHA penpoayKkaTMBHOI TOKCUYHOCTi TeCT-3paska

1. MeTot0 JOKMIHIYHOTO BUBYEHHS PEnpOAYKTMBHOT TOKCMYHOCTI TECT-3pa3ka € BMBYEHHS NOBIYHOI Aji nikapcbkoro
3acoby Ha cTtaTeBy (hyHKLUiO | DEPTUIBHICTL AOPOCANX CaML,iB i CaMOK 1abopaToOpPHUX TBAPUH, & TaKoX TOKCUYHOTO
BMNVBY Ha PO3BUTOK NMOTOMCTBA.

2. [lokniHiuHe BMBYEHHSA BMN/IMBY TECT-3pas3ka Ha cTateBy (OYHKLII0 i (hepTUNbHICTL caMuiB | caMok n1abopaTopHUX
TBaPWH BK/OYAE BUBYEHHS:

a) NopyLUeHb PenpoayKTUBHOI CUCTEMU;

6) NOGIYHOI Aii Ha cTaTeBy 3pificTb;

B) YTBOPEHHS i TpaHCMOPTY ramer;

r) BigNoBiAHOCTiI HOPMI LMKy penpoayKLui;

I') cTateBoi NOBELiHKY;

[) 30aTHOCTI A0 BiATBOPEHHS NOTOMCTBA,

€) NpoTiKaHHsA NOJOoriB;

€) pesynbTartiB BariTHOCTI;

X) nepeg4yacHoro penpoayKTMBHOIO CTapiHHS;

3) 3MiH iHLUMX OYHKLA, L0 BU3HAYAIOTb LiTICHICTb PENPOAYKTUBHOT CUCTEMMU.

3. [oKiHIiYHEe BMBYEHHSI NOGIYHOT Ajii TECT-3pa3ka Ha PO3BMTOK NOTOMCTBA BK/IHOYAE BU3HAYEHHS BiAMNOBIAHOCTI
HOpMaMm pO3BUTKY eMGPIOHA, a TakoXX NOTOMCTBA NiC/si HAPOAYKEHHS 3a YMOB Al TECT-3pa3ka Ha KOXXHOro 3 6aTbkiB
[0 3an/lifHeHHs | cTaTeBOro A03piBaHHA NOTOMCTBA B NOCTHaTa/IbHUIA Nepioa.

4. OCHOBHMUMMW MOKa3HUKaMWN PenpoayKTUBHOI TOKCUYHOCTI €:
a) 3armbesib opraHiamy, W0 PO3BMBAETLCS;

6) HasiBHICTb Y MOTOMCTBA /1ab0paToOpHUX TBAPWH CTPYKTYPHMX aHOMaii, NopyLleHb pocTy, YHKLiOHaIbHUX
necbekTis.

3. BuBUYEeHHA1 eMGPIOTOKCUYHOCTI | TepaTOreHHOCTi TeCT-3pa3ka

1. BUBYEHHS1 eMOPIOTOKCUYHOCTI | TEPATOreHHOCTI CNpsIMOBaHE Ha BUSIB/IEHHS TOKCMYHOTO BN/INBY TECT-3paska
Ha eMOpioH Ta nAig 3a YMOBM BBEAEHHS MOro caMkam NabopaTopHMX TBAPWH Yy Nepiog BariTHOCTI.

2. BiagmoBa Bifg, NpoBeAeHHS TaknX AOKNIHIYHUX AOC/iAKEHb Y 3B'A3KY 3 TUM, L0 fikapcbkuii 3acib He Byae
npu3HavaTmcs XiHkam AiTopoAHOro Biky ab0 3 6yAb-AKMX iHLLIMX MPUYNH, NOBUHHA BYTU O6I'pyHTOBaHA.

3. BuBYEHHS eMbpioHas1bHOI/eTasIbHOT TOKCUYHOCTI NPOBOAUTLCA HA ABOX BUAAX CCaBLiB, OAMH 3 AKUX HE NOBUHEH
Hanexaru [0 rpusyHis. JOcnigpkeHHs B NOCTHaTa/IbHWI Nepiog MOXyTb NPOBOAUTUCA Ha TBAPUHaX OLHOro BUAY.
BuKOpPUCTOBYETLCS BMA, TBAPUH, A1 IKOro MeTab0/1i3m TecT-3paska NogibHMin 4o Takoro camoro y SIlANHN

(3a MoxMBoCTi). OAMH 3 BUAIB TBAPUH Y A0CNIMKEHHAX eMOpioHabHOT/eTanbHOT TOKCUYHOCTI Mae

(3a MOX/IMBOCTI) BignosigaTy Buay nabopartopHuX TBapuH, Wo 6yB BUKOPUCTaHWI NPU BUBYEHHI TOKCUYHOCTI

npu NOBTOPHOMY yBe[EHHi TECT-3pas3ka.

4. BUBYEHHSA MyTareHHOro Ta KaHLeporeHHOro noTeHuianiB TecT-3paska



1. MeTot0 BYBYEHHS MyTareHHOI akTMBHOCTI € BUSB/IEHHS 3MiH Y TEHETUYHOMY MaTtepiani «in vivo» abo B KNiTUHax «in
vitro» nig BNANBOM AOCAiI4KYBAHOIO NiKapCbKoro 3acoby, 34aTHUX NpMU3BECTM A0 CTIKUX cnafKoBUX 3MiH MOPIBHSAHO

3 npallypamu.

2. BMBYEHHS reHOTOKCUYHOT Al TECT-3pa3ska NPoBOAUTLCA 3 BUKOPUCTAHHAM METOZIB «in Vitro» Ta «in vivo». Habip
TeCTiB A/19 AOCNIAKEHHSA TeHOTOKCUYHOT Ajii MiCTUTb:

€ TecT reHHuUX MyTauiin y 6akTepii;

€ LUTOreHeTMYHY OLHKY XPOMOCOMHUX MOPYLUEHb Y KNITUHAX CCaBLiB «in Vitro» abo aHani3 reHHUX myTauiii
Y KNITUHaX NiMAOMU MULLI «in Vitro»;

€ TecT «in vivo» XpOMOCOMHUX MOPYLUEHb B KNITUHAX reMaTonoesy rpusyHis.

3. BuBUEHHSA KaHLLeporeHHo1 4ji NpoBoANTLCA Y pasi, AKLO:

a) oocnigpKyBaHuiA nikapcbkuid 3acié NogibHMIA 3a XiMiYHOK 6YA0BO A0 BifOMUX KaHLLEPOreHiB;

6) Npv NPOBEAEHHI AOBrOTPUBASINX TOKCUKO/TOTIYHUX AOC/IAKEHb TECT-3pa30K CNPUYVHUB Nif03Pini 3MiHUK;
B) BUAAB/IEHO MyTareHHy [ito TeCcT-3paska;

r) nikapcbKuii 3aci6 NNaHyeTbCS NPU3HaYaTh 4151 PEryISPHOTo NpUioMy NauieHTOBi NPOTAroM TPUBA/IOro nepiogy
KNTTS.

5. BuBueHHs hapmakoguHaMiKu TecT-3paska

1. [Ans BCTAHOBNEHHSA PeKOMEHAaLii WoA0 TepaneBTUYHOIO 3aCTOCYBaHHS AOC/iAKYBaHOT0 /TiIKapCbKOro 3acoby
HeobXigHO B MOBHOMY 06CA3i BUBUMTY Or0 B/IACTUBOCTI. Pe3ynbTaTn NOBUHHI 6YTU NpeAcTaB/ieHi 3a KiflbKiCHMM
nokasHvukamy (Hanpukiag 3a AoNoMOoror KpuBKx Ao3a-ediekT, Yac-epekT) Ta B NOPIBHAHHI 3 AaHUMU pediepeHc-
3paska. JaHi NopiBHANbHMX AOKAIHIYHMX dapMakoguHaMIYHKX SOCiIMKEHb NiANAraloTb CTaTUCTUYHI 06PO6L.
BigcyTHICTb NOPIBHAIBHOIO BUBYEHHSA TeCT-3pas3ka 3 pedyepeHc-3pa3koM Mae 6yTn 06r'pyHTOBaHOI0.

2. Y pe3synbTaTi BUBYEHHA (hapMaKkoAMHAaMIKN TeCcT-3pa3ska OTPUMYHTLCA AaHi 3arasibHoi hapMakonoriyHoi aji

i HAsABHOCTI MOGIYHUX peakuiii. i Yac Takoro BUBYEHHS AOCNIAKYIOTLCSA (PYHKLIT OCHOBHMX (Pi3i0NI0TIYHMX CUCTEM
NabopaTopHUX TBapuH. Y pasi BUSBNIEHHS NOGIYHMX peakLiil Ha Aito TecT-3paska, NPy BBEAEHHI B 103aX, HABKEHMX
[0 pekoMeHA0BaHVX [0 3aCTOCYBaHHA Y JI0ANHU, 06CAT LMX AOC/IIKEHb BifNOBIAHO 36iNbLyeETbCA. JOCNigKeHHs

3 (hapmakonorii 6e3nekun cnpssMoBaHi Ha BU3HAYEHHS BNANBY [OCNILKYBAHOIO NMikapCbKoro 3acoby Ha XUTTEBO
BaXXNMBI PYHKLT opraHiamy n1abopaTtopHUX TBApUH: CEPLEBO-CYANHHY, ANXA/TbHY Ta LLEHTpaibHy HEPBOBY CUCTEMM.
[oaaTkoBo nigsisira€ BUBYEHHIO NOTEHLiiHA 4isl HA CEYOBUAINbHY CUCTEMY, BEreTaTVBHY HEPBOBY CUCTEMY,
LL/TYHKOBO-KMLLIKOBMWI TPaKT Ta iHWi cMcTemm (KiCTKOBO-M'SI30Ba, EHAO0KPUHHA, IMYHHA). 3a HeOBXigHOCTI Ui
EKCNeprMEHTY NPOBOAATLCA B MeXax BYUBYEHHS TOKCUYHOCTI TECT-3paska abo Ak OKpemuin BUL, AOKNIHIYHNX
OOCNIAXKEHb.

3. MeToau eKkcnepyMeHTIB AeTa/lbHO ONUCYIOTL Y 3BITi NPO AOK/IIHIYHE AOCNIMKEHHSA 3 METOI OTPUMAaHHS
MOXUTMBOCTI IX BIATBOPEHHSA. Y 3BiTi NPO AOKNIHIYHE JOCNIAKEHHSA 3a3HAYal0TLCA OTPUMaHi pe3ynbTaTn BUBYEHb
Ta AOBOAMTLCS IX CTATUCTUYHA AOCTOBIPHICTb.

6. BuBUEHHA (hapMaKOKIHETMKU TeCT-3pasKa

1. dapMakoKiHETUYHI AOCMIIKEHHS BMBYAKOTh YCi MpoLecH, WO BigdyBatoTbCS 3 NiKapCbKMM 3aCO60M B OpraHiami,
30KpeMa BCMOKTYBaHHs1, po3nogisi, MeTaboni3m i BUBE4EHHS.

2. [locnifxeHHA 3a3HavyeHrx eTanis BUKOHYETLCA SIK 3@ [0NOMOror (isnYHKX, XiMiyHUX abo 6ioN0riYHMX METoAIB, Tak
i LWNAXOM BMBYEHHS (hakTUUHOI hapmMakogMHaMiYHOT aKTUBHOCTI [it04OT PeHOBUHN.

3. BBUEHHSA po3noginy Ta BUBEAEHHS Aitl040i pe4OBUHM NPOBOAUTLCSA Y BUNaakax, aKWwo Ui AaHi € HeobXigHMKN
0151 BU3HAYEHHS 4031 AOCIAKYBAHOMO NiKapCbKoro 3acoby Ans NtoanHu.

4. [lokniHiYHe BUBYEHHA hapMaKoKiHETUKM NMPOBOAUTLCSA CTOCOBHO AOCAIMKYBAHUX NIKAPCLKMX 3aC06iB XiMiYHOrO
NOXOPKEHHS HE3AIEXHO Bif, NOKa3aHHA [0 3aCTOCyBaHHA (Tepanis, AiarHocTuka).

7. BuBueHHA MicueBOi Ail TecT-3paska



1. BUBYEHHSA MiCLEBOT Ail NPOBOAMTLCSA 3 METOK BM3HAYEHHS BNAVBY AOCAIAKYBAHOMO /TiKapCbKOro 3acoby
Ha TKaHVWHW OpraHiaMy B Ai/IIHKaX, L0 MOXYTb 3 HAM KOHTaKTyBaTWl yHACNiA0K YBEAEHHS, Npy AOro KiiHiYHOMY
3aCTOCYyBaHHi.

2. [JocnigxeHHs NAaHyTbCA TakUM YHOM, Wo6 MOXHa 6y0 BiApi3HUTY ByAb-SKWNIA MeXaHiuHuii BB YBeAEHHS
abo fjto, 3ymoBaeHy qi3aNKO-XiMIYHUMK BIACTMBOCTSIMM JTIKAPCbKOro 3acoby, Big, TOKCUYHOro abo
hapmakognHamiyHOro edpekTy.

IV. O6CAr fOKMIHIYHOTO BUBYEHHSA
1. flokniHiyHe BUBYEHHA HOBUX NMiKapCbKUX 3aco6iB
1. Npw AOKMIHIYHOMY BMBYEHHI HOBOT Ait040i PEYOBMHU NPOBOASATL AOCNIIKEHHS:

a) TOKCUYHOCTI [il040l PeYOBMHU MPU 04HOPA30BOMY YBEEHHI (rocTpa TOKCUYHICTL). MPoBOANTLCA Ha ABOX BUAAX
ccaBuiB (rpU3yHM Ta HErpu3yHn) 060x cTaTeit WoHaNMeHLe Npu ABOX LWsIXaxX BBEAEHHS, OANH 3 SIKMX 3abe3nevye
CUCTEMHY Ait0 peYOBUHW, a OPYTNA — PEKOMEHAOBAHWIA 40 3aCTOCYyBaHHS OANHOL0;

6) TOKCUYHOCTI Ail0HOT peYOBMHM i TOTOBOT (DOPMM NIKAPCLKOro 3acoby Npu BBEAEHHI NOBTOPHUX A,03. [poBOAUTLCSA
Ha TBapvHax ABOX BUAIB (TPU3YHN Ta HerpuayHu) obox ctateil. Mpu foBeAeHHi BiACYTHOCTI CUCTEMHOT Aii /likapcbKoro
3aco0y, L0 3aCTOCOBYETLCS /IMLLE MICLEBO, BUBYAOTLCS SIMLLIE MICLEBI peakuil;

B) MyTareHHOCTI, L0 AOCNIAKYETLCA 3 BUKOPUCTAHHAM Habopy TECTIB «in Vitro» Ta «in vivo;

I) rOHaJOTOKCMYHOCTI Yy caMmL,iB Ta camok. Lli JocnimkeHHs He NpoBOAATLCA NPU AOBELEHHI BiACYTHOCTI CUCTEMHOT Ail
nikapcbKoro 3acoby. [N nikapcbkmx 3ac06iB, LLLO 3aCTOCOBYOTLCA Y XIHOK MOXWUI0r0 BiKY, AOCAIAKEHHS HA camMmKax
He NMPOoBOAATLCS;

I') eMOPIOTOKCMYHOCTI, TEPaTOreHHOCTI, BN/IMBY Ha PO3BUTOK NMOTOMCTBA, L0 BYBYAIOTLCSA HA O4HOMY BUfi CCaBLiB,
yacTille Ha rpusyHax. [4nsa nikapcbkux 3aco6iB, NPU3HaAYeHUX 15 3aCTOCYBaHHSA B Nepiog, BariTHOCTI, AOCNIMKEHHSA
eMOpPIOTOKCMYHOCTI | TepaTOreHHOCTi NPOBOAATLCA Ha ABOX BUAAX CCaBLiB, O4WH 3 AKUX He € rPU3YHOM. [oCnimKeHHs
NOCTHaTas1IbHOT TOKCUYHOCTI MOXe NPOBOAUTUCA Ha OAHOMY BUZi TBApWH;

[) KaHLLepOoreHHOoCTI y pasi, SKLLO0: Nikapcbkuii 3acib 3a xiMi4HOI By10BOK NOAIGHNI [0 BiJOMUX KaHLEPOreHiB; BiH
YBOAUTBLCS PETY/IAPHO NPOTATOM HE MEHLUE LIEeCTU MicsLIB; 3a YMOB 10ro NOBTOPHMX YBEAEHb TBApUHaM

NPV BUBYEHHI iHLIMX BUAIB TOKCUYHOCTI BUHVKAOTb Nepennyx/imHHi ocepeku. JocnifKeHHS KaHLeporeHHOCTi

He NPoBOAATLCA B pasi BUSIBNIEHHSA FEeHOTOKCUMYHOI il NikapcbKoro 3acoby;

€) IHWNX BMUAIB TOKCMYHOCTI: MiCLLeBO-NOAPa3HIOBaUIbHOI Aji, YbLEPOreHHaoi gii (a1 nikapcbkux 3acobis,
NpU3HaYeHnx ANa NepopasibHOro 3aCTOCYBaHHS), anepreHHOCTi, iIMyHOTOKCUUYHOCTI;

€) eKcnepyMEHTa/ILHOTO fliKyBaHHS OTPYEHb NPY NepeAo3yBaHHi;

) NiKapcbKOi 3a1eXHOCTi (415 NikapCbkux 3aco6iB, 6/IM3bKUX 32 CTPYKTYPOKO Ta BNACTUBOCTSAMM A0 BifOMUX JTiKiB,
LLLO MaTb HAPKO3aIEXHY fito).

1.1. BuB4YEHHS chapMakosIorivyHOoT Aii HOBMX Ajil0UMX PEYOBUH 3AIACHIOETLCA TakMK cnocobamm:

a) nepBMHHA hapmakogMHaMiKa BUBYAETLCSI 3 BUKOPUCTAHHSAM Ki/IbKOX afleKBaTHUX Mogeneil naTonorii;
6) BTOpMHHa (hapmMakoMHaMika BUBHAETLCA B MeXax hapMakooriyH1X Ta TOKCUKONOTIYHMX A0CNioKEHD;
B) MEXaHi3M fji TecT-3paska [OCNIAKYETbCS 3 BUKOPUCTAHHSAM METOAIB «in Vitro» Ta «in vivo;

r) dhapmakonoris 6e3neku TecT-3paska NepLIoYeproBo B1BYAE BNNB Ha CEPLEBO-CYANHHY, LLEHTPaIbHY HEPBOBY
Ta AuxanbHy cuctemu. OujiHka Nno6iyHoI hapmakoarHaMiyHoT Ta/abo naTodizioNoriyHoT Ail pevOBUHN 34INCHIOETLCA
Ha OCHOBI aHUX OKPeMUX AOCAIMKEHb NPU YBELEeHHI OAHIET 4,031 — HaNBULLOT NPU BUBYEHHI TOKCUYHOCTI

3a MOBTOPHUX yBeAEHb NPOTArom 14—-28 aHiB. Y pasi AKWo A0BeeHO BiACYTHICTb CUCTEMHOT Aji NikapcbKoro 3acoby,
LLIO HAHOCUTBCS MICLEBO, | (hapMakosIorivyHi BMaCTUBOCTI Ail0H0i pevoBUHM (PEYOBUH) A06PE BUBYEHI, AOCTIIKEHHS
chapmakonorii 6e3nekn He NPOBOAATLCS.

1.2. focnimkeHHs thapMakoKiHETVKM HOBOT [1itoU0T PeYOBUHYM Ta TOTOBOI MliKapChKOT (DOPMIU MPOBOAUTLCS LUJISIXOM
BCTAHOB/IEHHS1 NapaMeTPiB BCMOKTYBaHHSI, po3noainy, MeTaGoniamy Ta BUBELEHHS fikapChbKoro 3acoby 3 opraHiamy



TBAPWH NPU 04HOPA30BOMY Ta MOBTOPHMX YBEAEHHSIX. BUBUEHHSI PO3MoAiny 4OC/igKyBaHOT PEYOBUHN B TKAHUHAX
Mpv NOBTOPHOMY YBEEHHI NPOBOAUTLCS, SIKLLO:

a) y pe3synbTtati AOCMIAKEHHA PO3MNOAINY Ai04O0T PeYOBMHN (PEYOBWH) NIC/A 04HOPA30BOro yBeEHHS BCTAHOB/IEHO,
LLL0 HaniBNepioa XuUTTS TecT-3paska (Ta/abo noro meTaboniTiB) B opraHax abo TkaHMHaX 3HAYHO NepeBaxae
HaniBnepiog enimiHauii 3 n1asMu, a TakoxX SKLLO BiH y ABa pa3n GiNbLUniA 3a iHTepBas NOBTOPHMX YBEAEHD

Y TOKCUKOOTIYHUX AOCAIIKEHHAX;

6) CTAaTUCTUYHO 3HAYMMWUIA PIBEHb PEYOBUHU/METa60MITY B CUCTEMHOMY KPOBOOGIrY, L0 BU3HAYAETLCA
3a pesynbTataMmn hapMakokiHeTUYHNX a0 TOKCMKOOTIYHNX AOCAIAKEHDb 38 YMOB MOBTOPHOTO BBEAEHHS, € 3HAYHO
BULLMM, HDK AaHWUIA NOKA3HUK MPY KIHETUYHWX SOCMIAKEHHSX 38 OLHOPA30BOro YBeAEHHS;

B) BMSIB/IEHO TCTOMONYHI 3MiHU, LLO HE NPOrHO3yBa/IMCb Ha OCHOBI AAaHMX KOPOTKOTEPMIHOBUX AOCNIAXKEHD
TOKCWYHOCTI, pO3nogisly B TKaHUHAaxX Npu oAHOPa30BOMY BBEEHHi Ta hapMakosioriyHUxX AOCNioKeHb, WO 34aTHi
CYTTEBO BIJIMHYTN Ha OLHKY 6e3Mne4YHOCTi TeCcT-3paska;

r) nikapCbKuii 3aci6 po3pobaeHnii s cnpsiMOBaHOI 4OCTaBKN A0 KOHKPETHOI Lifi.

2. Mpw poKNiHIYHOMY BUBYEHHI HOBOT AOMOMKHOT peYOBUHM NPOBOAATb AOCNIAXEHHSA TOKCUYHOCTI HOBOT AOMOMDKHOT
peyoBUHM Ta hapMakoKiHETUKM NIKaPCbKOro 3acoby 3 HOBOKO AOMOMIDKHOK PEYOBMHOK. TOKCUYHICTL JONOMKHOT
pPeyoBMHM NPY 0AHOPA30BOMY YBEAEHHI (rOCTPa TOKCUYHICTb) BUBYAETLCSA 3 BUKOPUCTAHHAM [BOX BUAIB CCaBLiB
(rpu3yHun Ta HErpu3yHu) 060X cTaTeit; WAsX yBeAeHHS — PeKOMEHA0BaHW [0 3aCTOCYBaHHS NIIOAMHO. IHLI BUAN
TOKCWMYHOCTI BUBYAIOTLCA BifNOBIAHO A0 BUMOr N. 1 ui€i rnaBu. JocnifKeHHs dhapMakoKiHETUKM NIKapCbKOro 3acoby
3 HOBOIO JONOMIXHOI PEYOBMHOIO MPOBOANTLCSA LLIAXOM BCTAHOB/IEHHS NapaMeTpiB BCMOKTYBaHHS, PO3noginy,
meTaboniamMy Ta BUBEAEHHS /TIKapCbKOro 3aco0y 3 OpraHiaMy TBapyH Npy 04HOPA30BOMY Ta NOBTOPHUX YBEAEHHSIX.

3. Mpu foKNiHIYHOMY BMBYEHHI (hikcOBaHOT KOMBiHaLi, O MICTUTb NPUHANMHI ABi Ail0Yi PeYOBUHM 3 BiAOMUM
npocpinem 6e3nekn Ta ePEKTUBHOCTI KOXHOI 3 HUX, asle AKi paHille He 3aCTOCOBYBA/IUCH Y TAKOMY CMOJYYEHHi
3 MeTOo Tepanii, AOCAIAKEHHA NPOBOAATLCA BiANOBIAHO A0 BUMOT M. 1 i€l rnasu.

[ns dhikcoBaHOi KOMGiHaUIT, O cknagy SKOT BXOASATh BiAOMI Ailodi pevyoBrHK, hapMakoKiHeTVKa AKX paHiwe 6yna
pocnigxeHa, hapMakoKiHETUUHI [OCNIIKEHHA MOXYTb HE MPOBOAUTUCH, AKLLO AOC/IIKEHHA TOKCUYHOCTI
i hapmakonoriyHoi e(pekTUBHOCTI eKCnepuMeHTasIbHO AO0BOAATL HEAOUIIbHICTb BUBYEHHA (DapMaKOKIHETUKN.

3.1. Mpwn gOKNiHIYHOMY BUBYEHHI DiKCOBaHUX KOMOGIHALIN, WO MICTATb NPUHANMHI A4Bi BigOMI Aitoyi pevyoBuHK, ane
eheKTBHICTb Ta 6e3neka Npu CnisibHOMY iX 3aCTOCYBaHHI B PEXUMI HApPi3HOTo yBeAEHHS BCTAHOB/EHI HEAOCTATHbLO;
ab0o okpemi nikapcbki 3aco6u, Lo A06Pe BUBYEHI B PEXMMI OAHOYACHOTO HAPI3HOTO YBEAEHHS, asle y KOMbiHauil
3aCTOCOBYIOTbCSA Y HOBOMY PEXMMI 103, BU3HA4al0Th:

a) TOKCUYHICTb NPU 04HOPA30BOMY YBEEHHI (rocTpa TOKCUYHICTb) — AO0CNIAKEHHSA NPOBOAATLCA HA O4HOMY BUAI
rPU3yHIiB OAHIET CTaTi, AKi CNPAMOBaHi Ha BU3HAYEHHSA HAsABHOCTI YU BiCYTHOCTI 36i/1bLLUEHHS TOKCUYHOCTI ab0
BUHWUKHEHHS HOBUX TOKCUYHUX NPOSIBIB;

6) TOKCUYHICTb NPV NOBTOPHOMY YBEAEHHI NpoTsArom 14 a6o 28 aHis (MiArocTpa TOKCUYHICTB), SKa BUBYAETLCS
3 METOI BUSAB/IEHHS MOTEHLI0BAHHA TOKCUYHOCTI AjH04MX peyoBrH abo HOBKX NPOSIBIB TOKCUYHOCTI.

JopaatkoBe BMBYEHHS TOKCMYHOCTI NPOBOANTLCS Y pasi, SKLLO B pe3ybTati AOCAiAKeHb rOCTPOi Ta NigrocTpoi
TOKCUYHOCTi BUSIBNSIETLCSA B3AEMOZIA CKNaaoBNX KOMBIHOBAHOrO NikapCcbkoro 3aco6y abo cymadist iXx TOKCUYHOCTI,
06CAr SIKOro BU3HAYAETLCS 3 ypaxyBaHHAM AaHMX KOPOTKOTEPMIHOBMX BUMPOGYBaHb.

3.2. AKWwo hikcoBaHa KOMGiHALLA BUKOPUCTOBYETHLCA MPOTArOM Nepioay, WO nepeBuLLye TPUBAICTb yBEAEHHS OOHIET
a60 6GisbLUe AiloUKX PEHOBUH Y PEXMMI IX HAPI3HOTo 3aCTOCYBaHHS, NPOBOAATHLCA AOC/IIKEHHA TOKCUYHOCTI

Npu NOBTOPHOMY yBeAEHHI KOMBiHaLLil, 06CAr AKX BU3HAYAETLCA 3 ypaxyBaHHAM AaHUX KOPOTKOTEPMIHOBMX
OOCNIAKEHDb | CNPAMOBaHWUIA Ha NiATBEPAXEHHS AOLiNIbHOCTI Takol mogudikawi.

3.3. Akwo hikcoBaHa KOM6GiHaLiA po3pobieHa 3 METOI PO3LUMPEHHA CreKTpa TepaneBTUYHOI Aii, 06r'pyHTYBaHHS Ti
3aCTOCYBaHHSA B K/iHIYHIA NpakTuLi BU3HAYAETLCA HAsSsBHUMU pe3y/ibTatamy AOKAIHIYHMX AOCNIMKEHb HA TBapuHaXx,
BK/THOUAKUM JOCAIMKEHHS hapMakoanHaMiki, TOKCMYHOCTI Ta ddapMakonorii 6esneku.

3.4. Mpw JOKNIHIYHOMY AOC/IIXEHHI (piKCOBaHMX KOMBiHaLii, po3p06/ieHNX 3 METOH 36i/IbLLEHHS hapMaKoIoriYHOT
ehbekTMBHOCTI Ta/abo 3HMKEHHSA NOBGIYHOT AT Ha OCHOBI thapMakogMHaMivHOT abo hapMakoKiHETUYHOT B3aeMOL,i
Lito4nx peyoBuH, HeobXiAHO NIATBEPAUTN HAABHICTb Takoi B3aEMOAIT ANs OLiHKA AOUIIbHOCTI BUKOPUCTaHHSA
KOMOGiHaLiT 3 TepaneBTUYHOK METOH.
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3.5. Akwo drikcoBaHa kOMOIHaL,iS 3a40BOJIbHAE KpUTepii fo6pe BiZOMOro BUKOPUCTaHHS, TO6TO MiCTUTL Ao6pe
BMBYEHI aKTMBHI PEYOBMHN, BUKOPUCTAHHS SKUX B PEXMMI OAHOYACHOro Hapi3HOro yBeAeHHs 4obpe AocnigxeHe
3 ornsaay Ha 6e3neyHicTb Ta epekTUBHICTb, AOKNiHIYHI [OCNIAXEHHSA HE NPOBOAATLCS.

2. flokniHiYHe BMBUYEHHS1 POC/IMHHUX JTiIKAPCbKNX 3ac06iB (BUTOTOBJIEHI 3 YACTUH POC/IMHU — POC/IMHHUIA
marepiasn, BOAOPOCTi, MaKPOCKOMiUHi rpuoun 1a ix KoMGiHauii)

1. Mpw [OKNIHIYHOMY BMBYEHHI HOBMX POC/IMHHKX JTiKAPCbKMX 3aC006iB, L0 He BHECEHI A0 hapmakoneii abo iHLWmnxX
CTaHAapTiB Ha OCHOBI Ha3BM POC/IMHY | YaCTUHW POC/IMHW, BUKOPUCTOBYIOTLCSA AIK rpy6a CUPOBUHA | He MaloTb
[0CTaTHLOrO NiATBEPAKEHHS HASABHOCTI 40CBIAY BUKOPUCTaHHSA B YKpaiHi Ta B IHLWIMX KpaiHax, NpoBOAATb
OocCniMKeHHs BiANOBIAHO A0 BUMOT M. 1 rnasu 1 uboro po3sginy.

[0 nikapcbknx 3aco6iB, OTPUMaHNX 3 POC/IHHOT CUPOBUHW, HE HasleXaTb MaTepiasin FeHETUYHO MOANIKOBAHNX
POC/VIH; MPOAYKTV ddepMeHTaLil APDKAXIB, 6akTepiid, MiKpOCKOMiYHMX rPMGIB; BUCOKOOUMLLEHI Ailo4i pe4OBUHY,
OTPVMaHi 3 POC/IMHHOT CMPOBUHW. PapMakoKiHETUYHI JOCNIIKEHHS MatoTb BYTH CNPAMOBaHI Ha BUBYEHHS
6i0,0CTYNHOCTI BilOMUX aKTUBHUX KOMMOHEHTIB. Jlikapcbka B3aEMOZA OLHIOETLCSA, AKLLO nepefbdbayveHe ogHovacHe
3aCTOCYBaHHSA 3 iHLUIUMU NiKapCbKnMm 3acobamu.

2. [okniHiYHI focnigpKeHHA TOKCUYHOCTI | hapMakosoriyHOT eDeKTUBHOCTI He MPOBOAATLCS, AKLWO POC/VHHI JTiKapChKi
3aco6u NOBHICTHO BiAMNOBIAAaKOTb TAKMM BUMOTaM:

€ nikapcbkuii 3aci6 BigNOBIAHO A0 MOro ckagy Ta NpU3HaYeHHs nepegbdadeHunii 4ns 3actocyBaHHs 6e3

Harnsay nikaps 3 MeTo AiarHoCTuKK, 6e3 NnpunucaHHs pelenTta abo 6e3 CnocTepeXxeHHs npouecy

NiKyBaHHS;

NiKapCbKWii 3aci6 3aCTOCOBYETLCSA Y MEBHMX KOHLEHTPALISX Ta A03yBaHHi;

nikapcbkuii 3acib6 Npu3HadYeHuii 418 NepopasibHOro, 30BHILLHBOrO ab0 iHraALINHOro 3aCTOCYBaHHS;

[OKYMEHTasIbHO NiATBEPAXEHO, WO /iKapCbkunii 3acib 3aCTOCOBYBaBCA y MeAMyHIli npakTuui He meHLwe 30

POKIB Y CBITi Ta He MeHLue 10 pokiB B YKpaiHi;

€ € [oCTaTHs KifIbKICTb AaHUX WoA0 TPaAMLiiHOro 3acTocyBaHHS Jlikapcbkoro 3acoby (6esneka 3a 3BMyaliHnNX
YMOB 3aCTOCYBaHHA Ta foBefeHa eDEKTUBHICTD).

O M

V. MNpoBefeHHA AOK/TIHIYHOrO BUBYEHHS
1. fokniHiyHe [OCNIMKEHHS PO3NOUYNHAETHCA NICA OLHKA eTUYHUX Ta MOPasIbHO-NPAaBOBUX acneKTiB JOCNIIKEHHS.

2. BBE3€HHS Ha TepuUTOopito YKpaiHU He3apeecTPOBAHOTO JTIKAPCHLKOTo 3aC06y /151 NPOBEAEHHS 0ro AOKMIHIYHOMO
BUBYEHHSI 3[iICHIOETLCS Y MOPSIAKY, BUSHAYEHOMY YMHHUM 3aKOHOABCTBOM.

3. [lo noyatky AOKMIHIYHOIO AOCAIAKEHHS NTIKAPCbKOro 3aco6y 060B'I3KOBUM € 3aTBEPYKEHHS MMCbMOBOrO
npoTokony (nnaHy) AOKNIHIYHOro AOCNIAKEHHS BigNOBIAHO A0 AoAaTKa 2.

4. MpoTtokon (nnaH) JOKNIHIYHOTo AOCIAXEHHA NMiANUCYETLCA (3aTBEPKYETLCA) Ta AATYETLCA KEPIBHNUKOM
OOCNifXEHHS | NepeBIpsETbLCA B Mexax nporpamu 3abesneyeHHs AKOCTi LWOAO BignoBigHOCTI BUMoram HanexHoi
nabopaTtopHoi NpakTukK. MpoTokon (nnaH) AoKNIHIYHOro A0CAIAKEHHS NOBUHEH BGYTW NOrOAKEHWUIA KEPIBHUKOM
OOCNIAHVLBKOT yCTaHOBM Ta 3aMOBHUKOM.

5. MonpaBku 0o NpOToKoNy (NaaHy) AOKNIHIYHOTO AOC/AXEHHS (f0AATOK 3) NOBUHHI 6yTW 06IpYyHTOBaHI, 3aBipeHi
NiANMCOM KepiBHMKA JOC/iKEHHS i3 3a3Ha4YEeHHAM AaTu | 36epiratncs 3 MPOTOKO/IOM AOKAIHIYHOrO AOCNIIKEHHS.

6. BigxnneHHs Big npoTokosy (nnaHy) AOKNIHIYHOro JOCNiAXEeHHS (404aTOK 4) NOBUHHI 6YTN CBOEYACHO ONMCaHi,
06r'pyHTOBAHI, 3aTBEPAKEHI | 4ATOBaHi KEPIBHVKOM A0C/iAKEHHS Ta/abo ro/I0BHUM A0CAIGHUKOM
(ans 6araToueHTPOBUX AOC/IMKEHb) Ta 36epiraTncs pa3om 3 NEPBUHHUMMW OAHUMU.

7. 0nsi KOPOTKOTPUBANX AOCAIAKEHb MOXE BUKOPUCTOBYBATUCH Y3araslbHEHWI NPOTOKON (N1aH) AOKNIHIYHOrO
LOCNIAKEHHS.

8. KoxHe gocnigpkeHHs NoOBUHHE MaTw CBili kogoBaHuiA Homep. Lleit kogoBaHWii HOMepP HAHOCUTbLCS Ha BCi 3pasku,
LLIO CTOCYHOTbCS LbOro AOCAiMKEHHS. TecT-3pasku, BigibpaHi ANs NpoBeAeHHS AOCMNIIKEHHS, MapKyTbCS

AN NioTBEPLKEHHS iX NOXOMKEHHSA. Taka ifeHTudikawis 3abe3nedyye MOX/IMBICTb HANIEXHOTO BiACTEXEHHS 3paskiB
i focnigpkeHb.

9. [lokniHiuHe JoCNifKEeHHSA NPOBOAMTLCA Bi4NOBIAHO A0 3aTBEPIKEHOr0 NPOTOKOAY (M/1aHy) AOKNIHIYHOTO
[OCNIMKEHHS.
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10. Yci gaHi, oTprMaHi B X0Ai AOKMIHIYHOTO BUBYEHHS, HEraiiHO Ta YiTKO PEECTPYIOTLCS BUKOHABLEM, LUO iX OTPUMYE,
OATYTbCS | MANUCYIOTLCS HUM.

11. BUnpaBneHHs y NepBUHHUX AaHUX 3AiACHIOETLCA TakuM YMHOM, W06 He 3HULLLYBaTK nonepesHili 3anuc.
Mpu LbOMY 3a3HAYAIOTLCS MPUUMHA BUNPAB/IEHHS, AaTa BUNPAB/IEHHS i CTABUTLCS NiANUC 0CO6M, L0 BHOCUTL Take
BUMNpPaB/IEHHS.

12. Y pasi AKLLO NepBYHHI faHi BHOCATLCS Ha e/1eKTPOHHWIA HOCIM, NOBMHHA ByTH BU3HaveHa ocoba, ska
6e3nocepeHbO BiANoBifae 3a X BHeCEHHA. HeobxiaHO 3a6e3neuntu igeHTudikauito ocobu, Lo BHOCUTb BiANOBIgHY
iHhopmaLito Ha eNeKTPOHHWIA HOCITA.

Komn'toTepusoBaHi cucteMu nNoBrHHI 3a6e3nevyBaTii MOX/MBICTb NiATPMMAaHHSA NOBHOIO ayAMTOPCLKOTO BiACTEXEHHS
3 METO AEMOHCTpaL,ii BCiX 3MiH AaHUX 6€3 3HULLIEHHS BUXiAHMX AaHuX. Heo6XxiaHO 3a3HayaT NPUUYNHY BHECEHHS

3MiH.

13. 3a pe3ynbTaTaMy KOXHOI0 AOKMIHIYHOrO AOCAIKEHHS TOTYETLCS 3BT, BAMOIM A0 SIKOrO 3a3HaueHi y gogatky 1.

14. dakTUYHI faHi, oTpUMaHi nig yac AOKNiHIYHOTo AOCNIXEHHSA AN KOXHOI eKCrnepuMeHTasIbHOT TBapyHU 3a BCiMa
OOCNIAXEHNMUN NOKa3HMKaMW, NOBUHHI HABOAUTUCH Y AoJaTKax [0 3BiTy NPo AOKNiHIYHE AOCMIAXKEHHSA Y BUMNAL
Tabnuup.

15. BunpasneHHst Ta/abo AONOBHEHHA A0 3BITY NPO AOK/iHIYHE [OCNIMKEHHSA (A04ATOK 5) NOBUHHI BYTW HafaHi
y BUINAAj NONPaBoOK A0 HbOTO, A€ 3a3HavYaeTbCs NPUYMHA BHECEHHS NMOMNPaBok Ta/abo AONOBHEHb. Monpaskn L0 3BITY
[OOK/IHIYHOrO AOCAIMKEHHA AAaTYIOThCA Ta NiANMCYOTLCS KEPIBHUKOM AOCNIAXKEHHS.

16. 3BiTM roI0BHUX AOCNIAHMKIB 260 HAYKOBL,iB, WO Bynu 3asyyeHi [0 6araToLeHTPOBUX AOCMIAXKEHb, MOBUHHI ByTU
HVYMM MignucaHi i faToBaHi.

17. 3BiT Npo AOK/iHIYHE AOCAIMKEHHS Ma€e 6yTY NiANMCAHWA | faToBaHWI KEPIBHUKOM AOCIMKEHHS, LLO 3acBigvye
MOBHOTY HaZaHWX AaHuX i CTYNiHb BigNOBIAHOCTI OTPUMAHUX AaHUX BUMOraM [OK/iHIYHOrO BUBYEHHS, BU3HAYEHUM
umm MNopsakom, Ta MOTOKEHWI KePIBHUKOM AOC/IAHULBKOT yCTaHOBM i 3aMOBHUKOM. MignvucaHnii Ta noromkeHnii
3BIiT NPO AOKNIHIYHE AOCIAKEHHA HAAAETLCA 3aMOBHUKY.

18. Yci maTepiasiv [OKNIHIYHOTO AOCAIAKEHHS, B TOMY YMCAi KONis 3BITY NPO AOK/iHIYHE AOCNIMKEHHS, 36epiraloTbes
He MeHLUe N'ATK POokiB B apxiBi A4OC/iAHNLbKOT yCTaHOBM.

VI. EkcnepTu3sa matepiasniB fOKNIHIYHOrO BUBYEHHS JTIKAPCLKOTO 3aco0y

1. Mpu NpoBeAEHHI ekcnepTn3n MaTepianis AOK/IHIYHOIO BUBYEHHS NiKAPCbKMX 3aC00iB OL|HIOETHLCS:

+TrTrrrr A

1

&

HaykoBe 06I'pyHTYBaHHSA NporpamMun AOCNiAXEHb;

[OCTaTHICTb 06CAry JOKIIHIYHOTO BUBYEHHS TECT-3pas3ka 3a/1eXHO Bif, TOro, 40 AKOI rpynu NikapCbkmx
3ac006iB BiH HANEXUTb;

afeKkBaTHICTb BUGOPY ekcnepuMeHTasIbHUX Moaenei;

NpUAaTHICTbL 0GpaHNX TeCT-CUCTEM (BUA, KibKICTb, BiK TOLLO) A1 OTPMMaHHS BiAnoBiAHNX pe3ybTaTiB;
NpaBuUbHICTL BUGOPY pechepeHc-3paskis;

06’EKTUBHICTb IHTEpPNpETAaLil OTPMMaHNX pe3ybTaTiB WoA0 e(PEKTUBHOCTI Ta 6e3nekn likapCcbKoro 3acoby;
BiZNOBIAHICTb BUKOPUCTAHWX MaTEMATUYHKX Ta CTAaTUCTUYHUX METOAIB A1 3abe3neyeHHs agekBaTHol
OLiHKX OTPYMaHNX pe3ynbTaTiB;

OOTPMMaHHS GI0ETUYHMX HOPM MPWU NAaHyBaHHI Ta NPOBEeAEHHI AOCNIAKEHD;

[OTPUMaHHA BUMOT HanexHoi nabopaTtopHOi NPakTUK1 Npy NPOBELEHHI JOC/iIKEHb TOKCUYHOCTI

Ta 6e3nekn NikapcbKoro 3acoby AN 340P0B’A NIIOAVHY;

HasexHe opopM/IEHHS 3BITY.

2. Y xofji ekcnepTn3n matepiasiB AOK/MiIHIYHOTO BUBYEHHS /iKAPCbKOr0 3ac00y 3MiMCHIOETLCS ayanT AOKMiIHIYHOIO
BMBYEHHS Y pasi, AKLLO:

&

(_

iHhopmaList y HafaHnx MaTepiasiax AOKNIHIYHOrO BUBYEHHS lIKAPCLKOr0 3aC00y BUK/IMKAE 06I'pyHTOBaHUIA
CYMHIB Y Ti ,OCTOBIPHOCTI;

y mMarepianax fOKNiIHIYHMX [OCAiMKEHb, HAAAaHWX Y KOMMNEKTI JOKYMEHTIB, HeOOXiaHWX ANA NiAroTOBKN
BMCHOBKY LL0A0 MOX/IMBOCTI NPOBEAEHHS NEPLIOro KAiHiYHOro BUNPOGYBaHHS NikapCbKoro 3acoby

Ha NOAVHI, BiACYTHE AOKYMEHTasIbHE MiATBEPAKEHHS, L0 BUBYEHHS TOKCUYHOCTI Ta 6€3NeYHOCTi
NpPOBOAMNIOCH 3 AOTPUMAHHSAM BUMOT HasiexHoi 1abopaTtopHOT NpakTUKU.
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3. PesynbTatom ayauTy AOK/TIHIYHOTO BUBYEHHS € 3BiT NPO NPOBeLeHW ayanT, B AKOMY AAETbCS OLUiHKa LW0oA0 AKOCTI
Ta NOBHOTU AaHNX, OTPUMaHNX AOCNIAHMLBKOI YCTAHOBO, Ta BU3HAYAETLCA CTYMiHb BiANOBIAHOCTI AOCMIAHNLKOT
yCTaHOBM BUMOram HanexHoi 1abopaTopHOi NpakTUKK.

4. AyguT OOKNIHIYHOTO BUBYEHHSI MPOBOAMUTLCA BiANOBIAHO A0 NonepeAHbo PO3PO6AEHUX CTaHAAPTHUX OnepaLinHnx
npoueayp Ta 34iNCHI0ETLCA haxiBLUsIMU, SIKi 03HANOM/IEHI 3 OCHOBHMMM NPUHLMNAMN PO3PO6KM NikapCbknx 3acobis,
MatoTb AOCBIA 3 NUTaHb OpraHisavii Ta NPoBeAEeHHS AOKNIHIYHUX AOCAIMKEHD | HEe Bpanu yyacTi B NPOBEAEHHI
[OOK/TIHIYHOrO JOCNIIKEHHS, a TakoX He 3a/1exarb Bif crioHcopa Ta AOC/igHVIKIB.

5. 3a HeobxigHOCTI 40 y4acTi B NPOBEAEHHI ayAUTy AOKNIHIYHOro BUBYEHHS MOXYTb 3a/lydaTucs iHLWi daxisLi
(BignoBigHO [0 0CO6NMBOCTEN AOCIIKEHHA Ta METU ayaAnTy JOKNIHIYHOTO BUBUYEHHS).

6. Ocobu, Lo NPoBOASATL ayaAnUT AOKNIHIYHOrO BMBYEHHS, 36epiraloTb KOHMIAEHLHICTb oAepXaHoi iHhopmau,i
BiZNOBIAHO [0 YMHHOIO 3aKOHOAABCTBA Ta MiXXHAPOAHWX BUMOT.

7. AyanT AOKNIHIYHOrO BUBYEHHS NOYMHAETLCA HE paHille HiX Yyepes 10 kaneHgapHUX OHIB Nicns HagcunaHHs
KEPIBHUKY AO0CNIAHULLKOT YCTaHOBW MOBIAOMIEHHSI NP0 ayAnT AOKIHIYHOTO BUBYEHHS.

8. Mpw BMUABNEHHI Nig Yac ayanTy OOKNIHIYHOrO BUBYEHHS HE3HAUYHWX He[0NiKiB, SKi HE MOXYTb BMNIVMHYTU
Ha pe3y/ibTaTh AOK/TIHIYHOrO BUBYEHHS, AOCAIAHULbKA YCTaHOBA NOBMHHA iX YCYHYTU B 3a3HA4YEHWIA Y 3BIiTi TEPMIH.

9. AW y Xxo4i ayauTy AOKIIHIYHOTO BUBYEHHS BUSIB/IEHI CEPIA03HI MOPYLUEHHS, 34aTHi BN/IMHYTU Ha pesynbTatu
[OOKNIHIYHOrO BMBYEHHS (HEAOTPYMaHHS BUMOT HasnexHoi nabopaTopHOi NPakTykn, HEAOCTOBIPHICTL OTPUMAHUX
[JaHux), pesynbTaTv Takux AOCNiMKEHb HE BU3HAIOTLCS.

10. 3a pe3ysibTaTaMy TIPOBe/IeHOT eKCIIePTH3U HaJJaEThCs TIO3UTUBHUM BUCHOBOK abo
MOTHBOBAaHa BifIMOBa (HeraTUBHHUM BUCHOBOK).

B.o. dupekmopa denapmamMmeHmy peaysisimopHoOi Nosiimuku
y cehepi 06iey nikapcbKux 3aco6is
ma npooykyii 8 cucmemi 0XopoHU 300poB’si B.I'. Kapacuk

Jopatok 1
0o MNMopsaky NpoBeAeHHS 40 K/iHIYHOTO BUBYEHHS JTiKapCbkux 3aco6iB
Ta ekcnepTusn matepianis A0 KIiHIYHOrO BUBYEHHS MiKapCbKMX 3ac06iB

CTPYKTYPA 3BITY NPO AOKNIHIYHE BUBYEHHA NIKAPCbKOIO 3ACOBY

CTpyKTypa 3BiTY NP0 AOK/iHIYHE BUBYEHHS € y3ara/lbHEHOK, NPUAATHO 451 ONUCY PI3HUX BUAIB AOKAIHIYHOIO
BMBYEHHS: hapMakonoriyHmx, TOKCUKOMOTYHUX, (DapMakoKiHETUYHNX AOC/iIKEHb, Ae 3ibpaHi onuc Ta aHasli3
OTPYMAaHNX AaHuX, WO CYNnPOBOMAKYIOTLCA TAbMLAMY | Ma/IlOHKaMV B OCHOBHOMY TEKCTi ab0 Nicsi HbOro.

Y popaTkax [o 3BiTY NPO TOKCUKONOTiYHI AOCNIMKEHHA HABOAATLCA AeTaslbHi AaHi WoA0 YCiX BUBYEHUX MOKA3HUKIB
0151 KOXXHOI TBapUHKN abo TeCT-CUCTEMU «in Vitro», a TakoX cTaTUCTUYHA iHhopMaLis, hopmMyv npoBeaeHnx
pO3paxyHkKiB TOLLO. 3aK/YHWIA 3BIT MOBUHEH MICTUTU PO34ian (Lei nepenik He € BUYEPMHNM):

1. HasBa gocnigxeHHs, TecT-3paska Ta pedyepeHc-3paska
1.1. OnucoBa Ha3Ba A0CNIAKEHHS i3 3a3HAaUYEHHSIM TecT-3paska, BUAY AOCNIAKEHHS, TECT-CUCTEMMU, LUMSIXY BBEAEHHS.

1.2. HasBa TecT-3pa3ka (koMepLjiiiHa Ha3Ba/lumMp, MiXXHapoAHa HenaTeHToBaHa Ha3Ba, Homep CAS?),
hapmakonoriyHa gjs, nikapcbka gopma.

! CAS — pezicmp akmusHux cy6cmaHyili AMepuKkaHChKOI criisiku 3 ximil (American Chemical Society).

1.3. HasBa pedhepeHc-3paska 3a XimMiYHO, TOProBO Ta MiXXHAPOLHOK HenaTeHTOBAHOK Ha3BO, hapmakooriyHa
4is, nikapcbka opma.

1.4. Micue 36epiraHHs 3ak4YHOro 3BITY.

2. IHchopmauist WoAo cnoHcopa Ta A0CAIAHULBKOT yCTaHOBN
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2.1. HalimeHyBaHHS 1OpranYHOi 0cobw/T.1.B. di3nyHOT 0c06U 3aMOBHUKA (CMOHCOPA), MICLLEe3HAXO0MKEHHS
IOPUANYHOI 0co6U/MicLLe NPOXMBaHHS i3NYHOT 0CO06M 3aMOBHYMKa (CMOHCOPA).

2.2. HalimeHyBaHHS Ta MiCLLe3HaXOMKEHHS 3a/ly4EHUX [0 BUBYEHHS AOC/IAHNLBKMX YCTAHOB Ta AOCAIAHULbKNX
nigposginis.

2.3. M.LB. i micue po60TH KepiBHVKA AOC/TiIKEHHS.

2.4. MpissuLLe i MicLe poboTy ronosHoro(nx) gocnigHvka(is) Ta Ha3su fopyyeHux iM das(v) AoCNioKEHHNA
npu NpoBeAeHHi 6aratoueHTPOBUX JOCNIAKEHb.

2.5. Mpi3BuLa i Micue poboTy HayKOBL,B, 3BiTW AKUX 6YN0 BKIKOYEHO A0 3aK/THYHOIO 3BITY.
3. [laTv novatky Ta 3aBepLUEHHS eKCNEePUMEHTY.

4. MocnnaHHA Ha iHdhopMaLito Woa0 AOTPMMAaHHS T'YMaHHOro NOBOAKEHHS 3 NigA0CAiAHMMY TBapMHaMK y pasi
HeOobXigHOCTI iX BUKOPUCTaHHS.

5. BMCHOBKM KOHTPO/IO C/YX6U 3a6e3neyeHHs AKOCTi (419 TOKCUKOMOMYHUX AOCNIIKEHD, BUBYEHHS dhapmakonorii
6€e3MeYHOCTi Ta TOKCUKOKIHETUKM) i3 3a3HAYEHHSIM TUMIB Ta AaT NPOBEAEHHS NEPEBIPOK, BKAOYAOUM NepeBipeHi hasun
OOCNiMKEHHs, AaT iIHDOPMYBaHHS KepiBHULTBA YCTaHOBU, KePiBHMKA LOCNIIKEHHSA Ta ro/I0OBHOro gocnigHvka (y pasi
6araTtoLeHTPOoBMX AOC/iIKEHb) NPO Pe3y/ibTaTh NepPeBIPOK. BUCHOBKM MalOTb MICTUTY NIATBEPIKEHHS TOTO,

LLLO 3aK/THOYHWIA 3BIT BifobpaXkae NepBUHHI AaHi.

6. Onuc marepianis Ta METOLIB [OCNIMKEHHSA

6.1. JeTanbHuWii onmc npoueayp AOCNILKEHHS, BCiX METOAIB, MaTepianiB i 06nagHaHHsA, TUNy i NepiognyYHOCTI
NpoBeAeHNX aHani3iB, BUMIpHOBaHb, CMOCTEPEXEHDb | 0GCTEXEHb.

6.2. O6r'pyHTyBaHHsS1 BUOOPY TECT-CUCTEM i XapakTepucTrKa TECT-CUCTEM i3 3a3HauYeHHsIM Buay, Nigsuay, nopoau,
cTaTi, BIKOBOr0 ZianasoHy i macu Tina, KifbKocCTi, mkepesia HaaxoMKeHHs, yMOB YTPUMaHHS, pauioHy,
BOAOMOCTa4YaHH4, NiACTUIKA, NpoLeayp akniMaTnsauil Ta paHaomisadii.

6.3. XapakTepucTuka TecT-3paska (Ha3sa fikapcbkoro 3acoby, MiXHapoAHa HenaTeHToBaHa Ha3Ba, Ha3BW KOXHOI
aKTMBHOI cybcTaHLil, B TOMy umci 3a HomepoM CAS, nikapcbka chopma, cuna aii, hapmakosioriyHa aisi, Homep cepii,
Aata ofepxaHHs, hi3nko-ximMiyHi napameTpu, TEpPMiH NPUAATHOCTI, YMOBY 36epiraHHs, 3axoam 6esnekun npyu poboTi
Ta iH.).

6.4. Cnocib yBefeHHS TeCT-3paska i ioro 06r'pyHTyBaHHS.

6.5. PiBHi 103 Ta/abo KOHLEHTpaLiil, YacToTa i TpMBanicTb yBeAEHHSA/HaHECEHHSA. BuuepnHa iHdhopmauis wopo
npouecy NiaroToBKM TeCT-3pa3ka Ans yBeAeHHs. AKLWO0 TeCT-3pas3ok i pethepeHc-3pa3ok yBOASATLCS

B PO34MHi/cycneHsii, HagaeTbes AeTasibHa iHhopmMaLis NPo PO3YMHHUK | OAHOPIAHICTb, KOHLLEHTPALLIO Ta CTabifibHICTb
TECT-PEYOBUHU Y LIbOMY PO34UHHUKY.

6.6. JeTanbHa iHhopmaLis Wwoa0 BUKOPUCTAHUX CTATUCTUYHUX METOLIB.

7. Pe3tome (CTMcnuidi onuc AOCAIMKEHHS 3 YUCNOBUMY AaHMKW 151 iM0CTpaL,ii pesyibTaTis).

8. PesynbTtatu

8.1. OTpMMaHi BignNoBiAHO A0 NPOTOKOMY AaHi Ta pe3ynbTaTy AOCNIAKEHb /TIKapCbKOro 3acoby.

8.2. HaBefieHHA (hakTUYHMX JaHMX, BKIHOYAUM 06UUCIEHHS | BU3HAYEHHS CTATUCTUYHOT 3HAYYLLOCTI.
8.3. OuiHKa Ta 06roBOpeHHs pe3ynbTaTiB.

8.4. BUCHOBKMW.

9. Jopatku.
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Jopatok 2
0o Mopsiaky NpoBeAeHHs 40 KAIHIYHOTO BUBYEHHS NiKapCbKMX 3ac06iB
Ta ekcrnepTn3n Matepianis AOK/IHIYHOrO BUBUYEHHSA NiKapCbKMx 3ac06iB

CTPYKTYPA NMPOTOKO/Y (NNTAHY) AOKNIHIYHOIO BUBYEHHSA NIKAPCBLKOIO 3ACOBY

MpoTokon (nnaH) AOKMIHIYHOrO BUBYEHHS NIKAPCbKOro 3aco6y MOBMHEH MICTUTK HaBeAeHi Hkve po3ginu (uei
nepenik He € BUYEPNHUM):

1. 3arasbHi BifOMOCTI

1.1. Ha3Ba JOCNiIAKEHHS i3 3a3HAaYEHHAM BUAY BUNPOOYBaHHS, TECT-3paska, TeCT-CUCTEMMU, LLU/IAXY BBEAEHHS,
HOMepa/lWndpy NPOTOKOY (NNaHy) AOKNIHIYHOTO BUBYEHHS.

1.2. MeTa Ta xapakTtep AOCNifKEHb.

1.3. Ha3Ba TecT-3pa3ka (komepuiiiHa Ha3Ba/lumndp, MiHapoaHa Ha3Ba), (hapmakosoriyHa Aisi, nikapcbka gopma.
1.4. Ha3Ba pegpepeHc-3paska, Lo Mae BUKOPUCTOBYBATUCA (MbXHApOAHA Ha3Ba), Nikapcbka hopma.

2. IHchopmawif, Lo cTocyeTbCA 3amMOBHUKa (CNoHCopa) Ta BUKOHaBLA

2.1. HalimeHyBaHHS topuanyHoi ocobw/I.1.6. ¢isnyHoi 0co6n 3aMOBHUKA, MiCLLE3HAXOAKEHHS FOPUANYHOI
ocob6u/micLe NpPoXnBaHHA i3NYHOT 0CO6M 3aMOBHMKA.

2.2. HalimeHyBaHHS Ta MicLLe3HaxX0MKEHHS BUKOHABLS Ta 3aU/ly4YeHUX A0 AOKIIHIYHOTO BUBYEHHS AOCIAHNLBKNX
yCTaHOB (aNns 6aratoLeHTPOBUX AOCNIKEHD).

2.3. M.L.B. i micue po6oTH KepiBHVKA AOC/ILXKEHHS.

2.4.MN.1.B. i micue po60TK ronoBHOro gocnigHuka(ie) i3 3a3HauyeHHAM BUAY AOCNILKEHb, AeNeroBaHuX KepiBHUKOM
[OCNIIKEHHSA rO/IOBHOMY AOC/iAHMKY(am) B pasi NpoBeAeHHs 6aratoLeHTPOBUX AOC/TiAXEHb.

3. [laTtyBaHHA
3.1. Jata 3aTtBepAXeHHsA NpoTokony (M/1aHy) AOK/MIHIYHOrO BUBYEHHSA MiANMCOM KepiBHUKA AOCNIIKEHHS.

3.2. latn y3rompxeHHs NpoTokoAy (NaaHy) AOKMIHIYHOIO BUBYEHHS NignncaMm KepiBHuka SOCAiAHNLLKOT YCTaHOBY
Ta crnoHcopa.

3.3. 3annaHoBaHi gaTy noyatky Ta 3akiH4eHHs1 [OCNigKEHb.
4. AnzaiiH AocnigpKeHHs

4.1. MNMocunaHHA Ha MeToAMYHI pekomMeHAaLil Ta MeToaun, ANPeKTnBK | HacTaHoBy EEC Wwoa0 3annaHoBaHUX
[OCNIoKEHD.

4.2. O6r'pyHTyBaHHS BMO60OPY TECT-CUCTEM.

4.3. XapakrepucTuka TecT-CUCTeM i3 3a3Ha4YeHHAM BuAy, NigBuAay, Nopoau, cTaTi, BIKOBOro Aiana3oHy i macu Tina,
KiNbKOCTI, [ykepena HaaxXoMKeHHs, YMOB YyTPUMaHHSA, paLioHy, BogonoctayaHHs, NigcTUAKK, npoueayp akniMaTusauii
Ta paHaomizadii.

4.4. XapakTepncTuka TecT-3paska (Ha3Ba nikapcbkoro 3acoby, MbkHapogHa HenaTeHTOBaHa Ha3Ba, Ha3BU KOXHOT
aKTMBHOI cybCcTaHLil, B TOMY umcni 3a HomepoM CAS, nikapcbka chopma, cuna aii, hapmakosoriyHa gisi, Homep cepii,
Aata ofepxaHHs, hi3uKo-xiMiuHi napameTpu, TEPMiH NPUAATHOCTI, YMOBY 36epiraHHs, 3axoam 6e3nekun npyu poboTi
Ta iH.).

4.5. XapaktepucTtuka pedepeHc-3paska (Ha3Ba /likapcbkoro 3acofby, MbkHapogHa HenateHToBaHa Ha3Ba, Ha3Bu
KOXHOT akTUBHOT cybCcTaHu,ji, B TOMY Yncsi 3a HomepoM CAS, nikapcbka dpopma, cuna gii, papmakonoriyHa gis,
HOMep cepii, TEPMiH NPUAaTHOCTI, yMOBM 36epiraHHs Ta iH.).
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4.6. Cnocib yBefileHHs TeCcT-3paska i Moro 06rpyHTyBaHHs.

4.7. PiBHi 103 Ta/ab0 KOHLEHTpaLili, YacToTa i TpUBaiCTb BBEAEHHA/HAHECEHHS Ta X 06I'PYHTYBaHHSA. BuuepnHa
iHhopmauis Woao npoLecy NigroToBky TeCT-3paska [0 BBEAEHHS. FKLO0 TECT-3pa3okK i pehepeHc-3pa3ok yBoAATbCA
B PO3YMHi/cycneHsii, HagaeTbes AeTasibHa iHhopmMaLis MPO PO3YMHHUK Ta OAHOPIAHICTb, KOHLLEHTPAL | CTabifIbHICTb
TECT-PEYOBUHN Y LIbOMY PO3UYNHHUKY.

4.8. leTasibHa iHhopMauis WOAO N1aHy eKCNePUMEHTY, BK/IOYAUM XPOHOMIOTIYHNIA ONKUC NpoLeayp AOCIXKEHHS,
BCiX MeTofiB, MaTepianis i o6nagHaHHA, TUNY i NepioAMYHOCTI aHani3iB, BUMiIpIOBaHb, CMOCTEPEXEHDb | 06CTEXEHD,
LLLO0 NOBWHHI NPOBOANTUCS.

4.9. feTasnibHa iHhopMaL,isa WoA0 CTaTUCTUYHMX METOAIB, L0 MatloTb BYT BUKOPUCTaHI.
4.10. NMepenik maTtepiasiB AOKNIHIYHOIO BUBYEHHS, LLIO MaloTb 36epiratich y apxisi 4OCNIAHNLBKOT YCTaHOBMW.

Jopatok 3 go MNopagky NpoBeAEeHHS AOKMiIHIYHOrO BUBYEHHS MiKAPCbKMX 3aC06iB Ta eKcnepTu3n martepianis
[0 K/iHIYHOrO BMBYEHHS MiKapCbKMX 3ac06iB

MOMNPABKA

(nopsigkoBuMiA HOMep NonpaBKK)

A0 NPOTOKOY (NTAHY) AOKNIHIYHOIO AOCNIAKEHHA

(Homep/wudp, Ha3Ba AOCNIAKEHHS)

KoposaHuii HoMep [0CigKEHHS

[arta nignucaHHa NnpoTokony (nnaHy) AOCNIAXEHHA

MyHKT NnpoToKoAy (MnaHy) [OCNIMKEHHS, SKOro CTOCYETLCSA

nonpaska

OO6I'pyHTYBaHHS

3MmicT nonpasku

KepiBHuk gocnigxenHs (M.1.B.)

Jara

HalimeHyBaHHs ropuanyHoi ocobw/l.1.6. disnyHoT 0cobu 3aMoBHMUKaA
Jara

JopaTok 4
0o Mopsiaky NpoBeAeHHs 40 KAIHIYHOTO BUBYEHHS NiKapCbKMX 3ac06iB
Ta ekcnepTv3n MaTtepiasliB AOK/IHIYHOrO BUBYEHHS JTiKAPCbKUX 3ac06iB

BIAXWNEHHA

(nopsakoBUA HOMEp NonpaBKu)

BI, MPOTOKONY (M/TAHY) ACKNIHIYHOIO JOCNIAKEHHS

(Homep/wudp, Ha3Ba AOCNIAKEHHS)

Koposanuii Homep [0CigKEHHS

[Jata nignucaHHa npoTokony (naaHy) AoCNiIKEHHA
MyHKT NPOTOKOAY, SAIKOrO CTOCYETLCA BiAXUIEHHS
MpuunHa BiaXUneHHA

3MiCT BigXuneHHs

KepiBHuk gocnigxeHns (M.1.B6.)
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Jara
HalimeHyBaHH$ opnamnyHoi ocobu/MN.1.6. disnyHoi 0cobn 3amoBHUKa

Jara
Jopatok 5

0o MNopsiaky NpoBeAeHHs 40 KIIHIYHOTO BUBYEHHS NiKapCbKMX 3ac06iB
Ta ekcnepTnsu martepianis A0 KIiHIYHOrO BUBYEHHS MiKapCbKMX 3ac06iB

BUNPABNEHHAIAONOBHEHHA

Ne

(nopsaKkoBUIA HOMep NonpasKu)

A0 3BITY NPO AOKNIHIYHE AOCNIAXEHHA

(Homep/wudp, Ha3Ba AoCNIMKEHHS)

KofoBaHwuii HoMep AOCNIAKEHHS

[arta nignucaHHa 3BIiTY

MyHKT 3BiTY, AKOTO CTOCYETHLCS BUNPaBEHHA/LONOBHEHHS
OO6r'pyHTYBaHHS1 BHECEHHS BUNPAB/IEHHS/A0NOBHEHHS

3MicT BUNpaBeHH:A/LONOBHEHHS

KepiBHuK pgocnigxenHs (M.1.6.)

Jarta

HalimeHyBaHH$ opngmnyHoi ocobu/M.1.6. disnyHoi ocobu 3amoBHUKa
Jarta
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