BHECEHO

| 1o egumor
PEECTPY HOF

Mpo 3aTBepmxeHHA Mopaaky NnpoBeaeHHA K/iHIYHMX BUNPOGyBaHb
NiKapCcbKUX 3acO06iB Ta eKCrnepTusu marepiasiB KiHIYHNX

BUNPOOYyBaHb i TMUNOBOro NOMIOXEHHS NMPO KOMICIi 3 TUTaHb €TUKN

Haka3 MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu
BiA 23 BepecHs 2009 poky N 690
3apeectpoBaHo B MiHicTepcTBi tocTULiTl YKpaiHu
29 xoBTHs 2009 p. 3a N 1010/17026
I3 3MiHaMK | fOMNOBHEHHAMU, BHECEHUMMA
Haka3amu MiHicTepCcTBa OXOPOHY 3[0PO0B'A YKpaiHu
Big 12 nunHa 2012 poky N 523,

Bif, 6 TpaBHs 2014 poky N 304,

Bif, 18 rpyaHAa 2014 poky N 966,

Bia 1 oBTHA 2015 poky N 639
JlonaTtkoBo AMB. pilleHHS
JepxaBHOi cyx6u YKpaiHn 3 nuTaHb peryisaTopHOT NOMAITUKN Ta PO3BUTKY MiANPUEMHULTBA
Big, 26 notoro 2014 poky N 23

BignosigHo o ctaTeli 7, 8 3akoHy YkpaiHu "Ipo nikapcbki 3acobun”, AupekTtuBu €Bponelicbkoro MapnameHTy
Ta Pagun 2001/20/€C "Tpo HabNMKEHHS 3aKOHIB, NiA3aKOHHNX aKTiB Ta agMiHICTPATMBHUX MNOMOXEHb AepXKaB-
Us1eHiB CTOCOBHO 3anpoBaXeHHA HANEXHOI KNiHIYHOT NPaKTUKM NpW NpoBefEeHHI KiHIYHMX BUNPOBYBaHb
NiKapcbkMx 3aco6iB 415 BXMBaHHA N0AMHOK" Big 4 kBITHA 2001 poky (i3 3MiHaMK), a TakoX 3 METOK LOCATHEHHS
rapMoHizaL,ii 3 MbXHapoAHUMY NpaBuiammn NPOBEAEHHS KiHIYHMX BUNPOBYBaHb Nikapcbknx 3acobis HAKA3YIHO:

1. 3aTBepanTu MopanoK NPOBeAEHHS KNiHIYHUX BUNPOBYBaHb JlikapCbKMX 3ac06iB Ta eKCnepTn3u mMmartepianis
KNiHIYHMX BUNPOOYBaHb, L0 A4OAAETLCS.

2. 3arBepaunTn TUNOBE MNOJIOXEHHSA NPO KOMICIT 3 NUTaHb ETUKN.

3. Bu3aHaTtu Takmmu, L0 BTPATWIN YMHHICTb, Haka3 MiHiCTepcTBa OXOPOHM 340p0B'A Ykpainm Big 13.02.2006 N
66 "Mpo 3aTBepAxeHHsA MNopsaky NpoBeAEeHHS KAIHIYHUX BUNPOOYBaHb NiKapCbkMX 3ac06iB Ta ekcnepTusn
marepianis KNiHiYH1X BUNPoOyBaHb i TMMOBOr0 NOJIOXKEHHS NMPO KOMICIlO 3 MMTaHb eTUKW'", 3apeecTpoBaHnii y
MiHicTepcTsi tocTuuii Ykpainn 10.03.2006 3a N 252/12126, Haka3 MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif
17.05.2007 N 245 "MMpo 3arBepaKeHHs MNopsaaKy BU3HAUYEHHS creviasizoBaHnX NikyBasibHO-MPodinakTMyHmX
3aKnagiB, Y SIKUX MOXYTb MPOBOANTUCH KiHIYHI BUNPOOYBaHHSA NiKapCbKMX 3aC06iB", 3apeecTpoBaHuin y
MiHicTepcTBi tocTuuii Ykpainn 17.08.2007 3a N 950/14217, Ta Haka3 MiHicTepcTBa OXOPOHUW 340POB'A YKpaiHu Bif,
11.08.2006 N 560 "IMpo 3arBepmxeHHs MNepeniky NikyBasibHO-NPOMINaKTUYHUX 3aKNagiB, B AKUX MOXYTb
NPOBOAUTUCH KNiHIYHI BUNPOBYBaHHSA Nikapcbknx 3acobis".

4. AnpekTopy JenapTameHTy perysaTopHOT NOMITUKN y cdpepi 06iry nikapcbknx 3aco6iB Ta NpoaykLii B
cucTeMi OXopoHU 340poB'a 0. B. KoHCTaHTIHOBY 3a6e3neunTi B yCTAHOB/IEHOMY NOPSAKY AEPXKABHY PeecTpaLito
LbOro Hakasy B MiHiCTepCTBi HOCTULT YKpaiHW.



5. KOHTponb 3a BUKOHaHHAM Haka3y noknacTu Ha 3acTynHuka Midictpa 3. M. MuTHuka.
6. Haka3 Habypa€e YMHHOCTI 3 AiHSA 10ro ogoiliiHOro ony61iKyBaHHS.

MinicTp B. M. KHaseBuy
NOroAXXeEHO:

Fonosa [lep)xaBHOro KOmiTeTy
YKpaiHu 3 NUTaHb perynsaTopHol

NoNiTUKKN Ta NigANPUEMHULTBA O. Kyxenb
Mpe3uaeHT AMH YKpaiHn,
akagemMik HAH i AMH Ykpainu 0. ®. BosiaHoB
B. 0. FonoBn AHTUMOHOMNONbLHOIO
KOMiTeTy YKpaiHu O. MenibHMYEHKO
3ATBEPOXKEHO

Haka3 MiHicTepcTBa OXOPOHW 340P0B'A YKpaiHu

Bif 23 BepecHst 2009 p. N 690

(y pepakuii Hakazy MiHicTepcTBa 0XOPOHUW 30,0POB'A YKpaiHu
Big 12 nunHaA 2012 p. N 523)

3apeecTpoBaHo

B MiHicTepcTBi tocTuuii YkpaiHu

29 x0BTHA 2009 p. 3a N 1010/17026

NOPAQOK
npoBeAeHHA K/iHIYHUX BUNPOOYBaHb NiKapCbKUX 3ac006iB Ta
eKkcnepTnsn martepianiB KNiHIYHUX BUNPOOYBaHb

l. 3aranibHi NO/TOXXeHHSA

1.1. Llein Mopsapnok po3po6ienuii BianosigHo fo ctarteitn 3, 44 OCHOB 3aKOHO4aBCTBa YKpaiHu MPO OXOPOHY
3[10poB's, cTateit 7, 8 3akoHy YkpaiHu "lMpo nikapcbki 3acobu”, 3akoHy Ykpaiiu "Mpo 3axmcT nepcoHasibHKX
JaHux", 3 ypaxyBaHHSAM BUMOT [vpekTB €Bponeiicekoro MapnameHTy Ta Pagn 2001/20/€C Big 04 kBiTHSA 2001
poky, 2001/83/€C Big 06 nuctonaga 2001 poky, MoctaHoB €Bponelicbkoro MapnameHTy Ta Pagm 1901/2006 Big
12 rpyaHsa 2006 poky Ta 1902/2006 Big 20 rpygHs 2006 poky, ICH GCP, MiXHapogHUX eTUYHUX NPUHLMNIB
6ioMeAnUHMX AO0CAIMKEHD i3 3a/TlyYEHHAM MI0ANHN Ta €TUYHOTO KOAEKCY Nikapsi.

1.2. Lleli MNopsifok BCTAHOB/IHOE OCHOBHI BUMOTYW A0 NPOBEAEHHS KiHIYHNX BUNPOOYBaHb NikapCbkux 3acobis,
AKIi MOXYTb NPOBOAMTUCH 3@ Y4acTHO NauieHTiB (406pOBO/IbLiB) 38 MOBHOI a60 CKOPOYEHO NPOrpamoto, y TOMy
yucni go BMNpobyBaHb 6io4OCTYNHOCTI/GIOEKBIBASIEHTHOCTI, @ TAKOX MDXKHAPOAHMX BaraToLeHTPOBUX KAIHIYHNX
BMNPOOYBaHb.

1.3. Liei Mopsaok NOWNPOETLESA Ha BCi BUAW KMiHIYHNX BUNPOOYBaHb /liKapCbKUX 3aco6iB, 3a BUHATKOM
HeiHTepBEHLNHNX JoCAiAKEeHb Ta KNIHIYHNX AOCNIMKEHb, SiKi NPOBOAATLCA 6e3 yyacTi hapmaLeBTUUHUX
KOMMaHili y paMKax HayKOBO-AOC/TiAHULBKMX POOIT.

Llei Mopsgok He NOLIMPHETLCS Ha BCi BUAM KNIHIYHUX BUNPOBOYBaHb TKAHWUHHKWX i KTITUHHWX TPaHCNaHTaTiB, Y
TOMY 4MCi CTOBOYPOBUX KNITUH XOPAOBOI (MyNOBUHHOI) KPOBI.

1.4. MNMpoBeaeHHs ekcnepTnsn martepianis KNiHIYHUX BUNPOBYBaHb, & TakoX NPOBeAEHHS KNiHIYHOro ayanTy
KNiHIYHOro BUNpo6yBaHHSA Nikapcbkux 3aco6iB NoknageHo Ha Al "depxaBHuii ekcnepTHWI LeHTp MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHn" (gani - LieHTp).

Il. BusHaueHHs1 TepMiHiB
2.1. Y ubomy Nopsagky TEPMiIHU BXUBAKOTLCA Y TaKOMy 3HAYEHHI:
6araToLeHTpOoBe K/iHIiYHEe BUNPOGYBaHHA (LOCNiLKEHHS) - BUNPOOYBaHHS /likapCbKoro 3acoby BifnoBigHO A0
€MHOro NPOTOKO/Y KNiHIYHOro BUNPO6GYBaHHSA, WO NPOBOANTLCA BiflbLU HiXK B OAHOMY MICLLi NPOBEAEHHS
[OCNiAXeHHS;
6i0fOCTYNHICTb - LUBUAKICTb Ta CTYMiHb, 3 AKMMU [il04a peyvoBrHa abo ii akTBHUIA KOMMOHEHT abcopbyeTbCs
(YCMOKTY€ETbCS) 3 NiKapCbKoT (hOpMK | CTae AOCTYMNHOW B MicLj Aji;



6i0eKBIBaNIEHTHICTb - ABa NiKapCbKMX 3aC00M BBaXKaOTbCSA GIOEKBIBA/IEHTHUMU, SKLLO BOHU € hapMaL,eBTUUYHO
€KBiBa/IEHTHUMY ab0 hapMaLeBTUHHO a/TbTEPHATUBHMMMU i SKLLO TXHI 6i040CTYNHOCTI MiCNs BBEAEHHS B OAHIN i
Tl camiin MONSAPHI 403i NOAIGHI 4O TAaKOro CTyneHs, Wo eekTy Lmx npenapariB WoA0 edeKTUBHOCTI Ta
6e3neyHocTi 6yayTb NO CyTi OAHAKOBMMMU;

61U13bKi poani - i3nyHi 0cobur, NPUPOAHNIA 3B'A30K MK SKUMU I'PYHTYETBCSA Ha NOXOLKEHHI OZVH Bif 04HOTO
a6o Big, cniNbHWUX NPeKiB | Mae NpaBoBe 3HAYEHHA Y BUNaakax, nepefbdadyeHnx 3aKoHO4aBCTBOM. Bansbkumun
poavyamMm € HoNOBIK/APYXUHA, 6aTbkn, AT, pigHi 6paTtu i cecTpy;

6poluypa gocnigHvka - pecepatMBHUi BUKIaA AOKAIHIYHMX Ta KAIHIYHWUX 4aHUX NP0 AOC/iAKyBaHWI
NiKapcbKnin 3aci6, Aki MatoTb 3HAUYEHHS /151 MOr0 BUBUYEHHS HA JIIOAMWHI;

BMPOGHUK NiKapCbKoro 3acoby - topuamyHa 0coba, sika 34iicHI0e xo4a 6 o4uH 3 eTaniB BUPOGHMLTBA
nikapcbKoro 3acoby, yk/oyaumn nakyBaHHs;

JocnimxyBaHuin (Cy6'exT AOCNIAKEHHS) - NALEHT (340POBUIA O06POBO/ELb), AKWIA 3ri4HO 3 YNHHUM NOPSAKOM
6epe yyacTb y KIiHIYHHOMY BUNPOGYBaHHI;

JocnigKyBaHWin nikapcbknii 3acib - nikapcbka hopma akTMBHOI cybcTaHLii a6o nnaue6o, Lo BUBYAETLCA abo
BMKOPUCTOBYETLCA A151 NOPIBHAHHS Y KNiHIYHMX BUNPOOYBaHHSX, yK/oYalouM npenapartu, Ha siki BxXe BugaHe
peecTpalLiiiHe NocBigYEHHS, ane BOHW BUKOPUCTOBYHOTLCA abo BUIrOTOB/IAOTLCA (CKNafeHi abo ynakoBaHi) B
iHLLWIA cnoCi6 NOPIBHSAHO i3 3apPEECTPOBAHOK NiKapCbKOoK hopmoto, abo BUKOPUCTOBYIOTHLCS 3a
He3apeecTpoBaHMMM Moka3amMu, abo X BUKOPUCTOBYHOTbCA [/1 OTPUMaHHA 40AaTKOBOT iHchopmMaLii npo
3apeecTpoBaHy hopMy nikapcbKoro 3acoby;

AocnigHuk/cniBgocnigHVK - Nikap, KUl Mae [OCTaTHIO NPOIECIiliHY NiAroTOBKY Ta AOCBIA, /liKyBaHHA NaLi€HTIB,
3Hae npaswsa HaIeXHOT KiHIYHOT NPaKTVKV Ta Bi4NOBIAHI HOPMATMBHO-NPAaBOBI akTW. JocnigHVK Hece
BiAMOBIA&/IbHICTb 38 NPOBEAEHHS Y MICLi AOCNIIKEHHS KNIHIYHOro BUNpobyBaHHSA NikapcbKoro 3acoby. HAKLLo
KNiHIYHe BUNPOBYBaHHA NPOBOAMTLCA rPYNoto 0Ci6 Yy NEBHOMY MiICLi NPOBEAEHHA AOCNIMKEHHS, OAMH i3
OOCNiAHUKIB BU3HAYAETLCA BiAMNOBIAANbHUM KEPIBHUKOM AOCNIAHULBKOT Tpynn i MoXe HasuBaTucs
BiANOBIA&/IbHUM A0CNIAHVKOM,;

[0CbE A0CNigKYBaHOro NikapcbKoro 3acoby - iHhopmalis WoA0 AKOCTi KOXKHOro AOCNIAXKYBaHOr0 J1ikapCbKoro
3aco0by, y ToMy uncni npenapartiB NoOpiBHAHHA Ta nnauebo, a TakoX AaHi AOKMIHIYHMX A4OCiAKEHb Ta BigOMOCTI
npo nonepeaHi KNiHiYHi BUNPo6yBaHHA abo K/liHIYHE 3aCTOCYBaHHSA AOC/IAKYBaHOMO iKapCbKOro 3acoby;

ekcnepTusa MaTepianis KNiHIYHOro BUNpobyBaHHSA - NepeBipka, aHasi3 Ta OuiHKa MaTepianiB KiHiYHOro
BMNPOBYBaHHA NiKapCbKoro 3acoby 3 METOK MiArOTOBKM MOTMBOBAHUX BUCHOBKIB LLOAO NPOBELEHHS KNiHIYHOTO
BMNPOOGYBaHHSA / WoA0 CyTTEBOT NONPaBKY;

3aknaj, 0XopoHU 340p0B'a (NikyBaslbHO-NPOQINaKTUYHMIA 3aKknaga) (gani - JIM3) - opuguyHa ocoba byab-aKol
dhopmmn BnacHOCTI Ta opraHisaviiiHo-npaBoBoi hopMun abo i BigokpemaeHni nigpo3ain, OCHOBHNMM 3aBAaHHAMM
AKMX € 3a6e3neyeHHs MeanyHOro 06CyroByBaHHSA HacCeeHHs Ha OCHOBI BiZNOBIAHOI MiLeHsii Ta NpodecinHoT
[ifANbHOCTI MeanyHuX (chapMaueBTUYHNX) NpaLiBHUKIB;

3aKOHHI NpeACTaBHWKY - 6aTbKW, YCUHOB/OBAYi, 6aTbkn-BrxoBaTeni, ONikyHW, NiKNyBaslbHUKW, NPefCTaBHUKN
3akn1ajiB, ki BUKOHYIOTb 060B'A3KM OMiKyHIB Ta NiKNyBaIbHUKIB;

3asBHUK KNiHIYHOro B1NpobyBaHHs - hisnyHa abo puamyHa ocoba (Hanpuknag, CrnoHCop, KOHTpaKTHa
AocnigHuubKka opranizauist), ska nogae 3asBy A0 LieHTpy Ans ogep)XaHHsS BUCHOBKY LLLOAO NPOBEAEHHS
KniHiYHoro BunpobyBaHHA / LWOAO CYyTTEBOI NONPAaBKN. 3asABHUK, AKLLO BiH HE € CNOHCOPOM, MOXe nogasaTu
3aBYy NvLLIe 38 HAsBHOCTI AOPYYEHHS, BUAAHOIO CMIOHCOPOM, 3 Y4iTKO BUSHAYEHUMW [efieroBaHimMm
NOBHOB&XEHHAMU;

3BIT NPO K/iHIYHE BUNPOOYBaHHS - HafaHi B NMCbMOBI (DOpMi pe3ynbTaTu K/iHIYHOro BUNPOGYBaHHS Ta ix
aHanis;

ineHTUbikauiiHii koA AOCAiAXYBaHOrO/HOMED - YHIKa/IbHUIA ifeHTUdIKaTop, LU0 NPUCBOKETLCA AOCNIAHAKOM
KOXXHOMY Cy6'ekTy BUNpOOyBaHHSA A5 3a6e3neyYeHHs Moro aHOHIMHOCTI Ta BUKOPUCTOBYETBLCS 3aMiCTb Mpi3BuLLa
y MaTepianiax KI1iHiYHOro BUNpobyBaHHS;

iHOMBiLyanbHa peecTpauiiiHa chopma (gani - IP®) - opykoBaHwWii, €/IeKTPOHHNIA ab60 ONTUYHWI [OKYMEHT,
npu3HaveHuii o BHECEHHS B HbOrO BCIEl nepea6ayeHol NPOTOKOMOM KAiHIYHOro BUNPobyBaHHS iHhopmMaLli, ska
nignarae nepegadi CNOHCOPY, WOAO KOXHOro A0CAiAXYBaHOro;

iH(hopMOBaHa 3rofa - pilleHHs B35TK y4acTb Y K/AiHIYHOMY BUNPOGYBaHHI, sike Mae 6yTu CklageHo B
NMCbMOBI (hopMmi, JaToBaHe Ta nignvMcaHe, NPMAMaeTbCs OBPOBIILHO MIC/1IA HATEXHOro NOIHAYOPMYBaHHA NPo
Xapaktep K/iHIYHOro BUNPobyBaHHS, I0r0 3HaYEeHHS, BNAVB Ta PU3NK, BigMOBIAHMM YUHOM LOKYMEHTa/IbHO
ochopMsETbCA 0CO6OI0, Sika CNPOMOXHAa AaTu 3roAy, abo ii 3aKOHHUM NpeACcTaBHUKOM (6/1M3bKUM poguyem); y
BMHATKOBMX BUMaAKax, AKLO BignoBigHa ocoba HeCnpoMOoXHa nucaTtu, BOHa MOXe AaTu YCHY 3rofy B
NPUCYTHOCTI LOHaliMeHLLe OAHOrO CBifKa, SIKUA 3acBigyye 3rody cy6'ekTa AOCNIAKEHHSI B MUCbMOBIN
iHbopMOBaHiit 3rogj;



KNiHIYHe BUNPOBYBaHHS (LOCNILKEHHS) NiKapCbKoro 3acoby - HaykoBO-A0C/iAHULbKA PO60Ta, METO SKOT €
6yab-ske AOCIMKEHHS 3a y4acTIo MoAVHN AK cy6'ekTa AOCNIMKEHHSA, NPpU3HAYeHe 415 BUSIBNIEHHS abo
NiATBEPAKEHHS KNIHIYHMX, dapMaKOKIHETMYHMX, dapMakoguHaMiyHMX Ta/abo iHwnx edekTiB, y TOMy unchi gns
BMBYEHHS YCMOKTYBaHHSA, po3noginy, Metaboniamy 1a BuBefeHHA o4Horo abo KifibKox Nikapcbkux 3acobis Ta/abo
BUSIB/IEHHA NOBGIYHNX peakLiin Ha oanH abo Aekinbka AOCNifKYBaHUX NiKapCbKMX 3ac06iB 3 METOH OLLHKM 1i0ro
(iX) 6e3neyHocTi Ta/abo edheKTMBHOCTI;

KNiHIYHWI ayanT KIiHIYHOTO BUNPOG6YBaHHS - npoueaypa odiuiliHoi nepeBipku LieHTpoM maTtepianis
(BOKYMEHTIB) KNiHIYHOro BUNPOBYBaHHS, NPUMILLLEHb, YCTAaTKyBaHHA Ta 06/1agHaHHS, 3annciB, CUCTEM rapaHTil
6e3nekn, AKOCTi Ta IHLWNX pecypciB, AKi MaloTb BiAHOLLIEHHA A0 KNiHIYHOro BUNpobyBaHHS i AKi MOXYTb MICTUTUCA
y NiKkyBa/IbHO-NPOQiNakTMYHOMy 3aknagi, nabopaTopisx, NPUMILLLEHHAX CroHcopa abo KOHTPaKTHO-
[OCniAHMLBKOT opraHisayii ToLLo;

KOMiCisi 3 MUTaHb eTUKU NPU JiKkyBaslbHO-NPohinakTMyHOMy 3akniagi (4ani - KOMIcis 3 NUTaHb eTUKN) -
HesasiexHuii opraH, Lo Aie Npy 3aknagi OXOpoHW 340poB'A (NikyBasibHO-NpodinakTMuHOMy 3akniagji), Ae
NPOBOAATLCS KMiHIYHI BUNPOOYBaHHS, KW BK/IOYAE MeANYHNX/HAYKOBMX CNeLjianicTiB, 0ci6 iHWmnX
cneujasibHOCTEeN, NpeACTaBHMKIB IPOMaACLKOCTI, siKi 34IMCHIOTb Hara4 3a A0TPUMaHHAM npas, 6e3nekoto,
6narononyyysamM LOCNigKyBaHUX NauieHTiB (340p0BUX J06POBO/LLIB), ETUYHUX Ta MOPasIbHO-NPaBOBUX
NPVHLMNIB NPOBEAEHHS KNiHIYHOro AOCNIIAXEHHS.

Kowmicis 3 nuTaHb eTUKK Npu 3akiaji 0XOpoHW 300P0B'A (NiKyBanibHO-NPOMiNnakTMyHoMy 3aknazi) Ha niacrasi
OLLiHKV €TUYHMX Ta MOP&a/IbHO-MPABOBUX NPUHLMNIB NOTOAXKY€E NPOBEAEHHS KNiHIYHOTO BUNPOBYBaHHSA
6e3nocepeHbLO Yy MiCLi MOro NPoBeAEHHS, L0 po3TalloBYETbCS Ha 6asi /M3, npu SikoMy CTBOpPEHa i gje us
KOMicisi;

KOHTpaKTHa JOCNifHULbKA opraHisauis - doisnyHa abo topuamyHa ocoba, ska B paMkax yrogy 3i CHoHCOpPOM
BMKOHYE OHY UM BinbLue oro cpyHKLi (NOBHOBaXEHB) Y KNiHIYHOMY BUNPOOYBaHHI i Aje Ha NigcTaBi AOPYYEHHS,
BMAAHOr0 CMOHCOPOM, 3 YiTKO BU3HAYEHUMM AeNeroBaHUMY NOBHOBAXEHHAMY;

nikapcbki 3ac0bu - peyoBUHM abo X CyMilli MPUPOAHOro, CUHTETUYHOTO YN BIOTEXHO/IOTIYHOrO NOXOMAKEHHS,
SIKi 3aCTOCOBYIOTbCS A1 3an0biraHHs BariTHOCTi, NPOiNakTUKX, AiarHOCTUKN Ta NiKyBaHHSA 3aXBOPIOBaHb toaei
ab0 3MiHW CTaHy i (PyHKLiiA opraHiamy;

MicLe NpoBeAeHHs BUNPOoByBaHHA (fani - MMB) - micue, ae 6e3nocepeHbO NMPOBOAUTLCA OCHOBHA
LiSNTbHICTb, NOB'A3aHa 3 K/IHIYHUM BUNPOOYBaHHAM (BK/IKOYEHHS NaLEHTIB, JTiKyBaHHS, CNOCTEPEXEHHS TOLWO), Y
NiKyBasIbHO-NPOiNIakTUIHOMY 3aKnagj;

MOHITOp - 0c06a, Npr3HaYeHa CNOHCOPOM ab0 KOHTPaKTHOI AOCAIAHMLBKOK OpraHi3aujieto, ika KOHTPOSIIE
NpoBeAEHHS KMIHIYHOrO BUNPOOGYBaHHSA BiAMNOBIAHO A0 MPOTOKOY KAiHIYHOro BUNPOOYBaHHS;

HeiHTepBeHLiiHe AOCAIAKEHHS - OCMIMKEHHS, Y AKOMY JliKapCbki 3aC06M NPU3HAYaTLCA 3BUYARHNM
cnoco6om BiANOBIAHO A0 3aTBEPKEHOT IHCTPYKLii 3 MEAMYHOrO 3aCTOCYBaHHSA. 3asly4yeHHs naiieHTa B rpyny 3
BM3HAYEHUM METOAOM iKyBaHHS B MPOTOKO/Ii KNiHIYHOrO AOCNIMKEHHS 3a3fanerigb He nepefbdayeHo, a
NPU3HaYeHHs NiKapCbkoro 3acoby AUKTYETLCA CYHACHOI NPaKTUKOKO i HEe 3a/1eXUTb Bif PILLEHHS BK/IOUUTY
nauieHTa y Bunpo6yBaHHs. He 3aCTOCOBYHOTb A0AATKOBUX AiarHOCTUYHUX ab0 MOHITOPUHIOBMX Npoueayp LWoao
nauieHTis, a Ana aHanisy 3ibpaHmx AaHUX BUKOPUCTOBYIOTb enigemiosioriyHi MeToau;

HenepegbavyBaHa NobiuHa peakuis - NobiuHa peakuisi, xapaktep abo TSXKKICTb SKOT He Y3rogpKyeTbCsl 3
HasiBHO iHhopMalLlieto NPO Jlikapcbkuii 3aci6 (Hanpuknag, 3 6poLIYpoto AoCigHUKA /151 HE3apPEeECTPOBAHOI0
NiKapCbKOro 3acoby abo 3 IHCTPYKLIE 3 MeANYHOro 3aCTOCYBaHHS / KOPOTKOIO XapaKTePUCTUKOK A5
3apeecTpoBaHOro MikapcbKoro 3acoby);

navuieHT (340p0oBuii JO06GPOBOELb) - 0c0ba, sika MoXe 6yTU 3aydeHa SK focnigpKyBaHa 40 K/iHIYHOro
BMNPOOYBaHHSA MiKapCbKOro 3acooy;

NepPBUHHI MeAUYHI [OKYMEHTU - OpUTiHasIbHI JOKYMEHTW, AaHi i 3anvucuy (Hanpuknag, MeguyHi kaptu
CTauioHapHWX XBOPUX, MeAUYHI KapTh ambynaTopHUX XBOPUX, labopaTopHi 3anmcu, cnyx60Bi 3anncku,
LLIOAEHHUKN AOCAiMKYBaHMUX a60 ONUTYBaIbHUKN, XYPHaUTM BUAAYI NTIKAPCbKUX Npenaparis, po3ApyKiBKU
npunagis, BepngikoBaHi Ta 3acBigyeHi konii abo po3wmncpoBkm dhoHorpam, MikpodoiLli, gooTorpadivHi HeraTuem,
MIKpONAiBKN ab0 MarHiTHi HOCIT, PEHTTEeHIBCbKi 3HIMKW, aMiHICTPaTUBHI LOKYMEHTH, 3anuncy, Lo 36epiraloTbCs B
anTteui, nabopatopii Ta y BigaiNeHHi IHCTPYMEHTa/IbHOT AiarHOCTUKN, OCi6, ki 6epyTb yYacTb Y KNiHIYHOMY
BMNPOOYBaHHI, TOLWO);

nob6ivyHa peakuis - y Mexax KniHiYHOro BunpobyBaHHSA Nikapcbkoro 3acoby (opuriHasibHOro/reHepnyHoro) abo
0ro BMBYEHHS 3@ HOBVMM BMKOPUCTaHHSAM, OCO6/IMBO B pasi, AKLLO TepaneBTUYHI 4031 /TiKapCbKoro 3acoby He
BCTaHOBJ/IEHI, 0 NOGIYHMX peakLiii Ha nikapcbkuii 3aci6 Tpeba BigHOCUTI BCi HEraTuBHI Ta Henepeao6adyBaHi
BiAMOBIAI Ha BBEAEHHS NikapcbKoro 3acoby 6yab-akoi Ao3u. TepMiH "BignoBiab Ha BBEAEHHS NiKAPCbKOro
3aco0y" 03Hauvae, L0 iCHYE NPUHaNMHI NpMnycTUMa BiPOriAHICTb NPUYNUHHO-HACIAKOBOTO 3B'3KY MiX
3aCTOCYBaHHAM JliKapCbKOro 3acoby Ta NobivyHO peakLieto, TO6TO B3aEMO3B'A30K HE MOXHA BUK/THOYUTU.



LLloao 3apeecTpoBaHUX Nikapcbknx 3acobiB Lieit TepMiH 03HaYa€ BCi HeraTtuBHI abo HenepegbayvyBaHi peaku,
NoB'si3aHi i3 3aCTOCYBaHHSIM /iKapCbKOro 3acoby y 3BUYaiiHUX A03ax 3 METOK NPoiIakTUKK, AiarHOCTUKN abo
NiKyBaHHS1 3aXBOPOBaHb, BiAHOB/IEHHS, KOPEKL,ii ab0 BN/IMBY Ha dPi3ionoriyuHi oyHKLT;

no6iuHe ABNLLE - 6YAb-AKUI HECMIPUATIMBUIA MEANYHMI NPOSB Y AOCAIAKYBAHOr0, Akl He 060B'A3KOBO Mae
NPUYMHHWIA 3B'A30K i3 3aCTOCYBaHHAM /ikapcbkoro 3acoby. Mo6iyHuM ABuLEeM Moxe 6yTn byab-aknii HebakaHni
Ta HenepeabadyBaHuWii NPosiB (y TOMY YMC/i 3MiHU 1aGoPaTOPHUX AaHMX), CUMNTOM ab0 3aXBOPHOBAHHS, SAKi
36iraloTbCs 3a YacoM i3 3aCTOCYyBaHHAM (4,0C/IAXYBaHOr0) NikapCbKoro 3acoby, He3asiexHo Bif Toro, NoB'aA3aHo
ue 3 NpuinoMomMm (A0CnigKyBaHOro) NikapCbKoro 3acoby uu Hi;

nonpaska [0 MPOTOKO/Y K/iHIYHOro BUNPOBYBaHHSA - MMCbMOBWIA ONKC 3MiH abo hopMasibHE PO3'ACHEHHS
TEKCTY NPOTOKO/1Y K/iHIYHOrO BUNPOGYBaHHS;

MPOTOKOA KAIHIYHOrO BUNPOGYBaHHS - AOKYMEHT, SIKUi1 ONWUCYE 3aBAaHHs, MeTOLO0/Ori0, NpoLeaypu,
CTaTMCTUYHI aCMEeKTU Ta OpraHisalito KNiHiYHOro BUNPO6YBaHHS, a TakoX, SK NpaBu/o, paHille OTpMMaHi AaHi
LLOA0 A0CAigKYBAHOrO NikapCbKoro 3acoby Ta 06I'pyHTYBaHHS KAiHIYHOTO BUNPOOGYBaHHS;

cepiio3Ha nobivHa peakLis abo cepiio3He NobiuHe SBULLE - OyAb-SKNIA HECMPUSATIUBUIA MEAUYHWIA NPOSB NpU
3acTocyBaHHi MiKapcbKoro 3acoby (HesasieXxHo Bif A03YBaHHS), Ak NPU3BOANTL A0 CMEPTI; IBNSIE 3arpo3y
XUTTIO; BUMarae rocnitanisavii abo npofoBXeHHsA TepMiHy ICHYYOI rocnitanisawii; npu3BoauTb A0
[0BrotTpyeasoi abo 3Ha4yHOI Henpaue3aaTHOCTI UM iHBaUTiGHOCTI, 40 BPOKEHNX aHOMaUTili Un Bag, PO3BUTKY;

CMOHCOP - IpuanYHa abo hisnyHa 0coba, fka Hece BigNoBIAA/IbHICTL 3a iHiliauiio Ta opraHisaLito KNiHiYHOro
BMNPOOYBaHHA Nikapcbkoro 3acoby Ta/abo noro hiHaHCyBaHHS;

CyTTEBA Nonpaska A0 NPOTOKOY KAiHIYHOro BUNPOOGYBaHHsI - MonpaBka A0 NPOTOKO/Y K/1iHIYHOro
BMNPOBYBaHHA BBaXKAETLCA CYTTEBOIO, AKLLO BOHA MOXE MaTu iCTOTHMIA BNAMB Ha 6e3neky abo isnyHuin um
NCcKXiyHWiA CTaH nauieHTa (340poBoro o6poBoNbLS), WO 6epe yyacTb y KNiHIYHOMY BUNpo6yBaHHi, abo
BMN/IMHYTU HA HAYKOBE 3HAYEHHS JOCNIIKEHHS;

YyMOBHOBaXeHa 0coba 3 AKocTi (BUPOGHUKaA) - dhinyHa ocoba, Npn3HayeHa BUPOGHMKOM, Sika BiAnoBigae 3a
rapaHTilo TOro, L0 KOXHa cepis nikapcbkoro 3acoby BUpo6aeHa 3 OTPUMaHHAM OCHOBHUX NPUHLMNIB HANEXHOI
BMPOGHUYOT NPaKTVKK, NPOKOHTPOIbOBaHAa BignoBiAHO A0 crneundikayiii Ha Nnpenapar i 4ae [o3BiN Ha peanisadito
ab0 Ha KMiHiYHI AOCNiAKEHHS KOXHOI cepii NikapcbKoro 3acoby.

2.2. IHWi TepMiHN Y LibOMY [opsAaKY BXMBAIOTLCA Y 3HAUYEHHAX, HaBeAeHMX B OCHOBaX 3aKOHOA4aBCTBa
YKpaiHu Npo 0XOPOHY 340pOB'A, 3akoHi YkpaiHu "Tpo nikapceki 3acobu”, CiMeiHOMY KOAEKCi YKpaiHu Ta iHLWmnX
HOpPMaTMBHO-NPaBOBUX aKTax.

lll. 3aranbHi NPUHUMNKX NPOBEeAEHHA K/TIHIYHNX BUNPOOGYBaHb

3.1. Yci kniHiYHi BUNnpobyBaHHA NPOBOAATLCA BigNOBIAHO A0 MDKHAPOAHUX ETUYHUX NPUHLUMNIB i3
3a6e3neyeHHsaM 3axuCTy npas, 6e3nekn Ta 61arononyyys focnimpkysaHux. KniHiyHe BunpobyBaHHA Moxe
NPOBOAMTMUCD TifIbKM B TOMY BUNAZAKY, AKLLO O4YiKyBaHa KOPUCTb BUNPAaBAOBYE PUSKK.

3.2. KniHiuHi BUNpo6yBaHHS ikapCbKnX 3aco6iB MPOBOAATLCS 3 METOK BCTAHOB/IEHHS ab0 NigTBEPAKEHHS
epeKTMBHOCTI Ta HeLLKIAIMBOCTI NikapcbKoro 3acoby. BoHn MoxyTb nposoauTucs B JMN3, aki BU3HaYa0TLCA
LEHTPa/IbHUM OpraHoOM BMKOHABUOT BNaau, Wo dhopmye Ta 3abe3neuye peanizaLiio epXaBHOi NoaiTuk1 y cdepi
OXOPOHW 300p0B'A (fani - LIOBB), 3a HAABHOCTI piLLEHHA NPO NPOBEAEHHSN K/iHIYHMX BUNPOo6yBaHb LIOBB (gani -
piweHHsa LLOBB), wo npuiAMaeTbecsa Ha nigcTaBi MO3UTUBHOIO BUCHOBKY EKCNEPTU3M MaTepiais LWoa0
NpoBeAEeHHS KNIHIYHOro BUNPOByBaHHS, akuii HagaeTbes LieHTpom (aani - BUCHOBOK).

(nyHkT 3.2 po3giny Il y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 340POB'A YKpaiHm Big 18.12.2014 p. N 966)

3.3. ¥Yci ocobu, sKi fonyyalTbea 40 NPOBEAEHHS KNiHIYHOro BUNPOGYBaHHSA, MOBUHHI MaTW HA/IEXHY OCBITY,
npodpeciliHy NiAroTOBKY i AOCBIA, 015 BUKOHAHHSA (OYHKLi Ta 060B'A3KIB, MOB'A3aHNX 3 KIHIYHM
BUNPOGYBaHHAM.

3.4. Bubip gocnigHukis Ta /N3 noknagaeTbesa Ha cnoHcopa. Bumorn go gocnigHukis 1a JIN3 HaBeAeHo B
po3gini V yboro Mopsagky.

CnoHcop Moxe feneryBatun 6yab-ski abo BCi CBOT (DYHKLT KOHTPaKTHIN AOCNigHWLbBKIM opraHizauii. Mpu ubomy
CMOHCOP 3a/IULLIAETLCSA BiANOBIAA/TbLHMM 34 iHilialilo Ta NpoBefeHHS KiHIYHOro BUNpobyBaHHS Ta 3a
iHhopmadito, ska byna 3ibpaHa B pe3ybTarTi KNiHIYHOro BUNpobyBaHHS.

3.5. YcCi KniHiYHi BUNnpobyBaHHSA pO3NOYNHAKTLCA NIC/A NPUAHATTS pileHHA LLOBB, oTpuMaHHsA npoTokony(is)
KoMicii(i) 3 nuTaHb eTukm npu /N3, ge 6e3nocepeHbO MaEe NPOBOAUTUCA K/liHIYHE BUNPOOYBaHHSA LWOA0
NOrOKEHHS LibOro K/iHIYHOTO BUNPOBYBaHHS, L0 € MiACTaBOI 4718 NoYaTKy oro NPOBEeAEHHS, Ta yKNaaeHHs
[0roBOpY MPO CTpaxyBaHHS XWUTTS | 340pOB'st nauieHTa (4o6poBoNbLS) Y NOPsSAKY, nepeabdbayeHomy
3aKOHOA,aBCTBOM.

(nyHkT 3.5 po3giny Il y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 300p0B'A YKpaiHu Big 18.12.2014 p. N 966)



3.6. 3ab6e3neyveHHst KOHIAEHLIAHOCTI 4OKYMEHTIB, L0 MOXYTb i4eHT1dikyBaT 0co6y A0CAiAKyBaHOro, €
HeoOXiAHOK YMOBOIO A1 3aXMCTy Npas A0C/iAKyBaHOro.

3.7. MNMnaHyBaHHSA, NPOBEAEHHS Ta 3BITHICTb YCiX K/iHIYHUX BUNPOBYBaHb, Y TOMY YNCAi AOC/IAKEHDb 3 OLHKA
6i0eKBiBaNIEHTHOCTI, 34iCHIOIOTLCA 3 AOTPMMAHHAM BUMOT Ta NPUHLMNIB HanexHoi kniHiuHoT npaktuku (GCP).

KoxHe K/liHiYHe BMnpobyBaHHA Nikapcbkoro 3acoby NOBMHHO 6yTW BHECEHE A0 Nepeniky KiHIYHUX
BMNPOOGYBaHb, SKUIA PO3MILLYETLCS Ha oqoiLiiiHoMy caiiTi LLOOB [0 BKIHOYEHHS NEPLLOro AOCAI4KYBaHOrO.
BHeCeHHs KNiHiYHOro BUNpo6yBaHHs 40 Nepeniky HoCUTb iHopMaLiiiHKi XapakTep Ta He MOBWMHHO
nepeLuKoXaTu oro NPOBEAEHH!O.

(nyHkT 3.7 po3giny Il fonoBHeHO a63auom ApYyrMm 3rigHO 3 HaKasom
MiHicTepcTBa 0XOpoHM 340poB'A Ykpainu Big 01.10.2015 p. N 639)

3.8. AKLL0 gocnigKyBaHUA NiKapCbKUiA 3acib HaNEXUTb [0 HAPKOTUYHUX 3ac06iB, NCMXOTPOMHUX PEYOBUH abo
NPeKypcopiB, MPOBEAEHHSA KNiHIYHOTO BUNPOBYBaHHA 3AiMCHIOETLCA TAKOX 3 AOTPUMaHHAM BMMOT 3aKOHO4aBCTBa
NpO HapPKOTUYHI 3aCO6U, MCUXOTPOMHI PEYOBUHY | MPEKYPCOPMU.

3.9. InA 3a6e3neyeHHs SKOCTi YCixX acnekTiB KiHIYHOro BUNPo6yBaHHA BUKOPUCTOBYETLCA CUCTEMA NEBHUX
npoueayp.

3.10. PeecTpaluis, 06pobka i 36epexeHHs OTpUMaHoI Nig, Yac KIiHiYHOro BUNpo6yBaHHSA iHdopmaLii MaoTb
3abe3neyvyBaTy KOPEKTHE HaZaHHs, iIHTepnpeTauito i Bepudikauito JaHnX.

Mepenik 0OCHOBHUX AOKYMEHTIB K/iHIYHOTO BUNPOBYBaHHS, siki 36epiratoTbesa y SIN3 / micui npoBefeHHs
BMNPOGYBaHHA Ta y CNOHCOPa, HaBedeHo B gogartky 1 Ao uboro MNopsagky, Ui JOKYMeHTU MatoTb 36epiratucs He
MeHLLE HiX 15 pokiB micns 3aBepLUEHHS K/1iHIYHOrO BUMPOOYBaHHSA Yy apXiBHOMY MPUMILLEHHI.

3.11. Bupo6HMUTBO Ta 36epexeHHs J0C/iAKYBaHOr0 NiKapCbKOro 3acoby, a TakoX NOBOMKEHHS 3 HUM
3[iCHIOIOTLCA Y BCTAHOB/IEHOMY 3aKOHOL4ABCTBOM MOPSAKY 3 AOTPUMAHHAM BUMOr HanexHoi Bupo6Huyoi
npaktukn (GMP) Ta HanexHoi kniHiyHoi npakTuku (GCP).

OCHOBHI BUMOTM 0 MapKyBaHHS [OC/iJ)KyBaHOro NikapCbKoro 3acoby HaBeeHi y po3gaini VI uboro MNopsaaky.
JocnigxyBaHunin nikapcbknin 3acié BUKOPUCTOBYETLCSA TifIbKM BIAMNOBIAHO [0 3aTBEPIKEHOr0 NPOTOKO/Y KNiHIYHOrO
BUNPOGYBaHHSA.

3.12. Ha 6yab-akoMy eTani KAiHiYHOro BUnpo6yBaHHs abo nicns Moro 3aBepLueHHs LieHTp Moxe npoBecTu
KMiHIYHWI ayanT KAIHIYHOro BUNPOBYBaHHSA Ha NpegMeT A0TPUMaHHA HanexHoi kiiHiuHoi npakTukm (GCP)
BignosiaHo o po3ziny Xl uboro Mopsagky.

(nyHkT 3.12 posginy Il y pepakuii Haka3y MiHicTepcTBa
OXOPOHY 34,0pO0B'A Ykpainu Big 01.10.2015 p. N 639)

IV. OCHOBHI BUMOIM A0 3aXUCTYy AO0CIMKYyBaHNX

1. 3ara/ibHi NO/IOXXEHHS NPO 3aXUCT AOCNiMKYBaHUX

1.1. 3axncT gocnigKyBaHNX 3a6e3nedyeTbCS LWASXOM OLHKM CMiBBIAHOLLEHHS PU3NK/KOPUCTL SIK Nepeq,
NpPoBeAEeHHAM KOXHOr0 K/TiHIYHOro BUNpPo6yBaHHS, B TOMY YMCi Ha NiACcTaBi nonepeaHix NpoBefeHnX
JocnigpkeHb, Tak i Nig yac 1Aoro NPoBeAeHHs WAAXOM Harnsgy 3 60Ky LIeHTpy Ta KOMICIi 3 nuTaHb eTUKK npu
nns.

1.2. 3ab6e3neuvyeTbCcs 0COH6NMBUIA 3aXMCT NALIEHTIB, SKi HECMPOMOXHI AaTW iIH(POPMOBaHy 3rogy Ha y4acTb Y
KNiHIYHOMY BUNPOGYBaHHI. Taki MayieHTn He BKIOYatoTbCS B KAiHIYHE AOCAIAKEHHS, SKLLO AOr0 MOXHa NpoBeCTH
3a y4acTio 0cib, siKi ClPOMOXHi 0COBUCTO HaAaTu iHHOPMOBaHyY 3rofy.

MauieHTn, AKi HECMPOMOXHI AaTh iIHPOPMOBaHY 3roAy, BKIOYATLCA B K/1iHIYHE BUNPOOYBaHHSA Tiflbku TOZI,
KON € MicTaBm OYiKyBaTW, L0 3aCTOCYBaHHSA [OCAILKYBAHOro NikapcbKoro 3acoby npuvHece 6e3nocepesHio
KOPWCTb NauieHTy | BOHa 6ye nepesuLLyBaTV PU3NK.

Y BunagKax, Konu Ao KAiHiYHOro BUNpobyBaHHA 3aly4atoTbCA NaLieHTH, SKi B CUY CBOTO K/TiHIYHOTO CTaHy
HECNPOMOXHi 0COBUCTO AaTu iHPOPMOBaHyY 3roay, Heob6Xif4HO oTpMMaTK iIHpopMOBaHy 3roly 3aKOHHOro
npeacTaBHMKa, a 'y pasi ioro BiACYTHOCTI - 6/IM3bKNX POAMYIB. Y NPOTOKO/II KIiHIYHOrO AOCAigpKeHHS abo B
nonpasLi [0 HbOro NOBMHHA BYTW ONMcaHa npoueaypa oTpUMaHHs iHPOPMOBAHOT 3roAy nauieHTa nicns Toro, AK
Y Hboro 6yze BigHOBNEHA CNPOMOXHICTb 0COBMCTO AaTh iHPOPMOBaHY 3rogy.

1.3. KniHiyHe BunpobyBaHHS MOXe NPOBOAMTUCA Y pasi, KoNu:

1.3.1 ouiKyBaHWi pU3KnK i HE3PYYHOCTI BY/IN 3BaXXEHI CTOCOBHO OYiKyBaHOT KOPUCTI A1 JOC/iAKYBaHUX
(naujieHTiB/300p0OBUX [OOPOBONLLIB);

1.3.2 pocnimxyBaHuin abo, SKLWO BiH He 34aTHWUIA 0COBUCTO AaTu iIHOPMOBaHyY 3roAy, Oro 3aKOHHWIA
npeacTaBHYK, a B pasi BifCYTHOCTI 3aKOHHOIO NpeACTaBHMKa Y NaLieHTIB, Ski nepebyBatoTb Y KPUTUHHOMY Ta
HeBiAKNagHOMY cTaHax, - 6/IM3bkuii POANY MaB MOXMBICTb MNifg, Yac PO3MOBY 3 BifMOBiAaIbHUM AOCAIAHWUKOM /
OOCNifAHUKOM, BiANoBiAa/IbHUM 3@ OTPUMAaHHS iIHPOPMOBaHOT 3roau, 3pO3yMiT! METY, PU3NK i HE3PYYHOCTI
KNiHIYHOro BUNpoOyBaHHS, a TakoX YMOBM, 3a AKX BOHO OyAe NpoBOAMTHCS;



1.3.3 npaBa JOCAiAXyBaHOro Ha hi3nyHe i NcuxiyHe 6,1arononyyys, TAEMHULI0 0COBUCTONO XNTTA | 3aXMCT
nepcoHasibHMX AaHux 3abesneyeHi BignoBigHO A0 BUMOr 3aKOHO4ABCTBa;

1.3.4 y BUHATKOBUX BMNagKax, sAKWOo ocoba He B 3M0O3i nucatu/untaTi, TO HEK0 MOXe ByTK AaHa yCHa 3roga B
MPUCYTHOCTI MiHIMYM OAHOrO CBifKa, AKMA NMCbMOBO 3acBifyye 3rody nauieHTa B iHOPMOBaHI 3ropj;

1.3.5 3a 6axaHHAM JOC/iLKYBaHWIA (3aKOHHWIA NpeAcTaBHWK / 6NIM3bKUIA poand, WO nignucas iHPOpMOBaHy
3roy) y 6yab-skuii yac Moxe 6e3 byab-sKoi KoM Ansa cebe (focnigKyBaHOro) NPUNUHUTY y4acTb Y KAiHIYHOMY
BMMNPOOYBaHHI;

1.3.6 nignyHkT 1.3.6 nyHkTy 1.3 rnasu 1 po3giny IV BMKIOYEHO

(3rigHO 3 Haka3om MiHicTepCcTBa OXOPOHY
340poB'sa Ykpainu Big 06.05.2014 p. N 304)

1.4. Tpn BUHUKHEHHI By Ab-AKOi NOBIYHOT peakLil, Lo MoXe PO3LiHIOBATUCS SK CTPaxoBuii BUNagok,
BiAMNOBIAA/IbHUIA JOCMIAHVK / AOCNIAHVK MA€E HEBIAKNAAHO, anie He Mi3Hille HK NPOTArom ABOX KaJleHAAapHUX AHIB
3 laTV OTPUMAHHS iHhopmaLii NPO BUHUKHEHHS NOBIYHOT peakui, iHbopMyBaTK Npo Lie CNoHcopa.

1.5. CnoHcop NpoTArom 7 kasieHA4apHUX JHIB 3 AaTu, KO/W Mpo e CTaslo BigoMO, Hanpas/isie BignoBigHe
MOBIAOM/IEHHS A0 CTPax0BOi KOMMaHii.

(nyHkT 1.5 rnaBu 1 po3sginy 1V i3 3miHaMu, BHECEHUMU 3riJHO 3 Haka3oM
MiHicTepcTBa 0XOpPOHY 340pOB'A Ykpainu Big 06.05.2014 p. N 304)

1.6. JocnigxyBaHuii abo 3aKOHHWI NpeacTaBHWK / 6M3bKi poanYi MOXYTb W iHILiaTMBHO (L0 Mae GyTu
3a3Ha4yeHo B iH(hOPMOBaHIiA 3roi) NpoTArom 9 kaneHgapHUX OHIB NOBIGOMUTU Bi4NOBIAHY CTPaxoBy KOMMaHi0
Npo akT HacCTaHHA NOBGIYHOT peakL,ii ANs OLiHKM Ti SIK CTPaxoBOro BMNaaKy.

2. HapaHHs iHpopmauii nayieHTam (340poBuM J00poBONbLLAM) NPO

K/liHIYHe BUNPOOYBaHHA Ta oAepXaHHA Big HUX IHpopMoBaHOI 3roaun

2.1. MaujeHTn (340p0BI 4O6POBO/IbL,), SKUX NAAHYETLCA 3a/ly4YUTU A0 K/iHIYHOrO BUNPOBYBaHHS, MatoTb
oTpUMaTK JOCTaTHLO iHchopMalii Npo MeTy Ta CyTb KNiHIYHOro BUNpobyBaHHSA. BignosiganbHuii gocnigHuk /
[OCNiAHVK, BIANOBIA&/IbHUIA 3a OTPYMaHHS iIHPOPMOBaHOT 3roau, iHPopMye nauieHTa (340p0BOro A06POBO/IbLSA),
a AKLLLO TOI HECMPOMOXHWIA CaMOCTIliHO AaTtu iHhopMoBaHy 3rofy, MOro 3aKOHHOro NpeAcTaBHMKa / 613bKOT0
poaunya, Woao BCix acnekTiB KiHIYHOro BUNpoOyBaHHS.

2.2. PilweHHsa naujeHTa (340poBoro A06poBosibLsA) abo oro 3akoOHHOT0 NpeAcTaBHMKa / 6113bKoro poguya
LLOA0 NPUAHATTS yyacTi abo NPOAOBXEHHS yyacTi B K/1iHIYHOMY BUNPOGYBaHHI Mae 6yTu NPUIAHATE HUM
CaMOCTIHO 1 BiNlbHO, 6€3 ByAb-5IKOro TUCKY Ha HbOrO.

2.3. MucbmoBa Ta ycHa iHhopmais Npo KNiHiyHe BUNpobyBaHHA He MOBUHHI MICTUTW BUC/IOB/IOBaHb, LLIO
3MyLLYOTh MauieHTa (340Pp0oBoro 406pOBO/bLS), @ TaKoX 0ro 3aKOHHOTo npeAcTaBHuKa / 65M3bKoro pogmya
BiMOBUTUCH Bif, CBOIX Mpas, L0 3BiNIbHATL AOCAIAHKKA, CNOHCOPa KNiHIYHOro BUNpobyBaHHS Bif,
BifNOBIA&/IbHOCTI 3a 3anofisiHy LUKOAY.

2.4. NMnucbMoBI MaTtepianin Ta ycHa iHhopmaLis Npo KiHiYHe BUNPO6YBaHHS HE MOBUHHI MICTUTK CeliasibHUX
TEepMiHiB i MatoTb ByTU 3p03yMini NauieHTy (340poBOMY [,06POBO/LL0) a0 3aKOHHOMY NMPEeLCTaBHUKY /
61113bKOMY poauyy.

2.5. focnigHuk Hagae nauieHTy (340poBOMY A06POBO/IbLI0) 260 3aKOHHOMY NpeacTaBHUKY / 611M3bKOMY
poamnyy [OCTaTHIO KiNbKICTb Yacy A8 NPUAHATTS PileHHS NPO y4YacTb Y KAiHIYHOMY BUMPOOyBaHHi. MauieHT
(3popoBunii fo6poBONELL) ab0 3aKOHHWUIA NPeACTaBHUK / 6/IM3bKUIA POAMY MOBUHEH OAepXaTu BUYEpnHi BIANOBIA
Ha BCi MUTaHHSA LWOAO0 KNiHIYHOro BUNPOBYBaHHS.

2.6. Bumorun go nucbMOoBOI Ta yCHOT iHchopMau,i, Wo HagaeTbcs nauieHTy (340poBoMy A06POBO/IbLO) abo
3aKOHHOMY MpeAcTaBHUKY / 6IM3bKOMY poauYy, HaBefeHi y aofaTky 2 A0 Luboro rMopsaaky:

(ab3av, nepmii nyHKTY 2.6 rnaeu 2 po3giny IV y peaakuii Hakasy
MiHicTepcTBa 0XOpoHM 340p0B'A Ykpainu Big 06.05.2014 p. N 304)

[OCNIAHVLBKOTO XapakTepy KNiHIYHOro BUNPOGYBaHHS;

3aBAaHb KIiHIYHOrO BUNPOOYBaHHS;

JocnigKyBaHoro nikapcbKoro 3acoby, B TOMy 4MC/i CTOCOBHO BipOrigHOCTI NOGIYHUX peakLiii Ta MOX/IMBOCTI
3aJ1y4eHHs [0 OAHIET 3 rpyn KiHIYHOrO BUNPOGYBaHHS;

npoueayp NpoBefeHHs KNiHIYHOro BUNPOGYBaHHS;

npas Ta 060B'A3KiB 40CIAXYBaHOrO;

He3py4yHoCcTen ANs AOCAIAKYBAHOrO, a TakoX O4iKyBaHOro pU3nKy Ta O4ikyBaHOI KOPUCTI;

KNiHIYHOro BMNPo6yBaHHS, Sike He HOCUTb J1iKyBa/lbHOIO XapakTepy;

iHLUMX BUAiB MeANKAMEHTO3HOr0 abo HEMEeANKAMEHTO3HOIO JliKyBaHHS, LLIO MOXYTb 6yTV NpU3HaYveHi
JocnifgxysaHomy;



KoMneHcauji Ta/abo nikyBaHHs, Ha sKi 4OCNigKYBaHWUA MOXe po3pax0oByBaTu y pasi 3aBfaHHs LWKOAW A0ro
3[10pOB't0 Nif, Yac KNiHIYHOro BUNPOOYBaHHS;

po3Mipy BuniaT AOCNI4KYBaHOMY, SIKLLIO Taki nepegbdaveHi;

BUTPAT A0C/IAKYBAHOTO, SKLLO Taki O4iKytOTbCSl, NOB'sI3aHi 3 10ro y4acTHo B K/iHIYHOMY BUNPOBYBaHHi;

[O06BPOBINILHOT yYacTi y KNiHIYHOMY BUNPOGYBaHHI i O AOCNILKYBaHUA MOXe BigMOBUTUCS Bif HEl B Oyb-AKuiA
MOMEHT 6e3 NosicHeHb, 6e3 Byb-SKMX CaHKLili a0 06MeXeHb oro npas;

npas NpeAcTaBHUKIB LIeHTPy, KOMICii 3 NUTaHb eTUKM Ta CNOHCOpa CTOCOBHO 6e3nocepeAHboro AoCcTyny Ao
iHdhopMauii y NepBUHHI MeguyHili 4oKyMeHTauil AoCAigKyBaHOro A5 NepeBipku npoueayp Ta/abo gaHnx
KniHiyHoro BunpobysaHHA Ta/abo Ti 06p06KM, HE MOPYLLYIOYM MPU LIbOMY aHOHIMHOCTI AOC/iAXYBaHOrO;

CBOEYACHOCTI 03HANOM/IEHHS AOC/iAXYBaHOr0 abo Moro 3aKOHHOro NpeAcTaBHUKA 3 HOBOK iHhopMaLlieto, Lo
MOXe€ BM/IMHYTU Ha 6axaHHsA AOCILXYBAHOIO NPOAOBXUTM Yy4acTb Y KIiIHIYHOMY BUNPOGYBaHHI;

0Ci6, [0 AKMX MOXHA 3BEPHYTUCS A1 OOEPXaHHA 40A4ATKOBOI iHGpopMaLLii MPo KANiHiYHE BUMPOOYBaHHS i
npasa [OoCAifKyBaHOro, a Takox isnyHmx Ta/abo puanYHNX ocib, 3 AKMMK OOCAIMKYBaHWA MOXe 3B'A3aTncs y
pasi 3aBgaHHS LUKOAW A0ro 340pOB'H0 Mif Yac KNiHIYHOro BUNpPobyBaHHS;

06cTaBVH Ta/abo NpuUKH, Yepes SAKi y4acTb AOCAIAKYBAHOIO y KAiHIYHOMY BUMPOOYBaHHI MOXe 6yTu
NpUNUHeHa,;

TPUBAIOCTI yyacTi AOC/iAXYBAHOTO Y KNiHIYHOMY BUNPOOYBaHHi;

NPUGAN3HOI KiNbKOCTI AOCNIAKYBAHUX, O 6paTuMyTb y4acTb Y KIIHIYMHOMY BUNPOGYBaHHI.

BigomocTi npo gocnifxysaHoro 36epiraloTbCs B TAaEMHULL Ta 06p06NAKTLCA B MeXax KNiHIYHOro
BMNPOOYBaHHS y 3HEOCO61EHOMY BUTSAA].

2.7. [lo noyatky yyacTi B KNiHiYHOMY BUNPOGYBaHHi nauieHT (340poBuii f06poBo/ieLb) abo 0ro 3aKOHHWIA
npeacTaBHVK / 6NIM3bKUIA poAMY, & TakoX BigNoBIAA/TbHWIA AOCMIAHVK / [OCNIAHVIK, BiANOBIAAIbHWA 38 OTPUMaHHS
iHbopmoBaHOT 3roau, NiANUCYIOTb Ta BIACHOPYYHO AATYH0Tb ABa NPUMIPHUKM iHPOPMOBAHOI 3ron, OAWH 3 AKX
3a/IMWAETbCS BiANOBIAa/IbHOMY AOCAIAHVKY / AOCNIAHVKY, @ ApYrvii nepefacTbes focnimpkysaHoMmy. O60B'A3KOBO
Mae OyTu 3a3HaYeHo, L0 3roda HagaHa AoCniopKyBaHUM (3aKOHHUM NPeACTaBHUKOM / 6/IM3bKMM poanyem)
[06pOoBiNIbHO Ha niacTasi ofgep)KaHoi NOBHOT iIHChopMaL,ii NPo KNiHiYHe BUNPOGYBaHHS.

2.8. Mpw 3any4eHHi 4o KIiHIYHOro BUNpoOyBaHHS (TepaneBTMYHOro abo HeTepaneBTUYHOrO) OCi6, Ha yvacTb
AKX 060B'A3KOBO NOTPIGHE NOroAXeHHs iX 6aTbKiB / 3aKOHHOrO NpeAcTaBHUKa / 6/1M3bKOro poguya (Hanpvknag,
Masio/1iTHi a60 HEMOBHONITHI, HeZie3aaTHIi 0co6w), Ui 0CO6U IHPOPMYHOTECS B MEXax X PO3yMiHHS, a
HENoOBHOJITHI BACHOPYY NiANUCYOTL | AaTyloTb iIHCDOPMOBaHY 3rofy.

2.9. O4uH NpUMIpHUK NignucaHoi Ta gaToBaHol iHPOPMOBaHOI 3roau 36epiraeTbCA y BiANOBIAANBHOIO
pocnigHuka / gocnigHyka (y apxiBHOMY NPUMILLLEHHI) NPOTSAromM He MeHwe 15 pokiB MNic/is 3aBepLUEHHS
BiZNOBIAHOrO KNiHIYHOro BUNPOOYBaHHSA.

2.10. SAKwo nayjieHT nepebyBae B KPUTUHHOMY ab0 HEBIAKNAAHOMY CTaHi, WO He Aae MOX/IMBOCTI OTpUMaTu y
HbOTrO iHPOPMOBaHY 3rofly Ha y4acTb Y KiHIYHHOMY BUNPOBYBaHHI, Taka 3rofa OTPUMYETLCS Y M0ro 3aKOHHOTO
npeactaBHuKa / 611M3bKOro poguya.

Y pasi HeMOX/IMBOCTI OAepPXaHHs iIHOPMOBAaHOI 3roAu y naujieHTa i BigCyTHOCTI Oro 3aKOHHOro
npeactaBHuKa / 611M3bKOro poanya 3aslydeHHs Takux nauieHTiB A0 KNiHIYHOro BUNnpobyBaHHA He A0MNYCKaeTbCs,
M Ma€ HaflaBaTUCcs MefiMyHa JonoMora y BCTaHOB/IEHOMY NMOPSLKY.

2.11. IHdpopMOBaHa 3rofa Mae TakoX MICTUTK 3rody naujieHTa (340poBoro Ao6poBosibLSA) abo K0ro 3aKOHHOTo
npefcTaBHuka / 6113bKOro poguya Ha 06po6Ky MOro NePCoOHasIbHUX JaHHKX, a came iHchopMmalLiio Woao:

MeTV 06pPO6KN NEePCOHANbHUX JaHWX;

cKnagy Ta 3MIiCTy NepCOHasIbHUX AaHWX;

BO/IOAINbLSA NEPCOHA/IbHUX AaHNX NaLieHTa,;

[OCTyny [0 NePCoHasIbHUX AaHuX TPeTix ocib.

2.12. Ycsa iHthbopmaLis B iHpopmOBaHili 3rofi BUKNafaeTbCs 3p03yMinioo nauieHTy abo 340poBoMy
[06pOBO/IbLIO / 3aKOHHOMY NpeACcTaBHUKY / 61M3bKOMY POAMYY MOBOIO.

2.13. Mopsaok HagaHHs iHhopMaLii Npo K/iHiYHE BMNPOo6byBaHHA nauieHTy (340poBoMy A06GPOBO/bLIO) /
3aKOHHOMY NpeacTaBHUKY / 65IM3bKOMY POAMYY, a TakoX OTPUMAHHS iHHOPMOBaHOT 3roAy Bif, HbOro MOXYTb
nepesipATUCA LIeHTpoMm, KOMICieo 3 NUTaHb eTukK npu JIN3 Ta cnoHCopomMm.

2.14. JocnigxyBaHuii (3aKOHHWI NpeAcTaBHUK / 6M3bKMIA poany) Y pasi NOpPYLLEHHS NpaB AOCNIAKYBaHOro
nig, vyac NPoBeAEHHS KIHIYHOTO BUNPOBYBaHHA MOXe 3BEPHYTUCA [0 CNoHcopa, LieHTpy, KOMICIT 3 nuTaHb eTuku
npw /N3, LLOBB a6o A0 cyay B yCTaHOBMIEHOMY 3aKOHOLABCTBOM MOPSAKY.

2.15. IHTepecun gocnimpkyBaHux (NauieHTis / 340pOBUX AOOPOBO/ILLIB) 3aBXAM NepeBaxaloTb Ha iHTepecamu
Hayku i cycninbcTaa.



3. KniHiyHi BUNpoGyBaHHS 3a y4acTiO MaJ10J1iTHIX Ta HEMOBHOMITHIX

piten

3.1. KniHiuHi BUNpo6yBaHHSA 3a y4acTio MasioniTHIX (4o 14 pokiB) Ta HenoBHOAITHIX (Big 14 go 18 pokis) aiTeld
NpoBOAATLCA Y pasi:

a) OTpMMaHHA NMCbMOBOT IHDOPMOBAaHOI 3roan 060X 6aTbKiB;

6) HafaHHA AOCTYNHOI 47151 PO3YMIHHA Mas10/iTHLOK Ta HENOBHONITHLOK AUTUHOK NUCbMOBOI Ta YCHOT
iHdhopMauii Mpo KAiHiYHe JOCNiMKEHHS. AKLWO MaONITHIN CMPOMOXHWIA, BiH YCHO Aa€ CBO 3rogy Ha yyacTb y
KNiHIYHOMY [OCNIKEHHI.

HenoBHONITHI nauieHT ocobncTo nignncye Ta gatye iHOPMOBaHy 3rogy.

BignosiganbHuiA gocnigHuk / 4oCNiAHVK, BigNoBigaibHUIA 33 OTPUMaHHS iH(DOPMOBAHOI 3roau, ypaxoBye siBHE
6aaHHs Mas10MNiTHLOI Ta HEMOBHONITHLOT AUTWMHN B3ATK y4YacTb, abo BigMOBUTUCS Bif y4acTi B KNiHIYHOMY
JocnifxenHi, abo BUIiTH 3 HbOTO B ByAb-SAKWIA Yac;

B) BiCYTHOCTi BUKOPUCTaHHA ByAb-AKUX 3a0X04eHb abo CTUMYNIB, KPiM KOMMeHcaL,ii y pasi 3aBaHHs LUKOAU
3[0POB'I0 Nif, Yac KMNiHIYHOro BUNPOOYBaHHS;

) Ma1oAiTHI Ta HEMNOBHONITHI AiTW ofepxXaTb 6e3nocepeHIo KOPUCTb Bif, y4acTi y K1iHIYHOMY BUNPOGYBaHHI,
AKLLLO:

KNiHiYHe BUNPOBYBaHHA HEOOXigHe ANA NiATBEPIKEHHS AAaHWX, OTPUMAHUX Mif Yac iHWMX KNIHIYHKX
BMNPOOGYBaHb, Ski NPOBOAMINCH HA AOPOCAMX, ab0 AN NIATBEPIXKEHHS AaHNX, OTPMMAHUX 3a AOMOMOrOH0 iHLINMX
METOAIB AOCNIAKEHHS;

KNiHiYHe BUNPOBYBaHHA CTOCYETLCA 3aXBOPIOBaHb, Bifl AKUX CTPaX4al0Tb MauloNiTHI Ta HEMOBHONITHI AiTWY;

KniHIiYHe BMNPO6YBaHHS Mae Taki 0CO6MBOCTI, L0 AOr0 MOXHA NPOBOAUTM TiNIbKM 3@ YHaCTHO MasIONITHIX Ta
HENOBHOJITHIX AiTel;

I') NaHyBaHHSA KNiHIYHMX BUNPO6YBaHb 3A4iACHEHO TaKMM YMHOM, LLIO MiHiMi30BaHi 6inb, AnckomdopT, cTpax i
py3uk. Mopir pu3uky i CTyniHb AMCKOMAIOPTY, 6010 YITKO BU3HAYAKTLCA | NOCTIHO BiACTEXYIOTHCSA.

3.2. IHchbopmaLis Mpo 3a/ly4eHHs A0 KIiHIYHMX BUNPOGYBaHb Ma/1IoNiTHIX Ta HEMOBHOAITHIX AiTe HaaaeTbCA B
[OOBINbHIN hopMi, ane 3 060B'A3KOBMM 3a3HaUYEHHAM MPI3BULLLA, iIMEHI Ta N0 6aTbKOBI, BiKy AWTUHW, NPI3BULL, iIMEH
Ta no 6aTbKoBI 6aTbKiB, MiCLS NPOXUBAHHA AWTUHU, HAsABHOCTI iH(POPMOBAHOT 3rofin, KOPOTKOrO BUKALEHHS CYTi
KNiHIYHOro BUNpobyBaHHA Ta 3 060B'A3KOBOK MO3HAYKOM, L0 iHhopMaLis, ka HaAaeTbCS, € KOH(IAEHLIHOLO.
Lis iHcbopmaLis HanpaBnsaeTbCA BiANOBIAANBHUM LOCNIAHUKOM / LOCNILHUKOM [0 OpraHiB omniky Ta niknyBaHHs 3a
MicLLeM MOCTIHOro NPOXWBaHHA AUTUHW NPOTArOM 406K 3 AaT! OTPUMaHHS iHpopPMOBaHOT 3roAM Ha yyacTb Yy
KNiHiYHOMY BUNPOGYBaHHI BiANOBIAHO A0 NigNyHKTIB "a", "6" nyHkTy 3.1 ujiel rnasu.

3.3. 3a60pOoHSAETLCA NPOBEAEHHS KNiHIYHUX BUNPOOYBaHb JTiKapCbKMX 3ac06iB 3a y4yacTio ManofiTHLOT abo
HENoOBHOITHLOT ANTUHM, iKa No36aBneHa 6aTbKiBCLKOro Nik/lyBaHHS, YCUHOB/EHOT ANTUHW ab0 AUTUHN-CUPOTW.

3.4. |HTepecy Mas1oNITHIX Ta HEMOBHOITHIX AiTell NepeBaxatoTb Haf iHTepecaMmn Hayku i cycninbCcTBa.

4. KniHiyHi BUNPOGYBaHHA 3a y4acTiO Hegie3aaTHUX AOCAiAKyBaHUX,

AIKi HECNPOMO)XXHi CaMOCTIiHO gaTtu iHhopMoBaHy 3rogy

4.1. KniHiyHi BUNnpobyBaHHSA 3a yyacTio Hefie3gaTHuX NaLieHTiB NPOBOAATLCSA, AKLLO:

OTPYMaHO iHHOPMOBaHyY 3rofly 3aKOHHOro NpeAcTaBHuKa / 61M3bKoro poguya (3roga moxe 6yTv B 6yab-akuii
MOMEHT BifkvkKaHa 6e3 HeratuBHUX 415 AOCNIAKYBaHOroO HaCnifkKiB);

Hefjie3gaTHUM MaLieHTOM ofepXaHo iHpopMaLito Npo KiHiYHe BUNPOBYBaHHS, NOB'A3aHi 3 HUM PU3UK |
KOpUCTb Y hOpMi, AOCTYNHIi ANs NOro PO3yMiHHS;

BiANOBIA&/IbHUM A0CNIAHVMKOM / AOCNIAHWMKOM, BiANOBIA&/IbHUM 38 OTPUMAHHS iHOPMOBaHOT 3roau,
BpaxoBaHO H6akaHHA Hegie3[aTHOrO NalieHTa y3aTu y4yacTb, abo BiAMOBUTUCSA Bif, y4acTi B KNiHIYHOMY
BMNPOGYBaHHi, ab0 BUIATW 3 HLOTO B BYAb-AKNIA MOMEHT;

He BMKOPUCTOBYHOTbCA Oyb-Ki 3a0X04EHHS abo CTUMY/K, KPIM KOMMNeHcawii y pasi 3aBfaHHs LLIKOAN
3[10POB'I0 AOCAIAKYBAHOrO Mif Yac KAiHiYHOro BUNPOOYBaHHS;

KMiHiYHe BUNPOBYBaHHA Ma€e 3HaYeHHA 419 NiATBEPIKEHHS iHpopmaLii, OTPUMAHOT Nif, Yac iHLLWX KiHIYHWX
BMNPO6YyBaHb ab0 OTPUMAHOT IHLIMMW METOAAMU JOCTiKEHHS;

KMiHiYHe BUNPobyBaHHA 6e3nocepeHbO CTOCYETLCS 3aXBOPIOBaHHS, Ha ke CTpakaae AOCNioKyBaHW;

KNiHIYHi BUNPO6GYBaHHSA CM/laHOBaHI TakMM YMHOM, W06 MiHiMi3yBaTu 6inb, guckomdpopT, cTpax i pusmk. MNopir
py3uKy i CTyNiHb auckomdopTy, 60110 NOBWMHHI BYTY YITKO BU3HAYEHI | NOCTIHO BiACTEXYyBaTUCS;

€ NigcTaBu O4ikyBaTK, L0 3aCTOCYBaHHA fOCAIAXYBaHOr0 NiKapCbkoro 3acoby npuHece AOCiAXyBaHOMY
KOPUCTb, LLO NepeBULLYE PU3NK abo He NpusBefe [0 XOLHOro PUSKKY.

4.2. IHTepecu Hefie3naTHoro AoCNiAkyBaHoro nepeBaxatoTb Hafl iIHTepecamm Haykm i CycninbCTBa.



V. Bumoru go gocnigHukie Ta JIN3 /| micua npoBeAeHHA KNiHIYHOIo

BUNPOOYBaHHA

5.1. JocnigHvkn, Ak 6paTuMyTb y4acTb Y KNiHIYHOMY JOCNIIKEHHI, NOBUHHI:

MaTu [OCTaTHIO NpodpeciliHy MiAroToBKY, AOCBIZ J/liKyBaHHSA NaujieHTIB BigNOBIAHOIrO Npoqinto;

6yTV 06i3HaHNMU 3 MDKHAPOAHUMW BUMOTamy HaNTeXHOI KMIHIYHOT NPaKTUKX Ta HOPMaTUBHO-NPaBOBUMU
aKkTaMu Wo0 NpoBeAeHHs KNiHIYHMX BUNPO6yBaHb B YKpaiHi, 30kpema 6patn yyacTb Y BiANOBIiAHUX CeMiHapax,
SKi npoBoauTb LleHTp;

npautoatu B JIMN3, ge nnaHyeTbCA NPOBEAEHHS KNIHIYHOTO BUNPOGYyBaHHS (Y pasi SKWOo BiANOBIAa/IbHUIA
JocnigHvK / [ocnigHvK € npauiBHUKOM kaddeApy BMLLLOTO MeAUYHOro HaBYasIbHOTO 3akniafy, HeobxigHa HasiBHICTb
[0rosopy nNpo cnisnpaLo MK BULLMM MeAUYHUM HaBYasibHUM 3aknagom Ta JIMN3);

JocniaHvKK, ki 6yayTh 3a/tydaTucs 4,0 NPOBEAEHHS KiHIYHMX BUNpoGyBaHb | ha3n Ta 6ioekBiBa/IEHTHOCTI
nikapcbkmx 3aco6iB, KPiM OCHOBHMX HABMYOK, MOBUHHI MaTy AOCBIA NPOBEAEHHS K/TiHIYHMX BUNPOOYBaHb, LU0
nigTBEPKYETLCA iHpOpMaLjieto, HaBeeHOo B aBTobiorpacisx (curriculum vitae).

5.2. JIN3 3any4yaetbCcsa A0 NPOBEAEHHS KNiHIYHOrO AOCAIMKEHHS Y pasi, AKWO:

npu /N3 cTBOpeHa Ta Ai€ KOMICISl 3 MUTaHb eTUKK;

HasiBHa HeobXigHa 6a3a AN HafaHHA eKCTPEHOI MegMYHOT A0NOMOrM AOCAIAKYBAHNM Y pasi BUHMKHEHHS
yCKNafHeHb Mif yac NpoBeAeHHs KNiHIYHOTO BUNPO6yBaHHSA (4719 CTalioHapiB - HasBHICTb peaHiMaLiiiHoro
BiaAiny abo BiaaineHHs / 610Ky iHTEeHCUBHOI Tepanii abo nanaT(n) / NXoK iHTEHCUBHOT Tepanii);

y nmigpo3ginax /N3 (na6opaTopii, BiaAiNeHHI PyHKLiOHaIbHOT AiarHOCTMKM), SKi MOXYTb 3as1ydaTucs 4o
NpoBefEeHHS KiHIYHNX BUNPOOYBaHb, PEryISAPHO 34IMCHI0ETLCA METPO/IONIYHWIA KOHTPO/Tb 3aC06iB
BMMIPHOBa/IbHOI TEXHIKM Yy CTPOKM i B NOPSAAKY, WO nepenbayveHi 3aKkoHO4aBCTBOM;

€ YMOBW A1 36epiraHHA AoCAiapKyBaHWX NliKkapcbkux 3acobis (BiANOBILHO [0 YMOB 36epiraHHs, 3a3HavyeHmnx
Npu MapKyBaHHi /TikapCbKMX 3aC06iB Y1 Y NPOTOKOI KIHIYHOTO JOCMIIKEHHS) Ta AOKYMeHTauji, Ska HaleXxuTb A0
KNIHIYHOTO AOCNIAKEHHS;

€ MOX/IMBICTb 3a/1y4aT HEOOXiAHY Ki/IbKICTb AOCNIAKYBaHMX BigNOBIAHO 40 NPOTOKOJ1Y K/iHIYHOrO
OOCNIKEHHS;

nepBrMHHa MeanyHa AoKyMeHTauis (MefmyHa kapTta ctauioHapHoro xsoporo / ambéynaTopHOro Xsoporo)
BeZeTbCA BifgMnoBiAHO A0 BUMOr 3aKOHOAABCTBA Ta € MOX/IMBOCTI i 36epiraHHs (y apXiBHOMY NPUMILLIEHHI) He
MeHLUe HiXX 15 pokiB nic/ia 3aBepLUeHHs KNiHIYHOro BUNpoOyBaHHS.

5.3. /N3 moxe 3anyyatucsa 4o npoBefeHHs KNiHiYHOoro gocnigkeHHs | pasu Ta 6ioekBiBasIeHTHOCTI
nikapcbkMx 3aco6iB y pasi, skuwio JIM3 BignoBigae Bumoram, HaBeAeHUM y NyHKTi 5.2 LibOro po3ainy, a Takox
HasABHi:

OKpemi nanatv Ans AOCifAKyBaHUX - 340p0BMX A0OOPOBO/bLIB Ta yMOBU, HEOOXIAHI ANA Uinogo60B0ro
CNOCTEPEXEHHSA 3a 1X CTaHOM;

oKpema MaHinynsujiiHa, KimHaTa-iga/ibHsa Ta caHiTapHa KiMHaTa /18 JOC/TiAXKyBaHWX;

YMOBW 36epiraHHs 6i0N10riYHnX 3paskis Npy NPOBELEHHI KNiHIYHNX BUNpoOyBaHb.

5.4. Nabopatopisa Ans npoBeaeHHs hapMakoKiHETUYHUX AOCNIAXEHD, L0 3a/TyHaeTbCA A0 KNIHIYHMX
BMNPOOYBaHb, NOBMHHA BiANOBIAaT BUMOram HanexHoi nabopatopHoi npaktukm (GLP).

5.5. /N3, AKk1ii NpoBOAWTbL KiHIYHI AOCNiIAKEHHA 6i0eKBIBa/IEHTHOCTI Nikapcbknx 3acobiB, Hagae o LieHTpy
akpeguTauinHwin ceptudikat, BugaHmin LLOBB (3a HasiBHOCTI).

(po3ain V fonoBHEHO NyHKTOM 5.5 3rigHO 3 Haka3om
MiHicTepcTBa 0XOpOHY 340p0B'A Ykpainum Big 01.10.2015 p. N 639)

VI. OCHOBHI BUMOru A0 MapKyBaHHS AOCNIAXYBaHOro NiKapCbKoro
3acooy

6.1. MapKyBaHHS [OC/IiXYBaHOT0 NlikapCbKOro 3acoby Mae 6yTh TakuM, o6 igeHTudhikyBaTn AOCiAKYBaHWIA
nikapcbkunii 3aci6 Ta KIiHiYHe BUNPOOYBaHHS.

6.2. HeobxigHa iHhopmaLis BUKNagaeTbes YKpaiHCbKOK MOBOK ab0 OqiLliiHO BU3HAHOI MOBOKO
MiXXHaL,iOHaNIbHOTO CMifIKyBaHHSI.

Ha eTukeTkax noBrvHHa 6yT¥ 3a3HaveHa Taka iHdopmauis:

a) HaliMeHyBaHHS puAMYHOT 0co6M / Npi3BuLLE, iM'A, MO 6ATbKOBI hi3MYHOT 0COBYK - CMOHCOpa,
MiCLLe3HaxXoMKEHHS / Micue NPOXMBaHHA Ta HoMep Tened)oHy CNoHCoPa, KOHTPAKTHOT A0CNIAHNLLKOT OpraHisauii
abo BignosiganbHOro gocnigHuka / gocnigHvka (iHgpopmawis Nnpo KOHTakTHY ocoby AN TepMiHOBOro
pPO3KoAyBaHHSA NiKapCbKoro 3acoby);

6) nikapcbka hopmMa, LNAX BBEAEHHS, KiNbKICTb A030BaHNUX OAUHMLG (Y pasi BiAKPUTUX KNIHIYHUX
BMNPOOYBaHb - Ha3Bal/ifeHTUdikaTop Ta cuna Aii / akTUBHICTb);



B) HOMep cepii Ta/abo Kog, ans ifeHTudikalii BMICTY Ta onepauiin 3 nakyBaHHs;

r) Homep (KoA) KNiHiYHOro BMNpoOyBaHHS, L0 A03BOSE iAeHTUdIKYBaTN BUNPOOYBaHHS, MicLie NpoBeeHHs
KMiHiYHOro BMNpo6yBaHHs, BignoBigasibHOro gocigHnka / gocnigHuka Ta cnoHcopa (SKWO Lie He 3a3Ha4yeHo B
iHLLIOMY MicLi);

r') igeHTndiKaLiiHniA HoMep AOoCNiAKYBaHOro / HOMep NPU3HAYEHOTO0 NiKyBaHHSA Cy6'eKTa K/iHIYHOTO
BMNPOBYBaHHA Ta, 3a NOTpebu, HOMep Bi3UTY;

[) npi3BuLLe Ta iM'A BigNOBiAa/IbHOro AocnigHvKa / AoCNigHNKA, AKLLLO BOHW He 3a3HadveHi B iHchopmadii,
BM3HAYeHiIl nignyHkTamm "a" abo "r" uboro NyHkTy;

€) IHCTPYKL,i i3 3acTOCyBaHHA (MOXe ByTn HaBe[ieHe NMOCUNAHHA Ha JIMCTOK-BKNAaAKY, iHCTPYKLi0 ANns
MEeAMYHOro 3aCTOCYBaHHS abo iHLWWI AOKYMEHT, KW NpUu3HaYeHnin ansa [ocnigxysaHoro abo ocobu, ska byne
BBOAUTN JOCNi4KYBaHWIA Nikapcbkuii 3acib);

€) MO3HAYeHHS "TiSIbKU ANS KIiHIYHWX BUNPO6YyBaHb" abo aHasoriyHe hopMy toBaHHS;

X) YMOBWU 36€epiraHHs;

3) nepiog, BukopucTaHHsA ("BMkopucTaTy 40", CTPOK NPMAATHOCTI, AaTa MOBTOPHOrO KOHTPOSHO, L0 NPUAHATA),
BMU3HaYeHWUA y chopmaTi "Micaup/pik" Ta y cnoci6, Wwo BMKIYaE HEOAHO3HAYHICTb TPaKTyBaHHS;

1) No3HaueHHs "36epiratn y HefoCTynHOMY Ans AiTel micui” (3a BUHATKOM BUNAZAKIB, KON AOCNIAKYBaHWUIA
NiKapCbKWii 3aci6 NpU3HaYeHunii A5 3acToCyBaHHA B KNIHIYHUX BUNPOBYBaHHSAX, Y AKX JOCAi4KyBaHi He 6epyTb
npenapar 4o4omy).

MicuesHaxomxeHHs Ta Homep Tened)oHy OCHOBHOT KOHTPAKTHOT 0CO6U ANns iHchopmal,ii Wwoao npenapary,
KMiHiYHOro BMNPOo6yBaHHS Ta TEPMIHOBOr0 PO3KOAYBaHHSA MOXYTb HE MICTUTUCS Ha ETUKETLI, SKLO CYyO'exTy
BMNPOOGYBaHHA HafaHi MCTOK-BK1aaKa abo KapTka, Ae BKkasaHi Ui AaHi, 3 nonepepkeHHAM TpuMaTy ix npu cobi
yBeCb 4ac.

Y pasi BiACYTHOCTi 30BHILLHbLOT YNakoBKM yCsi He0bXigHa iHchopMaLlis 3a3Ha4aeTbCA Ha BHYTPILLHIA yNnakoBLi.

6.3. AKWo gocnigpxyBaHuii nikapcbkuii 3acib 6yae HagaBaTuch AocAigpKyBaHOMY abo ocobi, sika oro
3aCTOCOBYE, Y NEPBUHHIN YNaKoBL,i pa3oM i3 30BHILUHbOK YNAaKOBKOK (BOHW MatoTb 36epiratncs pasom), Ha
30BHILLIHI yNakoBLi Mae MiCTUTUCS iHhopmaList BIANOBIAHO A0 NYHKTY 6.2 LUbOro po3gainy.

MapkyBaHHS1 BHYTPILLHbOT yNakoBk/ (ab0o 6yAb-KoT MePBMHHOT YNaKoBKM 3aKynOpPeHOro 403yBaslbHOro
NPUCTPOI0) BKNKOYAE Taky iHhopMaL,ito:

a) HaliMeHyBaHHS opuanyHoi ocobwu / M. 1. B. isnyHoi 0cobu - cnoHcopa / BUpobHuka / npissuLLe Ta iM's
BiANOBifAa/bHOrO focnigHvkKa / [ocnigHvKa,;

6) nikapcbky hopMy, LWASX BBEAEHHS (MOXHA He 3a3HavaTy A1 TBEpPANX NiKapCbkux hopm Ans
BHYTPILLHbOrO 3aCTOCYBaHHS), Ki/IbKiCTb OAUHMLb A03YBaHHS Ta 'y pasi BiAKPUTMX BUNPOOGYBaHb -
Has3By/ifeHTuiKkaTop Ta cuny Aji / akTUBHICTb;

B) cepito abo KOAO0BMIA HOMEpP AOCNIAKYBaHOro NikapcbKoro 3acoby Ans igeHtudikauii cknagy Ta onepawiii 3
nakyBaHHS;

r) NOCWMaHHA Ha KOZA KMiHIYHOrO BUNPOBYBaHHS, L0 A03BOSAE iAeHTUIKYBaTH 0ro, MicLe NpoBeAeHHs
KNiHIYHOro AOCNIAXKEHHS, AOCAIAHMKA Ta CIOHCOoPa, AKWO Le He 3a3Ha4yeHo B iHLOMY MiCLi;

r') ineHTUdiKaLiliHnii Kog foCNigpKyBaHOro / HOMep NPU3HAYEHOro MiKyBaHHS Ta Y BignoBiAHMX BUNagKax
HOMep Bi3uUTy.

6.4. AKLO BHYTPILWHSA ynakoBka Mae chopmy 6/1icTepiB abo € HeBENMKOro po3Mipy (Hanpukiag, aMmnysuv Towo),
e HEMOX/IMBO PO3MICTUTU iHhOpMaLLito, 3a3HaveHy B NyHKTI 6.2 LbOro po3ainy, 4oCAiAKyBaHWi Nikapcbknii
3aci6 3abe3neyyeTbCs 30BHILLHBOI YNAKOBKOM, Ha AKili MICTUTbCS NOBHaA iHchopMauisi. Mpu LbOMY BHYTPILLHA
ynakoBKa Ma€ MiCTUTU Taky CKOpOYeHY iHpopmauito:

a) HallMeHyBaHHS opuauyHoi ocobu / M. I. b. isanyHOi 0cobm - cnoHcopa / 3asiBHMKa / Npi3BuLe Ta im's
JocnigHuka,;

6) cnoci6 yBeAeHHs (MOXHa He 3a3HavaTy 419 TBepANX NiKapCbknx hOopM A1 BHYTPILLUHBOTO 3aCTOCYBaHHS)
Ta cuny il / akTUBHICTb;

B) cepito abo KOAO0BMIA HOMEP A0CNIAKYBaHOro NikapcbKoro 3acoby Ans igeHTudikauii cknagy Ta onepauiii 3
nakyBaHHS;

r) nocunaHHA Ha Ko, KIiHIYHOro BUNPoByBaHHSA, L0 A03BOSISE iAeHTUIKyBaT BUNPo6yBaHHS, MicLe
npoBeAeHHs BUNPOOYBaHHs, BigNoBiAa/IbHOro AocigHvKa / AoCnigHMKa Ta CNOoHCOopa, SKLWO Le He 3a3HayeHo B
iHLLOMY MicCLyj;

r') igeHTUdiKaLiliHniA Kog [OCNioKyBaHOro / Ko NprM3HaYeHoro NikyBaHHA Ta y BignoBigHUX BUNagkax HoMep
BI3UTY.

6.5. MNpn MapKyBaHHi MOXYTb BUKOPUCTOBYBATNCb CUMBO/IM Ta MIKTOrpamu A1 yTOUHEHHS BLLe3a3HavyeHoi
iHdhopmauii. Mox/simBe BK/IHOUYEHHS TakoX A0AATKOBOT iHhopMaL,ii, 3acTepexeHHs1 Ta/abo IHCTPYKL,T Wwoa0
NOBOKEHHS 3 NpenapaToM.



6.6. [lonyckaeTbCA CnpoLleHe MapKyBaHHS AOCIAKYBaHNX NiKapCbKunx 3acobiB y pasi, AKLLLO0 BOHW NpU3HaYeHi
ANA KNiHIYHWX BUNPOGYBaHb 3 TaKUMU XapaKTepUCTUKaMW:

naaHyBaHHs KNiHIYHOro BUNPo6yBaHHS He NOTPebYe 34iACHEHHS cneLiasibHMX NpoLeciB BUPOGHULTBa abo
nakyBaHHS;

KNiHiYHe BUNPO6YBaHHS NPOBOANTLCA 3 NiKapCbKMMM 3acobamu, Ski 3apeecTpoBaHi B YkpaiHi B
YCTaHOB/IEHOMY 3aKOHOABCTBOM MOPSALKY;

JocnifgxyBaHi nikapcbki 3ac06M MatoTb Ti cami XapakTepUCTUKK, LLO i NOKa3aHHA AJ151 3aCTOCYBaHHs, 3rigHO 3
KM NiKapCbKniA 3acib 3apeecTpoBaHo B YKpaiHi.

Y ubOMy BUMNaAKY MapKyBaHHS OpUriHas/IbHOT YNakoBKU AOMNOBHIOETLCA iHpOpMaLLi€to, L0 HE NOBUHHA
3aKpmBaTn OpUriHaUIbHE MapKyBaHHS:

a) HaliMeHyBaHH: puAnYHOT ocobu / T. |. B. disnyHoi 0cobu - cnoHcopa / BUpobHuka / npi3BuLLe Ta iM'sa
BignosigasibHOro gocnigHuka / gocnigHuka;

6) NnocunaHHA Ha KoA KNiHIYHOro BUNPOBYBaHHS, WO A03BONSAE iAEHTURIKYBATM BUNPOBYBaHHS, MicLe
npoBeAeHHA KIiHIYHOro BUNPO6YBaHHSA, AOCNIAHMKa Ta CNOHCcopa.

6.7. Y pasi KL HeobXiAHO 3MIHUTY AaTy "BMKOpUCTATK 40", HA YNaKOBKY MOXe OyTU NpuKpinieHa gogarkosa
eTVKeTKa i3 3a3HauYeHHsIM HOBOI flaTy "BUKOpUCTATM 40" Ta HOMepa cepii. Ii MoXHa HaknacTu Ha cTapy Aaty
"BMKOpUCTaTV 40", ane He Ha OpUriHa/IbHUIA HoMep cepil. Lig npoueaypa 3a Heo6XiAHOCTI MOXe NMPoBOANUTUCH
[0CNigHWKOM Nifg, KOHTPOSIEM 0CO6W, Sika NPOBOAUTL MOHITOPUHT KNiHIYHOTO BUNPOBYBaHHA Ta npoiinia
creujasibHy NiaroToBky. JlogaTkoBe MapkyBaHHA BiANOBIAHNM YNHOM 3a3HAYaAETLCA B AOKYMEHTALi KNiHIYHOro
BUNPOOYBaHHS.

VII. EkcnepTtusa martepianis Wwoa0 npoBeAeHHs KNiHIYHOro

BUNPOOYBaHHA /1iKapCbKOro 3acoody
(Ha3Ba po3giny VIl y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 340p0B'A YKpainu Big 18.12.2014 p. N 966)
7.1. AN npoBefeHHs KiHIYHMX BUNPOBYBaHb NiKapCbknx 3acobiB 3asBHUK nogae Ao LLOBB gokymeHTr
(maTepianun) KniHiyHoro BMNpobyBaHHSA, 3a3HayeHi B nignyHkTax 7.1.1 Ta 7.1.2 uboro nyHkTy; A0 LleHTpy -y
nignyHkTax 7.1.3 - 7.1.21 ub0oro nyHKTY BK/IOYHO. [JOKyMeHTU (MaTepiasin) KNiHiYHOro BUNpobyBaHHS BK/IHOYAIOTh:
(ab3avy, nepwmin nyHkTy 7.1 po3giny VIl'y peaakuii Hakasy
MiHicTepcTBa OXOpPOHY 340pOB'A Ykpainu Big 18.12.2014 p. N 966)
7.1.1. CynpoBigHuit NnCT 3a hOPMOL0, HaBeAEHO Y AodaTtky 3 Ao uboro Mopaaky.
(nignyHkT 7.1.1 nyHkTy 7.1 po3giny VIl i3 3MiHaMu, BHECEHUMU 3riAHO 3
Haka3om MiHicTepcTBa 0XOPOHM 340p0B'A YKpaiHu Big 06.05.2014 p. N 304)
7.1.2. 3asaBy Npo NpoBeLeHHA KNiHIYHOro BUNPOGYBaHHSA NiKapCbKoro 3aco6y/NoroXeHHs KOMICii 3 nMTaHb
eTukn npv JIN3 Wwoo NpoBefeHHs KNiHIYHOTrO BUNPo6YBaHHS likapcbkoro 3acoby 3a hopmoto, HaBeAeHO B
popartky 4 no uboro Nlopsaaky.
(nignyHkT 7.1.2 nyHkTy 7.1 po3giny VIl i3 3MiHaMu, BHECEHUMU 3riAHO 3
Haka3om MiHicTepcTBa 0XOPOHU 340p0B's YkpaiHu Big 06.05.2014 p. N 304,
y pefakuii Hakasy MiHicTepcTBa OXOPOHM
3[0poB'a Ykpainu Big 18.12.2014 p. N 966)
7.1.3. NpoTOKOA KAIHIYHOrO BUMPOBYBaHHS NiKapCbKOoro 3acoby 3 yciMa HasiBHUMW nonpaBkaMu 40 HbOro, Lo
NOBUHEH MICTUTUK iH(DOpMaLLito, HaBeeHy Y po3aini 6 HanexHoi kniHiuHoi npaktukn (GCP).
7.1.4. KopoTKuit BUKNag, 3micTy (CMHOMCKC) NPOTOKOTY YKPATHCbKOK MOBOHO.
7.1.5. IHamBigyanbHy peecTpauiiHy hopMy (KpiM MiXKHAPOAHMX KNiHIYHUX BUNPOGYBaHb).
7.1.6. bpowwypy AocnigHUKa, WO NOBMHHA MICTUTY iHGhopMaLLiio, HaBedeHyY Y po3aini 7 HanexHoi KniHivHoi
npaktukn (GCP).
7.1.7. [ocbe focnigpkyBaHOro nikapcbkoro 3acoby.
[MoBHe AOCLE A0CNiIAKYBAHOIO NiKapCbKOoro 3acoby HagaeTbes 3a hOPMOL0, HaBeAEHO Y AodaTtky 5 A0 Lboro
Mopsaaky, AKLWO AOCNiAKyBaHUIA NiKapcbkuid 3acib B YKpaiHi He 3apeecTpoBaHuil.
(ab3av, gpyruii nignyHkTy 7.1.7 nyHkTy 7.1 po3giny VII i3 3miHamu,
BHECEHUMM 3iAHO 3 HaKa3oM MiHiCTepCTBa OXOPOHW 3[40PO0B'A YKpaiHu
Big 06.05.2014 p. N 304)
CnipoLyeHe [0CbE AOCNIAKYBAHOrO NikapcbKoro 3acoby HafaeTbCs, AKLLO NOBHE A0ChE YXXe HafaBanocs A0
LIeHTpy LM 3asABHUKOM pa3oM i3 3asABO0 A/151 OTPUMaHHS BMCHOBKY W00 KNIHIYHOTO BUNPOGYBaHHSA AAaHOro
nikapcbKoro 3acoby.
KopoTka XxapakTepucTrka Ha nikapcbkuii 3acib HaAaeTbCsa K OCbE Ha AOCAIAKYBaHWIA NikapCbKnii 3aci6,
AKLO NiKapCbKWii 3acib yxxe 3apeecTpoBaHnii B YKpaiHi.



[na npenaparis NOPIBHAHHA Ta nnaue60 HafaeTbCs CnpoLLeHe A0Cbe abo KOPOTKa XapakTepucTuka
nikapcbkoro 3acoby.

7.1.8. CepTudoikat cepii gocnigKyBaHOro nikapcbKoro 3acoby, Wo 6yae BUKOPUCTAHUA A5 KNiHIYHOro
BUNpobyBaHHA. CepTudikat cepii (cepTudoikat aHanisy, cepTudikat SKocTi) AOCAiLKYBAHOro NikapCbKoro 3acoby
- [OKYMEHT, L0 BUAAETHCA BUPOOGHMKOM i CYNPOBOAXKYE KOXHY Cepito NikapCbKoro 3acoby 3 MeTot
niaTBEPAKEHHS A0ro AKOCTI (3a cneuundikaujieto).

AKLLO Nif Yac KNiHIYHOro BUNpobyBaHHA Byae BYKOpUCTaHa iHWwa cepis fOCigKyBaHOro NikapcbKoro 3acooby,
SIKUIA BBO3UTLCS B YKPAiHY, TO 3asBHMK K/TiHIYHOrO BUMPOOYBaHHSA MOBUHEH B CTPOK A0 10 kaneHgapHuX AHIB
nicns 3aBepLUeHHss MUTHOTO OCPOPMIIEHHSA [OCAIAKYBAHOIO Nikapcbkoro 3acoby Hagatu B LieHTp cepTudikar
[JaHoi cepii pa3om i3 cynpoBigHVM JIUCTOM.

7.1.9. MNpwv npoBefieHHi KNiHIYHNX BUNpobyBaHb Nikapcbkmx 3ac06iB Nuwe B YKpaiHi (3 MEeTO0 1X nogasibLuol
peecTpauii B YKpaiHi) Lo4aeTbCA BUCHOBOK akpeAnToBaHOoi nabopatopii dhapMaueBTUYHOIO aHautisy LieHTpy
LLIOA0 SAKOCTI Ha KOXHY cepito, fka bye BUKopucTaHa An5 KNiHIYHWX [OCNIIKEHb.

Y pasi 06'eKTVBHOT HEMOX/IMBOCTI NPOBELEHHS NMEBHUX AOCMIAKEHb B Lili naboparopil - BACHOBOK iHLUOI, e €
Taka MOX/MBICTb, akpeanTOBaHOI labopatopii, BU3HavyeHol LieHTpoM, Ta 3a HanpaB/ieHHAM LieHTpy.

[ns anpob6auii metoais aHanizy no naéopatopii MaloTb 6yTV HafaHi 3pa3ky NiKapcbKoro 3acoby B KifIbKOCTI,
Heo6XifHil 4Ns Moro NpoBeAeHHS.

7.1.10. Pe3ynbTaT nonepeaHix ekcneptus Ta/abo BucHoBkiB LIeHTpY, WO CTOCYHTLCS AOKNIHIYHOIO
BMBYEHHS Ta K/iHIYHOrO BUNPO6YBaHHA NiKapCbKoro 3acoby (3a HasiBHOCTI).

7.1.11. MNepenik ynoBHOBaXXEHUX KOMMETEHTHUX OPraHiB iHLIMX KPaiH, A0 SKUX TaKoX NogaBasnCh 3asiBKU
LLLOAO K/iHIYHOTO BUNPOBYBaHHS, | fokNaaHa iHhopMalis MPo NPUAHATI HUMM PiLLEHH: (38 HASBHOCTI).

7.1.12. lopy4eHHs, BUgaHe CNOHCOPOM, 3 HiTKO BU3HAYEHNMMW AeNEeroBaHMMN MOBHOBAXKEHHAMM, SKLLO
3asBHVK KNiHIYHOTO BUNPOBYBaHHA HE € CNIOHCOPOM.

7.1.13. TpoekKT iHhopMOBaHOT 3roAu Ta iHWa NMcbMoBa iHhopMaLlist, AKY M1aHyeETbCA HagaBaTu nauieHTy
(3popoBomMy A06p0BO/IbLI0) (YKPAIHCHLKOK MOBOH ab0 0qoiLiiHO BU3HAHOK MOBOK MiXKHALiOHAa/IbHOTO
cninkysaHHs). MpoekTom Mae 6yt nepegbayeHa 3rofa nauieHTa Ha BUKOPUCTaHHA Oro NepCcoHaIbHUX AaHNX
AN 06p06KM pe3ynbTaTiB AOCAIAKEHHS.

7.1.14. KopoTki BiflOMOCTi NMPO BCi NOTOYHI K/iHIYHI BUNPOBYBaHHSA, AKi NPOBOAATLCS i3 3aCTOCYBaHHAM [aHOr0
[0CniIKyBaHOro JlikapCbKoro 3acoby (3a HasBHOCTI).

7.1.15. PaHilwe HagaHy ekcnepTHY OLiHKY KNiHIYHOro BUNpo6yBaHHA (3a HasiBHOCTI).

7.1.16. 3asBy BiANOBIga/ILHOIO AOCNIAHMKA 3a (POPMOI0, HaBeAeHOoK Y AoaaTKy 6 A0 uboro Mopagky.

(mignyHkT 7.1.16 nyHkTy 7.1 po3giny VIl i3 3miHaMn, BHECEHUMM 3rigHO 3
Haka3om MiHicTepcTBa 0XOPOHU 34,0p0B'a YKpaiHu Big 06.05.2014 p. N 304)

7.1.17. Incpopmadito npo /M3 Ta MicLe NpoBefeHHS KNiHIYHOro BUNpobyBaHHS 3a (hopmMoto, HaBeL,EeHO Y
popatky 7 fo uporo rNopsgky, CTaHOM Ha Yac NoAaHHA AOKYMEHTIB (MaTepianis).

(mignyHkT 7.1.17 nyHkTy 7.1 po3giny VIl i3 3MmiHaMun, BHECEHUMM 3TiJHO 3
Haka3om MiHicTepcTBa 0XOPOHU 34,0p0B'sa Ykpainu Big 06.05.2014 p. N 304)

7.1.18. IHchopMmaLito npo BignosigansHoro gocnigHuka / gocnigHuka (Curriculum vitae, pani - CV), sika
MOBWHHA MICTUTK Taki BigomocTi: M. |. B., pik HApOMKEHHSI, OCBITY, MicLle poboTu, nocaay, CTax poboTu,
HayKOBWIA CTyMiHb, HAYKOBI NpaLi, A4OCBIA y4acTi B KiHIYHUX BUNPOBOYBaHHSAX (i3 3a3HAUYEHHSM, AKX came).

CV cniBgocnigH1KIB HEO6XiAHO HaAaBaTtu, SKWO A0 KAIHIYHOro BUNpobyBaHHA HEOOXIAHO 3ay4aTy NikapiB
Pi3HNX cneLjiasibHOCTEiA.

7.1.19. Ha gocnifgpxyBaHuii ikapCbKWii 3aci6 HaJaeTbCA MiATBEPAKEHHS, WO POGOTY HA BUPOOHWYI AinsHLi
ab0 Ha 006'eKTi, KM 3aliHATUIA BUPOGHULTBOM AAHOr0 JlikapCbKoro 3acoby, NpoBOAATLCS 3 AOTPUMAHHAM
NPUHLUMNIB HAIEXXHOT BUPOBHNYOT NPaKTWKN 3 HagaHHAM cepTudikata GMP, a6o ncbMoBOT 0diLiiiHOT 3asBK
YNoBHOBaXEHOT 0c06M 3 AKOCTi (BMPOGHUKa), abo Konii AOKyMeHTa, BuaaHoro JlepxaBHoto cnyx60t0 YkpaiHu 3
nikapcbkmx 3acobiB, WO NiATBEPIKYE BiANOBIAHICTL YMOB BUPOGHMLTBA BUMOram HanexHoi BMpo6Huyol
npaktukn (GMP) (19 BiTYM3HAHMX BUPOOHUKIB - KOMiS YAHHOI NiLeH3ii Ha BUpOOHMLTBO NikapCbknx 3aco6iB).

FAKLLO BULLE3a3HAYEHI JOKYMEHTW BHECEHO A0 6a3u gaHux EudraGMP, 3as8BHUK HaJa€e NOCUIaHHA Ha Lo
6a3y gaHux. MNpy LbOMY KONito IOKyMeHTa 3 fofaTtkamu (3a HasiBHOCTI) 3acBigvye 3asBHUK.

(nignyHkT 7.1.19 nyHkTy 7.1 po3giny VII gonoBHeHO a63aLoM 3rigHo 3
Haka3om MiHicTepcTBa 0XOPOHW 34,0POB'A YKpaiHu Big 18.12.2014 p. N 966)

7.1.20. 3pa3ok MapKyBaHHS AOC/iXYBaHOTO /iKapCbKOro 3acoby yKpaiHCbKOH MOBOK abo oqoiLiliHO
BM3HaHOK MOBOK MKHALIOHANBHOIO CMifIKyBaHHS.

7.1.21. flopaTkoBy iH(hopmaLio WoA0 AOCMIAKYBAHOrO JliKapCbKoro 3acoby (3a NnoTpe6u): AOCNiAKEHHS 3
BipyCHOT 6e3neku; BignoBiAHI AOKYMEHTV Ha NPOBEAEHHS AOCNIAKEHb ab0 Ha npenapaTy 3 0CO6MBUMU
B/1aCTUBOCTAMM (3@ HASABHOCTI), 3aABY NPO BiAMNOBIAHICTb BUPOGHMLTBA Ait04O0i 6i0N0rYHOT PEYOBMHU BUMOram
HanexHoi Bupo6Hunyoi npaktukm (GMP).



7.1.22 nignyHkT 7.1.22 nyHkTy 7.1 po3gainy VIl BukiyeHo
(3riaHO 3 Haka3oM MiHiCTepcTBa OXOPOHU
340poB's YKpaiHu Big 06.05.2014 p. N 304)

7.1.23 nignyHkT 7.1.23 nyHKTY 7.1 po3gainy VIl BUKI0YEHO
(3riaHO 3 Haka3oM MiHICTepcTBa OXOPOHU
30poB'a Ykpainu Big 06.05.2014 p. N 304)

7.1.24 nignyHKT 7.1.24 nyHkTy 7.1 po3giny VIl BUKIOUEeHO
(3riaHO 3 Haka3oM MiHiCTepcTBa OXOPOHU
3A0poB'a Ykpainu Big 06.05.2014 p. N 304)

7.2. 3a pesynbTatamMu po3rnisgy 3assu Npo NPOBEAEHHS KiHIYHOTO BUNPOOYBaHHSA fikapcbkoro 3acoby LIOBB
NPOTArOM TPbOX KaNeHJapHUX AHIB Hagcunae oo LieHTpy NUcT-HanpasieHHsa pa3oM i3 L€t 3a880t0, Npo LWo
NOBILOMIISE 3aA9BHUKA.

3asaBHuKoM npoTarom 30 AHiB 3 AHA HAAXOMKEHHS A0 LieHTpy nucta-HanpasneHHs LLOBB nogatotbes [0
LleHTpy AoKyMeHTU (MaTepiasiv) KIiHIYHOro BUNpo6yBaHHSA, 3a3HaveHi B nignyHkrax 7.1.3 - 7.1.21 nyHkTy 7.1
LbOro posginy, y TpboX NpuMipHMKax (3a HeobxigHocTi LleHTp moxe 3anpocutun gogatkoBuii(i) npumipHuK(n)).

(nyHkT 7.2 po3giny VIl 'y pegakuii Haka3y MiHicTepcTBa
OXOPOHY 34,0pOB'A Ykpainu Big 18.12.2014 p. N 966)

7.3. Mix LieHTpom Ta 3a8BHVKOM YKNafaeTbCs AOroBip NPo NpoBefeHHA ekcrnepTusn. Ekcneptusa martepianis
KniHiyHOro Bunpo6yBaHHAa nignarae onnari (6e3 ypaxyBaHHS KibKOCTI MiCLb NPOBeAEeHHSA AOC/iIKEHHSA Ta
MonpasoK [10 MPOTOKOJTY, WO CYNPOBOMAXYIOTh 3asBY).

7.4. fokyMeHTH (MaTepiasn) KniHiYHOro BUNpobyBaHHSA NignararoTb ekcnepTusi B LIeHTpi 3 060B'A3K0BUM
BpaxyBaHHAM €TUYHUX Ta MOPa/IbHO-NPaBOBMX acNekKTiB KIiHIYHOTrO BUNPOBYBaHHSA MNiCNA iX HAAXOMKEHHS A0
LleHTpy B NoOBHOMY 06CA3i BigNoBigHO A0 NyHKTY 7.1 uboro po3ainy. CTpok NpoBefeHHs ekcneptusun LieHTpom -
He Gisiblue 47 KasleHAapHUX AHIB.

(nyHkT 7.4 po3piny VIl y pegakuii Haka3y MiHicTepcTBa
OXOPOHY 3,0pOB'A Ykpainu Big 18.12.2014 p. N 966)

7.5. Mig yac NpoBeAEHHS ekcnepTM3n maTepianiB KNiHiYHOro BUNnpobyBaHHs LIeHTp Ha migcTaBi 3ayBaXeHb Ta
KOMeHTapiB eKkcrnepTiB 04HOPa30BO MOXe 3anuTaTu B NMCbMOBI hopMi y 3aiBHMKa AOAATKOBI MaTepianu.

Yac, noTpibHWin Ans X NigroToBKWU, HE BXOAWUTL A0 CTPOKY NPOBEAEHHS eKCNepTUsn. AKLO 3asBHYK NPOTATOM
60 KaneHgapHuX gHIB He Hafae LieHTpy AodatkoBux MaTepianis abo imcta 3 06rpyHTYBaHHSM CTPOKIB,
HeobXigHUX ANs TX AooNpauoBaHHS, MaTepiany KNiHIYHOro BUNpo6yBaHHSA 3HIMalOTbCS 3 pPO3rsay.

Mpo npuiiHATe piweHHs LleHTp NMCbMOBO NOBIAOMSIE 3asiBHUKA. [py LbOMY BapTiCTb NPOBEAEHHS
eKcnepTHMX PooGIT 3a8BHUKOBI HE NoBepTaeTbCA. Hagani, Ha 6axaHHA 3asBHVKa, MaTepiann no4alTbesa AN
ofiepXaHHs BUCHOBKY LIeHTpY B yCTaHOB/IEHOMY MOPSAKY.

7.6. 3a pe3ynbTataMu npoBeAeHoi ekcrnepTusn LieHTp Hapae LJIOBB BMCHOBOK: NO3UTUBHWIA, HETaTMBHUIA. Ha
nigctasi BucHoBky LieHTpy LIOBB npuiiMae pileHHs Mpo NPOBEAEHHS K/TiHIYHMX BUNPO6yBaHb abo Npo BiAMOBY
B NPOBE/EHHI KNiHIYHUX BUNpoOyBaHb i3 3a3Ha4YeHHAM 06I'pyHTOBaHMX NiACTaB 418 NPUAHATTA PiLLEHHS NPO
BiAMOBY B NPOBeAEHHI KNiHIYHOro BUNpobyBaHHA. CTPOK NpUAHATTA pileHHst LLOBB - He 6inblue 5 po6oumnx AHiB.

PiweHHAM Npo NpoBeAeHHs KMiHIYHOTO BUNPOGYBaHHA 3aTBEPAXKYIOTbLCS Ha3Ba KNiHIYHOro BUNPOOYBaHHS, Ko,
[JOCnifXeHHA, Bepcis Ta faTa NpoToKos1y, CNOHCOP, 3aABHUK Ta/abo opuanyHa abo disnyHa ocoba, saKa fje 3a
[OBIPEHICTIO, Ky HaaB CMOHCOP YW 3a8BHVK Ha BBE3EHHA AOCNIfKyBaHNX (3apeecTpoBaHnx abo
He3apeecTpoBaHKX) SlikapCbknx 3aco6iB Ta CynyTHIX MaTtepianis, BignoBiganbHWA 4OCAIAHUK, MiCLle MTPOBEeAEHHS
OOCNifKeHHS, nepesik 4oCioKyBaHUX flikapCbkux 3acobiB, npenaparTiB NOPIBHAHHA Ta CynyTHIX MaTepianis.

(ab3ay, gpyruin nyHKTy 7.6 po3giny VIl y peaakuii Hakasy
MiHicTepcTBa 0X0poHM 340poB'A Ykpainu Big 01.10.2015 p. N 639)
(nyHKkT 7.6 po3giny VIl y pegakuii Hakaly MiHicTepcTBa

OXOPOHY 340p0B'A YKpaiHu Big 18.12.2014 p. N 966)

7.7.Y pasi He3roau 3 pilweHHam LLOBB npo BigMOBY Y NPpOBEeAEHHI KNiHIYHMX BUNPO6GYBaHb 3asiBHUK Ma€e
npaso npoTarom 30 KafleHAapHUX AHIB MiCNs OTPUMAHHSA LbOro pilleHHs 3BepHyTuca no LIOBB i3 3asBoto npo
nepernag Takoro pilleHHs 3 NogaHHAM A0AaTKOBMX MaTtepianis, WO 06IpPYHTOBYIOTb Takuii nepernsag. 3asHayeHa
3anBa po3rNsafacTbes He binblie 30 kasleHJapHUX 4HIB 3 faTu Ti ofiepxaHHs 0 BUHECEHHSI OCTAaTOYHOIo
pilleHHs. OcTaTo4He pPilleHHs 3 BigMnoBigHMM O6I'pYHTYBaHHSAM HAACUIAETLCS 3a8BHUKY B MMCLMOBI hOpMi.

3asBHUK Ma€e NpaBo 3BEPHYTUCA 3@ 3aXMCTOM CBOIX Npas A0 CyAy B yCTaHOB/IEHOMY 3aKOHO4aBCTBOM
nopsaKy.

(nyHKT 7.7 po3giny VIl 'y pefakuii Hakasy MiHictepcTBa
OXOPOHM 340POB'A YkpaiHm Big 18.12.2014 p. N 966)



VIII. OuiHKa eTUYHUX Ta MOpPa/IbHO-NPABOBUX aCMeKTiB K/1iIHIYHOro

BUNPOOYBaHHA

8.1. OuiHKa eTYHUX Ta MOpPasibHO-NPaBOBUX acrnekTiB KAiHIYHOro BUNPOGYBaHHS 34iCHIOETLCSA KOMICIAMY 3
nuTaHb eTvkv npu JIMN3, Ae NpoBOAATLCA KNiHIYHI BUNPOOYBaHHS.

8.2. Mo3nTMBHAa OLjHKa KOMICIT 3 NTaHb eTUKN OCHOPMIIIOETLCSA BifNOBIAHM NPOTOKO/IOM 1T 3acifjaHHA Ta €
NOroKEHHSAM NPoBeAeHHs KNiHIYHOro BUNpobyBaHHsA B KOHKpeTHOMY JTMN3, ae 6e3nocepeHbo po3TalloBaHe(i)
Micue(s) npoBeAeHHs BUNPOBYBaHHS.

8.3. Kowmicii 3 nuTaHb eTUKKN Takox 3abe3neuyoTb JOTPUMAaHHS BUKOHAHHS €TUYHKX HOPM Nif, Yac NpoBeeHHS
KNIHIYHMX BUNPOGYBaHb Y KOHKpeTHoMmy JTM13.

8.4. AnA ofepxaHHA OLHKM eTUYHUX acnekTiB KNiHIYHOro BUNPo6yBaHHA 3asBHVK Nogae A0 KOMICIT 3 NUTaHb
eTukn npu JIN3 Taki JOKYyMEHTU:

8.4.1. CynposigHuit N1cT 3a hopMoto, HaBeeHo Yy foaatky 3 Ao Lboro MNopsaaky.

(nignyHkT 8.4.1 nyHkTY 8.4 po3giny VIl i3 3MiHaMK, BHECEHUMM 3TiJHO 3
Haka3om MiHiCTepcTBa 0OXOPOHM 340p0B'A YKpaiHu Big 06.05.2014 p. N 304)

8.4.2. 3aaBy [/19 0fepXaHHs1 BUCHOBKY [lepXaBHOro ekcnepTHoro ueHtpy MO3 YkpaiHu / norofXeHHs KoMicil
3 nUTaHb eTukn npu JIN3 Wwoho NpoBeAeHHs KNiHIYHOrO BUNPOBYBaHHS /ikapCbkoro 3acoby 3a hopmotio,
HaBefeHo y goaatky 4 fo uboro Mopsaky.

(nignyHkT 8.4.2 nyHKTY 8.4 po3giny VIl i3 3MmiHaMKn, BHECEHUMM 3TiJHO 3
Haka3om MiHiCTepcTBa OXOPOHM 340pP0B'A YKpaiHu Big 06.05.2014 p. N 304)

8.4.3. MNpoTokon KIiHIYHOro BUNPOGYBaHHSA NiKapCbKOro 3acoby 3 yciMa HasBHUMM nonpaskamu 0 HbOro, Lo
NOBVMHEH MICTUTW iHbOpMaLiito, HaBeAeHy B po3aini 6 HanexHoi kniHiuHoi npaktukn (GCP), BUknazeHi MOBO
opuriHasy, Ta KOpoTke BUKNaAEeHHS 3MIiCTY (CMHOMCUC) NPOTOKOY KiHIYHOTO BUNPOBYBaHHSA YKPaiHCLKOI
MOBOIO.

(nignyHkT 8.4.3 nyHkTy 8.4 po3giny VIl y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340pO0B'A Ykpainum Big 01.10.2015 p. N 639)

8.4.4. bpolypy A0CAIAHWUKA, WO NOBMHHA MICTUTK iHGbopMaLLito, HaBedeHyY Y po3aini 7 HanexHoi kKniHivHoi
npaktukn (GCP).

8.4.5. Konito BucHoBky LleHTpy, 3aTBepaxeHoro LLOBB (3a HasaBHOCTI).

8.4.6. lopyyeHHs, BuAaHe CrnoHCOPOM, 3 YiTKO BU3HAYEHUMU [ileNIeroBaH MU NOBHOBaXXEHHAMU, AKLLO 3aABHUK
KNiHiYHOro BMNpo6yBaHHS He € CNIOHCOPOM.

8.4.7. MNpoekT iHhopMOBaHOT 3rogm Ta iHLY NMCbMOBY iH(POPMAaLit0, SIKy M1aHYETLCA HagaBaTh NauieHTy
(3gopoBoMy f,06POBO/LLIO) (YKPAIHCHKO MOBOK @60 OwiLiiiHO BU3HAHOK MOBOI MiXHAaLiOHa/TbHOTO
CMifIKyBaHHS).

8.4.8. IHhopmaLito LoA0 3axoais 3 Habopy AocAimKyBaHMX (MaTepianu iHopMauiiHoro Ta peknaMHoro
Xapaktepy, siKi BUKOPUCTOBYBATUMYTbCS AJ15 3a/1yHEHHS AOCNIAKYBaHUX 40 KNiHIYHOTrO BUNpo6yBaHHSA (3a
HasBHOCTI)).

8.4.9. KopoTki BiJOMOCTI NMpo BCi NOTO4HI KNiHIYHI BUNPOBYBaHHS, L0 NMPOBOAATLCS i3 3aCTOCYBaHHAM AaHOro
[O0CNigKyBaHOr0 /likapCbKoro 3acoby (3a HasiBHOCTI).

8.4.10. 3anBy BiANOBIAA/ILHOIO AOCNIAHUKA 3a POPMOI0, HAaBEAEHOK Y AofaTky 6 A0 Lboro Mopsaaky.
HapaeTtbca B /M3 3a MicLe3HaxX04KEHHAM KOMICIT 3 NUTaHb eTUKN.

(nignyHkT 8.4.10 nyHkTy 8.4 po3ainy VIII i3 3miHaMu, BHECEHUMM 3rigHO 3
Haka3om MiHicTepcTBa 0XOPOHM 340p0B'A YKpaiHu Bif 06.05.2014 p. N 304)

8.4.11. IHchopmauito npo JIMN3 Ta micye NpoBeAeHHS KAIHIYHOrO BUNPOo6yBaHHA 3a DOPMOL0, HAaBE4EHO Y
fopatky 7 fo uporo rNopsaky, CTaHOM Ha Yac NoAaHHA AOKYMEHTIB (MaTepianis).

(nignyHkT 8.4.11 nyHkTy 8.4 po3giny VI i3 3miHamMu, BHECEHUMM 3rigHO 3
Haka3om MiHicTepcTBa 0XOPOHU 34,0p0B'sa YkpaiHu Big 06.05.2014 p. N 304)

8.4.12. IH¢hopMmaLito Npo BignosigansHoro gocnigHuka / gocnigHuka (CV), Wo NnoBUHHA MICTUTU Taki
Bigomocri: M. I. B., pik HAPOMAKEHHS, OCBITa, MicLle po60TH, Nocaja, CTax poboTU, HAYKOBWIA CTYMiHb, HAYKOBI
npawi, 4OCBiA y4acTi B KIIHIYHUX BUNPOOYBaHHAX (i3 3a3HaUYEHHAM, SSKUX caMe).

CV cniBaocnigHuKiB HeobxigHO HagaBaTu, SKWO A0 K/iHIYHOro BUMPOBYBaHHSA 3a/1ydatoTbCs fikapi PisHMX
cneuiaibHOCTER.

8.4.13. IH(hopmaLito, L0 BM3HAYAE YMOBM CNiaT BUHaropoay abo KomneHcauji 4ocnigpKyBaHuM 3a yyacTb Y
KNiHIYHOMY BUNPOBYBaHHI (SIKLLO Lie nepegbavyeHo NpoTOKO/IOM KiHIYHOro BUNPOBYBaHHS), L0 MOXe MICTUTUCA Y
CyNpOBiZHOMY NINCTI, 3 NOCUIAHHAM Ha BiANOBIAHUI JOKYMEHT, IKMM Lie nepegbayaeTbCs.

8.4.14. IHCTPYKLUit0 CNoHCcopa/3asBHMKa AN BigNoBiAa/IbHOro gocnigHnka / AoCNigHWKa Wwoao 4iny pasi
BMHWUKHEHHS MOAil, Lo MOXe 6yTW TpakToBaHa ik CTpaxoBuii BUNaAoK nif Yac NpoBeLeHHs KiHIYHOro
BMNPOOYBaHHSA BiJHOCHO 3aBAaHHA MOX/IMBOT LUKOAMN 340PO0B'0 Ta XUTTHO AOC/IAKYBaHUX.



8.4.15. Konito cepTudikaTa [0 [OroBOPY MPO CTpaxyBaHHSA XUTTA Ta 340p0B'A nauieHTa (406poBobLS).
(nyHKT 8.4 po3giny VIl gonosHeHo nignyHkToM 8.4.15 3rigHO 3 Haka3oMm
MiHicTepcTBa 0X0pPOHM 340pPO0B'A YkpaiHm Big 01.10.2015 p. N 639)

8.5. Marepianu kniHiyHOro sunpobysBaHHA NOAaTLCA A0 KOMICIT 3 MMTaHb eTVKN B O4HOMY MPUMIPHUKY. 3assa

y NOBHOMY 06CA3i 3a (DOPMOI0, HaBeAEHO Y A0AATKY 4 A0 Lboro Mopaaky, A0AAETLCA HA €NEeKTPOHHOMY HOCIT.
(nyHkT 8.5 po3giny VIII i3 3MmiHaMu, BHECEHUMU 3riQHO 3 HaKa3oM
MiHicTepcTBa 0XOpPOHY 340pO0B'A Ykpainu Big 06.05.2014 p. N 304)

8.6. Kowmicist 3 nuTaHb €TUKK Nic/isi OTPMMaHHS NOBHOMO KOMMJIEKTY AOKYMEHTIB 34i/iCHIOE OLiHKY MOPasibHO-
eTUYHMX Ta NPaBOBKX acnekTiB MaTepianis KNiHIYHOro AOCNIMKEHHS, 3a pe3y/ibTataMu SKOi NOroaxye
NpoBeAEeHHS KNiHIYHOro BUNpobyBaHHsA B KOHKpeTHOMY JIM3 abo Hagae MOTMBOBAaHY BiMOBY.

8.7. Nig, yac 34iCHEHHS OLHKM MOPa/IbHO-eTUYHUX Ta NPaBOBUX acnekTiB MaTepiasiB KAiHiYHMX BUNPO6yBaHb
KOMiCisl 3 MMTaHb €TVK1 O4HOPA30BO MOXE 3anuTaTy B MMCbMOBIV (hOpMi Y 3asiBHMKA A0AATKOBI MaTepiasin
Ta/abo 3anpocuTy Ha 3acifaHHsA KOMIcii NpeAcTaBHMKa 3asaBHUKA 415 HaJaHHA A04AaTKOBUX NOSCHEHb. CTPOK Ans
HagaHHA JOAATKOBMX MaTepianiB/MosicCHEHb He NOBMHEH nepeBuwyBaTh 30 kaleHAapHUX OHiB.

CTpOK 471 OLHKM €TUYHMX Ta MOP&a/IbHO-MPAaBOBMX acnekTiB He NOBUHEH NepesullyBatn 30 KasleHJapHNX
[HIB 3 flaTV OTPUMaHHSA KOMICielo 3aaBK (6€3 BpaxyBaHHs yacy, He06XigHOro Ans niaroToBkM 3anuTaHnx
JoJaTKoBUX MaTepianiB/MoACHEHb).

8.8. MNpo NpuiiHATE pilleHHS KOMICisi 3 NTaHb eTUKN NMCbMOBO MOBIAOM/ISIE 3asiBHUKA.

8.9. Y pasi HeraTMBHOI OL,iHKM eTUYHUX Ta MOPasIbHO-NPaBOBUX acMnekTiB KAIHIYHOro BUNPO6YBaHHS 3aABHUK
npotsarom 30 KasleHAapHNX AHIB NiCAs O4epXaHHSA PiLeHHsT MOXEe MOBTOPHO HaJaTu maTepiasiv 3 aprymeHTauieto
X nepernsgy, Wo MatTb 6YTU PO3rAsHYTI B CTPOK A0 30 KaneHA4apHUX AHIB 3 BUHECEHHAM OCTaTOYHOI OLLiHKM
€TNYHMX Ta MOP&a/IbHO-NPABOBUX aCNeKTIB LbOro K/iHiYHOro BUNpPO6yBaHHS.

IX. MpoBegeHHs KNiHIYHOro BUNPOGYBaHHSA

9.1. KniHiyHe BMNpobyBaHHA MOXe PO3MoYMHATUCA B KOXXHOMY KOHKpeTHOMY MIMB 3a HasBHOCTI MO3UTUBHOIO
piweHHa LLOBB, BATAry 3 NpOTOKO/TY KOMICIT 3 nTaHb eTuku npu JIN3 woA0 NorofKeHHs UbOoro KAiHIYHOro
BMNPOBYBaHHS i 38 YMOBM 0CDOPM/IEHHSA AOrOBIPHMUX BiLHOCUH MiX YCiMa IOpUANYHUMM Ta (i3MYHUMIN 0co6amu,
AKi 3aUTyUeHi 40 NPOBEeAEHHS K/iHIYHOro BUNpPobyBaHHA, Ta Nicns yknageHHs 40roBopy Npo CTpaxyBaHHSA XUTTA
Ta 300poB'sA nauieHTa (406poBoOabLSA) Y NOpsaKy, nepefdadyeHoMy 3aKOHO4ABCTBOM.

(a63ay, nepumii nyHkTy 9.1 po3giny IX y pegakuii Hakasis
MiHicTepcTBa 0XOPOHM 340POB'A YKpaiHm Big 18.12.2014 p. N 966,
Big 01.10.2015 p. N 639)

CnoHcop (KOHTpakTHa AoCniAHMLbKA OpraHisauis 3a AopyyYeHHAM cnoHcopa) yknagae i3 J1NM3 gorosopu Wwoao
NpoBeAeHHSA KNiHIYHUX BUNPOOYyBaHb NikapCbkmx 3aco6iB BiANOBIAHO [0 BUMOT 3aKOHOLaBCTBA.

AKWO B KNiHIYHOMY BUNpobyBaHHI 6epe yyacTb HaykoBO-A0C/iAHa YCTaHoBa ab0 BULMI HaBYabHWI
MeAMYHWI 3aKnag, WO He MatoTb CBOET KMiHIYHOT 6a3n, y Takomy BUNagKy Mae 6yTn nepegodaveHo nignvcaHHs
TPUCTOPOHHLOTO JOrOBOPY MiX CMTOHCOPOM (KOHTPaKTHOK LOCNIAHULILKOIO OpraHisauieto 3a AopyYeHHAM
cnoHcopa) Ta /N3 i HaykoBO-4OCNIAHOK YCTAHOBOK ab0 BULLMM HaBYa/IbHUM MEAVYHVM 3aKNafoM.

Onnata A0faTKOBO BMKOHAHOI po60TH / HaJaHnX NocNyr BignoBiganbHUX OCNIAHWUKIB / LOCNIAHWKIB, Aka He
noB'si3aHa i3 BUKOHaHHAM HMMU CBOTX NOcafoBux 060B'A3kiB y JIM3, abo HaykoBO-AOCMiAHOT ycTaHOBK, abo
BULLOTO MeAMYHOro HaBvasibHOro 3aknagy Il - IV piBHiB akpeauTau,ii 34iiCHIOETLCA CMOHCOPOM ab0 KOHTPAKTHO
OOCNiAHULBKOK OpraHizauieto (3a 4OPYYEHHSIM CMOHCOpa) Ha MiAcTasi OKPeMOoro A0roBopy, LWo yknagaeTbes 3
Bi4NoOBiAa/IbHMM A0CAIAHNKOM / AOCAiAHMKOM (3a NOTpebu - i3 cniBgocnigHMKaMu) BignoBigHO 4O BUMOT
3aKOHOaBCTBA.

Llnm goroBopom mae 6yt nepenbadveHo yitke po3mexyBaHHsa yHkuii /N3 Ta BignoBigasbHOro gocnigHuka /
pocnigHuka / cniBgocnifHMKa, WO NOBUHHI BUKOHYBATUCS HAM Y CBIll Hepobounii Yac Ta NoB'A3aHi, K Npaswuio, 3
BMKOHAHHSM IHTENEeKTyasIbHOT po60TU (aHaiTUYHOI, iHhopMaL,iliHOi, EKCNEPTHO-KOHCYIbTATUBHOI, CKNafaHHs
3BITiB K/iHIYHOrO BMNPOOGYBaHHSA TOLW0). AKWO Mifg Yac BUKOHAHHS Takol po6oTy / HagaHHsS nocayr
BiANOBiAaNbHWIA AOCNIAHVK / AOCNIAHWK / CNIBAOCNIAHWK BUKOPUCTOBYOTE MaTtepiasibHO-TeXHIYHY 6a3y /M3,
BignoBigHi BuTpatu J/IN3 matoTb 6yTy BigwkogoBaHi /T3 cnoHCOPOM (KOHTPaKTHOK AOCAIAHNLbKOO
opraHisaujieto 3a JOpy4YeHHAM CroHcopa) BiAMNOBIAHO A0 YKNaaeHoro HUM gorosopy 3 JIM3, sKuii, 30Kkpema,
NMOBVMHEH MICTUTW OKpEME MOJIOXKEHHS NPO Take 3060B'A3aHHA cnoHcopa (KOHTPaKTHOT AOCAIAHMLBKOI OpraHizaw,i
3a JOPYYEHHAM CrnoHcopa), abo BignoBigabHUM [OCAIAHUKOM / OCAIAHWKOM / CRiBAOCNIAHUKOM 38 OKPEMUM
[0roBopoM, yknageHnm Mk Hium T1a JIM3.

BBe3eHHs1 gocnigKyBaHMX /liKapCbKUX 3ac06iB Ta CYMyTHIX MaTepiasiiB MoOXe 34iiCHIoBaTNCA CIOHCOPOM,
3a8BHUKOM Ta/abo opuauyHoo abo gisnyHo 0cobolo, Aka Aie 3a AOBIPEHICTIO, AKY HaaB CMOHCOP YM 3asiBHUK
Ha BBE3EeHHS JOC/iAKyBaHNX (3apeecTpoBaHnx abo He3apeecTpoBaHWX) NiKapCbknx 3ac06iB Ta CynyTHIiX



marepianis (Mean4yHux BMpo6iB, MeAMYHOro 061a4HaHHs TOLLO), WO NPU3HAYeEHi 4715 BUKOPUCTaHHA B MeXax
NpoBeAEeHHS LbOro KiHIYHOro BUNPOGYBaHHS.
(nyHKT 9.1 po3giny IX gonoBHeEHO ab63aLoM LOCTMUM 3rigHO 3 Haka3oM
MiHicTepcTBa 0XopoHu 340poB'a Ykpainu Big 01.10.2015 p. N 639)

9.2. BBe3eHHs/BBe3€eHHSA Ha/3 TepuTopito(i) YkpaiHu, 06/ik Ta 36epiraHHs AOCNigKyBaHOro NikapcbKoro
3acoby Ta CynyTHiX MaTepianis, NpU3HaYeHNX ANs NpoBeAeHHS KNiHIYHOro BMNpobyBaHHs, 6ionoriyHmnx 3paskis
Ana nabopaTopHUX aHauli3iB 34iNCHIOTLCA Y NOPAAKY, BU3HAYEHOMY 3aKOHOAaBCTBOM.

AKLLO AOCNiAKYBaHWI MIKAPCLKUA 3aCib HANeXWTb 40 HAPKOTUYHUX 3ac06iB, NCUXOTPOMHNX PEYOBUH i
NPeKypcopiB, 34iACHEHHS eKCNOPTHO-IMMOPTHMX onepawiii MoX/I1Be Nicis OTPMMaHHS BifgnoBiLHOro 403BONY
KoMiTeTy 3 KOHTPO/IIO 38 HapKOTUKaMW.

9.3. Micnsa noyatky KNiHIYHOro BUNPOGYBaHHSA (NigNMcaHHA nepLunmM nauieHTom (340poBmM [06POBObLEM)
iHhopmoBaHOT 3roan) BiANOBIAHO L0 MPOTOKOJTY KAIHIYHOrO BUNPo6yBaHHSA CNOHCOP abo Moro ynoBHOBaXKeHa
ocoba Hagcunae o LieHTpy y cTpok 0 10 kaneHgapHux AHIB NOBIJOMIEHHS 3a (DOPMOI0, HABEAEHOM B f0AATKY
8 fo uboro MNMopsgaky.

(a63au, nepwunii nyHKTy 9.3 po3giny IX i3 3miHamun, BHECEHUMU 3rigHO 3
Haka3om MiHicTepcTBa 0XOPOHU 34,0p0B'a YkpaiHu Big 06.05.2014 p. N 304)
Ab63au apyruid nyHkTy 9.3 po3sginy IX Bukio4eHo
(3rigHO 3 Haka3om MiHicTepcTBa OXOPOHYU
340poB'a Ykpainu Big 06.05.2014 p. N 304,
y 3B'AA3Ky 3 uum ab3al, TPeTii BBaxXaTn ab3alom gpyrum)

Y BuUnNajKy BUKNIOYEHHA CNOHCOPOM AocnigHuka / MMNB, cxsaneHoro LieHTpom Ta 3atsepgkeHoro LIOBB,
cnoHcop abo ynoBHOBaXKeHa HUM ocoba iHhopmye LIeHTp Ta KOMicito 3 nuTaHb eTuku npy JIMN3 IMCTOM LOBiNbHOT
chopmMmn Npo NpUiAHATE pilleHH: He nisHiwe 30 kaneHJapHUX 4HIB 3 AHS NOro NPUAHATTS.

9.4. MpOoTAroM KNiHiYHOro BMNPOBYBaHHA Ta MiCNs MOoro 3akiHYeHHs y pasi notpebu LIeHTp Ta KoMicia 3 nuTaHb
eTvkv npv JIN3 MOoXyTb 3anuTaTh B AOCNiLHNKa/CNOHCOpa A0AATKOBI MaTepiasin CTOCOBHO KAiHIYHOTO
BUNPOGYBaHHSA.

9.5. BignosiganbHuii gocnigHvK / gOCNiAHMK NOBMHEH NPOBOANTU KMiHIYHE BMNPO6YBaHHS BignoBigHO 40
MPOTOKOAY KAIHIYHOrO BUNPO6YBaHHS. BignosiganbHuii 4OCNIAHWK / AOCNIAHVK MOXE BigXUANTUCSA Big NPOTOKONY
K/TiIHIYHOTO BUNPOBYBaHHA NKLLe Y pasi HeobXigAHOCTI YCYyHEHHS Hebe3neku, Wwo 6e3nocepeHbo 3arpoxye
pocnigxysaHum, 6e3 nonepefHbOro 3aTBepixxeHHs LieHTpoM. Take BiAXUIEHHS Bif NPOTOKO/Y K/iHIYHOIO
BMNPOGYBaHHA AOCAIAHUK 3060B'A3aHWI 3a40KyMeHTyBaTh. OnNnc AONYLLEHOTO BigXUIEHHS, MOro NnpuyunHn Ta (3a
noTpe6bu) NPONo3unL|T 040 BHECEHHS NONPAaBOK A0 NPOTOKOJTY K/1iHIYHOrO BUNPOOYBaHHSA MOBUHHI OYTW HadaHi
CnoHcopy.

9.6. Kowmicii 3 nuTaHb eTrku npu JIMN3 34iiCHI00Tb Harns 3a 4oTpMMaHHAM npas, 6e3nekun, 6naronony4yus
navieHTiB (340pOBUX A06POBO/ILLIB), AOCAIAKYBAHNX, ETUYHNX Ta MOPa/IbHO-NPaBOBMX NPUHLMNIB NPOBEAEHHS
KNiHIYHKX BUNPOGYBaHb.

X. 3MiHN Ta AONOBHEHHS, WO BHOCATBLCA NiA Yac NpoBeAeHHA
KNiHIYHOro BUNpPoGOyBaHHS

1. BHECEHHS nonpaBoK Nifg Yyac NpoBeAeHHs KNiHiYHOro

BUNPOOYBaHHA

1.1. Mpw NpoBEAEHHI KNiHIYHOTO BUNPOBYBaHHSA [0 MaTepiasiiB KNiHIYHOro BUNPOOYBaHHA MOXYTb ByTu
BHECEHi 3MiHV Ta JONOBHEHHS. Taki 3MiHM Ta AONOBHEHHS PO3rAAAITLCA SK NONPaBku, AKi MOXYTb 6yTK
CyTTEBMMM ab0 HECYTTEBMMMU.

1.2. MNonpaskn 40 matepianis KIiHIYHOro BUNPO6YBaHHA BBaXKAIOTLCA CYTTEBUMM, SKLLO BOHWU MOXYTb
BM/IMHYTU: Ha 6e3neky abo oi3nyHe Yn NcmxiyHe 61aronoyyvyst 4oCAioKyBaHOrO; Ha HayKOBY LiHHICTb K/TIHIYHOTO
BMNPOBYBaHHA; Ha NPOBeAEHHS KNiHIYHOro BUNpPobyBaHHA abo KepPIBHULTBO HUM; Ha AKICTb ab60 6e3neyHicTb
[0CNigKyBaHOro NikapcbKoro 3acoby, L0 3aCTOCOBYETLCS Y KNIHIYHOMY BUMPOOYBaHHI, & TakoX AKLLO
NPOMOHYIOTb 3MiHY BiAMNOBIA&/ILHOIO AOCNIAHVKA ab0 A0AATKOBO 3a/1y4UTH [0 KIiHIYHOro BUNPO6GYBaHHSA HOBOroO
JocnigHuka / HoBe Micle npoBefeHHs AOCiIKEHHA B YKpaiHi 3a hopmoto, HaBeZeHo y AoAaTtky 9 4o Lboro
[Nopsaaky.

(nyHkT 1.2 rnasu 1 po3giny X i3 3MiHamMu, BHECEHUMMU 3TiHO 3 HAKa3oMm
MiHicTepcTBa OXOpoHM 340p0B'A Ykpainu Big 06.05.2014 p. N 304)

1.3. S0 nonpaBky MatoTb CYTTEBMIA XxapakTep, CNoHcop noBigomse LieHTp i komicito(i) 3 nuTaHb eTMKK Npo

NPUYNHK | 3MICT MOMNPaBOK.



1.4. Ans 3aTBEpAKEHHA CYTTEBOI NONpaBKM 3asiBHUK nogae Ao LJOBB cynpoBigHuii MCT 3a hopmoto,
HaBefeHow y goaatky 10 go uboro MNopsaky, 3asBy NPo CyTTEBY NOMNpasky / NOrOAXEeHHS KOMICIE 3 NMUTaHb
eTukn npwu JIN3 cyTTeBOT NonpaBku 3a hopMoto, HaBeAeHO y agogatky 11 go uboro Mopsaky, a go LleHTpy
nofae martepianu CyTTEBOI NOMNPaBKW, BUTAMM 3 JOKYMEHTIB, LU0 MICTATb CTapy i HOBY pefiakLito TekcTy, abo HoBYy
BepPCito 3MIHEHMX [OKYMEHTIB, IKY MOXHa iAeHT1dikyBaTu 3a il HOBUM HOMEpPOM i AaTol0; A0AaTKOBY
iHhopmaLito, Lo BKOYAE pe3toMe AaHuX (3a HassBHOCTI), OHOB/IEHY 3arasibHy OLLiHKY PU3MKY | KOPUCTI (3a
HasIBHOCTI), MOX/IMBI HACNIAKM 418 AOCIAKYBaHMX, WO BK/OYEHI B KNiHIYHE BUNPOBYBaHHSA, MOX/IMBI HAC/TiAKN
ONS OLiHKN pe3ynbTaTiB KAiHIYHOro BUNPOOYBaHHS.

(nyHkT 1.4 rnasu 1 po3giny X i3 3MiHamMu, BHECEHUMMU 3TiJHO 3 HAKa3oM
MiHicTepcTBa 0X0poHu 340pO0B'A YkpaiHu Big 06.05.2014 p. N 304,

y pefakujii Hakasis MiHiCTepcTBa OXOPOHU

3[0poB'a Ykpainu Big 18.12.2014 p. N 966,

Big 01.10.2015 p. N 639)

1.5. Akwo cyTTEBa Nonpaska CTOCYETLCA GisibLLe HXX 04HOro NPOTOKO/Y K/1iHIYHOrO BUMPO6YBaHHA AN
[O0CNiAKyBaHOr0 /ikapCbKOro 3acoby, CNOHCOP MOXe 3p06buTU y3arasibHeHe NogaHHsa Ao LieHTpy 3a yMmoBY, L0 B
CYNpOBIAHOMY /IUCTI Ta 3asBi 3a3Ha4YeHO nepenik ycix NpoToKOIB KIiHIYHWUX BUNPOOYBaHb, AKX CTOCYETLCSA LA
nonpaska.

1.6. FKLL0 NoONpaBKN HECYTTEBI (Hanpuknag, 3MiHa KOHTaKTHOro TesiedoHy, HaliMeHyBaHHS 3asBHVKa abo
pocnigHuka y 6yab-akiid kpaiHi, kpiMm YkpaiHu, Tow0) BiANOBIAHO A0 acnekTiB, 3a3HavyeHnx y Aoaatky 9 40 uboro
Mopagky, Ta SAKWOo BOHN HE MatoTb NPSIMOr0 CTOCYHKY A0 NPOBEAEHHS KNiHIYHOro BUNpoGyBaHHS B YKpaiHi, Taki
3MiHM He nignAranTb ekcnepTysi B LIeHTpi. Y LboMmy BUNagky 3asBHUK NMCbMOBO MOBigoMAse LieHTp npo
BHECEHHS HECYTTEBUX NOMPABOK Y AOKYMEHTaL,i0 K/iHIYHOTO BUNPOGYBaHHS.

(nyHkT 1.6 rnasu 1 po3giny X i3 3MiHamu, BHECEHUMMU 3riHO 3 HAKa3oMm
MiHicTepcTBa 0XOpOHY 340pOB'A Ykpainu Big 06.05.2014 p. N 304)

1.7. JocnigHvK NPOLOBXYE KNiHiYHE BUNPoOyBaHHSA BifMNOBIAHO A0 BHECEHOI(MX) CyTTEBOI(MX) NonNpasku(ok) Ao
NPOTOKO/Y KMiHIYHOrO BUNPOBYBaHHSA Tiflbkn B pasi NpuiiHATTS pileHHs LIOBB woao cyTTeBOi(1MX) nonpaBkm(oK)
Ta SKWO HeMae 3anepeyeHb 3 60Ky KOMICii 3 MUTaHb eTUKU (CTOCYETbCSI KOHKPETHOrO MicUs MPOBEAEHHS
KNiHiYHOro BUNpobyBaHHSA).

3a pesynbTtatamu po3srnagy 3asasu LLOBB npoTarom Tpbox kaneHgapHux AHiB Hagcunae o LleHTpy nuct-
Hanpas/eHHS pa3oMm i3 MaTepiasiamu, 3a3HavyeHMy B NyHKTI 1.4 Uiel rnasu.

(nyHkT 1.7 rnaBm 1 po3giny X y pefakuii Hakasy MiHicTepcTBa
OXOPOHM 340POB'A YkpaiHm Big 18.12.2014 p. N 966)

1.8. AKwWo B nepiof, NpoBeAeHHs KMiHIYHOro BUNpobyBaHHA Bif0yBaETLCA MOAiA, NOB'A3aHa 3 NPOBEAEHHAM
KNiHIYHOro BUNpobyBaHHA a60 po3PO6KOI0 AOC/iAXKYBAHOTO NiKaPCbKOro 3aco0y, fka 34aTHa BRAVHYTH Ha
6e3neky focnigkKyBaHux, CNoHcop Ta/abo AOCNIAHMK 34JMCHIOITL HeraliHi 3axoamn Ans 3abesneyeHHs 6e3nekn
pocnigxyBaHmx. CoHcop HeranHo cnogiwae LieHTp i komicito(i) 3 nMTaHb eTrKn Npo Nogito, Wo Bigbynacs, i
3axo4m 3 Tl yCyHeHHs.

2. MpoBeAeHHsA eKcrnepTu3n cyTTEBUX NONpaBoK Yy LleHTpi

2.1. LUeHTp Hagae BMCHOBOK LLIOAO CYTTEBUX MOMPaBOK Ha NiACTaBi IX ekcnepTusn.

2.2. LleHTp NnpoBOAMTb eKCNepTu3y HajaHnx MaTepiasiB 3 MeTOH CklafaHHsA 06r'pyHToBaHOro BMCHOBKY o0
MOXJTMBOCTI MPOBEAEHHS KNiHIYHOro BUNPO6GYBaHHSA Bi4NOBIAHO 0 NOMNPaBOK A0 MaTtepiasisB KNiHIYHOro
BUNPOOYBaHHS.

Mix LieHTpoM Ta 3aBHVMKOM YKNaAaeTbCa AOroBip NPo NpoBefeHHS ekcnepTusn nonpasok. Onnarti nignarae
ekcrnepTmsa 3MiH, BUKNaAeHUX y nonpaskax A0 martepianis KIiHIYHOro BUNPOOYBaHHS, L0 CYNPOBOLKYIOTh 3asBy.
CTpok NpoBefeHHA ekcrnepTusn LieHTpoM - He Binblue 27 kaneHgapHuX gHIB.

(ab3au, gpyruit NyHKTY 2.2 rnaeu 2 po3giny X i3 3miHamu,
BHECEHUMM 3rigHO 3 Haka3oM MiHICTEpCTBa OXOPOHU 340P0B'ST YKpaiHu
Big 18.12.2014 p. N 966)

2.3. Mig yac npoBeAeHHs ekcnepTy3n NONpaBokK 3 METO CKaAaHHsa BUCHOBKY LLLOA0 CYTTEBOI NONPaBKU
LleHTp 04HOPa30BO MOXeE 3anuTati B MUCbMOBI hopMi Y 3asBHMKa A04aTKOBI MaTepiann. CTpok, NOTpibHuiA Ans
X MiAroTOBKN, HE BXOAWTL 10 CTPOKY NPOBELEHHSA EKCNIEPTU3N.

AKLLOo 3aaBHKK NpoTarom 30 KasleHaapHUX AHIB He Hajae LleHTpy 3anutaHnx fogaTtkoBux matepianis abo
nmcTa 3 06r'pyHTYBaHHAM CTPOKIB, HEOOXIAHWX A1 TX [00NpaLuoBaHHs, TO NONPaBKU 3HIMAIOTLCA 3 PO3raay.
Mpo npuiiHATe piweHHs LleHTp NMCbMOBO NOBIAOMSIE 3asBHUKA. [py LbOMY BapTiCTb NPOBEAEHHST EKCMEPTHUX
po6IT 3aABHUKOBI HE NOBepTaETLCA. Hafasi 3assBHMK MOXe NOBTOPHO NoAaTN Matepiasiv Ans ofepXxaHHs
BucHoBky LieHTpy.



2.4. 3a pesynbTaramu nposefeHoi ekcneptnsu LieHtp Hagae LLOBB B1CHOBOK LLOAO CYTTEBOT NMONPaBKu
(No3uTMBHWMIA, HeraTuBHWIA). Ha nigctasi BucHosky LLOBB npuiiMae pilleHHs NMpo 3aTBEPKEHHS CYyTTEBOI
nonpasku abo Npo BiAMOBY B 3aTBEPAKEHHI CYTTEBOI NOMNPaBKM i3 3a3Ha4YEeHHSAM 06I'PYHTOBaHMX NigcTtas Ans
NPUIAHATTA PiLLEHHS NPO BiAMOBY B 3aTBEPKEHHI CYTTEBOI Nonpaskn. CTPOK NPUIAHATTS pileHHa LLOBB - He
6inbe 5 pobounx gHiB.

(NyHKT 2.4 rnasu 2 po3giny Xy pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340pOB'A Ykpainu Big 18.12.2014 p. N 966)

2.5. Y pasi Hesrogu 3 pilleHHAM LIeHTpy LWoA0 3HATTSA CYTTEBOI NONpaBKM 3 po3rnsgy abo Hesroau i3
B1CHOBKOM LLOAI0 CYTTEBOT MOMPaBK/ 3asABHUK MOXe NnojaTh aprymMeHTOBaHy 3asBYy BifnoBiAHO KEPIBHULTBY
LlenTpy a6o LIOBB. HanexHum YmHOM 06I'pyHTOBaHa 3asBa NoAaeTbCs 3asBHMKOM NpoTsarom 30 kaneHgapHux
[HIB nicns ofepXXaHHs BiAMNOBIAHOIO pilleHHs. 3asBa 415 BUHECEHHS OCTATOYHOIO PilLEHHS PO3rNSA4aETbCA He
6inbwe 30 kanieHAaPHUX AHIB 3 MOMEHTY 1T ogepxaHHs. OcTaToyHe pilleHHS 3 BiANOBIAHUM OGI'PYHTYBaHHAM
HaCWUNAETbCA 3asABHMKY B MMCbMOBIN (hopMi. FKLLO 3as8BHUK BBaXKAE, LLIO MOro npasa NopyLUeHi, BiH Mae Npaso
3BEPHYTUCA [0 CyAy B YCTAHOB/IEHOMY 3aKOHOAaBCTBOM NOPAAKY.

3. OuiHKa CYyTTEBUX NOMNpPaBOK KOMICIi€IO 3 NUTaHb eTUKU npu J1MN3

3.1. BignosiganbHwii gOoCNigHVK / AOCNIAHWK NOBIAOMSE KOMICIIO 3 MUTaHb €TVKM NPO NPUYUHY | 3MICT
CYTTEBWX NOMNPaBOK.

3.2. Kowmicieto 3 nuTaHb eTHKM MNOro4KyHThCA NNLLE Ti CYTTEBI NOMPaBKK, L0 CTOCYHTbCS 6e3nocepegHbo
KOHKpeTHoro(1x) MIMB Ta BignosigasnbHoro(ux) gocnigHvka(is) KOHKpeTHoro /M3, npu aKoMy OyHKLIOHYE LA
KOMicis.

3.3. [Ina npoBeAeHHs NOroAXeHHs CyTTEBMX NMOMPABOK BiAMNOBifaIbHWIA A0CAIAHUK MOAAE A0 KOMICIT 3 NUTaHb
eTUKM 3asBY Ta iHhopMau,ito 3rigHO 3 BUMOramu nyHkTy 1.4 rnasu 1 UbOro po3sginy.

Kowmicist 3 nutaHb eTukn npu JIN3 po3rnsgae CyTTEBI NoONpaBky NPOTAroMm 15 kaneHgapHux gHiB 3 gatu
OTPUMaHHSA NOBHOrO NakeTa fOKYMEHTIB. Mpo nNpuiiHATEe pilleHHs KoMicisa 3 NuTaHb eTuku npu JIN3 NucbMoBO
MoBiZOM/ISIE BiAMNOBIAA/ILHOTO AOCAIAHNKA.

(ab3ay apyrvin nyHkTy 3.3 rnasu 3 po3giny X y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340p0B'A Ykpainu Big 01.10.2015 p. N 639)

3.4. Y pasi He3roau 3 piLeHHAM KOMICIT 3 TMTaHb eTVKM BignoBiga/IbHWA AOCAIAHMK / [OCNIAHMK MOXe noaaTtu
aprymeHToBaHy 3asBy. HanexHvMm YuHOM 06rpyHTOBaHa 3asiBa NofaEeTbCA BignoBiAaibHUM OOCNIAHNUKOM /
AocnigHukom npotsrom 10 kaneHaapHUX AHIB MiCNS 0AepXaHHS BigNoBiAHOIO PilLEHHSI Ta Ma€e 6yTN po3rnsHyTa
KOMICI€l0 Yy CTPOK He 6inblue 10 kaneHgapHux AHIB 3 fatu il OTPYMaHHSA 151 BUHECEHHS OCTATOYHOIO PilLlEHHS.
OcTaTo4He pilleHHs 3 BiANOBIAHNM 06r'pyHTYBaHHSAM HaACWIAETLCA BiANOBIAaIbHOMY AOCMIAHUKY / [OCAIGHNKY
B NMMCbLMOBII hopMi.

Xl. 3aBepLUeHHA K/1iHIYHOro BUNpPooyBaHHA

11.1. CnoHcop iHdopmye LieHTp Ta komicito(i) 3 NUTaHb eTUKN NPO 3aBepLUEHHS KNiIHIYHOro BUNPOOyBaHHSA
(maTa OCTaHHbOTO Bi3WUTY OCTAHHLOIO AOC/iAKYBAHOr0) B YKpaiHi npotarom 90 kaneHAapHUX AHIB 3 AHSA oro
3aBepLUeHHS BignoBigHO A0 hopMu, HaBeAeHOT B oAatky 12 fo uporo Mopsaaky.

(nyHkT 11.1 po3giny Xl i3 3MiHamMK, BHECEHVMMMU 3TiLHO 3 HAKa30M
MiHicTepcTBa 0XOPOHM 340pPO0B'A YkpaiHm Big 06.05.2014 p. N 304)

11.2. Y pasi npoBefeHHA MbXKHapOoAHUX 6aratoueHTPoBUX KNiHIYHUX BUNPoByBaHb CNOHCOP A0AaTKOBO
npotsarom 90 kaneHgapHux AHIB iHcpopmye LieHTp i komicito(1) 3 nuTaHb eTUKM NPO NMOBHE 3aBEPLLEHHS K/iHIYHOrO
BMNPOBYBaHHA B iHLLUX KpaiHax.

11.3. Y pasi 4OCTPOKOBOro 3aBepLUEHHS K/iHIYHOrO BUNPObyBaHHS CMoHcop iHchopmye npo ue LleHTp i
Komicito(1) 3 NUTaHb eTUKM NPOTAroM 15 kaneHfapHUX AHIB 3 AaTy 3aBePLUEHHS i3 3a3HaYEHHAM NPUYnH
[OCTPOKOBOTIO 3aBEPLLEHHS KiHIYHOTO BUNPOBYBaHHS.

11.4. CnoHcop nepiognyHo (He pigwe ogHOro pasy Ha pik nic/si noYaTKy K/iHiYHOro BUNPobyBaHHSA abo, Ha
BMMOTY, YacTile) Ta y pasi 3aBepLUeHHs K/iHIYHOIo AOCNiIKEeHHA NMCbMOBO iHpopmMye LieHTp npo cTaH
NpoBeAEeHHS KNiHIYHOro BUNpobyBaHHA B YKpaiHi BiANoBigHO A0 dhopmu, HaBeAeHoi B gogatky 13 no uboro
Mopagky.

(a63ay, nepmii nyHkTy 11.4 po3giny Xl i3 3MmiHaMun, BHECEHUMY 3TiOHO 3
Haka3om MiHiCTepcTBa OXOPOHM 340p0B'A YKpaiHu Big 06.05.2014 p. N 304)

BignosiganbHuidA gocnigHuk / 4ocnigHUK nepiognyHo (He piflie 04HOro pasy Ha pik nicns novartky KAiHiYHOro
BMNpPO6yBaHHA abo, Ha BUMOTY, YacTille) Ta y pasi 3aBepLUeHHS KNiHIYHOro BUNPO6yBaHHA MMCbMOBO iHhOpPMYyE
KOMICit0 3 MUTaHb €TVKV NPO CTaH NPOBEAEHHS KNiHIYHOro BUNPOOYBaHHA Y BiANOBIAHOMY MiCLii NpoOBeAEHHS
OOCNifKeHHS 3a Tiero caMolo PopMoto.



11.5. He BukopucTaHi nig yac kniHiYHOro BUNpobyBaHHA AOCNiAKYBaHi Nikapcbki 3aC06M 3HULLYHOTbCA
BiZANOBIAHO [0 BUMOT 3aKOHOAaBCTBA @60 NOBEPTAOTLCS CMOHCOPY.

11.6. CnoHcop NOBUHEH 3a6e3neunTy NiAroToBKy 3ak/IHUHOrOo 3BiTY NPO NPoOBeAeHe K/iHIiYHe BUNPOOYBaHHS
nikapcbkoro 3acoby 3a hopmoto, HaBeZleHo B foaatky 14 0o uboro Mopsaky.

(ab63ay, nepmii nyHkTy 11.6 po3giny Xl i3 3miHaMun, BHECEHUMN 3TiAHO 3
Haka3om MiHicTepcTBa 0XOPOHU 34,0p0B'sa YkpaiHu Big 06.05.2014 p. N 304)

He nisHiwe ogHoOro poky nicns noBHOrO 3aBepLUeHHs KIiHIYHOIo BUNPOGYBaHHA (Npy NpoBeaeHHi
MiXXKHapPOAHNX KMIHIYHUX BUNPO6YBaHb - MICNS 3aBEPLUEHHS KAIHIYHOIO BUNPOOGYBaHHS Y BCiX KpaiHax) CroHCop
Hafae ctucny iHdhopMauito nNpo KniHiyHe BunpobysaHHA [0 LieHTpy.

He ni3Hiwe o4HOro poky nicns NOBHOrO 3aBepLUEHHS KiHIYHOrO BUNPO6yBaHHA (Npy NpoBeAeHHiI
MiXXHAPOAHMX KNiHIYHUX BUNPOOBYBaHb - MiC/1A 3aBEPLUEHHS KNiHIYHOTO BUNPOGYBaHHSA Y BCIX KpaiHax)
BiAMNOBIAA/IbHUIA JOCIAHVK / AOCNIAHVK HaAAE CTUCAY iHChopMaL,ilo NPo K/iHiYHe BUNPO6GyBaHHA [0 KOMICiT 3
nMTaHb eTVKN.

XIl. MNoBigomMneHHA NPO NOOGIUHI ABULLA Ta peakuil

1. MoBigoMneHHs, AKi Hapae BignoBigaIbHUIA foCcNifHUK | focNigHUK

1.1. Mig Yac NpoBeAeHHS KIiHIYHOro BUNPOByBaHHA BigNOBifabHWIA AOCAIAHVK / LOCNIAHUK TEPMIHOBO
NoBiJOM/ISIE CMOHCOPA NP0 BCi CEPI03Hi NOBGIYHI ABMLLA, KpiM TuX, SiKi y NpoTokoni abo 6poLuypi AocigHuka
BM3HAYEHI 5K Taki, WO He NoTpebyoTb HEranHoro NOBIAOM/IEHHS. Y NEPBUHHUX i HACTYNHUX NOBIAOMIEHHSIX
JocnimKyBaHi ineHTUIKYTbCA 3a igeHTUikauiiHM KO4OM AOC/ifAXYBaHOrO, WO M 6yB NpUBacHeHui nig vyac
OOCNIAKEHHS.

1.2. BignosiganbHuii gocnigHuk / gocnigHyK NoBiAOMIISIE CMOHCOpa TakoX Npo BCi NO6iYHi siBMLLa Ta/abo
BiAXWMEHHS Bif, HOPMM N1abopaTOPHUX NOKA3HWKIB, BUSHAYEHMX Y MPOTOKONI KNiHIYHOro BUNPOBYBaHHS SK
KPUTWYHI, 411 OLiHKM 6e3neku BignoBigHO [0 BUMOT Ta B CTPOKU, 3a3HaYeHi CMOHCOPOM Y MPOTOKO/Ii KNiHIYHOro
BMNPOOYBaHHS.

1.3. BignosiganbHuit AocNigHWK / AOCNIAHWK HETaliHO PEeECTPYE | NPOTAroM 7 KasleHAapHUX AHIB 3 faTw, KO
ue ctano iiomy BiOMO, MOBiIZOM/ISIE KOMICIHO 3 MUTaHb ETMKM NPO BCi Nif03pIoBaHi HenepeabadyBaHi Cepio3Hi
nobGiyHi peakuii, siKi CTOCYHOTbCS AOCIAKYBAHOMO MiKapCbKoro 3acoby, Wo np13sean 4o cMepTi abo sBnsam
3arposy 415 XUTTS focnifxysaHoro. JoaaTtkosa iHhopmalis LWoAo Lb0oro BUnajaky HagaeTbCsl KOMICi 3 nUTaHb
€TWKN MPOTArOM HaCTYMHWX 8 KanleHaapHuX AHIB. Bumory fo cknagaHHa noBigoM/IeHHS Npo Nifo3proBaHy
Henepeab6ayyBaHy cepiio3Hy NobiYHy peakuilo HaBefeHi B foaaTky 15 Ao uboro MNopsaxy.

(nyHkT 1.3 rnasu 1 po3giny Xl i3 3MiHamMu, BHECEHVUMMU 3riLHO 3 HAKa3oM
MiHicTepcTBa OXOpoHM 340pOB'A Ykpainu Big 06.05.2014 p. N 304)

1.4. He nisHiwe 15 kaneHgapHuX JHIB 3 gatu, KONu Le CTasio oMy BiAoMO, BiANOBiAaIbHUIA AOCNIAHNK /
[AOCNiAHVK NOBIAOMSE KOMICilO 3 MTaHb €TUKX NP0 BCi iHLWI Nig03ptoBaHi ceplio3Hi HenepeabavyBaHi NO6iYHi
peakuii, siKi CToCyrTbCSl AOCNIAKYBAHOI0 NiKapcbKoro 3acoby, LWo cTanu oMy BigoMi.

1.5. Y pasi cmepTi gocnigpKyBaHOro BignosigasibHWi OCNiAHVK / 4OCNIAHVK HAfA€e cnoHcopy, LieHTpy i komicil
3 NUTaHb €TUKN BCIO BUTPeObyBaHy HUMK J0AATKOBY iHChopmaLiio.

2. MNoBiaOMNEHHSA, AKi HAAA€ CNOHCOP

2.1. HagaHHA noBigoM/1eHb MPO Nig03ploBaHi HenepeabadyBaHi Cepino3Hi No6ivHI peakuii y LieHTp (3BiTHWIA
nepios) NoynHaeTbCA 3 fatu 3aTsepakeHHs LLOBB BUCHOBKY LIEHTPY 040 NPOBEAEHHS KNiHIYHOrO
BMNPOOYBaHHSA Ta 3aBEPLUYETLCS i3 3aKiHYEHHSAM K/iHIYHOrO BUNPOOYBaHHA B YKpaiHi.

2.2. CNOHCOp HeraHo PeECTPYE i NPOTArom 7 KasleHAAPHMX AHIB 3 AATK, KOMK e CTasio oMy BiZoMo,
nosigomnse LieHTpy nNpo BCi Nigo3pioBaHi Henepea6adyBaHi cepiio3Hi NoGiYHI peakLil, Lo CTOCY0TbCA
[OCniAKyBaHOrO JlikapCbKoro 3acoby, fki Npu3Benn 40 cMepTi abo ABAAW 3arpo3y 418 XUTTS 4OCAILKYBaHOro.
JopatkoBa iHthopMau,is WoAo Lboro BUnajky HafaeTbea LIeHTpy NpoTAroM HacTynHux 8 kaneHgapHux AHiB.
Brmorn o cknagaHHsA NoBigoOMIEHHSA NPO Migo3pioBaHy HenepeabadyBaHy ceplio3Hy No6iYHy peakLiito HaBeaeHi
B fopatky 15 o uboro Mopsagky.

(nyHKT 2.2 rnasu 2 po3giny Xl i3 3miHamu, BHECEHVUMM 3ri4HO 3 HaKa3oM
MiHicTepcTBa 0XOpPOHM 340pPO0B'A YkpaiHm Big 06.05.2014 p. N 304)

2.3. He ni3Hiwe 15 kasieHaapHUX AHIB 3 gaTu, KOMu Lie cTano oMy Bigomo, cnoHcop nosigomnsie LieHTp npo
BCi iHLWI Nig03ptoBaHi cepiio3Hi HenepeabayeHi No6ivHI peakLii, ki CTOCYITbCA AOCiAXYBaHOTO JliKapCbKOro
3acoby, LWo cTasn iomy BigoMi.



2.4. CnoHcop iHthopMye BCiX BifgnoBigabHUX AOCNIAHWKIB / 4OCNIAHWKIB, SKi 6epyTb y4acTb y NPOBEAEHHI
KNiHiYHOro BMNpo6yBaHHSA AaHOoro A0C/i4KyBaHOro nikapcbkoro 3acoby, Npo BCi BUSB/IEHI BUNAAKHN, L0 MOXYTb
BM/IMHYTU Ha 6e3neky AOC/iaKyBaHMNX.

2.5. CnoHcop 36epirae 4OKyMeHTaL,ito Npo BCi NOBIYHI ABMLA, NPO AKi HOMY NOBIZOMAAIOTL BiANOBIAA/bHI
[OCAIgHVKN [ [OCAIGHUKN.

2.6. Npwn NpoBeAEeHHI AOBroCTPOKOBMX K/iHIYHNX BUNPOBYBaHb CMOHCOP Hagae Ao LieHTpy nucbMoBwii 3BIT 3
6e3nekn nikapcbkrx 3acobis, Wo nepebyBaloTb y CTaAii po3pobku, Ha NanepoBOMY Ta e/IEKTPOHHUX HOCISX He
pifLe ogHOro pasy Ha pik He misHiwe 60 kanieHgapHUX AHIB 3 AHSA 0POPMJIEHHS 3BITY 3rigHO 3 BUMOramu,
HaBefeHVMK B foaatky 16 o uboro MNopsgaky.

(ab3av, nepLunii nyHkTy 2.6 rnasu 2 po3sginy Xl i3 3miHamu,
BHECEHUMM 3iAHO 3 HaKa3oM MiHiCTepCTBa OXOPOHW 3[4,0PO0B'A YKpaiHu
Big 06.05.2014 p. N 304)

Mpw NigroToBsLi 3BiTY CMOHCOP Ma€e 3BEPHYTU YBary Ha Taki NyHKTU: 3a/1eXHICTb NO6IYHOT peakLuii Big A031
[0CNifKyBaHOro JlikapCbKoro 3acoby, TpMBaNoCTi NliKyBaHHSA; BiAHOBMEHHS CTaHy AOCNiAKyBaHOro nicns BigMiHU
YM TUMYaCOBOr0O NPUMMHEHHS NiKyBaHHS; AOKa3y nonepeHbOl TOKCMYHOCTI AOCAIAKYBAHOro NikapCbKoro 3acoby
ANa focnipkyBaHux; NigBuLLeHa YyactoTa BUNaaKiB TOKCUYHOCTI AOC/iAXYBAHOTO NiKapCbKoro 3acoby;
nepefo3yBaHHs 4OCAILKYBAHOro NikapCcbKoro 3acoby i oro Hacnigky, nogasblue NikyBaHHS; B3aEMOZiS
NikapcbkMx 3aco6iB Ta iHLWI NOB'A3aHi 3 UM PU3KKW; cneLmdivHi 3MiHM 6e3nekn CTOCOBHO 0CO6MBOI nonynALii
nauieHTis (J1l04N NOXWUAOro BiKY, AiTW, IHLWI rPYNY pU3NKY); MO3UTUBHI YA HEraTUBHI AaHi 3aCTOCYBaHHSA Yy BariTHUX
Ta nig Yac nakrauii; 3/10BXUBaHHS NPUAOMOM A0CAiAKYBaHOro NikapCbKoro 3acoby (3a HasiBHOCTI); pU3KKN,
BMHWUKHEHHS SIKMX MOB'A3aHe 3 A0CNIAHMMU Ta AiarHOCTUYHMMU NPOLLeAyPaMu; PU3NKH, LLO MOXYTb ByTu
noB'A3aHi 3 HeAOCTaTHLOI AKICTHO AOCIAKYBAHOMO /liKapCbKOro 3acoby; AaHi 3 6e3nekun Ta eqDEeKTUBHOCTI
[0CNiAKYBAHOr0 iKapCbKoro 3acoby, 0TpMMaHi 3 HEK/IHIYHUX [OCTAXKEHb.

Mpu 06r'pyHTOBAHIN NiAO3pi WOoA0 NiABULLLEHHS PU3UKY 418 AOC/iAKyBaHMX LIeHTp Moxe 3060B'a3aTtu
CnoHcopa HajaBaTu 3BiT WoA0 6e3nekun nikapcbkmx 3acobis, Wo nepebyBaloTb y CTajii po3pobku, YacTiwe.

2.7. Y pasi NpoBefeHHsA AeKiTbKOX KNiHIYHUX BUNPOOYBaHb 3 TUM camMUM A0CNIAXKYBaHUM NiKapCbKM 3ac060M
CMOHCOP MOXe HagaBaTu Ao LleHTpy y3arasibHeHWin 3BIT WoA0 6e3nekun A0CNiAXKYBaHOr0 /likapCbKoro 3acooby.
Pa3om 3i 3BiTOM CNOHCOP Y CYNpPOBiAHOMY NIUCTI 3a3HaYae neperik ycix KNiHiYHMX BunpobyBsaHsb, L0 NPOBOAATLCA
B YKpaiHi abo 3a yyacTio YKpaiHu, AKUX CTOCYETbCS AaHunii 3BiT. CTPOK HaJaHHS LLOPIYHOrOo 3BiTy B LbOMY
BMNAKy NMOYMHAETLCA 3 AaTU ofepxaHHa BucHOBKY LIeHTpy LWoA0 NPOBEeAEHHS NepLIOro 3 nepeniyeHnx
KNiHIYHKX BUNPOGYBaHb.

3. PeecTpauifa Ta aHas1i3 noBigoOM/1IeHb NPO NigO3ploBaHi

Henepepab6auyBaHi cepiio3Hi NOGIUHI peakuii LieHTpom

3.1. LleHTp peecTpye BCi BUNaakv nigo3proBaHnx HenepeabadyBaHnxX Cepiio3HnX NOBIYHMX peakuiid, Wwo cTaim
nomy BigOMI, Ta MPOBOANTD iX aHani3.

3.2. MNpw Nigo3pi WoAo NiABULLEHHS PU3NKY 418 AOCNioKYBaHUX LIeHTp BUMarae y cnoHcopa A04aTKoBY
iHhopmawito Wwoao 6e3neky Nigo3prBaHOro Nikapcbkoro 3acoby, ska mae 6yTu HagaHa NPoTAroM 7 KanleH4apHuX
[HiB 3 HS OTPYMAaHHS 3anuTy.

FAKLO CNOHCOP MPOTArOM LibOro CTPOKY He Hagae Takoi iHnpopmaii abo nucta 3 06rpyHTyBaHHAM CTPOKIB,
Heob6XigHUX ANns 1T Nigrotosku, LIEHTP MOXe NPUIAHATU piLLeHHS NPo TUMYacoBe abo NoBHE 3YNMUHEHHS AAHOT0
KNiHiYHOro BMNpo6yBaHHS, Npo Lo NMCbMOBO NOBIAOM/ISIE CNOHCOPA Ta AOCIAHNKIB.

XIlil. NMpoBegeHHA KIHIYHOro ayauTy KiHIYHOro BUNpPoGyBaHHSA

NiKapCbKOro 3acooy

13.1. LieHTp MOXe NMpoBOAUTU KIiHIYHI ayanTy KNiHIYHUX BUNPO6YBaHb NikapCbkx 3aco6iB. KniHiuHWi ayamT
KMiHiYHOro BMNpo6yBaHHsSI NPOBOANTLCSA GE3KOLLTOBHO.

Mpu npoBeAeHHI KNiHiYHOro ayauTty LieHTpoM nepesipui NignsaraioTb JOKYMEHTU, 3anncy, NPUMILLLEHHS,
yCTaTKyBaHHS Ta 06n1afHaHHA, cuctema 3abesneyeHHs AKOCTi Ta iHLWi pecypcu, ki MOXyTb 36epiratucs Ta
3HaxoauTuck y JTN3, nabopatopisax (y ToMy uncni hapmMakokiHeTUYHUX), B odpicax cnoHcopa Ta/abo KOHTpakTHOT
[OCniAHMLBKOT opraHisauii abo B iHLWMX MICLAX, WO MakTb CTOCYHOK A0 K/iHIYHOr0 BUNPO6YBaHHS
[O0CNigKyBaHOr0 /likapCbKoro 3acooby.

13.2. WokBapTanbHWil NNaH NpoBeAeHHs KNIHIYHWUX ayauTiB Ta ix pe3ynbTaTv ONpuUIOAHIOITLCA Ha
odpiuiHomy caiiTi LieHTpy.

13.3. KniHiuHWin ayanT BUNPO6YBaHHS MOYMHAETLCA HE paHille Hix yepes 14 KkaneHgapHuX AHIB nicns
HagcunaHHs nonepeaHbLoro NoBiAOMMNEHHS Ta Y3rOKEHHS i3 3asABHMKOM K/1iHIYHOrO BUNpobyBaHHA Ta 3
BiANOBIA&/IbHUM A0CAIAHWMKOM / AOCAIAHWKOM NOYaTKy ioro NpoBeAeHHs.



Y pasi sKwo LieHTp mae 06'eKTVBHI NigcTaBu NpunyckaTtu, WO BUKNaAEHI B 3asBi A1 0fePXaHHSA BUCHOBKY
LIeHTpy YMOBM HE BUKOHYIOTbCS, @60 AKLLO LieHTp Ma€e y CBOEMY pPO3MOPSAMLKEHHI AaHi, L0 CTaBAATb M4 CYMHIB
6e3neky foc/imKyBaHUX abo HaykoBY 0GI'PYHTOBAHICTb KiHIYHOTO BUNPOGYBaHHS, abo AaHi, siki cBigyaTb Npo
hanbendikaL,ito, MOX/IMBE CKOPOYEHHS TEPMIHY MK HaAaHHAM nonepeiHbLOro NoBiAOM/IEHHSA Ta NMPOBEAEHHAM
KNIHIYHOTO ayauTy K/1iHIYHOTO BUNPOGYBaHHS.

13.4. KniHiYHWA aygnT KNiHIYHOTrO BUNPOBYBaHHSA 34icHI0TL daxiBui LieHTpy, Ski BONOAiI0Tb 3HAHHAMU Ta
MaroTb [OCBIf, 3 NUTaHb OpraHisayji Ta NpoBeLeHHA KNiHIYHUX BUNPOOYBaHb | He 6epyTb y4acTi B IX NPOBEAEHHI,
a TaKoX He 3asiexaTb Bif, cnoHcopa Ta A0CNiAHUKIB.

13.5. 3a notpebu o yyacTti B NpoBeAEeHHI KTIHIYHOTO ayauTy KNiHIYHOrO BUNPOGYBaHHA MOXYTb 3a/lydaTucs
iHWI chaxiBui (BigNOBIAHO A0 0COGMMBOCTEN NPOTOKOY AOC/IKEHHSA Ta METU K/iHIYHOIO ayauTy KNiHIYHOro
BUNPOOBYBaHHS).

13.6. Ocobu, siki TPOBOAATL KMiHIYHWI ayAWT KiHIYHOTO BUNPOGYBaHHS, 36epiraoTb KOH(iAEHUINHICTb
iHhopmaLii, Ky oA4epXytoTb Mif Yac Moro NpoBefeHHs, BIANOBIAHO A0 BMMOT 3aKOHOLaBCTBaA.

13.7. MNpwv npoBefeHHI KIiHIYHOro ayAnTy KNiHIYHOro BUNPo6yBaHHA B MiCLi NPOBEAEHHSA BUNPOOYBaHHSA
0060B'sI3KOBOI0 YMOBOIO € NPUCYTHICTb BignoBiAasibHOro gocnigHvka / gocnigHuka (abo ocobu, sika BUKOHYE M0ro
hyHKLT), a TAKOX MOXYTb 6YT1 NPUCYTHI NpeACTaBHUKM CNOHCOopA.

13.8. MNig yac NpoBefeHHSA KNIHIYHOrO ayAnTy MOXYTb BYTU BUCMOBEHI KDUTUYHI, CYTTEBI ab0 HECYTTEBI
3ayBaXKEHHS.

13.8.1. [0 KPUTUYHNX HaNeXaTb 3ayBaXXEHHS Y BUNaAKy BUSBEHHS MOPYLUEHb, LLIO HEraTUBHO BNNBAOTb HA
npaea, 6e3neky abo 340p0B'A AOCAiAKYBaHMX Ta/abo BNANBAOTbL Ha SIKICTb Ta LiMICHICTb AaHMX KNiHIYHOrO
JocnifxeHHA. KpUTUYHI 3ayBadKeHHS CTOCYIOTLCA: HEBIAMOBIAHOCTI AaHux, hanscudikauii aHnx, BigCyTHOCTI
NePBUHHNX MEAUYHNX LOKYMEHTIB Ta YACE/IbHUX CYTTEBUX 3ayBaxXeHb. KPUTWYHI 3ayBavkKeHHS € NiACTasow A5
TUMYacoBOT a60 MOBHOI 3YNMHKM KNiHIYHOTO BUNPOBYBaHHS. Mpo NpuiiHATe pilleHHs Ta Npo NiaAcTasw LWoao
TUMYaCOBOT a60 NOBHOI 3YNMHKM KNiHIYHOTO BUNPO6YBaHHA LIeHTp NMMCbMOBO NOBILOMAAE 3asiBHUKA Ta
JocnigHuka.

13.8.2. [lo cyTTeBUX HasleXaTb 3ayBadKeHHS LLOAO BUSABIEHHS HEAO0MIKIB, SIKi MOXYTb HEraTUBHO BMNIVHYTK Ha
npaea, 6e3neky Ta 340p0B'A AOCAiAKYBaHNX Ta/abo MOXYTb BM/IMHYTU Ha SKICTb i LiAICHICTb AaHMX K/iHIYHOro
pocnigxeHHsn. CyTTeBI HEONIKM BKIHOYAOTL Y cebe BigXnNeHHs Bif, MPOTOKOY KNiHiYHOro BunpobysaHHsA Ta/abo
umncesibHi HecyTTEBI 3ayBakeHHs. CyTTEBI He0NiKM NOTPEBYIOTb BYACHOTO iX BUMPAB/IEHHS Y BCTAHOB/IEHI 3a
pesynbTataMu KI1iHIYHOTo ayAuTy CTPOKU 3 HaaHHAM NMMCbMOBOTrO MOBIAOM/IEHHS NPO iX YCYHEHHS [0 LieHTpy.

13.8.3. [0 HECYTTEBUX HauIeXaTb 3ayBaXKeHHS LLIOAO BUSBIEHHSA HEJONIKIB, SKi HE BNIMBAIOTL Ha Npasa,
6e3neky Ta 340P0B's [OCiAKYBaHUX Ta/abo He MOXYTb BMN/IMHYTW Ha SKICTb Ta LNICHICTb faHMX K/1iHIYHOrO
JocnigpkeHHs | MatoTb 6yT BUNpaB/ieHi Ta BpaxoBaHi B NofasbLuiii poboTi.

13.9. 3a pe3ynbTatamu KAiHIYHOro ayauTy K1iHIYHOTrO BUNPOGYBaHHSA CKNafaloTbCA 3BIT Ta akT, Akuii
nigTBEPKYE hakT NPOBELAEHHA K/IHIYHOIO ayauTy, Aie 3a3HavaloTbCs BUCIOB/IEHI Mif Yac KNiHIYHOro ayanty
3ayBaKeHHS (3a HasBHOCTI) Ta BCTAHOB/IIOIOTLCSA CTPOKU YCYHEHHS BUSIB/IEHMX NOPYLUEHb (HEAO/iKIB). AKT, KW
nigTBEpPAXYE hakT NPOBEeAEHHS K/iHIYHOro ayauTy, LIeHTp Haacunae 3asaBHUKY Ta/abo BifnosiganibHOMY
OOCNiAHUKY KiHIYHOrO BUMPo6yBaHHA B TepMiH 0 30 KaneHgapHUX OHIB Nicns NOBHOMO 3aBepLUEHHS K/1iHIYHOro
ayauTy KNiHIYHOro BMNPOBYBaHHSI.

13.10. Y pasi BUABNEHUX Mif Yac NPOBELEHHA K/IHIYHOIO ayAuTy KNiHIYHOro BUNPo6yBaHHA HefoNiKiB, AKi He
BMMaralTb TUMYacoBOi abo NOBHOT 3yNUHKM KNiHIYHOro BUNPObYBaHHS, BignoBigaibHOMY AOCAIAHWKY /
JocnigHuky Ta/abo cnoHcopy HeobXiAHO iX YyCyHYTW Yy BCTaHOBEHWI LieHTpom cTpok. IHdhopmalio woao
YCYHEHHS1 He,0NiKIB BiAMNOBIAA/IbLHUIA AOCMIAHVK / AOCNiAHVK Ta/abo 3as8BHUK Hagcunae ao LleHTpy.

AKLLO BUSIBMIEHI HEAOMIKM HE BYNN yCyHEeHI (KpiM MOBaXXHUX NPUYNH Ta 3 He3au1eXXHMUX 00CTaBVH) y 3a3HaY4YeHNiA
CTPOK, LIeHTp MOXKe MOBHICTIO 3yNVHWUTY NPOBEAEHHS KMIHIYHOrO BUNPOGYBaHHS.

XIV. TumuyacoBe a60 NOBHE 3YNMUHEHHSA KNiHIYHOro BUNPOOyBaHHS

14.1. KniHiyHe BMNpOoBYyBaHHS MOXe 6YyTU TMMYacOBO abo MOBHICTIO 3yMMHEHE CMNOHCOPOM, BignoBiga/lbHUM
pocnigHukom / gocnigHukom abo LieHTpom.

14.2. CnoHCcop MOXe TMMYacoBO ab0 MOBHICTIO 3yNNHUTY KiHIYHE BUNPOGYBaHHS, Mpo WO BiH CMOBILae
BiANOBiAa/IbHUX AocNigHWKIB / gocnigHwkis, JIN3, komicito(i) 3 NUTaHb eTukn Ta LieHTp.

Mpu TMMYacoBOMY 3yNMWHEHHI 3a PiLLEHHAM CMOHCOpa BignoBiganbHWUi 4OCNiAHVK / 4OCNIAHVK MPUMMHSIE Habip
HOBMX NaLEHTIB, a Ti, WO BXE 3as/1y4eHi Yy KNiHiYHe BUNpobyBaHHS, nepexoasatb y hasy KOHTPOSI0 3a IX CTaHOM
Ta NoAasibLLIOro CNOCTEPEXEHHS | 3a HEOOXIAHOCTI HaAaHHS CTaHAAPTHOI MeAnYHOT gonomorn. CnoHcop
NMOBWHEH HaAAaTW IHCTPYKL,IT LOAO NOA4aNbLIOro YBeAEHHS nauieHTaM A40CigKyBaHOro NikapCbKoro 3acoby.
CnoHcop 060B'A3KOBO MNOBIAOM/IAE KOMICItO 3 MUTaHb eTVKW Ta LieHTp Npo NpUYMHU TUMYACOBOTO 3YMNUHEHHS,
CTPOK, Ha SKNIA NPU3YNMHEHO KNiHIYHE BUNPOOYBaHHS, 3axX0au, WO MIaHYETbCA BXUTU A5 YCYHEHHS NMPUYMH,
yepes sKi 4ocNiMpKEHHA 6yN0 TMMYacoBO 3yNUHEHE, 3aX0au, AKi BXUTI 4n1a 3abe3neyeHHs 3axucTy npas, 6e3neku



Ta 6narononyyys nauieHTiB. Micna yCyHeHHs NPUYnH, 3 AKMX KNiHiYHe BUNPO6YBaHHS 6yn0 TUMYacoBO 3yNUHEHe,
Ta iHPOPMYyBaHHSA KOMICIT 3 NUTaHb eTUKM Ta LIeHTpy CnoHCOp MOXe NOHOBUTW NPOBEAEHHS KAIHIYHOIo
BUNPOOYBaHHS.

14.3. BignosiganbHuiA 4OCAIAHNUK / AOCAIAHUK M@€e TUMYACOBO 3YMUHUTK KNiHIYHEe BUNPOGYyBaHHSA abo oKpeMi
oro etanu y pasi NigBULLLEHHS PU3KKy 415 300PO0B'S ab0 XUTTA [OCAILKYBaHMX Ta OiLiiiHO NOBIAOMUTY NPO Le
CrnoHcopa, LIeHTp Ta KOMICito 3 MMTaHb ETUKN.

14.4. LleHTp MOXe TMM4acoBo abo, 3a noromkeHHsam 3 LLOBB, 30BCiM 3ynnHUTYK KiHIYHE BUNPOGYBaHHS, SKLLO
€ 06'eKTUBHI MiACTaBn BBaXKATK, LLIO BUKIAAEHI B 3a51Bi MPO OAEPXaHHSA BUCHOBKY LleHTpy ymoBY He
BMKOHYIOTbCS, a60 AKLLO € AaHi, Lo CTaB/IATb Nif, CYMHiB 6e3neky A0CNifKyBaHUX abo HayKoBy OBI'pYHTOBaHICTb
KniHiYHOro Bunpo6yBaHHsA, abo AaHi, Lo cBigyaTe Npo hanbeudikadito. MNpo CBOE pileHHs Ta NPo NPUYMHKN KOro
NPUIAHATTA LIeHTp NoBigoMsE coHCOopa, BiANoBIgabHUX fAocnigHukiB / gocnigHukis / /N3 Ta BignosigHy
KOMICit0 3 MMTaHb €TVKV Ta ONPWIIOLHIOE 0ro Ha odiviliHomy caliTi LieHTpy.

14.5. BigHOBNEHHA NPOBEAEHHS KNIHIYHOro BUNpobyBaHHS, Lo 6y/10 TUMYACOBO 3YNUHEHO, MOX/IMBE Y pasi
MOBHOIO YCYHEHHS MPUYMH, L0 06YMOBWUIN TUMYACOBE 3YMUHEHHS, Ta iHhopMyBaHHS Npo e LieHTpy Ta komicii 3
NUTaHb €TUKN A1 NPUAHATTA HAMM BiA4MNOBIAHOIO PiLLEHHS.

14.6. Y pasi NOBHOrO 3yMUHEHHS K/iHIYHOro BUNPOBYBaHHSA AOr0 BifHOB/IEHHS MOX/IMBE 3@ HASABHOCTI
NOBTOPHOTO NO3UTUBHOTO BMCHOBKY LIeHTpY Ta NOBTOPHOTO NOTOA)KEHHS KOMICIEO(SMM) 3 MMTaHb eTUKW Npu
BignosigHomy(nx) NIN3.

HauyanbHuUK YnpaBniHHA PO3BUTKY
cthapmaueBTUHHOIO CEKTOpY ranysi N. B. KoHoweB®4
OXOPOHM 340pPOB'A

JopaTok 1
0o Mopsiaky NpoBeAeHHs KNiHIYHMX BUMPOBYBaHb MiKapCbKMX 3aC06iB Ta eKCnepTu3n MaTepiastiB KAiHiYHMX
BMNPOGYBaHb

NMEPENIK
OCHOBHUNX AOKYMEHTIB KNIHIYHOIO BUNMPOBYBAHHA, AKI
3BEPIFAOTBCA Y NMN3 TA MICLUI NPOBEAEHHA BUNMPOBYBAHHA

TA Y CTTOHCOPA
3BEPIFAETbLCA B APXIBI (¢AI7II1I)
nocnigHvka/Nn3 I croHcopa

1. fo noyaTKy K/1iHiYHOro AOC/ifKEHHS
6poLuypa gocnigHuka X X
nignvcaHuii CnoHCOpoM Ta AOCAIAHNKOM NPOTOKOS KMiHIYHOTO X X
BMMNPOGYBaHHS 11 NonNpaBKM 40 HLOTO (SIKLLO Taki €)
3pasoK iHauBIAyasbHOT peecTpauiiiHoi chopmu X X
marepiasu, Lo HajaTbCa nauieHTam (340posumM
[06pOBO/bUAM):
iHchbopmoBaHa 3roa (Bk/Yatoun HeobxigHi nepeknaam) X X
iHWa nucbMoBa iHhopmavia ans nauieHTa (340poBoro X X
[06p0oBO/IbLSA)
Oro/IOLLIEHHS MPO HAaBIp AOCIMKYBAHNX (SKLLIO BUKOPUCTOBYHOTHLCS) X
iHchopmauisa woao hiHaHCOBMX MUTaHb KIIHIYHOTO BUNPOBYBaHHS X X

X X
[0roBip cTpaxyBaHHs (cepTudpikaT 4O AOroBopY) (konis cepTudpikaTa 4o AOroBOpY (norosip cTpaxyBaHHsi)

CTpaxyBaHHs)

nignucaHunii 4OroBip MiXX CTOpOHaMW:
pocnigHnkom/JIMN3 i cnoHcopoMm X X
pocnigHnkom//MN3 | KOHTPaKTHO AOCAIAHNLBLKOK OpraHisalieto X (Ko I'I)(()TpiﬁHO)




CMOHCOPOM Ta KOHTPAKTHOKO 4OC/NIAHULBKOIO OpraHisayieto

AaToBaHe i JOKyMeHTa/lbHO ochopmMieHe NorogxeHHs Komicii 3
nuTaHb eTukn npu JIN3 maTepianis KNiHIYHOTO BUNPOGYBaHHS

X

[OOKYMEHT o0 ckiady KOMICii 3 nuTaHb eTvku npu JIN3

X
(AKWO NOTPI6GHO)

BUCHOBOK LIEHTPY LLOAO NPOBEAEHHS KiHIYHOrO BUNPO6YBaHHS!

X

aBTOGiorpacii gocnigHukis (CV) Ta/abo iHLWi JOKYMEHTU, LLIO
niATBEPAXYIOTh TXHIO KBaUlidikaL,ito

X

HOpMaJsIbHI 3HAa4YeHHs / rpaHunLi Hopm Ans
KNiHIYHMX/NabopaTopHUX/IHCTPYMEHTa/IbHUX TECTIB/A0CIAKEHD,
nepefbayeHnx NPOTOKONOM KAiHIYHOTO BUNPOGYBaHHS

KNiHiYHI/nabopaTopHi/iIHCTPYMeHTaNbHi TeCTU/LOCNIMKEHHS:
cepTudpikayis, abo akpeauTauis, abo BHYTPILLHIl i/a6o 30BHiLLHIl
KOHTPO/1b SIKOCTi 1abopaTopHOro o6nafHaHHs, iHWi meToan
Bepudikauii

3pas0oK eTUKeTKW Ha YNakoBLi AOCAiKyBaHOMO NiKapCbKoro 3acoby

IHCTPYKUIS LLLOA0 NOBOKEHHS 3 AOC/IAKYBAHUM JiKAPCbKUM
3ac060M Ta HeobXigHUMK BUTPATHUMMN MaTepianaMm (SKLLO He
BK/TOYEHA A0 NPOTOKOY KAiHIYHOro BUNPOGyBaHHA abo GpoLlypu
[ocnigHuKa)

[OKyMeHTaUis WoA0 nocTaqyaHHa AOCNiAXYBaHOTO NikapCbKoro
3acoby Ta HeobXiAHMX BUTPATHKX MaTepianis

cepTudikaT cepii 4oCAi4KyBaHOro Nikapcbkoro 3acoby

npoueaypa po3KpuTTS paHA0Mi3aLiiHOro KoAy npy nNpoBeAeHHi
KNiHIYHOrO BUNPOBYBaHHA “cNinuM" MeToAoM

paHfoMmi3aLiiHuiA cnucok

3BIiT MOHITOpa NPo nonepeaHili BiaUT

3BIT MOHITOpPa NPO NOYATKOBWIA (CTApTOBWIA) BI3UT

2. Mig yac npoBeAeHHsA KiHIYHOro AOCIfAKEHHA

HOBI peaakuji:

6poLuypu AOCNIAHVKA;

NPOTOKONY KNiHIYHOro BUNPOGYBaHHA Ta NONPaBOK A0 HbOTO (SKLLO
Taki €);

iHAVBIAya/IbHOI peecTpavjiiiHoi hopmu;

iHhopmoBaHOi 3roay Ta NMCbMOBOI iHchopMaL,ii 415 NauieHTiB
(3mopoBux [,06pPOBOSBLLIBY);

0rosioLeHb Npo Habip JoCAiAKyBaHUX (SKLLO BUKOPUCTOBYIOTLCS)

AaToBaHe i JOKYyMeHTa/lbHO 0hopM/IeHE NOTOAXEHHS KOMICIT 3
nuTaHb eTrkn npu JN3:

nonpasku(oK) 4O NPOTOKO/Y KNIHIYHOTO BUNPOOYBaHHS;

HOBOI(MX) peaakuii(i):

iHthopmoBaHOI 3ron Ta NMCbLMOBOI iHChopMaLLii 415 NaLieHTiB
(3n0poBurx fO6POBOLLB);

Oro/ioLeHb NPO Habip AOCNiAKYBaHNX (SKLLO BUKOPUCTOBYHOTLCS);
pe3ynbTaTiB NepiognyHOro nepernagy AokymMeHTawii 3 KniHiYHOro
BUNPOGYBaHHA

BuCHOBOK LIeHTPY LLIOA0 CYTTEBMX NOMPaBOK [J0 NPOTOKOY
KNiHIYHOro BUNPOBYBaHHSA

3MiHV HOPMaJIbHMX 3HaYeHb/rpaHuLL HOPM A5
KNiHIYHMX/NabopaTopHUX/IHCTPYMEHTaIbHUX TeCTiB/A0CIKEHD,
nepegbayeHnx NPOTOKOIOM KAIHIYHOTO JOCAIMKEHHS

asTo6iorpadii (CV) HoBOro BifnoBigansLHoOro gocnigxuka /
pocnifHvka / cnisgocnigHuka

3MiHV B npoueaypax KiHiYHnx/nabopaTopHUX/iHCTPYMEHTa/TbHUX
TecTiB/gocnigpkeHb: cepTudikauis, abo akpeauTauis, abo
BHYTPILLHIN i/ab0 30BHiLUHI KOHTPO/b AKOCTI, iHLWI MeToAn
Bepudikawii

[OKyMeHTaList LoA0 nocTa4aHHA JOC/iAKyBaHOro Mikapcbkoro
3acoby i NOTPIGHUX BUTpATHUX MaTepianis

cepTudikaTn HOBUX cepili OCNiAKYBaHOro NikapcbKoro 3acoby




3BiTV MOHITOpPIB

iHthopmauis Wwoao neperoBopiB/IMCTYBaHHS, L0 NOB'A3aHi 3

L X X
KNiHIYHUM BUNPOBYBaHHAM
nignucani indpopmoBaHi 3rogu X
NepPBUHHI MeANYHI AOKYMEHTMN X
3anoBHeHI, AaToBaHi Ta Mignucani iHAVBIAyasbHI peecTpavjiiHi X X
hopmu gocnigKyBaHNX (konis) (opuritan)
peecTpauis BUnpaBneHb B iHAMBIAYaIbHUX PeeCTpaLiiHUX X X
chopmax (konist) (opuriHan)
NOBIJOMEHHSA JOCNIAHMKIB, LLO HaAaHi CNOHCOpPY, NP0 Cepiio3Hi X X
noGivHi ABULA Ta BigNOBIAHI 3BITU
NOBIAOM/IEHHS NPO CEPINO3Hi HenepeabayyBaHi NOBIYHI peakwi, ki X X
Hafae crnoHcop Ao LieHTpy
NPOMIDXHI @60 PiYHI 3BiTW NPO CTaH KIiHIYHOTO BUNPOBYBaHHS, LLO X X
HagatoTbes LieHTpy Ta koMmicii 3 nuTaHb eTuku npu N3 (KW NOTPIGHO)
NOBIAOMNEHHS, L0 HaJa€e CNOHCOP AOCILHVKY NPO HOBY X X
iHchopMmalLito 3 6e3nekn JoCnigKyBaHOro 3acoby
. . X
Ha CKPUHIHTY JOCNILKyBaHUX X .
xyp P ¥ pocnipy (KW NOTPIGHO)
CNUCOK iAeHTUIKaLiiHNX KOAIB AOCIAKYBaHNX X
XypHan peecTpauii 3a/ly4eHrx 40 BUNpobyBaHb JOC/iLKXyBaHNX X
061iK AOCAiAKYBAHOTO NiKapcbkoro 3acoby y MicLi NpoBefeHHs X X
K/iHIYHOro BUNPOOYBaHHSA
JIACT 3paskiB NignuciB BigNoBiAaIbHOIO X X
pocnigHukal/pgocnigHuka(is)/cnisgocnigHuka(is)
XypHan 061iky 3paskis 6i0M10rYHMX PiANH/ITKAHWH, 3a/MLLEHNX Ha X X
36epexeHHs (SKLLO0 BUKOPUCTOBYETLCS)
3. MicnA 3aBepLIeHHA KNiHIYHOro AOCNimKEeHHA
061K AOCNifAKyBaHOrO NiKapCbKOro 3acoby y MicLi NpoBeAeHHSA X X
KNiHIYHOTO BUNPOBYBaHHS
X
aKT LLOAO 3HULLEHHSI HEBUKOPUCTAHOIO AOCAIKYBaHOro (Y pasi SKLLO 3HMLLEHO Y MicLi X
nikapcbKoro 3acoby NPOBEAEHHA KNiHIYHOTO
BMNPOOYBaHHS)
MifCYMKOBWI CMNCOK iAeHTUIKALAHMX KOAIB [OCNiAKYBaHNX X
[OKYMEHT, WO NiATBEPAXKYE haKT ayAUTOPCLKOI NepeBipku (AKLLO X
€)
3BIT MOHITOpa NPO 3aK/KYHWIA Bi3UT X
iHchopmaLis Npo NpusHayveHe NikyBaHHS i PO3KPUTTA KOAIB X
. L X
3BIT NPO KNiHIYHE BUNPOGYBaHHSA ) X
(AKLLIO NOTPIBHO)
Jopatok 2

o Mopsaaky npoBefeHHs KNiHIYHUX BUNPOOYBaHb JiKapCbKUX 3ac06iB Ta eKCnepTu3n MaTepiaslis KiHiYHMX

BUMOIv A0 IHPOPMOBAHOI 3rogun*

BMNpPObyBaHb

* B iHTepecax 4oc/igKyBaHoro iHjhopMoBaHa 3rofa Mae 6yTi AOMNOBHEHA iHLLIOK NPOTOKOM-CMeLMgIiuHO0 iHopMaLieto.
Y nncbMoBilA Ta yCHil iHhopmal,i, Wo HafaeTbes nauieHTy (340pOBOMY A06POBOSIbLI) a60 3aKOHHOMY
npeacTaBHuKy / 651M3bKOMY poamnyy, 3a3HavaeTbCs iHhopMaLis LWoao:

[OCNIAHNLBKOIO Xapaktepy KNiHiYHOro BUnpobyBaHHS;

3aBfiaHb K/1iHIYHOrO BUNPOBYBaHHS;




OO0CNifKYBaAHOr0 /ikapCbKoro 3acoby, B TOMY YMC/i CTOCOBHO BipOrigHOCTi MOBGIYHUX peakLiii Ta MOX/MBOCTI
3a/lyYeHHs 0 OAHIET 3 rpyn KIIHIYHOro BUNPOGYBaHHS;

npoueayp NpoBefeHHs KAiHIYHOro BUNPOOYyBaHHS;

npas Ta 060B'A3KIB AOCNIAKYBaHOrO;

He3py4HoCTeln ANs AOCAIAKYBAHOro, a TakoX O4iKyBaHOro p13nKy Ta O4ikyBaHOi KOPUCTI;

KNiHIYHOro BMNPOOYBaHHS, sike He Mae NiKyBaslbHOro XapakTrepy;

iHLLIWX BMAiB MeAMKaMEHTO3HOr0 abo HEMeAMKaMEHTO3HOIO JliKyBaHHS, L0 MOXYTb OyTV NpU3HaYeHi
AOCNigKyBaHOMY;

KomMeHcaLuii Ta/abo nikyBaHHA, Ha SKi AOC/iAKyBaHWA MOXe pO3paxoByBaTy Y pasi 3aBAaHHA LUKOAMW Oro
3[,0pOB'I0 Mif Yac KNiHIYHOrO BUNPO6GYBaHHS, BK/IOUAKUM iHOPMaL,ilo MPOo AOroBip CTpaxyBaHHS XUTTS Ta
3710pOB's NayieHTa (o6poBosbLSA) i3 3a3HAYEHHAM HallMEHYBaHHS Ta MiCLie@3HaXOKEHHSI CTPax0BOT KOMNaHil,
HOMepa Ta AaTu YKNaJeHHst Or0BOpY**;

** lHchopmaLisi LLOA0 AOroBOPY CTPaxyBaHHs Ta CTPaxoBOi KOMNaHii (HaliMeHyBaHHs, afpeca, KOHTakTHa 0co6a, TenedoH/gakc,
€/1eKTPOHHa MoLUTa TOLLO) 3aMOBHIOETLCA NikapeM-A0CigHNKOM 6e3nocepeHbo B NiKyBaulbHO-NPOMiNakTMyHoOMy 3aknagi npu
nignucaHHi iHopMoBaHOT 3roan NaLieHToM Ha niacTasi BignoBiAHOT iH(hopMalLii Bif, 3asiBHUKA K/TiHIYHOTO BUNPOOYBaHHS.

po3Mipy Ta yMOB BUNMaT AOCNiAKyBaHOMY, SIKLLO Taki nepeabayeHi (OKpiM cTpaxoBumx);

BUTPAT AOCNILKYBAHOr0, SKLLO Taki O4iKylOTbCS, NOB'A3aHMX 3 MOro y4acTHo B KAiHIYHOMY BUNPOOYBaHHI;

[06POBINILHOT yyacTi y KNiHIYHOMY BUNPO6YBaHHI i L0 JOCNiLKYBaHUA MOXE BigMOBUTUCS Bif HET B By Ab-AKWiA
MOMEHT 6€3 NOsICHEHb, 6€3 6y Ab-AKMX CaHKLin abo 06MeXeHb Moro npas;

npas npeacTaBHVKIB LIEeHTPY, KOMICIT 3 NUTaHb eTUKM Ta CNOHCOopa CTOCOBHO 6e3nocepeHLOro AoCTyny Ao
iHchopmaLii y NnepBUHHIN MeauYHIi JoKyMeHTaUil LOCNigKyBaHOro 415 NepeBipky npoueayp Ta/abo AaHux
KniHiYHoro BunpobyBaHHA Ta/abo ii 06p0o6KM, HE NOPYLLYHOYM MPU LIbOMY aHOHIMHOCTI AOC/IAXYBaHOrO;

CBOEYACHOCTI 03HaNOMIEHHS JOCAiAKYBaHOro abo Moro 3aKkOHHOTO NpPeAcTaBHUKa 3 HOBOK iHchopMauieto, Wwo
MOXE BM/IMHYTW Ha GadkaHHA AOCNIA4KYBAHOr0 NPOAOBXUTY YHacTb Y KNiHIYHHOMY BUNPOOYBaHHI;

BMKOPUCTaHHA NePCOHaNbHNX AaHNX AOC/iAXYBAaHOro A1 NPOBEAEHHS LbOro K/1iHIYHOIo BUNPO6YBaHHSA
BiANOBIAHO A0 3aKkoHy YkpaiHu "lMpo 3aX1CT NEPCOHa/IbHMX faHuX", a came: MeT 06pO6KM NepCoHaNIbHNX
JaHux, cknagy Ta 3MiCTy NepCoHasIbHUX AaHnX, BONOAINbLA NEPCOHA/IBHMX faHWX NalieHTa, 4OCTyny A0
NnepcoHasIbHUX AaHUX TPETiX Ocib;

0Ci6, [0 AKMX MOXHA 3BEPHYTUCH A1 OAEPXKAaHHA 40A4ATKOBOI iHGhopMaLil Mo KNiHiYHe BUNPOOYBaHHS |
npasa [oCAigKyBaHOro, a Takox isnyHMX Ta/abo pUANYHNX 0OCi6, 3 AKMMK OOCAIOKYBaHWA MOXe 3B'A3aTncs y
pasi 3aBgaHHs LWKOAM A0ro 340P0B't0 Nif Yac KAiHIYHOro BUNPOOYyBaHHS;

06CcTaBuH Ta/abo NpUYKH, Yepes AKi y4acTb AOCMIMKYBAHOMO Y KNiHiYHOMY BUNPOoBYyBaHHI MoXe 6yTu
NpUNUHeHa,;

TPUBANOCTI yyacTi AOCNILXYBAHOTO Y KNiHIYMHOMY BUNPOBYBaHHi;

NPUBAN3HOT KiNbKOCTI AOCNIAKYBaHUX, WO 6paTuMyTb y4acTb Y KIiHIYHOMY BUNPOGYBaHHI.

BigomocTi npo gocnigxyBaHoro 36epiratoTbCs B TREMHULL Ta 06PO6NSAITLCSA B MEXax KAiHIYHOIo
BUNPOBYBaHHA Yy 3HE0CO6/1eHOMY BUTNALI.

dopma iHhopMOBaHOI 3roau, KpiM TOro, MOBMHHA ByTK NignucaHa [OCNIOHMKOM, SKUA OTPUMYBaB
iHpopmoBaHy 3roy, Ta AOCNiMKYBaHUM***, a 3a yyacTi Hefie3faTHUX AOCNIAKYBaHNX, AKi HECMPOMOXHI
CaMmOCTIHO JaTh iHOPMOBaHy 3rofy, - 3aKOHHUM NpeACcTaBHUKOM / 6M3bKMM pognyem.

**% Y pasi yuacTi y kniHiYHOMy BUNPO6YBaHHi ManoniTHix (40 14 pokiB) Ta HENOBHONITHIX (Big 14 A0 18 pokiB) AiTeli Heo6XigHO
oTpuMyBaTV iHpopmMoBaHy 3rody 060x 6aTbkiB. MasioniTHIM Ta HEMOBHOMITHIM AiTAM HaA4A€ETbLCS AOCTYNHA 415 X PO3YMiHHSA NMCbMOBa
Ta ycHa iHhopmaList Npo KniHiYHe BUNpo6yBaHHs. HENOBHONITHIN NaLiEeHT 0COBMCTO Mignucye Ta AaTye iHhOpPMOBaHy 3roay.
IHhopMaLisa LWoAo 3anyveHHA ManoNiTHIX Ta HENOBHONITHIX AiTeil HanpaBNAETLCA B AOBINbHIV (hOpMi 40 OpraHiB onikv Ta NiknyBaHHA
3a MicLeM NOCTIiHOro NPOXMBAHHS ANTUHN.

Y pasi 3a/ly4eHHs1 Hegie3faTHMX AOCNiAKYBaHWX, siki HECMPOMOXHi CamOCTiliHO AaTw iHchopMoBaHy 3roAy, BiAnoBiAHO A0 cneundiku
[ocnifiKeHHs iHhopMoBaHa 3rofa Mae 6yTy OTpMMaHa Yy ioro 3aKoHHOro npeAcTaBHUKa / 6/M3bKOro poanya. 3a HeobXigHOCTi B
iHthopmoBaHili 3rofi cTaBMTLCA NigNUC CBigKa.

(MopsafoK AONOBHEHO HOBUM A04ATKOM 2 3riHO 3 HaKa3oMm
MiHicTepcTBa 0X0poHu 340pO0B'A Ykpainu Big 06.05.2014 p. N 304,

y 3B'A3Ky 3 UMM goaatky 2 - 15 BBaxaT BignosigHo gogatkamu 3 - 16)

Jopatok 3

0o MNopsaky npoBefeHHs KNiHiYHMX BUNPOGyBaHb NiKapCbkMx 3ac06iB Ta eKcnepTusn MmatepiasiiB KNiHiYHKX
BMNPo6yBaHb

(nignyHkT 7.1.1 nyHkTy 7.1 po3giny VII)



CYNPOBIOHUA NINCT

[10 3a51BM NpO NpOBeAEHHS KiHIYHOrO BUNPObyBaHHA NikapCbkoro 3acoby Ao LeHTpasbHOro opraHy
BMKOHaBYOI BNau:

[10 3a51BM A/1 OlePXaHHSA NOropKeHHA KOMICIi 3 nuTaHb eTukn npu /M3 Woa0 NpoBeAeHHs KiHiuHOro
BMNPOBGYBaHHSA NiKapCbKoro 3acoby:

O O

(3a8BHVK)
Hafae Ha ekcnepTu3y/oLiHKy MOpasibHO-eTUYHMX Ta NPaBOBUX aCnekTiB
(HeobxigHe nigkpecnunTn)
mMaTtepianun KIiHiYHOro BUNPobyBaHHS 3 METOH CKlafaHHs BUCHOBKY/MOTOKEHHS LLOAO
NpPoBeAEeHHSA KNiHIYHOTro BUNPOGYBaHHA B YKpaiHi:
(HeobXigHe nigkpecanTy)

(noBHa Ha3Ba K/iHIYHOro BUNPO6YBaHHS)
KogoBaHuii Homep NPOTOKOY KNiHIYHOTO BUNPOOYBaHHS:
JocnigxyBaHuii nikapcbknii 3aci6 (Hassa):
CnoHcop:
IHWa BaxnmBa iHhopmaLis, SKLWO €: BiAMIYalTbCA 0COGAMBOCTI KNiHIYHOTO BUNPOBYBaHHSA, Hanpuknaa, nepLue BBeAEHHS HOBOI Ajto4oi
PeyOBMHU NIOAWHI, HE3BMUYAlHI AOCAIMKyBaHI NikapCcbki NpenapaTty, 0CO6/UBI rPynn JOCAIAKYBAHNX, HE3BUYAKHWIA NNaH NpoBefeHHS
KNiHIYHOTO JOCNIAKEHHS, yMOBW BUNAaTn abo KoMneHcauii 4OCNigKyBaHUM 3a y4acTb Y KNiHIYHOMY BUNPOGYBaHHi.

3asABHUK (npi3BuLe, iM'A, N0 6aTbKOBI

(@pyKoBaHUMY NiTepamu)) (nata) (nignwvc)

(nopatok 3 y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 340p0B'A YKpainu Big 18.12.2014 p. N 966)

Jopatok 4
0o MNopsaky npoBefeHHs KNiHiYHMX BUNPOByBaHb NiKapCbkMxX 3ac06iB Ta eKCnepTu3n MmatepiasiB KAiHiYHKX

BMNPObyBaHb
(nignyHkT 7.1.2 nyHkTy 7.1 po3sginy VII)
3AABA
Npo NpoBeAeHHA K/IHIYHOro BUNpPoOyBaHHSA J1iKapCbKOro 3acooy /
Norog)keHHs KOMicii 3 nutaHb eTukn npu JIMN3 woa0 npoBeaeHHA
KNiHIYHOro BUNPOGYyBaHHA NiKapCbKOro 3acooy

3AABA MNMPO MPOBEAEHHA KNIHIYHOIO BUMPOBYBAHHA NIKAPCbKOIO 3ACOBY A0 D
LIEHTPA/IbHOrO OPIrAHY BUKOHABYOI BAAW (LANI - LIOBB):
3AABA A/19 OAEP>KAHHS NOrOAXXEHHA KOMICIT 3 MUTAHb ETVIKU MPW /IN3: D

A. IBEHTUPIKALIA KNIHIYHOIO BUNPOBYBAHHA

MoBHa Ha3Ba KiHIYHOrO BUNPOOYBaHHS:
KopoBaHuWii Homep NPOTOKO/Y KNiHIYHOTO BUNPOBYBaHHS (MPUBAACHEHNI CMOHCOPOM), Bepcisa | aaTa:

[na 6yab-akoro nepeknagy NnpoToKosy KIiHIMHOro BUNpobyBaHHS HEOOXiAHO BKa3yBaTy Ti cami AaTy i BepCito, L0 3a3HaYveHi B opuriHasibHoMy
[OKYMEHTI.

Homep EudraCT1 (3a HasiBHOCTI):

Hassa abo ckopoyeHa Ha3Ba K/iHIYHOro BUNPOGYBaHHS (SIKLLIO 3aCTOCOBYETLCS):

Homep ISRCTN? (3a HasBHOCTI):




1 EudraCT (European Union Drug Regulating Authorities Clinical Trials) - €sponelicbka 6a3a fgaHuX KAiHIYHUX BUNPOGYBaHb.

2|SRCTN (International Standard Randomised Controlled Trial Number) - MixHapogHwii cTaHgapTHUIA HOMep paHAoMi30BaHOro
KOHTPOMIbOBAHOTO KAIHIYHOTO BUNPOGYBaHHS.

B. IAEHTU®DIKALIA CMTOHCOPA

B1. CnoHcop

HavimeHyBaHHS topuanyHoi ocobu / M. |. b. disnuHoi ocobu:

M. I. B. KOHTaKTHOT 0Co6U:

Micue3HaxomKeHHs puaNYHOI 0cobm / MicLe NpoXmBaHHA gi3nyHOT ocobu:

KoHTaKTHWi TenedoH:

daxc:

Agfpeca eneKTpoHHOT NoLwTKn:

B2. OdpiniliHnii npegcTaBHUK cNOHcopa B YKpaiHi 3 MeTOl NpoBeAeHHs faHOro K/iHiYHOro BUNPoGyBaHHA (SKLLO Lie He caM CMOHCOop)

HavimeHyBaHHS topuanyHoi ocobu / M. |. b. disnuHoi ocobu:

M. I. B. KOHTaKTHOT 0CO6U:

Micue3sHaxomKeHHs IpUaNYHOT 0cobm / MicLe NpoXmBaHHA (i3nyYHOT 0cobu:

KoHTakTHWIA TenedoH:

dakc:

Afpeca eneKTPoOHHOT NoLwTu:

C. IHOPOPMALIA NPO 3AABHUKA (no3HauTe BigNoBiAHY KNITUHKY)

C1. 3asBa go LLOBB I:l C2. 3anBa A0 KOMicii 3 nuTaHb eTuku npu JIN3 I:l
CnoHcop I:l CnoHcop I:l
OdpiLifiHnil NpeaCcTaBHYK CoOHCOpa I:l OdoiLifiHNil NpeaCcTaBHYK CoHCOopa I:l
Ocoba abo opraHizauis, I:l Ocoba abo opraHizaujs, I:l
YNOBHOB&XeHa CMOHCOPOM A/15 YNOBHOB&XeHa CMOHCOPOM A5
noAaHHA AaHoi 3aaBu. Y LbOMY noAaHHA AaHoi 3aaBu. Y LbOMY
BMNAaAKY BKaXKiTb: BMNAAKY BKaXKiTb:

HaliMeHyBaHHS FOPUANYHOT HaliMeHyBaHHS FOPUANYHOT

ocobu / N. I. B. diznyHoi ocobu; ocobu / M. I. B. diznyHoi ocobu;

M. I. B. KOHTaKTHOI 0Cco6Y; M. I. B. KOHTaKTHOI 0Cco6Y;

MiCLLe3HaXOKEHHS OPUANYHOT MiCLLe3HaXOKEHHS OPUANYHOT

ocobu/micLie NPoXVBaHHSA i3nyHOI ocobu/micLie NPOXMBaHHS

ocobu; thisnyHOT ocobw;

KOHTaKTHWIA TenedoH; KOHTaKTHWIA TenedoH;

doakc; doakc;

ajpecy eNnekTpoHHOI NoLTH ajpecy eNneKkTpoHHOI NoLTH




D. IHOOPMAL|IA MPO AOCNIAXYBAHUA NIKAPCLKUIA 3ACIB

(MKAPCbKI 3ACOBW), L0 BUKOPUCTOBYETLCA(IOTLCH) ¥

BUMPOBYBAHHI: JIKAPCbKWUIA 3ACIB JOC/IIKYETLCA ABO
BUKOPVCTOBYETLCA SK MPEMAPAT MOPIBHAHHSA

Y uboMy po3gaini HeobxifHO Nepes NoYaTkoM NPOBeAEHHS NpoLeayp, SKi cneundivHo NoB'A3aHi 3 KNiHIYHUM BUNpPoByBaHHAM (Npoueaypu Ans
3abe3neyeHHs "cninoro” Metoay AOCNiMKEHHS, NaKkyBaHHA Ta MapKyBaHHA AOCNiAKyBaHOro npenapary, cneyiasibHo po3pobreHi Ans
KNiHIYHOTO AOCAIAKEHHS), HaAATY iH(POPMAaLLito MPO KOXHWIA "Hepo3dhacoBaHwWii npenapar" He3anexHo Big TOro, Yn € AaHuii npenapart TUM, Lo
OOCTIKYETLCSA, Y/ € NpenapaToM NOpPiBHAHHSA. Y po3gini E noBMHHa 6yTn HagaHa iHhopmalis, Wo CTocyeTbCs NNauebo (SKLWO Le BaXINBO).
KL NpY NPOBEAEHHI KNiHIYHOTO BUNPOGYBaHHA NNaHYETLCS 3aCTOCYBaHHA AEKiINbKOX AOCNiAXYBaHUX NiKapCbKux 3aco6iB, BUKOPUCTOBYITE
[0aTKOBI CTOPIHKM Ta HadaliTe KOXXHOMY JOCAiAKYBaHOMY fikapCbKoMy 3acoby nopsagkoBuii Homep. IHhopmauisi ToBMHHA 6yTU HagaHa npo
KOXHWIA AOCNIAKYBaHWIA Nikapcbkuii 3aci6; BigNOBIAHO, SAKLWLO JOC/iLKyBaHWI NikapCbkuii 3acio € KOMBIHOBaHUM, HEOOXiAHO HagaTH
iHbopMaLLito NPO KOXHY aKTUBHY CyOCTaHLto (AitoUy peqyoBUHY), L0 BXOAUTb A0 Oro cknaay.

YKkaxiTb, L0 3 NepepaxoBaHOro OnMcaHo HmxYe, NoTiM 3a NOTpebm NOBTOPITh iIHOPMALLO MPO KOXHWIA NPOHYMEPOBaHWA A0CAIAKyBaHNIA
nikapcbkuii 3aci6, AKWii byae BUKOPUCTOBYBATHCD Y KNIHIYHOMY AOCAiMKEeHHI (HafaBaiiTe NOpsAKOBi HOMepPK, NoYnHaun 3 1):

IHdhopmaLisi BiAHOCHO AOCNigKYBaHOrO /liKapCcbKOro 3acoty 3a HOMepPoM:

NMikapcbKuii 3aci6, wo 6yae aocnigkysaTuca I:l

NikapcbKuii 3aci6, W0 BUKOPUCTOBYETLCA SIK NpenapaT NopPiBHAHHA I:l

D.1. CTATYC AOCNIAXKYBAHOI'O NIKAPCbKOI'O 3ACOBY B
KAIHIYHOMY BUINMPOBYBAHHI

Akwo "Tak", yKkaxitb TaKy iHchopmauito

HaliMeHyBaHHsA
D.1(a). Yu € peecTpauiiiHe NOCBigYEHHS Ha topuAuHoi ocoou | HOMep
. <;cni pBaHv':ﬁ l1“I1i|(a CbKMﬁF;aciﬁ' Tak Hi Toproeentua M. I. B. dpisuunoi peecTtpauiiiHoro
A XY p ' nasgal oco6u - BnacHuKa )
peecTpauiiiHoro nocBigY€HHA

. 1
noceig4yeHHsA

(.
O

* B YkpaiHi

* B iHLLIN KpaiHi. AKWOo BigNoOBigb "Tak", BKaXiTb Yy
AKIV:

O
(|

1 . - -
List iHchopmaLlist € y CTUCHIN XxapakTepucThL MiKapcbKoro 3acoby.

D.1(b). AKwo y kNiHiYHOMY BMNPOGYBaHHi 6yAe BUKOPUCTOBYBATUCSA AK AOCAIAKYBaHUIA NikapcbKuii 3aci6 3apeecTpoBaHuii B
YKpaiHi nikapcbKuii 3aci6, ane 3rifHO 3 NPOTOKO/IOM K/1iHIYHOTO BUNPOGYBaHHA A0 I0ro NoYaTKy HEMOX/IMBO TOUHO ifeHTUdikyBaTu
[ocnigxyBaHWii nikapcbKuii 3aci6, nepexoabTe A0 3aNOBHEHHA po3ainy D.2.

UYu G6ynum paHiwe f03BOsEHI B YKpaiHi KNiHiYHI BUNPOGYBaHHA 3 I:l Tak I:l Hi
BUKOPUCTAHHSAM LibOr0 NikKapCbKoro 3aco6y?

Yu 6yB AaHuii gocnipxyBaHuii nikapcbkuii 3aci6, npusHaueHuii ana I:l Tak I:l Hi
3aCTOCYBaHHs 3a ;JaHUMV NoKa3aMu, BU3HAYEHMIi sIK Npenapar ans




NiKyBaHHA pigKiCHUX 3aXBOplOBaHb?

. . . o 1
AKULo "TaK", BKOXiTb HOMEp, NPUB/ACHEHWIi oMy sik Npenapary AN NiKyBaHHSA PiAKICHUX 3aXBOPIOBaHb

1. . . " . . . . o .
BignosigHo o PericTpy €Bponeiicbkoro CnisToBapycTsa flikapCbkux npenapaTtis A5 flikyBaHHA PigKiCHUX 3aXBOPIOBaHb abo iHLIOTO
MiKHapPOAHOrO pericTpy (3a3HauynTn SKOro).

D.2. OrnnucC goCcnigXyBAHOIO NIKAPCbKOI'O 3ACOBY

. 2
HasBa nikapcbKoro saco6y :

. 43

Kopa nikapcbkoro 3aco6y (3a HaABHOCTI) :

HasBa KOXHOT aKTUBHOI cy6CcTaHLji (MibkHapoAHa HenaTeHTOBaHA Ha3Ba a60 3anNnpPoNoHOBaHa MiXXHApOA4HA HenaTeHTOBaHa Ha3Ba,
AIKIWO €, BKXiTh, Y4 BOHA 3aMpoONoOHOBaHa, UM 3aTBeppKeHa):

. . . - 4 - - .
IHWi Ha3BU KOXHOI aKTUBHOI cy6CTaHLii (Homep 3a CAS-pericTpom , Kog(u1), npuBnacHeHwuii(i) cCnoHcopom, iHWi ONMCoBi Ha3Bwu):

ATC-Kopa, AKLO BiH oqiLliliHO 3apeecrposaum‘/’|5:

Nikapcbka chopma (BMKOPUCTOBYIiTE 3ara/ibHONPUIAHATY TEPMIHOMOTrI10):

Cnoci6 3acTocyBaHHsA (BUKOPUCTOBYIiTE 3ara/ibHONPUINHATY TePMiIHOOTit0):

Cuna pii (BKaXiTb KOXHY cuny pAii, wo 6yae BUKOpUCTaHa y BUNPOGYBaHHi):

KoHLeHTpaLjist (UMcnose 3HaYeHHs):

OfIMHNLA KOHLIeHTpaLii:

BWA, KOHLeHTpauii (nigkpecniTe BiANOBIAHE: "TOYHE YMcnoBe 3HaueHHs", "gianasoH", "6isiblie HiX" abo "He BinbLue Hix")

FKLLO BifCYTHSI TOProBesibHa Ha3Ba, HEOOXiAHO BKa3aTy Ha3By, Ky BUKOPUCTOBYE CMOHCOP A5 ifeHTMdDiKaLii 4OC/igKyBaHOTO NiKapCbKoro
3acoby B AOKYMeHTaL,i KNiHiYHOro BUNpo6yBaHHA (NPOTOKO/Ii, 6pOLLYpi AOCAIAHUKA).

3 . o . -

SIKLLO BifICYTHA TOProBefibHa Ha3Ba, BKa3aTu KO, MPUB/IACHEHWI CMIOHCOPOM, LLIO BUKOPUCTOBYETLCA CMIOHCOPOM A/15 ifeHTUdikaulii
[0CNifXyBaHOro NMikapcbKoro 3acoby B AOKYMeHTaLl 3 KNiHIYHOro AoChiAXeHHSs. Lieil koa Moxe 3acTocoByBaTUCh Y pasi KOMGiHaLi
nikapcbkux 3acobiB.

4 CAS-pericTp aKTUBHMX CybCTaHLii AMepukaHcbKoi cnifku 3 xiMii (American Chemical Society).

5 - -
3a3HayeHo B CTUCAIN xapakTepucTULL ikapCcbKoro 3acooby.

Tun nikapcbKoro 3aco6y

[JocnipxyBaHuii nikapcbKuii 3acié MiCTUTb aKTUBHY CyGCTaHLito: El Tak El Hi
XiMIYHOTO MOXO/KEHHS |:| Tax |:| Hi
6i0N10ri4HOr0/6i0TEXHONOTIYHOTrO noxo,cpKeHHﬂ1
Lieli nikapcbkuii 3aci6 e:

. . L1

1) nikapcbknM 3acO60M, MPU3HAYEHWUM [15 FeHHOT Tepari |:| Tak |:| Hi
2 iohapmaneBTUUYHUM NikapCbKMM 3aco60M .
) pagioapmay p 1 I:l Tak I:l Hi
3) iIMyHONIOTYHUM NiKAPCbKUM 3aCO60M .
) .y P I:l Tak I:l Hi

4) nikapCbKM 3aCO60M POC/IMHHOTO NMOXOKEHHS I:l I:l
5) roMmeonaTuyHUM MikapCbKUM 3ac060M Tak Hi
6) IHLUIMM TUNOM NiKapCbKOro 3acoby I:l Tak I:l Hi
AKWLo "Tak", YTOUHITb SKUM: .
- y D Tak D Hi




1 3anosHiTs Takox po3ginn D.3 Ta D.4.

D.3. AOCNIAKYBAHI NIKAPCbKI 3ACOBW BIO/TOIN4YHOIro ABO
BIOTEXHONOIN4YHOIo NOXomMKEHHSA

Tun nikapcbKoro 3aco6y

eKCTpaKT |:| Tak |:| Hi
pPEKOMBIHaHTHUIA |:| |:| )

. . T H
npenapar KpoBi abo niasMu Kposi ax :
iHLWI I:l Tak I:l Hi
AKLLO iHLWI, TO BKaXITb: |:| Tax |:| Hi

D.4. AOCNIAXYBAHI NNIKAPCbKI 3ACOBW, MPU3HAYEHI ANA
FEHHOI TEPAMII

[ 3aaisnmii(i) ren(w):

FeHHa Tepanis in vivo: I:l FeHHa Tepanis ex vivo: I:l

Tun nikapcbKoro 3acoGy, L0 BUKOPUCTOBYETLCS AJ11 NePEHECEHHSA reHa

I:l Tak I:l Hi
HykneiHoBa kucnoTta (Hanpvknag, nnasmuaa):
AKWO "TaK", YyTOUHITb:

uncTa I:l Tak I:l Hi

Y KOMMAEKCi I:l Tak I:l Hi
BipyCHWiA NepeHOCHUK: |:| Tak I:l Hi
FAKWO "TaK", YTOUHITL TUN: aAEHOBIPYC, PETPOBIPYC, afieHoacoLiioBaHuii Bipyc:

iHLWi: D Tak D Hi
I:l Tak D Hi

E. IHOOPMALIA BIAHOCHO M/TALEBO (AKLO0 3aCTOCOBYETbLCA
Ginblie ogHOro, NOBTOpPHOBaTU iHhOpMaLilo 411 KOXXHOrO0)

Uu BMKOPUCTOBYETLCA Nnaye6o: |:| Tak |:| Hi




IHdhopmalis woao nnaue6o nig Homepom:

YkaxiTb HOMep AOCANIAKYBaHOro Nikapcbkoro 3acoby 3 po3ainy D, Lo AOCNiAXYETLCS 3 BUKOPUCTAHHAM

nnaue6o

Jikapcbka copma:

Cnoci6 3acTocyBaHHS:

Cknag, 6e3 ypaxyBaHHs akTMBHOI(1X) cybcTaHLii(i):
iBEHTVYHWMIA AOCAigKYBaAHOMY iKapCbKOMY 3aco6y I:l I:l )
AKLLO "Hi", BK&KITb OCHOBHI iHrpeaieHTu: Tax Hi

F. BIAOMOCTI NPO BUPOBHWUNYY AINAHKY, BIAMOBIAAJIbHY 3A
BUNMYCK AOCNIAXYBAHOIO NNIKAPCbKOIO 3ACOBY

Liei po3gin cTocyeTbca A0CAiAKyBaHOro Nikapcbkoro 3acoby Ta npenaparty NopiBHSAHHSA, crewiasibHO MiArOTOBEHUX AN BUKOPUCTaHHS B
KNiHiYHOMY BUNPOGYBaHHI (BUroTOB/EHI, paHA0Mi30BaHi, ynakoBaHi, MapkipoBaHi). 3a HasABHOCTI AeKiNIbKOX BUPOOHUYMX AiNSHOK abo
[eKiNbKoX [OCNiAKyBaHMX /iKapCbk1X 3ac06iB BUKOPUCTOBYITE AOAATKOBI CTOPIHKM | BKaXITh [/151 KOXHOIO AO0C/iAXKYBaHOro /ikapCbKOro
3acoby HoMep, HaBeaeHu y po3aini D abo B po3gini E (gns nnauebo), i BkaxiTb, Akuii focnigkyBaHuid Nikapcbkuii 3acié BUNYyCKaeTbCSA Ha
KOXHili 3 AiNSIHOK.

BignosiganbHuii 3a BUNYCK roToBOro Ao KNiHiYHOro BUNPoGyBaHHA A0C/iAXYBaHOrO /liKapCbKOro 3acoty (3a3HauTe HeobXifHe):
Bupo6GHuua ginsHKa BignoBigae 3a BUNYCK TaKoro AOC/iAKyBaHOro JlikapCbKOro 3acoby (ykaxitb Homep(u), HaBegeHwuii(i) y posgini

D ansa gocnigXyBaHOro flikapcbKkoro 3aco6y i y po3gini E - gna nnaue60):

Bnpo6HmK
ImnopTep I:l
Brpo6HuK i imnoptep I:l

HalimeHyBaHHs opraHisadji:

Micue3HaxopKeHHs:

Cepisa Ta HoMep niueHsii BUpobHuka abo imnopTepa:

AKWO BIACYTHA NiLEH3IA, YKaXiTb NPUUNHY:
®akT NpoBefeHHs iHCNeKLi AaHOi BUPOOHNYOI AiNSHKMA YNOBHOBAXXEHUMM OpraHamm I:l I:l .
SKLLO "TaK", YKaXiTb KM Ta ATy OCTaHHbOI iHCTeKL|i: Tax Hi




G. SArAJ1IbHA IHOOPMALUIA WO AO KNIHIYHOINO BUNMPOBYBAHHA

[ocnigXyBaHuii NaToNoriYHMiA CTaH abo 3aXBOPIOBaHHA

XapakTepuctuka naTosoriyHoro crtaHy (y A0BiNbHil dhopmi):
Kog, BignoBigHo fo MixHapogHoT knacudikadii xsopob (MKX—lO)l:
Kog BignosigHo fo knacudikawi MedDRAlz

PiokicHe 3axBoproBaHHA I:l Tak I:l Hi

1 IHchopmauis BignosigHo o knacudikauii MKX-10 i MedDRA (Medical Dictionary for Regulatory Activities - Mefn4HWi1 CNOBHUK Anst
YNOBHOBAXEHWX PEryNAaTOPHUX OpraHiB) ykasyeTbca Ha BMOIp. FAKLLO € Koan 060X Knacudikawiii, BapTo BKa3aTu TifIbkM OAWH 3 HUX; Yy Takomy
BUNajKy PeKOMeHAYETLCA BKasyBaTtu Koj 3a Knacudikauieto MedDRA.

MeTa BUNpoGyBaHHA

OcCHOBHa mMeTa:
BTopuHHI Ljini:

OCHOBHi KpUTepii BK/TIOUEHHSA (YKaXiTb HaBaXK/IMBILLI)

OCHOBHIi KpUTepii HEeBK/THOUEHHSA (YKaXiTb HaBaK/IMBILLI)

MepBuHHa(i) KiHueBa(i) Touka(n):

[iana3oH BUNpoGYyBaHHSA - 3a3HauTe Bce HeobXigHe

[AiarHocTuka
MpodpinakTuka
Tepanisa
BesneyHicTb
EcheKTuBHICTb
dapmakokiHeTVKa
dapmakogmHamika
BioekBiBaneHTHICTb
3anexHicTb edekTy Bif [03K
dapmakoreHoMika
dapmakoeKoHOMIKa
IHWwe

o o o o o |




FAKLLO BU3HAYEHO MYHKT "iHLWE", YTOUHITb:

Odad

I:l dapmMakonoriyHe AOCIIKEHHS 3a
yyacTio noguHu (dasa l)
Uun € gocnimKeHHs:

nepLUrM YBeEeHHSIM JlikapCbkoro 3acoby
THOAMHI

I:l LOCNIMKEeHHAM 6ioeKBiBa/IEHTHOCTI

NOPIBHAIbHUM
chapmakogrHamiYHUM JOCiMKEHHAM

I:l MowykoBe
TepanesBTUYHe
BMNPOGYBaHHS

(dhaza ll)

I:l MiaTBepaHe
TepaneBTU4He
BMNPOGYBaHHSA

(dbaza IlI)

I:l JocnipkeHHs
TepaneBTUYHOTo
3acToCyBaHHs
nikapcbkoro 3acoby
(chaza V)

I:l MopiBHAMbHE KAiHIYHE BUNPOBYBaHHSA (reHepuyHMUX npenaparis)

I:l IHWe: yKaXiTb sKe:

Au3zaiii BUNpoGyBaHHA

I:l Tak

PanpgowmizoBaHe:

KoHTponboBaHe: |:| Tak |:| Hi FAKLLO "TaK", yTOUHITb:
Bigkpute: I:l Tak I:l Hi
MpocTe "cnine™: |:| Tak |:| Hi IT,IOA.BM,TG

chine: Ot Ow
3
napanenbHUMn MepexpecHe: |:| Tak |:| Hi
rpynamu: I:l Tak I:l Hi
IHWe: I:l Tak I:l Hi AKLWO "TaK", yTOYHITb:
YkaxiTb npenapar nopiBHAHHS:
iHLWWIA(i) nikapcbkuii(i) 3aci6(o6m) I:l Tax I:l Hi
nnaue6o I:l Tak I:l Hi
iHwe |:| Tak |:| Hi
AKLLO "iHLWE", YTOYHITb:
OpHoueHTpoBe

|:| Tak

(avB. Takox po3gin I):

BaratoueHTpoBe

I:l Tak

(avB. Takox po3gin I):

O wi

O i




MixHapogHe KniHiuHe
BMNPOOBYBaHHSA: I:l Tak

MakcumMarnibHa TpuBaicTb NiKyBaHHsl AOCNiA)KyBaHOro BiANOBIAHO A0 NPOTOKOJ1Y K/iHIYHOrO BUNPOGYBaHHS:

BUNPOGYBaHHA):

MakcuManbHO gonycTMMa A03a A0C/iAKYyBaHOro JlikapCbKOro 3acoby (YyTOUHiTb: Ha 406y a6o cymapHa fio3a 3a yac ycboro

1 Lo
FAKLLO He 3a3HaYeHOo B NPOTOKO/Ii KNiHIYHOTO BUNPOGYBaHHS.

. i 1
OCTaHHBLOTO AOC/iMKYBAHOTO, WO 6epe yyacTb Y K/iHIYUHOMY BUNPOGYBaHHI :

Bu3HAYE€HHAA MOMEHTY 3aBEpPLUEHHSA KNiHIYHOIO BUNPOGYBaHHSA Ta OGI'PYHTYBaHHA Y BUNAAKY, SIKLO Lie He € OCTaHHIl Bi3uT

B YKpaiHi

y BCiX KpaiHax, fie NPoBOANTLCA KNiHIYHE BUNPOOYBaHHA

MepBUHHa OLjiHKa TPUBANIOCTi KNiHIYHOro BUNPOGYBaHHA (POKM i Micnu,i)l:

poKm
pokm

Micauj
MicsLj

1 . . .
3 MOMEHTY BK/THOYEHHSA NEepLLOro A0C/iAKyBaHOro [0 OCTAHHBLOIO Bi3UTY OCTAHHBLOIO AOCNIAXYBaHOrO.

H. rPYN AOCNIAXXYBAHUX

BikoBuii giana3oH:

|:| Monogawe 18 pokis
AKLLo "TakK", yTOYHITb:

I:l BHYTPiLLHbOYTPOGHWA

HepoHolweHi HemoBNsTa (L0 HApOAMAMCS Ha
TePMiHi BariTHOCTi He 6inbLue 37 TUXHIB)

HoBoHapoKeHi ([0 27-10 AHS XUTTS)

HemoBnsita (3 28-ro gHa XuTTa - 24 Mic.)
I:l Aitn (2 pokun - 11 pokiB)

ManoniTHi (12 - 14 pokis)

HenosHoniTHI (14 - 18 pokiB)

I:l [Mopocni
(18 - 65 pokiB)

I:l JliTHbOrO BikY
(cTapuwi 65 pokiB)

Cratb:

I:l XiHoua

I:l Yonosiva




pynu docnidxysaHux

300p0Bi 406POBOSIbLY I:l Tak I:l Hi
MNawieHTn I:l Tak I:l Hi

Oco0611BO Bpas/MBi rPynun AOCILKYBaHNX:

XIHKM 4iTOPOAHOrO Biky I:l Tak Hi
BariTHi |:| Tak Hi
AKi roAytoTb rpyaato |:| Tak Hi
[0CAIAKYBaHi B KOUTUYHOMY CTaHi |:| Tak

[ocnifKyBaHi, siki He B 3M03i 0CO6UCTO Aatn
iHdhopmoOBaHy 3rofy Ha yyacTb Y AOCAIMKEHHI I:l Tak Hi

AKLO "TaK", yTOUHITb:

O O OO0O0.d
T

iHLi O rax

AKWO "TaK", YyTOUHITb:

Hi

3annaHoBaHa KiNnbKicTb AOCNigKyBaHUX AN BK/TIOUEHHSA Y K/liHiUHe BUNPOOYBaHHS:

B YKpaiHi:
07151 MDKHAPOAHOr0 KNiHIYHOro BUNPOOYBaHHS:
07151 BCbOTO KAiHIYHOTO BUNPOGYBaHHS:

. . L 1
3annaHoBaHe NikyBaHHA1 a60 HarnAA 3a 4OCNiKYBaHUMY, L0 3aBEPLUNAN YYaCTb Y K/IiHIYHOMY BUNPOGYBaHHi~ (K10 BOHO
BifPi3HAETbCA Bif nepeAGavyyBaHOro CTaHAAPTHOIO J1iKyBaHHA NPV AaHOMY NaTosiIoriYHOMY CTaHi):

YTOUHITb:

1 - Lo
FAKLLO paHille He 3a3Ha4YeHO B MPOTOKONI K/TiIHIYHOTO BI/II'lpOﬁyBaHHH.

I. BANMPONMOHOBAHI 4OCNIAHNKU TA MICUA NMPOBEAEHHA
KNIHIYHOIO BUNMPOBYBAHHSA B YKPAIHI

1.1. Micus npoBefeHHA KNiHIYHOro BUNPOOGYBaHHA Ta BigNoBiganbHi AOCNiAHNKN:

1.1.1. Ha3ga /IM3 Ta Micus NpoBeAeHHs KNiHIYHOro BignosiganbHuii gocnigHuk
BUNPOGYBaHHSA: -
1.1.2. MicLe3HaxopKeHHS: M. 1. 6. KsanidikaLlis

1.2. locnigHUK-KOOPAUHATOP, AIKLLO €:

n. 1. B. I KeanichikaLlis




1.3. LieHTpanizoBaHi TeXHiUYHi NPUMILLEeHHSA, WO 6yAYyTb BUKOPUCTOBYBATUCH AJ151 NPOBEAEHHS KNiHIYHOro BUNpoGyBaHHA
(naGopaTtopis a60 iHLWi TeXHIYHi MPUMILLEHHS), Y AKUX LieHTpasli3oBaHO GyAyTb BUMipoBaTUCA a6o OLiHIOBAaTUCA OCHOBHI KpUTepii
OLiHKM (AKLO opraHi3aLliii AeKifibka, To NTOBTOPHO 3anoBHITb 4151 BCiX)

OpraHi3auis:

M. I. B. KOHTaKTHOI 0CO6M:

Micue3HaxoKeHHS:

TenedoH:

OG6OB'A3KM, L0 BUKOHYHOTLCA 32 CYGKOHTPaKTOM:

1.4. OpraHi3auii, AKMM cnoHcop a6o iioro odililiHKii NpeacTaBHUK AeneryBas CBOi 0G0B'A3KM Ta (pyHKLii, NOB'sAI3aHi 3 NpoBeAeHHAM
KNiHIYHOTO BUNPOGYBaHHA (AKLLO OpraHisauili AeKinbka, TO NOBTOPHO 3aMoOBHITb A4/ BCiX)

[leneryBaHHs cnoHcopom abo 1oro oiLiiHUM NpeAcTaBHUKOM NeBHUX 060B'A3KIB i (PYHKLI, NOB'A3aHNX 3 MPOBEAEHHAM K/iHIYHOTO
BMMNPOGYBaHHS, iHLWIl opraHisauii abo TpeTili CTOpOHi
I:l Tak I:l Hi

AKWo "TaK", yTOUHITb:

HalimeHyBaHHS l0pnanM4HOi ocobu:

M. I. B. KOHTaKTHOI 0CO6M:

Micue3HaxopKeHHS:

KoHTaKTHWi1 TenedoH:

O60B'A3KN/PYHKLT, LLL0 BUKOHYOTHCS 3a Cyoniapsaom:

J. LOBB/Kowmicisi 3 nutaHb eTuku npu JIM3

Akwo gaHa 3asBa agpecoBaHa LIOBB, Bia3HauTe k1iTuHKy "Komicia 3 nutaHb eTukm npu JIN3" i BKaxiTb iHpopmaLito, Lo cTocyeTbCst KOMicCil 3
nuTaHb eTukn Npu JIN3, i HaBnakm

LiOBB N

Kowmicisa 3 nutaHb eTukm npu NIN3 I:l

HalimeHyBaHHS i MicLLe3HAXOMKEHHSA:
Jata nogayi LOKYMEHTIB:

BUCHOBOKIMOTOKEHHSI y npoueci po3rnsay 6yae sanutysatuvcs

BUAAHO
AKLLO BUCHOBOK/MOTOMKEHHS BUAAHO, BKAXITb:  [aTy BUCHOBKY/MOTOAKEHHS:

[103BO/1IEHO/NOTOKEHO

I:l He [103BOJIEHO/HE MOroXeHo
FKLWO He A03BO/IEHO/HE NOroAXEHO, TO BKaXKITh!

NPUYnNHN

MOX/IMBY [aTy NOBTOPHOI nojadi 3assu

K. KOHTPO/IbHWUIA MEPEJIK IHGOPMALLII, WO AOAAETLCA A0
3AABUA

IHdhopmalisi, HeoGXxigHa ana LieHTpy Ta AN Komicil 3 nuTaHb eTukn npu JIN3 BignoBigHO A0 NyHKTY 7.1 po3ainy VII yboro Mopsaky
Ta nNyHKTY 8.4 po3giny VIl uboro Mopsaky

Kowmicisi 3
nuTaHb

Ll,eHTpl




eTUKM npn

nns

CynposigHuii iuct
3asBa BCTAHOB/IEHOrO 3paska

OO0 O OoooOnO

OO0 O oooodQqS

MucbMoBe NiaTBEPAXXEHHS oAepxaHHA HoMepa EudraCT (3a iioro HasiBHOCTI)
MpoTokon KNiHiYHOro BUNPO6yBaHHS 3 yciMa nonpaskamun

Bpoluypa gocnigHuka

[locbe gocnigKyBaHoro nikapcbkoro 3acoty

CKopoyeHe A0Ccbe JOCNIAKYBAHOTO Mlikapcbkoro 3acoby

CTrcna XxapakTepucTvka AOCifKyBaHOTO MIKapChKoro 3acoby

IHAMBIAyanbHa peecTpauijiiHa hopma (KpiM MibKHApPOAHMX KNiHIYHUX BUNPOGYBaHb)
Konist norogpkeHHs Komicii 3 nutaHb eTukn npum /N3 (3a HasBHOCTI)

JlopyyeHHs1, BuiaHe CNOHCOPOM 3 YiTKO Ae/eroBaH/My MOBHOBAXKEHHSIMU

(y BMNagkKy, SKLLO 3asiBHUKOM He € cam CMOHCOpP)

IHchbopmauia ans ,qocni,q)KyBamel

L
O

O

L
O
O

JlncT npo iHdhopmyBaHHS focAigKyBaHOro Ta iHbopMoBaHa 3roga

IHWa nucbMoBa iHchopMaLis AN A0CNiAKyBaHOTO (LLOAEHHUK, ONUTYBa/TIbHUKK,
KapTKW AN [OCAiLKyBaHWX, NepeniviTb BiANOBigHE)

3axoau LWoao Habopy A0CAiAXYBaHNX

. m 1
IHchopmaLjisi WoA0 NPOTOKONY K/iHIYHOTO BUNPOGYBaHHSA

o O o o

O oot

CTucAwnii BUKIag, NPOTOKOY KNiHIYHOTO BUNPOBYBaHHS

EkcnepTHa OLjiHKa K/iHIYHOro BUNPOOYBaHHS (SIKLLO €)

ETuyHa ouiHKa KniHiYHOro B1unpobyBaHHs, NpoBeAeHa BignosiganbHUM
[0CNiAHNKOM/[OCNIAHUKOM-KOOPANHATOPOM

Mignucani Ta gatosaHi npodeciiini aBTo6iorpadii BiANOBIfaIbHUX AOC/IAHVKIB Y KOXHOMY MiCLi NPOBEAEHHS
KNiHIYHOTO AOCNILKEHHS

IHchopmaLia wopao gocnimKyBaHoro nikapcbKoro :#.aco6y1

L
O

(o

OO O

L
O

(I o |

Og O

3pa3ok eTUKEeTKM 3 iHhopmMaLjieto Npo npenapar yKpaiHCbKOK MOBOK

BignosigHi O3B0/, WO NOLWMPIOKTLCA Ha KNiHIYHEe BUNpobyBaHHSA abo npenapatw,
LLIO0 MatoTb 0COG/INBI XapakTePUCTUKN (SKLLO €), Hanpuknag pagioapmareBTUYHI
npenaparu

TSE-cepTudikar (Ko HeobXigHO)

CepTudikat cepii 4OCNigKyBaHOro fikapcbkoro 3acoby

MncbMoBe NiATBEPAXEHHS, L0 BUPOBGHULTBO 3AiACHIOETLCA HA BUPOOHUMUIl abo
[OCNiAHIN finsHUi 3 4OTpYMaHHAM BUMOr HacTaHoBm "Jlikapcbki 3acobu. HanexHa
BMPOGHUYa npakTuka. CT-H MO3Y 42-4.0:2008", 3aTBepxeHol Hakasom MO3
Ykpainu Big 16 notoro 2009 poky N 95, 3 HagaHHAM cepTudikata GMP a6o
NMCcbMOBOI 0QPILIHOT 3a51B Y NOBHOBaXKEHOT 0CO6M 3 IKOCTi (BUPOGHMKA)
Kcepokonis niyeHsii Ha BUpo6HMLTBO, L0 BUAaHA YNOBHOBaXEHUM OpraHoM
KpaiHu-BUpPO6HMKa

BigomocTi WoA0 Micusa BUrOTOB/IEHHS AOC/IiAKYBaHOrO /TiKapCbKoro 3acoby
BigoMocCTi Npo TEXHONOri0 BUrOTOB/EHHS (BUPOBHULITBA) JTiKAPCbKOro 3acoby Ta
[OKyMeHTaLis, 3a AKOI 34iiCHIOBABCSA KOHTPO/Ib BUTOTOB/IEHHS Ta AKOCTI
nikapcbKoro 3acoby

AokymeH

T, WO Xapakrepusytotb /N3, gocnigHUKIB Ta MicLe NpoBeAeHHsA KNiHiYHOro ,qocni,q)KeHHﬂl

L
O
0

(-

3asBa BignoBiAaNbHOro AOC/iAHNKA
IHpopmauisi npo /M3 Ta micue NpoBeAEeHHS K/iHIYHOrO BUNPOOYBaHHS
MNignucani Ta gaTtoBaHi npodeciiiHi aBTobiorpaddii 4oCNigHNKIB

IHdhopmauis wopao CbiHchyBaHHﬂl




[JOKYMEHTH, L0 BCTAHOB/IIOIOTL PO3MIP Ta YMOBM BUMAAT (KPIM CTPAX0BUX)

L
|:| |:| IHLi JOKYMEHTU

Big3HauTe BCi BiNOBiAgHI KNITVHKM A41st TOTO, W06 BKkasaTy iHchopMmalLiio, sika 6yae npeactasneHa o LieHTpy Ta KoMicii 3 nuTaHb eTVKM npu
nnas.

L. MANMNC SAABHUNKA

A, Wo nignncascsA(nack) HUxXYe, LM NiaTBEpAXYHo (Bif, iMeHi cnoHcopa), WO (HenoTpibHe 3akpecnutn):

HaBegeHa B Lijli 3aaBLii iHchopmaLlis € NpaBUIbHOLO;

KMiHiYHe BMNpobyBaHHA 6yae NpoBOAMTUCS BIAMNOBIAHO A0 MPOTOKOY KNiHIYHOro BUNPOGYBaHHS, HaUiOHa/IbHOTO 3aKkOHOAABCTBA i HacTtaHoBM
"Nikapcbki 3acobun. HanexHa kniHiyHa npaktuka. CT-H MO3Y 42-4.0:2008", 3aTBepaxeHoi Hakazom MO3 Ykpainu Big 16 ntotoro 2009 poky N
95;

BBaXKal0, WO € NiACTaBu A4/ NPOBEAEHHS KNiHIYHOrO BUNPOOYBaHHS;

30608B'A3yt0csA NOBILOMUTU LIEHTP Ta KOMICito 3 nMTaHb eTuku npu JIM3 npo chakTnyHy gaty noyatky kniHiYHOro |31/|npo6y|3aHHs1l (Bigpasy nicns
TOro, Sk BOHa CTaHe Bigoma);

He ni3Hille 04HOro PoKy Mic/s 3akiH4eHHA KAiHIYHOro BMNPOoO6YBaHHS (y BCiX KpaiHax Npu NpoBefeHHI MDKHapOAHUX KNiHIYHKX BUNPOobyBaHb) A
3060B'sI3yt0Cst NoAaTW CTUC/INIA 3BIT 3a LM KNiHIYHUM BUNPOGYBaHHAM A0 LIeHTpy i KoMmicii 3 nuTaHb eTvku npu /N3

3asBHUK, Lo nogae 3asasy Ao LIOBB 3a8BHYIK, L0 Nogae 3asBy A0 KOMICiT 3 nuTaHb eTuku npu JMN3
fara: [Jara:

Mignwc: Mignuc:

M. 1. B. ApyKoBaHUMK niTepamu: M. 1. B. ApyKOBaHUMM NiTepamu:

BK/IOUEHHS Y KiHIYHE BUNPOGYBaHHS NEPLUOro nauieHTa B YkpaiHi (ToYaTkoM BK/IIOYEHHSI BBRXKAETLCA MOMEHT, KO/ NaLieHT CTaBUTb
nignuc B iHhopmoBaHiii 3ropgj).

(mogatok 4 i3 3aMiHaMun, BHECEHUMM 3riAHO 3 HaKa3oM
MiHicTepcTBa 0XOpoHU 340pO0B'A Ykpainu Big 06.05.2014 p. N 304,
y pefakuii Hakasy MiHicTepcTBa OXOpPOHM

37,0poB'a Ykpainu Big 18.12.2014 p. N 966)

JopaTtok 5
0o Mopsiaky NpoBefeHHs KNiHiYHMX BUNPOByBaHb NiKapCbKMX 3ac06iB Ta eKCnepTu3n MmaTepiasiiB KAiHiYHMX
BMnpobyBaHb

NMOBHE AOCb€E AOCIAKYBAHOIO NIKAPCbKOIO 3ACObY

MoBHe AoCbE Ha focniopKyBaHWi Nikapcbkuii 3acié MICTUTL iHbOpMaLLito 3a TakumMK po3ginamu:

1. Nlikapcbka peyvoBrHa (AN NikapCbKUX Npenaparis, Wo MICTATb GinbLue OAHIET NiKapCbKOi peyoBUHMU,
iHdhopMauist HaJAETLCS B MOBHOMY 06CA3i WOA0 KOXHOI 3 HUX):

3aranbHa iHdopmaLis;

BMPOBHULTBO;

XapakTepucTuka;

KOHTPO/1b NiKapCbKOI PEYOBUHY;

CTaHAapTHI 3paskn abo peyoBUHY;

cucTema ynakoBKu/3aKynopku;

CTabiNbHICTb.



2. Nikapcbkunin npenapar:

onuc i cknag, nikapcbkoro npenapary;

(hapmaueBTNYHA PO3POOKa;

BMPOGHULITBO;

KOHTPO/b AOMOMIKH/X PEYOBUH;

KOHTPO/b NiKapCbKOro npenapary;

CTaHAapTHI 3pasku i peyoBUHY;

cucTema ynakoBKu/3aKynopku,

CTabiNbHICTb.

3. [1ONOBHEHHS:

TEXHiYHi 3ac06U 1 ycTaTKyBaHHS;

OLjiHKa 6e3MeyYHOCTI LWOoA0 CTOPOHHIX MIKpOOpraHi3Mmis;

HOBI JOMOMDXHI PEYOBUHY;

PO34MHU AN1A BIAHOBMEHHS Ta PO3UYMHHUKMA.

4. [loKNiHiYHI hapMakonoriyHi Ta TOKCUKOOTiYHI AaHi:

thapmakoguHamika;

hapmakokiHeTuKa,;

TOKCUKO/OTifA.

5. [aHi No KNiHIYHOMY BMBYEHHIO (SIKLLLO NPOBOAUIIOCE):

KniHiYHa dpapmakonoris;

KNiHiYHa dhapMakoKiHeTVKa,;

BMN/IMB HA NIOLUHY;

OLjiHKa KOPWUCTi Ta pU3KKy.

6. AKLLO OKpeMi YaCcTMHWN AOKYMeHTaLUii He BK/IOYEHI A0 maTtepiasnis, y BiANOBIAHOMY MicLi Cnif, 3a3Ha4UTH
NPUYMHY BiACYTHOCTI iHcbopMaLii nig BiANOBIAHWM 3arofI0BKOM.

7. 0na nikapcbknx npenapaTis TBAPUHHOIO NOXOMKEHHA Mae BYTU HaaHa Taka foaarkosa iHhopmaLlis:

AaHi Wwoao Buay, Biky, pauioHy TBapyvH, Bif SKUX OTpMMaHa CUPOBUHA;

[aHi Npo xapakTep (kaTeropito) TKAHWHW, 3 AKOT OAEPXKYETLCA CUPOBUHA A1 BUPOOHMLTBA NiKapCbKOro
3aco06y, 3 TOukmM 30py i Hebe3nek LLOoA0 BMICTY NPIOHIB;

TEXHO/orYyHa cxema 06pOo6KM CUPOBUHM i3 3a3HAYEHHSAM EKCTpareHTiB, TeEMNepaTypHOro pexumy;

METOAM KOHTPOJII0 BUXIAHOT CUPOBMHM, BK/TOYAKOUM METOAU BUAB/IEHHSA NPIOHIB Y KIHLLEBOMY NPOAYKTI (3a
notpeon).

Jopartok 6
0o MNopsaky npoBefeHHs KNiHiYHMX BUNPOByBaHb NiKapCbKMX 3ac06iB Ta eKCnepTu3n MmatepiasiiB KAiHiYHMX
BMNpPObyBaHb

3asaBa BIANOBIAAJIBHOIO AoCniAHUKa
A, ,
(npizsuwje,im'sa, No 6ambKosi)
L0 MpaLioo ,
(3a3Havumu micye po6omu ma rocady)
NpoLUYy A03BOMIMTN MEHI B3SITU y4acTb Y KIiHIYMHOMY BUNPOOYBaHHi:

(3a3Havumu Ha3ssy K/iHiHHO020 BUMpobysaHHs ma ko0osaHull HOMep MPOMOKO/1y K/IiHIYHO20 BUNPOGYBaHHS)
£ 03HaOMNIEHNIA 3 yMOBaMMW NPOTOKO/Y K/iHIYHOTO BUNPOBYBaHHS Ta Mato BiAnoBiAHWI NPOMECiiHNIA piBEHb, MOX/IMBICTL 3aslyyaTn
kBanichikoBaHMX CNiBPOGITHMKIB Ta/abo iHWNX haxiBuiB (3a HeobxigHOCTI). Kpim Toro, Maro MOXMBICTb BUKOPUCTOBYBATU HEOOXIiAHI
NPUMILLIEHHS Ta yCTaTKyBaHHS NPOTATOM YCbOro K/iHIYHOTO BUNPOBYBaHHA A5 NPOBEAEHHS 0r0 HaNIeXHUM YUHOM.
$1 03HANOMIEHNI 3 YNHHUMUN HOPMATVIBHO-NPABOBMMM akTamu LLI0AO NPOBEAEHHS KiHIYHMX BUNPO6YyBaHb, 3 BUMOramMm HanexHoi KiHiYHOT
npaktukn (GCP).
A nigTBEPAXY!H0, LLO KNiHIYHEe BUNpoBYyBaHHS Byae po3noyaTe Tiflbkv 3a YMOBMW HasiBHOCTI 4OrOBipHO-MNPaBOBKX BiAHOCUH MiX yciMa
HOPUANYHUMY Ta I3MYHUMK 0coBamu, 3alyHeHMI A0 NPOBEAEHHS KNIHIYHOTO BUNPOGYBaHHS, BiANOBIAHO A0 BUMOr 3aKOHOAABCTBAY.
£1 3060B'A3yH0Cb HAaZATN BCHO HEOOXIAHY iH(hOPMALLiO WOA0 KMiHIYHOTO BUMPOGYBaHHA 40 KOMICIT 3 nuTaHb eTuku npu J1M3.
A He malo KOHNIKTY iHTepeciB.
1 Haaalo 3roly Ha BUKOPUCTaHHA MOiX NepcoHasibHUX gaHux (NpissuLle, im's, Nno 6aTbKoBi, Nocaja, HaykoBuUiA CTyniHb, MicLe po60Tn)
npeacTaBHYkamy MiHicTepcTBa OXOPOHY 340PO0B'A YKpaiHu Ta LieHTpy, Lo MOXyTb YTy po3MilleHi Ha iX odiliiiHux caitax.
BignosiganbHuii gocnigHuK:

(Nn.1.B.) (nignuc) (nara)



* Mpy LbOMY CKIaA0BYMM KOLUTOPUCY TakuX KNiHiYHUX BUNPOGYBaHb NepeAbayaoTbCs BUTPATH Ha YTPYMaHHS NPUMILLeHb | amopTu3aLiiio
o6nafHaHHA, Ha NpuabdaHHs BUTPATHUX MaTepianis, Ha onnaTy npaui BCix daxiBLis, Aki 6epyTb yyacTb Y KNiHIYHOMY BUNPOGYBaHHI, TOLLO.

3BOPOTHMIA Gik

Bi3u norogxeHHA:
1. KepiBHuK fikyBaslbHO-NPOGiNaKTUYHOTO 3aknagy (3anosHIEMbCs 0608'93K0B0)

(nocapa kepiBHUKa Ta HalimeHyBaHHs J1M13) (nignuc) (npisBuLye, iM'A, No 6aTbKOBI) (nata)
2. KepiBHUK BMLLOTO MEANYHOIO HAaBYa/IbHOTO 3aknagy (fani - BMH3) (3anosHoemscsi 8 pasi 3asyyeHHsi BMH3)

(nocaga kepiBHVKa Ta HaliMeHyBaHHs BMH3) (nignuc) (npi3BuLe, iM'A, N0 6aTLKOBI) (nata)

(mogatok 6 i3 3aMiHaMu, BHECEHUMM 3riAHO 3 HaKa3oM
MiHicTepcTBa 0XxopoHu 340poB'a Ykpainu Big 01.10.2015 p. N 639)

Jopatok 7
0o MNopsaky npoBefeHHs KNiHiYHMX BUNPOGyBaHb NiKapCbkux 3ac06iB Ta eKCcnepTusn MmatepiasiiB KNiHiYHKX
BMNPo6yBaHb

IHdhopmauis npo J/IN3 Ta micue NnpoBeAeHHA KNIHIYHOro
BUNPOGYBaHHA

KopoBaHwii HoMep NPOTOKOY KAiHIYHOTO BUNPOGYBaHHs (Aani - KB):

1. 3aranbHa iHchopmauia npo /N3 Ta micue nposeaeHHsA KB:

1.1. NN3, ge nnaHyeTbCa NposefeHHA KB:

1.2. Micue3HaxomxeHHs IMN3:

1.3. M. I. B. kepiBHUKa JIM3, KOHTaKTHWIA TenedoH, hakc, e-mail:

1.4. Micue npoBefieHHa KB (Hanpuknag, BigaineHHs, Bi,qp,inl):

1.5. M. I. B. 3aBigyr4O0ro BigAiNeHHAM/BIAAINOM, KOHTaKTHUI TenedoH, dakc, e-mail:

1.6. BkaxiTb HOMEp fj0H0T Ha AaTty HadaHHs iHdhopmMauii niueHsii /N3 Ha MeAnyHy npakTuKy (Kcepokonis ,qo,qaeTbCH)z:

1.7. BkaxxiTb HOMEp fjl0H0ro Ha aaTy HagaHHs iHchopmauii akpeguTauiiiHoro ceptudpikata LIOBB gns /N3 (kcepokonis ,qu,aeTbCFl)3Z

1 BkasaTu noBHy Ha3By BigAineHHs, Bigainy.

2,3 . .
HasiBHiCTb 060B'si3K0Ba.

Skwo 0o nposedeHHs1 KB 3asyyaembcs kagheopa BuUj020 MeOUYHO20 HaB4YyasibHO20 3akiady (dani - BMH3), 3anosHimb no3uyii 1.8 - 1.13



1.8. BMH3:

1.9. Micue3HaxomxeHHss BMH3:

1.10. M. I. B. pekTopa, KOHTaKTHWI TenedoH, dakc, e-mail:

1.11. Kacpegpa BMH3:

1.12. . I. b. 3aBigy4oro kadyeAporo, KOHTaKTHWI TenedoH, takc, e-mail:

D TakK; D Hi;  CTpOK fgji:

1.13. HasBHicTb gorosopy npo cnisnpauo Mk BMH3 Ta /N3, ge posTawosaHa kadefpa, Ta CTpoK oro fii:

2. focnigHuubKa rpyna:

2.1. BignosiganbHuii ,D,OCI‘Ii,EI,HVIKl:

MLB.:

3alimaHa nocaga:

KoHTaKTHWi TenedoH:

dakc:

E-mail:

1 [opaiite CV BignoBiga/ibHOro AoC/igHMKa.

. " o2
2.2. YneHwn [ocnigHULBKOT rpynu, SIKUX NIAHYETLCS 3a/lydaTh 418 BUKOHAHHS BaXMBUX dyHKLil KB

OCHOBHI Ny1aHOBaHi 060B'A3kKM Nig Yac KB

2 [opaiite CV unexiB gocnigHULUbLKOI rpynu, siki 6yayTb 3anyyatucs no KB.




3. Xapakrepuctuka /N3, y AKomy nnaHyeTbcA npoBeaeHHA KB:
3.1. NikyBaHHA y JIN3 nauieHTiB i3 3aXBOPIOBaHHAM, fKe Bignosigae npotokony KB:

D Tak; D Hi;

Skwo 8ioNosidb "mak", 3asHayme:

D Tak; I:l Hi; D iHWwe:

MOXUIMBICTb CTaLiOHAPHOrO MiKyBaHHA MaLieHTIB i3 3aXBOPIOBaHHAM, Sike BifnoBiAae NPOTOKOY KAIHIYHOTO BUNPOOYBaHHS:

npocinb nauieHTiB:

MOX/IMBICTb @MByN1aTOPHOrO NiKyBaHHS,

HasABHICTb NONIKNIHIKN: I:l Tak; D Hi; D iHwWe:

MOMX/MBICTb JliKyBaHHS NaLi€HTIB B yMOBax AEHHOTO cTalioHapy (3a HeobxioHocmi):

DTaK; DHi; D iHWe:

MOX/IMBICTb HaflaHHA HeBifgKNafHOI Aonomor (BiagineHHs peaHimadii / iHTEHCUBHOI Tepanii):

DTaK; DHi; I:liHu.le:

kLo BiANoBIAgL "HI" y BULLE3a3HaYeHMX NyHKTaX, 3a3HauTe, kUM YMHOM ByAe BifdyBaTUCS CNOCTEPEXEHHS 3a NalieHTaMu Ha BECb TEPMIH,

nepeabaveHnii NPOTOKOIOM KAiHIYHOTO BUNPOGYBaHHS:

3.2. 3a3HauTe HasaBHicTb y JIMN3:

Micusa 36epiraHHs MaTepiasis KNiHiYHOro AocnimpkeHHs nig vyac KB:

DTaK; D Hi; DiHLIJEZ

micus 36epiraHHs gocnigkysaHoro J13:

D Tak; DHi; I:liHUJe:

Micus apxiByBaHHA MaTepianis KB nicns ioro 3aBepLueHHs:

DTaK; I:lHi; DiHLLIe:

4. IHhopmaLis Npo NpoBeAeHHA K/iHIYHMX BUNpo6yBaHb y JIN3 Ha MOMEHT 3aHOBH8HHﬂ1:

Kog (Homep) npoTokony Mpodinb nauieHTis CrtaH (etan) KB (nnaHyeTbcs, TpUBae,
KB Ta casza 3aBepLUeHe), 3an1aHoBaHi TepMiHn

[ata Ta Homep NPOTOKONY 3acifaHHA
[epxaBHoro ekcnepTHoro ueHTpy MO3




npoBeAeHHSA YKpainn, konu 3aTsepaxkeHo KB

1 . . < .
BKaByBaTI/I TIIbKW @aKTUBHI HA AaHUU MOMEHT K/IHIYHI BI/II'IpOﬁyBaHHﬂ.

5. lTaGopaTopHO-iHCTpyMeHTa/IbHe 3a6e3neyeHHs
5.1. 3a3HauTe, ki nabopaTopii 6yayTb 3anyyatucs Ao gaHoro KB:

N 3/n HalimeHyBaHHs naéopatopii

5.2. flke iHCTpyMeHTa/IbHO-fiarHOCTUYHe 06nagHaHHsA 6y e BUKOPMCTOBYBaTUCA Npy NpoBeAeHHi KB BignosiaHO Ao npoTokosny KB:
y IN3:

. 1
B IHWWMX yCTaHOBax :

1 . . . .
FAKLLO N1aHYETLCA BUKOPUCTOBYBATMW IHCTPYMEHTa/IbHO-AiarHOCTUYHE 06/1a4HaHHsA B iHLIMX yCTaHOoBax, A0 noyaTtky KB HeobxigHo yknacTtn
[0roBip 3 iHLWO yCTaHOBOIO Ta 36epiratu ioro y dhaiini gocnigHuka.

6. HasiBHicTb KOMicii 3 nuTaHb eTuku npu /N3 (gaTa CTBOPEHHS, HOMep Haka3sy):



7. IHWi BigomocTi Npo gisnbHicTb JIN3:

BlAnoBiAanbHyi AOCTIAHMK (npisBuLe, iM'a, N0 6aTbLKOBI) (nignuc)
KepiBHuk JIN3
, - , i M. N
(pata, nignumc) (npi3BuLe, iM's, No 6aTbKOBI)
Jopatok 8
0o MNopsaky npoBefeHHs KNiHiYHMX BUNPOByBaHb NiKapCbkMxX 3ac06iB Ta eKCrnepTusn MmatepiasiB KNiHiYHKX
BMNpPObyBaHb

MPO NOYATOK K/IHIYHOIO BUNPOBYBAHHA B YKPAIHI

IDEHTU®IKALIA KNIHIYHOIO BUMPOBYBAHHA

KopgoBaHuWii Homep NPOTOKOAY KNiHIYHOTO BUNPOBYBaHHS, NPUBAACHEHUI CNOHCOPOM:

Homep EudraCT! (3a ioro HasiBHOCTI):

MoBHa Ha3Ba KNiHIYHOro BUNPOBYBaHHS:

BucHoBOK [lepxaBHOro ekcnepTHoro ueHTpy MO3 YkpaiHu HagaHo:
HAama --I--1---- (3,4/MM/PPPP)

MoromxeHHs Komicii 3 nutaHb eTukm npu /N3 HagaHo:
Aama --I--1---- (44/MM/PPPP)

! EudracT (European Union Drug Regulating Authorities Clinical Trials) - €ponelicbka 6a3a AaHuX KAiHIYHUX BUNPOGYBaHb.

ILEHTUDIKALIA 3AABHUKA (BigmiTbTe BignoBigHi NyHKTH)



MoBifOMIEHHA NPO NOYATOK K/iHIYHOrO D |:|

BUNPOGYBaHHA A0 [lep)XaBHOro eKCnepTHoOro ueHTpy MO3 MOBIAOMNEHHA NPO MOUATOK KINIHI4HOrO
poby A p p LeHTpy BUNPOGYBaHHA A0 KOMicii 3 nuTaHb eTuku npu /N3

YKpaiHu
|:| CnoHcop D
CnoHcop
o |:| OdpiuiiiHnii NpecTaBHIK COHCOpPa D
OdpiLiliHuil NpeaCcTaBHYK CNoHcopa D
Ocoba abo opraHisaLiisi, ynoBHOBakeHa D ©co6a a6o opranizauis, yrosHOBaxXeHa

CMOHCOPOM A1 NOAAHHSA fAaHOro
NOBIAOM/IEHHSA. Y LibOMY BMMaAKy
BKaXKiTb:

HaliMeHyBaHHs topuauyHoi ocobu / M. 1. B.

i3nyHOT ocobu;

M. 1. B. KOHTaKTHOI 0Cco6Y;

CMOHCOPOM A/151 NOAAHHS AaHOro
NoBiJOM/EHHS. Y LbOMY BUNaAKY BKaXKiTb:
HaliMeHyBaHHs topuanyHoi ocobm / M. I. B.
hisnyHOT ocobu;

M. I. B. KOHTaKTHOI 0cobu;
MiCLIe3HaxX0MKEHHSA OPUANYHOT

0co6y / MicLie NpoXMBaHHA hi3NYHOT 0CO6U;

o . ocoou;
KOHTAKTHYIA TeNechoH; KOHTaKTHWi1 TenedoH;
aKc; ;
® doakc;

aapecy eNeKTPOHHOI NoLTH ;
agpecy eNneKTPOHHOI NoLWwTH

IlouwaTok KIiHIYHOrO EENpPOOYVEAHHA B ¥ Kpaimi

(ZLI/MM/PPPP)

JlaTa BRIIOYEHHA MEPIIOTD MOCTHHEHOTO B Y KpatHi L

BraxiTe Miclle DpoRedeHHES KIHITHOT O JOCTTHEHHE, J¢ OVE BEIIOYeHNH IepHil J0Ch TEVEAHHE:
Hazea:

MicueHaxomrenHa:

Bignoeigamesnil oo JHHE:

A, Wo Hk4e nianucascs(nack), LM NiaTBepaxyto (Big 0cobm cnoHcopa), Wo HagaHa Bulle iHhopmalis € OCTOBIPHOK

3AABHUWK, Wwo nogae noBifoMMAEHHS Npo 3AABHWK, Wwo nogae nosiaoMIeHHs Npo
noyaTokK KNiHiYHOro BUNpPo6yBaHHA A0 [epXaBHOro eKCcnepTHoro noYyaToK KNiHiYHOro BUNPO6YBaHHA A0 KOMICIi 3 NUTaHb eTUKM Npu
LeHTpy MO3 YkpaiHu: nna:
Jara: [ara:
Mianuc: Mignuc:
Mpi3BuLLe, iM'A, N0 6aTbKOBI (APYKOBaHWMY NiTepamu): Mpi3BuLLe, iM'A, N0 6aTbKOBI (APYKOBaHUMK NiTepamu):
[opaTok 9
Ao MNopsigky NpoBefeHHS KNiHIYHMX BUNPOOYBaHb JTiKapCbKUX 3aC06iB Ta eKCnepTy3n MaTepiastiB KiHIYHMX
BMNPO6YBaHb

MEPENIK
ACHNEKTIB KNIHIYHOIo BUNPOBYBAHHA, LLLOAO AKX CITOHCOP
MA€ BHECTU CYTTEBI NOIMNMPABKUA

1. MonpaBKu, NOB'sA3aHi 3 NPOTOKO/IOM K/iHIYHOrO BUNPOGYBaHHS:
MeTa AOCNIoKEHHS;

MiCLLe3HaXOKEHHS OPUANYHOT 0CO6U / MicLe NPOXUBAHHS Di3NYHOT




An3aiiH AOCNIAXKEHHS;

KOA0BaHWii HOMep | BepCist NPOTOKO/Y K/iHIYHOTO BUNPOGYBaHHS;

iHdhopmoBaHa 3roaa;

npoueaypa Habopy nauieHTis;

NOKa3HWKN edpeKTUBHOCTI;

rpachik gobopy nNpob gnsa nabopaTopHUX TECTIB;

[OOMOBHEHHS 260 BUK/IKOYEHHS TeCTiB abo NOKa3HYKIB;

BiKOBWIA Aiana3oH A0CAigKYyBaHUX;

KpUTepil BK/TIOYEHHS;

KpUTEPIi BUK/TIOYEHHS;

MOHITOPUHT 6e3neku;

TpuBanicTb BNANBY A0OCAIoKyBaHOro(ux) sikapcbkoro(rx) 3acoby(is);

nonpasku A03yBaHHA 4OCAIMKYBaHOro(ux) nikapcbkoro(mx) 3acooby(is);

3MiHa /likapcbKoro npenapary NopiBHAHHS;

CTaTUCTUYHWIA aHani3.

2. NonpaBKK, NOB'A3aHi 3 opraHi3auieto KMiHiYHOro BUNPOGYBaHHS:

3MiHa BifgnoBigasibHOro Aoc/igHnKa abo 3a/TydeHHs1 HOBOrO BifnoBigasibHOro AOCAiAHMKA / MicusA NPOBeAEHHS
KMiHIYHOro BUNpobyBaHHS;

3MiHa KifIbKOCTi foCNigKyBaHUX B YKpaiHi;

3MiHa JocnigHNKa-koopANHaTopa;

3MiHa crnoHcopa abo odiLiliHOro NpeAcTaBHMKA CMOHCOPA,;

3MiHa KOHTPaKTHOT AOC/iIAHULBKOT OpraHisadii, Bi4noBiganbHOI 3a BUKOHAaHHS BaXK/IMBMX 3aBAaHb Y pamkax
KNiHIYHOro BUNpobyBaHHS;

3MiHa BU3HAYeHHS 040 3aBepLUEHHS KNIHIYHOTO BUNPOBYBaHHS.

3. MonpaBku, NOB'A3aHi 3 AOCAIAKYBAHUM NiIKAPCbKUM 3aCO60M

MonpaBkun faHnx WoAo SKOCTI AOCAIAKYBAHOro MikapcbKoro npenapary, WO CTOCYTbCS:

nonpasKu Ha3BM abo KoAy A0CAiAKYBaHOro NikapCbKoro 3acooby;

marepiany nepBUHHOIO NakyBaHHA*;

BMPOGHMKa(iB) Ai0UOT peYOBUHUY;

BMPOBGHNYOro NpoLecy AitoHoi pevoBUHN*;

cneuudikauiii gitoyvoi pevyoBUHK;

BMPOGHULITBA NiKAPCbLKOro 3acoby*;

cneumadikauii nikapcbkoro 3acoby*;

cneuydikauiin 4ONOMDKHMX PEYOBUH Y TUX BUNaAKax, ki 34aTHi BIJIMHYTW Ha Aito NiKapCbKoro 3acoby*;

TepMiHy 36epiraHHs, yk/itouaoumn 36epexeHHs Nicas NepLioro Po3kKpUTTS | pO3BEAEHHA*;

CYTTEBWX 3MiH CKagy [OCNi4KyBaHOro /ikapcbKoro 3acoby*;

YMOB 36epiraHHs*;

MEeTOAMK AOC/IAKEHb Ait0YO0T PEYOBUHUY;

MeToANK AOCiAKEHb NiKaPCbKOro 3acoby*;

MeTOAMK AOCNiIMKEHb He(hapMaKonenHUX AOMOMDKHUX PEYOBUHY;

3MiHM MapKyBaHHS LOCiI[XYBaHOro NiKapCbKOro 3acoby*.

* BignoBsigHi nonpaBKkn HafalTLCA TiNbKK 40 [epXaBHOro ekcrnepTHoro LeHTpy MO3 YkpaiHu.

4. MonpaBKn gaHNX AOKMIHIYHMX (PapMaKOIOriUHNX | TOKCUKOJIOTIYHUX AOCHiMKEHb Y BUNagKax, Wo
CTOCYHOTbCS MOTOYHUX KMiHIYHUX BUNPOGYBaHb (TOGTO 3MiHA OLiHKM CMiBBiAHOLWEHHA PU3UK/IKOPUCTB).
Hanpwvknag, wopao:

pe3ynbTaTiB HOBUX (DapMaKO/I0TiYHUX AOCAIAKEHD;

HOBOT iHTepnpeTaL,il iCHyto4Mx hapmMakonoriyHMX AoCioKeHb;

pe3y/nibTaTiB HOBUX TOKCUMKO/OTYHUX AOCIAXKEHD;

HOBOT iHTepnpeTawil iCHyr0UMX TOKCUKONOTYHMX AOCNIIKEHD;

pe3ynbTaTiB HOBUX A0CNIAKEHb /TIKAPCbKUX B3aEMOLIi.

5. MonpaBKu B KNiHIYHOMY BMNPOGYBaHHi, a TaKOX AAaHUX, WO BiA06GpaXaloTb A0CBIf, 3aCTOCYBaHHSA
npenapary /1l04UHOIO, L0 € BaX/IMBUMU A1 MOTOYHUX K/iHIYHUX BUNPOGYBaHb (TOGTO 3MiHa OLiHKMN
CniBBiAHOLWEHHA PU3NKIKOPUCTB)

Hanpwvknag, wopao:

6e3nekn, NoB'A3aHOI 3 KIIHIYHUM BUNPO6YBaHHAM ab0 AO0CBIAOM 3aCTOCYBaHHS A0CAIAKYBAHOrO MiKapCbKoro
npenapary;

pe3y/ibTaTiB HOBUX KNiHiYHMX/hapmMakonoriyHmx fOCAioKEHb;



HOBOI iHTepnpeTauii ICHYUMX KNIHIYHUX/(hapMaKoNorivYHNX JOCiLKEHb;
HOBWX JaHNX 3 AOCBifY 3aCTOCYBaHHS AOC/iKYBaHOro NiKapcbKoro 3acooby;
HOBOT iHTepnpeTauil iCHyrUYMX AaHUX LWOA0 AOCBIQY 3aCTOCYBaHHS AOC/iAKYBaHOTO /TIKaPCbKOro 3aco0y.

Jopartok 10
0o Mopsaky NpoBefeHHs KNiHiYHMX BUNPOByBaHb NiKapCbKMX 3ac06iB Ta eKCrnepTu3n matepiasiiB KAiHiYHKX

BMnNpobyBaHb
(nyHkT 1.4 rnaBm 1 po3giny X)

CYNPOBIAHUI NNCT

[0 3asBK [0 LEHTPaNIbHOro opraHy BUKOHaBYOl B/iaAu LLOA0 CYTTEBMX MOMPAaBOK: D
[10 33981 ANS OfiePXXaHHA NOTrOMKEHHS KOMICIT 3 nuTaHb eTuku npu JIMN3 Wwoao cyTTEBUX NOMNPaBOK: I:l
(3as1BHMK)

Hafjae cyTTeBY NonpasKy Ha ekcrnepTu3y/oLiHKy MOpasibHO-eTUYHUX Ta NPABOBUX acnekTiB
(HeobxigHe niakpecnnTn)

(noBHa Ha3Ba K/iHIYHOrO BUNPOBYBaHHS)
KopoBaHwii HoMep NPOTOKO/Y KNiHIYHOTO BUMPOGYBaHHS:
JocnigxyBaHuii nikapcbknii 3aci6 (Hasga):
CnoHcop:
MigcTasn AN BU3HAYEHHA NONPaBOK K CYTTEBUX:
IHWa BaxnmBa iHhopmaLisa (AKLLO €):

3anBHUK/BOCNIAHNK (npi3BuLLe, iM'A, N0 6aTbKOBI

(apykoBaHumu niTepamu)) (Aara) (nianmc)

(mopatok 10 y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 300P0B'A YKpaiHu Big 18.12.2014 p. N 966)

Jopartok 11
0o Mopsiaky NpoBefeHHs KNiHIYHMX BUNPOByBaHb NiKapCbKMX 3aC06iB Ta eKCnepTu3n MmatepiasiiB KAiHiYHMX

BMnNpobyBaHb
(nyHkT 1.4 rnaBm 1 po3giny X)
3AABA
npo cyTtreBy I'IOI'IpaBKyIHOFOp,)KEHHf-l KOMICi€l0 3 NUTaHb €TUKU npu
JIMN3 cyTTEBOI NOoNpaBKU

A. Llsa hopma € 3aranbHOO Ana 3asiBU, NOJaHOI A0 LeHTpaslbHOro

opraHy BuKoHaB4Yoi Bnaau (gani - LOBB) i norogxeHHA KOMICi€lo 3
nutaHb eTuKuU npu JIN3.

YKaxiTb BignoBigHY MeTy B KNITUHL HKYe.

3AABA MNPO CYTTEBY MNMOMPABKY:

3ASIBA ANA OJEPXAHHSA NOrOAXXEHHA KOMICIT 3 MUTAHb ETUKW MPU NN3:

NOBIAOM/EHHS 3 METOO TI/IbKV IHGOPMYBAHHS:
LEHTPY
KOMICIi 3 MATAHbL ETVKW MPW N3

o O




Al. IAEHTU®DIKALIA KNIHIYHOIMO BUNPOBYBAHHSA (aKkwo cyTtTteBa
nonpaBKa CTOCYETbCA GiNblUe HXX O4HOro NPOTOKONY KNiHIYHOro
BUNPOOYBaHHA AJ151 KOHKPETHOro A0CAiAKYBaHOro NikapCbKoro
3aco0y, CMOHCOpP MOXe 3poouTn y3ara/ibHeHe NoBigoMIeHHA LleHTpy
Ta KOMICil 3 nuTaHb eTuku npu JIN3 3a ymoBuY, W0 B CYNnpoBigHOMY
NINCTI Ta 3aABi 3a3Ha4Y€HO nepesiikK yCiX NPOTOKOANIB KNiHIYHUX
BUNPOOGYBaHb, AKUX CTOCYETLCA NMOMNMpPaBKa)

[MoBHa Ha3Ba KiHIYHOTO BUNPOOYBaHHS:

KopoBaHuWii Homep NPOTOKOY KNiHIYHOTO BUNPOBYBaHHS, MPUBAACHEHWIA COHCOPOM K/iHIYHOrO BUNPO6YBaHHS, Bepcis i gata:

Homep EudraCT1 (3a iloro HasiBHOCTI):

! EudracT (European Union Drug Regulating Authorities Clinical Trials) - Esponelicbka 6a3a gaHnx KiHiYHUX BUNPOGYBaHb.

A2. IAEHTUDIKALIA MOMNMPABKHA

MonpaBsky A0 NPOTOKOAY KAIHIYHOIO Flkio BiA{HaqEHO Uei MyHkT, BKasam o
BUNPOGYBaHHA |:| KOAOBAHMiA HOMEP NOMPaBKy, NPUBNACHeHMil
CMOHCOPOM, BEpCito i farty
Monpaskw 10 novaTkosol 3asiBM Npo AKLLo Bi,EI,?:HaHE‘HO [aHWiA NYHKT, TO BKaBElTI/Iv
I:l KOZL0BaHWiA HOMEpP NONPaBKK, NPUBACHEHWIA
ofiepXXaHHs1 BUCHOBKY/MOTOKEHHS CMIOHCOpOM, BEpGito | ATy

B. IAEHTU®DIKALIA CIMTOHCOPA, WO NOAAE AAHY 3AABY

B1. CnoHcop

HalimeHyBaHHs topuanyHoi ocobu/M. I. B. disnyHoi ocobm:

M. I. B. KOHTaKTHOT OCo6W:

MicLe3HaxoKeHHs pUANYHOT 0co6u/MicLe NPOXMBaHHSA di3nyHOT ocobm:

KoHTaKTHWi TenedoH:

dakc:

Afpeca eneKTPoHHOT NoLwTun:

B2. OdpiuiliHnii npegcTaBHUK cNOHcopa B YKpaiHi 3 MeTOl NpoBeAeHHs faHOro K/iHiYHOro BUNPoGyBaHHA (SKLLO Lie He caM CMOHCOop)

HalimeHyBaHHs topuanyHoi ocobu/l. I. B. disnyHoi ocobm:




M. I. B. KOHTaKTHOT 0Cco6U:

Micue3HaxopKeHHS opuaNYHOT 0cobu/MicLLe NPOXUBaHHSA (i3nYHOT ocobu:

KOHTaKTHWii TenedoH:

dakc:

Afpeca eneKTpoHHOT NoLTuH:

C. IHOOPMALUIA NMPO 3AABHUKA (no3HauTe BignoBiAHY KNiTUHKY)

C1. 3asBa go LLOBB

|

C2. 3asBa [0 KOMicii 3 nuTaHb eTuku npu /N3

CrnoHcop
OcdiLifiHnii NnpeacTaBHUK CIOHCOpa
Ocoba abo opraHi3aLjsi, ynoBHOBaXeHa CMIOHCOPOM ANt
noAaHHA faHoi 3asBu. Y LibOMY BUNaKy BKaXKiTb:
HaliMeHyBaHHS PUANUHOT
ocobu/l. I. b. drisnuHoi ocobu:
M. I. B. KOHTaKTHOI OCO6W:
MicLie3HaXOAXKEHHS IOpPUANYHOT
ocobu/MicLe NPoXMBaHHA i3nyHOI
ocobu;
KOHTaKTHWIA TenedoH:
thakc:
afipecy eneKTPOHHOI MOLUTK:

|
O

O

CnoHcop
OdpiifiHniA NpeacTaBHKK CNIOHCcopa
Ocoba abo opraHisauis, ynoBHOBaXeHa CNoHCOPOM
018 NoAAHHA faHoil 3asBU. Y LibOMY BUNaAKy BKaXKiTb:
HaliMeHyBaHHS PUANYHOT
0cobu/l. I. b. ¢hisanuHoi ocobu:
M. I. B. KOHTaKTHOI OCO6W:
MicLle3HaXOAXKEHHS OPUANYHOT
ocobu/MicLe NpoxvBaHHS i3nyHoI
ocobu:
KOHTaKTHWIA TenedoH:
dhakc:
afipecy eneKTPOHHOI NOoLTK:

O ot

D. TN NOMNPABOK (no3HauTe BignoBigHY KNiTUHKY)

MpYYMHN BHECEHHS NONPaBKU:

npocnigHuka(is), gocnigHuka-koopamHaTopa

AKLLO "TakK", YTOUHITb:
iHWa 3MiHa

AKLLO "TakK", YTOYHITb:
iHWWI BUNagokK

AKLLO "Tak", YTOYHITb:

3MiHW B CKNagj gocnigxysaHoro(mx) nikapcbkoro(ux) 3acoby(is)

3MiHa crnoHcopa, oro odiviiiHoro npeAcTaBHUKA, 3asiBHMKA

Lli nonpaBkn Hanexartb NepeBaXHO A0 BXe NPUAHATUX TEPMIHOBUX 3aX04iB A/151 3ab6e3neyeHHs 6e3nekn |:| Tak

nonpasku, NOB'si3aHi 3 6e3nekot abo 61aronoslyvysam AOCNiLKyBaHOIO |:| Tak

3MiHM B iHTepnpeTaLii HayKoBOI JOKyMeHTaLii/3Ha4eHHs BUNpobyBaHHS |:| Tak

I:l Tak

3MiHM B OpraHisauii npoBeAeHHs ab0 KepiBHULITBI KiHIYHOro BUNPOGYBaHHA |:| Tak
3MiHa abo BK/IHOYEHHS A0AATKOBOr0 MiCL NPOBEAEHHS KIHIYHOTO BUNPO6YBaHHS/BIANOBIAaNIbHOTro(UX) I:l
Tak

I:l Tak

3MiHW B PO3MOiNi OCHOBHMX 060B'A3KIB Nif Yac MPOBEAEHHS KAiHIYHOTO BUNPOOYBaHHS |:| Tak

I:l Tak
I:l Tak

O O OOoOoOoOooOo O

Hi

Hi




3MiCT nonpasku:

3MiHW 80 iHdhopMaLii, 3a3HaYeHol y 3asBi I:l Tak I:l Hi
nonpaeku A0 NPOTOKO/Y KAiHIYHOTO BUMPOBYBaHHS I:l Tak I:l Hi
3MiHW [0 iHWWX [JOKYMEHTIB I:l Tak I:l Hi
AKLLO "TakK", YTOYHITb:
iHLWKI BUNaaoK I:l Tak I:l Hi

AKWO "TaK", yTOYHITb:

E. NIPUYNHN BHECEHHSA NMOMPABOK (3a3HauuTn B CKOPOUY€eHiii
copmi)

F. KOPOTKWIA ONC NOMNPABOK
G. NEPENIK AOKYMEHTIB, NPUKNAQEHNX A0 3AAABU

Hapaiite fOKyMEHTH, WO CTOCYHTLCS L€l 3aaBu, Ta/abo (Y BigNoBigHMX BUNAAKax) YiTki NOCUNAHHS Ha iHWI AOKYMEHTHU, WO BXe 6ynn HagaHi.
Hapalite TOUHi nocuiaHHA Ha BCi 3MiHW B HyMepaL,ii OKpeMUX CTOPIHOK, CTapwWii i HOBUIA BapiaHT TeKCTiB. Mo3HauTe BignosigHy(i) KNiTUHKY(K).

CynpoBigHUI NINCT, y AKOMY 3a3Ha4eHO TUM NonpaBKu i NPUUKHyY(N) 1i (IX) yHeceHHs

KopoTkuii BUKnap, cyTi BHeCEHOI nonpaBKu

Mepenik 3MiHeHUX AoKyMeHTIB (iaeHTudikawis, Bepcis, aara)

CTOpiHKM 3i cTapuM i HOBUM (DOpMY/IIOBaHHAMM (3a MOX/TUBOCTI)

[oparkoBa iHdhopmaLiis

OO0 . c

HoBa Bepcis chaiina y choopmati Word i konis nepBMHHOI 3a8BM1 3 Bi3HaU€HMMU 3MiHEHUMU JAaHUMU (32 MOX/TUBOCTI)

nannuc TA IM'A SAABHUKA

£, Wo nignucascsA(nack) HUXYe, UMM NigTBepAXyto (Big iMeHi cnoHcopa), Wo (HenoTpibHe 3akpecnunTw):

HaBefeHa B Lijii 3aaBLii iHhopMaLlisi € 4OCTOBIPHOIO;

KniHiYHe BMNpobyBaHHA byae NpoBOAMTUCS BIAMNOBIAHO 40 MPOTOKO/Y KNiHIYHOro BUNPOGYBaHHSA, 3aKOHOAABCTBA | NPUHLMNIB HanexHoi
KNiHivHOT npakTukn (GCP);

BBaXKal0, L0 € NifcTaBu A4/19 BNPOBaKEHHS 3anpONOHOBaHNX 3MiH

AABHUK 1AHNK icii
3AFIBHIK, Wo nopac wo 3assy 10 LIOBB 3 /pocnig , O nogae Lo 3asBy A0 KOMICIT 3 NMTaHb eTUKN

npw JIN3:
[ara: [Jara:
Mianuc: Mianuc:

M. 1. B. (apykoBaHUMK fiTepamu): M. 1. B. (gpykoBaHUMu niTepamm):




(oopatok 11 y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0pOB'A Ykpainu Big 18.12.2014 p. N 966)

JopaTok 12

A0 MNopsigky NpoBefeHHS KNiHIYHMX BUNPOOYBaHb JTiKapCbKMX 3aC06iB Ta eKCnepTr3n MaTepiastiB KliHIYHMX

BMNPO6YBaHb

NnoBIAOM/IEHHA
NMPO SABEPLUEHHA KMIHIYHOIO BUNPOBYBAHHA

laeHTrdbikavis KNiHIYHOro BUNPOGYBaHHS

KopgoBaHuWii Homep NPOTOKOY KNiHIYHOTO BUNPOBYBaHHS, NPUBAACHEHUI CNOHCOPOM:

Homep EudracT! (3a ioro HasiBHOCTI):

MoBHa Ha3Ba KNiHIYHOro BUNPOOYBaHHS:

. EudraCT (European Union Drug Regulating Authorities Clinical Trials) -

IAEHTUDIKALIA 3AABHUKA (BigMiTbTe BigNOBiAHI NyHKTN)

€sponelicbka 6a3a faHnx KiHiYHUX BUNPOGYBaHb.

MoBigoMNneHHsA Npo 3aBepLUeHHA I:l
KNiHIYHOro BUNpOoGyBaHHSA A0 [lep)XaBHOro eKCNepPTHOrO LIEHTpY

MNoBigoOMNEeHHA Npo 3aBepLUeHHs I:l
KNiHiYHOTro BUNPOGYBaHHA A0 KOMicii 3 nuTaHb eTuku npu JIN3

MO3 YkpaiHu

[
[

CnoHcop
OcdpiLiiiHnii NnpeacTaBHUK CNoHCopa

Ocoba abo opraHizaLjisi, ynoBHOBaXeHa CMIOHCOPOM A5t
noAgaHHA AaHoro

NOBIJOMNEHHSA. Y LbOMY BUNALKY BKaXiTb:
HalimeHyBaHHs topuanyHoi ocobu / . . B.
thiznyHOi 0co6Y:

M. I. B. KOHTaKTHOI 0CO6W;
MiCL,e3HaXO0KEHHS OPUANYHOT 0cobw /
MicLe NPOXMUBaHHS i3n4HOI 0ocobu;
KOHTaKTHWIA TenedoH;

dhakc;

aZpecy eneKTPoHHOT NoLTn

L]
[

[

CnoHcop
OciyjiiHnii npeacTaBHMK CnoHcopa

Ocoba abo opraHisaLlis, ynoBHOBaXeHa CNOHCOPOM
L1591 NOf@HHsA AaHoro

NOBIJOM/IEHHS. Y LibOMY BUMaAKY BKaXiTb:

HaliMeHyBaHHs topuanyHoi ocobu / M. I. B.

thisnuHOT ocobu:

M. I. B. KOHTaKTHOT 0COGM:

MiCLLe3HaXOKEHHS OPUANYHOT 0cobu /

MiCLie MPOXMBaHHS i3N4HOI 0cobu;

KOHTaKTHWi TenedoH;

doakc;

afipecy efleKTPOHHOT NoLwTu;

[OCNiAHVKA, BigNoBiAa/IbHOMO 3a NOAAHHSA

[,AHOT0 MOBILOM/IEHHS;
JocnifHvka-koopauHaropa (ans
6araToLeHTPOBOro KNiHIYHOro
BMNPOGYBaHHSA 3a HAasiIBHOCTI);
BiANoBiAa/IbHOro AocnigHnka (415 OAHOLLEHTPOBOro
KNiHIYHOrO BUNPOGYBaHHS).

[
[




YKaXKIiTb:
n1LB;

doakc;

MiCLIE NPOXUBAHHS;
KOHTaKTHWi TenedoH;

afipecy efleKTPOHHOT nowTn

FAKLLO NOBILOMNEHHS NOAAE AOCILHVIK,

3aBepLUeHHSA K/iHIYHOrOo BUNPOGYyBaHHSA

[laTa 3aBepLueHHs
KNiHIYHOrO
BMNPOGYBaHHSA
(Aa4a/MM/PPPP)

3aBepLUEHHS KTIHIYHOTO BUNPOBYBaHHS TislbKM B YKpaiHi

D Tak

[wi

3aBepLUEHHs! BCbOTO K/iHIYHOTO BUNPO6YBaHHS y BCiX KpaiHax, e BOHO NPOBOAM/IOCS

D Tak

[w

3aBepLUEHHs! KiHIYHOTO BUNPOGYBAHHS € [OCTPOKOBUM

D Tak

[w

Ao "Tak", 3anoBHiTb BiANOBIAHI Nons:

Aka(i) npnumHa(1) 4OCTPOKOBOTO 3aBepPLUEHHS KNiHIYHOro BUNPOGYBaHHS:

6e3neyHicTb

D Tak

[w

HM3bKa eheKTUBHICTb

D Tak

[w

KMiHiYHe BMNpoByBaHHA He novanocs

D Tak

L

iHWe

D Tak

L

AKLWOo "TaK", yTOYHITb:

Yucno nauieHTiB, AKki NPpoAOBXYOTbL OTPUMYBATM Tepanito 40 MOMEHTY AOCTPOKOBOIO 3aBepLUEHHS KNiHIYHOro BUNpPobyBaHHS B YKpaiHi:

CTtucno onuwiTb y AoAaTky (Y AOBINbHIN hopmi):
06I'pyHTYBaHHA [JOCTPOKOBOrO 3aBePLUEHHS K/TiHIYHOTO BUNPOOYBaHHS;

A0ro LOCTPOKOBOrO 3aBEPLUEHHS;

O4ikyBaHOI KOPUCTI Bif 3aCTOCyBaHHA AOC/i)KyBaHOro ikapCbKoro 3acoby

nepea6adyeHe CnocTepexeHHs 3a NawjieHTaMu, Lo OTPMUMYIOTb Teparito B MOMEHT TMMYACOBOr0 MPU3YNUHEHHS KNiHIYHOrO BUNPo6yBaHHs a6o

BMN/IMB AOCTPOKOBOrO 3aBEPLUEHHS KNiHIYHOTO BUMPOGYBaHHSA Ha OLLiHKY pe3ynbTaTiB KNiHIYHOro BUNpobyBaHHSA Ta 3arasibHy OLiHKY pU3uKiB Ta

A, Wo Hk4Ye nignucascsi(nack), LM NiATBEpAXYHO, WO HajaHa BuLLe iHhopMaList € OCTOBIPHOD

3asBHUK (npi3BuLe, iM'A, No 6aTbKOBI (APYKOBaHVMY

niTepamu, NOBHICTHO))

(nara)

(nignuc)

Jopartok 13

0o MNopsaky npoBefeHHs KNiHIYHMX BUNPOByBaHb NiKapCbkuxX 3ac06iB Ta eKCnepTusn MmatepiasiiB KNiHiYHKX

NEPIOANYHWUIA 3BIT

BMNPo6yBaHb

MPO CTAH NMPOBEAEHHSA K/NIHIYHOIO BUNMPOBYBAHHSA B YKPAIHI

Hanpasnsemscsi do:

[epxaBHoro ekcneptHoro LeHTpy MO3 YkpaiHu I:'




Komicii 3 nutaHb eTuku npu JIN3 D

1. IHchopMauia npo kniHiuHe BUNpo6yBaHHA (gani - KB)

KogoBaHwii Homep npoTokony KB, NpuBAacHeHUin CoHCOpOM:

da3a KB:

MNoBHa Ha3Ba KB:

CnoHcop KB:

OcdiujiiHnii NnpeacTaBHMK crioHcopa B YKpaiHi 3 METO NpoBeAeHHst aaHoro KB
(HalimeHyBaHHS topuanyHoi ocobu / M. |. B. disnuHoi ocobw, M. |. B. KOHTAKTHOI 0CO6U, KOHTaKTHUIA TenedoH, dakc, agpeca eneKTPoOHHOT

nowuTn)

BucHoBOK [lepxaBHOro ekcnepTHoro ueHTpy MO3 Ykpainu HagaHo (aata (aa/mMm/pppp) Ta HoMep NpoTOKO/Y 3acigaHHs):

MoroxeHHs KoMicil 3 nuTaHb eTukn npu JIMN3 HagaHo (gata (a4a/Mm/pppp) Ta HOMep NPOTOKOY 3acifaHHs):

Akwo B KB BHOCMAMCA CyTTEBI MonpaBkuW, HagaliTe iHhopmal,ito No KOXHil 3 HUX (Homep, AaTta, BUcHOBOK LIeHTpyY Ta NorofxeHHs KoMicii 3
nuTaHb eTukn npu JIM3)

2. latn noyaTKy Ta 3aBeplieHHA KB

Un noyanocst BUNpobyBaHHA B YKpaiHi I:l TAK D HI

Akwo "HI", To 3 AKUX NPUYNH:

Akwo "TAK", T0:

[aTa BKIOYEHHS NepLuoro nauieHta (340poBoro A06poBOsbLSA) B YKpaiHi (00/mMm/pppp)

[laTa BK/IIOYEHHS1 OCTaHHBbOTO NavjieHTa (340p0BOro ,qoﬁposonbuﬂ)l B YKpaiHi (00/mMm/pppp)

[aTa 3aBepLUeHHs KNiHiYHOro BUNpo6yBaHHA B YKpaiHi (00/Mm/pppp)

1 ; o . .
Jama nionucarHs lio2o iHghopmoBaHOI 3200u.

2 - .
Jlama 3aBepweHHs1 K/iHiHHO20 BUNPOGYBaHHs1 abo M/1aHOBaHO20 3aBEPLIEHHST 07151 MOMOYHUX K/TIHIYHUX BUNPOGYBaHb, SKWO ysi 0ama
3MiHU/Iacs1 3 MOMeHmy roodaui 3asisu.

3. IHhopmaliis npo micus NpoBeAeHHA KNiHIYHOro BUNPoGyBaHHSA, 3asaBneHi AnA npoBegeHHsA aaHoro KB B YKpaiHi:

Craryc:

Homep Mmicus npoBeseHHs lneHTUdbikaLis MicLa NpoBefeHHs KiHIYHOTo St .
L . (2) iHiuiioBaHe, ane He HabpaHOo XOAHOro NnaLieHTa;
KNiHIYHOro BMNPOGYBaHHS, BMNPOGYBaHHA (Ha3Ba, MiCLe3HaXOMKEHHS, ) N,
o . ) o . (3) y pesepsi/uekae iHivjauii;
NpVBIACHEHWI CMIOHCOPOM BijNOBIA&/TbHWIA AOCAILHWK)

(4) BunyyeHo/Bnbyno/3akputo 6e3 iHiuiawii;
(5) BunyyeHo/BnbyNo/3akpuTO NicNs iHiLjiawi

(1) iHiuiioBaHe Ta HabpaHwuit xo4a 6 OAMH NaLiEHT;




4. IHdhopmaLiis Npo AocnigKyBaHMX B YKpaiHi:

Homep micusa KinbkicTb gocnigpkyBaHX B MiCLji NPOBEAEHHS KNiHIYHOrO BUNPO6YBaHHSA:
npoBeAeHHA
KNiHiYHOTO NPOLOBXYTb 3aBEPLUNIN yYacTb y
DOCTIHKEHHS, CKpVYHOBaHO paHoMi30BaHO yyacTb Y KiHiYHOMY KNiHIYHOMY Bmﬁynol
npuBacHeHNR BUNPOGYBaHHi BUNPOOYBaHHi
CMOHCOPOM

1 [ns gocnigKyBaHux, WO BUOYNN, BKXKITb NpUUnHK: (1) - BigkInkaHHS iHhOPMOBaHOi 3roau nauieHToMm; (2) - 6e3neka; (3) - HM3bka
eDeKTUBHICTb; (4) - IHLWI NPUYUHN.
5. IHchopMaLis Wwoao nigo3ploBaHMX CEPMO3HUX Henepea6adyBaHUX NOGIYHUX peakLiii B YKpaiHi:

Homep micus
NPOBeAEHHS KiHIYHOTO Migo3ptoBaHi cepiio3Hi HenepeaGavyBaHi NOGIUHI peakuii
BUNPOOBYBaHHS, (iHghopmauyis nosuHHa micmumu woHalimeHwe: K0d AocidxysaHo20, KOO sunadky, damu noyamky ma
npuBnacHeHuii 3aBepuweHHs1, 0iazHo3, Hac/lioku):
CMOHCOPOM

6. IHchopmauia Wwopo cyTTeEBMX Bi,cq,xmnem:1 Bifj NPOTOKO/Y K/MiHIYHOrO BUNPOGYBaHHA B YKpaiHi:

Homep micus
NPOBeAEHHS KNiHIYHOrO CyTTEBI BiAXUNEHHA Bif NPOTOKONY KNiHIYHOro BUNPOGYBaHHA
BUNPOOBYBaHHS, (iHhopmayis nosuHHa micmumu woHalimeHwe: KOpomkuli 0ruc cymi 8iOXuneHHs1, damy, K00 00C/i0XyBaHO20,
npuBnacHeHuii Hacnioku / Bumi 3axoou):
CMOHCOPOM

1 ' . . - . .
OG6O0B'sI3KOBMMMU ANA 3BITYBaHHA € BCI CYTTEBI BIAXW/TEHHA, AKI CTOCYHOTbCA 6e3nekun A0CNIAXKYyBaHNX.

7. lHwa BaxnuBa iHdopMaLis (3a HAABHOCTI)
8. IHchopmauis npo oco6y, wo nogae 3BiT (M. I. B., MicLe po60TH Ta 3aliMaHa Nocaaa, KOHTaKTHUI TenedoH):
9. flata cknagaHHsa 3BiTy, nignuc:



JopaTok 14
0o Mopsiaky NpoBeAeHHs KNiHIYHMX BUMPOBYBaHb MiKapCbKMX 3aC06iB Ta eKCnepTu3n MmaTepiasiiB KAiHiYHMX
BMNPOGYBaHb

CTPYKTYPA 3AK/THOYHOI'O 3BITY NMPO NPOBEAEHE KNIHIYHE
BUNMPOBYBAHHA NNIKAPCbKOI'O 3ACOBY

CTpyKTypa 3ak/1l04HOro 3BiTy NP0 NpoBefeHe K/iHiYHe BUNPOOYBaHHS € y3arasibHeHO A5 ONUCY KIHIYHOMO
BMNPOOYBaHHA 6yAb-AKOro TepaneBTUYHOro, NPodinakTMYHOro abo AjiarHoCTUYHOro 3acoby, NPoBeEeHOro Ha
JocnigKyBaHuX, y SIKoOMy 3i6paHo K/TiHIYHWIA Ta CTAaTUCTUYHWIA ONKCK, aHaui3 AaHuX, sKi CYNpoBOAXKYOTHCA
TabnMUAMK | MasTHOHKaMK B OCHOBHOMY TEKCTi abo nic/ia Hboro. Kpim Toro, y Aogatkax HagatTbes BiZOMOCTi MPo
OOCNigKyBaHNX Ta geTasibHa cTaTucTMYHa iHdhopmauiss. OCHOBHI MPUHLMMIM CKNaAaHHA 3BITY Ta MOro CTRYKTYpY
MOXHa BMKOPWUCTOBYBATU AJ151 Pi3HUX BUAIB KNiHIYHMX BUNPOOYBaHb (Hanpuknag, KniHiko-hapMakoiorivHi
BMNPOOYBaHHs). PekomeHA,0BaHO [0 CTPYKTYPU 3BiTy BKIKOUATH Taki NO3uuii:

1. TUTYNbHY CTOPIHKY, SIka NOBUHHA MICTUTW:

Has3By 3BiTY; Ha3BY AOC/iAKYBaHOr0 JIiKapCbKOro 3aco0y; ifeHTudikauito KNiHiYHOro BUNPo6yBaHHS; AKLLO He
3a3HayvYeHo B Ha3Bi, CTUC/INIA ONMC NNaHy, NOPIBHAHHSA, TPMBaICTb BUNPOOYBaHHS, [03YyBaHHSA NikapCbKoro
3acoby i KOHTUHTEHT AOCNioKyBaHKX; HaliMeHyBaHHS / . |. B. cnoHcopa,; igeHTUdikawito NPOTOKOY K/iHIYHOTo
BMNPO6YBaHHS; BuA/thasy; gaty noyartky, gaTy 3akiHYeHHs KiHIYHOro BUNpobyBaHHS; NO3HAYEHHS BiANOBIAHOCTI
GCP (sKWwo BUKOHYBas10Ch); aaty 3BiTy, M. I. b. BignosigansHoro gocnigHvka, abo focnigHuka-koopauHaropa,
abo npefcTaBHMKA CNOHCOPA.

2. Pestome (CTUCNIA OnmnC KNIHIYHOTO BMMPOGYBaHHSA 3 YAC/IOBUMUW AaHUMU A5 intocTpavii pesynbTaTis).

3. 3MicT 3BITy (YK0uakum nepenik i postawlyBaHHsa AofaTKiB, TabnuLb iHAMBIAyaIbHOT peecTpauiiHol
dopmn).

4. Mepenik CKopoYeHb i BU3HAYEHHSA TEPMIHIB.

5. ETWYHI NUTaHHS.

6. JocnigHukiB Ta agMiHICTpaTUBHY CTPYKTYPY KNiHIYHOro BUNpoOyBaHHA (Ha3By, MiCLLE3HAXOMKEHHS,
KOHTaKTHUIA TenegoH).

7. Bctyn.

8. MeTy BUNpo6yBaHHS.

9. MnaH BMNPOBGYBaHHS.

9.1. 3aranbHuiA NAaH (gu3aiiH) i naaH-onuc KIiHIYHOro BUNPOBYBaHHS; CXeMaTuyHe 306paXeHHs eTanis i
npoueayp KIiHIYHOro BUNPOByBaHHS.

9.2. O6r'pyHTyBaHHS NaaHy (4n3aiiHy) KNiHIYHOro BUNPOGYBaHHS, y TOMY YMCAi BUBIP KOHTPONbHKX rpyn.

9.3. Bubip nonynisuii, Wo BUBYAETHLCSA:

KpUTEPIl BK/TIOUYEHHS;

KpUTEPIi HEBK/TIOYEHHS;

BVIK/TIOUYEHHS [OCILKYBaHMX 3 BUNpobyBaHb abo aHanisiB.

9.4. NikyBaHHSA:

npusHayeHe NikyBaHHS;

iLeHTMikavia nikapcbkMx 3aco6iB, WO AOCMILKYIOTbCS;

MeToAM Po3noainy AocnigKyBaHux 3a rpynamu (paHgomisauis);

BMOGIp 03 A4/151 BUBYEHHS;

BMGIp A403 i yacy NnpuitoMy NikapCbKoro 3acoby A5 KOXXHOro A0CiAXYBaHOrO;

"cninnii" meTtog, (KO BUKOPUCTOBYETLCS);

nonepeHs i cynyTHsa Tepanis;

[OTPUMaHHSA JOCAIAKYBaHUM PEXVMY NiKyBaHHS.

9.5. [aHi wopao ethekTMBHOCTI Ta 6e3nekn (oujiHKa Ii rpadik BU3HaUYE€HHST NOKa3HMKIB e(PEeKTUBHOCTI 1 6e3nekn).

9.6. [aHi Wwofo rapaHTii AKOCTi (4OKYMEHT, Lo NigTBEpAKYE (hakT ayaMTOPCLKOI NEPEBIPKA, AKLLO
nposogunacs).

9.7. 3annaHoBaHi B MPOTOKO/I KNiHIYHOro BUNPOOYBaHHSA CTATUCTUYHI METOAM.

9.8. 3MiHM W00 3an/1aH0BaHOro NPOBEAEHHS KNiHIYHOrO BUNpobyBaHHA abo aHanisy.

10. IHchopmaLito LWoA0 AOCiAKYBaHNX.

10.1. Po3nogin gocnifxysaHux.

10.2. BigxuneHHs Big NPOTOKOY KiHIYHOrO BUNPOOYBaHHS.

11. OujiHKy etheKTUBHOCTI.

11.1. Pagu paHux, aki aHasisyTbCs.



11.2. AemorpadiyHi Ta/um iHWi BUXIAHI XapakTepucTmKu.

11.3. ToKa3HWKN WOAO0 AOTPUMAHHA A0CAIMKYBAHUMU PEXUMY NiKYBaHHS.

11.4. Pe3ynbTaTh OUiHKMN e(heKTUBHOCTI Ta CKlafgaHHs Tabnuub AaHNX Ha KOXXHOro navieHTa:

aHani3 e(peKTMBHOCTI;

CTaTUCTUYHI/aHaNITUYHI NUTAHHS;

HaflaHHA iHAMBIAYaNbHUX JaHWX peakuil AoCNiMKYBaHWUX Ha NliKkyBaHHA Yy Tabnnusx;

[103a, KOHLUeHTpauis AOCNigKyBaHOro NikapcbKoro 3acoby Ta ix B3aEMO3B'A30K 3 peakLieto naujeHTa Ha Lei
nikapcbkuii 3acio;

B3aEMOZifA: IiKK - Nikun, Niku - XBopoba (KO BUBYasIach);

BVICHOBKM LLOA0 eDEKTUBHOCTI.

12. BusHayeHHs 6e3neku.

12.1. Mo6iyHi aBMwa:

cTucne pestome Woa0 NobivHNX ABULL;

HafaHHA iHpopMmay,ii WoA0 NoGIYHKX ABULL,

aHani3 NoGiYHNX ABULL;

nepenik NoGIYHMX ABULL, AKi CNOCTEPIra/IMCh Y KOXHOro naujieHTa.

12.2. Bunagku cmepri.

12.3. IHWi cepiio3Hi No6iYHI ABULLA, a TAKOX CEpIio3Hi NOGIYHI peakLii.

12.4. OujiHka KiHiKo-nabopaTopHMX NOKA3HUKIB:

nepenik iHaMBiAYyasTbHUX N1abopaTOPHMX NOKA3HWKIB AOCAIAKYBAHNX i 3HAYEHHS KOXXHOMO NaTos10rivyHO
3MiHEeHOro 1abopaTopHOro NOKas3HKKa,;

OLjiHKa KOXHOr0o NokasHuka nabopaTtopHuX AOCNIAKEHD;

nabopaTopHi 3HaYEeHHA 3a BECb Nepios, A0CNIIKEHHS;

iHAMBIAYa/IbHI 3MiHWU MNOKa3HWUKIB Y XBOPUX;

iHOMBIAYa bHI KNIHIYHO 3HAYMMI NaTONOrYHI BiAXWIEHHS NOKa3HMKIB.

12.5. MapameTpu XUTTEBO BaXMBUX (DYHKLiA opraHiaMy, AaHi 06'EKTUBHOMO AOCNIAKEHHS Ta iHWa
iHhopMaList 06CTEXEHHS, Aka CTOCYETbCA NUTaHb He3neku.

12.6. BUCHOBKM LLOA0 6e3neku.

13. O6roBopeHHS Ta y3arasibHeHi BUCHOBKM.

14. Tabnuui, MastoHKK, rpadoikn, Ha ki AaHi NOCUIaHHS, ane sKi He BBINLWAN A0 TEeKCTY.

14.1. femorpadpiyHi faHi (3BeeHi MasloHKu, Tabnuu).

14.2. NaHi woao epeKkTMBHOCTI (3BeAEHI MalloOHKKM, Tabaui).

14.3. faHi wopo 6e3neku (3BefieHi MasTloHKu, Tabnuu,):

HafaHHsA AaHuX Npo NobiyHi ABNLLA;

nepenik BUNaaxis WoA0 Cepiio3HUX NOGIYHUX ABULL;

Onunc BUNaKiB CEPNO3HMX MOBIYHMX ABULL;

nepenik NaTtonoriYHo 3MiHEHNX MNOKa3HMKIB nabopaTtopHuX AOCAIMKEHb (HA KOXHOIO AOC/iAXYBaHOr0).

15. CnncokK BUKOPUCTaHUX AXepen.

16. fJopatku.

16.1. IHdopmaLis LWoA0 KIiHIYHOTO BUNPOOYBAHHS:

NPOTOKO/ Ta Nonpaskn A0 NPOTOKO/TY KIHIYHOrO BUNPOOYBaHHS;

3pasokK iHAMBIAYaIbHOT peecTpaLiinHoi dhopmu;

CTOPIHKK i3 3a3HAYEHHAM €TUYHUX MOMEHTIB Ta NOro[KEeHHS KOMICIli 3 NMTaHb eTuku npu /M3, nucbmoBa
iH(hopMauis Ans nauieHTiB Ta iHhopMoBaHa 3roaa;

nepenik Ta xapakTepUCTUKN AOCMIAHUKIB Ta iHLLUX BiANOBiJaNbHUX OCI6;

nignvcu BignoBiganbHOro AocnigHvka abo gocnigHrka-KoopavHaTopa KniHiYHOro BUNpobyBaHHS;

aHaniTMYHa [0KyMeHTauis - cepTudpikaTh cepiil nikapcbkoro 3acoby, Lo AOCNiAKYETLCS;

cxema paHgomisauii Ta koam (igeHTudikalis gocnigpkysBaHux Ta npu3HadveHe iikyBaHHS);

[LOKYMEHTH, L0 NiATBEPAXYIOTh (hakT ayanTOPCHKOT NePEBIpKM (SIKLLO NPOBOANMINCS);

[OKyMeHTaLis LWoA0 CTaTUCTUYHNX METOZIB;

[AOKyMeHTaL,is LWoAo0 NabopaTopHOi cTaHAapTm3alil MeToAiB i 3a6e3neyeHHs AKOCTi npoueayp, SKWo
npoBOAMIOCH;

ny6nikauii, Wwo 6a3yTbCs Ha KNiHIYHOMY BUNPOGYBaHHi;

BaXX/NIMBI Ny6nikavii, Ha AKi € NOCUNAHHA Y JaHOMY 3BITi.

16.2. MNepenik gaHnxX Woao A0CiAKYBaHUX:

[OcCnigKyBaHi, SKi BUOYN 3 KNiHIYHOro BUNPOOYBaHHS;

BiAXW/IEHHA Bif NPOTOKO/Y K/iHIYHOIO BUNPOOYBAHHS;

JOCnimKyBaHi, IKMX BUK/TIOYEHO 3 aHanidy eqdeKkTUBHOCTI;



AemorpadivHi aai;

OOTPUMAaHHS pexunmy nikyBaHHA Ta/abo AaHi 3 KOHLEeHTpaLil nikapcbkoro 3acoby (SKWo €);

iHAMBIAYaU bHI AaHi WoA0 e(PeKTUBHOCTI;

nepenik No6iYHMX ABULL, (Ha KOXHOTO 3 A0CMIAKYBaHWX);

nepenik iHAUBIAYa/TlbHUX MOKa3HWKIB /1abopaTopHMX AOCNIMKEHDb Y AOCNILKYBaHUX (3a HEO6XiAHOCTI).

16.3. IHAMBIAYyasbHI peecTpauiiiHi hopmu:

iHOMBILYa bHI peecTpaLiiiHi oOpMK Ha BUNaZKN CMEPTI, IHLIMX CePo3HMX NOGIYHMX SABULL, Ta BUNaKN
BMBEAEHHS 3 AOCNIAKEHHS Y 3B'I3KY 3 PO3BUTKOM CEPO3HNX MOBIYHNX SBULLL;

iHWI iHAMBIAYaNbHI peecTpaviiiHi chopmu, Wo 6ynn NogaHi Ha po3rnsng A0 JepXaBHOro eKCnepTHOro LeHTpY
MO3 YkpaiHu.

16.4. MNepenik AaHnX No KOXHOMY A0CiIKyBaHOMY.

JopaTok 15
0o MNopsaky npoBefeHHs KNiHiYHMX BUNPOGyBaHb NiKapCbkux 3ac06iB Ta eKCnepTusn MmatepiasiiB KNiHiYHKX
BMNPobyBaHb

BUMOI'n 4O CKINAAAHHA NOBIAOM/IEHHA NPO NMIAO3PIOBAHY
HEMNEPEABAYYBAHY CEPO3HY MOBIYHY PEAKLLIKO

1. laeHTUiKaLia KNiIHIYHOro BUNPOOYBaHHS
|aeHTudiKaLis KNiHIYHOro BUNPOoGYBaHHS (KOAOBaHMiA HOMEpP MPOTOKOJTY KNiHIYHOrO BUMPOOyBaHHS,
NPUBNIACHEHOTO CMIOHCOPOM, 3a HasiBHOCTI - Homep EudraCT?).

2. IHdhopmauisa npo gocnigxyBaHoro
2.1. |geHTuUcbikauiiHuiA Homep [OCAIoKYBaHOrO.
2.2. IHiuiann.
2.3. Crartb.
2.4. Bik Ta/abo fara HapoXeHHs.
2.5. Bara.
2.6. 3picT.

3. IHchopmauis npo nigo3proBaHU NikapcbKuii 3acid

3.1. Hassa pocnigxyBaHoro nikapcbkoro 3acoby (abo ToproBesibHa Ha3Ba).

3.2. MixHapofHa HenaTeHTOBaHa Ha3Ba.

3.3. Homep cepii.

3.4. MokasaHHA ANna NpusHavYeHHs abo BUBYEHHS.

3.5. Nlikapcbka hopma, [03yBaHHS.

3.6. lo6oBa f03a Ta pexmM NPU3HaYEHHS.

3.7. Cnoci6 npu3HayveHHs.

3.8. ara Ta yac noyatky NniKyBaHHS.

3.9. fata Ta yac NpUNMHEHHS NikyBaHHA abo TpMBasiCTb JlikyBaHHS.

3.10. Po3koayBaHHS: Tak / Hi / He 3aCTOCOBYBa/10Cb, pe3y/ibTaTu:

OLjiHKa MPUYMHHO-HACNIAKOBOrO 3B'A3KY, L0 HagaHa AOCAIAHUKOM;

OLiHKa NPUYNHHO-HAC/IAKOBOrO 3B'A3KY, L0 HaJaHa CMNOHCOPOM;

KOMeHTapi haxiBuiB, AKLLO HEOOXiAHO (HanpuKiag, SKWO OLiHKa CNoHCOopa LWOAO 3B'A3KY 3 MiA03poBaHo0
Henepea6ayyBaHOK Cepiio3HO NOBGIYHOI peakLielo He 36iraeTbCs 3 OLIHKOK AOCIAHMKA, Mif03pa, WO CynyTHI
nikapcbki 3ac06y BigirpalTe posib Y PO3BUTKY peakuii 6esnocepeHb0o abo BHACNIAOK B3aEMOS;).

! EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bponeiicbka 6a3a AaHux KniHiYHUX BUNPOGYBaHb.

4. CynyTHE NniKyBaHHS

[ns cynyTHiX nikapcbknx 3aco6iB (BpaxoByumn 6e3pelenTypHi ikapCcbki 3ac061) Ta HEMeANKaAMEHTO3HNX
3aco6iB NnikyBaHHA HaAA€ETLCA Ta cama iHhopMaL,is, Wo i 418 AoCiAXyBaHOro fikapcbkoro 3acoby, BpaxoByoum
BMPOOHUKA, SKLLO BifOMO.



5. IHdbopmauisa npo nigo3proBaHy HenepeaodavyBaHy Cepro3HY

nooGiuHy peakuito

5.1. MNMoBHWIA onnc peakui.

5.2. lata Ta yac noyartky peakwii.

5.3. [arta Ta yac NnpunuHeHHsa abo TpuBanicTb peakLi.

5.4. IHdhopmaList Npo BiAMIHY Ta MOBTOPHE NpU3HAYEHHA Nig03PBAHOro Nikapcbkoro 3acoby.

5.5. Micue po3BuTKy peakuii (kniHika, nonikniHika, Baoma).

5.6. Hacnigok: iHdhopMmauis npo BuayxaHHA abo 6yab-aki Hacnigku, 6yab-aki nposefeHi cneumdivHi Tectu
Ta/abo nikyBaHHSA Ta ix pesynbTaTn.

Y pasi cmepTi - il NpuYMHa Ta KOMeHTapi WoA0 MOX/IMBOIO NPUYMHHO-HACNIAKOBOIO 3B'A3KY 3 Nig03pHoBaHUM
[0CNigpKyBaHUM NiKapCbKMM 3aCO60M.

5.7. Byap-siKa iHwWa iHchopmalis, o moxe 6yTn KopucHa 415 OLIHKW Nifo3ploBaHoi HenepeaobayysaHoi
Cepiio3HOT NOBGIYHOT peakuji (CynyTHI 3aXBOPIOBaHHS, afIeprosioriYyHNn aHaMHE3, aflKoro/ibHa 3a/1eXHICTb).

6. AaHi npo gocnigHvkKa, Wo HagaB NepBUHHY iHhopmauito
6.1. 1. 1. B.
6.2. Micue npoBefeHHS A0CNIMKEHHS.
6.3. KoHTaKkTHUi1 Homep TenedoHy.
6.4. 3alimaHa nocaga.

7. IHchopmauisa Nnpo cnoHcopal/3asBHUKA Ta aAMiHICTPAaTUBHI AaHi

7.1. Nata faHoro noBiAOMIEHHS.

7.2. xepeno iHdhopmadlii.

7.3. JaTa oTpUMaHHSA NOBIAOMIEHHS CNOHCOPOM/3asiBHUKOM.

7.4. KpaiHa, e BUHMKIA peakuis.

7.5. Tun nosifgoMeHHA (NepBUHHE, AOLATKOBE).

7.6. HalimeHyBaHHS topuamnyHoi ocobu / M. 1. B. hisanyHoi 0cobu; MicL,e3HaX0MKEHHS FOPUANYHOT 0cobu /
MicL,e NPoXnBaHHs i3nYHOT 0CO6MW.

7.7.1. 1. b., 3a/imaHa nocaja, KOHTaKTHUIA HoMep TesledoHy Ta hakc KOHTaKTHOT 0co6bw, BignoBiganbHOT 3a
nofaHHs iHghopMaL,ii Npo No6iyHi peaxuii.

7.8. Homep Bunaaxy Henepeab6ayyBaHoi cepiio3HOT NOBIYHOT peakL,ii, HagaHWin CNOHCOPOM/3asaBHNKOM (HOMep
mMae 6yTv EANHUM AN NEPBUHHOIO Ta HACTYMHKX NOBILOM/IEHb NPO OAMWH i TO caMuii BUNagok).

JopaTok 16
0o Mopsiaky NpoBeAeHHs KNiHIYHMX BUMPOBYBaHb MiKapCbKMX 3aC06iB Ta eKCnepTu3n MmaTepiasiiB KAiHiYHMX
BMNPOGYBaHb

BMOI' 4O CTPYKTYP OHOBJ/TFOBAHOI'O 3BITY 3 BEIIMNEKUN
AOCNIAKYBAHOIO NIKAPCbKOIO 3ACOBY, WO NEPEBYBAE Y
CTAAlI PO3POBKU (AA/I - DSUR)

(DSUR - Development Safety Update Report)

3mict DSUR cknagaetbes 3 20 po3ginis:

1. Bcryn.

2. MixHapogHuii niyeHsiiHnii/peecTpauiiiHnii cTatyc.

3. 3axoau, NpuiAHATI 3 NpuunH 6e3nekun B 3BITHWI Nepiog,.

4. 3miHn y pedbepeHTHili iHhopmaL,ii 3 6e3neku.

5. Mepenik KNiHiYHMX BUNPObyBaHb, Siki MPOBOASATLCSA UM 3aBEPLUEH Y 3BITHUIA Nepioga,.
6. OuiHKa KyMynATMBHOT eKcrno3uLii (3arasibHOro Br/MBY):

6.1. KymynsatuBHa ekcnosuist y nporpami po3pooku.

6.2. Ekcnosuuis nauieHTa (BNAvB Ha NavljieHTa) Ha OCHOBI MapKeTMHIOBOrO AOCBiay.
7. OaHi B nepenikax Ta 3sefeHnX Tabnmuax:

7.1. PedhbepeHTHa iHhopmauis.

7.2. Nepenikn cepiio3HNX NOBGIYHKX PeakLiil 3a 3BITHWIA Nepios.

7.3. KyMynaTuBHi/3arasibHi 3BeeHi TabnuLi Cepilo3HMX NOGIYHMX SABULL.

8. Baxnuei pe3synbTatu KAiHiYHMX BUNPOOYBaHb 3a 3BITHWIT Nepios:



8.1. 3aBepLLeHi KNiHiYHI BUNPOGYyBaHHS.
8.2. KniHiuHi BUNpobyBaHHs, Aki NpoBOAATLCS.
8.3. [loBrocTpOKOBMi1 KOHTPO/Ib (CMOCTEPEXEHHS).

8.4. [HWwe TepaneBTUYHE BUKOPUCTAHHA AOCAIAXYBaHOrO J1iKapCbKOro 3acoby.

8.5. HoBi aaHi 3 6e3neku, NoB'a3aHi 3 KOMGIHOBaHUMU METOAAMM NiKyBaHHS.
9. faHi 3 6e3neku, oTPMMaHI Nif Yac HeiHTepPBEHLAHNX BUNPOOYBaHb.

10.
11.
12.
13.
14.
15.
16.
17.
18.

IHWa iHpopMavis 3 6e3nekn y KOHTEKCTI KIiHIYHMX BUNPOOYBaHb.
[aHi 3 6e3nekn Ha OCHOBI MapKeTUHIOBOro AOCBIAY.

HekniHiuHi gai.

Nitepatypa.

IHWi DSURSs.

BigcyTHICTb edpekTUBHOCTI.

IHhopMaLis, cneumdivHa Ansa perioHy.

IHhbopMaList, sika Hagjiiwna nisHiwe.

CymapHa oujiHka 6e3neku:

18.1. OujiHkKa pu3mKiB.
18.2. MNuTaHHSA CniBBIGHOLLEHHA KOPUCTI-PU3MKY.

19.
20.

Pestome Baxx/IMBUX PU3UKIB.
BucHoBKu.

(Mopsigok y peaakuii Hakaly MiHicTepcTBa
OXOPOHY 340p0B'A YKpainu Big 12.07.2012 p. N 523)
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