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Mpo 3aTBepmXeHHA MNMopaaKy NnpoBeAeHHS K/iHIYHMX BUNPO6yBaHb NTiKapCbKUX
3acob6iB Ta ekcnepTuU3n MaTepianiB KJiHIYHMX BUNPo6yBaHb i TUNOBOIro NOJIO)XEeHHS
NpPo KOMicCii 3 NTnTaHb eTUKMU

Haka3 MiHicTepcTBa OXOpoHUM 300p0oB'a YKpaiHu
Big 23 BepecHsa 2009 poky N 690

3apeecTpoBaHO B MiHicTepcTBi tocTULii YKpaiHuK
29 oBTHS 2009 p. 3a N 1010/17026

I3 3MiHaMWM | OOMNOBHEHHAMMW, BHECEHMMMU
Haka3aMun MiHICTepCTBa OXOPOHM 300PO0B'A YKpPaiHM
BiO 12 nunHga 2012 poky N 523,

BiO 6 TpaBHsa 2014 poky N 304,

Big 18 rpyaHs 2014 poky N 966,

Bia 1>xoBTHA 2015 poKy N 639,

BiO 25 nuctonaga 2021 poky N 2609,

Bif 28 6epesHsa 2022 poky N 538

[oOaTKoOBO OMB. PilleHHS
Jep>kaBHOI CNy>X6u YKpaiHM 3 MMTaHb PerynaropHoi MoMiTUKKM Ta PO3BUTKY NiAMNPUEMHULTBA
BiO 26 ntotoro 2014 poky N 23

BionosigoHo oo ctaten 7, 8 3akoHy YKpaiHu "Mpo nikapcbkKi 3acobun”, AnpekTnBmu EBPONemcbKoro
MapnamMeHTy Ta Pagm 2001/20/€C "Mpo HabnmeHHs 3aKOHIB, Mig3aKOHHMX aKTiB Ta
AOMIHICTPaTUBHUX MOSTOXKEHb OePXKaB-YeHIB CTOCOBHO 3aMpOoBadXKeHHA HaNeXHOI KMNiHiYHOI
NPaKTUKK NPU NPOBeAeHHI KNiHIYHMX BUMPOOYBaHb iKapCbKMX 3aCOBiB ANF BXXWMBAHHSA NtognHoo"
BiO 4 KkBiTHA 2001 pokKy (i3 3MiHaMM), a TaKOXK 3 MEeTOK OOCArHEeHHS rapMOHIi3aLii 3 MiXXKHapoOHUMM
rnpaBuIamMm NpPoBedeHHsS KNiHIYHWUX BUMPoByBaHb iKapcbkx 3acobis HAKA3YIO:

1. 3aTBepaAnTM Mopanok NpoBeaeHHs KiHIYHKMX BUNpoByBaHb NiKapCbKKMX 3acObiB Ta eKcrnepTusmn
MaTepianiB KNiHIYHMX BUMPOBOyBaHb, L0 A0OAETbCA.

2. 3aTBEpPaAnNTN TrnoBe NOJOXKEHHS MPO KOMICIT 3 NMUTaHb ETUKMU.

3. BU3HaTK TakMMU, LWLO BTPATUNM YMHHICTb, HakKa3 MiHICTepCTBa OXOPOHWM 300p0B'a YKpaiHu Big
13.02.2006 N 66 "lMpo 3aTBepOXKeHHa MNopaaky NpoBeaeHHa KNiHIYHMX BUMNPOoOByBaHb NiKapCbKMX
3acobiB Ta eKCnepTU3M MaTepianiB KNiHiYHMX BUMPOBYyBaHb | TUMOBOro MOSIOYEHHS MPO KOMICIito 3
MUTaHb eTUKN', 3apeeCTPoBaHUM y MiHicTepcTBi tocTuLii YKpaiHm 10.03.2006 3a N 252/12126, Haka3
MiHicTepcTBa OXOPOHM 300p0B'A YKpaiHM Big 17.05.2007 N 245 "[Mpo 3aTBepaXKeHHa MNopaaKy



BM3HAYeHHS cneLianizoBaHMX fikyBanbHO-NPOdINaKTUUYHMX 3aK1a4iB, Y AKUX MOXXYTb MPOBOANTUCH
KNiHIYHI BUNPoOByBaHHSA NiKapCbKMX 3acObiB", 3apeecTpoBaHMi y MiHICTepCTBI toCcTULii YKpaiHK
17.08.2007 3a N 950/14217, Ta Haka3 MiHiCTepcTBa OXOPOHM 300P0B's YKpaiHu Big 11.08.2006 N 560
"Mpo 3aTBepOXKeHHA Nepeniky NikyBanbHO-NPOdINaKTUUYHMX 3aKNa4iB, B AKMX MOXXYTb MPOBOAUTUCH
KNiHIYHI BUNpoByBaHHA MiKapCbKMx 3acobiB".

4. NnpekTopy [denapTaMeHTy perynaTtopHoi NoniTuKM y chepi obiry nikapcbkmx 3acobiB Ta
npoayKLii B cucteMi oxopoHu 3nopos'a HO. b. KOHCTaHTiHOBY 3a6e3neunT B yCTaHOBTIEHOMY
nopsaaKy AePXXaBHY peecTpaLlito LbOro Hakaly B MiHICTepCTBI OCTULLIT YKpaiHN.

5. KOHTpOb 3a BUKOHAHHAM Haka3y MOKMacTW Ha 3acTynHUKa MiHicTpa 3. M. MUTHMKa.
6. Haka3 Habupae YMHHOCTI 3 AHA Moro odiLiMHOro ony6nikyBaHHS.
MiHicTp B. M. KHa3eBunY
MOroOXXEHO:

lfonoBa [lep)XaBHOro KOMiTeTy
YKpaiHU 3 NUTaHb perynaTtopHoi
MONITUKM Ta NIANPUEMHULTBA O. Kyxenb

Mpe3ngeHT AMH YKpaiHu,
akageMik HAH i AMH YkpaiHu O. ®. BosiaHoB

B. o. lonoB” AHTUMOHOMONBHOIO
KOMiTeTy YKpaiHu O. MenbHNYEeHKO

3ATBEPOXXEHO

Haka3 MiHicTepCcTBa OXOPOHM 300PO0B'A
YKpaiHu

Big 23 BepecHa 2009 p. N 690

(y pedakuii Haka3ly MiHicTepcTBa OXOPOHM
300pPO0B'A YKpaiHM

Bia 12 nunHga 2012 p. N 523)

3apeecTpoBaHo
B MiHicTepcTBi tocTULLT YKpaiHn
29 »o0BTHg 2009 p. 3a N 1010/17026

norPA0O0OK
npoBeAeHHS K/iHIYHMX BUNpPOo6yBaHb NiKapCbKUX 3aco6iB Ta eKcnepTU3smu MaTepianis KAiHIYHMX
BUNpPoO6yBaHb

l. 3aranbHi NONOYXeHHSHA

1.1. Lew Mopsanok po3pobneHnin BignoBigHo oo ctaten 3, 44 OCHOB 3aKoHOOABCTBa YKpaiHK Npo
OXOPOHY 300POB'A, cTaTen 7, 8 3akoHy YKpaiHM "Mpo nikapcbKi 3acobun”, 3akoHy YKpaiHu "Tpo 3axmcT
nepcoHanbHMX gaHMX", 3 ypaxyBaHHAM BUMOT MpeKTMB €BponencbKoro lNMapnameHTy Ta Pagm
2001/20/€C Big, 04 kBiTHS 2001 poky, 2001/83/€C Big 06 nuctonana 2001 poky, MocTaHoB
€sponencbkoro MapnaMeHTy Ta Pagm 1901/2006 Big 12 rpyaHa 2006 poky Ta 1902/2006 sig, 20
rpyaHsa 2006 poky, ICH GCP, Mi>XHapOoaHUX @TUYHUX NPUHLKMMIB BioMeandHUX OOCiayKeHb i3
3aNyYEHHAM MIOOAVMHU Ta eTUYHOINO KOAEKCY NiKaps.



1.2. Lle MopsaaoK BCTaHOB/HOE OCHOBHI BUMOIM 00 NPOBeaeHHs KMiHIYHUX BUNPOoByBaHb NiKapCbKMX
3acobiB, AKi MOXXyTb MPOBOAVTMUCH 33 YYacTIO MaLieHTIB (006poBOMbLIB) 332 MOBHOK abo CKOPOYEHOK
Nporpamolto, y TOMy YMchi 40 BUNPoByBaHb 6iog0CTyNMHOCTI/GioeKBiBaNeHTHOCTI, a TakoX
MiXXHaApPOOHMX BAaraToLEeHTPOBMX KMNiHIYHMX BUNPOBYBaHb.

1.3. Ller MopaaoK NOLWMPIOETLCA Ha BCi BUAM KNiHIYHUX BUMNPOOYBaHb NiKapCbKMX 3acobiB, 3a
BUHATKOM HEIHTEPBEHLLIMHMX OOCAIOXEHDb Ta KNiHIYHMX OOCNiIOXeHb, AKi MpoBoAATbCcA 6e3 yyacTi
dapMaLeBTUUYHMX KOMMaHIN Y paMKax HayKOBO-A0CNIAHNLIBbKUX POBIT.

Lle MopanokK He NOLMPIOETLCA Ha BCi BUAW KIIHIYHUX BUMPOBYBaHb TKAHUHHMX i KNITUHHKX
TPaHCNMIaHTaTIB, Y TOMY UMCSli CTOBOYPOBUX KITITUH XOP40BOI (MYyNOBUHHOI) KPOBI.

1.4. MpoBedeHHA ekCnepTU3nM MaTepianiB KNiHIYHMX BUMPOOBYBaHb, @ TAKOX MNPOBeAeHHS KMiHIYHOro
ayauTy KNiHIYHOTro BUNpPOoOByBaHHA NiKapCbKKMX 3acobiB nokiageHo Ha O "JepyKaBHUM eKCrnepTHUN
LeHTp MiHicTepCcTBa OXOPOHK 300poB'a YKpaiHu" (oani - LleHTp).

Il. BUBHaUEHHS TepMiHiB

2.1. Y uboMy MNMopanky TEPMIHM BXXMBAKOTLCA Y TAKOMY 3HAYEHHI:

GaraToLeHTpoBe KiHiYHe BUNpobyBaHHA (QoCNigXeHHS) - BUNPOByBaHHSA NiKapCbKoro 3acoby
BiAMOBIAHO OO €OMHOIO MPOTOKOMY KMiHIYHOIO BUMPOBYBaHHS, L0 NPOBOAMNTbLCH GiNblu HiXK B
OoOHOMY MicCLi NpoBeaeHHA OoCiaXeHHs,

BioJOCTYMHICTb - LWBUAKICTb Ta CTYMiHb, 3 AKMMU ditoya pevyoBMHa abo il akTUBHUM KOMMOHEHT
abcopbyeTbca (YCMOKTYETbCS) 3 NiKapCbKoi GOPMU i CTaE AOCTYMHO B Micui aii;

6ioeKBiBaNEHTHICTb - ABa NiKAaPCbKMX 3aCcObM BBaXKatoTbCA BioeKBIBaIeHTHNMM, AKLLO BOHU €
dapMaLeBTUYHO eKBiBafleHTHUMIK abo dapMaLeBTUYHO aNbTePHATUBHUMM i AKLLLO TXHi
6ioAOCTYNHOCTI Nicna BBeOEHHS B OOHIM i Tih caMin MonapHiv 0o3i NoAibHI o Takoro CTyneHs, LWo
edeKTn UMx NpenapaTiB Woao epeKTUBHOCTI Ta 6e3nedYHOoCTi ByayTb Mo CyTi OOAHAKOBUMMU;

ONM3bKi poandi - di3nUHIi 0cobu, MPUPOOHUN 3B'A30K MiXK AKUMU IMPYHTYETHCA Ha MOXOOXKEHHI oauH
Bifg, ogHoro abo Bifg CnifibHUX NPeOKiB i Ma€ MpaBoBe 3HaYeHHSA Y B1MagKax, nepegdadyeHmx
3aKOHOAABCTBOM. BIM3bKMMK poaMyaMm € HOMOBIK/OpYKMHa, 6aTbKK, OiTU, piaHi 6paTh i cecTpu;

Opollypa OocnioHMKa - pedepaTUBHUM BUKNaO OOKAIHIYHUX Ta KNiHIYHKUX OaHUX MPO
JOoCNimKYBaHUM NiKapCbKMIN 3acib, aKi MatoTb 3HaYEHHA /19 MOro BMBYEHHS Ha JTIOOMHI;

BMPOBHUK NMiKapCbKOro 3acoby - topuanydHa ocoba, aKa 3aiMCHI0E Xoda 6 oanH 3 eTaniB BUPOBHMLITBA
NiKapCbKOro 3acoby, yKtovaoym nakyBaHHS,

JocnimKyBaHMM (CyB'eKkT AOoCigyKeHHs) - NaLieHT (3aopoBuii JobpoBoieLb), AKUN 3rigHO 3 YUHHUM
nopsaaKoM 6epe y4yacTb Y KNiHIYHOMY BUMNPOOYBaHHI;

JocnimKyBaHUM NikapCbKMIM 3acib - Nikapcbka dopMa akTUBHOI cybcTaHLii abo nnauebo, Wo
BMBYAETbCA ab0 BUKOPUCTOBYETLCA ANA MOPIBHAHHA Y KMAIHIYHMX BUMPOOYBaHHSAX, YK/IHoUaoumM
rnpenapaTu, Ha 9Ki Byxe BMOaHe peecTpaLliMHe NocBiavYeHHs, ane BOHM BUKOPUCTOBYOTbCA abo
BUIOTOBNAIOTLCA (CKNageHi abo ynakoBaHi) B iHLWMM cnocib MopiBHAHO i3 3apeecTpOBaHO0
Nikapcbkoo GopMoto, abo BUKOPUCTOBYIOTHCSH 33 HE3apeEeCTPOBaHMMM NoKasaMu, abo X
BUKOPUMCTOBYIOTbCA /19 OTPUMaHHA 0oOaTKOBOI iHPopMaLii Mpo 3apeecTpoBaHy dopMy
NikapCbKoro 3acoby;

OOCNIOHUK/CNIBOOCNIOHUK - NiKap, KU Ma€ OOCTaTHIO NpodecinHy MiaroToBKy Ta OOCBIg NiKyBaHHA
MNaLieHTIB, 3HAE NPaBMAa HaAaNeXHOI KMIHIYHOT NPaKTUKK Ta BiAMOBIAHI HOPMaTUBHO-NPABORBI aKTU.
JocnioHMK Hece BigMNoBiOanbHICTb 33 MPOBeAeHHA Y MiCLi AOCNIAXEeHHS KMiHIYHOMrO BUNpobyBaHHA
NiKapcbKoro 3acoby. AKLIO KMiHIYHEe BUMNPOBYBaHHA NPOBOANTLCH MPYMOoK OCi0 Yy MeBHOMY MicLi



npoBefeHHa OoCNioXXeHHs, OOMH i3 0OCNIAHVKIB BM3HAYAETbCSA BigNoBigAaNbHUM KEPIBHUKOM
OOCNIOHMLBbKOI FpYnM | MOXXe Ha3mnBaTUCA BiAMNOBIAaIbHMM OOCAIOHNKOM;

JOCbE OOCNIAYXYBaHOro MiKapCbKOro 3acoby - iHhopMallif LLOAO 9KOCTI KOXXHOMo AOCAiayKyBaHOro
NiKapCbkoro 3acoby, y TOMy YMC/i NpenapaTiB NopiBHAHHA Ta NnaLe6o, a TaKoxXX AaHi AOKAIHIYHMX
JocnimKeHb Ta BigoOMOCTi Npo nonepeHi KNiHivyHi BUNpobyBaHHA abo KMiHiYHe 3aCTOoCyBaHHS
OOCNiOXKYBaHOro MiKapCcbKoro 3acoby;

eKcrnepTM3a MaTepianiB KNiHiYHOro BMMpobyBaHHA - MepeBipKa, aHani3 Ta ouiHKa MaTepianiB
KNiHIYHOTO BMMPOOBYBaHHSA MiKapCbKOro 3acoby 3 MeTOo NiAroTOBKM MOTVMBOBaHMX BUCHOBKIB LLIOAO
npoBeaeHHs KiHiYHOro BUNpobyBaHH:A / LO[AO CYTTEBOI MOMPaBKU;

3ak/1a OXOPOHM 300pPOB'a (NiKyBanbHO-MpodinakTMUHMM 3aknan) (oani - J1M3) - topugnyHa ocoba
Oynb-axkoi GopPMUM BMACHOCTI Ta opraHizauinHo-npasoBoi dopMu abo ii BigokpeMneHnin nigposain,
OCHOBHUMW 3aBOaHHAMU 9KMX € 3abe3neyeHHa MegMYHOro 06CnyroByBaHHA HaceTeHHS Ha OCHOBI
BionoBigHOI NiueHsii Ta NpodecinHOi OigNbHOCTI MeanYHUX (bapMaLeBTUYHMX) MPaLLiBHUKIB,

3aKOHHI MpeacTaBHMKK - 6aTbKU, yCMHOBIOBAYI, 6aTbKM-BMXOBaTENMI, OMiKYHMW, MiKNyBalbHUKM,
npencTaBHUKM 3aKNaniB, ki BUKOHYIOTb 0OOOB'A3KM OMiKyHIB Ta MikNyBanbHUKIB;

3a9BHUK KIiHIYHOMO BUMNpPoByBaHHSA - disnyHa abo topuandHa ocoba (Hanpukian, CloHCcop,
KOHTpPaKTHa JOoCNigHM L bKa OopraHi3aLifa), Aka nogae 3aaBy Ao LleHTpy ong ogepykaHHS BUCHOBKY
OO0 MPOBeAeHHS KMiHIYHOro BUNpoBbyBaHHA / LLOOO CYTTEBOI NoMpaBKM. 3adBHUK, SKLLIO BiH He €
CMOHCOPOM, MOYKe MofaBaTK 3asBYy NMLLIE 3a HAFBHOCTI AopYyYeHHSs, BUOAHOIO CMOHCOPOM, 3 YiTKO
BM3HAYEHVMIM OeneroBaHMMmM MoBHOBAXKEHHAMM;

3BIT MPO KNiHiYHe BUMNPOoBYBaHHA - HadaHi B MMCbMOBIM GOPMI pe3ynbTaTh KiHiYHOro
BMMNPOBOYBaHHA Ta iX aHani3;

iOeHTUdIKALIMHUM KOO OOCMIOYKYBaHOro/HOMEpP - YHIKarbHUI iOeHTUdIKATOP, WO MPUCBOIETHCS
OOCNIOHMKOM KOXXHOMY Cy0B'eKTy BMUMPOoBOyBaHHA ANA 3abe3neyeHHsa Moro aHOHIMHOCTI Ta
BMKOPUCTOBYETbHCA 3aMiCTb MPi3BULLA Y MaTepianax KNiHiYHOro BUNpobyBaHHS;

iHOMBiOyanbHa peecTpauinHa dopmMa (gani - IPO) - opyKoBaHWUM, eNEeKTPOHHUM abo ONTUUYHKUM
OOKYMEHT, MPU3HAYeHNM 019 BHECEHHSA B HbOIO BCi€i NepenbdadeHoi MPOTOKOIOM KIiHIYHOrO
BMMNpobyBaHHA iHopMaUii, gka nignarae nepenadi CMoOHCOPY, WOAO KOXXHOIo A0CiAXKyBaHOro;

iHpOopMOBaHa 3rofa - pilleHHa B3AaTW y4acTb Yy KIiHIYHOMY BUMNPOBYBaHHI, Ake Ma€ 6yTu
3a00KYMEHTOBAHO Yy MNanepoBin abo eNeKTPoHHIM dopMi, gaToBaHe Ta nignmMcaHe BlacHopy4 abo
eNeKTPOHHMM NIANMCOM, MPUMNMAETLCA A0OPOBINbBHO MICAA HaNeXXHOTro NoiHPOPMYBaHHSA MNPO
XapakTep KiHiYHOro BUNPOO6yBaHHS, MOro 3Ha4YeHHs, BMIMB Ta PU3MK, BiANOBIOAHMM Y/HOM
OOKYMeHTaNnbHO 0POPMIAETLCA OCOBO0ID, AKa CMPOMOXKHA AaTh 3roay, abo ii 3aKOHHUM
npencTaBHUKOM (B/1M3bKUM poanveM); y BUHATKOBUX BUMaOKax, AKLLO BianosigHa ocoba
HEeCNPOMOYKHa NUCAaTK, BOHa MOXXe OaTu YCHY 3roay B MPUCYTHOCTI LLOHaMMeHLLe OOHOro CBiaKa,
AKMIM 3acBigyye 3roay cy6'ekTa OoCNigXXeHHa B MMCbMOBIN iHGOPMOBaHIM 3rofi y nanepoBsin abo
eNeKTPOHHIN dopMi;

(ab3aL, oeB'aTHaguaTUi NyHKTY 2.1 po3ainy Il y penakuii Hakasy
MiHiCTepCTBa OXOPOHM 300pOoB'a YKpaiHu Big 28.03.2022 p. N 538)

KNiHiYHe BMUNpoOByBaHHA (0oCnioyXeHHs) NiKapCbKoro 3acoby - HayKoBO-AOCNIAHULbKA pobOoTa,
MeTOlo AKOi € ByOb-aKe O0CAiOYKEeHHS 3a y4acTio JTIoAVHU 9K cyB'eKTa JOCNiOXKeHHS, MpU3HadeHe On4
BUABMEHHS abo NiATBEPOXKEHHS KNIHIUHMX, PapMaKOKIHETUYHMX, dapMaKogMHAMIYHMX Ta/abo iHLWMX
edeKTiB, y TOMY UMCni ANg BUBYEHHSI YCMOKTYBaHHS, po3noainy, Metaboniamy Ta BUBeOeHHS OOHOro
abo KiflbKOX MiKapCbKMX 3acob6iB Ta/abo BUSBIEHHS MOBIUHMX peaKLLiM Ha oanH abo JeKinbka
OOCTIOXKYBaHUX NMiKapCbKMX 3aCOBIB 3 METO OLLIHKK Moro (ix) 6esneyHocTi Ta/abo epeKTUBHOCTI;



KAIHIYHMY aygnT KAiHIYHOrO BMMpPo6yBaHHSA - Mpoueaypa odilinHoi nepeBipKku LieHTpoM MaTepianis
(OOKYMEHTIB) KJiHIYHOIO BUMPOOBYBaHHS, MPMMILLIEHb, yCTaTKyBaHHA Ta o61agHaHHg, 3aMnnciB, CUCTEM
rapaHTii 6e3neKun, aKOCTi Ta IHLWKMX pecypciB, aKi MatoTb BigHOLIEHHS 00 KMiHIYHOro BUNPOOYBaHHS i
AKi MOXKYTb MICTUTUCA Y NiKyBabHO-MPOQifaKTUYHOMY 3aKiagi, nabopaTtopidax, MpUMILLEHHSX
croHcopa abo KOHTPAaKTHO-AOCiIAHMLbKOI OpraHi3aLlii ToLlo;

KOMicCiqa 3 NUTaHb ETUKU NPU NiKyBanbHO-NPOdiNaKTUYHOMY 3aKnagi (4ani - KOMICia 3 MUMTaHb eTUKK) -
He3aneXXHMM opraH, Wo Oi€ NpW 3aKnagi OXOPOoHM 300PO0B'd (NiKyBanbHO-NPOodiNaKTMYHOMY 3aKnagi),
Oe NPoBOOATHCA KIIHIYHI BUMPOBYBaHHS, AKUMN BKIOYAE MeONYHMX/HAYKOBWMX creL,ianicTis, oci6
IHLWWMX creLuianbHOCTEN, MPEACTaBHMKIB MPOMaACbKOCTI, AKi 30iMCHIOTb Harngg 3a GOTPUMaHHAM
npas, 6e3nekoto, 6narononyydamM OOCNiaXKyBaHMX MNaLiEHTIB (300p0OBMX 4OBPOBO/bLIB), eTUYHKMX Ta
MOPanbHO-MPaBOBUX MPUHLKMNIB MPOBEAEHHS KAiHIYHOIrO A0CAIOXKEHHS.

KowMmicia 3 MMTaHb eTUKKM MPU 3aK1agi OXOPOoHM 300p0oB'a (NikyBanbHO-MpodiNakTMYHOMY 3aknaai) Ha
nigcTaBi OLiHKM eTUYHMX Ta MOPasibHO-MPaBOBMX MPUHLLMMIB MOrOOXXYE NPOBEeAEHHS KIHIYHOIO
BUMPObyBaHHA 6e3rnocepeqHbo Y MicLi Moro npoBeaeHHs, LLO po3TalloByeTbea Ha 6a3i /M3, npwu
AKOMY CTBOpPEHa i Ai€ ua KoMmicig;

KOHTpPaKTHa JoCNigHM L bKa opraHi3aLia - disndHa abo topuandHa ocoba, aka B paMKax yroam 3i
CMOHCOPOM BUKOHYE OHY UM Ginblue Moro GyHKLLiM (MOBHOBa)KeHb) Y KNiHIYHOMY BUMPOOYBaHHI
[i€ Ha niacTaBi JOpYyYeHHS, BUOAHOIO CMOHCOPOM, 3 YiTKO BU3HAYEeHUMM OeneroBaHnmm
MOBHOBAXXEHHAMM;

NiKapCcbki 3acobun - pevyoBMHM abo iX CyMilli MPUPOOHOIrO, CUHTETUYHOIO YK BIOTEXHOMOMIYHOrO
MOXOOXKEHHS, 9Ki 3aCTOCOBYIOTbCA A9 3anobiraHHa BariTHOCTI, MPodiNaKTUKKM, O4iarHOCTUKK Ta
NiKyBaHHSA 3axXBOPOBaHb togen abo 3MiHM CTaHy | GyHKLIN opraHiamy;

Micle npoBeaeHHa BunpobyeaHHa (oani - MIMB) - Micue, oe 6e3nocepenHbo MPOBOANTHCA OCHOBHA
OiSNbHICTb, MOB'A3aHa 3 KNiHIYHM BUMPOOYBaHHAM (BKTOUYEHHA MaLiEHTIB, NiKyBaHH4,
CMOCTEPEXKEHHSA TOLLO), Y NiKyBaNbHO-MPO®diNakTMYHOMY 3aKnagi;

MOHITOP - 0c06a, MpKM3HaYeHa CNOHCOPOM abo KOHTPAKTHO A0CIAHMLBKOK OpraHi3allicto, aKa
KOHTPOJTIOE MPOBeaAeHHS KMiHIYHOIro BUMNPOoOyBaHHSA BiAMNOBIAHO A0 NPOTOKOY KAiHIYHOro
BUMPOBYBaHHS,

HeiHTepBeHLiMHe OOCNiOyKEeHHSa - OOCNIAYKEHHS, Y AKOMY NTiKapCbki 3aCcobu Mpu3HaYatoTbCs
3BMYAMHMM CMocoboM BiAMOBIAHO A0 3aTBEPMYKEHOI IHCTPYKLii 3 MeanYHOro 3acTOCyBaHHS.
3any4yeHHsa NaLieHTa B rpyny 3 BU3HAYEHMM MEeTOOOM MiKyBaHHSA B MPOTOKOSI KMAiHIYHOIO
OOCNigyKeHHa 3a3ganerigb He nepegbadeHo, a NPM3HAYEHHS NIKAPCbKOro 3acoby AMKTYETbCSH
CYYaCHOO MPaKTUKOK | He 3a/1eXX1Tb Bif pilleHHa BKITIOUNTK NauieHTa y BunpobyBaHHA. He
3aCTOCOBYIOTb A0AaTKOBUX AiarHOCTUYHMX ab0 MOHITOPWMHIOBMX NpoLenyp Woao rnaLlieHTis, a ang
aHanisy 3ibpaHmMXx OaHMX BUKOPUCTOBYIOTb enigeMionoriyHi metoam;

HenepenbadyBaHa NobivHa peakuida - mobiduHa peakLia, xapakTep abo THKKICTb AKOI He Y3roayKyeTbCs
3 HagBHO iHdDOpPMaLlieto NPo NikapcbKMiM 3acib (Hanpukiag, 3 6pollypoto AoCcniaHMKa Ons
HEe3apeECTPOBAHOIO MiKAaPCbKOro 3acoby abo 3 IHCTPYKLLIE 3 MEOMYHOIo 3aCTOCYBaHHS / KOPOTKOK
XapaKTePUCTUKOO O/19 3apPEECTPOBAHOIO MiKapPCbKOro 3acoby);

naLieHT (3mopoBunin JobpoBoieLb) - 0coba, aKka Moye ByTK 3anydeHa gk goCiayKyBaHa 0o
KNiHIYHOTro BUNPOO6YBaHHSA NiKapCbKOro 3acoby;

NePBUHHI MeOUNYHI OOKYMEHTU - OpUriHaNbHi JOKYMEHTW, OaHi i 3anmcK B manepoBin abo B
eNeKTPOHHIN dopMi (BKTOUAOUM OOKYMEHTH, LLIO CTBOPEHI, 36epiratoTbCd Ta NepeaatoTbca 3
BUKOPUCTAHHAM eNeKTPOHHOI iHpopMaLiHOI cncTeMu) (Hanpwknag, MeaunyHi KapTu cTalioHapHMX
XBOPWX, MEOUUHI KapTh aMBynaTopHMX XBOPUX, TabopaTopHi 3anmcu, Cny>XX0oBi 3armcKku,



WOOEHHUKWM OOCNigXKyBaHMX abo oNUTYBaNbHUKK, XXYPHANIM BUAAYI NiKapCbKUX NpenapariB,
pPO30PYKIBKM MpUNaaiB, BepundikoBaHi Ta 3acBigyeHi konii abo po3wndpoBKkM doHorpam, Mikpoditli,
doTorpadivHi HeraTMBU, MIKPOMMNIBKM abo MarHiTHI HOCIi, PEHTreHiBCbKi 3HIMKMK, aAMIiHICTPaTUBHI
OOKYMEHTU, 3anmcu, Wo 36epiratoTbea B anTeli, NabopaTtopii Ta y BigaiNeHHi iHCTpyMeHTanbHoI
OiarHOCTUMKM), OCib, aKi 6epyTb yyacTb Y KIiHIYHOMY BUMPOBYBaHHI TOLLO);

(ab3au, TPMAUATb NepLwmnn NyHKTY 2.1 po3ainy Iy penakuii Hakasy
MiHicTepcTBa OXOpOHM 300p0B'A YKpaiHM Big 28.03.2022 p. N 538)

nobBiuHa peakKLis - y MeXax K/TiHIYHOro BUNpobyBaHHA NiKapCcbKoro 3acoby (opuriHanbHoro/
reHepM4yHoOro) abo Moro BUBYEHHS 32 HOBUM BUKOPUCTAHHAM, 0OCOBIMBO B Pasi, AKLLO TepaneBTUYHI
003U NMiKapCbKOro 3acoby He BCTAaHOB/EHI, 40 MOBIYHMX peaKLLiM Ha NikapCbKMin 3acib Tpeba
BiOHOCUTW BCi HeraTuUBHI Ta HenepenbadyBaHi BiAMoBigi Ha BBeAeHHSA NikapCbKOoro 3acoby 6yab-aKoi
nos3n. TepMiH "BignoBigb Ha BBeOEHHS NiKapCbKOro 3acoby" o3Havae, Wo iCHYE NpUHamMHI
NPEUNYCTMa BipOrigHICTb MPUYMHHO-HACMIAKOBOIO 3B'A3KY MiyK 3aCTOCYBaHHAM MiKapCbKOoro 3acoby
Ta NobivyHO peaKLUicto, TO6TO B3aEMO3B'A30K HE MOXHA BUKITIOUYUTU.

LLlo[o 3apeecTpoBaHMX NiKapCbKMX 3aCObIB e TePMiH 03HaJyaE BCi HeraTuBHI abo
HenepenbadyBaHi peakLii, NOB'A3aHI i3 3aCTOCYBaHHAM MiIKAPCbKOIro 3acoby y 3BMYalHMX [03aX 3
MeTo NpodiNakTMKKM, AiarHOCTUKKM abo NiKyBaHHA 3aXBOPIOBaHb, BiAHOBNEHHS, KOpeKLiii abo
BMAMBY Ha Qi3ionorivHi oyHKLUii;

nobiuHe apuLLe - Byab-9KMIN HECMPUATINBUIN MEONYHUI NPOAB Y OOCNiIAXKYBaAHOro, AKMUM He
060B'A3KOBO Ma€ MPUUMHHMK 3B'A30K i3 3aCTOCYBaAHHAM 1iKapCbKOro 3acoby. MobiyHUM aBULLEM
MOXKe ByTun Byab-a9K1MM Heba)KaHUM Ta HenepenbadyBaHMM NPoaB (Y TOMY YMCi 3MiHU
NabopaTopHUX OaHMX), CUMITOM abo 3aXBOPIOBaHHS, 9Ki 36iratoTbCca 3a YaCOM i3 3aCTOCYBaHHAM
(mocnioyyBaHOIo) NikapCbKOro 3acoby, He3aneHo Bif, TOro, MoB'a3aHo Le 3 MPUMOMOM
(mocnigoyKyBaHOro) NikapCcbKOro 3acoby um Hi;

rnonpaskKa Ao NPOTOKOY KAiHIYHOroO BUMNPOoByBaHHA - MMCbMOBWMIN OMMUC 3MiH abo popMarbHe
PO3'ACHEHHS TEKCTY MPOTOKO/Y KiHIYHOIo BUMPOBOyBaHHS,

MPOTOKON KNIHIYHOrO BMMPOOYBaHHS - AOKYMEHT, 9KMI OMUCYE 3aBAaHHA, METOLONOTIi0, MpoL.eaypu,
CTAaTUCTUYHI aCNeKTW Ta opraHisalito KAiHIYHOro BUMNPoBbyBaHHS, a TAKOX, 9K MPaBuIo, paHille
OoTPWMaHI AaHi LWoao AOoCNiOyKYBaHOMo NMiKapCcbKoro 3acoby Ta o6rpyHTYBaHHA KiHIYHOTO
BUMNPOOYBaHHS;

cepwo3Ha rnobivuHa peakuia abo cepiosHe NobidHe aBuLLEe - Oyab-aKMN HECMPUATIMBUIN MeandHn
MNPOSB MPW 3aCTOCYBaHHI NiKapCbKoro 3acoby (He3ane)Ho Bif A03yBaHHA), KM MPU3BOOUTb 00
CMePTIi; ABMFE 3arpo3y XXMUTTHO;, BMMarae rocnitanisavii abo npoOoBXXeHHa TePMiHy iCHYyoYoi
rocnitanisauii; NpuU3BoOAUTb 00 AOBroTpMBanoi abo 3Ha4yHOI HempaLe34aTHOCTI UM iHBaniaHOCTI, A0
BPOIYKEHMX aHOMani UM Bad PO3BUTKY;

CMOHCOop - topuamndHa abo disnuHa ocoba, gka Hece BigNOBiIOaNbHICTb 3a iHiliaLito Ta opraHizaLito
KMIHIYHOrO BUMNPOBYBaHHA NTiKapCbKoro 3acoby Ta/abo Moro ¢piHaHCyBaHHS,

CyTTEBaA MOTMPaBKa 00 NPOTOKOMY KiHIYHOrO BUMPOBYBaHHS - MomnpaBKa A0 MPOTOKOY KiHIYHOTO
BUMPOOYBaHHA BBa)AETbCA CYTTEBOID, AKLLO BOHA MOXXE MaTW iCTOTHUM BMIMB Ha 6e3neky abo
QIBUYHNM UM MCUXIYHUIA CTaH NaLlieHTa (300poBOro 4o6poBoObLA), WO Bepe ydacTb Y KAiHIYHOMY
BUMPOBYBaHHI, abo BMNMMHYTY Ha HayKOBe 3HaYeHHA JOCiAXKEeHHS,

yrNoBHOBakeHa ocoba 3 gkocTi (BUPOBHMKA) - pisnyHa ocoba, Mpu3HadveHa BUPOBHUKOM, aKa
BiOMOBIOaE 3a rapaHTito TOro, L0 KOXXHa cepia NikapCcbKoro 3acoby BMpobreHa 3 AOTPUMaHHAM
OCHOBHMUX MPUHLMMNIB HAaNeXXHOi BUPOOHMYOI MPaKTUKU, MPOKOHTPONbOBaHa BignoBigHoO 0o



cneumndikalin Ha NpenapaT i ga€ O03BiN Ha peani3alito abo Ha KNiHIYHI JOCNiOyKeHHA KOXXHOI cepii
Nikapcbkoro 3acoby.

2.2. IHWi TepMiHM y LiboMy [MopagkKy BXUBAOTbCA Y 3HAYEHHAX, HaBeaeHMX B OCHOBax 3aKOHOOAaBCTBa
YKpaiHv Npo oXopoHy 300p0B'a, 3akoHi YKpainu "Tpo nikapcbki 3acobun', CiMeMHOMY KoOeKCi
YKpaiHu/ Ta iHLWMX HOPMaTUBHO-MNPAaBOBMX aKTax.

I1l. 3aranbHi NPUHLMNM NpoBeAeHHS KNiHIYHMX BUNpo6yBaHb

3.1. YCi KNiHiYHI BUNpobyBaHHA MPOBOAATLCS BiAMOBIOHO OO0 MXXHAPOAHUX eTUUYHUX MPUHLMMIB i3
3abe3neyeHHaM 3axMCTy NpaB, 6e3nekn Ta 6narononyyys 4oCnimKyBaHMX. KniHiuHe BMNpobyBaHHA
MOXKe MPOBOANTUCH TiNIbKM B TOMY BMMAOKY, AKLLO O4iKyBaHa KOPUCTb BUNPaBAOBYE PU3MK.

3.2. KniHiuHi BUNpobyBaHHSA NiKapCbKKX 3acobiB MPOBOAATLCA 3 METOK BCTaHOBIEHHSA abo
niaTBepPOXKeHHa e PeKTUBHOCTI Ta HeLLKIOTMBOCTI NMiKapCbkKoro 3acoby. BOHM MO)YTb NMPOBOAMTUCS B
JIM3, aKi BM3Ha4yaloTbCa LLIeHTPallbHUM OpPraHoOM BMKOHaBYoi Bfagu, Wo dopMye Ta 3abe3nedye
peanis3auito gep»aBHOI MONITUKK Yy chepi OXOpPOoHM 300p0B'a (oani - LLOBB), 3a HagBHOCTI pilleHHS
Npo NpoBeaeHHsa KNiHIYHKMX BUNpobyBaHb LIOBB (nani - piweHHa LIOBB), wo npumnMacTbca Ha
nigcTaBi MO3UTUBHOIO BUMCHOBKY €KCMePTU3MN MaTepianiB LWoa0 NpoBeaeHHs KiHIYHOMo
BUMNPOOBYBaHHS, AKMM HagaeTbca LieHTpoM (gani - BUCHOBOK).

(myHKT 3.2 po3ainy llly pegakuii Hakaly MiHicTepcTBa
OXOPOHM 300poB'a YKpaiHu Bia 18.12.2014 p. N 966)

3.3. Yci ocobu, aki [ony4atoTbCa 40 NPOBEAEHHSA KITiHIYHOMO BUMNPOOYBaHHS, MOBUHHI MaTK HaNeXHY
OCBITY, MpodecinHy MiAroTOBKY M OOCBIAQ ANF BUKOHAHHA GYHKLLIM Ta 060B'A3KIB, MOB'A3aHMX 3
KNiHIYHUM BUMPOBYBaHHAM.

3.4. Bubip pocnigHukie Ta J1MN3 noknagaeTbca Ha cnoHcopa. BuMoru go pocnigHukis ta M3
HaBeOeHo B po34ini V uboro MNopaaky.

CrnoHcop Moye generyBaTm Byab-aki abo BCi CBOi GyHKLLT KOHTPaKTHIM OOCNiIOAHMLbKIM opraHi3aLii.
Mpw LbOMY CMOHCOP 3a5MLLAETLCA BiANOBIAANbHMM 3a iHilialito Ta MpoBeaeHHS KNiHIYHOro
BUMNPOOYBaHHA Ta 33 iHpOopMaLLito, aka Byna 3ibpaHa B pe3ynbTaTi KNiHIYHOro BUNpobyBaHHA.

3.5. YCi KNiHIYHI BUNPOoOByBaHHA PO3MNoYMHaloTbca nicnga NpUMHATTA pilleHHa LIOBB, oTpuMaHHg
npoTokony(iB) KoMicii(1) 3 NTaHb eTuKKM Npun J1M3, ae 6e3nocepeHbO MaE NPOBOANTUCA KIiHIYHE
BMMNPOOYBaHHSA LWOOO MOrOAXKEHHS LibOro K/iHIYHOMO BUMPOOYBaHHS, LLIO € MiACTaBO A9 NoYaTKy
MOro NpoBefeHHs, Ta YKNa4eHHsa OroBOPY MNPO CTPaxyBaHHSA XXUTTA | 300poB'a NalieHTa
(mobpoBonbLs) y Mopaaky, nepeadadeHoOMY 3aKOHOOABCTBOM.

(myHKT 3.5 po3giny Iy pepakuii Hakaly MiHicTepcTBa
OXOPOHM 300p0B'A YKpaiHM Bif 18.12.2014 p. N 966)

3.6. 3abe3neyeHHs KOHPIAEHUIMHOCTI JOKYMEHTIB, LLIO MOXYTb iAeHTUdiKyBaTV 0Ccoby
[OCNiOXKyBaHOro, € HeOOXiAHOK YMOBOIO A/19 3aXMCTy NpaB LOCAIAXKYBaHOrO.

3.7. TInaHyBaHHg, MpoBedeHHA Ta 3BITHICTb YCiX KNiHIYHMX BUMPOOBYBaHb, Y TOMY YMC/i OOCAiOYKeHb 3
OLiHKM BioeKBIBaNneHTHOCTI, 30iMCHIOITHCA 3 AOTPUMaHHAM BUMOT Ta MPpUHUMNIB HanexHoi
KMiHiYHOI NpakTukun (GCP).

KoykHe KniHiYHe BMNpobyBaHHA NiKapCbKOro 3acoby MoBMHHO ByTK BHeceHe A0 nepeniky KiHiuHnX
BUMPOBYBaHb, AKMIN PO3MILLYETbCA Ha odilinHoMy canTi LIOOB 0o BK/IOYEHHS MepLLOoro
OOCNiOXKyBaHOro. BHeCceHHsa KNiHiYHOro BUMPoObyBaHHSA 00 Nepeniky HOCUTb iHbopMaLiMHNIA
XapaKTep Ta He MOBUHHO MepeLLlKOKaTV Moro NpoBeaeHH!o.



(NyHKT 3.7 pozainy Il gonoBHeHO ab3au,oM ApYyrMM 3rigHO 3 HAKa30oM
MiHicTepcTBa OXOpoHM 300poB'a YKpaiHu Big 01.10.2015 p. N 639)

3.8. AKWOo gocnioyKyBaHMM NiKapCbKMA 3aci6 HaNeXXMTb 40 HAPKOTUYHKMX 3aCOBIB, MCUXOTPOMHMX
peYyoBUH abo NpPeKypCcopiB, NPOBEAEHHS KNiHIYHOrO BUMPOOYBaHHSA 30iMCHIOETLCA TAaKOXK 3
OOTPUMaHHAM BMMOI 3aKOHOAABCTBA MNPO HAPKOTUYHI 32CO6U, MCUXOTPOMHI PEYOBUHMU i
npeKypcopu.

3.9. Inqa 3abe3neyeHHs 9KOCTI YCixX acnekKTiB K/iHIYHOro BUMpobyBaHHA BUKOPMCTOBYETHCA CUCTEMA
neBHUX MpoLenyp.

3.10. PeecTpaliqa, o6pobka i 36epexweHHa OTPMMaHOI Nif Yac KNiHIYHOro BMMNpobyBaHHSA iHpopMauii
MaloTb 3abe3redyBaTi KOPeKTHe HafdaHHg, iHTeprpeTalito i Bepudikalito AaHMX, He3anexHo Bif
POPMUM CTBOPEHHSH, BUKOPUCTAHHSA €TeKTPOHHOI iHPOopPMaLLIMHOI cMCTeMU, criocoby nepenadi Ta
36epiraHHs.

(@63au nepwmm NyHKTY 3.10 pozainy lll y pegakuii Hakasy
MiHicTepcTBa OXOPOHU 300pOB'a YKpaiHM Big 28.03.2022 p. N 538)

Mepenik OCHOBHUX JOKYMEHTIB K/iHIYHOro BUMNPoByBaHHS, ki 36epiratotbea y J1M3 / Micui
npoBeneHHA BUNPoObyBaHHA Ta y CMOHCOPa, HaBe4eHO B 4o4aTKy 140 Lboro Mopsaaky, Wi AOKYMeHTH
MatoTb 36epiraTmca He MeHLUe HiXK 15 pokiB nicng 3aBepLUeHHa KNiHIYHOro BUMNPOByBaHHA y
APXIBHOMY MPUMILLEHHI.

3.11. BUpobHMLTBO Ta 36epeXkeHHA OOCMiOyKyBaHOMO f1iKapCbKOro 3acoby, a TakoyK MOBOOYKEHHS 3
HWM 30iMCHIOIOTbCA Y BCTAaHOBMEHOMY 3aKOHOOaBCTBOM MOPAAKY 3 AOTPUMAHHAM BUMOr HanexHoi
BUPOBHMYOI NpakTnkM (GMP) Ta Hane<Hoi KniHivyHoi npakTuku (GCP).

OCHOBHIi BUMOIM 00 MapKyBaHHA OOCiIOXKYBaHOIo f1iKapCbKOro 3acoby HaBedeHi y po3aini VI uboro
Mopanky. JocniayyBaHUM NiKapCbKMM 3aci6 BUKOPUCTOBYETLCS TiNTbKWM BiAMOBIAHO 00O
3aTBEPOYKEHOr0 NPOTOKONY KAIHIYHOrO BUMNpPOoByBaHHA.

3.12. Ha 6yab-aKkoMy eTani KNiHiYHOro BUNpobyBaHHsS abo Mnicnsa Moro 3aBepLlUleHHs LileHTp Moxke
MPOBECTU KMiHIYHUM ayauT KNiHIYHOIo BUMPOBYBaHHA Ha NpeaMeT JOTPpMMaHHA HanexHoi KNiHiuHoi
npakTukum (GCP) BianoeigHo o po3ainy Xl uboro Mopaaky.

(myHKT 3.12 po3giny lll y pegakuii Hakaly MiHicTepcTBa
OXOpPOHM 300poB'a YKpaiHu Big 01.10.2015 p. N 639)

IV. OCHOBHi BUMOIrM [0 3aXUCTY AOCNIAXKYBaHUX
1. 3arasbHi NOMIOXKEHHS NPO 3aXUCT AOCNIAXYBaHUX

1.1. 3ax1CT JOoCNioyKyBaHMX 3a6e3MeUyeThbCa LAAXOM OLLIHKM CMiBBIOHOLEHHSA PU3UK/KOPUCTDb SK
rnepen NpoBedeHHAM KOXXHOIMo K/TiHIYHOro BUMNpoBbyBaHHSg, B TOMY YMC/Ii Ha NigCcTaBi mornepenHix
rnpoBeaeHWX OOoCigyKeHb, TaK i Nig Yyac Moro npoBedeHHa LWAAXoM Harnaay 3 6oky LleHTpy Ta KoMicin
3 NUTaHb eTUKKM Npwu JIIM3.

1.2. 3abe3ne4yeTbCcs 0COBNMBUM 3aXMCT MALIEHTIB, AKi HECMPOMOXKHI AaTh iHbopMoBaHy 3roay Ha
y4yacTb Y KMiHIYHOMY BUMPOBOyBaHHI. Taki MaLLiEHTM He BKTOYaoOTbCA B KMiHIUHE OoCNiayXeHHd, KLLO
MOro MOXXHa MPOoBEeCTW 3a y4acTHo OCi6, AKi CMPOMOXHi 0CcoBbMCTO HagaTu iHPOPMOBaHy 3roay.

MauieHTn, aKi HECMPOMOXKHI AaTn iHGOPMOBaHY 3rofy, BKOYATbCA B KiHIYHE BUMPOOYBaHHS
TiNbKM TOAI, KOMM € NiACTaBU OYiKyBaTK, L0 3aCTOCYBaHHA OOCiIOXKYBaAHOrO NiKapCbKOro 3acoby
npuHece 6esnocepenHio KOPUCTb MaLieHTY | BOHa byae nepeBuLlyBaT PU3UK.



Y BMNagKax, Konu go KMiHiYHOro BMNpoobyBaHHSA 3a5y4YatoTbCa MaLiEHTU, 9Ki B CUY CBOIO KMiHIYHOIO
CTaHy HECMPOMOXHi 0COBMCTO AaTh iHbopMoBaHy 3roay, HeobxigHO oTpMMaTU iHbopMoBaHy 3roay
3aKOHHOIO MPeacTaBHMKa, a Y Pasi Moro BiACYTHOCTI - BNIM3bKUX POAMYIB. Y NPOTOKONMI KMiHIYHOIO
nocnimkeHHs abo B nonpasL,i 40 HbOro MoBMHHA ByTK onKMcaHa npouenypa oTpUMaHHS
iHpOpPMOBaHOI 3roan MauieHTa Mic/aga Toro, gk y Hboro 6yae BigoHOBEHA CMNPOMOXHICTb 0COBMCTO
natu iHbopMoBaHy 3roay.

1.3. KniHiuHe BMMpobyBaHHA MOY<e MPOBOANTUCS Y pasi, KONu:

1.3.1 oUiKyBaHMIM PU3MK i HE3PYYUHOCTI By 3BaXKeHi CTOCOBHO O4iKyBaHOI KOpUCTi Ong
OOCNIOXYBaHUX (MaLieHTIB/300p0BUX OBPOBONMbLLLIB);

1.3.2 pocnipyKyBaHMiM abo, 9KLLO BiH HEe 30aTHMM 0COBUCTO AaTK iIHPOPMOBAHY 3roay, MOro 3aKOHHUIN
npencTtaBHUK, a B pa3i BiACYTHOCTI 3aKOHHOIo NMpeacTaBHUKA Y MaLieHTIB, 9Ki NepebyBatoTb y
KPUTUYHOMY Ta HEBIiOKMaAHOMY CTaHax, - 6IM3bKMM POOMY MaB MOXJTMBICTb Nig Yac PO3MOBU 3
BiQMNOBigaNbHVUM OOCNIOHVMKOM / OCNIAHUKOM, BiAMOBIiAaIbHMM 32 OTPUMaHHS iHPOPMOBAaHOI 3roau,
3P0O3YMITU METY, PU3UK i HE3PYYHOCTI KiHIYHOrO BMMPOOBYBaHHS, @ TAKOXX YMOBMW, 33 AKMX BOHO byae
NPOBOANTUCS;

1.3.3 npaBa OocnigXXyBaHoro Ha ¢isnyHe i ncuxivyHe 6narononyyysa, TAEMHULLKD OCOBUCTOrO XUTTA i
3aXMCT NepcoHanbHMX JaHMX 3abe3nedyeHi BianoBigHO 00 BUMOTI 3aKOHOOABCTBa;

1.3.4 y BUHSATKOBUX BUMaAKax, SKLO ocoba He B 3MO3i MMcaTu/MmTaTit, TO Heto Moxe ByTu JaHa yCHa
3roga B NPUCYTHOCTI MiHIMyM OOHOIO CBiAKa, SKMM MMCbMOBO 3acBigyye 3roay mauieHTa B
iHbopMOBaHiIl 3rofi;

1.3.5 33 6axkaHHAM OOCNIAYKYBaHUM (3aKOHHUM NPeaCcTaBHUK / 6BAM3bKMIA poaMy, WO NignMcas
iHbopMOBaHy 3roay) y byab-aKmMii Yac Moxke 6e3 Byab-aKoi LKoaM ana cebe (QocnioyKyBaHOro)
MPUMNUHUTM YYaCTb Y KIiHIYHOMY BUMPOBOYBaHHI;

1.3.6 nignyHKT 1.3.6 NyHKTY 1.3 rnaeu 1 po3ainy IV BUKAO4YEHO

(3rigHO 3 Haka30oM MiHICTEPCTBa OXOPOHM
300poB'a YKpaiHu Big 06.05.2014 p. N 304)

1.4. Mpy BUHUKHEHHI ByOb-aKoi Mo6i4YHOT peaKLiii, Lo MoXXe POo3LiHIOBaTUCA 9K CTPaxoBUMM BMMaOoK,
BiQMNOBiganbHWUM JOCNIOHUK / 0OCMIOHUK MaE HEBIOKNAOHO, ane He Mi3HILLe HiXK NPOoTAroM OBOX
KaneHgapHUX gHIiB 3 4aTh oTPMMaHHSA iHpopMaLii MPo BUHUMKHEHHS NOBGIYHOI peaKLuii, iIHPopMyBaTH
Mpo Le CrnoHcopa.

1.5. CnoHcop NpoTaroM 7 KaneHoapHUxX AHiB 3 gaTK, KOAu npo Le CTano BigoMo, HanpaBngae
BiOMOBiOHE NMOBIOOMMEHHA 00 CTPaxXxoBOi KOMMaHii.

(MyHKT 1.5 rnaBun 1 po3ainy IV i3 3MiHaMK, BHECEHMMMU 3riOHO 3 HAKA30M
MiHicTepcTBa OXOpoHM 300poB'a YkpaiHu Big 06.05.2014 p. N 304)

1.6. JocnigyKyBaHUM abo 3aKOHHUI NMPeacTaBHUK / 6AU3bKi poauyi MOXKYTb M iHiLiaTMBHO (Lo Mae
OyTW 3a3HavYeHo B iHPOPMOBaHIM 3rodi) NpoTarom 9 KaneHOgapHWX OHIB MOBIAOMUTM BiAMOBIAHY
CTPaxoBy KOMMaHio Npo ¢haKT HacTaHHSA No6iuHOT peaKL,ii Ang OLiHKK ii 9K CTPaxoBOro BUNaakKy.

2. HapaHHS iHdpopMauii nadieHTaM (3aopoBUM AO06POBOSbLAM) NPO KJiHIYHe BUNpobyBaHHSA Ta
oaep)XaHHSA BiA HUX iHpopMoBaHoOiI 3roau

2.1. MauieHTn (300poBi 4OOPOBOMbLLI), AKMX MIAHYETLCA 3a/TYUYNTU A0 KNiHIYHOrO BUMNPOOYyBaHHS,
MaloTb OTPMMaATM OOCTaTHbO iIHPOPMaLii MPOo MeTy Ta CyTb KiHIYHOMO BUMPOOyBaHHS.
BignosiganbHWUM OOCAiOHUK / OOCNIOHUK, BiAMOBIOAbHUIA 32 OTPUMaHHA iHPOPMOBaHOI 3roau,
iHbOpMye NauieHTa (300P0BOro 4OBPOBOSBLIA), @ AKLLO TOM HECMPOMOXHUIM CaMOCTIMHO OaTu



iHbOPMOBaHy 3rofy, MOro 3aKOHHOIO NpPeacTaBHMKa / BNIM3bKOro POAMYa, LLOOO BCiX acMneKTiB
KNiHIYHOTrO BUMPOBYBaHHS.

2.2. PilweHHa naLieHTa (300poBoro 0obpososbLs) abo MOro 3aKOHHOro NpeacTaBHMKa / 6M3bKoro
poauya Woao NPUMHATTS ydacTi abo NPoOoBXKeHHA Yy4YacTi B KNiHIYHOMY BUMNPOByBaHHI Mae ByTun
MNPUMHATE HUM CaMOCTIMHO M BiNlbHO, 6€3 ByAb-AKOIro TUCKY Ha HbOTO.

2.3. [MncbMoBa Ta yCHa iHpopMaLig Npo KAiHiYHe BUNpo6byBaHHA He NMOBUHHI MiCTUTK
BMCNOB/IIOBAHb, LLIO 3MYLLYIOTb MaLieHTa (300p0BOro 4O6poBOMbLA), @ TAKOX MOro 3aKOHHOTO
npencTaBHMKa / 61IM3bKOro poamya BiAMOBUTUCH Bif CBOIX MpPaB., LLO 3BiNbHAOTb AOCIIOHUKAE,
CrnoHcopa KIiHIYHOro BMNpobyBaHHA Bif BigNOBiganbHOCTI 3a 3anoigHy LwKoay.

2.4. MncbMOBI MaTepianuM Ta ycHa iHdopMaLlisa Npo KiHiYHe BUMNPOByBaHHA HE MOBUHHI MICTUTH
cneLlianbHUX TEPMIHIB | MatoTb ByTK 3P03YMINi NAaLEHTY (300POBOMY AO0OPOBOMbLLIIO) a0 3aKOHHOMY
npencTaBHUKY / 6IIM3bKOMY poauyy.

2.5. JocnigHMK Hagac nauieHTy (30opoBoMy A06p0oBOMbLII0) abo 3aKOHHOMY MPeacTaBHUKY /
6113bKOMY POAMYY OOCTATHIO KiNbKICTb Yacy ANA NPUMNHATTS PiLUEHHSA MPO Yy4YacTb Y KIiHIYHOMY
BUMNPOByBaHHI. MaLieHT (300poBunin 0obpoBoneLb) abo 3aKOHHUN NPeacTaBHUK / 6BNN3bKMM poany
MOBUMHEH OfepPXKaTh BMYEpPNHi BiAMOBIAI Ha BCi MUTAHHA WOA0 KNiHIYHOro BUNPOOyBaHHS.

2.6. BUMormn oo nnMcbMoBOi Ta yCHOI iHpOopMaLLii, Lo HaOAETbCA NALIEHTY (3000P0BOMY A0OPOBOMbLLIO)
ab0o 3aKOHHOMY MpPeacTaBHUKY / 6MIM3bKOMY POAMYY, HaBedeHi Yy 4oAaTKY 2 40 Lboro Mopagky:

(ab3ay, NneplWKnin NYHKTY 2.6 rNaBum 2 po3ainy IV y pegakuii Hakasy
MiHiCcTepCTBa OXOpPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

OOCNIAHULBKOIO XapakTepy KiiHIYHOro BUMPoByBaHHS;
3aBAaHb KNiHIYHOro BMUMPOBYBaHHS;

JOCNimyXYBaHOIO NMiKapCbKoOro 3acoby, B TOMY YMC/i CTOCOBHO BipOrigHOCTI NOBIYHMX peaKLin Ta
MOXX/TMBOCTI 3a/lydeHHa 00 OAOHIEl 3 rpyn KMAiHIYHOrO BUNPOByBaHHS;

npouenyp NpoBeaeHHd KAiHIYHOrO BUNPOBOYBaHHS;

npaB Ta 060B'A3KIiB AOC/iOYKYBaHOrO;

He3py4HOCTEN ONda OOCNIAYKYBaHOMO, @ TAKOX OYiKyBaHOI0O PUM3MKY Ta OUiKyBaHOI KOPWCTI;
KNiHIYHOTO BMMPOBYBaHHS, K€ He HOCUTb NiKyBasibHOIo XxapaKTepy;

iHLUMX BUAOIB MEOMKAMEHTO3HOro abo HeMeaMKaMeHTO3HOr O MiKyBaHHS, LLO MOXYTb ByTH
npuv3Ha4veHi gocnigyKyBaHoOMYy;

KOMMeHcaLlii Ta/abo NikyBaHHS, Ha 9Ki OOCMIOXKYBaHMM MOXKe pO3paxoByBaTW y pasi 3aBAaHHA LLIKOAM
Moro 300poB'to Nif Yac KNiHIYHOMO BUMNPOOYBaHHS;

pPO3Mipy BUMMAT AOCNIOXKYBaHOMY, AKLLO TaKi NepenbdadeHi;

BUTPAT OOCNIOXKYBaHOro, AKLLO TaKi O4iKyOTbCS, MOB'A3aHI 3 MO0 y4acTio B KITiHIYHOMY
BMMPOGYBaHHI;

[06POBINBbHOI YYaCTi Y KNiHIYHOMY BUMNPOOBYBaHHI i LLO OOCNIOXKYBaHMM MOXKe BiAMOBUTUCS Bif, Hei B
OyOb-aKMIM MOMeHT 6e3 ModcHeHb, 6e3 ByOb-a9KMX CaHKLiM abo obMeyeHb MOoro rnpas;

npaB NpeacTaBHKWKIB LLeHTpY, KOMiICIi 3 MUTaHb eTUKK Ta CMoHCOopa CTOCOBHO 6e3nocepeaHboro
ooctyny go iHpopMaLii y MepBUHHIM MedM4YHIN OOKYMEHTALLIT 4OCNiOXKyBaHOro Asia NnepeBipKu



npoueayp Ta/abo OaHUX KNiHIYHOro BUMNpobyBaHHA Ta/abo ii 06p0o6KU, He MOPYLLYIOUM MPW LboMY
AHOHIMHOCTI OOCNiaXXyBaHOro;

CBOEYACHOCTI 0O3HaMOMMEeHHA OOCiOXKyBaHOro abo MOoro 3aKOHHOro NpeacTaBHMKa 3 HOBOO
iHpopMaLi€to, L0 MOYe BMMIMHYTK Ha GaykaHHA OOCiOXKYBAaHOMO NPOOOBXMTM yUYacTb Y KIiHIYHOMY
BUMNPOOBYBaHHI;

0Ci0, 10 9KMX MOXHa 3BEPHYTUCA A4 OfePXXaHHAa JoOaTKOBOI iHpopMaLii Mpo KiHivuHe
BUMPOBYBaHHS | NpaBa 4OC/iOXKYBaHOIo, a TakoXK di3UUHUX Ta/abo IPUOUYHUX OCIB, 3 AKMMMN
OOCNIoXXYBaHUM MOXKe 3B'A3aTMCA Yy pa3i 3aBOaHHA LWKOOM MOro 300poB'to Mifg Yac KAiHIYHOIro
BUMNPOOYBaHHS;

o6cTaBMH Ta/abo NPUUMH, Yepes aKi ydacTb OOCNiAXKYBaHOMO Y KiHIYHOMY BUMNPOByBaHHI MoXxe ByTun
NPUNUHEH3;

TPWBANOCTI y4acTi JOCNiImKYBaHOIO Y KMiHIYHOMY BUMPOBYBaHHI;
NPUBAN3HOI KiNbKOCTI AOCNIOXKYBaAHUX, L0 BpaTUMyTb y4acTb Y KAiHIYHOMY BUMPOOGYBaHHI.

BigmoMocTi Mpo gocnioyyBaHoro 36epiraloTbCa B TAEMHMULL Ta 06pOoBNAITLCA B MeXKax KNiHIYHOro
BUMNPOOYBaHHA Y 3HeocobneHoMy BUaai.

2.7. 0o no4aTKy y4acTi B KMNiHIYHOMY BMMPOoOYyBaHHI NaLieHT (3nopoBuin aobpoBonelb) abo Moro
3aKOHHWM MpeacTaBHUK / BIM3bKMIM POOMY, @ TAaKOXK BiAMNOBIiAaNbHUI OOCNIOHUK/OOCNIOHUK,
BiOMOBIAaNbHMM 3a OTPMMaAHHSA IHPOPMOBAHOI 3rogm, NIANMUCYOTb Ta BJTACHOPYYHO OATYHOTb OBa
NPUMIPHMKK iHPOPMOBAHOI 3roam y nanepoBin dopMi abo NigNUCYIOTb eNeKTPOHHUM NiAMMCOM
iHbopMOBaHy 3rofy B eNeKTPOHHIN dopMi. IHbopMOBaHa 3roda pPo3apyKOBYETLCH Y ABOX
MPUMIpHUKaXx, MO 04HOMY MPUMIPHUKY 015 BiANOBigabHOro AocnigH1Ka / OoCnigHMKa Ta
nocnimpkysaHoro. O60B'A3K0BO Ma€ 6yTM 3a3HaYeHO, Lo 3rofa HadaHa OOCNioKYBaHUM/3aKOHHUM
npeacTaBHUKOM/6MN3bKMM poaMyemM OoBpPOoBINbHO Ha MiAcTaBi ogep»aHoi MoBHOI iIHbopMaLii Npo
KNiHiYHE BUMPOBYBaHHS.

(MyHKT 2.7 rnaBu 2 po3ainy IV y pefakuii Hakasy
MiHicTepcTBa OXOpPOHWM 300p0B'A YKpaiHM Big 28.03.2022 p. N 538)

2.8. Mpwu 3any4yeHHi 0o KMiHiYHOro BMnpobyBaHHA (TepaneBTUYHOro abo HeTeparneBTUYHOro) ocib, Ha
YUaCTb GKMX 0BOB'S3KOBO MOTPIGHE MOrOAXKEHHS iX 6aTbKiB/3aKOHHOMo NpeacTaBHMKa/6amM3bKoro
poaunya (Hanpuknag, ManoniTHi abo HEMOBHONITHI, HeAie30aTHI ocobun), Li ocobu iHbopMyoTbCA B
Me)KaxX iX PO3yMiHHS, @ HEMOBHOJMITHI BNacHOpPYyY NiAMMCYOTb | 4aTyoTb iHbopMoBaHy 3roay, abo
NionMCYoTb eNeKTPOHHUM NiANMCOM iIHDOPMOBaHY 3roay B eNTeKTPOHHIM dopMi.

(MyHKT 2.8 rnaBu 2 po3ainy IV y pepakuii Hakasy
MiHiCTepCcTBa OXOpPOHM 300p0B'Aa YKpaiHu Big 28.03.2022 p. N 538)

2.9. OaVH NPUMIPHMK NignmncaHoi Ta gatoBaHoi iHPopPMOBaHOI 3roan 36epiraeTbca y
BiOMOBiOaNbHOrO AOCNiOHWKaE /OOCMiOHMKE, @ MICNA 3aBePLUEHHSA BUMPoByBaHHA - B apxisi J1M3 (y
naneposin Ta/abo eNeKTPOHHIN GOPMI) MPOTArOM He MeHLUe 15 PoKiB Mic/1g 3aBepLUeHHS
BiQMOBIOHOIro KMiHIYHOrO BUMNPOOYBaHHS.

(MyHKT 2.9 rnaBu 2 po3ainy IV y pepakuii Hakasy
MiHiCTepCcTBa OXOpPOHWM 300p0B'a YKpaiHM Big 28.03.2022 p. N 538)

2.10. KL nauieHT nepebyBac B KPUTUUHOMY abo HeBiAKMNaaHOMY CTaHi, LLO He Ja€ MOX/TMBOCTI
OTPUVMAaTU Y HbOTO IHPOPMOBaHY 3rofly Ha y4acTb Y K/iHIYHOMY BUNpOoByBaHHI, Taka 3roaa
OTPUMYETHCH Y MOro 3aKOHHOIO NpeAcTaBH1Ka / BNM3bKOro poamnya.



Y pa3si HeMOXXTMBOCTI oAep>XaHHA IHPOPMOBAHOI 3rogmn y NauieHTa i BiQCyTHOCTI MOro 3aKOHHOI o
npencTaBHWKa / 6NIM3bKOrO POAMYa 3a5ydeHHS TakMX MaLLIEHTIB A0 KMiHIYHOro BUMNPoByBaHHA He
OOMYyCKAETbCH, iM Ma€ HadaBaTMUCA MedMYHa OOMOMOra y BCTaHOBTIEHOMY MOPSAOKY.

2.11. IHbopMoOBaHa 3rofa Ma€ TakoX MiCTUTK 3rofy naLiieHTa (3gopoBoro nobpoBosbls) abo NMoro
3aKOHHOIO NpeacTaBHMKa / 6M3bKOro poarya Ha 06pPoBbKY MOro NepcoHanbHUX JaHHUX, a caMe
iHbopMaLito Wo[o:

MeTU 06PO6KM MepPCoHaNbHUX AAHUX;

CK/1ady Ta 3MICTY NepPCOoHaNbHUX OaHUX;
BONOAINbLSA NePCOHaNbHMX AaHMX MALLIEHTS;
OOCTYry A0 NepCOoHaNbHUX OaHUX TPETIX ocib.

2.12. Yca iHbopMauia B iHOOPMOBaHIM 3rofi BUKMIaAAETbCA 3p03yMifoto MaLieHTy abo 300poBOMYy
006pOoBOMbLII / 3aKOHHOMY MPeAcTaBHUKY / 6MTM3bKOMY POAMYY MOBOIO.

2.13. Mopanok HagaHHsa iHbopMalLlii Npo KAiHiYHe BMMpobyBaHHSA NaLLieHTy (300pOBOMY
006POBONbLLIO) / 3aKOHHOMY MpeacTaBHUKY / BM3bKOMY PoaMYy, @ TaKOXK OTPUMaHHSA iHbOpPMOoBaHOI
3roau Bi HbOro MOXKYTb NepeBipaATHUCA LLeHTpoM, KoMicieto 3 MMTaHb eTUKKM npu J1M3 Ta CNOHCOpPOM.

2.14. JocnigyKyBaHW (3aKOHHWI NMpeacTaBHUK / 6TM3bKUM POANY) Yy pasi NopyLLeHHs Nnpas
OOCNiOXKyBaHOro Nif Yac NpoBeaeHHs KMiHIYHOro BUMPOoOyBaHHA MOYKe 3BEPHYTUCSA 4O CMOHCOoPa,
LeHTpy, KoMicii 3 nnTaHb eTukM npun J1M3, LOBB ato 0o cyay B yCTaHOBIEHOMY 3aKOHOJaBCTBOM
nopaaky.

2.15. [HTepecu gocnigyKyBaHuUX (MaLieHTiB / 300poBMX 0OBPOBONMbLLIB) 3aBXOU NepeBaXkaloTb Haf,
iHTEpEecaMmM HayKM i CyCcninbCTBa.

3. KniHiyHi BUNpo6yBaHHS 3a yYacTIioO MaNosliTHIX Ta HENMOBHOMITHIX AiTen

3.1. KniHivyHi BUNpobyBaHHA 3a y4acTio ManoniTHIX (0o 14 pokiB) Ta HeNMoBHOMITHIX (Bia 14 0o 18 pokis)
OiTen NnpoBoaATbCa y pasi:

a) oTpUMaHHS iHbOopPMOBaHOI 3roan y NanepoBin abo enekTPoHHIM dopMi 0box BaTbKiB,

(mignyHKT "a" nyHKTY 3.1 rnaBu 3 po3ainy IV y penakuii Hakasy
MiHiCcTepcTBa OXOpPOHM 300p0B'Aa YKpaiHu Big 28.03.2022 p. N 538)

6) HagaHHS OOCTYMHOI ANd PO3YMiHHA ManoNiTHLOK Ta HEMOBHOMITHLOK AUTUHOW MMCbMOBOI Ta
YCHOI iHpOopMaLLii Mpo KAiHIYHe gochnigy)eHHs. AKLWO ManoniTHIM CNPOMOXHUM, BiH YCHO A€ CBOO
3roay Ha y4yacTb Y KAIHIYHOMY OOCAIOXEHHI.

HenoBHOMITHIM NaLieHT ocobUCcTo NiaNMcye Ta AaTye iHbopMOBaHy 3rofy Yy rnaneposi abo
eNeKTPOoHHIN dopMi, abo nignmcye eNeKTPOHHUM NigNMCoOM iHPOPMOBaHY 3rofly B e1eKTPOHHIN
dopMmi.

(ab3aL, apyrmn NignyHKTy "6" nyHKTY 3.1 rnasu 3 po3ainy IV y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 300p0B'A YKpaiHM Big 28.03.2022 p. N 538)

BionosiganbHUM OocnigHWK / 4oCNiOHWK, BignosiganbHUM 3a OTPUMaHHS iHPOPMOBaHOI 3roau,
ypaxoByeE aBHe BaXkaHHA MasioNiTHbO! Ta HEMOBHOMITHBOT AUTUHM B3ATU ydacTb, abo BigMOBUTUCS Bif
Yy4acTi B KNiHIYHOMY OOCigXKeHHIi, abo BUNTU 3 HbOTro B Byab-AKMI Yac;

B) BiACYTHOCTIi BUKOPUCTaHHSA ByOb-AKMX 3a0X04eHb abo CTUMY/IB, KpiM KOMMeHcallii y pa3i 3aBoaHHs
LLIKOAM 300POB't0 Mif Yac KMAiHIYHOIro BUMPOBbyBaHHS;



r) ManoniTHI Ta HEMOBHOMITHI AiTW ofdepP)XaTb 6e3nocepeHio KOPUCTb Bif y4YacCTi y KIiHIYHOMY
BMMNPOOYBaHHI, AKLLO:

KNiHiYHEe BUMpOoBbyBaHHA HeobxigHe AN NiaTBepayKeHHA JaHMX, OTPUMaHUX Nig Yac iHWMX KATHIYHMX
BUMPOOBYBaHb, AKi MPOBOAMINCE Ha OOPOCNMX, abo ONd NiATBEPOXKEHHS AaHWX, OTPMUMaHMX 33
JOMOMOrOH0 iHLWMX MeTOoAIB OOCNIOYKEeHHS;

KNiHIYHEe BUNPOOYBaHHA CTOCYETbCH 3aXBOPIOBaHb, Bif AKMX CTPa)4akoTb MafoniTHI Ta HEMOBHONITHI
0iTw;

KNiHiYHe BMNpPOoOYBaHHA MaE€ TaKi 0COBMMBOCTI, LLO MOro MOXKHa NPOBOAMTU TiNNbKK 3a y4acTIo
MafoniTHIX Ta HEMOBHOMITHIX OiTel;

r) MnaHyBaHHSA KNiHIYHKMX BUNPOBOyBaHb 34IMCHEHO TaKMM YMHOM, WO MiHiMi3oBaHi 6inb, AMCKOMDOPT,
CTpax i pusmk. MNopir pusmKy i CTyniHb ANCKOMDOPTY, 6OMI0 UITKO BM3HAYaOTbCs i MOCTIMHO
BiOCTEXYIOTbCS.

3.2. IHbopMaLisa Npo 3any4YeHHs 00 KiHIYHKMX BUNPoByBaHb ManoniTHIX Ta HEMOBHONMITHIX AiTemn
HadaETbCca B AOBINbHINM dopMi, ane 3 060B'A3KOBMM 3a3HAYEHHAM MPI3BULLA, iIMeHi Ta No 6aTbKoBI,
BiKy OUTUHM, MPI3BULL, iMEH Ta Mo 6aTbKoOBI 6aTbKiB, MiCLA MPOXXMBAHHA OANTUHM, HAABHOCTI
iHpOPMOBAHOI 3roan, KOPOTKOIrO BMKIAOAEHHS CyTi KMiHIYHOro BMNpobyBaHHA Ta 3 060B'A3KOBOIO
Mo3Hauvkolto, Wo iHbopMaLiq, gKa HadaeTbCs, € KOHIAeHLUiMHOot. LLg iHpopMaL,ia HanpaBNaETbCH
BiOMOBiOaIbHUM OOCNIAHUKOM / OCNIAHNKOM A0 OPraHiB oMKW Ta MiKMyBaHHA 3a MicLeM
MOCTIMHOIO NPOXWBAHHA ANTUHK NPOTAroM 006K 3 ATV OTPUMaAHHS iHGOPMOBaHOI 3rofn Ha ydyacTb
Yy KAiHIYHOMY BMMpPo6yBaHHI BigNoOBiAHO A0 NiANYHKTIB "a", "6" nyHKTy 3.1 uwiei rnaBw.

3.3. 3ab0POHAETbCA MPOBeAeHHA KNiHIYHUX BUMPOBYBaHb NiKapCbKMX 3aCOBIB 33 y4acTiO ManoliTHbOI
ab0 HeMOBHOMITHLOI ANTUHM, AKa No36aBneHa 6aTbKiBCbKOro MikNyBaHHSA, YCUHOBAEHOI ANTUHK abo
OUTUHU-CUPOTW.

3.4. [HTepecK ManoniTHIX Ta HENOBHONITHIX OiTeW NepeBa)katoTb HAA, IHTEPECAMU HAYKMU |
cycninbcTBa.

4. KniHiyHi BUNpo6yBaHHA 3a y4yacTio Hefie3agaTHUX AocnigyXyBaHUX, AKi HECMPOMOXXHi
caMocCTiHO aaTth iHpopMoBaHy 3roay

4. KNiHiYHi BUNpoBbyBaHHSA 33 yYacTio Hedi€30aTHUX MaLlieHTiB MPOBOAATbHCS, AKLLO:

OTPUMaHO IHPOPMOBaHY 3rofy 3aKOHHOIO NpeacTaBHMKa / 61M3bKOro poanya (3roga Moxke 6yt B
OyOb-a9KMM MOMEHT BigK/IMKaHa 6e3 HeraTUBHUX A9 OOCiOyKyBaHOro HacniaKiB);

Heaie3naTHWMM MaLieHTOM ofepykaHo iHdopMaLito NPO KIiHiYHEe BUNPO6yBaHHS, MOB'A3aHi 3 HUM
PU3UK i KOPUCTb Yy GOPMI, OOCTYMHIMN A9 MOro PO3yMiHHS;

BiAMOBIAaIbHUM OOCNIAHNKOM / 4OCNIOHNKOM, BiAMOBIOaIbHUM 33 OTPUMaHHS iHPOPMOBAaHOI 3roau,
BpaxoBaHO 6aXkaHHAa He[i€30aTHOrO MaLieHTa y3aTK y4acTb, abo BiAMOBUTUCS Bif ydacTi B
KNiHIYHOMY BMMPOBYBaHHI, abo BUMNTKM 3 HbOIrO B ByAb-AKMUM MOMEHT;

He BMKOPUCTOBYIOTbCH BOyab-aKi 3a0X04eHHA abo CTUMY/N, KPIM KOMMeHcalii y pa3i 3aBOaHHga LKoau
300POB't0 OOC/IAYXKYBaHOIo Mif Yac KiHIYHOrO BUMPOBYBaHHS;

KNiHiYHe BMMpOoBbyBaHHA Ma€ 3Ha4YeHHA ana niaTeepmxKeHHa iHbopMaLii, oTpMMaHOI Mif Yac iHWKMX
KNiHIYHWMX BUNPOBYBaHb ab0 OTPMMAHOI IHLWMMM MeToAaMK OOCNIOXKEHHS;

KNiHiYHe BUMpobyBaHHA 6e3rocepeqHbo CTOCYETbCH 3aXBOPIOBAHHS, Ha AKe CTpaXKdac
OocnimKyBaHUM;



KNiHIYHI BUMPOOByBaHHSA Cr/laHOBaHi TaKMM YMHOM, W06 MiHIMi3yBaTK 6inb, AMCKOMOPT, CTpax i
pu3nK. Mopir pnanky i cTyniHb AMCKOM®OPTY, 60110 MOBUHHI BYTU UITKO BM3HAYEHi i MOCTIMHO
BiOCTeXXyBaTuCS;

€ NiAcTaBy O4iKyBaTH, LLO 3aCTOCYBaHHA OOCNIOYKYBaHOMo /iKapCbKOro 3acoby nNpurHece
OOCNiOyKyBaHOMY KOPUCTb, LLIO MepeBULLYE PU3MK abo He Npur3Beae 00 YKOOHOMO PU3MKY.

4.2. IHTepecu Hedie3naTHOro AOCNiOXKYyBaHOIo MepeBaXkatoTb Haf iHTepecaMm Hayku | CyCcninbCTBa.
V. Bumoru go pgocnigHukis Ta JIN3 / Micusa npoBeaeHHSN KNiHiYHOro BUNpo6yBaHHSA

51. ocnigHnKK, ki 6paTUMyTb y4acTb Y KAiHIYHOMY AOCNIOYKEHHI, MOBUHHI:
MaTW OOCTaTHO MpodecinHy NiaroToBKy, AOCBIA NiKyBaHHSA MaLiEHTIB BiANOBIAHOro Npodinto;

OyTK 0BI3HAHVMU 3 MiIXXHAPOOHUMK BMMOraMm HafexHoi KNiHIYHOI MPaKTUKK Ta HOPMaTUBHO-
NPaBOBMMM aKTaMUM LLOAO MPOBEedeHHS KNiHIYHMX BUMPoBOyBaHb B YKpPaiHi, 30KpeMa 6paTu ydacTb y
BiAMOBIAHMX CeMiHapax, gKi NpoBoaAnTb LLeHTpP;

npauytoBaTy B J1M3, oe nnaHyeTbca NpoBeaeHHa KNiHIYHOMO BUMNPOoObyBaHHA (Y pasi aKLLo
BiAMOBIOaNbHUI OOCNIAHWK / OOCNIAHWK € NPaLiBHUKOM Kadeapu BULIOro MeQUYHOro HaB4YasibHoOro
3aKnagy, HeobxigHa HagBHICTb JOroBOPY NPO CNiBMpPaLo MK BULLMM MedUYHUM HaBYallbHUM
3aknagom Ta J1M3);

OoCniaHVKK, aKi ByayTb 3any4daTtmncsa 0o nNpoBedeHHs KNiHiYHKMX BUMpobyBaHb | da3m Ta
bGioeKBiBaNeHTHOCTI NMIKAapPCbKMX 3aCc0b6iB, KPiM OCHOBHUX HAaBUYOK, MOBUHHI MaTu OOCBIiO NpoBeAeHHS
KNiHIYHMX BUNPOOBYBaHb, LLO NiATBEPOXKYETbCS iHbOopMaLli€to, HaBeaeHoO B aBTobiorpadiax
(curriculum vitae).

5.2. JIMN3 3any4aeTbca 0o NpoBeaeHHsa KNiHIYHOro AoCniayKeHHa y pa3i, aKLLO:
npw J1MN3 cTBOpeHa Ta A€ KOMICia 3 MMTaHb eTUKWK;

HasgBHa HeobxioHa 6a3a O/19 HaJaHHa eKCTPeHOoI MeaMYHOT JOMNMOMOrM OOCImKYBaHMM Y pa3i
BUHUKHEHHS YCKMaAHeHb Nif Yac NpoBedeHHS KiHIYHOro BUNpobyBaHHA (A9 cTalioHapiB -
HasIBHICTb peaHiMaL,iMHoro sigainy abo sigaineHHs / 6noky iHTeHcMBHOI Tepanii abo nanat(un) / nixok
iIHTEHCMBHOI Tepanii);

y nigpo3ninax J1M3 (nabopaTopii, BioaineHHi dyHKLioHaNnbHOT OiarHOCTUKM), Ki MOXXYTb 3a1y4aTucs
00 NPOoBeAeHHS KMiHIYHUX BUNPOOyBaHb, PEryNapHO 30iMCHIOETbCA METPOMOTNIYHUI KOHTPOb
3acobiB BUMIpIOBaNbHOI TEXHIKM Y CTPOKM i B MopsadkKy, Lo nepenbadveHi 3aKOHOOABCTBOM,;

€ YMOBMU O719 36epiraHHa OoCnigXKyBaHMX NiKapCbKMX 3acobiB (BignoBigHO 00 YMOB 36epiraHHg,
3a3HaYeHMX NPU MapPKyBaHHI NiKapPCbKMX 3aCO6iB UM Y MPOTOKONI KNiHIYHOrO OOCNIOYKEeHHSs) Ta
OOKyMeHTaLii, 9Ka HaneXXMTb OO0 KAiHIYHOMO OOCNIOYKEeHHS;

€ MOXXJTMBICTb 3any4aTy HeobXigHy KifbKiCTb OOCIAXXYBaHMX BiAMNOBiIAHO OO0 MPOTOKOJY KAiHIYHOro
OOCTIOXKeHHS;

nepBMHHaA MeguMyHa JOKyMeHTal g BeOeTbCqa BiAMOBIAHO 0O BMMOI 3aKOHOOABCTBA Ta € MOXK/TMBOCTI
ii 36epiraHHa (B apxiBHOMY MPUMILLEHHI/@NeKTPOHHIM iIHDOPMaLLINHIM CUCTEeMI) He MeHLLe HixXK 15
POKIB MicNea 3aBepLIeHHS KMiHIYHOro BMUMPOBOYyBaHHS.

(ab3aL, cboMuIM NyHKTY 5.2 rnaBm 5 po3ainy V y penakuii Hakasy
MiHicTepcTBa OXOPOHU 300pOB'a YKpaiHM Big 28.03.2022 p. N 538)

5.3. [N 3 MoyKe 3any4vaTrca 0o npoBeaeHHs KIiHiYHOro gocnigyeHHa | ¢asm Ta 6ioeKBiBaneHTHOCTI
NiKapCbkMx 3acobiB y pa3i, akio J1M3 Bignosigae BMMoram, HaBeoeHUM y NyHKTi 5.2 uboro po3ainy, a



TaKOYX HagBHI:

oKpeMi ManaTu ONng AoCNigyKyBaHUX - 300P0BUX JOOPOBOSbLLIB Ta YMOBU, HEOOXiaHI A4
LiNnogoboBOro crocTepe)KeHHs 3a iX cTaHoM;

OoKpeMa MaHinynauinHa, KiMHaTa-iganbHa Ta caHiTapHa KiMHaTa 414 OOCNiIKYBaHUX;
YMOBW 36epiraHHa BionoriyHmMx 3pas3kiB Mnpu NpoBeaeHHI KNiHIYHUX BUNpoObyBaHb.

5.4. MabopaTopia anga nposeaeHHa dapMaKOKIHETUYHUX OOCNIOXKEHD, LLO 3a/1y4YacTbCa 00 KAiHIYHUX
BMNPOByBaHb, MOBMHHA BiAMOBIAaTM BUMOraM HanexHoi nabopatopHoi npakTukm (GLP).

5.5. 1IN 3, 9K NpoBOANTb KiHIYHI gocniay)eHHa 6ioekBiBaneHTHOCTI NiKapCbkMx 3acobiB, Hagae ao
LleHTpy akpeauTauinHmm ceptudikat, BugaHmm LLOBB (3a HagBHOCTI).

(po3ain V oonoBHEHO NMyHKTOM 5.5 3rigHO 3 HaKa3oM
MiHicTepcTBa OXOpoHM 300poB'a YKpaiHu Big 01.10.2015 p. N 639)

VI. OCHOBHi BUMOIrn A0 MapKyBaHHS AOC/iO)XYyBaHOro JiIKapCbKOro 3acoby

6.1. MapKyBaHHS OOCNiOyKyBaHOIO J1iKapCbKOro 3acoby Ma€ ByTu TakMM, LWo6 igeHTMdIKyBaTKH
JocnimKyBaHUM NiKapCbKMIN 3acib Ta KNiHiYHE BUMNPOByBaHHS.

6.2. HeobxioHa iHpopMaLig BUKIaOacETbCa YKPATHCbKOK MOBOIO ab0o 0diLLiMHO BM3HAHOK MOBOIO
Mi>XHALLIOHaANbHOIO CMi/IKYBaHHS.

Ha eTuKeTKax MoBMHHa 6yTK 3a3HadeHa Taka iHbopMalLlis:

a) HaMMeHYBaHHS IOPUOMYHOI 0cobu / Mpi3BuLLe, iM'a, Mo 6aTbKOBI di3NUHOT 0COBU - CroHCopPa,
MiCLL@3HaXOMKEHHSA / MicLLe MPOXXUBaHHS Ta HOMepP TenedoHy CMOHCOPa, KOHTPAKTHOI
OOCNIOHULbKOI opraHisaLii abo BignosiganbHoro gocnigHvka / gocnigHunka (iHpopmadis npo
KOHTaKTHY 0Coby O14 TePMIHOBOIo PO3KOAYBaHHS NMiKapCbKOro 3acoby);

0) nikapcbKka GopMa, LWNAx BBeASHHS, KiNTbKIiCTb 4030BaHMX OOUHULb (Y Pa3i BiAKPUTUX KAiHIYHMX
BUMNPoByBaHb - Ha3Ba/ineHTUdIKaToP Ta cuna Aii / akTUBHICTDL);

B) HoOMep cepii Ta/abo ko Ans ineHTUdIKaLLi BMICTY Ta onepaLiiv 3 nakyBaHHS;

r) HoMep (koa) KMiHiYHOro BUNpobyBaHHS, LLIO O03BOMSAE i0eHTUdIKYBaTU BUNPoByBaHHA, MicLie
npoBefeHHs KNiHIYHOro BUMNPoByBaHH4, BianoBiganbHoro gocnigHuka / gocnigHumka ta crnoHcopa
(AKLWLO LLe He 3a3HaYeHO B iHLWOMY MicLi);

r) ineHTUdIKaLLIMHUM HOMEepP OOCNiOXKYBaHOro / HOMep MPW3HAYEeHOro MiKyBaHHA Cy6'eKTa KMiHIYHOTO
BUMPObyBaHHA Ta, 3a MoTpebu, HoMep Bi3nTY;

0) Mpi3BuLLe Ta iM'a BignoBiganbHOro gocnigHmka / 4ocnigHnKa, KO BOHU He 3a3HayeHi B
iHpopMaLii, BU3HaUYeHin nignyHkTamMm "a" abo "r'" uboro MyHKTY;

e) IHCTPYKLi i3 3acTocyBaHHSA (MoXe 6yTU HaBedeHe MOoCUMNaHHA Ha TMCTOK-BKNAOKY, iIHCTPYKLito Ang
MeOMYHOrO 3aCTOCYBaHHA abo iHLWMIN JOKYMEHT, AKUIM MpU3HaYeHnn Ang 4oCnigyKyBaHoro abo
ocobu, gka byae BBOOAUTM AOCIAXKYBaHMIN NiKapCbKMIA 3acib);

€) No3HavYeHHa "TiNbKKM AN9 KNiHIYHUX BUNPOoObyBaHb" abo aHanorivyHe ¢popmytoBaHHS,
) YMOBU 36epiraHHs;

3) Nepioa BUKOPUCTaHHA ("BUKOPUCTATK O0", CTPOK MPWAOATHOCTI, AaTa NMOBTOPHOrO KOHTPO/O, LLO
NPUINHATA), BU3HadYeHNM y dopMaTi "Micaub/pik" Tay croci6, Lo BUKIOYAE HEOQHO3HAYHICTb
TPaKTyBaHHS;



M) No3HaYeHHa "36epiratn y HegocTynHOMY Onsa OiTen Micui" (3a BUHATKOM BUMagkKiB, KoM
OOCNIOXKYBaHUIN NiKapCbKUIM 3acib NpU3HaAYeHMM 0719 3aCTOCYBaHHA B KIHIYHMX BUMPOBYBaHHAX, Y
AKX JOoCNimKYyBaHi He BepyTb NpenapaT AoO0MY).

MicLe3HaxomyKeHHa Ta HoMep TenedoHY OCHOBHOI KOHTPaKTHOI 0cobu ang iHbopMalii Wwoao
npenaparTy, KNiHIYHOro BUNpoBbyBaHHA Ta TEPMIHOBOIo PO3KO4YyBaHHA MOXKYTb HE MICTUTUCS Ha
eTUKeTL, 9KLLOo cyB'eKTy BUMPOByBaHHA HafaHi NMMCTOK-BKNaaKa abo KapTKa, Ae BKasaHi Li aaHi, 3
rnonepemKeHHsaIM TpUMaTK ix Npu cobi yBech 4ac.

Y pasi BiACYTHOCTI 30BHILLHbOI YMaKOBKM yCcA HeoOXigHa iHhopMaLLia 3a3HAYaETbCA Ha BHYTPILLHIN
YMaKoBLi.

6.3. AKLIO gocnimKyBaHMM NikapcbKMi 3aci6 Byae HagaBaTMUCh OOCAioyKyBaHOMY abo 0cobi, aKka Moro
3aCTOCOBYE, Y MEPBUHHIN YNaKoBL,i pa30M i3 30BHILLUHbOK YMaKOBKOK (BOHWM MatoTb 36epiratmca
[pa30M), Ha 30BHILLHIM YMAKOBL Ma€E MICTUTUCA iHDOpPMaLia BiAMNOBIOAHO A0 MyHKTY 6.2 LLbOro po34iny.

MapKyBaHHA BHYTPILLHbOI YMakoBKM (@60 6yab-AKoi NepBUMHHOI YMAaKOBKM 3aKyNOpPeHOro
[03yBaslbHOrO MPUCTPOIO) BKIIOYAE TaKy iHpopMaLlito:

a) HaMMeHyBaHHS topUaNYHoi ocobu / M. I. B. isnyHoi 0cobu - crnoHcopa / BUPOBHWKa / mpi3BuLLe Ta
iM'a BignoBiganbHOro gocnigHuka / 4ocnigHMKa;

6) NikapcbKy GoOpMy, LUNAX BBeASHHSA (MOXXHa He 3a3Ha4yaTy 0719 TBEPAMX NiKapCbKUx GopM ang
BHYTPIiLLUHBbOr0 3aCTOCYBaHH4), KiNbKICTb OAMHWLb O03YyBaHHA Ta Y pasi BiOKPUTUX BUMPoByBaHb -
Ha3By/ineHTMdIKaTop Ta cUy il / akTUBHICTb;

B) cepito abo KOOOBUM HOMEP O0CNiIOXKYBaHOro fikapCcbKoro 3acoby an4g igeHtmdikauii cknagy Ta
onepawiv 3 MaKyBaHHS;

r) MOCUMAHHSA Ha Ko, KNiHIYHOro BUNPOBYBaHHS, WO A03BOMASAE iAeHTUdIKyBaTK Moro, Micue
NpoBeAeHHS KMiHIYHOro OOCIOXKEeHHS, LOCiAHMKA Ta CMOHCOPAa, SKLLO Lie He 3a3HaYeHO B iHLLIOMY
MicCLLi;

r) ineHTUdIKALIMHWUM KOO, OOCMIOXKYBaHOro / HoMep MPW3HAYEeHOro NiKyBaHHA Ta Y BiOMoBigHUX
BMMagKax HOMepP Bi3UTY.

6.4. AKLLO BHYTRILLHA YNakoBKa Mae dpopMy bnicTepiB abo € HEBENMKOro po3Mipy (Hanmpukniag,
aMMy/1M TOLLO), e HEMOXKIUBO PO3MICTUTK IHDOPMALLiIO, 3a3HaYeHY B MYHKTI 6.2 LLbOro po3ainy,
OOCNIOXKYBaHUI NiKapCbKMIM 3acib 3abe3nedyeTbCs 30BHILLIHbOIO YMAKOBKOK, Ha AKiM MiCTUTbCSH
rnoBHa iHbopMauia. MpK LboOMy BHYTPILLHA YNAaKOBKA Ma€ MiCTUTKM TaKy CKOpo4eHy iHdopMallito:

a) HaMMeHyBaHHS pPUANYHOI ocobu / . I. B. di3nyHOi 0ocobu - crnoHcopa / 3asiBHMKa / Npi3BuMLLE Ta
iM'a DocnigHMKa;

0) crocib yBegeHHsa (MOXXHa He 3a3HadvyaTh o9 TBePOUX NiKAapPCbKMX GOpM O/19 BHYTPILLHbOMO
3aCTOCYBaHHS) Ta cUny aii / akTUBHICTb;

B) cepito abo KOOoBUM HOMeEP OO0CNiIOXKYyBaHOro fikapCcbKoro 3acoby an4g igeHtmdikauii cknagy Ta
onepawiv 3 MaKyBaHHS;

r) MOCUMAHHSA Ha Ko, KNiHIYHOro BUMNPOBYBaHHS, WO O03BOSAE iAeHTUdIKYBaTU BUMPOOYBaHHS,
MicLue npoBeaeHHda BUNpobyBaHHS, BignosiganbHOro gocnigHuKa / oocnifHmkKa Ta crioHcopa, SKLLO
L& He 3a3Ha4YeHOo B iHLLIOMY MiCLii;

r) ineHTUdIKALIMHWMM KOO, OOCMIOXKYBaHOro / KOO, MpU3HadYeHoro NikyBaHHS Ta y BignoBigHMX
BMMagKax HOMep Bi3UTY.



6.5. Npn MapKyBaHHI MOXXYTb BUKOPUCTOBYBATUCb CUMBOJIM Ta MNIKTOrpaMuy Onga yTOUYHEHHS
BUMLLE3a3HAYEHOI iHPOopMaLLil. MOXXNKMBeE BKIIOYEHHA TaKOXX 00OaTKOBOI iHPOPMaLLi, 3acTepeXeHHa
Ta/abo iHCTPYKLii LWoO0 NOBOOYKEHHS 3 MpenapaToMm.

6.6. [1onyCKaeTbCA CnpoLleHe MapKyBaHHA AOCNiIOXKYBaHUX iKapCbKMX 3acobiB y pasi, AKLLO BOHMU
MPU3HaYeHi AN KNiHIYHKUX BUNPOoBYyBaHb 3 TaKMMK XapaKTePUCTUKAMMU:

MNNaHyBaHHSA KAiHIYHOro BUNPo6byBaHHA He NoTpebye 3AiMCHEHHS crieliarbHMX NpoLLeciB
BMPOOHMLTBA abo MakyBaHHS,

KNiHIYHe BMNpPOoOBYBaHHA NPOBOAUTLCH 3 N1IKAaPCbKMMIK 3acobaMU, aKi 3apeecTpoBaHi B YKpaiHi B
YyCTaHOB/1€HOMY 3aKOHOOABCTBOM MOPAAKY;

JocnimKyBaHi NikapcbKi 3acobm MatoTb Ti CaMi XapaKTePUCTUKU, LLO ¥ NOKasaHHA 0719 3aCTOCyBaHHS,
3rifHO 3 AKUM NiIKAPCbKM M 3acib 3apeecTpoBaHO B YKpPaiHi.

Y LUbOMY BUMaAKy MapKyBaHHSA OPUTiHaNbHOI YMaKOBKM AOMOBHIOETbCA iHGOPMAaLLiEtD, LLIO HE
MOBMHHA 3aKPMBATK OpUTiHaNbHE MAPKYBaHHS:

a) HaMMeHyBaHHS topUanYHoi ocobu / M. |. B. $isanyHoi 0cobu - crioHcopa / BUPpOBHKKa / mpi3BuLLe Ta
iM'a BignoBiganbHoOro gocnigHuka / 4ocnigHMKa:;

6) NOCMNAaHHSA Ha KoL, KNiHIYHOTo BMMPOOBYBaHHS, LLO A03BONAE ineHTUdiIKYBaTW BUMPOOYBaHHS,
MicLe MpoBeaeHHA KNiHIYHOro BMMPo6yBaHHS, 4OCAIAHMKA Ta CMoHCopa.

6.7. Y pa3si aKLo HeobXxiaHO 3MIHUTK AaTy "BUKOPUCTATK O0" Ha YNaKOBKY MOXe ByTU NpukKpinneHa
[00aTKOBa eTUKETKaA i3 3a3HaYeHHSIM HOBOI AaTK "BMKOpPUCTaTK 0" Ta HoMepa cepii. li MoXkHa
HaKNaCTW Ha CcTapy AaTy "BMKOPUCTaTK 0" ane He Ha OpuUriHanbHMM HOMep cepii. La npouenypa 3a
HEeOoOXiAHOCTI MOYKe MPOBOAUTUCH OOCAIAHMKOM Nif KOHTPOIEM 0COOU, 9Ka MPOBOAUTb MOHITOPUHT
KNiHIYHOTO BMMPOoByBaHHA Ta NpoMLUna crneyianbHy MiaAroToBKy. [logaTkoBe MapKyBaHHS
BiAMOBIOAHMM YMHOM 3a3HAYacTbCs B JOKYMeHTaLii KMiHiYHOro BUnpobyBaHHA.

VIl. EKcnepTu3a MaTepianiB Woao npoBefeHHS KNiHiYHOro BUNnpo6yBaHHSA NIKapCbKOro 3acoby

(HasBa po3ainy VIl y pegakuii Hakasy MiHicTepcTBa
OXOpPOHM 300poB'a YKpaiHu Bia 18.12.2014 p. N 966)

7.1. 0nga npoBeAeHHS KNiHIYHUX BUNPOoByBaHb NiKapCbKKMX 3acobiB 3a9BHMK MNodac B rnaneposin abo
eneKTpoHHIN dopmi oo LIOBB gokyMeHTK (MaTepianu) KniHiYHOro BUNpo6yBaHHS, 3a3Ha4eHi B
nignyHkTax 7.1.1 Ta 7.1.2 uboro NyHKTY, @ 40 LleHTpy - 3a3HayeHi y nianyHkTax 7.1.3 - 7.1.21 4boro nyHKTy
BKNOYHO. [IOKYMEHTU (MaTepianm) KNiHiYHOro BUNpobyBaHHA MOXYTb MOA4aBaTUCA 3a9BHUKOM B
€MeKTPOHHIM GOpPMiI 3a HAABHOCTI TEXHIYHOI MOXITMBOCTI.

(a63au Nnepwmm NyHKTY 7.1 po3giny VIl y penakuii HakasiB
MiHiCcTepCTBa OXOPOHM 300pOB'a YKpaiHu Bif 18.12.2014 p. N 966,
Big 25.11.2021 p. N 2609)

JokyMeHTU (MaTepianmn) KniHiyHoro BunpobyBaHHA BK/1OYaOTb!

(nyHKT 7.1 po3ainy VIl gonoBHeHo ab3aL,oM OpYrMM 3rigHO 3 HaKa3oM
MiHicTepcTBa OXOpPOHM 300p0B'a YKpaiHM Big 25.11.2021 p. N 2609)

7.1.1. CynpoBigHUI NMCT 3a dOpMOIo, HaBedeHO Y A0OaTKy 3 A0 Lboro lNopsaaky.

(mignyHKT 7.1.1 nyHKTy 7.1 po3ainy VIl i3 3MiHaMK, BHECEHUMM 3rigHO 3
Haka30oM MiHicTepcTBa OXOpOoHM 300p0oB'a YKpaiHu Big 06.05.2014 p. N 304)



71.2. 3a9BY NPO NPOBEeAEHHS KITIHIYHOIO BUMPOBYBaHHSA NiKapCbKOro 3acoby/MoroayeHHs KoMicii 3
MMTaHb eTUKKM Npwu NN 3 Wwoao NpoBeaeHHSA KiHIYHOIo BMMPoOyBaHHS NiKapCbKoro 3acoby 3a
dopMoto, HaBeaeHOo B 40AaTKY 4 00 LUboro MNopanky.

(MignyHKT 7.1.2 nyHKTy 7.1 po3ainy VIl i3 3MiHaMK, BHECEHUMM 3rigHO 3
Haka30oM MiHicTepcTBa OXOpPOHM 300p0oB'a YKpaiHm Bia 06.05.2014 p. N 304,
Yy pefakuii Hakasy MiHicTepcTBa OXOPOHM

300poB'a YKpaiHM Big 18.12.2014 p. N 966)

71.3. TpOTOKON KAiIHIYHOrO BUNPOBYBaHHA NiIKapCbKOro 3acoby 3 yCiMa HagBHUMMK MornpaBkKaMm 0o
HbOTO, LLIO MOBUHEH MICTUTK iHDOPMaALLito, HaBeOeHY Y po3aini 6 Hane)Hoi KNiHIYHOI MpaKTUKK
(GCP).

7.1.4. KOpOTKMM BMKMAaQ 3MIiCTy (CMHOMCKC) NPOTOKONY YKPaiHCbKOO MOBOIO.
71.5. lHOuBioyanbHy peecTpauinHy GopMy (KpiM MiXKHAPOOAHMUX KNIHIYHUX BUNPOOYBaHb).

7.1.6. Bpowypy OoCNigHMKa, WO NOBMHHA MICTUTK iHDOpPMaLLito, HaBedeHyY Yy po3aini 7 Hane><Hoi
KMiHiYHOI NpakTukun (GCP).

7.1.7. ocbe gocniaoyyBaHOro NiKapCbKoro 3acoby.

NoBHEe OOCbE OOCNiIAYXKYBAHOMO NiKapCbKOro 3acoby HagaeTbca 3a OPMOLo, HaBeaoeHo Y AoAaTKy 5
[0 Uboro MNopanky, akLo OOCNiayKyBaHUM NiKapCbkMM 3acib B YKpaiHi He 3apeecTpoBaHUi.

(abzau, apyrvi nignyHkTy 7.1.7 nyHkTy 7.1 po3ainy VIl i3 3MiHamMuy,
BHECEHMMM 3rigHO 3 HaKa3oM MiHiCcTepCcTBa OXOPOHWM 300pP0B'A YKpaiHU
Big 06.05.2014 p. N 304)

CrpolleHe 0OCbE AOCNIOXKYBaHOro MNiKapCbKOro 3acoby HagacTbCs, AKLLO MOBHE OOChE YXKe
HagaBanocsa Ao LleHTpy LM 3a8BHMKOM pa3oM i3 3a9B00 A9 OTPUMaHHA BUCHOBKY OO0
KMiHIYHOroO BMMpPOo6yBaHHA JaHOMO NMiKapCbKOro 3acoby.

KopoTKa xapakTepunCTMKa Ha NiKapCbKMI 3acib HaaaceTbCca 9K JOChE Ha OOCIIAXKYBaHUIN NiKapCbKMUIA
3acib, AKLWO NiKapPCbKMIM 3aCib y)Ke 3apeecTpoBaHMM B YKpaiHi.

[0n4a npenapaTiB MOpiBHAHHSA Ta NnaLebo HaJaeTbCa CNpoLleHe AOChe abo KOPOTKa XapaKTepUCTUKa
NiKapcbKoro 3acoby.

7.1.8. CepTUdikaT cepii JocnigyKyBaHOro fiKapcbKoro 3acoby, Lo byne BUKOPUCTaHUI On4q
KNiHiYHOTrO BMMpobyBaHHsA. CepTUdikaT cepii (cepTrdikaT aHanisy, cepTudikaT aKoCTi)
OOCNIOYKYBAHOro NiKapCbKOro 3acoby - AOKYMEHT, O BUAAETHCA BUPOOHUKOM i CyNMPOBOMXKYE KOXHY
cepito NikapCbKoro 3acoby 3 MeToo MIATBEPOXKEHHA MOro gKOCTI (3a cneumndikalicto).

AKLLO Nig Yac KMiHiYHOro BMNpobyBaHHA Oyae BUMKOPMUCTaHa iHLWa cepia gocnigyXyBaHoro
NiKapCbkoro 3acoby, 9KMM BBO3MUTbCH B YKPAiHY, TO 3ad9BHUK KiHIYHOIO BUMPOBYBaHHA MOBUHEH B
CTpokK Ao 10 kaneHgapHWX OHIB Micna 3aBepLIeHHA MUTHOMO odopMIeHHA OOCiOyKyBaHOro
nikapcbkoro 3acoby HagaTu B LleHTp cepTmdikaT gaHoi cepii pa3oM i3 cynpoBiaHUM IUCTOM.

71.9. Mpw NpoBedeHHi KNiHIYHMX BUMNPOBYBaHb MiKapCbKMX 3acobiB nuile B YKpaiHi (3 MeToto ix
noJanblUoi peecTpaLii B YKpaiHi) 4OAaETbCA BUCHOBOK akpeaMToBaHoi nabopaTtopii
dapMaLeBTMYHOro aHanisy LleHTpy Woao SKOCTi Ha KOXXHY cepito, dka byae BMKopucTaHa ans
KNiHIYHMX JocnigyKeHb.

Y pa3i 06'eKTUBHOI HEMOXKTMBOCTI NpoBedeHHA MeBHMX AOCNiAyKeHb B LLiM nabopaTopii - BUCHOBOK
iHLLOI, Oe € Taka MOX/TMBICTb, aKpeanToBaHoi NabopaTtopii, BU3HayeHoi LleHTpoM, Ta 3a
HampaBneHHAaM LleHTpy.



Ona anpo6adii MeToaiB aHanisy go natopartopii MaloTb BYTK HadaHi 3pa3KKM NMiKapCbKOro 3acoby B
KilTbKOCTI, HEOOXigHiM Ona Moro npoBedeHHS.

71.10. Pe3ynbraT nonepenHix ekcrnepTns tTa/abo BUCHOBKIB LIeHTPY, Lo CTOCYOTbCA AOKMNIHIYHOrO
BMBYEHHS Ta KNiHIYHOIO BUMPOOYBaHHS NiKapCbKOro 3acoby (3a HagBHOCTI).

7.1.11. Mepenik yNnoBHOBaXXEHMX KOMMNETEHTHMX OPraHiB iHLWMX KpaiH, 00 AKMX TaKOXX MogaBanimcCb
3a9BKU LWOAO KMiHIYHOro BMUNpobyBaHHS, i AoknaaHa iHpopMaLlig Npo NPUNHATI HUMK pilleHHs (3a
HaaABHOCTI).

7.1.12. lopyyeHHs, BMOAHE CMOHCOPOM, 3 4Y4iTKO BM3HAaYEHUMU gefneroBaHMMM NOBHOBAYXKEHHAMMU,
AKLLO 3a9BHWMK KNiHIYHOIo Bl/II'IpO6yBaHHﬂ He € CNoOHCOpOM.

71.13. NMpoekKT iHpOpPMOBaHOI 3roamu Ta iHWa NMcbMoOBa iHGOPMaLLig, AKY MAaHYETbLCA HagaBaTH
nauieHTy (30opoBOMY [LOOPOBOMbLIO) (YKPAIHCbKOK MOBOIO abo 0diLiMHO BM3HAHOKO MOBOIO
MiXKHaLlioHanbHOro cninikyBaHH4A). MpoekToM Mae ByTn NepenbadveHa 3roaa rnaLlieHTa Ha
BMKOPUCTAHHSA MOIro NepcoHanbHUX AaHUX ANA 06p06KKM pe3ynbTaTiB JOCNiOyKeHHS.

7.1.14. KOopOTKi BigOMOCTI MPo BCi MOTOYHI KMiHIYHI BUNPOByBaHHS, aKi NPOBOAATHCS i3 3aCTOCYBaHHAM
JaHOro O0CiOyKyBaHOIo NiKapCbKoro 3acoby (3a HasgBHOCTI).

7.1.15. PaHille HagaHy eKCrnepTHY OLLIHKY KMiHIYHOro BMNpoOyBaHHA (3a HAagBHOCTI).
7.1.16. 3aaBy BiAMoBiganbHOro gocnigHMKa 3a $opMoto, HaBedeHo Yy 0oaaTKy 6 A0 Lboro MNopsaaky.

(mignyHKT 7.1.16 nyHkTy 7.1 po3ainy VIl i3 3MiHaMK, BHECEHUMU 3rigHo 3
Haka30oM MiHicTepcTBa OXOpPOHM 300poB'a YKpaiHM Big 06.05.2014 p. N 304)

7.1.17. IndbopMaLiito npo JIMN3 Ta Micue nNpoBeaeHHS KNiHIYHOMO BUMNpobyBaHHA 3a GOPMOLO,
HaBeOeHoo y AoOaTKy 7 00 Lboro lNopgaaky, CTaHOM Ha Yac NodaHHA OOKYMEeHTIB (MaTepianis).

(mignyHKT 7.1.17 nyHkTy 7.1 po3ainy VIl i3 3MiHaMK, BHECEHUMMW 3rigHO 3
Haka30M MiHicTepcTBa OXOPOHM 300p0B'a YKpaiHuM Bifg 06.05.2014 p. N 304)

71.18. IHpopMaLito Npo BianoBiganbHoro gocnigHuka / gocnigHuka (Curriculum vitae, pani - CV), gaka
MOBWMHHA MICTUTK Taki BigoMocTi: M. |. B., pik HapoOYKEeHHS, OCBITY, MicLle pob6oTK, Nocaay, CTaxK
PO6OTU, HAYKOBMM CTYMiHb, HAYKOBI MpaLli, 4OCBIA y4acTi B KMiHIUHMX BUMNPOBOYBaHHAX (i3
3a3HaYeHHAM, FGKMX came).

CV cniBOoocnigHUKiB HeobXxigHO HagaBaTK, AKLLO A0 KMAIHIYHOro BUNpobyBaHHA HeobXigHO 3a/y4aT
NiKapiB pPi3HMX cneLianbHOCTEW.

7.1.19. Ha pocnigxyBaHMUM NikapCbkMiA 3acib HagaeTbca MiATBEPOYKEHHS, LLO POBOTY Ha BUPOBHMYIN
OinaHui abo Ha 06'eKTi, KM 3aNHATUIN BUPOBHULITBOM JaHOIO MiKapCbKOro 3acoby, NpoBoadaThCH 3
OOTPUMaAHHAM MPUHLMMIB HafleXXHOi BUPOBHMYOI MPaKTUKKM 3 HagaHHAaM cepTmndikata GMP, abo
MMCbMOBOI 0diLiMHOI 3as9BK YMOBHOBaXKeHOi 0CobU 3 AKOCTI (BUPOBHMKaA), abo KomMii LOKYMeHTa,
BuOaHoro [JepyKaBHo Cny»60to YKpaiHM 3 NiKapCbKMx 3acobiB, WO NiATBEePOXKYE BiANOBIAHICTb
YMOB BUPOBHULTBA BMMOraM HanexxHoi BUpobHMYOoi NpakTukm (GMP) (014 BiTYM3HAHMX
BUPOBHUKIB - KOMidg YNHHOI NiLeH3ii Ha BUPOBHULTBO MiKapCbKKMX 3acobiB).

AKLLO BULLE3a3HaYeHi JOKYMeHTM BHeceHo 00 6a3m aaHux EudraGMP, 3aaBHUK Hada€ NocUaHHeA Ha
uto 6a3y gaHux. MNpu LbOMY KOMito JOKYMEHTa 3 JodaTKaMK (3a HagBHOCTI) 3acBigvye 3asdBHUK.

(mignyHKT 7119 nyHkTy 7.1 po3giny VIl ponoBHeHo ab3aLoM 3rigHo 3
Haka3oM MiHicTepcTBa OXOPOHM 300p0B'A YKpaiHM Big 18.12.2014 p. N 966)

7.1.20. 3pa30K MapKyBaHHA OOCAiIOYXYBaHOIo NiKapCbKOro 3acoby YKPaiHCbKOK MOBOI abo odiLliMmHO
BM3HAHOIO MOBOK MiXKHaLiOHaNbHOIO CRINTKYBaHHS.



7.1.21. JooaTkoBy iHOpMaLito LWOoOO AOCNiIOXKYBAHOIO NiKapCbKOro 3acoby (3a noTpebu):
OOCNiOXKeHHa 3 BipyCHOI 6e3reku; BianoBiaHi JOKYMEHTM Ha NpoBeaeHHs OoCniayeHb abo Ha
rnpenapaT 3 0COBIMBUMM BNACTUBOCTAMMU (3@ HAGBHOCTI), 3a9BY MPO BigMNOBIAHICTb BUPOOHMLITBA
Aito4oi 6ioNoriyHoI PeYoBMHM BUMOraM HanexxHoi BUpobHMYoi NpakTukm (GMP).

7.1.22 nignyHKT 7.1.22 nyHkTYy 7.1 po3ainy VIlI Bukno4deHo

(3rigHO 3 Haka3oM MiHiCcTepCcTBa OXOPOHU
300poB'da YKpaiHu Big 06.05.2014 p. N 304)

7.1.23 nignyHKT 7.1.23 nyHkTy 7.1 po3ainy VIl BuknodeHo

(3rigHO 3 Haka3oM MiHiCTepCcTBa OXOPOHU
300poB'da YKpaiHu Big 06.05.2014 p. N 304)

7.1.24 nignyHKT 7.1.24 nyHKTy 7.1 po3ainy VIl Bukito4veHo

(3rigHO 3 Haka3oM MiHicTepCcTBa OXOPOHU
300poB'da YKpaiHu Big 06.05.2014 p. N 304)

7.2. 3a pe3ynsraTaMm po3rnany 3adBm Npo NMpoBedeHHd KMiHIYHOro BUNpo6yBaHHA NiKapCbKOro
3acoby LIOBB npoTdaromM Tpbox KarieHOAapHUX OHIB Hagcunae Ao LleHTpy NMCT-HanpaBneHHs pasoM i3
LIi€to 3aABOIO, MPO WO MNOBiOOMIAE 3a9BHMKA.

3agBHMKOM MpoTaromM 30 OHiB 3 AHA Hagxoo)KeHHa 0o LleHTpy nmncTta-HanpasneHHa LLOBB nogatoTbes
0o LleHTpy OoKyMeHTU (MaTepianun) KniHiYHOro BUMNpobyBaHHg, 3a3HadeHi B nianyHkTax 7.1.3 - 7.1.21
MYHKTY 7.1 LbOro PO34iNy, y TPbOX MPUMIpHUMKaX (3a HeOOXiAHOCTI LLeHTp MoXKe 3anpocuTun
00OaTKOBUI (i) MpUMipHMK(KM)).

(MyHKT 7.2 po3ainy VIl y pegakuii Hakaly MiHicTepcTBa
OXOPOHM 300poB'a YKpaiHu Bifa 18.12.2014 p. N 966)

7.3. Mixx LLleHTpOM Ta 3as9BHMKOM YKIadaETbCA OOrOBiIp MPOo NpoBeaeHHs eKcrnepTn3n. EkcrnepTr3sa
MaTepianiB KNiHiYHOro BUNpobyBaHHga nigndarac onnaTi (6e3 ypaxyBaHHA KifibKOCTI Miclb
npoBedeHHa OOCNiOyKeHHS Ta NonpaBokK A0 MPOTOKOIY, LLO CYyNPOBOOXKYOTb 3adBY).

7.4. JOKYMEHTM (MaTepianun) KNiHiYHOro BUMpobyBaHHA MignaratoTb eKcrnepTunsi B LleHTpi 3
060B'A3KOBMM BPaxyBaHHAM €TUYHKX Ta MOPaSibHO-MPaBOBMX aCMeKTIiB K/iHIYHOro BUNpobyBaHHA
rnicng ix HagxomXeHHsa Ao LeHTpy B moBHOMY 06ca3i BignoBigHoO Ao NyHKTY 7.1 uboro po3niny. CTpok
npoBeOeHHa ekcnepTmn3n LileHTpoM - He Ginblue 47 KaneHaapHWX aHiB.

(MyHKT 7.4 po3ainy VIl y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 300pPOB'a YKpaiHM Bif 18.12.2014 p. N 966)

7.5. Mig yac npoBeaeHHa eKCnepTn3n MaTepianiB KMAiHiYHOro BUMNpobyBaHHa LleHTp Ha nigcTasi
3ayBaXKeHb Ta KOMEHTApPIiB eKCNepTiB OQHOPA30BO MOXXe 3aMmMTaTu B MMCbMOBIM GOPMI Yy 3a9BHMKA
[0OOaTKOBI MaTepianu.

Yac, moTpibHUI ANng ix NioroTOBKU, HE BXOOAWTb A0 CTPOKY NPOBedeHHs eKCnepTmM3an. AKLLO 3adBHMK
npoTarom 60 KaneHOapHUX OHIB He Hagae LleHTpy 0oOaTKOBUX MaTepianiB abo Nu1cTa 3
OBrpyHTYBaAHHAM CTPOKIB, HEOBXiOHMX ON4 iX JooNpaLltoBaHHA, MaTepianu KNiHIYHOro BUNPobyBaHHS
3HIMalOTbCA 3 PO3rnaay.

MNpo NpunHaTe pilleHHa LIeHTp NMCcbMOBO MoBigoMIAE 3asdBHMKA. [1pU LbOMY BapTiCTb NpoBeaeHHS
eKCMNepTHUX POBIT 3a9BHUKOBI He NMoBepTacTbca. Hagani, Ha 6aykaHHa 3a9BHMKa, MaTepianm
rnogatoTbCa AN4a oaep»KaHHA BUCHOBKY LIeHTpy B yCTaHOBTIE@HOMY MOPAOKY.



7.6. 32 pe3ynbraTamm npoeepeHoi ekcnepTtnsn LUeHTp Hagae LLOBB BMCHOBOK: MO3UTUBHUMN,
HeraTMBHUW. Ha niactaBsi BucHoBKy LleHTpy LLOBB nprinMae pilleHHa Npo NpoBeaeHHS KNiHIYHMX
BUMNpoObyBaHb abo Npo BigAMOBY B NpoBefAeHHI KNiHIYHWUX BUMPOBOyBaHb i3 3a3Ha4YeHHAM
06rpyHTOBaHMX NiACTaB O/19 MPUMNHATTA PilleHHA MPOo BiAMOBY B NPOBeOeHHI KMiHIYHOro
BUMNPOobyBaHHA. CTPOK NMPUNHATTS pilleHHA LIOBB - He 6inblue 5 pobounx gHiB.

PilleHHAM Npo NpoBeAeHHSA KMiHIYHOIO BUMPOOYBaHHA 3aTBEPOXKYIOTbCA Ha3Ba KITiHIUHOIo
BUMPOBYBaHHS, KOO OOC/IOXXEeHHSA, BEPCis Ta JaTa NpoTOKOsY, CMOHCOP, 3a9BHUK Ta/abo opuamnyHa
abo disnyHa ocoba, 9Ka i€ 3a OOBIPeHICTIo, Ky HaJaB CMOHCOP YK 3a9BHUK Ha BBE3eHH4A
OOCNIOXKYBaHUX (3apeecTpoBaHMX abo HE3apPEECTPOBAHUX) NMIKAPCbKMX 3aCObiB Ta CynyTHIX
MaTepianie, BianoBiganbHMM OOCAIOHMK, MiCLLe NpoBeOeHHA OOCAIMKeHHS, Mepenik OoCaimKyBaHMX
NiKapCcbKMx 3acobiB, MpenapaTiB NopiBHAHHA Ta CYyNyTHIX MaTepianis.

(@ab3aL, apyrmnm nyHKTy 7.6 po3aniny VIl y penakuii Hakasy
MiHicTepcTBa 0XopoHM 3a0poB'a YKpaiHu Big 01.10.2015 p. N 639)

(MyHKT 7.6 po3ainy VIl y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 300pOB'a YKpaiHu Bif 18.12.2014 p. N 966)

7.7. Y pa3si He3roam 3 piweHHaM LLOBB npo BigMoBY y NpoBefeHHi KNiHiYHUX BUMPoOyBaHb 3asBHMK
Ma€ NpaBo NpoTarom 30 KaneHdapHMX OHIB MiCNa OTPMMAaHHSA LLbOro pilleHHd 3BepHyTUca oo LIOBB
i3 329BOO MPO Neperngn Takoro pilleHHa 3 NoJaHHAM 00aTKOBUMX MaTepianis, LWo 0brpyHTOBYIOTb
TaKMM Neperngn. 3asHadeHa 3a9Ba Po3rngaacTbed He Binbliue 30 KaneHgapHUX OHIB 3 gaTu i
ofepXKaHHA 00 BUHECEeHHS OCTaTOYHOro pilleHHs. OCTaTo4YHe pilleHHa 3 BigMOBIOAHMM
OOrpPYHTYBaHHAM HaOCUMIAETbCH 3a9BHMKY B MMCbMOBIM HOpPMI.

3asgBHMK Ma€ NpaBo 3BEPHYTUCS 3a 3aXMCTOM CBOIX MpaB A0 cydy B yCTaHOBMEHOMY
3aKOHOAABCTBOM MOPSAAKY.

(myHKT 7.7 po3ainy VIl y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 300pOB'a YKpaiHu Bif 18.12.2014 p. N 966)

VIIl. OuiHKa eTUMHUX Ta MOpaJibHO-NMPaBOBMX acNeKTIB K/iHIYHOro BUNpo6yBaHHS

8.1. OLiHKa eTUYHUX Ta MopanbHO-MPaBOBKMX acMeKTiB KAiHIYHOMO BUMPOoObyBaHHSA 30iMCHIOETLCS
KOMIiCiaMM 3 MTaHb eTUKKM npu M3, ge npoBoaaTbCsa KMiHIYHI BUMPpobyBaHHS.

8.2. Mo3nTMBHa OLiHKa KOMICIii 3 MUTaHb eTUKM 0DOPMITIOETHCH BiAMNOBIOAHMM MPOTOKOMOM ii
3acigaHHea Ta € MOroQyKeHHAM NpoBeaeHHS KIiHIYHOro BUNpoBbyBaHHA B KOHKpeTHoMy J1M 3, oe
b6e3nocepenHbo po3TalloBaHe(i) Micue(qa) NpoBeaeHHa BUMPOOyBaHHS.

8.3. KoMicii 3 MUTaHb eTUKKM TaKoXK 3abe3neuytoTb AOTPMMaHHS BUKOHAHHSA eTUYHMX HOPM Mif Yac
nMpoBefeHHs KNiHIUHMX BUMpobyBaHb y KOHKpeTHoMy J11M13.

8.4. [1na ooep»KaHHSg OLiHKM €TUYHKX acmekKTIiB KMNiHIYHOro BMMPOoOyBaHHSA 3adBHMK MOOAaE A0 KOMICIi 3
MMTaHb eTUKKM Npwu NN 3 Taki JOKYMEHTK B NMarnepoBin abo eneKTpoHHIN dopMi:

(ab3au, nepwnm NyHKTY 8.4 po3ainy VIl y penakuii Hakasy
MiHicTepcTBa OXOpPOHWM 300p0B'Aa YKpaiHM Big 28.03.2022 p. N 538)

8.4.1. CynpoBigHMM NUCT 3a GopMOLo, HaBeOEeHO Yy 0o4aTKy 3 40 Lboro MNopsdaaky.

(mignyHKT 8.4.1 NyHKTY 8.4 po3ainy VIl i3 3aMiHaMK, BHECEHUMM 3rigHO 3
Haka30oM MiHicTepcTBa OXOpOoHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

8.4.2. 3aaBy /19 OAEP>KaHHA BUCHOBKY [Jep>KaBHOro eKcrnepTHOro ueHTpy MO3 YkpaiHu /
MOroayKeHHs KOMICIi 3 MUTaHb eTUKK Npun J1M3 wono npoBeneHHs KNiHiYHOro BMnpobyBaHHA



nikapcbKoro 3acoby 3a GOPMOIO, HaBeOeHO Yy A0AaTKY 4 A0 Lboro Mopsaaky.

(MignyHKT 8.4.2 NyHKTY 8.4 po3ainy VIl i3 3MiHaMn, BHECEHMMM 3rigHO 3
Haka3oM MiHicTepcTBa OXOPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

8.4.3. MNPpOTOKO KMNiHIYHOro BMMPOoByBaHHA NiKapCbKOro 3acoby 3 yciMa HagBHMMM MornpaBkamMm 00
HbOTO, LLO MOBUHEH MICTUTK iHPOPMaLLitD, HaBeAeHY B p0o34ini 6 Hane>Hoi KNiHIYHOI MpPaKTUKM
(GCP), BMKNageHi MOBOK OpUTriHany, Ta KOPOTKe BUKMIAOEHHSA 3MICTY (CMHOMCKUC) MPOTOKOMY
KNiHIYHOro BMNpPOOBYBaHHSA YKPaiHCbKOKO MOBOIO.

(mignyHKT 8.4.3 NyHKTY 8.4 po3ainy VIl y pegakuii Hakasy
MiHicTepcTBa OXopoHM 300poB'a YKpaiHu Big 01.10.2015 p. N 639)

8.4.4. Bpollypy O0CNiIOHMKA, WO MOBMHHA MICTUTK iHDOpPMaLito, HaBedeHy Yy po34ini 7 HanexxHoi
KNiHiYHOI NpakTnkM (GCP).

8.4.5. Konito BncHoBKy LleHTpy, 3aTBepaeHoro LIOBB (3a HagBHOCTI).

8.4.6. [lopy4YeHHs, BUOaHe CMOHCOPOM, 3 YiTKO BU3HaYEHUMM OeNeroBaHUMMM MOBHOBaXXEHHAMMU,
AKLLO 3aABHUK KiHIUHOTO BUNPO6yBaHHA He € CMTOHCOPOM.

8.4.7. NpoeKT iHbopMOBaHOI 3roAu Ta iHLWY NMMCbMOBY iHOOPMaLLitO, AKY NMIaHYETbCA HaJaBaTU
rnayuieHTy (300poBOMY A0OPOBOMbLIIO) (YKPaiHCbKOK MOBOIO abo OdiLliMmHO BU3HAHOK MOBOIO
Mi>XHALLIOHANbHOIO CMi/IKyBaHHS).

8.4.8. IHbopMaLLito Woa0 3axoaiB 3 Habopy AoCNioXKyBaHUX (MaTepianu iHpopMaLiMmHoro Ta
PEKNAaMHOIo XapaKTepy, SKi BUKOPUCTOBYBATUMYTbCA ANF 3a51y4eHHS A0CNIIKYBaHMX OO KIiHIYHOro
BUMPOOBYyBaHHS (3@ HasgBHOCTI)).

8.4.9. KopoTKi BigOMOCTi Npo BCi MOTOYHI KMiHIUHI BUNPOBYBaHHS, O MPOBOAATbLCH i3 3aCTOCYBaHHAM
JAaHOro O0CioyKyBaHOro NikapCbKOro 3acoby (3a HasgBHOCTI).

8.4.10. 3agaBy BignoBiganbHOro gocnigHMKa 3a GopMoto, HaBeOeHOo Yy 0o4aTKy 6 00 Lboro MNopsaaky.
HapaeTbca B J1M3 3a MicL,e3HaxoOyKeHHAM KOMICIi 3 MMTaHb €TUKMN.

(mignyHKT 8.4.10 nyHKTY 8.4 po3ainy VIl i3 3MiHaMn, BHECEHMMM 3rigHO 3
Haka30oM MiHicTepcTBa OXOpOoHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

8.4.11. IHbopM™MaLiito nNpo J1M3 Ta MicLe NpoBeaeHHS KNiHIYHOro BUNpo6byBaHHA 3a GOPMOIO,
HaBeOeHo Yy 0oOaTKyY 7 0o Lboro MNopaaky, CTaHOM Ha Yac NofdaHHa OOKYMEHTIB (MaTepianis).

(mignyHKT 8.4.11 nyHKTY 8.4 po3ainy VIII i3 3MiHaM1, BHECEHMMM 3rigHO 3
Haka3oM MiHicTepcTBa OXOpPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

8.4.12. IndbopMaLito Mpo BignosiganbHoro gocnigHuka / gocnigHunka (CV), Wo noBuMHHa MiCTUTK TaKi
BigoMocTi: M. I. B, pik HApoOYKeHHH, OCBITa, MicL,e poboTK, Nocaaa, CTaxK POBOTU, HAYKOBUIN CTyMiHb,
HayKOBi MpalLi, 40CBiA yYacTi B KNiHIYHUX BUNPOOYBaHHSAX (i3 3a3HaYeHHAM, 9KMX came).

CV cniBoocnigHMKiB HeobXiaHO HadaBaTH, AKLLO A0 KNiHIYHOMO BUMNPOOYBaHHSA 3a/1yYatoTbCs fikapi
Pi3HMX cneLuianbHOCTEN.

8.4.13. IHpopMaLLito, Lo BM3HAYaE YMOBU CMAaTh BUHAropoam abo KoMneHcalii 4ocnigyKyBaHMM 3a
y4acTb Y KNiHIYHOMY BUMPOByBaHHI (AKLLO Le nepeadadeHo NPOTOKOIOM KIiHIYHOro
BUMPOOBYBaHHS), LLO MOXXe MICTUTMUCS Y CYNPOBiIAHOMY NTIUCTI, 3 MOCUIAHHAM Ha BiAMNoBigHUN
OOKYMEHT, KM Lie nepenbayacTbes.

8.4.14. IHCTPYKL,ito croHcopa/3asaBHMKa 419 BiANoBiganbHOro gocnigHuka / 4ocnigHuKa Wwoao 4Oin y
pasi BUHUKHEHHS nogii, Lo MoXKe ByTU TpakToBaHa 9K CTPAaxoBMM BUMAAOK Mig Yac NpoBeaeHHa



KNiHIYHOro BMNpPOoOByBaHHA BiAHOCHO 3aBAaHHA MOX/TMBOI LLIKOOM 300PQO0B'O Ta YXUTTIO
OOCAIoXKYBaHUX.

8.4.15. Konito cepTudikata O AOroBOpY NpO CTpaxyBaHHSA XXUTTS Ta 300POB'a NaLieHTa
(nobposonbLA).

(MyHKT 8.4 po3ainy VIl gponoBHeHO NianyHKTOM 8.4.15 3rigHO 3 Haka3oM
MiHicTepcTBa oxopoHM 300poB'a YkpaiHu Big 01.10.2015 p. N 639)

8.5. MaTepianmn KniHiYHOro BUNpobyBaHHA MNoaatoTbCa A0 KOMICIi 3 MMTaHb €TUKKM B OJHOMY
MPUMIPHUKY. 3asBa y MOBHOMY 06ca3i 33 dOpMOoto, HAaBeAEHO Y A0AATKY 4 A0 Lboro MNopsaaky,
0OOAETbCSA Ha eMTEeKTPOHHOMY HOCII.

(MyHKT 8.5 pozainy VIII i3 3MiHaMK, BHECEHUMM 3riQHO 3 HAaKa30M
MiHicTepcTBa OXOpPOHU 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

8.6. KoMicia 3 nnTaHb eTUKKM NICNa OTPMMaHHA MOBHOMO KOMMMIEKTY JOKYMEHTIB 34iNCHIOE OLLiHKY
MOPaNbHO-€TUYHMX Ta MPAaBOBMX acMeKTIiB MaTepianiB KNiHIYHOrO OOCNIOXXEeHHS, 33 pe3yfibTaTaMu
AKOI MoroaXkKye npoBeaeHHs KNiHIYHOMoO BUMNPoBbyBaHHA B KOHKpeTHoMY J1IM3 abo Hagae MOTUBOBAHY
BiOMOBY.

8.7. Iig Yac 34iMCHeHHS OLLIHKM MOPanbHO-eTUYHUX Ta MPaBOBUX acMeKTiB MaTepianiB KAiHIYHMNX
BUMPOBYBaHb KOMICIA 3 MMTaHb €TUKM OOHOPAa30BO MOXe 3anmMTaTh B MMCbMOBIY dOpMi Y 3a9BHMKA
OOOaTKOBI MaTepianu Ta/abo 3anpocuTK Ha 3acigaHHs KOMicii MpeacTaBHMKa 3a9BHUKa 019 HagaHHS
000aTKOBUX MosicHeHb. CTPOK O/19 HafaHHsS JOOaTKOBUX MaTepianiB/MosicHeHb He MOBUHEH
nepeBuLlyBaTK 30 KaneHOapHMX OHIB.

CTpOK O/19 OLLiHKM €TUYHMX Ta MOparbHO-MPaBOBUX acnekKTiB He MOoBUHEH NepeBuLlyBaTh 30
KaneHOapHMX OHIB 3 4aTW OTPMMaHHA KOMICi€to 3aaBM (6e3 BpaxyBaHHA Yacy, HeobxiaHoro ang
NiOrOTOBKM 3aMUTaHUX 0OOATKOBUX MaTepianis/MosicCHeHb).

8.8. [P0 NPUINHATE pilleHHa KOMICiF 3 MUTaHb eTUKKM MUCbMOBO MOBIAOMIAE 3a9BHMKA.

8.9. Y pasi HeraTUBHOI OLLIHKM €TUYHMX Ta MOPasbHO-MPABOBUX aCMekKTiB KMNiHIYHOIro BUMNPOByBaHHS
3a9BHMK NpoTarom 30 KaneHgapHWX OHIB Micna ogep»KaHHSA PilleHHa MOoYKe MOBTOPHO HaaaTw
MaTepianu 3 apryMeHTalicto ix nepernsany, Wo MatoTb ByTW po3rngHyTi B CTpoK 0o 30 KaneHaapHMx
OHIB 3 BUHECEHHSAM OCTAaTOYHOI OLLIHKM eTUYHUX Ta MOPanbHO-MPaBOBKMX aCMeKTiB LbOro KAiHiYHOIo
BMMPOGYBaHHS.

IX. MpoBeaeHHSs KIiHIYHOro BUNPo6yBaHHSA

9.1. KniHiyHe BMNpo6yBaHHA MOXe PO3MOYMHATUCA B KOXXHOMY KOHKpeTHOMY MIB 33 HasgsBHOCTI
Mo3nTMBHOIO pilleHHa LIOBB, BUTAry 3 MpoToOKOAY KOMICIi 3 MMTaHb eTuKKM npu J1M3 woao
MOroAXXeHHS LbOro KNiHIYHOMO BUMPOOYBaHHA | 33 YMOBU 0POPMIIEHHA AOMOBIPHMX BiAHOCUH MiXK
yCiMa topUanNYHUMUM Ta Gi3MYHUMIM 0COBaMK, SKi 3anydeHi 40 NPOBeAeHHS KNiHIYHOro
BUNPOOBYBaHHS, Ta Micna ykiaaeHHs 0oroBopy MPo CTPaxyBaHHA XUTTS Ta 300POB'a NaLlieHTa
(nobpoBonbLS) y MopaaKky, nepenbadyeHOMY 3aKOHOOABCTBOM.

(ab3au, nepwmnim NyHKTY 9.1 po3niny IXy pegakuii Hakasis
MiHiCTepCTBa OXOPOHM 300PO0B'a YKpaiHu Bif 18.12.2014 p. N 966,
Big 01.10.2015 p. N 639)

CrnoHcop (KOHTpaKTHa AoCnigHMLbKa OpraHi3aLis 3a Jopy4YeHHIM CnoHcopa) yknagae i3 J1M3
JOroBOPU LWOOO NPOBeAeHHSs KIiHIUHKMX BUNpoByBaHb NiKapCbKKMX 3acobiB BiAMNoBiAHO A0 BUMOr
3aKOHOOaBCTBaA.



AKLLO B KMiHIYHOMY BUMPOOyBaHHI 6bepe ydyacTb HAayKOBO-AOC/IiAHa yCTaHOBa abo BULLMNIA
HaBYalbHUIN MeOUYHMI 3aKaf, Lo HE MaloTb CBOEI KMiHIYHOI 6a3u, y TakoMy BUMaaKy Mac ByTu
rnepenbadeHo NiANMCcaHHa TPUCTOPOHHBOO AOTrOBOPY MiXK CMOHCOPOM (KOHTPaKTHO
OOCNIAHMLBbKOIK OpPraHi3aLLi€o 3a 4opyYeHHAM croHcopa) Ta J1IM3 i HayKoBO-40CNiIAHOK YCTAaHOBOO
ab0 BULLUMM HaBYaNbHUM MeOMYHUM 3aK/1a00M.

OnnaTta Jo4aTKOBO BUKOHaHOI po60oTK / HagaHUX Mocnyr BiAnoBiganbHUX OOCNIOHUKIB / 4OCNiIOHUKIB,
aKa He MoB'a3aHa i3 BUKOHAHHAM HMMK CBOIX NMocagoBux o6os'azkie y J1M3, abo HayKoBO-O0CigHOI
yCTaHoOBMW, abo BULLOIro MeAMYHOro HaB4anbHoro 3aknagy Il - IV piBHiB akpeauTaLlii 30iMCHI0ETbCA
CMOHCOPOM abo KOHTPAaKTHO O0CMiIOHMLBKOK OpraHisalicto (3a opy4YeHHAM CroHcopa) Ha MigcTaBi
OKPEeMOro [oroBopy, Lo YKNaOaETbCs 3 BiANOBiAaNbHNUM OOCMIAHNKOM / AOCNiAHMKOM (3a NoTpebu -
i3 cniBgocnigHMKamMmM) BiAMNOBiAHO 0O BUMOI 3aKOHOOABCTBA.

LM goroBopoM Mae ByTm nepenbadeHo YiTke po3MexkyBaHHa GyHKUiv J1M3 Ta BianosiganbHoOro
pocnigHuka / gocnigHuka / cniBooCcigHMKa, WO NOBUHHI BUKOHYBATUCH HUM Y CBil Hepoboumit vac
Ta NoB'a3aHi, 9K NPaBMIO, 3 BUKOHAHHAM iHTeNeKTyanbHoi poboTK (aHaniTMYHOI, iHpOopPMaLiMHOI,
EKCMNepTHO-KOHCYNBTAaTUBHOI, CKNadaHHea 3BiTiB KNiHIYHOMO BUMNPOoBYyBaHHA TOLLO). AKLLO Mif Yac
BUMKOHaHHA Takoi po60TK / HagaHHS MOCNyT BiAMOBIAabHUI OOCNIOHWK / BOCNIOAHWK / CMiBOOCNIOHUK
BUKOPUCTOBYIOTb MaTepialbHO-TeXHiYHy 6a3y J1IM3, BionosigHi BUuTpatK J1M3 MatoTb ByTr
BioWwKoaoBaHi J1M3 cnoHCOPOM (KOHTPaKTHO OOCAIOHULIbKOK OpraHi3alieto 33 AoOpYyYEHHAM
crnoHcopa) BignoBigHO 00 yKNageHoro HMM goroeopy 3 J1M3, aknn, 30Kpema, MOBUHEH MICTUTK
oKpeMe MoJTIOXKEeHHS MPo Take 3060B'A3aHHA CMOHCOPa (KOHTPAaKTHOI A0CIAHMLbKOI OpraHi3aLii 3a
OOPYYEHHAM CrioHcopa), abo BignosiganbHUM OOCMIgHUKOM / AocnigHMKoOM / cniBoocnigHUKOM 3a
OKPEMUM OOrOBOPOM, YKIAAEHUM MiXK HUM Ta J1M 3.

BBe3eHHS OOCMigXKyBaHMX NiKapCbKMX 3aCOBIB Ta CyMyTHIX MaTepianiB Mo)Xe 34iNMCHIOBaTMUCS
CMOHCOPOM, 3a9BHMKOM Ta/abo opuamnyHoo abo dGisnuHo 0coboto, AKa Ai€ 3a AOBIPEeHICTIO, AKY
Ha[aB CMOHCOP YM 3aABHMK Ha BBE3E€HHSA AOCMIIKYBaHUX (3apeecTpoBaHMx abo He3apEeECTPOBAHMX)
NiKapCbKMX 3acobiB Ta CynyTHIX MaTepianiB (Megn4Hux BMpobiB, MeamM4yHoro o6nagHaHHa TOLWO), Lo
MPW3HaYeHi 019 BUKOPUCTAHHA B MeXKaX MPOBeAeHHS LLbOro KAiHIYHOro BUNpo6yBaHHS.

(NyHKT 9.1 po3miny IX gonoBHeHO ab3aLlOM LLOCTUM 3rigHO 3 HaKa3oM
MiHicTepcTBa oxopoHM 300poB'a YkpaiHu Big 01.10.2015 p. N 639)

9.2. BBe3eHHA/BMBe3eHHS Ha/3 TepuTopito(i) YKpaiHuW, 0bnik Ta 36epiraHHsa OOCNiOyKyBaHOro
NiKapCbKOro 3acoby Ta CyryTHIX MaTepianiB, MPU3HaYeHWX o9 nposeaeHHa KiHiYHoro
BMMNPOBOYBaHHSA, 6iONOriYHMX 3pa3kiB Ana NabopaTopHMX aHanNi3iB 34iMCHIOTLCA Y NOPSAKY,
BM3HAYEeHOMY 3aKOHOOABCTBOM.

AKLLO OoCNimKyBaHUM NiKapCbKMM 3aCi6 HAaNeXXMTb 00 HAPKOTUUYHMX 3aC0b6iB, MCUXOTPOMHUX
PEUYOBUH | MPEKYPCOopPIB, 30iIMCHEHHSA EKCMOPTHO-IMMOPTHUX OMNepaLLin MOXMBe NicNia OTPUMaHHA
BiOMoBigHOro 003801y KOMITeTY 3 KOHTPO/O 3a HAPKOTMKaMM.

9.3. MNMicna novaTKy KiHIYHOro BMNpobyBaHHA (MiANMCcaHHAa MepLM NaLieHTOM (300P0BUM
nobpoBonbLeM) iHbopMoBaHOi 3roam) BiANOBIAHO 4O MPOTOKONY KMiHIYHOrO BMMPOOYyBaHHS
crnoHcop abo Moro ynoBHoBaXeHa ocoba Haagcunae 0o LleHTpy y cTpok go 10 kKaneHoapHUX OHIB
NoBigOMIEHHS 3a OPMOIO, HaBeaeHO B 40AaTKy 8 00 Lboro Mopaaky.

(ab3aLu nepwunim NyHKTY 9.3 po3ainy IX i3 3aMiHaMmn, BHECEHUMU 3rigHo 3
Haka30oM MiHicTepcTBa OXOpOoOHUM 300p0oB'a YKpaiHM Big 06.05.2014 p. N 304)

A6G3aL opyrun NyHKTy 9.3 po3ainy IX BUKIto4YeHo

(3rigHO 3 Haka3oM MiHiCcTepCcTBa OXOPOHU
300poB'd YKpaiHM Big 06.05.2014 p. N 304,



Y 3B'A3KY 3 UMM ab3aL, TpeTin BBaXXaTn ab3auoM gpyrmm)

Y BUNaOKy BUKTIOYEHHSA CMIOHCOPOM AocnigHnka / MM B, cxBaneHoro LIeHTpoM Ta 3aTBepayKeHoro
LIOBB, crnoHcop abo ynoBHOBaXkeHa HMM ocoba iHpopMye LleHTp Ta KOMICito 3 MUTaHb €TUKK MpWU
JIMN3 nucToM goBiNbHOT POPMKM MPO NPUNHATE PilleHHS He Mi3Hilwe 30 KaneHgapHMX OHIB 3 AHA MOro
NPUNHATTS.

9.4. MpoTarom KiHiYHOro BUNPo6byBaHHA Ta MicNg MOro 3akKiHYeHHa Yy pa3i noTpebu LleHTp Ta KoMicig
3 MUTaHb eTUKKM Npu JIM3 MOoXKYTb 3anMTaTK B OOCAIOHMKa/CNoHCcopa AoAaTKOBI MaTepian CTOCOBHO
KNiHIYHOTrO BMUMPOOYBaHHS.

9.5. BignoBiganbHWUM OOCNIAHWK / OOCMIAHUK MOBUHEH NPOBOAUTU KiHIYHE BUMPOBYBaHHS
BiAMOBIOHO OO MPOTOKOSY KMiHIYHOrO BUMNPo6yBaHHS. BianosiganbHWM 0OCNIAHWK / AOCAIAHUK MOXe
BiOXMNUTUCS BiO MPOTOKOMY KMiHIYHOIO BUMPOByBaHHA NuLLe Y pa3i HeoBXigHOCTI yCyHeHHSA
Hebe3nekKu, Lo Be3nocepenHbo 3arpoXKye OOCioXKyBaHUM, 6e3 nonepenHboro 3aTBepaXKeHHA
LleHTpoM. Take BiaxmeHHs Bia NPOTOKONY KiHIYHOrO BMMPo6yBaHHA O0CiIAHMK 3060B'A3aHN N
3a00KyMeHTyBaTh. OnmMc OOoMyLEeHOro BiAXMAeHHs, Moro MpuYnHM Ta (3a moTpebu) Npono3uLii Woao
BHECEHHS NOMPaBOK A0 MPOTOKOMY KMAiHIYHOIo BUMPOOYBaHHA MOBUHHI ByTW HagaHi CroHCopy.

9.6. KoMicii 3 nnTaHb eTUKK npw J1MN3 30incHioTb Harnan 3a 4OTPUMMaHHAM npaB, 6e3neku,
6naromnony44sa NaLieHTIiB (300POBUX AOBPOBOMbLLIB), AOCNIAXKYBaAHUX, ETUYHUX Ta MOpParbHO-
MNPaBOBUX MPUHLLMMAIB NpoBeAeHHS KNiHIYHUX BUMNPOBOYBaHb.

X. 3MiHM Ta AONOBHEHHS, LLLO BHOCATbCA NiA Yac NpoBeAeHHSs KiiHIYHOro BUNpo6yBaHHA
1. BHeceHHS NonpaBoK Nif Yac npoBeAeHHS KNiHiYHOro BUNnpo6yBaHHS

11. Mpwv NpoBeaeHHi KMiHiYHOro BMNpobyBaHHA 00 MaTepianiB KMiHIYHOro BUNPOBYBaHHA MOXYTb
OyTW BHECEHI 3MiHW Ta 0OMNOBHEHHS. Taki 3MiHM Ta AOMOBHEHHSA PO3rNaaatoTbca K MOMpPaBKK, aKi
MOXYTb BYTU CYTTEBUMM abO HECYTTEBUMMU.

1.2. MonpaBKKM 00 MaTepianiB KNiHIYHOro BUMNPOOYBaHHA BBaXKatOTbCA CYTTEBMMMU, GKLLO BOHMU
MOXXYTb BM/IMHYTU: Ha 6e3neKy abo di3nyHe UM NcuxiuHe 6narononyydydsa gocnigyyBaHoro; Ha
HayKOBY LiHHICTb KMiHIYHOro BMMPOoBOyBaHHS, Ha MPOBedeHHS KiHIYHOro BUNpobyBaHHAa abo
KEePIiBHULUTBO HUM; Ha 9KiCTb abo 6e3MeYHICTb JOCMiOyKyBaHOIro NikapCbKoro 3acoby, Lo
3aCTOCOBYETHCA Y K/iHIYHOMY BMMPOOBYBaHHI, @ TAKOXX AKLLO MPOMOHYIOTb 3MiHYy BiAMoBiAaNibHOro
JocnigHMKa abo 000aTKOBO 3a5yYMUTU 0O KIHIYHOro BUNpobyBaHHS HOBOIro AocnigHMKa / HoBe
Micle NpoBefeHHA OoCNIMKeHHS B YKpaiHi 3a POpMOto, HaBedeHO Yy AoAaTKy 9 A0 uboro MNopsagky.

(MyHKT 1.2 rnaBu 1 po3ainy X i3 3MiHaMW, BHECEHMMMU 3riOHO 3 HAKA30M
MiHicTepCcTBa OXOpPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

1.3. AKLLO NoMpaBKKM MatoTb CYTTEBUIM XapaKTep, CIOHCOopP nosigoMnae LleHTp i KoMicito(i) 3 MMTaHb
€TUKM MPO MPUYMHMK | 3MICT MOMPaBoOK.

1.4. [lna 3aTBepOyKEeHHA CYTTEBOI MOMNpaBKK 3ad9BHMK B ManepoBin abo enekTpoHHIM dopMi nogac ao
LLOBB cynpoBigaHun nncT 3a dopMoto, HaBegeHoto y goaaTKy 10 oo uboro MNopsagky, 3aaBy Mpo
CYTTEBY MOMPaBKy/MorogyeHHs KOMICi€lo 3 MUTaHb eTukK npu J1MN3 cyTTeEBOI NonpaBKku 3a GOPMOIo,
HaBeOeHow y ooaaTKy 11 oo uboro MNMopsaaky, a oo LeHTpy - MaTepianm cyTTEBOI MOMPaBKK (BUTATM 3
JOKYMEHTIB, LLO MICTATb CTapy i HOBY pefaKLLito TEKCTY, abo HOBY BEPCitO 3MiHEHMX OOKYMEHTIB, 9Ky
MOXXHa igeHT@IKyBaTK 3a ii HOBMM HOMEPOM i OaTOok; AOAATKOBY iHPOPMaALLItO, LLIO BKIKOUYAE pe3toMe
OaHMX (3a HAaABHOCTI), OHOB/1EHY 3arafibHy OLLiHKY PU3UKY | KOPUCTI (338 HASBHOCTI), MOXXTMBI
HacnigKM ONa OOCNioXKyBaHMX, WO BKTOUEHI B KMiHIYHE BUNPOOBYBaHHSA, MOXXIMBI HacniaKm ang
OLLiHKWM pe3yNnbTaTiB KAiHIYHOroO BUNpoBbyBaHHSA).



(MYHKT 1.4 rnaBwm 1 po3ainy X i3 3MiHaMK, BHECEHUMM 3riQHO 3 HAaKa30M
MiHicTepCcTBa OXOpPOHK 300poB'a YKpaiHu Big 06.05.2014 p. N 304,

Y pefdakuii HakasiB MiHiCcTepCcTBa OXOPOHU

300poB'da YKpaiHM Bifg 18.12.2014 p. N 966,

Big 01.10.2015 p. N 639,

Big 28.03.2022 p. N 538)

1.5. AKLLO cyTTEBA MOMpPaBKa CTOCYETHCH BiNiblUe HiXXK OQHOro MPOTOKOY KNiHIYHOro BUNpPO6yBaHHA
0119 AOCNIAKYBaHOMO NiKapCbKOro 3acoby, CMOHCOP MOXe 3p0BUTK y3aranbHeHe NoaaHHA 40
LleHTpy 3a yMOBW, WO B CyNpOBiOHOMY /IMCTI Ta 3adBi 3a3HAa4YeHO NMepeniK yCiX MPOTOKOMIB KAIHIYHMX
BMMNPOOYBaHb, AKX CTOCYETbCS LA NMonpaBkKa.

1.6. AKLO NoNpaBKKM HeCyTTERI (HaNpWKag, 3MiHa KOHTaKTHOro TenedoHy, HaMMeHyBaHHS 3ad9BHMKA
abo pocnigHWKa y 6yab-aKin KpaiHi, KpiM YKpaiHuM, TOLLO) BiANOBiAHO 0O aCneKTiB, 3a3HaYeHUX y
nopgaTky 9 oo uboro MNopaaky, Ta KLWo BOHM HE MakTb MPAMOro CTOCYHKY 40 NpoBeaeHHdA
KNiHIYHOTO BMMPOoBYyBaHHSA B YKpPaiHi, Taki 3MiHK He nignaratoTb ekcrnepTusi B LleHTpi. Y ubomy
BMMaOKy 3a9BHMK MMCbMOBO MOBiAOMAAE LIeHTp NpO BHECEHHSA HECYTTEBMX MOMPaBOK Y
OOKYyMEHTaLito KITiHIYHOTO BUMNPOOYBaHHS.

(MyHKT 1.6 rnaBw 1 po3ainy X i3 3aMiHaMK, BHECEHUMM 3rigHO 3 HAaKa30M
MiHicTepCcTBa OXOpPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

1.7. JocnigHMK NPOAOBXYE KiHiuHe BMMPOoBOyBaHHSA BiAMNOBIAHO A0 BHECEHOI(1X) CyTTEBOI(MX)
rnonpaeKM (oK) 4o MPOTOKOMY KIiHIYHOIro BUMNPOoByBaHHA TiNIbKM B pasi NpunHATTA pilleHHs LIOBB
LLLOAO CYTTEBOI(MX) NOMpaBKKM(OK) Ta 9KLLO HEMaE 3anepedeHb 3 6OKY KOMICIT 3 MUTaHb eTUKM
(CTOCYETbCA KOHKPETHOro Micus NpoBedeHHs KNiHIYHOro BMMPOoBOyBaHHS).

3a pe3ynbratamu po3rnaay 3aasm LLOBB npoTaromM Tpbox KaneHoapHUX OHIB Hagcunae go LeHTtpy
NUCT-HaNpaB/IeHHSA Pa30oM i3 MaTepianaMm, 3a3Ha4eHNUMIM B NyHKTI 1.4 Uiei rnasu.

(MyHKT 1.7 rnaBu 1 po3ainy Xy pefakuii Hakasy MiHicTepcTBa
OXOPOHUM 300poB'a YKpaiHu Bia 18.12.2014 p. N 966)

1.8. 9KL1O B Nepion NpoBeneHHs KiHIYHOro BUnpobyBaHHA BigOyBaeTbca Moisd, MoB'd3aHa 3
npoBeaeHHAM KNiHIYHOMO BUMPOoByBaHHA abo PO3p0obKOo JOCiOYKYBaHOIO MiKapCbKOro 3acoby, aka
30aTHa BMIMHYTU Ha 6e3neKy OOCNiOXKyBaHMUX, CoHCOP Ta/abo OOCNiOHNK 30iMCHIOTb HeramHi
3axoau Ong 3abesnedeHHa 6e3nekn gocnioyxyBaHmx. CNoHCOP HeralMHo croBillae LleHTp i koMicito(i)
3 MUTaHb eTUKK MPO MoAito, Wo Biadynacy, i 3axogmn 3 il ycyHeHHA.

2. NpoBeaeHHS eKcrnepTU3Uu CyTTEBUX NONpPaBoK y LIeHTpi

2.1. LLleHTp Hagae BUCHOBOK LLIOOO CYTTEBMX NOMPAaBOK Ha NiACTaBi iX eKcnepTmMsn.

2.2. LleHTp NpoBoaANTb eKCNepTM3y HadaHWX MaTepianiB 3 MeTol CKagaHHa obrpyHTOBaHOro
BUCHOBKY W00 MOXMBOCTI MpoBeAeHHS KMiHIYHOIro BMNPOo6yBaHHSA BiAMOBIAHO A0 MOMPaBOK A0
MaTepianiB K/iHiYHOro BUMNPOByBaHHS.

Mixk LLeHTpOM Ta 3a9BHMKOM YK1aOaeTbCA OOroBip Mpo NPOBeAeHHS eKCrnepTmM3n nonpaBok. Onnari
nignarae ekcnepTyM3a 3MiH, BUKNAOeHUX Yy NonpaBkax 0o MaTepianis KiHiYHOro BMnpobyBaHH4, Lo
CynpoBOIKYOTb 3aaBY. CTPOK NpoBeAeHHs eKcnepTmnsun LLeHTpoM - He Ginblue 27 KaneHagapHUX
OHIB.

(ab3au, Apyrum NyHKTy 2.2 rnaBu 2 po3ainy X i3 amiHamm,
BHECEeHMMM 3rigHO 3 HaKa3oM MiHiCTepCcTBa OXOPOHWM 300P0B'A YKpaiHU
Big 18.12.2014 p. N 9606)



2.3. Tlig Yac NpoBeAeHHS eKCNepPTM3M MOMNPAaBOK 3 METOK CKMaAaHHA BUCHOBKY LWOOO CYTTEBOI
rnonpaBkK LLeHTp 0OHOPAa30BO MOXe 3aMMTaTu B MMCbMOBIY GOPMI Yy 3asdBHMKa AO0OATKOBI
MaTepiann. CTpoK, NOTPIGHWM A4 iX NiArOTOBKW, HE BXOOMTb LO CTPOKY NMPOBELAEHHSA eKCNePTU3N.

AKLLO 3a9BHUK MPOoTarom 30 KaneHOapHUX OHIB He Hada€ LleHTpy 3anmnTaHnx 0o0OaTKOBUX MaTepianis
abo NMcTa 3 06rPYHTYBAHHAM CTPOKIB, HEOBXiOHMX ANA iX 4OONPaLoBaHHS, TO MOMNPaBKM 3HIMaOTbCH
3 po3rngaay. Mpo npumnHaTe pilleHHs LileHTp MMcbMoBO NOBIAOMNAE 3adBHMKA. [PU LbOMY BapTICTb
npoBeaeHHa eKCrNepTHUX POBIT 3aABHUKOBI He NoBepPTaETbCA. Hafani 3a9BHMK MOXe MOBTOPHO
nogaTyv mMaTepianu onda ogepykaHHa BUCHOBKY LieHTpy.

2.4. 3a pe3ynbraTtaMum npoBefeHoi ekcnepTman LleHTp Hagae L OBB BUCHOBOK LLOOO CYTTEBOI
rnonpaBKK (MO3UTUBHUW, HEraTUBHKMM). Ha nigcTaBi BucHoeBky LLOBB npuinMae pilleHHa npo
3aTBEPMKEHHA CyTTEBOI MOMpaBKM abo NPo BiAMOBY B 3aTBEPIXKEHHI CyTTEBOI MOMPaBKM i3
3a3HaYeHHAM OBrPYHTOBAHUX MIACTaB ON9 MPUNHATTA PilleHHd MPOo BiAMOBY B 3aTBePOXKEHHI
CyTTEBOI NonpaBkn. CTPOK NPUMNHATTS pilleHHA LIOBB - He Binblie 5 poboumx aHiB.

(MyHKT 2.4 rnaBm 2 po3ainy Xy penakuii Hakasy
MiHiCTepPCTBa OXOPOHM 300poB'a YKpaiHu Bif 18.12.2014 p. N 966)

2.5.Y pa3si He3rogm 3 pilleHHAM LleHTpy LWoao 3HATTA CYTTEBOI MOMpaBKM 3 po3rndgny abo Hesroau i3
BMCHOBKOM LWLOAOO CYTTEBOI MOMPaBKM 3a89BHMK MOXKe ModaTh apryMeHTOBaHy 3asBY BiAMOBIOHO
KepiBHMUTBY LleHTpy abo LIOBB. Hane>XHUM 4YnMHOM obrpyHTOBaHa 3a9Ba MOAAETbCH 3a9BHUKOM
npotarom 30 KaneHO4apHMX OHIB Micna ogepyKaHHg BigMOBIAHOIO pilleHHS. 3agBa /19 BUMHECEHHS
OCTaTOYHOrO PilleHHs POo3rNaaacTbcs He BGinblue 30 KaneHOdapHUX OHIB 3 MOMEHTY i ogepyKaHHS.
OcTaTouHe pilleHHa 3 BianoBiAHMM O0BrpyHTYBaAHHAM HaACWMAETbCA 3a9BHUKY B MUCbMOBIN dOopMi.
AKLLO 3a9BHMK BBaXKaE, WO MOro MpaBa NopyLUeHi, BiH Ma€ MpaBO 3BEPHYTMCSH OO Cyay B
YCTaHOBEHOMY 3aKOHO4ABCTBOM MOPALKY.

3. OuiHKa CyTTEBMX NOMNpPaBOK KOMICI€I0 3 NUTaHb eTUKK npu JIMN3

3.1. BignosiganbHWiM 0OCNiOHWK / OOCNIOAHMK MOBIAOMISE KOMICIIO 3 MUTaHb €TUKM MPO MPUYNHM i
3MICT CyTTEBMX NOMPaBOK.

3.2. KoMici€lo 3 NnUTaHb eTUKKM MOroLKYOTbCA NMLLE Ti CYTTEBI MOMPaBKMU, LLO CTOCYOTbCA
6e3nocepenHbo KOHKpeTHoro(1x) MMB Ta BignoBiganbHoro(M1x) gocnigHuMka(iB) KoHkpeTHoro J1M3,
npPn GKoMy GYHKLLIOHYE LIS KOMICIi.

3.3. [1nqa npoBegeHHA MOromXXeHHA CyTTEBUX MOMPAaBOK BignoBiganbHUM AOCNIOHMK NOOAaE 4O KOMICIi
3 MUTaHb eTUKK Npun JIM3 B NanepoBin abo eNneKTPOHHIN GopMi cynpoBiaAHUIN NUCT 38 GOPMOIO,
HaBegeHow y goaatky 10 oo uboro lNMopaaky, 3asaBy 3a dopMoto, HaBeaeHo Y aoaaTky 11 4o Lboro
MopanKy Ta OOKYMeHTU (MaTepianmn) 3rigHO 3 BUMOraMm nMyHKTy 1.4 rnaeu 1 po3ainy X uboro
Mopgaaky.

(ab3aL, Nnepwmnm NyHKTY 3.3 rnaBu 3 po3ainy Xy penakuii Hakasy
MiHiCTepCcTBa OXOpPOHM 300p0B'A YKpaiHM Big 28.03.2022 p. N 538)

Kowmicia 3 nmTaHb eTuKKM Npu J1M3 po3rnggac cyTTERI MonpaBkM NpoTarom 15 KaneHgapHUX OHiB 3
0aTh OTPUMAaHHA NMOBHOMO NakeTa AOKYMeHTIB. [1po NpUMHATE pilleHHA KOMICia 3 MUTaHb eTUKU Mpu
J1M3 nncbMoBO NOBIOOMIISE BignoBigaibHOro OoCigHUKa.

(ab3aL, apyrmum NyHKTY 3.3 rnaBun 3 po3piny Xy penakLii Hakasy
MiHicTepcTBa oxopoHM 300poB'a YkpaiHu Big 01.10.2015 p. N 639)

3.4.Y pa3i He3roau 3 pilleHHAM KOMICIi 3 MUTaHb eTUKM BiAnoBiganbHUM OOCNIAHUK / 0OCHiIOHNK
MOXe MoaaTh apryMeHToBaHy 3aaBy. Hane)XHUM YUMHOM OBrpyHTOBaHa 3adBa NodacTbcs
BiOMOBIAaNbHUM OOCNiIAHUKOM / AoCniAHNKOM npoTarom 10 KaneHOapHUX OHIB NicNa ogepyaHHS



BiAMOBIOHOIrO pilleHHa Ta Ma€ ByTU PO3rNaHyTa KOMICI€o Y CTPOK He Binblue 10 KaneHaapHUX aHiB 3
0aTtu ii oTpPUMaHHSA ONd BUHEeCeHHS OCTaTOYHOrro pilleHHd. OcTaTouHe pilleHHs 3 BianoBigHUM
OBrpyHTYBaHHSIM HaOCUNAETHCA BiAMNOBiOaNnbHOMY OOCMIAHVKY / OOCAIOHNKY B MUCbMOBI GOPMI.

Xl. 3aBepLUEeHHA KNiHiYHOro BUNpo6yBaHHS

11.1. CnoHcop iHbopMmye LleHTp Ta KoMicito(i) 3 MMTaHb eTUKKM MPO 3aBepPLUEeHHS KiHIYHOrO
BUMPOBYyBaHHSA (A4aTa OCTaHHbOTO Bi3UTY OCTaHHbOIO JOC/IOXKYBaAHOr0) B YKpaiHi npoTarom 90
KaneHOapHMX OHIB 3 AHA MOro 3aBeplUeHHsa BignoeigHo 4o dopMu, HaBedeHoi B 4oaaTtky 12 4o Lboro
Mopgaaky.

(MyHKT 11.1 po3ainy Xl i3 3MiHaMK, BHECEHMMM 3rigHO 3 Haka3oM
MiHicTepcTBa OXOpOHM 300p0B'a YKpaiHM Big 06.05.2014 p. N 304)

11.2. Y pa3i npoBefeHHA MiXXHapOaHMUX 6araTOLLEHTPOBMUX KIiHIYHUX BUNPOBYBaHb CMOHCOP
000aTKOBO nNpoTarom 90 KaneHgapHUX OHiB iHbopMye LleHTp | KoMicito(i) 3 MMTaHb eTUKKM MPO MOBHE
3aBEPLUEHHA KNiHIYHOrO BUNPOBYBaHHA B iHLLKMX KpaiHax.

11.3. Y pa3i 0OCTPOKOBOTIO 3aBepLUeHHS KiHIYHOMO BUMPoBbyBaHHSA CrioHcop iHdopMye Npo ue LieHTp
i KOMicito(i) 3 MUTaHb eTUKKM NpoTarom 15 KaneHgapHMX OHIB 3 AaTW 3aBePLUEHHS i3 3a3HaYeHHAM
MPUYMH JOCTPOKOBOIO 3aBEePLUEHHSA KMiHIYHOMO BUMPOobyBaHHS.

1.4. CnoHcop nepiogMyHo (He piglle ooHOro pasy Ha pik nicnga noYaTKy KiHIYHOro BUNpobyBaHHA
abo, Ha BMMOTY, YacTille) Ta y pasi 3aBeplLUeHHS KAIHIYHOro A0CAiOYKEeHHS MMCbMOBO iHPOPMYE
LleHTp Npo cTaH NpoBeaeHHs KMiHiYHoro BunpobyBaHHA B YKpaiHi BianosigHo 0o dopmMu, HaBeaeHoi
B AoOaTky 13 0o uboro Nopsaaky.

(ab3au nepwmnin NyHKTY 11.4 po3ainy Xl i3 3aMiHaMK, BHECEHUMMW 3rigHO 3
Haka3oM MiHicTepcTBa OXOpPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

BignosiganbHUM 0ocnigHVK / AOCNiOHWK NepioanyHo (He piflle ogHOoro pasy Ha pik nicns noyaTky
KNiHIYHOTO BMMPoByBaHHA abo, Ha BMMOTY, YacTille) Ta y pasi 3aBepLUeHHS KMiHIYHOro
BUMNPOOYBaHHA MMCbMOBO iIHPOPMYE KOMICIO 3 MUTaHb €TUKK MPO CTaH NpPoBeaeHHSA KAiHIYHOro
BUMNPOOYBaHHA Y BiAMOBIAHOMY MiCLLi NpoBeaeHHa OOCNIOXXeHHA 3a Tie caMoo GOPMOto.

11.5. He BMKOpUCTaHI Mig Yac KNiHiYHOro BUNPoBbyBaHHA OOCiAyKyBaHi NTiKapCbki 3aC06U 3HULLYIOTHCA
BiAMOBIOHO OO BMMOI 3aKOHO4ABCTBa abo NMoBepTatoTbCHd CMOHCOPY.

11.6. CnoHCcop NoBUHeH 3abe3mednT NiAroTOBKY 3aK/1OYHOIO 3BIiTY MPO NpoBeaeHe KiiHiuHe
BMMNPOBOYBaHHSA NiKapCbKOro 3acoby 3a GopMoto, HaBeAeHO B 40AATKY 14 00 Lboro MNopanky.

(ab3ay, nepwunin NyHKTy 1.6 po3ainy Xl i3 3MiHaMK, BHECEHUMM 3rigHO 3
Haka30oM MiHicTepcTBa 0XOpoHUM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

He mi3Hille ooHOro poKy Mic/ig NoBHOMO 3aBepPLUEHHA KiHIYHOTO BUMPOOYyBaHHSA (MpUW NpoBeaeHHi
MiXKHaPOOHWX KATHIYHWUX BUMPOBYBaHb - Mic/9 3aBepLUEHHS KTHIYHOro BUMNPOoByBaHHA Y BCixX
KpaiHax) cnoHcop Hagae cTucny iHbopMaLlito Npo KiiHiYHe BMMpobyBaHHA Ao LleHTpy.

He nisHille ogHOro poky nicnga MoBHOIMO 3aBepLUEHHS KiHIYHOro BMNpoByBaHHA (Mpy NpoBeaeHHiI
Mi>XHaPOLHUX KIiHIYHUX BUNPOOBYBaHb - Nic/19 3aBepLIeHHS KMiHIYHOro BMMNPOBOYBaHHSA Yy BCiX
KpaiHax) BionoBiganbHMIM AocNiaHWK / 0OCNIOHWK HagaE CTUCY iHPopMaLito MPo KiiHiYHe
BMMPOBYBaHHA 00 KOMICIii 3 MMTaHb eTUKW.

XIl. MoBiaoMneHHA Npo Nob6iyHi ABMLLa Ta peaKLuii

1. MoBiaoMneHHs, sIKi Hagae BianoBinanbHMM aocniaHUK / AocniAHUK



1.1. Mig yac NpoBefeHHSA KNiHIYHOTO BUMPOBYBaHHS BioMnoBiganbHWUM OOCIOHUK / OOCIOHUK
TEePMiHOBO MOBIAOM/AE CMIOHCOPAa NPO BCi CePMO3HIi MOBIYHI ABULLA, KPIM TUX, AKi Y MPOToKoni abo
Opollypi AoCNiAHMKa BMU3HaYeHi gK TaKi, WO He NoTpebytoTb HEramHOro MoBiAOMNEHHS. Y NePBUHHMUX
i HACTYMHMX MOBIAOMMNEHHAX OOCNIOXKYBaHI iAeHTUDIKYOTbCA 33 iAeHTUdIKaLiIMHMM KOOOM
OOCNIOXKYBaAHOro, WO iM ByB MPMBACHEHUI Mif Yac OOCHiOKEHHS.

1.2. BignosiganbHuM OocnigHUK / 4oCnigHUK NoBiOOMISIE CMIOHCOPa TaKoX MPOo BCi Mob6iuHi gsmLLa Ta/
abo BiAXMNeHHs Bid HOPMM NabopaTOPHMX MOKA3HMKIB, BUBHAYEHMX Y MPOTOKOMI KMiHIYHOIO
BMMPOBYBAHHSA AK KPUTUYHI, N9 OLiHKKM 6e3MneKkn BiAnoBigHO A0 BMMOT Ta B CTPOKM, 3a3HadeHi
CMOHCOPOM Y MPOTOKOSI KMiHIYHOrO BUMPOOBYyBaHHS.

1.3. BignosiganbHUM OOCNiIOHUK / OCNIOHUK HEraMHO PEECTPYE | MPOTAroM 7 KaneHOapHUX OHIB 3
0aTun, KoM Le cTano MoMy BiJOMO, MOBIOOMAE KOMICIKO 3 MMTaHb eTUKKM MNPOo BCi Migo3ptoBaHi
HenepenbadvyBaHi cepMo3Hi MoBIYHI peaKLii, aKi CTOCYOTbCA OOCiIAXKYBaHOMo f1iKapCbKOro 3acoby,
O NPUM3BENKM Ao cMepTi abo aBNanm 3arposy Ansa XXUTTa OocnigxKyBaHoro. [logaTtkoBa iHdopMalLlia
LLOAO LbOro BUMaaKy HadaETbCA KOMICIi 3 MMTaHb €TUKM MPOTArOM HACTYMHMX 8 KaneHOapHMX OHIB.
BuMOrn 0o cknagaHHa NoBigoMAeHHS Npo Nigo3ptoBaHy HenepenbadyBaHy cepmo3Hy NobiuHy
peaKLito HaBedeHi B goaaTky 15 oo uboro MNopsagky.

(MyHKT 1.3 rnaesu 1 pozainy Xll i3 3MiHaMW, BHECEHMMMU 3riOHO 3 HAKA30M
MiHicTepCcTBa OXOpPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304)

MNoBigoOMTEHHS NPO MiOO3ptoBaHi HenepenbayvyBaHi CepiMo3Hi MobIYHI peaKLii MoaaTbCca A0 KOMICii
3 NUTaHb eTUKK Npun J1MN3 B NanepoBin abo enekTpoHHIM dopMi Ha eNeKTPOHHY aapecy KoMicii, abo
BHOCATbCA A0 €1eKTPOHHOI iHDOPMaLLiIMHOI CUCTEMMN.

(NyHKT 1.3 rnaBu 1 pozainy Xl ponoBHeHO ab3aL,oM OPYrMM 3rigHo 3
Haka30M MiHicTepCcTBa OXOpPOHM 300p0B'a YKpaiHM Big 28.03.2022 p. N 538)

1.4. He ni3Hiwe 15 KaneHOapHMX OHIB 3 4aTW, KONW LLe CTano MoMmy BiaoMO, BiAnoBiganbHMI
OOCMIOHUK / BOCNiIOHUK MOBIOOMISIE KOMICIHO 3 MUTaHb @TUKM MPO BCi iHLWI Nigo3ptoBaHi cepmosHi
HenepemnbadyBaHi NOGIYHI peakLii, AKi CTOCYOTbCH OOCNIOYKYBaHOIO NiKapCbKOro 3acoby, Lo cTanm
MOMYy BiOOMi.

1.5. Y pasi cMepTi gocnigyKyBaHoro BignosiganbHWUM OOCNiaHUK / DOCnigHUK Hagae cnoHcopy, LeHTpy
i KOMicii 3 MTaHb eTUKK BClO BUTPeObyBaHy HUMKM 0OOATKOBY iHPOpMaLLito.

2. NoBipoMneHH4, AKi Hapae coHcop

2.]1. HapgaHHa noBigoMneHb Npo Nigo3ptoBaHi HenepenobadyBaHi cepmo3Hi MobiuHi peakuii B
nanepoBin abo enekTPoHHIN dopMi Ao LleHTpy (3BiTHUM Nepioa) MOYMHAETLCA 3 AaTU 3aTBEPOXKEHHS
LLOBB BM1cHOBKY LLeHTpY L0000 NpoBeaeHHA KMiHIYHOro BUNPOoOyBaHHSA Ta 3aBepLUYEThCH i3
3aKiHYEeHHAM KNiHIYHOro BUNPOBYBaHHA B YKpPaiHi.

MNopaHHa MoBiAOMMEHb NPO Migo3ptoBaHi HenepenbadyBaHi cepMo3Hi NobivHi peakLii o LleHTpy,
KOMicCii 3 MTaHb eTMKK Npw J1M3, BignoBiganbHWMX OOCAIOHMKIB BiAMNOBiIOAHO A0 Lboro MNopsagky
3[0iMCHIOETbCA B ManepoBi ¢popMi abo B eNIeKTPOHHIM GopMi Ha eNneKTPOHHY aapecy LleHTpy, KoMicii
3 MUTaHb eTUKK Npu J1MN3, BianoBiAanbHUX OOCNIOHWMKIB, AiIMCHY Ha MOMEHT 3BiTyBaHHg, abo B
eNeKTPOHHIN iHPOPMaLiNHIN CcCUCTEMI.

(MyHKT 2.1 rnaBm 2 po3ainy Xlly pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300p0B'A YKpaiHM Big 28.03.2022 p. N 538)

2.2. CrIoHCOp HeramHo peecTpye i NpoTaroM 7 KajfieHaapHMX OHIB 3 4aTu, KoMK Lie CTano Momy
BigoMo, noigomngae LleHTpy Npo BCi Nigo3ptoBaHi HenepenbadvyBaHi cepMo3Hi NobivHi peakLii, Wwo
CTOCYIOTbCH AOCIOXKYBaHOIO NMiKapCbKOro 3acoby, aKki Npu13Beny 0o cMepTi abo aBNFAM 3arposy Angd



WUTTA gocnioyyBaHoro. JooaTkoBa iHpopMalia LWoao Lboro BMNaaKy HagaeTbcsa LieHTpy npoTtarom
HaCTyMNHMX 8 KafleHaapHMX OHIB. BUMoOry 0o ckiagaHHea rnoBigoMIeHHs Mpo Nigo3poBaHy
HenepenbadvyBaHy cepMo3Hy MobivHy peakLito HaBedeHi B godaTky 15 0o uboro MNopaaky.

(MyHKT 2.2 rnaBu 2 po3ainy Xll i3 3aMiHaMK, BHECEHUMM 3rigHO 3 HaKa30M
MiHicTepcTBa OXOpoHM 300poB'a YKkpaiHu Big 06.05.2014 p. N 304)

2.3. He nmi3Hiwe 15 kaneHgapHMX OHIB 3 4aTK, KOMW Lie CTaflo oMYy BiJOMO, CMIOHCOP MoBigoMnae
LleHTp Npo BCi iHLWI Nigo3ptoBaHi cepno3Hi HenepenbadeHi MobIYHI peakLiii, gKi CcTocyoTbca
OOCNIOXKYBaAHOro NMiKapCbKOro 3acoby, Lo cTany Momy BigoMi.

2.4. CnoHcop iHbopMyE BCix BiAMoBiganbHMUX 4OCNIAHUKIB / 4OCNIOHUKIB, AKi 6epyTb y4acTb y
npoBeAeHHi KNiHIYHOro BUMNPobyBaHHA AaHOro OOCiAXKyBaHOMO fiKapCbKOro 3acoby, Npo BCi
BMABMEHI BUMaOKK, LLO MOXYTb BM/IMHYTU Ha 6e3neKy OOCNioyKyBaHMX.

2.5. CnoHcop 36epirae gokyMeHTalito Npo BCi MOBIYHI gBM LA, MPO 9Ki MOMY NOBIAOMMIAIOTb
BigmoBiganbHi OOCNIOHUKM / BOCAIOHUKM.

2.6. Mpw NpoBeaeHHi JOBroCTPOKOBUX KMiHIYHKMX BUNPOByBaHb CMOHCOP Hadae Ao LeHTpy
MMCbMOBUI 3BIT 3 6e3MeKn NiKapcbKKMx 3acobiB, Wo NepebyBatoTb y cTadii po3pobku, B ManepoBin
abo eNnekTPOoHHIN dopMi (Ha eneKTpoHHY agpecy LleHTpy) He pidlle ogHOro pasy Ha pik He Mi3Hiwe
60 KaneHOapHUX AHIB 3 AHA odOopMIEHHS 3BITY 3rigHO 3 BMMOraMum, HaBegeHMMM B oaaTky 16 oo
uboro NMopsanky.

(ab3au, NepLwKni NyHKTY 2.6 rnasu 2 po3ainy Xl i3 3MiHamMu,

BHECEHMMM 3rigHO 3 HaKa3oM MiHiCTepCcTBa OXOPOHWM 300P0B'A YKpaiHU
Big 06.05.2014 p. N 304,

Yy pefakLuii Hakasy MiHicTepCTBa OXOPOHM

300poB'a YKpaiHM Big 28.03.2022 p. N 538)

Mpw NigroToBLi 3BiTY CMOHCOP Mac 3BEPHYTU yBary Ha Taki MyHKTU: 3a1eXHICTb NobBiuHOI peakLii Bifg
003U OOCNiOXKYBaHOIro fiKapCbKOro 3acoby, TpMBanocTi NiKyBaHHS; BiOHOBMEHHSA CTaHy
JocnimKyBaHoro nicng BigMiHM U4 TUMYACOBOMO MPUNUHEHHS NiKyBaHHS, JOKa3W nonepeaHboi
TOKCMYHOCTI JOCNiIOXKYBaHOro NMiKapCbKOro 3acoby Ang OoCnioyKyBaHMX, MigBKLLEHa YacToTa
BMMaaKiB TOKCUYHOCTI JOCNIOyKYBaAHOIO JTiKapCbKOro 3acoby; Nnepenos3yBaHHa JOCiOyKYBaHOIo
NiKapCbKOro 3acoby i Moro Hacnigku, noganbslue fikyBaHHSA, B3aEMOia NiKapCbKMX 3acobiB Ta iHLWI
rMoB'asaHi 3 LM PU3UNKK; crielndidHi 3MiHM Be3neKn CTOCOBHO 0COoBNMBOI MonynaLii NawieHTIB
(ntogm NOXMNoro Biky, AiTH, iHLWI FPYNM PU3KMKYy); MO3UTUBHI Y HEraTUBHI AaHi 3aCTOCYyBaHHA Y
BariTHMX Ta Mig Yac NakTauii; 3NoB)XMBaHHA MPUMMOMOM OO0CNIOXYBaAHOIO TiKapCbKOro 3acoby (3a
HasABHOCTI); PU3MKUN, BUHUKHEHHS SKMX MOB'A3aHe 3 OCiAHMMU Ta AiarHOCTUYHUMMK NpoLueaypaMu;
PU3MKM, LLIO MOXKYTb BYTM MOB'A3aHI 3 HEOOCTAaTHbOK AKICTIO JOC/iIAYXXYBaHOIO MiKapCbKOro 3acoby;
OaHi 3 6e3nekn Ta ePeKTUBHOCTI OOCNIOXKYBAHOIO MTiKapCbKOro 3acoby, OTPMMAHI 3 HEKITIHIYHMX
OOCTiOyKeHb.

Mpw obrpyHTOBaHIM MiAO3pi WoA0 NiABULLEHHA PU3MKY 09 OOCNIAXKYBaHUX LLleHTp Moyke
3060B'A3aTV CMNOHCOPa HafdaBaTU 3BIT WOA0 6e3MneKu NikapcbKnx 3acobis, Wo nepebyBatoTb y cTaaii
pPO3p0bKU, YacTille.

2.7.Y pa3si npoBeaeHHsA OeKiNTbKOX KNiHIYHUX BUMPOBYyBaHb 3 TUM CaMUM OOCNIAXKYBaHUM NiKaPCbKUM
3aco60M CMoHCOP MOXKe HagaBaTK A0 LleHTpy y3aranbHeHUI 3BiT Woao 6e3nekn AocnigyKyBaHoro
NikapCcbkoro 3acoby. Pa3oM 3i 3BiTOM CMNOHCOP Yy CYMPOBIAHOMY JTMCTI 3a3Hadac nepenik ycix
KNiHIYHMX BUMPOGYBaHb, LLIO NPOBOAATLCA B YKpPaiHi abo 3a y4acTio YKpaiHM, AKMX CTOCYETbCA OJaHMNI
3BIT. CTPOK HaJaHHS LWOPIYHOMO 3BiTY B LIbOMY BMMaAKy NOYMHAETbCA 3 ATV oAepXKaHHA BUCHOBKY
LleHTpy LWOoao NpoBeaAeHHs MepLUoro 3 nepenidyeHmnx KiiHiYHMX BUNpoobyBaHb.



3. PeecTpauia Ta aHanis nosBigomMneHb Npo nigosploBaHi Henepen6aduyBaHi cepMo3Hi NOGIYHI
peakuii LLeHTpom

3.1. LleHTp peecTpye BCi BUMNaaKM Nigo3ptoBaHnX HenepenbadyBaHMX CEPMO3HUX MOBIYHMX peaKLLil,
LLLO CTasiM MOMy BigOMI, Ta NPOBOAMTb iX aHanis.

3.2. Mpwv Nigo3pi Woao niaBULLEHHS PU3UKY 019 OOCNiayKyBaHMX LieHTp BMMarae y cnoHcopa
JoaaTKoBy iHbopMalito woao 6e3nexkn Nigo3poBaHOro Nikapcbkoro 3acoby, aka Ma€ ByTu HagaHa
MpPoTAroM 7 KaneHOapHUX OHIB 3 AHA OTPMMaHHS 3anuTy.

AKLLO CMOHCOP MPOTAroM LbOro CTPOKY He Hafdae€ Takoi iHbopMallii abo nucTa 3 0brpyHTYBaHHAM
CTPOKIB, HEOOXiAHMX AN4 ii NiAroToBKM, LIeHTp MoXKe NMPUMHATK pilleHHS Npo TUuMYacoBe abo NnoBHe
3YMUHEHHS JaHOro KIiHIYHOro BUMNpoBbyBaHHS, MPO LLO MMCbMOBO MOBiOOM/IAE CMIOHCOPa Ta
OoCcniaHWKIB.

XIll. MpoBegeHHA KNiHIYHOro ayauTy KNiHiYHOro BUNpo6yBaHHS NliKkapCbKOro 3acoby

13.1. LleHTp MOXKe MpOoBOAMNTU KAiIHIYHI ayauTM KNiHIYHUX BUNPOBYBaHb NiKapCbKKMX 3acobiB.
KAiHIYHWMM ayguUT KNiHIYHOrO BMMPOoBYBaHHA MPOBOANTbLCS 6E3KOLLITOBHO.

Mpw NpoBegeHHI KNiHIYHOro ayanTy LleHTpoM nepeBipui NigndratoTb AOKYMEHTU, 3arnmcu,
MPUMILLIEHHS, YCTaTKyBaHHA Ta obnagHaHHA, cucTeMa 3abe3neyeHHs 9KOCTI Ta iHLWI pecypcu, aKi
MOXYTb 36epiratmncs Ta 3HaxoamTuce y J1M3, nabopatopiax (y ToMy ynchi papMaKoKiHETUYUHKX), B
odicax crnoHcopa Ta/abo KOHTPaKTHO AOCNIAHMULbKOT OpraHisaLii abo B iHLWKMX MiCLSX, LLO MaloTb
CTOCYHOK [0 KJ1iHIYHOIro BUMPOBYBaHHA O0OCIOMYBaHOIo iKapCbKOro 3acoby.

13.2. LLlokBapTanbHUIM NAaH NpPoBeAeHHA KNIHIYHUX ayauTIiB Ta IX pe3yibTaTu ONpPUIOOHIOTLCA Ha
odiuinHoMy canTi LleHTpy.

13.3. KniHiuHMM ayouT BUNpoBOyBaHHA MOYMHAETHCA He paHille HiXK Yepe3 14 KafeHaapHMX OHIB nicngq
HaACcWTaHHeA NonepeaHboro MoBIAOMNEHHS Ta Y3royXXeHHS i3 3a9BHMKOM KNiHIYHOMO BUMPOoByBaHHA
Ta 3 BignoBiganbHUM OOCMIOHUKOM / OOCMIOHUKOM MOYaTKy MOro MpoBeaeHHS.

Y pasi akwo LleHTp Ma€e 06'eKTMBHI NiACTaBW MPUMNYCKaTK, WO BUKIAAEHI B 3a9Bi 419 04 PXKaHHSA
BMCHOBKY LLeHTpYy YMOBW He BUKOHYOTbCH, abo aKLWo LleHTp Mae y cCBOEMY po3nopsamKeHHi AaHi, Wo
CTaBNATb NiA CyMHIB 6e3neKy OoCNigXKyBaHMX abo HayKoBY OBGrpyHTOBAHICTb KIiHIUHOIO
BMMNpoObyBaHHA, abo OaHi, aKi ceigyaTb Npo danbcrdikaLito, MOXKINBE CKOPOYEHHSA TEPMIHY MiXK
Ha[aHHAM MonepeaHboro NoBiIAOMIEHHS Ta MPOoBeAeHHAM KMiHIYHOrO ayanTy KNiHIYHOro
BUMPOGYBaHHS.

13.4. KNiHiYHMY ayanT KNiHIYHOTO BMMPoObyBaHHSA 30iMCHI0OThL daxiBli LleHTpy, aki BonofditoTb
3HAaHHAMM Ta MatoTb AOCBIA 3 MMTaHb OpraHi3alii Ta NpoBeaeHHa KNiHIYHUX BUMNPOBYBaHb i He
6epyTb yyacTi B iX MpoBeOeHHI, a TaKOXX He 3a5e)aTb BiJ CNoHcopa Ta JOCiaHUKIB.

13.5. 3a noTpebun Ao yyacTi B MpoBedeHHI KNiHIYHOTOo ayauTy KAiHIYHOMoO BUNPOoByBaHHA MOXXYTb
3any4daTmca iHwWi daxiBui (BionoBigHO A0 0COBMMBOCTEN MPOTOKOMY OOCIOXKEHHI Ta MeTu
KMiHIYHOIrO ayauTy KAiHIYHOro BMNpOoByBaHHA).

13.6. Ocobu, aKi NPoBOAATb KMiHIYHMK ayanT KiHIYHOrO BMMpPoObyBaHHS, 36epiratoTb
KOHbIOeHUIMHICTb iHDOopPMaLLi, AKY OOep>KytoTb Mig Yac Moro NpoBeaeHHs, BiANoBiAHO 00 BUMON
3aKOHOOaBCTRBA.

13.7. TIpn NpoBefeHHI KAiHIYHOMO ayanTy KIiHIYHOro BUMNpOoBOyBaHHA B MiCLi MpoBedeHHs
BMMNpoByBaHHA 060B'A3KOBOK YMOBOIO € MPUCYTHICTb BiAMNOBIAanbHOro gocnigH1ka / gocnigHmKa
(abo 0cobu, aKa BUKOHYE Moro GyHKLLii), @ TaKoXX MOXXYTb BYyTW NMPUCYTHI NpeacTaBHUKMU CMOHCopPa.



13.8. Mg Yyac npoBeaeHHs KMiHIYHOro ayanTy MOXKYTb OYTU BUCNOBIIEHI KPUTUYHI, CyTTEBI abo
HecCyTTERI 3ayBa)KeHHA.

13.8.1. 10 KPUTUYHMX HaMexXXaTb 3ayBa)KeHHA Y BUMaaKy BUABNEHHS MOPYLIEHb, LLO HEraTUBHO
BM/IMBAKOTb Ha NpaBa, 6e3sneky abo 300POoB'A AOCMIIKYBaHMX Ta/abo BMNNMBaAKOTb Ha AKICTb Ta
LiNiCHICTb AaHMX KNiHIYHOro gocnigyKeHHsA. KpUTUUHI 3ayBaKeHHSA CTOCYOTbCA: HEBIAMOBIAHOCTI
OaHux, anbcndikalii gaHUX, BiOCYTHOCTI NEPBUHHUX MEOMNYHUX OOKYMEHTIB Ta YMCENTbHUX CYTTEBUX
3ayBayKeHb. KpUTUYHI 3ayBaXkKeHHa € MiacTaBoto /19 TUMMYacoBoi abo MoBHOI 3YMUHKK KiHIYHOMO
BUMNpPOOBYyBaHHA. Mpo NpUHATE pilleHHS Ta MNPo NiACTaBU LWoA0 TMMYacoBOi abo NOBHOI 3y MMHKMU
KNiHiYHOTO BMMPOoOByBaHHSA LIeHTp NMMCbMOBO MOBIAOMIAE 3a9BHMKA Ta AOCiIOHMKA.

13.8.2. [10 CyTTEBMX HaMeXaTb 3ayBa)KeHHS LWOA0 BUABMEHHA HeOONIKIB, AKi MOXXYTb HEraTUBHO
BIM/IMHYTU Ha MNpaBa, 6e3nekKy Ta 300Pp0B'a OOCNiOXKYBaHUX Ta/abo MOXKYTb BIMIMHYTU Ha SKICTb i
LLinicHICTb AaHWX KNiHiYHOro gocnigyeHHa. CyTTEBI HeOONIKM BKOYaOTh Y cebe BiaxmuneHHsa Bif
MPOTOKONY K/IHIYHOrO BUMNPOBYBaHHA Ta/abo UMcesnbHi HECYTTEBI 3ayBayKeHH:A. CyTTEBI HEOOMIKM
NoTpebytoTb BYUACHOTO iX BUMPaBfieHHs Yy BCTaHOB/EHI 33 pe3ybTaTaMu KiHIYHOro ayauTy CTPOKM 3
HaO4aHHAM MMCbMOBOIO MOBIAOMITEHHSA MPO iX yCyHEHHS A0 LleHTpy.

13.8.3. [10 HeCyTTEBUX HanexXaTb 3ayBaXKeHHs LWoO0 BUABAEHHS HEOOMIKIB, SKi He BMIMBAOTb Ha
npasa, 6e3neKy Ta 300PO0B'A OOCMIOXKYBaHWX Ta/abo HE MOXKYTb BIMIMHYTU Ha SKICTb Ta LLiNICHICTb
OaHUX KMiHIYHOro OoChioyKeHHs | MatoTb ByTW BUMpPaBlieHi Ta BpaxoBaHi B nMoaanbluiv poboTi.

13.9. 3a pe3ynbrataMy KNiHIYHOro ayanTy KAiHIYHOMO BUNPOoByBaHHA CKNadatoThCH 3BiT Ta akKT, KUK
niaTBepaXKy€e GaKT NpoBedeHHs KAiHIYHOro ayanTy, e 3a3HadatoTbCs BUCAOBEHI Mig Yac KAiHIYHOro
ayanTy 3ayBaXKeHHS (3a HAABHOCTI) Ta BCTAHOBOKTLCA CTPOKM YCYHEHHA BUABMEHMUX MOPYLLEHb
(HeponiKiB). AKT, aKMK NiaTBepKYyE daKT NpoBefeHHa KNiHIYHOro ayauTy, LleHTp Hagcmnae
3a89BHMKY Ta/abo BiAnMoBiganbHOMYy AOCHIAHUKY KIIHIYHOMO BUMPOByBaHHA B TepMiH go 30
KaneHOapHMX OHIB Nic/ia MOBHOMO 3aBepLUeHHS KNiHIYHOMoO ayauTy KMAiHIYHOIo BUMPpobyBaHHS.

13.10. Y pasi BUABMEHMX Mg Yac NpoBeaeHHaA KiHIYHOro ayauTy KNiHIYHOro BUNpoBbyBaHHA
HeOoniKiB, AKi He BUMMaratoTb TMMYacoBOi abo MOBHOI 3yNMUHKK KNiHIYHOrO BUNPOOGYBaHHS,
BiOMOBidabHOMY OOCNIAHUKY / OOCMIAHUKY Ta/abo CroHCOPY HEOBXIAHO iX YCYHYTU Y BCTAHOBIEHU M
LleHTpOoM CTpOK. IHhopMaLito LWOoOo YCYHEHHA HedoNiKiB BianoBiganbHUIM gocnigHUK / pocnigHuk Ta/
abo 3asaBHWMK Hagcunae oo LleHTtpy.

AKLLO BUABMEHI HEeOoMNIKM He BYN YCYHeHi (KpiM MOBaXKHUX MPUYMH Ta 3 He3aNexXHUX 06CTaBnH) y
3a3HavYeHUNI CTPOK, LIeHTp MoXKe MOBHICTIO 3YMMHUTK MPOBEOeHHS KITiHIYHOro BUMpoBbyBaHHS.

XIV. TumuyacoBe abo NoBHe 3yNUHEHHS K/iHIYHOro BUNpobyBaHHA

14.1. KniHiyHe BMMpobyBaHHA MOXe ByTU TMMYacoBO abo MOBHICTIO 3yNMMHEHE CMIOHCOPOM,
BiQMNoBiganbHWUM gocnigHMKoM / gocnigHMKoM abo LieHTpom.

14.2. CrIoOHCOP MOXXe TMMYaCOBO abo MOBHICTIO 3YMUHUTMK KIliHIYHE BUNPOBYBaHH4, MPO WO BiH

CroBilac BianoBiganbHUX JOCIOHUKIB / gocnigHukie, JTM3, koMicito(i) 3 nUTaHb eTUKK Ta LieHTp.

MPU TUMYACOBOMY 3YMUHEHHI 3a PiLLeHHAM CMOHCOPa BiAMNoBiganbHWUM OOCNIOHUK / 4OCIAHUK
MPUMMUHAE Habip HOBMX MALLIEHTIB, @ Ti, LLO BXXe 3a5y4eHi y KiHiYHe BUNpobyBaHHS, NepexoaaTb y
da3y KOHTPO/IHO 3a iX CTaHOM Ta MNOAaNbLLUOrO CMNOCTEPEXEHHS i 338 HEOOXiAHOCTI HaJaHHA
CTaHOapTHOI MeanyHoi gornomorn. CIoHCOpP MOBMHEH HadaTWM iIHCTPYKLIi Loao noaanblioro
yBefeHHs nauieHTaM 4oCnigyKyBaHOro fikapcbkoro 3acoby. CroHcop 060B'A3KOBO MOBiIAOMIISAE
KOMICitO 3 MUTaHb €TMKM Ta LleHTp Npo NPUMYMHU TUMYACOBOIO 3yNMMUHEHHS, CTPOK, Ha SKNM
NPEU3YNMMHEHO KMiHIYHE BMMPOOBYBaHHS, 3aX04M, WO MAaHYETbCA BXXUTW A9 YCYHEHHS MNP UYMH, Yepe3
aKi gocnigyXeHHs Byno TMMYacoBO 3yNUHeHe, 3axodu, aKi BXUTI A9 3abe3nedeHHa 3axMcTy npas,
6e3neKku Ta Gnarononyyys nauieHTiB. Micnga yCyHeHHs NPUYKH, 3 AKMX KIiHiYHe BUNpobyBaHHA By1o



TMMYaACOBO 3yNMHeHe, Ta iIHPOPMYBaHHSA KOMICIT 3 MMTaHb eTUKM Ta LLeHTpY CNOHCOp MOoyKe
MOHOBUTU MPOBEeAEeHHS KMiHIYHOMO BUMPOBYBaHHS.

14.3. BignosiganbHUM OOCNiOHNK / OOCNIOHNK Ma€ TUMYACOBO 3YMUHUTK KNiHIYHE BUMNPOoByBaHHS abo
OKpeMi Moro etanu y pasi NnigBuULLEHHSA PU3MKY O/19 300P0B'a ab0 »UTTA OOCNiAXKYBaHMX Ta odilinHO
MOBIAOMUTU MPO e CMoHCOopPa, LleHTp Ta KoMicito 3 MMTaHb eTUKK.

14.4. LleHTp MOXXe TMMYacoBO abo, 3a norogXXeHHam 3 LJOBB, 30BCiM 3yNMMHUTU KNiHiYHe
BUMPOBYBaHHS, 9KLLO € 06'EKTUBHI NiACTaBW BBaXkaTW, LLO BMUKIaLAeHI B 3a49Bi NPO ofep»aHHg
BUCHOBKY LLeHTpY YMOBU He BUKOHYOTbCH, abo AKLLO € AaHi, Lo CTaBAATb Nig CyMHiB 6e3neky
JocnimKyBaHMX abo HayKoBY OBrpYyHTOBaHICTb KITiHIYHOTO BMUNpobyBaHHSA, abo AaHi, Wo cBigvaTb npo
danbcmdikauito. NMpo CBOE pilleHHS Ta MNPO NPUYMHM MOro NPUNHATTA LLeHTp NoBigOMMIAE CMOHCOP3,
BiAMOBIdaNbHUX OOCNIOHVKIB / mocnigHukis / JIM3 Ta BiAMNOBIAHY KOMICIIO 3 MUTaHb eTUKK Ta
ONPUNOOHIOE MOro Ha odilinHoOMY camTi LleHTpy.

14.5. BioHOBNEHHA NpOoBeAeHHS KMiHIYHOrO BUMPOBYBaHHS, LLLO By/10 TUMYACOBO 3YNMMHEHO, MOXMBE
Y Pasi MOBHOMO YCYHEHHS MPUUMH, LLLO 0OYMOBUNWM TMMYACOBE 3yNMHEHHS, Ta iIHGOPMyBaHHS Npo Le
LLeHTpy Ta KOMICIii 3 MMTaHb eTUKM a9 MPUNHATTS HUMUK BiAMNOBIAHOIO piLUeHHS.

14.6. Y pasi NOBHOIro 3ynMHeHHs KMiHIYHOro BUMPOoOByBaHHS MOro BiAHOBMEHHSA MOXX/IMBE 3a
HasgBHOCTI MOBTOPHOIO MO3UTUBHOIO BUCHOBKY LIeHTpy Ta MOBTOPHOrO NOroxeHHs KOMicieto(amm)
3 NMTaHb eTUKKM NpK BianosigHoMy(mx) J1M 3.

HauvanbHUK YNpaBniHHA pO3BUTKY
dapMaLeBTUUYHOIro ceKTopy ranysi J1. B. KoHoweBuY
OXOPOHU 300pPOB'A

JopaTtok 1

0o Mopsagky NpoBeaeHHa KNiHIYHMUX
BMMPOO6YyBaHb NiKapCbKMX 3acobiB Ta
EKCMepTM3M MaTepianiB KNiHIYHMX
BUMNpPoOBYyBaHb

NEPENIK
OCHOBHUMX AOKYMEHTIB KNNIHIYHOTIO BUNMPOBYBAHH4, 9Kl 3BEPITAIOTbCA Y JIMN3 TA MICLUI
NPOBEOEHHA BUNMPOBYBAHHYA TA Y CITOHCOPA

3BEPITAETLCA B APXIBI (DAMII)

pocnigHuka/nn3 CroHcopa

1. o NoYyaTKy KiHIYHOro gOCNiIKEHHS

Bpoluypa gocnigHnKa X X

nianMCcaHMiM CNOHCOPOM Ta OOCMIAHNKOM
MPOTOKON KNiHIYHOro BMMPOBYBaHHSA X X
nonpaBKK 00 HbOro (AKLLO TaKi €)

3pa30okK iHaAMBIAyanbHOI peecTpauinHoi
dopmMm

MaTepianu, Wo HagatoTbCa NaLlieHTaM
(300P0OBUM 0OBPOBOMbBLIAM):

iHpopMoOBaHa 3roaa (BKAoYatoun HeobxiaHi X X




nepeknagmn)

iHWa nMcbMoBa iHdopMaLLia Ana nauieHTa

X X
(3mopoBoro nob6poBonbLA)
OrofiolleHHd Mpo Habip AoCiayKYyBaHMX X
(AKLLO BUKOPUCTOBYIOTHCS)
iHbopMaLia Woao GiHAHCOBMX MUTaHb X X
KNiHiYHOro BUNpPO6yBaHHA
. . X
OOroBip cTpaxyBaHHA (cepTudikaT oo X

oorosopy)

(komia cepTudikaTa oo
OOroBOPY CTpaxyBaHHSA)

(noroBip cTpaxyBaHHA)

NiganMCaHMIM OOroBIP MiXK CTOPOHaMM:

00CNIAHUKOM/JIM3 i CNOHCOPOM X X
JocnigHUKoM/J1M3 | KOHTPaAKTHO X X
OOCNIAHMLBbKOK OpraHi3aLi€to (AKLLO NOTPiIBHO)
CMOHCOPOM Ta KOHTPAKTHO OOCAIAHUNLbKOO X
opraHisauicto

JaToBaHe | JOKyMeHTanbHo odopMieHe

noromxeHHa KoMicii 3 mMMTaHb eTUKKM npu X X
M3 maTepianiB KMiHiYHOro BUNpobyBaHHA

OOKYMEHT LWOoA0 CKagy KOMICii 3 MMTaHb X X
eTukum npwu J1M3 (AKLLO MOTPiIBHO)
BucHoBOK LieHTpy Wono npoBeneHHs X X
KNiHIYHOTrO BUMPOGYBaHHS

aBTobiorpadii mocnigHukis (CV) Ta/abo iHLwi

OOKYMEHTM, WO MiATBEPOXKYIOTb iXHIO X X
kBanidikauito

HOPMasibHi 3HaYeHHS / rpaHuLL HOPM AN

KMIHIYHUX/NabopaToOPHUX/IHCTPYMEHTaNbHUX X X
TecTiB/OoocnioKeHb, nepenbdadeHmnx

MPOTOKOMIOM KIiHIYHOIO BUMPOBGYBaHHS

KMiHIYHi/nabopaTopHi/iIHCTPYMEHTa N bHi

TecTn/pocnigyeHHs: cepTudikauis, abo

akpeauTaLig, abo BHYTPILLHIM i/abo X X
30BHILLHIM KOHTPOMb 9KOCTi TabopaTopHOro

obnagHaHHg, iHWi MeToan BepudikaLii

3pa30K eTUKETKM Ha yMaKoBLi X
JOoCNimyKYBaHOIo NMiKapCbKoro 3acoby

IHCTPYKLIA WOAO0 MOBOOYKEHHSA 3 X X

OOCNiOyKyBaHMM NiKapCbKMM 3acoboM Ta
HeOoBXiOHMMW BUTPATHUMU MaTepianamm
(AKLLO He BK/OUYeHa 00 MPOoTOKOoNy




KNiHIYHOTO BUMPOoByBaHHA abo 6poluypu
oocnigHmka)

JOKyMeHTaLiqa Woa0 nocTavyaHHAa
OOCHiOXKYBaHOro NikapcbKoro 3acoby Ta
HeoOBXiAHWX BUTPATHUX MaTepianis

cepTUdIKaT cepii gocnigXKyBaHoOro
NiKapCbKoro 3acoby

npouenypa pPo3KpUTTS paHaoMI3aLLiMHOIo
Kooy Mpw NpoBedeHHi KAiHIYHOro
BMMNPOBYBaHHA "crinMm" MeToaoMm

pPaHOOMI3aLiMHMIA CIIMCOK

3BIiT MOHITOpPa MPoO nonepenHin BiauT

3BIiT MOHITOpPa MNPO NOYaTKOBWMI (CTAapTOBMMN)
Bi3NT

2. Mig 4yac npoBefeHHSs KIIHIYHOro OoCigKeHHS

HOBI pefakKLii:

OpoLllypu OoCnigHVKa;

MNPOTOKONY KMAiHIYHOro BUNPpoBOyBaHHA Ta
MonNpPaBoOK A0 HbOIo (AKLLO TaKi €);
iHOMBIOYyanbHOI peecTpaLinHoi opmMu;
iHbOpPMOBaHOI 3roan Ta NMMCbMOBOI
iHbopMaLii on4a nayieHTiB (300poBUX
00BpPOoBONMbLIB);

orofiolleHb Npo Habip gocnimKyBaHUX (AKLLO
BMKOPUCTOBYIOTbCA)

[aToBaHe i JOKYMeHTanbHO odopMieHe
MOrogXXeHHs KOMICIii 3 MMTaHb eTUKKM Npu
na3:

nonpaBKK(OK) 4O MPOTOKOMY KAiHIYHOIo
BUMPOBYBaHHS,

HOBOI(MX) penakuii():

iHboOpMOBaHOI 3roan Ta NMMCbMOBOI
iHbopMaLii on4a nayieHTiB (30poBUX
0o06poBONMbLIB);

orofolleHb Mpo Habip gocnimKyBaHMX (AKLLLO
BMKOPUCTOBYOTbCA);

pe3ynbTaTiB MepiogMyHoro nepernany
JOKYMeHTalii 3 KNiHiYHOro BunpobyBaHHA

BncHoBOK LLeHTpY WoO0 CYTTEBMX NOMPaBOK
[0 MPOTOKOMY KfiHIYHOro BUNpobyBaHHA

3MiHW HOPMarbHUX 3HaYEHb/IPaHKLLb HOPM
019 KNiHiYHWX/nabopaTopHUX/
IHCTPYMEHTaNbHUX TeCTiB/QoCcnioyKeHb,




nepenbadeHMX NPOTOKOMOM KIiHIYHOIO
OOCTiOXKeHHs

aBTobiorpadii (CV) HoBOro BignoBiganbHOro

. . . . X X
nocnigHuka / pocnigHuka / cnisgocnigHnka
3MiHM B MpoLeaypax KAiHiuHmnx/
nabopaTopHUX/iIHCTPYMeHTanbHUX TecTis/
pocnimKkeHb: cepTudikalig, abo akpeouTaLig, X X
ab0 BHYTPILLHIN i/ab0 30BHILLHIN KOHTPOSb
AKOCTI, iIHWI MeToan Bepudikauii
OOKyMeHTaLiqa Woao nocTavyaHHAa
OOCNIOXKYBaHOrO NiKapCbKOro 3acoby i X X
MNOTPIOHUX BUTPATHUX MaTepianis
cepTUPIKaTU HOBMX CEPIV OOCNiIOXKYBaHOro X
NikapCcbkoro 3acoby
3BIiTW MOHITOpPIB X
iHPpOpPMaLLif LWOoOo NeperoBopiB/NMMCTyBaHHS, X X
O MoB'A3aHi 3 KMiHIYHUM BUMNPOBYBaHHAM
nignmcaHi iHpopMoBaHi 3rogm X
nepBUHHI MEOUYHI OOKYMEHTM X
3aMoBHEHI, AaToBaHi Ta nignucaHi X X
iHOMBIOYyanbHI peecTpauinHi dopMu . .

. a4 P P bop (komiqa) (opurinan)
aocnimKyBaHMX
peEeCcTpaLid BMnpaB/fieHb B iHOMBIAYalbHMX X X
peecTpaLinHNX dopmax (koniq) (opwriHan)
noBigoMfieHHa OOCNiAHUKIB, WO HagaHi
CMNOHCOopPY, NPO CePMOo3Hi NoGIYHI ABMLLA Ta X X
BiQMOBIOHI 3BITH
MOBIAOMMTEHHSA MPO CEePMNO3HI
HenepenbadvyBaHi NOBIYHI peakLuii, aki Hapgae X X
cnoHcop oo LleHTpy
MPOMiXHi abo pidHi 3BiTV NPO CTaH X
KNiHIYHOTO BMMPOOYBaHHS, LLIO HaOalThCs X .

- (AKWO NOTPIi6HO)
LleHTpy Ta KOMiICIi 3 MMTaHb eTuKKM npun J1M3
MOBiIOAOMJTEHHS, LLIO HAadA€E CMNOHCOP
JocnioHuKyY Npo HoBYy iHPopMaLiito 3 6e3neku X X
O0oCnigXKyBaHoOro 3acoby
. . X
YKYPHaN CKPUHIHIY gOCioyKyBaHUX X .
(AKLLO NOTPiIBHO)

CrMcoK igeHTMdIKauimHMX KoaiB X
LOCNiMKYBaHMX
XYPHan peectpauii 3anyyYeHmx go X




BMMNpPOBOYyBaHb AOCMIOXKYBaHMX
06NIK OOCNiOYYBaHOIro NiKapCbKOro 3acoby y X X
Micli NpoBeaeHHs KNiHIYHOro BMMpPoBbyBaHHSA
NNCT 3pa3KiB MignuvciB BignoBiganbHOro
pocnigHuka/oocnigHukal(is)/ X X
cniBoocnigHmka(is)
YKypHan o6niky 3pa3skiB 6io/1orivyHnX pignH/
TKaHWH, 3anMLLIeHNX Ha 36eperkeHHs (aKLLOo X X
BMKOPUCTOBYETbLCA)
3. Micna 3aBeplUeHHS KNiHIYHOro AocnigKeHH4
obniK gocnigyXyBaHOro NikapCcbKOro 3acoby y X X
MicLLi NpoBeaeHHs KMiHIYHOro BMUnpobyBaHHA
X
(y pa3si 9KLO 3HULLEHO Y
aKT OO0 3HULLEHHS HEBUKOPMCTAaHOro .
. . MICLLI MpoBeOeHHA X
OOCNIOYKYyBaHOro NiKapcbKoro 3acoby .
KNiHIYHOrO
BUMNPOOYBaHHSA)
NiACYyMKOBUM CMNCOK ideHTUdIKaLimHMX X
KOMiB OOCNIayKYyBaHUX
OOKYMEHT, WO niaTBepmKye dakT X
ayaAVTOPCbKOI MepeBipKM (FKLLO €)
3BIiT MOHITOPa MPO 3aKMKYHUI BI3UT X
iHbopMaLia NpPo NpU3HaveHe NikyBaHHA i X
PO3KPUTTA KOaiB
. . X
3BIT NPO KJiHIYHEe BUNpPObyBaHHSA . X
(aKLLO NoTPiBHO)

JopnaTtok 2

0o MNopsagky NpoBeneHHa KMiHIYHUX
BMNPOBYyBaHb NMiKapCbKMX 3aCcObiB Ta
eKcnepTm3n MatepianiB KITiHIYHMX
BUMNpoOByBaHb

BMMOIM A0 IHOOPMOBAHOI 3rogu*

* B iHTepecax gocnigXXyBaHoro iHpopMoBaHa 3roga Mac OyTv OOMOBHEHA iHLLOK NPOTOKOS-

crneymndivHoto iHpopMaLieto.

Y MMCbMOBIM Ta yCHiM iHpopMalLii, Lo HadaeTbCca NaLieHTy (300poBoMy JO0BPOBOMbLIIO) abo
3aKOHHOMY MPEeAcTaBHUKY / BIIM3bKOMY POAMYY, 3a3HAYaETbCS iIHPOPMaLLis LWoOo:

OOCNIAHULBKOIO XapakTepy KiiHiYHOro BUMpoBbyBaHHS;

3aBAaHb KMiHIYHOro BUMNpoBbyBaHHS,




JOCNioyXyBaHOIo NMiKapCbKoOro 3acoby, B TOMY UYMC/i CTOCOBHO BipOrigHOCTI NOBIYHMX peaKLin Ta
MOXX/TMBOCTI 3a/lydeHHa 00 OAHI€l 3 rpyn KAiHIYHOrO BUNPOByBaHHS;

npoLlenyp NpoBeaeHH:A KNiHIYHOro BUNPo6yBaHHS,

MpaB Ta 060B'A3KIB AOCNiOYKYBaHOIO;

He3pY4YHOCTEM ONa OOCNiOXKYBaHOTO, @ TAKOX OYiKyBaHOIro PU3KMKY Ta O4YiKyBaHOI KOPUCTI;
KMNiHIYHOro BUNPOBYBaHHY, 9Ke He Ma€ NiKyBallbHOro XxapaKTepy;

iHLUMX BUAOIB MEOMKAaMEHTO3HOro abo HeMeaMKaMeHTO3HOr O MiKyBaHHS, LLO MOXYTb ByTH
rnpwv3Ha4veHi gocnigyKyBaHoOMYy;

KOMMeHcaLlii Ta/abo NikyBaHHS, Ha AKi OOCMIOKYBaHMM MOXKe PO3paxoByBaTU Y pa3i 3aBOaHHS LLKOOM
MOro 300poB'to Mif Yac KMiHIYHOro BUNpobyBaHHS, BK/ItoYatoumM iHhopMaLito Npo OOoroBip
CTPpaxyBaHHS XXUTTA Ta 300pOB'd NaLlieHTa (0o6poBoOblLS) i3 3a3HaYEeHHAM HaMeHyBaHHA Ta
MiCLIe3HaxXoOyKeHHSA CTPaxoBOi KOMMaHIii, HoMepa Ta gaTu yKNnageHHsa oorosopy ™,

** lHdpopMaLia Woao AoroBopy CTpaxyBaHHSA Ta CTPAxXoOBOi KOMMaHii (HaMMeHyBaHHA, agpeca,
KOHTaKTHa 0coba, TenedoH/parc, eNeKTPoHHa MoLUTa TOLLO) 3aMOBHIOETHCH BiAMOBiAaIbHUM
OOCHIOHUKOM / OOCAIOAHUKOM A0 MiANMCcaHHg iHPOPMOBaHOI 3rogm naLieHToM y rnaneposin abo
eneKTPpoHHIM dopMi Ha nigcTaBi BionoBiaHOI iHbopMaLLii Bif 3a9BHMKA KMiHIYHOIO BUMPOOYBaHHS,
abo BKJTIOUYAETbCA 3a9BHUKOM Y MPOEKT iHPOPMOBaHOI 3roau, LWo rNoaacTbCca A9 NpoBeaeHHS
eKkcrnepTmnsun LleHTpom.

pPO3Mipy Ta YMOB BUMAT AOCiIOKYBaHOMY, AKLLO Taki nepenbadyeHi (OKpiM CTpaxoBuX);

BUTPAT OOCAIOYXYBaHOMro, gKLLO Taki O4iKytOTbCH, MOB'A3aHMX 3 MOrO y4acTto B K/TiHIYHOMY
BUMNPOBYBaHHI;

O00BPOBINbHOI y4acTi y KMiHIYHOMY BUNPOBYBaHHI i WO OOCMiOYKYBaHNM MOYe BiOMOBUTUCH Bif Hei B
OyOb-9KMM MOMEHT 6e3 NodcHeHb, 6e3 byab-AKMX CaHKLLiIM abo obMexKeHb MOoro npas;

npaB NpeacTaBHUKIB LLeHTPY, KOMICii 3 MMTaHb eTUKKM Ta CMNOHCOpa CTOCOBHO H6e3nocepegHboro
OOCTyny A0 iHbopMaLii y MepBUHHIN MeOUYHIN OOKYMEHTaL, i 4OCNiIOKYBaHOIo ANd nepeBipKu
npoueayp Ta/abo OaHUX KNiHIYHOro BUMNpobyBaHHA Ta/abo ii 06pobKu, He MopPYLLYOUM MPW LbOMY
AHOHIMHOCTI OOCNiayXyBaHOro;

CBOEYACHOCTI 03HAaMOMMEeHHA OOCiAXKYBaHOro abo MOro 3aKOHHOIro NpeacTaBHYKa 3 HOBOIO
iHpOpMaLi€to, LLO MOXKe BMTMHYTU Ha BaXkaHHAa JOCNiOXKYBaHOIO NMPOAOBXUTM YyUacTb Y KITiHIYHOMY
BMMNpPOBOYyBaHHI;

BMKOPMCTaHHA MePCOHaNbHMX JaHUX OOCNIIKYBaHOIO ONd MPOBEAEHHS LLbOro KAiHiYHOro
BMMNPOOYBaHHA BIAMOBIAHO A0 3aKOHY YKpaiHM "T1p0o 3aXMUCT NepCcoHanbHWX gaHMX", @ caMe: MeTu
06pPOOKM NepPCOHANbHUX OaHWMX, CKNaQy Ta 3MICTy NepPCOHaNbHWX AaHWX, BONOAINbLSA NepPCOHANbHUX
OAaHUX NalieHTa, 4OCTYMNY A0 MepPCOHaNbHMX OAHUX TPETIX OCib;

0OCib, 10 9KMX MOYHa 3BEPHYTMCA A4 OfePXKaHHA AoOaTKOBOI iHpopMaLii Mpo KiHivuHe
BMUNpoByBaHHA | MpaBa O0CMiAXKYBaHOrO, a TaKOX Pi3NUHKX Ta/abo IPUANUYHMX OCI6, 3 AKMMM
OOoCNimKYBaHMM MOXe 3B'A3aTUCA Y pa3i 3aBAaHHSA LWKOOM MOro 300PO0B't0 Mig Yac KMAiHIYHOro
BUMNPOOYBaHHS;

ob6cTaBUH Ta/abo NPUUMH, Yepes SKi y4acTb AOCNIOXKYBAHOMo Y KiHIYHOMY BUMNPOBYBaHHI MOXKe 6yTur
NPEUNMHEHS;

TPWBANOCTI y4acTi JOCNIOXKYBaAHOIO Y KMiHIYHOMY BUMPOOYyBaHHI;



NPMBMMN3HOI KiINbKOCTI AOCNIOXKYBaHMX, LLO BPaTUMYTb y4acTb Y KMiHIYHOMY BUMPOOyBaHHI.

BimoMocTi npo gocnigyKyBaHoro 36epiratoTbca B TAEMHULLI Ta 0O6pPOoBNAIOTHCA B MeyKax KMiHIYHOro
BUMPOBYyBaHHA y 3HeocobneHoMy BUTMaa.

dopmMa iHPpOoPMOBaAHOI 3rogm, KpiM TOro, MoOBMHHa ByTu NignmncaHa AOCiAHUKOM, SKUIN OTPUMYBaB
iHbOpMOBaHy 3roay, Ta AOCAIAKYBaHNMM™™, a 3a y4acTi HeO4i€E30aTHUX OOCAIOKYBaHUX, AKi
HECMPOMOXHi CaMOCTIMHO OaTu iIHPOPMOBaHY 3rofay, - 3aKOHHWUM MNPeacTaBHUKOM / BIN3bKUM
poanyem.

Y pa3i yyacTi y KniHiYHOMY BUNPO6yBaHHI ManoniTHIX (0o 14 pokiB) Ta HEMOBHONITHIX (Big 14 0o 18
POKIB) OiTen HeobxiaHO OTpUMyBaTK iHDOPMOBaHY 3roay ob6ox 6aTbKiB. ManoniTHIM Ta
HEeMOBHOMITHIM OiTAM HagaeTbCAa AOCTYMNHa A4 iX PO3YyMiHHA MMCbMOBa Ta YCHa iHDopMaLLia Npo
KNiHiYHEe BUMPOoByBaHHA. HeMOBHOMITHIM MaLieHT 0cobMCTO NignNuUcye Ta AaTye iHbopMoBaHy 3roay,
abo nianmMcye enekTPOHHMM MianMcoM iHbopMOoBaHy 3roay B efleKTPOoHHIM dopMi. IHbopMaLlia wono
3any4YeHHa ManoniTHIX Ta HEMOBHOMITHIX AiTeM HaMpPaBNAETbCA B AOBINbHIM GOPMIi 00 OpraHiB oMiku
Ta MikNyBaHHSA 3a MICLLEM MOCTIMHOIO MPOXXMBaHHA OUTUHWN.

Y pasi 3anyvYeHHsa Heaie3naTHMX OOCNIOXKYBaHWX, AKi HECMPOMOXXHiI CaMOCTIMHO AaTh iHbopMOBaHyY
3roay, BignoBigHoO 0o crielmndiky gocnigXeHHa iHpopMoBaHa 3rofa Ma€ 6yt oTpMMaHa y Moro
3aKOHHOTO MpeacTaBHMKa / 6IM3bKoro poanya. 3a HeobxigHOCTI B iIHGOPMOBaHil 3rofi CTaBUTbCS
nignnc ceigka.

(Mopanok AOMOBHEHO HOBMM O04ATKOM 2 3rigHO 3 HAKa30oM
MiHicTepCcTBa OXOpPOHM 300poB'a YKpaiHu Big 06.05.2014 p. N 304,

Y 3B'A3Ky 3 UMM OoaaTkM 2 - 15 BBayKaTW BiANoBigHO gogaTKkamMm 3 - 16,
0OOATOK 2 i3 3MiHaMW, BHECEHMMMU 3rigHO 3 HAKA30M

MiHicTepcTBa OXOPOHU 300pOB'a YKpaiHu Big 28.03.2022 p. N 538)

JopaTok 3

0o MNopsagky NpoBeneHHa KMiHIYHUX
BMMPOO6YyBaHb NiKapCbKMX 3acobiB Ta
EKCMepTM3M MaTepianiB KNiHIYHMX
BUMNpPoOBYyBaHb

(mignyHKT 7.1.1 nyHKTY 7.1 po3giny VII)

CYNPOBIOHUWN NUCT

[0 3a89BU NPo NpoBeaeHHSA KNiHIYHOro BUNPoByBaHHA NiKapCbKOro 3acoby
[0 LeHTpanbHOro opraHy BUKOHaBYOI BNaau:

00 3a8BU A9 o€ PXKaHHSA NOroayXKeHHs KOMicii 3 nuTaHb eTukuM npwu J1M3
OO0 MPOBeAeHHS KIiHIYHOro BUMNPOoObyBaHHA MiKapCbKOro 3acoby:

(3a9BHUK)

HaOaE Ha eKCrepTU3Yy/oLiHKY MOpParbHO-eTUYHUX Ta MPaBOBKX acMeKTiB
(HeobxigHe nigkpecnuTK)

MaTepianu KNiHIYHOro BUMPOBYBaHHS 3 MEeTOIO CKIadaHHA BUCHOBKY/MOrooyKeHHS oo
NpoBeaeHHS KNiHIYHOro BUMPpobyBaHHA B YKpPaiHi:
(HeoBXigHe nigkpecnmnTn)



(MoBHa Ha3Ba K/iHIYHOIo BUMPoBbyBaHHS)

KoooBaHUIM HOMEP MPOTOKONY KiHIYHOro BUNpPO6yBaHHSA:

JocnioyxyBaHMM NikapCbkMi 3aci6 (Ha3Ba):

CnoHcop:

[HWa BaXkNMBa iHDOpPMaLLif, AKLO €: BigMidatoTbca 0COBMBOCTI KAiHIYHOMO BUNPOBYBaHHS,
Hanpwukniag, neplwe BBeOAEHHS HOBOI Oit04Oi peYOBUMHM NIOOUHI, HE3BUYaMHI 4OCAIO>KyBaHi
NiKapcbKi NpenapaTn, 0CoObNMBI FPYNM OOCNIOKYBaAHMUX, HE3BUYAMHUI MN1aH NpoBeAeHHS
KNiHIYHOro JoCnimyXeHHs, yMOBM BUMNAaTK abo KoOMMeHcaL,ii 4ocNiayKyBaHUM 3a ydacTb Y
KNiHIYHOMY BUMPOBYBaHHI.

3a9BHUK (Mpis3BULLE, iIM'A, MO BaTbKOBI

. (naTa) (mignnc)
(OpykoBaHMMUK NiTepamu))

(nopaToK 3y penakuii Hakasy MiHicTepcTBa
OXOpPOHM 300poB'a YKpaiHm Bia 18.12.2014 p. N 966)

Jonatok 4

0o lNopsagky NpoBeneHHs KMiHIYHNX
BUMNPOBYBaHb NiKapCbKKMX 3acobiB Ta
eKcnepTmM3n MatepianiB KiHIYHMX
BMMPOoObyBaHb

(mignyHKT 7.1.2 nyHKTYy 7.1 po3ainy VII)

3AABA
npo npoBeaeHHs KAiHiYHOro Bunpo6ysaHHs niKkapcbKoro 3acoby / noroa)xeHHs KoMicii 3 nuTaHb
eTnku npu JIMN3 wopao npoBeaeHHS K/iHIYHOro BUNpo6yBaHHS NiKapCbKOro 3acoby

3AABA MPO MNMPOBEOEHHA KJTIHIMHOTO BUTMPOBY BAHHYA
JTIIKAPCbKOTIO 3ACOBY OO LEHTPA/TbHOIO OPTAHY BUKOHABYOI
BNAOW (OASI - LLOBB):

3AGBA 019 OOEPAHHA MOTOXKEHHSA KOMICII 3 MNTAHb ETUKM
MNPW JM3:

A. IDEHTU®DIKALIF KJTIHIYHOIO BUNMPOBYBAHHSA

MoBHa Ha3Ba KMiHIYHOTO BUMNPOGYBaHHS:

KogooBaHUIM HOMep MPOTOKOSY KiHIYHOIrO BUMPOoByBaHHS (MPUBAACHEHMIN CMTIOHCOPOM), BEpPCid i
para:

[nqa 6yaob-akoro nepeknagy NpoToKoy KMiHIYHOMO BMUMPoByBaHHA HEOOXiAHO BKa3yBaTW Ti CaMi
OaTy | Bepcito, WO 3a3HAaYeHI B OpUTriHaNIbHOMY JOKYMEHTI.

Homep EudraCT! (3a HagBHOCTI):

Has3ea abo ckopoudeHa Ha3Ba KiHIYHOrO BUMNPOoByBaHHA (AKLLO 3aCTOCOBYETLCS):




Homep ISRCTN? (3a HagBHOCTI):

TEudracT (European Union Drug Regulating Authorities Clinical Trials) - EBponeMcbka 6a3a gaHuXx

KNiHIYHWMX BUNPOBYBaHb.

2 |SRCTN (International Standard Randomised Controlled Trial Number) - MixkHapogH1i
CTaHOAPTHUM HOMEP PaHOOMI30BaHOIO KOHTPOMbOBAHOMO KiHIYHOMO BUMPOGYBaHHS.

B. IREHTU®IKALLIA CMOHCOPA

B1. CrnoHcop

HanMeHyBaHHS topuanyHoi ocobun / M. I. B. ¢iznuHoi ocobu:

M. |. B. KOHTAKTHOI oCcOBMU:

MicLe3HaxooyKeHHSA IPUOMNYHOT 0cobu / MicLe MPOoXMBaHHA Pi3MUHOI 0cobu:

KoHTaKTHUM TenedoH:

dakc:

AfQpeca efIeKTPOHHOI NOLUTH:

B2. OdiLinHMn NnpeacTaBHMK CMIOHCOPa B YKpPaiHi 3 MeTolo NpoBeaeHHS OaHOro KiiHiYyHoro

BUMNPOBYBaHHSA (AKLLO Lie He caM CMoHCopP)

HalMeHyBaHHA topuamnyHoi ocobu / M. I. B. ¢pisnuHoi ocobu:

M. |. B. KOHTAKTHOI oCcoBWU:

MicLie3HaxooyKe HHA IPUONYHOT 0cobu / MicLe MPOoXMBaHHA Pi3nUHOI 0ocobun:

KoOHTaKTHUM TenedoH:

dakc:

ALpeca eNeKTPOHHOT MOLLUTU:

C. IHOOPMALIA NPO 3AABHUKA (no3HauTe BiANOBiAHY KNITUHKY)

Cl. 3agBa oo LLOBB

C2. 3agBa 00 KOMiIcCii 3 NMMTaHb eTUKU
npwv J1MN3

CnoHcop OdiuinHMM
npencTaBHMK CMOHCOPA

Ocoba abo opraHizaLliqg,
YMNOBHOBa)KeHa CMNOHCOPOM A/19 NoAaHHA OaHOi
3a49BM. Y LLbOMY BUMAAKY BKaXKiTb:
HaMMeHyBaHHs topuandHoi  ocobu /M. I. B.
disnyHoi ocobun; T1.|. B. KOHTaKTHOI ocobu;
MicLle3HaxoIpKeHHA PUOMYHOI  ocobu/Micue
MPOXMBAHHA Gi3NYHOI  OCOBM;  KOHTAKTHUM
TenedoH; @aKc, agpecy eneKTPOHHOI MoLWTH

CrnoHcop OdiuinHMm
npencTtaBHMK CrOHCOPa
Ocoba abo opraHizadiq,
YMOBHOBa)XeHa CMOHCOPOM A9 MOAaHHSA
OaHOoi 3a9BUK. Y LbOMY BMMaAKY BKaXiTb:
HaMMeHyBaHH4a topuagnuHoi  ocobu /M. 1. B.
@i3nyHoi ocobun; T1. 1. B. KOHTaKTHOI ocobu;
MiCLL,@3HaXOOXKEHHS IoPUANYHOI  ocobu/
Micue NpoXxmBaHHA  di3nyHOi ocobu;
KOHTaKTHUIM TenedoH; dakc, agpecy
€NEeKTPOHHOI MOLUTH




D. IHOOPMALLIA MPO AOCNIAYXXYBAHUMN NNIKAPCbKUI 3ACIE (JTIKAPCbKI 3ACOBM), LLLIO
BUKOPUCTOBYETbCA(IOTbCS) Y BUNPOBYBAHHI: JTIKAPCbKUW 3ACIE OOCNIOYXYETbCH ABO
BUKOPUCTOBYETbCH 9K MPEMAPAT NOPIBHAHHA

Y UbOMy po3aini HeobxigHO Nepen NoYaTkoM MpoBeaeHHA Npolenyp, aki cneyndiyHo nos'asaHi 3
KNiHIYHUM BUNPOBYBaHHAM (Npoueaypw ang 3abesnedeHHs "cninoro" MeTtoay OOCiXEeHHS,
MakyBaHHA Ta MapKyBaHHg AOCiOyKYyBaHOro npenapaTy, cnelianbHo po3pobneHi Ang KiHiYHoro
JocnimKeHHs), Hagath iHpopMaLLiko MPO KOXXHUIM "Hepo3dacoBaHMM NpenapaT" He3aneXXHo Bia
TOro, YM € OaHWIM NpenapaT TUM, Lo AOCAIOXKYETbCH, UM € NpenapaToM NopiBHAHHA. Y po3aini E
MoBWHHaA BYyTW HagaHa iHpopMaLlig, Lo CTOCYETbCA MaLebo (KO Lie BaxKIMBO). AKLLO Npu
npoBeAeHHi KNiHIYHOro BUMNPOBYBaHHS MMaHyETbCA 3aCTOCYBaHHA AeKiNTbKOX OOCTIAXKYBaHMX
NiKapCbKMX 3acobiB, BUKOPUCTOBYNTE NOAATKOBI CTOPIHKM Ta HaJanTe KOXXHOMY OOCiOyKyBaHOMY
NiKapCbKOMY 3acoby MopaaKoBUIM HOMep. IHPopPMaLLig MOBUHHA ByTW HadaHa NPo KOXXHUMN
OOCNIOXKYBaHUI NiKapCbKMIM 3aci6; BignoBiaHO, AKLLO OOCNIOYKYBaHMM NiKapCbKMM 3acib €
KOMBIHOBaHMM, HEOBXiAHO HaaaTU iHPOPMaLLID MPO KOXKHY aKTUBHY CyOBCTaHLLito (aitody
PEeUYOBMHY), LLIO BXOOUTb 4O MOro ckiaay.

YKaxKiTb, O 3 NepepaxoBaHOro onmcaHo HmkYe, NoTiM 3a NoTpebu NoBTopiTh iHPopMaLLito Npo
KOXHMIN MPOHYMepPOBaHUIM OOCNIAXKYBaHUIN NiKAapCbKMM 3acib, akmm Byae BUKOPUCTOBYBATUCD Y
KMiHIYHOMY OocnigXXeHHi (HagaBanTe NopaOoKoBi HOMepK, NoYmHatoum 3 1):

IHpopMaLia BiGBHOCHO AOCNiOXKYBaHOro NikapCbKOro 3acoby 3a HOMepPoM:

JNlikapcbkni 3acib, Wo 6yae gocnioyKyBaTucsa
JTikapCcbKMM 3acib, Lo BUKOPUCTOBYETbCH AK MpenapaTt NopiBHAHHA

D.1. CTATYC AOCNIAXXYBAHOIO NIKAPCbKOIO 3ACOBY B KNMIHIMHOMY BUINMPOBYBAHHI

AKWo "TaK', yKaxKiTb Taky iHpopMaLito

HaMMeHyBaHHA
D.1(a). Yn € peecTpauinHe IOPUANYHOI
noceig4eHHA Ha . ocobun /M. 1. B. HoMep
. . .| Tak | HI | toproeenbHa , . o
AoCNIAXYBaHUN JTIKAPCbKUK : $iznyHoi ocobu | peecTpauirHoro
3aci6: Ha3Ba i} .
BNacHWka noceigyeHHs!
peecTpauinHoro
noceigyeHHs!
+ B YKpaiHi
+ B iHLWWIM KpaiHi. 9KLWwo
BiOMoBiAb "Tak", BKaXKiTb y AKiM:

1 La iHpopMaLig € y CTUCAIN XxapaKTepPUCTUL i NiKapCbKOro 3acoby.

D.1(b). 9KwWwo y KniHiYHOMY BUNpOo6yBaHHI 6yae BUKOPUCTOBYBATUCH 9K OOCNIOXKYBaHUN
NiKapCcbKM 3acib 3apeecTpoBaHUM B YKpPaiHi NiKapCcbKMI 3acib, ane 3rigHo 3 NPOTOKO/IOM
KNiHIYHOro BMNpPOB6yBaHHSA 0O MOro NMoYaTKy HEMOXX/IMBO TOYHO ifeHTUIKYBaTU OOCNiIOXKYBaHUM
NiKapCcbKM 3acib, NnepexonbTe 40 3aNoBHeHHA po3ainy D.2.

Ym 6ynun paHiwe go3BonieHi B YKpaiHi KMiHiYHI BUNpobyBaHHA 3
Tak
Hi BUKOPUCTAaHHSAM LbOIro NiKkapcbKoro 3acoby?



Yum 6yB OaHUM gocnigyKyBaHUM NikapCcbKUIM 3aci6, NpusHadveHUn ang

Tak

Hi 3acTtocyBaHHS 3a OaHMMM NMOKa3zaMu, BUSHAYEHUN 9K nNpenapaT 44 NikyBaHHSA PigKiCHUX
3axBOpPIOBaHb?

AKLO "TaK", BKa)KiTb HOMep, MPUBAaCHEHMW NOMY AK NpenapaTy 474 NiKyBaHHA piaKicHMX

3axXBoptoBaH b12

1 BignogigoHo oo PericTtpy €Bponencbkoro CniBTOBapMCTBaA NiKapCbKMUX NpenapaTiB 4asa NnikyBaHHS
PiOKICHMX 3axBOPOBaHb abo iHLIOMroO MiXXHAPOOHOIrO PericTpy (3a3HadunT 9Koro).

D.2. ONMUC AoCnigXXyBAHOIO NNIKAPCbKOIO 3ACOBY

HasBa NikapcbKoro 3acoby?:

Kop nikapcbkoro 3acoby (3a HaﬂBHOCTi)3Z

HazBa KOXXHOi aKTUBHOI cybcTaHLUii (MiXkHapogHa HenaTeHTOBaHa Ha3Ba abo 3anponoHoBaHa
MiXKHapoOHa HenmaTeHTOBaHa Ha3Ba, AKLUO €, BKaXKiTb, Y/ BOHa 3aMpoOnNoOHOBaHa, 4m
3aTBepaXKeHa):

IHWIi Ha3BM KOXXHOI aKTUBHOI cybcTaHLuii (HoMep 3a CAS-peFICTpOM4

CMOHCOPOM, iHLUi ONMCoBi Ha3BMK):

, Kog(n), npuBnacHeHMn(i)

ATC-kof, aKLOo BiH odilinHO 3ape€0TpOBaHm7|5:
Jlikapcbka dopMa (BUKOPUCTOBYMTE 3aranibHOMPUNHATY TEPMIHOMOri10):
Cnoci6 3acTocyBaHHA (BUKOPUCTOBYMUTE 3aranbHOMPUNHATY TEPMIHOMOrI10):

Cwuna gii (BkaXKiTb KOXXHY cuny gii, Wwo 6yae BUKOPUCTaHa y BUNpPobyBaHHI):

KoHueHTpaLuia (yncnoBe 3Ha4eHHS):

OOMHMLA KOHLEeHTpaLLii:

BWO KOHLUEeHTpaUii (nigkpecniTb BianoBigHe: "ToOYHe YMcnoBe 3HadveHHsa", "aianasoH", "6Ginblue Hix"
abo "He Ginblue HixX")

2 Akwo BiACYTHS TOproBesibHa Ha3Ba, HeOOXiAHO BKa3aTy Ha3BY, AKY BUKOPUCTOBYE CMOHCOpP An4d
ineHTMdiKauii 4ocnioyyBaHOro NiKapcbkoro 3acoby B AoKyMeHTaLii KNiHiYHOro BMNpobyBaHHA
(MpoToKoni, bpollypi AoCiAHNKA).

3 gkuwo BiACYTHS TOproBesibHa Ha3Ba, BKa3aTW Kofd, MPUBIAaCHEHMW CIMIOHCOPOM, LLO
BUKOPUCTOBYETbCA CMOHCOPOM AN4g ioeHTudiKalii 4oCNioy)yBaHOro NiKapCbKoro 3acoby B
JOKYMeHTaLii 3 KNiHIYHOro gochigyeHHs. Ller Kog MoyKe 3aCTOCOBYBAaTUCh Y pasi KoMbBiHaL,iv
NiKapCbKMX 3acobiB.

4 CAS-pericTp akTUBHUX CybCTaHLLiM AMepUKaHCbKOoIl crninku 3 xiMii (American Chemical Society).

S 3a3HayeHo B CTUCAIN XapPaKTePUCTULI NiKapCbKOro 3acoby.

Tun NikapcbKoro 3acoby

JocnioykyBaHUN NiKapCbKUI 3acCi6 MICTUTb aKTUBHY CybCTaHLito: Tak Hi
XiMIYHOrO MOXOOXKEHHS Tak Hi




6ioNoriYHOro/6ioTEXHONOMYHOIO I'IOXO,EI,)-KGHH?”

Tak Hi
Lle nikapcbKuM 3acib €: Tak Hi
1) NikapCbKMM 3aCOB0M, MPU3HAYEHUM A9 FreHHOI Tepaniﬂ Tak Hi
2) pagiodapMaLeBTUYHUM MIKAaPCbKMM 3aCO60M Tak Hi
3) iMyHOMOTIUHUM MiKapCbKMM 3aco60M! Tak Hi
Tak Hi

4) nikapCbKMM 3aCOB0OM POCNTMHHOIO MOXOOXKEHHSA
5) romeonaTM4YHUM MiKapCbKMM 3aCOB0OM

6) IHLKMM TUMOM NiKapCbKOro 3acoby

AKWoO "TaK", yTOUHITb AKMUM:

1 3anoBHiTH Takok po3aninn D.3 Ta D.4.

D.3. AOCIAXXYBAHI NIKAPCbKI 3ACOBU BIOJTON4YHOIo ABO BIOTEXHOJ1OTNYHOTIO
NOXOAXXEHHYA

Tun NnikapcbKoro 3acoby

eKCTpaKT
PEKOMBIHAHTHU M Tak Hi
i a6 ; Tak Hi

npenapatT KpoBi abo nnasMuy KpoBsi
IHLLI Tak Hi
Tak Hi

AKLLO IHLWI, TO BKa)KiTb:

D.4. AOCNIOXXYBAHI NNIKAPCbKI 3ACOBU, MPU3HAYEHI AN FEHHOI TEPATII

3apiaHun(i) reH(un):

[eHHa Tepaniqa in vivo: [eHHa Tepania ex vivo:

Tun nikapcbkoro 3acoby, Wo BUKOPUCTOBYETbCA ANA MepeHeCceHHa reHa

HykneiHoBa KMcnoTa (Hanpwknaa, nnasmMmaa):

AKLLO "TaK", yTOUHITb: Tax Hi
ymcTa
Y KOMMAekKci Tak Hi
BipyCHMM NepeHOCHUK: Tak Hi
AKLWO "TaK", yTOUYHITb TUM: adeHOoBIpYC, PETPOBIPYC, Tak Hi
ageHoacoL,ioBaHUM Bipyc: Tak Hi
iHLLI:

Tak Hi

AKLWO "IHWI", yTOYHITb 4aKi:

E. IHOOPMALIA BIOHOCHO MJIALLEBO (9KLLO 3aCTOCOBY€ETbCH GiNbLle ogHOro, NOBTOPIOBAaTU
iHdopMaLUilo Ans KOXXHOro)

Yn BUKOPUCTOBYETbCA Mauebo: Tak Hi

IHpopMauia woao nnauebo nig HoMepoMm:

YKayiTb HOMep OOCNiOXKYyBaHOro NMikapcbKoro 3acoby 3 po3ainy D, Wo AoCnioyKyETbCa 3
BUKOPUCTAHHAM

rnnavue6bo

Nikapcbka popma:




Crnocib 3acTocyBaHHS:
Cknap, 6e3 ypaxyBaHHAa akTUBHOI(MX) cybcTaHLii(i1):

iAEHTUYHMM OOCNiIOYKYBaHOMY NiKapCbKOMY 3acoby

. . . . Tak Hi
AKLLO "HI", BKaXXITb OCHOBHI IHrpedieHTU:

F. BIAOMOCTI NMPO BUPOBHUYY AINTAHKY, BIAMNOBIAAJIbHY 3A BUNYCK AO0CNIAXYBAHOIO
JIIKAPCbKOI'O 3ACOBY

Llen po3ain ctocyeTbca AOCNiAXXYBaAHOMoO MiKapCbKOro 3acoby Ta npenapaTy NopiBHAHHSA,
creuianbHO MiAroTOBAEHUX ANA BUKOPUCTAHHS B KNiHIYUHOMY BUMNPOGYBaHHI (BUTOTOBMNEHI,
pPaHOOMI30BaHI, YNakoBaHi, MapKipoBaHi). 3a HAABHOCTI AeKiNTbKOX BUPOBHMYMX OiNaHOK abo
OeKiNbKOX O0CNiAXKYBaHMX NiKaPCbKMX 3aC0biB BUKOPUCTOBYMTE 00AATKOBI CTOPIHKM | BKaXKiTb Ang
KOXHOIO JOCNiIAXYBaHOMo NikapCbKOro 3acoby HoMep, HaBedeHu y po3aini D abo B po3aini E
(ona nnauebo), | BKaxiTb, AKMIM OOCNIOKYBaHUM NiKapCbKMM 3aCi6 BUMYCKAETbCH Ha KOXKHIiM 3
OiNFHOK.

BignoBiganbHWIM 3a BUMYCK MOTOBOIO A0 KNiHIYHOMo BUNPOBYBaHHSA OOCNIOXKYBAHOIMO
NnikapcbKoro 3acoby (3a3HauTe HeobxigHe):

Bupo6bHuMya gingHkKa BignoBigac 3a BUMYCK TaKoro AoCimyXyBaHOro NikapCbKoro 3acoby (YKaxkiTb
HoMep(n), HaBegeHUI(i) y po3aini D onga pocnigyxyBaHoOro nikapcbKoro 3acoby iy po3gini E - gna
nnaue6o):

B1pobHMK
IMAopTep
BUpoGHMK i iMMopTep

HanMeHyBaHHSA opraHi3auii:
MicLe3HaxooyKeHHS:

Cepia Ta HoOMep NiLeHsii BUpobHKMKa abo iMnopTepa:
AKLLO BiOCYTHSA NiLeH3iq, YKaXKiTb MPUUYMNHY:

daKT NpoBeaeHHa iHCheKL,ii JaHoi BUPOBHMYOT OiNaHKU

YMNOBHOBaXXEHMMWM OpraHaMm )
Tak Hi

AKLLO "TaK", YKaXKiTb KMM Ta OaTy OCTaHHbOI iHCMeKL,ii:

G. 3ATAJIbHA IHOOPMALIA WWOAO KNIHIYMHOIO BUNPOBYBAHHA

JocnigykyBaHU NaToNoriyHMiM ctaH abo 3axBoploBaHHS

XapaKTepuCTMKa MNaToNTIOMNYHOIro CTaHy (y OOBINbHIN dopMi):
Kop BignoBigHo 0o MixHapoaHoi Knacudikaulii xsopo6 (MKX—1O)1:
Kop BignoBigHo 0o knacudikauii MedDRA':

PioKicHe 3axBOptoBaHHSA Tak Hi

1 IHbopMauia BianoigHo oo knacudikauin MKX-10 i MedDRA (Medical Dictionary for Regulatory
Activities - MegMUYHUI CNOBHUK A1 YNOBHOBaXEHMX PerynaropHMX OpraHiB) yKasyeTbcsa Ha BUOIp.
AKLLO € KoaM 060X Knacudikalin, BapTO BKa3aTU TiIbKM OOUMH 3 HUX, Y TAKOMY BUMAOKY
pPEeKOMeHOY€ETbCA BKalyBaTW Kof 3a kKnacundikauicto MedDRA.




MeTa BUNpobyBaHHA

OcHOBHa MeTa:
BTopuHHI wini:

OCHOBHI KpuTepii BKIIOYEHHS (YKaXKiTb HaMBaXkNMBiLLi)

OCHOBHI KpUTepii HEBK/OUYEHHS (YKaXKiTb HaMBaXkK/1MBILLi)

MepBUHHA(i) KiHueBa(i) Touka(mn):

[iana3oH BUNpobyBaHHS - 3a3HauTe BCce HeobxigHe

[iarHocTunkKa

MpodinakTnka

Tepaniqa

besneuyHicTb

EdeKkTMBHICTb
®dapMaKoKiHETMKA
MdapMaKogmMHaMiKa
BioekBiBaneHTHICTb
3anex<HicTb edekTy Big O03M
®dapMaKoreHoMiKa
dapMaKoeKOHOMIKa

[Hwe

AKLLO BU3HAYEHO MyHKT "iHLWe", yTOUHITb:

®dapMaKonorivyHe gocnimKeHHs 3a
y4yacTio nrogmnHm (dasza l) Ym e

OOCIOXKeHHS: MolwykoBe
nepLmnM yBeaeHHAM NiKapCbKOro TepaneBTUYHE

3acoby ntognHi BMMNPOOYBaHHSA
JocnimKeHHAaM 6ioeKBiBaNeHTHOCTI (dbaza ll)

NopiBHANBbHMM PapMakKoOMHAMIYHMM
OOCIOKeHHAM

MioTBepgHe
TepaneBTUYHe
BMNPOOYBaHHSA

(daza lll)

JocnigyxeHHs
TepaneBTUYHOro
3aCTOCYBaHHS
NiKapCbKoOro
3acoby (daza V)

MNopiBHANbHE KMiHIYHE BUNPOByBaHHA (FeHepPUYHUX Npenaparis)

IHLLe: YKaXKiTb aKe:

OnsaH BUNpo6yBaHHSA

PaHpgoMizoBaHe:

Tak Hi
KoHTponboBaHe: 15, Hi HKuwo "Tak', yTOYHITb:
Bigkpure: Tak
MNpocTe "cnine': Tak

3
rnapanenbHUMU Tak

Hi
MooBiviHe
Hi "cnime'™
Tak Hi
MepexpecHe: Tak Hi
Hi




rpynamm:

IHWe: Hi AKLWo "TaK", yTOUHITb:

Tak

YKaKiTb MpenapaT NopiBHAHHS:

iHWKMM(i) nikapcbkni(i) 3aci6(obun) Tak Hi
nnaues6o Tak Hi
iHLWe Tak Hi

AKLLO "iHLWe", yTOUYHIThb:

OgHoueHTpoBe

(omB. TakoX po3ain I): Tak Hi
BaratoueHTpoBe

(omB. TakoX po3ain I): Tak Hi

MixkHapogHe KniHivHe

BUMNPOOYBaHHSA: Tak Hi

MakcKrMarnbHa TpUBanicTb JlikyBaHHA OOCNIIXYBaHOro BignoBigHO 00 NPOTOKONY KiHIYHOro
BUMNpoByBaHHA:

MakcuManbHO gonycTrMa go3a OOCNiOXKYBAHOIO NiKapCbKOro 3acoby (YyTo4YHITb: Ha o6y abo
CyMapHa fo3a 3a 4ac yCcboro BMNpobyBaHHSA):

B13Ha4YeHHA MOMEHTY 3aBepLUeHHS KNiHiYHOro BUNpo6byBaHHSA Ta O6rpyHTYBaHHSA Y BUMaAKYy,
AKLLO Lle HEe € OCTaHHIN Bi3UT OCTaHHbOIroO AOCAiIAXKYBAHOIO, WO 6epe y4yacTb Y KiHIYHOMY

BanO6yBaHHi1:

1 AKLLO He 3a3HavYeHOo B MPOTOKOMI KAiHIYHOro BMNpOoByBaHHA.

MepBUHHA OLiHKa TPMBANOCTI KMiHIYHOro BUNpo6yBaHHSA (POKM i MiCFlLLi)1:
B YKpaiHi POKM Micaui

Yy BCiX KpaiHax, Ae NpoBOANTbCS KiHIYHEe BUMPOobyBaHHSA POKM Micaui

13 MOMEHTY BK/IHOUEHHS NepLLIOro AOCiOXKYBaHOMO A0 OCTaHHbOMO Bi3UTY OCTAaHHbOMO
OoCniaoyKyBaHoro.

H. TPYIN AOCNIAXYBAHUX

BikoBuM giana3oH:

Monoglue 18 pokiB Hopocni (18 - JliTHbOrO BiKY
AKWO "TaK", yTOUHITb: 65 pokiB) (cTapwi 65
BHYTPIiLWHbOYTPOBHNI pOKiB)
HenoHolleHi HeMoBAATaA (L0 HapoaAMNMCS Ha TEPMIHI
BariTHOCTI He Binblue 37 TUXKHIB)




HoBoHapomKeHi (0o 27-ro gHa XXu1TTA)

HemoBnarta (3 28-ro gHa XXUTTS - 24 Mic.)

Oitn (2 pokun - 11 pokiB)

ManoniTHi (12 - 14 pokiB)

HenoBHoNIiTHI (14 - 18 pokiB)

CTtaTb:

YKiHoua
YonoBiva

Tpoyriv gocnigxyBaHux

300poBi 4o6poBONbL

Tak Hi
MauieHTn Tak Hi
OcobnmMBO BpasnmMBi rpynm AOCNioKyBaHUX:
YKIHKW OiTOpPOOHOrro Biky Tak Hi
BariTHI Tak Hi
AKi rogytoTb rpyano Tak Hi
OOoCnioKyBaHi B KOUTUYHOMY CTaHi Tak Hi
JocnimKyBaHi, aki He B 3M03i ocobumcTo aatu
iHbOpPMOBaHYy 3rofly Ha y4acTb Y OOCAIOXKEHHI Tak Hi
AKLLO "TaK", yTOYHITb:
IHLU Tak Hi

AKWoOo "TaK", yTOUHITb:

3annaHoBaHa KiflbKiCTb JOCNIAXXYBaHUX ON9 BKIIOYEHHS Y KIiHiYHe BUNpoByBaHHSE:

B YKpaiHi:
0719 M>XXHAPOAHOIO KMiHIYHOTO BUMPOBYBaHHS:
0719 BCbOrO K/iHIYHOMO BUNPOBYBaHHS:

3annaHoBaHe NikyBaHHSA abo Harnag 3a AoCNimKyBaHUMMU, LLIO 3aBEPLUMN YHACTb Y KNiHIYUHOMY

anpo6y|3aHHi1 (AKLWO BOHO BiApi3HAETbCA Big NepenbadyBaHOro CTaHAapPTHOrO MliKyBaHHSA Npu
OaHOMy MaToJIOriYHOMY CTaHi):

YTOYHITb:

T akwo paHille He 3a3Ha4yeHo B MPOTOKO/I KMiHIYHOro BUNpobyBaHHA.

1. SAMPOMNMOHOBAHI AOCNIAHUKU TA MICLA NMPOBEOEHHS KTIHIYHOMO BUNMPOBYBAHHS B
YKPAIHI




1.1. Micusa npoBefeHHs KNiHIYHOro BUNpo6byBaHHSA Ta BianoBiganbHi AOCNiOHMUKM:

1.1.1. Ha3ea J1IN3 Ta Micua npoBeaeHHs
KNiHIYHOTO BUMPOBYBaHHS:

BionosiganbHWIM gocnigHMK

1.1.2. MicLie3HaxomKe HHS: M. 1. b. KeanidikaLis

1.2. JocnigHnK-kKoopanHaTop, AKLO €:

M. 1. B. Keanidikauia

1.3. LleHTpanisoBaHi TeXHIYHI MpUMILlLEeHHS, WO 6yayTb BUKOPUCTOBYBATMUCh A1 NpoBeaeHH4A
KNiHiYHOro BMNpo6byBaHHS (nabopaTtopisa abo iHLWi TEXHIYHI MPUMILLEHHS), Y SKUX
LeHTpanisoBaHo 6yayTb BUMiptoBaTUCA abo OLiHIOBAaTUCA OCHOBHI KpUTepii OUiHKK (AKLWO
opraHisauin gekinbKa, To NOBTOPHO 3aMoBHITb AN BCiX)

OpraHizauis:

M. 1. B. KOHTaKTHOI oCcobu:

MicL,e3HaxooXXeHHS:

TenedoH:

O60B'A3KM, O BMKOHYIOTbCH 33 CYOKOHTPAKTOM:

l.4. OpraHisauii, AKMM crioHcop abo 1Moro odiuinHUN NpeacTaBHUK aeferyBae CBoi 060B'A3KM Ta
dyHKLUii, NoB'A3aHi 3 NpoBeAeHHAM KNiHIYHOro BUNpobyBaHHA (AKLWO opraHisauin gekinbka, To
MOBTOPHO 3aMOBHITb A/19 BCiX)

OeneryBaHHAa CrIOHCOPOM abo Moro odilinHUM NpeacTaBHUKOM MeBHMX 0O0B'A3KiB i GYHKLLIN,
MOB'A3aHMX 3 MPOBEAEHHAM KIiHIYHOrO BMUMPOOYBaHHS, iHLWIM opraHi3auii abo TpeTi CTOPOHI

Tak
Hi
AKLWo "TaK", yTOUHITb:
HanMeHyBaHHSA lopunanYHoOi ocobu:
M. . B. KOHTaKTHOI ocobu:
MicLe3HaxomKeHHs:
KoHTaKTHUM TenedoH:
O60B'A3KMN/PYHKLLI, LLIO BUKOHYIOTHCH 3a Cy6niapsaaoMm:

J. LLOBB/koMmicisa 3 nuTaHb eTMKK npun JIMN3

AKLWO OaHa 3asgBa agpecoBaHa LIOBB, Big3HauTe KNiTUHKY "KoMicia 3 nnTaHb eTukm npu J1M3" |
BKaXXiTb iHGOpPMaLito, LLLO CTOCYETbCA KOMICIi 3 MUTaHb eTUKK Npw J1M3, i HaBMNaku

LOBB KowMmicia 3 mmTaHb eTukKM npu J1M3

HaMeHyBaHHSA N MiCLLe3HaXOMKEHHS:

[aTa nogadi OOKYMEHTIB:

BUCHOBOK/MOrogyKeHHs: y npoueci posrnaay Oyne 3anuTysatuca
BUAAHO

AKLLO BUCHOBOK/MOrom«<eHHs

. JaTty BUCHOBKY/MOrogyeHHS:
BWOAHO, BKaXIiTb:

,EI,O3BOJ'|€HO/I'IOFOD,)+(€ HO

He ,EI,OBBOJ'IeHO/He norog>xeHo




AKLLO He [03BOSIeHO/HE MOroaXKeHO, TO BKaXKiTb:
MPUYNHU

MOX/TMBY OaTy MOBTOPHOI Nogayi 3a98u

K. KOHTPOJIbHUM MEPENIK IHOOPMALILIT, LLLO AOOAETbCH O,0 3A9BU

IHbopMaLia, HeobxigHa onga LleHTpy Ta onga KoMicii 3 mMTaHb eTUKK Npu J1M3 BignosigHo Ao
nyHkTy 7.1 po3giny VIl uboro Mopsaaky Ta NyHKTy 8.4 po3gainy VIl uboro Mopsaaky

Kowmicia
3 M TaHb
eTUKUN |_|‘e|-|Tp1
npw
M3

CynpoBigHU nucT
3adBa BCTaHOBJIEHOIO 3pa3kKa

NMncbMoBe MiOTBePOXKEHHSA odep»aHHA HoMepa EudraCT (3a moro
HaaBHOCTI)

MpPOTOKON KAIHIYHOrO BMNPOBOYBaHHA 3 yCiMa MonMpaBKaMm
Bpowypa gocnigHvka

[locbe pocnigyxyBaHOro NikapCbKOro 3acoby

CKopoYeHe 00Cbe AOCNIOXKYBAHOMO N1iKapCbKOro 3acoby

CTuncna xapakTepUcTUKa OOCNiOXKyBaHOrO NiKapCbKOro 3acoby

IHOMBIOyanbHa peecTpauinHa dopMa (KpiM MiXKHaApPOOHMX KATHIYHMX
BUMNPOOYBaHb)

Konig norog)XeHHsa KoMicii 3 MMTaHb eTuKKM Npu J1M3 (3a HagBHOCTI)
Jopy4yeHHs, BMaaHe CNOHCOPOM 3 YiTKO AeneroBaHMmM NoBHOBaAXKEHHAMM
(y BMMagKy, aKLLO 3a9BHMKOM HEe € caM CMOHCOopP)

IHpopMauia anga ,D,OCJ'IiJ:I.)-KyBaHMX1

JIncT Npo iHbopMyBaHHA OOCMIOXXYBaHOro Ta iHpopMoOBaHa 3roga
IHWa NMcbMoBa iHboOpPMaLia ONa OOCNiaXKyBaHOro (LoAeHHWK,
OMUTYBaNbHUKMU,

KapTKWM ONd gOCNioyKyBaHUX, NepenidiTb BignosigHe)

3axoau Woao Habopy OOCNiayKyBaHMX

IHdOpMaLLia LLOAO NPOTOKOMNY KIiHIYHOrO BUNPOGYBaHHS

CTrncnuni BUKNaag NpoTOKOSY KiHIYHOMO BUMNPOGyBaHHSA

ExkcrepTHa OLUiHKa KNiHIYHOro BUNpoByBaHHA (IKLLO €)

ETMyHa ouiHKa KMiHiuHOro BMnpobyBaHH4g, NpoBeaeHa BianoBigabHUM
OOCNIOHUKOM/OOCNIOHNKOM-KOOPOMHAaTOPOM

MignucaHi Ta gaToBaHi NpodecinHi aBTobiorpadii BianoBiganbHMX
OOCNIOHMKIB Y KOXXHOMY MiCLLi NpoBeAeHHS KNiHIYHOMO OOCiOyKeHHSA

IHdOpMaLLia LLOAO AOCIAKYBAHOMO NiKapCbKoro 3acoby!

| 3pa30K eTUKETKM 3 iIHDOPMaALLIED MPO NpenapaT YKPaiHCbKOK MOBOO




BionoBigHi 403BOMW, LLO MOLIMPIOKOTHCA Ha KiHiYHE BUNPOoObyBaHHA abo
npenapaTu,

LLIO MatoTb OCOBMUBI XapaKTEPUCTUKNM (AKLLO €), Hanpukniag,
pagiodapMaLeBTUYHI

npenapaTu

TSE-cepTndikaT (AKLLO HeOOXiOHO)
CepTmdikaT cepii 4ocnigyKyBaHoOro MikapcbkKoro 3acoby

NMucbMoBe MiATBEPOXKEHHS, L0 BUPOOHMLITBO 30iMCHIOETBCA HA BUPOBOHMYIM
abo

JocnigHiv OingHui 3 4oTpMMaHHAM BUMoOTr HacTtaHoBM "Jlikapcbki 3acobu.
HanexHa

BMPOOGHMYa npakTuka. CT-H MO3Y 42-4.0:2008", 3aTBepaXKeHoi HakazoM MO3
YKkpaiHu Big 16 ntotoro 2009 poky N 95, 3 HanaHHaM cepTudikata GMP abo
NMMCbMOBOI OIiLLIMHOT 3a9BM YMNMOBHOBa)XeHOI 0CObM 3 aKOCTI (BUPOBHMKA)

Kcepokonia niueHsii Ha BUpPOOHMLTBO, L0 BUAAHA YINTOBHOBAYXEHUM OpraHoM
KpaiHM-BMPOBHMKa
BimoMocTi woao Micls BUroTOBEHHSA AOCNiIAYXXYBaHOMo NiKapCbKOro 3acoby

BiooMocCTi Mpo TEXHOMOriKo BUFOTOBNEHHSA (BUPOBHMLTBA) NiKapCbKOro
3acoby Ta

OOKYyMeHTaLiq, 33 9KOK0 34iMCHIOBABCA KOHTPOb BUITOTOBNEHHSA Ta AKOCTI
NiKapCcbKoro 3acoby

JOKYMeHTU, Lo XxapakTepusytoTb J1IM3, gocnigHMKIB Ta Micue NpoBeaeHHS KiiHIYHoro

gocnigyxeH Ha

3agBa BignoBigasibHOro gocnigHMKa
IHbopMauia npo /M3 Ta Micle NpoBeneHHs KiHIYHOro BUnpobyBaHHA

Mignucadi Ta gatoBaHi NpodecinHi aBTobiorpadii 4ocnioHMKIB

IHbopMauia wopo piHaHcyBaH He

JOKYMEHTMU, LLIO BCTAHOB/IIOIOTb PO3Mip Ta YMOBU BMMNNAT (KPiM CTpPaxoBumx)

[HLWI OOKYMEHTM

1 BigsHauTe BCi BignoBiaHi KNITUHKK ONg TOro, Wwob BkasaTu iHdopMalito, ska byae npeacTaBeHa
0o LleHTpy Ta KoMicii 3 nnTaHb eTUKK npw J1M3.

L. nianuc sSAdBHUKA

9, Wo nignmcaBca(nach) HMyKYe, LM NiOTBepayKyto (Bif iMeHi cmoHcopa), Wo (HenoTpibHe
3aKpecnnTu):

HaBeOeHa B Ui 3aaBLi iHpopMaLLia € MPaBUIIbHOLO;

KniHiYHe BMMNpobyBaHHA Oyae NPOBOAMTUCA BiAMOBIAHO A0 NPOTOKOMY KMiHIYHOMO BUMPOOYBaHHS,
HallioHanbHOro 3akoHoaaBcTBa i HacTaHoBM "Jlikapcbki 3acobu. HaneyxHa KniHidHa npakTtuka. CT-H
MO3Y 42-4.0:2008", 3aTBepaXeHoi HakazoM MO3 YKpaiHu Big 16 ntoToro 2009 poky N 95;

BBaXKato, WO € MiacTaBm /19 MpoBeaeHHS KNiHIYHOIro BUMNPO6yBaHHS;

3060B'a3ytoca MoBIAOMUTM LLeHTp Ta KOMiICito 3 MUTaHb eTUKKM Npu J1M3 npo GakTuyHy oaty




MoYaTKy KAiHIYHOrO Bl/||'|po6yBaHHq1 (Bigpa3y micnga Toro, 4K BOHa CTaHe Bigoma);

He Mi3Hille ogHOro PoKy Micng 3aKiH4YeHHa KNiHIYHOro BUMNpoObyBaHHA (Y BCiX KpaiHax npwu
npoBedeHHI MiXXHAPOAHMX KMiHIYHMX BUMPOOyBaHb) 9 3060B'A3ytoca mogatt CTUCIMIA 3BIT 33 LM
KNiHIYHMM BUMpoByBaHHAM 00 LleHTpy i KoMicii 3 nTaHb eTuku npu J1M3

3a9BHMK, LLLO NOAAE 3as9BY A0 KOMICIi 3 MUTaHb €TUKMU
3aaBHMUK, WO noaae 3asasy Ao LIOBB
npwv J1M3
aTa:
a HaTa:
MNigpnwuc: nigpnunc:
M. 1. B. ApykoBaHMMUK NliTepamMu: M. 1. B. gpyKOBaHMMM NiTEepaMU:

1 BkroueHns Y KMiHiYHEe BUNPOOyBaHHSA NepLUOro rnaLlieHTa B YKpaiHi (mo4YaTKoM BKJTIOUEHHSA
BBAXXAETbCA MOMEHT, KO/ MaLLiEHT CTaBWTb NiAMMC B iHPOPMOBaHI 3rogai).

(00OaTOK 4 i3 3MiHAaMW, BHECEHMMM 3rigHO 3 HaKa3oM
MiHicTepcTBa OXOpoHWM 300poB'a YKpaiHu Big 06.05.2014 p. N 304,
Yy penaKLii Hakaly MiHICTepCTBa OXOPOHU

300poB'a Ykpainu Big 18.12.2014 p. N 966)

JopaTtok 5

0o Mopsagky NpoBeaeHHa KNiHIYHUX
BMNPOOyBaHb NiKapCbKMX 3acobiB Ta
eKCNepTM3nM MaTepianiB KNiHIYHMX
BMMpobyBaHb

NOBHE AOCbE AOCNIAXYBAHOIO NIKAPCbKOIO 3ACOBY

NoBHE OOCbhE Ha OOCMIOYKYBaHMM NIKAPCbKMM 3acib MICTUTb iHPOPMAaLLtO 33 TAKMMU PO3A4iNaMu:

1. Jlikapcbka pe4yoBMHa (AN NikapCbKMX NpenapaTiB, WO MIicTaTb Ginblue ofaHiel nikapcbKoi
pPeYOoBUHM, iHDOPMaLLifa HaJAETbCA B MOBHOMY 06CA3i LLIOOO KOXHOI 3 HUX):

3aranbHa iHbopMaLis;

BUPOBOHUNLTBO;

XapaKTEPUCTUKS;

KOHTPO/b MiKapCbKOi pPeYOBUHMU;
CTaHOapPTHI 3pa3Kky abo PeYOBUHMU;
cucTeMa yrnakoBKW/3aKyNMopKu;
cTabinbHICTb.

2. JlikapCbKMI Npenapar:

onuc i cknag NikapCcbKoro npenapary;
dapMaLeBTMUYHA PO3POOKa;

BUPOBHUNLTBO;



KOHTPOJTb JOMOMIXKHUX PeYOBUH,;

KOHTPO/Sb NiKAapPCbKOro npenaparty;

CTaHOaPTHI 3pa3ku | peYoBUHU;

cucTeMa yrnakoBKW/3aKyNMopKu;

CcTabinbHiCTb.

3. [1onoBHEHHSA:

TeXHIiYHI 3acobu M yCTaTKyBaHHS;

OoliHKa 6e3MeYHOCTI WOo/40 CTOPOHHIX MiIKPOOPTraHi3MIB;
HOBI JOMOMIXKHI PeYOoBUHU;

PO34YMHWM ON19 BiOHOBMNEHHSA Ta PO3YMHHUKMN.

4. [IoKNiHIYHI PapMaKOMOriYyHi Ta TOKCUMKOMOriYHI AaHi:
dapMakoanHaMIKa;

dapMaKoKiHETUKa;

TOKCUKOMOriq.

5. [aHi No KAiHIYHOMY BMBYEHHIO (AKLLO NMPOBOAMITIOCH):
KMiHiYHa dapmMakonoris;

KMiHiYHa PapMaKOKiHETMKaA;

BM/IMB Ha NMOONHY;

OLliHKa KOPWUCTI Ta PU3UKY.

6. AKLLLO OKpeMi YaCTMHM OOKYMeHTaL il He BKTIoYeHi 0o MaTepianie, y BiANoOBiAHOMY MicCLLi cnig,
3a3HAYUTUM MPUYUMHY BIACYTHOCTI iHpopMaLii mig BignoBigHMM 3aro/TIOBKOM.

7. Anqa nikapcbkMX NpenapaTiB TBAPMHHOIO MOXOMXKEHHA Ma€ OyTU HadaHa Taka 4O4aTKOBa
iHbopMaLia:

OaHi Wono Bmay, Biky, pauioHy TBapWH, Bif AKMX OTPUMaHa CUMPOBUHA;

OaHi NPO xapaKTep (KaTeropito) TKaHMHW, 3 AKOT OAEPIKYETLCA CMPOBUHA ANS BUPOOHMLLTBA
NikapCcbkoro 3acoby, 3 TOUKM 30pY ii HebGe3MneKM Woa0 BMICTY MPIioHIB;

TexHosnoriyHa cxemMa 06pPOBKMN CUPOBUMHM i3 3a3HAYEHHAM eKCTPareHTiB, TEMMNepaTypPHOro pexxmmy;

MeTOLAM KOHTPOIIIO BUXIOHOI CUPOBUHW, BKITIOHAOUM MeTOAM BUABNEHHSA MPIOHIB Y KiHLLeBOMY
NpoayKTi (3a moTpebun).

JoaaTok 6

0o Mopsagky NpoBeaeHHa KNiHIYHUX
BMNPOOyBaHb NiKapCbKKMX 3acobiB Ta
eKCMepTM3M MaTepianiB KNiHIYHMX
BMMpobyBaHb

3aqaBa BignoBiganbHoro gocnigoHMKa



4

(npizBuLLe,iM'sa, MO 6aTbKOBI)

LLIO Mpau oo

(3a3HaumT MicLe poboTu Ta nocaay)

MpoLUy O03BO/UTY MEeHi B3ATK y4acTb Y KAiHIYHOMY BUMPOOYBaHHI:

(3a3Ha4un T Ha3BY K/IHIYHOrO BUNpoOyBaHHSE Ta KOQOBaHMY HOMEP MPOTOKO/1Y K/TiHIYHOO
BUMpobyBaHHS)

A 03HAMOMMEHUIN 3 yMOBaMK MPOTOKOSY KiHIYHOIro BMNPOBYBaHHA Ta Mato BiANOBiIOHUMN
NPOdECINHNN PiBEHb, MOXIMBICTb 3ay4aTy KBanidikoBaHUX CNiBPOBITHUKIB Ta/abo iHLWMX
daxiBLiB (3a HeobXiaHOCTI). KpiM TOro, Mato MOX/IMBICTb BUKOPMUCTOBYBATW HEOOXiAHI MPUMILLEHHS
Ta YCTaTKyBaHHSA MPOTArOM YCbOrO KAiHIYHOMO BUMNPOoByBaHHA A9 NPOBEeOeHHS MOro HaleXHUM
YMHOM.

A 03HaAVOMMNEHUM 3 YUHHUMM HOPMATUBHO-MPABOBMMM aKTaMM OO0 NPOBEeAEHHS KITiHIUHMX
BUMNPOOBYBaHb, 3 BUMOraMm HanexHoi kKniHiYHoi npakTtukm (GCP).

A niaTBepoXKY!o, Lo KiHiYHEe BUNPOoByBaHHA Byae po3noyaTe TiNbKM 32 YMOBU HAaABHOCTI
JOroBipPHO-MPAaBOBUX BiAHOCUH MiX yCiMa lOPUOANYHUMY Ta Qi3UYHUMUN 0CcOBaMU, 3aNyYeHUMU OO0
npoBeaeHHs KMiHIYHOro BUMPOByBaHHS, BiAMNOBIAHO OO0 BMMOI 3aKOHO4aBCTBa

A 3060B'A3ytoCh HaOaTV BCO HeOOXiAHY iHGOPMAaLLitO LWOA0 K/iHIYHOrO BUMNPOByBaHHA 00 KOMICIT 3
NMMTaHb eTUKK npwu J1M3.

A He Mato KOHPNIKTY iHTepeciB.

A Hagato 3rogy Ha BUKOPUCTAHHA MOiX MepCcoHanbHUX AaHMX (Mpi3BuULLEe, iM'a, Mo 6aTbKoOBI, Nocaaa,
HAYKOBWW CTYMiHb, Miclle poboTK) NpeacTtaBHMKaMm MiHIiCTepCTBa OXOPOHWM 300P0B'A YKpaiHM Ta
LleHTpY, WO MOXYTb BYTU PO3MiLLEeHi Ha iX odiLiMHMX canTax.

BionoBiganbHWIM gocnigHUK:

(Nn.1.B) (mignnc) (naTa)

*MpY UbOMY CKMaJOBUMM KOLLUTOPUCY TaKUX KNiHIYHMX BUNPOOBYBaHb NepeanbadvatoTbca BUTPATH
Ha YTPMMaHHSA NpUMILLeHb i aMopTuM3aLito o6nagHaHHeg, Ha NpUMOGaHHA BUTPaTHUX MaTepianis, Ha
onnaty npaui BCix paxiBL,iB, aki 6epyTb y4acTb Yy KiHIYHOMY BUMPOBYyBaHHI, TOLLO.

3BOPOTHUMN BIK
Bizn noromykeHH4a:

1. KepiBHUK NikyBanbHO-NPOdiNakTUYHOro 3aknany (3arnoBHIOETbCS 060B'A3K0BO)

(mocapa KepiBHMKa Ta HAMMeHyBaHHS . (NpizBULLE, iIM'G, MO
(mignuc) . (naTa)
nna3) 6aTbKOBI)
2. KepiBHMK BMLLOIro MegM4yHoOro HaB4anbHOro 3aknany (gani - BMH3) (3amoBHoeTbCH B pasi

3any4eHHs BMH3)

(mocapa KepiBHMKa Ta HaMMeHyBaHHS (mignnc) (MpisBuULLE, iM'Q, MO (naTa)



BMH3) 6aTbKOBI)

(0oOaToK 6 i3 3MiHAaMKM, BHECEHMMM 3rigHO 3 HaKa30M
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHu Big 01.10.2015 p. N 639)

HJonatok 7

0o Mopsagky NpoBeaeHHa KNiHIYHUX
BUMNPOBYBaHb NiKapCbKKMX 3acobiB Ta
eKcrnepTmM3n MatepianiB KiHIYHMX
BMMPoObyBaHb

IHdopmMauia npo JIMN3 Ta Micue NnpoBeaeHHSs KNiHIYHOro BUNpo6yBaHHA

KogoBaHUIM HOMep MPOTOKOY KIiHIYHOro BMUnpobyBaHHa (fani - KB):

1. 3aranbHa iHpopMauia npo JIM3 Ta Micue npoBeageHHsa KB:

1.1. JIM3, ge nnaHyeTbea NnpoBeneHHa KB:

1.2. Micue3HaxooykeHHa J1M3:

1.3.T1. I. B. KepiBHUKa J113, KOHTaKTHWUIN TenedoH, dakc, e-mail:

1.4. Micue npoBefeHHa KB (Hanpwkniag, BigaineHHs, Bi,n,,n,in1):

1.5. M. I. B. 3aBigyo4oro BiggineHHAM/BiaainoM, KoHTaKTHUI TenedoH, dakc, e-mail:

1.6. BKaxkiTb HOMep aitodoi Ha gaTy HagaHHsa iHbopMauii niueHsii /1M 3 Ha MeanyHy NPakKTUKyY

(kcepokoniga ,EI,O,EI,aGTbC'FI)zi

1.7. BKaxXiTb HOMep Aito4oro Ha gaTy HagaHHsa iHpopMalii akpegmTauinHoro ceptmdikaTta LLOBB

ona M3 (kcepokonia J:LouaeTbcq)3:

1 BkasaTtu MOBHY Ha3BY BiggifieHHs, Bigginy.

2,3 HasaBHicTb 060B'a3KkoBa.

fkujo Ao npoBeneHHs KB 3a51y4acTbCa Kageampa BUILLIOro MeanyYHOro HaB4yaibHoro 3axkiaay (Aaasni -
BMH3), 3arnoBHiTb rno3umuyii 1.8 - 1.13

1.8. BMH3:

1.9. Micue3HaxooykeHHa BMH3:

110. 1. I. B. pekTOopa, KOHTaKTHWUIM TenedoH, dakc, e-mail:

1.11. Kadenpa BMH3:

112. M. I. Bb. 3aBigyto4oro Kadenpoto, KOHTaKTHUIM TenedoH, pakc, e-mail:

1.13. HaasHicTb gorosopy npo cnisnpauto Mxx BMH3 Ta J1M3, ge po3TalloBaHa kadenpa, Ta CTPOK
moro gii:

Tak;




| Hi; CTpOK Aaii:

2. JocnigHuubKa rpyna:

2.]. BignoBiganbHWM OoCcnigHW K-

M. . B.

3alMaHa nocaga:

KOHTaKTHUM TenedoH:

dakKc:

E-mail:

1 ODopanTte CV BignoBiganbHOro gocnigHmKa.

2.2. YneHun gocnigHMLbKOI rpynu, AKMX MAaHYETbCA 3ay4aT O BUKOHAHHS BaXKNMBUX QYHKLIN
KBZ:

M.l B. OCHOBHI NnaHoBaHi 06oB'a3kM nig yvac KB

2 DopanTe CV uneHiB gocnigHMUbKOi rpynu, aki 6yayTb 3any4yatrca oo KB.
3. XapakTtepucTtuka J1N3, y akoMy nnaHyeTbes npoBeaeHHAa KB:

3.1. likyBaHHa y J1M3 navuieHTIB i3 3aXBOPIOBaHHAM, AKe BignoBigac npoTtokony KB:
Tak;

Hi;
Akujo BignoBiap "Tak' 3a3HadTe:

MOXK/IMBICTb CTaLiOHapPHOIro NiKyBaHHA MaLLIEHTIB i3 3aXBOPIOBaHHAM, AKe BiAMOBIgaE MPOTOKOMNY
KNiHIYHOTO BUMPOBYBaHHS:

Tak;
Hi;
iHWwe:

NpPodiNb NauieHTIB:

MOX/TMBICTb aMByaTOPHOIo NiKyBaHHA, HAABHICTb MOAIKMIHIKMA:
Tak;

Hi;

iHWe:

MOXXNTMBICTb NiKyBaHHA NaLi€EHTIB B yMOBax JEeHHOro cTalioHapy (3@ HeobxigHOCTI) :
Tak;

Hi;




iHLWe:

Hi;

iHWwe:

MOXX/TMBICTb HaJaHHA HEBIOKMNaOHOI AOMOMOru (BigdineHHsa peaHimalii / iHTeHcKBHOI Tepanii)
Tak;

Akl BionoBigb "Hi" y BMLLEe3a3HaYeHMX MNyHKTaX, 3a3HauTe, 9KMM YMHOM Byae Biobysatumca

CMoCTepEeXXeHHSs 3a NauieHTaMu Ha BECb TEPMIH, NepenbadyeHn M MPOTOKONOM KITiHIYHOTO
BMMNPOOYBaHHSA:

3.2. 3a3HauTe HaaBHicTb y J1M3:

Tak;
Hi;
iHLWe:

MicLa 36epiraHHa gocnigyKyBaHoro J13:

MicLa 36epiraHHa MaTepianiB KAiHiYHOro gocnigyXeHHs nig Yac KB:

TakK;
Hi;

iHWwe:

MicLs apXiByBaHHA MaTepianiB KB micnga noro 3aBepLUueHHS:

Tak;
Hi;

iHWwe:

4. IHdpopMaLia Npo NpoBefeHHS KNiHIYHUX BUNpoByBaHb Yy JTTN3 Ha MOMEHT 3aNoBHEHHS

1.
aTa Ta HOMep MNPOTOKON
CtaH (eTan) KB (mnaHyeTbcs, A . b np Y
Kopg (Homep) . 3acifgaHHa [dep»XaBHOro
Mpodinb TPUBAE, 3aBeplLUeHe),
npotokony KB Ta . .
mayieHTIB
da3a

3an/1aHoOBaHI TEPMIiHU

npoBegeHHA

eKcnepTHOoro ueHTpy MO3
YKpaiHW, KON 3aTBEPIXKEHO
KB

1 Bka3yBaTW TiNIbKM aKTUBHI Ha AaHWUM MOMEHT KIiHIUHI BUMPOoByBaHHS.

5. TabopaTopHO-iHCTpyMeHTanbHe 3abe3nedyeHHd

5.1. 3a3HauTe, aKi nabopatopii byayTb 3anyyaTmnca oo gaHoro KB:

N 3/m

HanMeHyBaHHA nabopaTtopii




5.2.6ke iHCprMeHTaﬂbHO—D,iaFHOCTl/I‘-IHe obnagHaHHA 6yae BUKOPUCTOBYBATUCH MNPU NpoBeaeHHi
KB BiganoBigHoO 0o npoTtokony KB:

y J1M3:

B iHLIMX yCTaHOBaX1Z

T gkwo MaHYyETbCA BUKOPUCTOBYBATU IHCTPYMEHTaNbHO-AiarHOCTUYHe o61agHaHHSA B iHLWLIMX
ycTaHoBax, 40 rnodaTky KB HeobXiaHO yKNacTM OOoroBip 3 iHLOK yCTaHOBO Ta 36epirath Moro y
danmni pocnigHMKa.

6. HagaBHicTb KOoMicii 3 nuTaHb eTuKK nNpun J1MN3 (gaTa CTBOPEHHS, HOMEpP HaKasy):

7. IHWi BigoMocTi Npo gianbHicTb 1M 3:

BionoBiganbHWMIM gocnigHUK

(Mpi3BULLE, iM'd, MO BaTbKOBI) (mignnc)
KepiBHUK J1IM3
. . . . M. I
(naTa, mignnc) (Mpi3BULLE, iM'g, MO 6aTbKOBI)
JopaTok 8

0o Nopsagky NpoBeneHHs KNiHIYHMX
BUMPOOBYBaHb MiKapCbKMX 3acobiB Ta
eKCnepTM3M MaTepianiB KNiHIYHKX
BUMNpPOOBYyBaHb

NnoBIAOMJIEHHSA
NPO NOYATOK KJTIHIYHOIO BUNMPOBYBAHHS B YKPAIHI

IOEHTUOIKALLIFG KITIHIYHOTO BUTMPOBYBAHHYA

KopooBaHUIM HOMEP MPOTOKONY KiHIYHOro BUNPOByBaHHA, MPYBAACHEHUI CMOHCOPOM:

Homep FudraCT! (3a Moro HagBHOCTI):

MoBHa Ha3Ba KIiHIYHOTO BUMNPO6YBaHHS:




BrcHoOBOK [1ep»XaBHOIoO eKCrnepTHOro ueHTpy MO3 YKpaiHM HagaHo:

HAara --/--/—- (00/MM/PPPP)

MoromxkeHHa KoMicii 3 nnTaHb eTuKM npun J1M3 HagaHo:

Hara --/--/—- (00/MM/PPPP)

T EudracT (European Union Drug Regulating Authorities Clinical Trials) - €EBponevcbKka 6a3a gaHux

KNiHIYHMX BUNPOOBYyBaHb.

IDEHTUDIKALIA 3AABHUKA (BigMiTbTe BigNOBiAHI MyHKTW)

MoBigOMMIEHHS NPO NOYAaTOK KIiHIYHOro
BUNpobyBaHHA A0 Oep>aBHOIro eKCnepTHOro
ueHTpy MO3 YKpaiHu

MoBigOMMIEHHS NPO NOYATOK KIiHIYHOro
BUNpOByBaHHA A0 KOMICIi 3 MMTaHb €TUKU MNpu
ns3

OdiyinHmm
Ocoba abo

CnoHcop
npencTaBHMK CMOHCOPA
OopraHisauid, ynoBHoBa)KeHa
CMOHCOPOM 014 NoOaHHSA OaHoro
MOBiIAOMMEHHS. Y LLIbOMY BUMAaAKYy BKaXKiTb:
HaMMeHyBaHHS topuagndHoi ocobu / M. |. B.
disnuHoi ocobu; M. I. B. KOHTaKTHOI 0CcobU;
MiCLLe@3HaxoOyKeHHS topuanyHoi ocobun / Micue
MPOXKMBaAHHA Gi3NYHOI OCOOU; KOHTAKTHUM
TenedoH; PaKc; agpecy eneKTPOHHOI MOLTH

CnoHcop OdiyinHmm
npencTaBHMK CMOHCOPA

Ocoba abo opraHizauig, yrnoBHOBaXkeHa
CMOHCOPOM 04 NoOaHHSA OaHoro
MOBIAOMMEHHS. Y LLIbOMY BUMAAKY BKaXKiTb:
HaMMeHyBaHHS topuandHoi ocobu /M. |. B.
disnuHoi ocobu; M. I. B. KOHTaKTHOI 0CcobU;
MiCLL@3HaxoOyKeHHS topuamnyHoi ocobun / Micue
MPOXKMBaAHHA Gi3NYHOI OCOOU; KOHTAKTHUM
TenedoH; PaKc; agpecy eneKTPOHHOI MOLTH

iHbOpMaLia € 0OCTOBIPHOIO

9, WO HMyK4Ye nianucaBca(nach), UMM NigTBepaXKyto (Big ocobun cnoHcopa), Wo HagaHa BuLle

3AABHWMK, Wwo nogae noBigoMAeHHA Npo
MoYaToOK K/iHIYHOro BUNpoByBaHHA 00
[ep>aBHOIro eKCnepTHOro ueHTpy MO3
YKpaiHu:

[aTa:

Mignuc:

Mpi3BuLLe, iM'a, No 6aTbKOBI (ApyKOBaHUMM
nitepammn):

3AABHWMK, wo nogae noBigoMaeHHa Npo
MOYaTOK KMiHIYHOro BUNPoOByBaHHSA A0 KOMICIi 3
NnUTaHb eTUKK npu J1MN3:

HaTa:

Nignwmc:

Mpi3BuLLE, iM'G, Mo BaTbKOBI (ApYyKOBaHMMM
nitepammn):

JonaTtok 9

0o Nopsagky NpoBeneHHs KAiHIYHMX
BMMPOOYBaHb NiKaPCbKMX 3acobiB Ta
eKCnepTM3nm MaTepianiB KNiHIYHKX
BMNpOByBaHb

NEPENIK
ACMEKTIB KNIHIYHOIO BUNPOBYBAHH4, LLOAO0 AKUX CMTOHCOP MA€E BHECTU CYTTEBI
MNOMPABKU

1. MonpaeKuK, NoB'A3aHi 3 NPOTOKO/IOM K/iHIYHOIro BUNMPo6byBaHHA:

MeTa OOCNioyKeHHS:

OUV3alH OOoCNioyKeHHS;




KOAOBaHMM HOMep i BepCia MPOTOKO/Y KMiHIYHOIro BUNPOBYBaHHS;
iHbopMoOBaHa 3roaga;

rnpouenypa Habopy NaL,ieHTiB;

MOKa3HMKN ePEeKTUBHOCTI;

rpacdik nobopy Npob ona nabopaTopHUX TECTIB,

OOMOBHEHHSA abo BUKMIOYEHHS TeCTiB abo NMOKa3HMKIB,

BIKOBWIW Aiana3oH AOCigyXKyBaHUX;

KpuTepii BKIOYEHHS;

KpUTepii BUKMTIOUEHHS;

MOHITOPUHI 6e3neKu;

TPWBanicTb BNAMBY OOCAIOYyBaHOro(m1x) nikapcbkoro(mx) 3acoby(is);
nompaBKKM O03yBaHHS AOCNIAXXYBaHOro(1X) NiKkapcbkoro(m1x) 3acoby(is);
3MiHa NiKapCbKOro npemnapaTy NoOPiBHAHHS;

CTaTUCTUYHWM aHani3.

2. MonpaekKu, NoB'A3aHi 3 opraHisauicto KNiHIYHOro BUNPobyBaHHA:

3MiHa BignoBiganbHOro gocnigHnka abo 3anydeHHs HOBOTO BifMoBigarbHOro gocnigHmnka / Micus
npoBeaeHHs KNiHIYHOro BUNPoOyBaHHS;

3MiHa KiNTbKOCTI 4OCNioyKyBaHUX B YKpaiHi;
3MiHa JocnigHMKa-KoopanHaTopa;
3MiHa crioHcopa abo odiliHOro NpeacTaBHMKa CMOHCOP3;

3MiHa KOHTPaKTHOI JocnigHMLbKOI opraHisauii, BignoBiganbHOI 32 BUKOHAHHA BaXXTMBUX 3aBOaHb Y
paMKax KMiHiYHOro BUMNPOByBaHHS,

3MiHa BM3HaYeHHS LLIOAO 3aBePLUEHHS KMAiHIYHOro BUNpoBbyBaHHA.

3. MonpaBKK, NOB'A3aHi 3 OCNiIOXXYBaHUM JliKapCbKMM 3aco60M

MonpaBKWM OaHUX OO0 AKOCTiI JOCMiAXKYBaHOMO iKapCbKOro npenapary, LWo CTOCYTbCS:
rnonpaBKK Ha3BW abo Koay OOCNIAXKYBaHOIo f1iKapCbKOro 3acoby;

MaTepiany NepBUHHOIO NaKyBaHHA,

BMUPOBOHUKa(iB) Oitouoi pedoBUHU™

BUPOBHMYOro nMpoLecy Aikoyoi pedyoBUHU™

crneyuundikaLlin gitodoi pedyoBUHU™

BMPOBOHULTBA NiKapCbKOro 3acoby™

cneumndikalii nikapcbKoro 3acoby*;

cneundikauin OOMOMIXHUX PEUYOBUMH Y TUX BUMNaOKax, SKi 30aTHI BNAMHYTU Ha Ait0 NiKapCbKOro
3acoby*



TepMiHy 36epiraHHg, yKouaoum 36epeXkeHHs Nicnga NepLloro po3KpuTTa i po3BedeHHs™
CYTTEBMX 3MiH CKNagy OOCNiOXKyBaHOMo NikapCbKoOro 3acoby™;

YMOB 36epiraHHg®;

MeToOMK OOCNiOXeHb Oito4oi pedoBUHUY

MeTOAMK OOCNiayeHb NiKapCbKOro 3acoby™

MeToaAMK OocnigXKeHb HedapMaKoneMHUX OMNOMDKHUX peqyoBUHY

3MiHM MapKyBaHHS A0CNiIOXKYBaHOIMO NiKapCbKOro 3acoby™.

* BionoBiAHI NOMNpPaBKM HAOAOTbCA TifTbKM 00 [Jep)KaBHOro eKCrnepTHOro LeHTpy MO3 YKpaiHu.

4. MonpaBKK AaHUX OOKNiHIYHMX dapMaKONOTiYHUX | TOKCUMKOMONYHMX OOCimKeHb y BUNagKax, LWo
CTOCYIOTbCS MOTOYHMUX KNiHIYHUX BUMNPOByBaHb (TO6TO 3MiHa OLIHKM CMiBBIAHOWEHHS PU3UK/
KOPWCTb). Hanpwuknag, woao:

pe3ynbraTiB HOBUX GapMaKoMOriYHUX OOCNiOKeHb;

HOBOI iIHTepnpeTauii iCHYUYMX GapPMaAKONOTIYHMX OOCNIOYKEHD;
pe3ynbTaTiB HOBUX TOKCUMKOSOTIYHMX OOCIOXKEeHb;

HOBOI iHTepMnpeTaLii ICHYKUYMX TOKCUKOMONIYHMX AOCAIOXKEHD;
pe3ynbraTiB HOBWX OOCNIAYKeHb NiKapCbKMX B3aEMOiN.

5. MonpaBku B KNiHIYHOMY BUNPOBYBaHHI, @ TAaKOXX JaHMUX, LLO Bigo6pa)atloTb JOCBIA 3aCTOCYyBaHHS
npenapaTty NOANHOIO, LLIO € BAXXTMBUMU AN NOTOYHUX KMNiHIYHUX BUNPOo6yBaHb (TO6TO 3MiHa
OLiHKW CMiBBiAHOLWIEHHS PU3UK/KOPUCTD)

Hanpwuknag, wono:

6e3nekKu, NoB'a3aHoi 3 KNiHIYHKMM BMMNPOBOYyBaHHAM abo AOCBIAOM 3aCTOCYBaHHSA OOCAIOYKYBAHOMo
NiKapcbkoro npenapary;,

pe3ynbraTiB HOBUX KiHIUHMX/DapMaKoMoriuHMX OOCNIOKEHb;
HOBOI IHTepMpPeTaLil ICHYIUYMX KNIHIYHUX/PapPMaKONOriYHUX OOCTIAMKEHD;
HOBMUX AAHUX 3 AOCBIAY 3aCTOCYBaHHSA OCNIAXXYBaHOMO NiKapCbKOro 3acoby;

HOBOI iHTepnpeTaLii iCHYKUYMX JaHUX WOoO0 A0CBiAY 3aCTOCYyBaHHA AOCAIOXKYBAHOMO MiKapCbKOro
3acoby.

Hdopnatok 10

0o Nopsagky NpoBeneHHs KAiHIYHMX
BUMNPOBYBaHb NiKapCbKKMX 3acobiB Ta
eKCcnepTM3n MaTepianiB KiHIYHMX
BMMPOOyBaHb

(MyHKT 1.4 rnaBu 1 po3niny X)

CYNPOBIOHUN NMUCT

[0 33a9BM 0O LLEHTPasIbHOro opraHy BMKOHABYOI BflAAM LWOOO0 CYTTEBMX MOMPaBOK:



00 3a9BU O/19 OO PXKaHHA MOroayKeHHA KOMICIi 3 MUTaHb eTUKK npun J1M3 wono
CYTTEBUX MOMPaBOK:

(3a9BHUK)

Ha[aE CyTTEBY MOMPaBKy Ha €KCMepTU3Y/OLiHKY MOpParbHO-€TUYHUX Ta MPaBOBWX acMeKTiB
(HeobxioHe niokpecnuTK)

(MoBHa Ha3Ba KJ/iHIYHOIO BUMPOBOyBaHHS)
KogoBaHUIM HOMep MPOTOKOMY KIiHIYHOIo BUNpOByBaHHS:
JocnioyxyBaHMM NikapCcbkMi 3aci6 (Ha3Ba):
CnoHcop:
MigcrtaBu ONg BM3HAYEHHA NOMpPaBokK 9K CYTTEBUX:

[HWa BaXxNMBa iHbopMaLiga (aKLWo €):

3asgBHUK/gocnioHUK (Npi3BULLEe, iM'Q, MO BATbKOBI

. (naTa) (mignnc)
(OpyKoBaHMMU NiTepamMu))

(nomaTtok 10 y pepdakuii Haka3ly MiHicTepcTBa
OXOPOHM 300poB'a YKpaiHu Bia 18.12.2014 p. N 966)

OJopaTtok 11

0o Nopsagky NpoBeneHHs KAiHIYHMX
BMMPOOYBaHb NiKapPCbKMX 3acobiB Ta
eKCnepTM3nm MaTepianiB KNiHIYHKX
BMMpobyBaHb

(MyHKT 1.4 rnaBum 1 po3ainy X)

3AABA
npo cyTTeBy NonpaBKy/noroa)XeHHS KOMICi€lo 3 NnuTaHb eTUKU npu JIMN3 cyTTeBOi NonpaBKuU

A. Ua dopMa € 3aranbHolo ANg 3asBU, NOAAHOI A0 LeHTpanbHOro opraHy BUKOHaB4oi Bnagu (aani
- LOBB) i norog)XeHHA KOMiCi€lo 3 NnuTaHb eTUKK npu JIns3.

YKaXiTb BigMNOBIAHY METY B KMITUHLL HMXKYE.

3A49BA MNPO CYTTEBY MOIMPABKY:

3AABA 019 OOEPXXAHHSA MOTOXXEHHA KOMICI 3 MUTAHb ETUKW MPU TN 3:

MoBIAOMITEHHA 3 METOKO TTbKN IHOOPMYBAHH4:
LEHTPY
KOMICII 3 MUTAHb ETUKW MPK M3

Al IAEHTUODIKALIA KNMIHIYHOIO BUNPOBYBAHHS (aKLWo cyTTeEBa NonpaBKa CTOCyETbcA 6inblue
HiDK oQHOro NnpoToKony KNniHiYHOro BUNpo6yBaHHA A1l KOHKPETHOro AoCNiAXXyBaHOIro
nikapcbKoro 3aco6y, CmoHCOp MO)Ke 3po6uTK y3aranbHeHe NoBifoM/IeHHS LleHTpy Ta KoMicii 3



NUTaHb eTUKKU Npu JIMN3 3a yMOBM, LLIO B CYNpPOBiAHOMY JIUCTi Ta 3asiBi 3a3Ha4YeHO nepenik ycix
NPOTOKONIB K/iHIYHMX BUNPO6YyBaHb, AKUX CTOCYETbCSl NOMNpPaBKa)

NMoBHa Ha3Ba KNiHIYHOMO BUMNPOBYBaHHS:

KomoBaHUIM HOMEP MPOTOKOMY KAiHIYHOIrO BUNPOBYBaHHA, MPUBAACHEHUIN CMOHCOPOM KIiHIYHOrO
BUNPOOBYyBaHHS, Bepciqa i naTa:

Homep EudraCT! (3a Moro HagBHOCTI):

T EudracT (European Union Drug Regulating Authorities Clinical Trials) - EBponevcbka 6a3a gaHux
KNiHIYHMX BUNPOOBYyBaHb.

A2. IDEHTUDIKALIA MOMNPABKUA

AKLWLO BiA3HAYEHO LEeW NYyHKT,
MonpaBKKM 0O MPOTOKONY BKa3aTW KOJOBaHMM HOMepP
KNiHIYHOTO BUMPOBYBaHHS nonpaBKK, MPUBAACHEHNN
CMOHCOPOM, BEpPCIito | gaty

. AKLWO Big3HAYEHO OaHUM MYHKT,
MonpaBKKM A0 NO4YaTKOBOI 3a9BU

MpPo ofepP>KaHHA BUCHOBKY/
MoromyeHHa

TO BKa3aTW KOOOBaAHMM HOMeEpP
nonpaBKW, NPMBNACHEHMI
CMOHCOPOM, Bepcito i gaTy

B. IDEHTU®DIKALLIA CITOHCOPA, LLO NOAAE AHY 3A4BY

B1. CnoHcop

HalMeHyBaHHA topuanyHoi ocobu/MN. I. B. disnuHoi ocobu:

M. |. B. KOHTAaKTHOI ocobBWu:

MicL,e3HaxooXKeHHS lpUaOnUYHoi ocobu/MicLe NpoXKMBaHHA Gi3UYHOI 0cobu:

KOHTaKTHUM TenedoH:

dakc:

AQpeca eneKTPOHHOI NOLWTW:

B2. O¢iuinHnm npencrtaBHMK cnoHcopa B YKpaiHi 3 MeToto NpoBefeHHAa AaHOro KAiHIYHOro
BMNPOBYBaHHSA (IKLLO LLe He caM CMOHCOoP)

HaliMeHyBaHHS topuamndHoi ocobu/M. I. B. isnyHoi ocobu:

M. 1. B. KOHTaKTHOI ocobu:

MicL,e3HaxoOXKeHHS lpUanUYHoi ocobu/MicLe NpoXKMBaHHA GizUUHOI 0cobu:

KOHTaKTHUM TenedoH:




dakc:

AQpeca eneKTPOHHOI NOLWTW:

C. IHOOPMALLIA NMPO 3AABHUKA (no3HauTe BiANOBiAHY KNITUHKY)

Cl. 3agBa oo LLOBB

C2. 3asBa 00 KOMiIcCii 3 NUTaHb eTUKK
npwv J1M3

CnoHcop
OdiuinHMM NpegcTaBHMK CMOHCOPA

Ocoba abo opraHizalig,
YMNOBHOBa)XeHa CNoHCOpOM a4
nofaHHsa OaHoi 3a9BU. Y LLbOMY
BMUMaOKy BKaXKiTb:

HaMMeHyBaHHS tOPUONYHOI
ocobu/M. |. B. disnuHoi ocobu:

M. . B. KOHTaKTHOI ocobu:
MiCLLe3HAaXOOXKEHHS OPULOMNYHOI
ocobu/MicLe NPoXMBaHHS Pi3UYHOI

ocobu;
KOHTaKTHUI TenedoH:
dakc:
aapecy eneKTPOHHOI MOLWTK:

CnoHcop
OdiuinHMM NpeacTaBHMK CMOHCOPA

Ocoba abo opraHizalig,
YMNOBHOBa)XeHa CrNoHCOpOM a4
nofaHHsa OaHol 3a9BU. Y LLbOMY
BMUMaOKy BKaXKiTb:

HaMMeHyBaHHS tOPULONYHOI

ocobu/M. |. B. disnuHoi ocobu:

M. I. B. KOHTaKTHOI ocobu:

MiCLLe3HaxXoOyKeHHS toPUOMNYHOI

ocobu/MicLie NPoXKMBaHHA
i3nyHoi

ocobu:

KOHTaKTHUI TenedoH:

dakc:

agpecy eneKTPOHHOI MoLwTH:

D. TUM NOMPABOK (no3HauTe BianoBigHY K/iTUHKY)

LLi nonpaBKuM HanexaTb NepeBaXHO A0 BXe MPUMNHATUX TEPMIHOBUX

3axofiB o9 3abe3rneueHHa 6e3nexkn

MNpUYNHN BHECEHHS NOoMpaBKU:

nonpaBKM, MNOB'A3aHi 3 6e3nekoto abo 6arononyvdsM AOCNiyKyBaHOro
3MiHM B iHTepnpeTaL,ii HayKOBOi JOKYMeHTaLii/3HaueHHA BUNpoByBaHHS

3MiHWM B cKNadi gocniayyBaHoro(mx) nikapcbkoro(mx) 3acoby(is)

Tak

Tak

Tak

Tak

3MiHWM B opraHizauii nposegeHHda abo KepiBHULTBI KMiHIYHOMO

BUMNPOOYBaHHA

Tak

3MiHa abo BK/TIOYEeHHA 00AaTKOBOIro Micld MpoBeaeHHS KMiHiYHOro

BMNpoByBaHHA/BiANOBIOaNbHOro(MX) gocnigHMKa(iB), 4oCnigHMKa-

KoopAMHaTopa

3MiHa CMOHCOPa, MOoro odilinHOro NpeacTaBHUKA, 3a9BHMKA

Tak

Tak

3MiHWM B pO3Mofini OCHOBHMX 060B'A3KIB NiO Yac NpoBedeHHS KiHIYHOIo

BUMPOBYBaHHS
AKLLO "TaK", yTOUHITb:

iHWa 3MiHa

Tak

Tak

Hi

Hi

Hi

Hi




AKLLO "TaK", yTOUHITb:

IHLLMM BMMNaOoK

Tak Hi

AKLLO "TaK", yTOUHITb:
3MICT nonpaBKu:

3MiHM 00 iHbopPMaLlii, 3a3Ha4YeHOoi y 3aaBi Tak Hi
MoMpaBKM A0 MPOTOKOMY KIiHIYHOIro BUMNPOBYBaHHS Tak Hi
3MiHWM 00 iHWMX OOKYMEHTIB Tak Hi
AKLLO "TaK", yTOUHITb:
iHWWW BMMNagoK Tax Hi

AKLLO "TaK", yTOUHITb:

E. MPUYNHUN BHECEHHSA NMOMPABOK (3a3HauuTy B CKOpoUeHi ¢popmi)
F. KOPOTKUM ONUC NOMPABOK
G. MEPENIK OOKYMEHTIB, MIPUKITAOEHUX 00 3A49BU

HagmaTe JOKYMEHTH, LLIO CTOCYIOThCS L€l 3aaB U1, Ta/abo (y BiAMOBIOHMX BUMaAKax) YiTKi MocuaHHS
Ha iHLi OOKYMEHTMU, WO Bye Oynun HagaHi. HagamTe ToUHI MoCUMNaHHeA Ha BCi 3MiHU B HyMepaLlii
OKPEMMX CTOPIHOK, CTapUM | HOBMM BapiaHTV TEKCTIB. No3HauTe BignoBigHy(i) KNITUHKY(M).

KopOoTKMIN BUKMaA CyTi BHECEHOI NonpaBKM

Mepenik 3aMiHEHNX OOKYMEHTIB (iaeHTUdIiKauisa, Bepcisa, gaTa)

CTOpPiHKM 3i cTapUM i HOBUM $OPMYITIOBaHHAMU (3@ MOXKITUBOCTI)

OopaTkoBa iHpopMaLia

Hoea Bepcia ¢annay dopmati Word i Konisg nepBUHHOI 3asBU 3 BiA3HAYE€HMMU 3MIHEHNMU
OJaHUMU (32 MOXKITUBOCTI)

manmc TA IM'd SA4BHUKA

A, Wo nignMcaBca(nachb) HMKYe, UMM MIOTBEepOyXKyto (BiO iMeHi cnoHcopa), Wwo (HenoTpibHe
3aKpecnuTu):

HaBedeHa B Ui 3aaBLi iHpOopMaLLia € OCTOBIPHOLO;

KNiHiYHe BUMpobyBaHHa Byae NpoBOoAUNTMUCS BiAMOBIOAHO OO NPOTOKOMY KAiHIYHOMO BUNpPoByBaHHg,
3aKOHOOABCTBaA i NPUHLUMMIB Hane)Hoi KNiHiYHoi npakTukun (GCP);

BBaXkalo, WO € NiacTaBu A9 BNPOBamXXEHHS 3aMpOonOHOBAHUX 3MiH

3AABHUK/OOCAIOHWK, wo nogac Lo 3aasy 40

3AABHWK, wo nopgae uto 3agBy oo LLOBB o
KOMICIT 3 NUTaHb eTUKKM npwu JIIM3:

HaTa: HaTa:

MNigpnwc: nignnc:

M. 1. B. (opyKoBaHMMU AiTepamMu): M. 1. B. (ApyKoBaHUMU fiTEepaMu):




(opopatok 11y pepakuii Hakaly MiHicTepcTBa
OXOpPOHM 300poB'a YKpaiHu Bia 18.12.2014 p. N 966)

Jopnatok 12

0o Nopsagky NpoBeneHHs KAiHIYHKX
BMMPOOBYBaHb NiKapCbKMX 3acobiB Ta
eKCnepTM3nM MaTepianiB KNiHIYHKX
BMMPOOyBaHb

noBIAOMJIEHHSA
NPO 3ABEPLUEHHSA KNTIHIYMHOIO BUNMPOBYBAHHYA

lpeHTMdIKaLIa KNiHIYHOrO BUMPOOyBaHHS

KogoBaHUIM HOMep MPOTOKONY KiHIYHOIo BUMNPoByBaHHS, MPUBIAaCHEHUN CIOHCOPOM:

Homep FudraCT! (3a Moro HagBHOCTI):

MoBHa Ha3Ba KIiHIYHOTO BUMNpPO6yBaHHA:

T EudracT (European Union Drug Regulating Authorities Clinical Trials) - EBponevcbka 6a3a gaHuX

KNiHIYHMX BUNPOOBYyBaHb.

IOEHTUDIKALLIA BAABHUKA (BigMiTbTe BigANOBIAHI MYHKTW)

MNoBigoMNeHHs Mnpo 3aBepLUEeHHH

KNiHiYyHOro Bunpo6byeaHHA 0o dep)XaBHOro

eKcnepTHOro ueHTpy MO3 YKpaiHu

MNoBigoMyIeHHS MPO 3aBepLUEHHS
KNiHiYHOro BUNpo6byBaHHA 0O KOMICIi 3 NMTaHb
eTuKM npwn J1M3

CnoHcop
OdiyinHMM NpeacTaBHMK CMOHCOPA

Ocoba abo opraHizalig,
YMOBHOBa)€Ha CMOHCOPOM a4
rnogaHHa OaHoro

MoBigOMMEHHA. Y LibOMY BUMAOKY BKaXKiTb:

HaMMeHyBaHHS tpuagnuHoi ocobu / M. |. B.
disnyHOi ocobu:

M. |. B. KOHTAKTHOI OCOBU;
MicL,e3HaxoOyKeHHS pUanYHoi ocobm /
MicLe NPOoXXMBaHHSA di3nUHOI 0cobu;
KOHTaKTHUM TenedoH;

daKc;

agpecy efeKTPOHHOI MoLwTH

CnoHcop
OdiuinHMM NpeacTaBHMK CMOHCOPA

Ocoba abo opraHizadiig,
YMOBHOBAaYeHa CMOHCOPOM aO/g
rnofdaHHa OaHoro

MOBIOOMMEHHA. Y LLIbOMY BUMAOKY BKaXKiTb:
HaMMeHyBaHHS topuamnyHoi ocobu / M. |. B.
di3nyHoi ocobu:

M. . B. KOHTaKTHOI ocobu:
MicLLe3HaxoopKeHHd topuanydHoi ocobu /
MicLe NpoXMBaHHA di3nYHOI ocobu;
KOHTaKTHUI TenedoH;

daKc;

agpecy efieKTPOHHOI MoLwTH;

JocnigHvKa, BionoBiganbHOro 3a NogaHHA
0AHOIro NoBiAOMMEHHS;

JocnigHuKa-koopanHaTopa (ans
6araToLEeHTPOBOrO KiHIYHOIO
BMUMPOOYBaHHSA 33 HAadBHOCTI);




YKaXiThb:
M. LB,

dakc;

MicLLe MPOXXMBAHHS;
KOHTaKTHUI TenedoH;

aapecy eNeKTPOHHOI MOLTH

BiAMOBiganbHOro gocnigHu1ka (andg
OOHOLLEHTPOBOIO K/IHIYHOIO
BUMNPOOGYBaHHS).

AKLLO MOBIOOMMIEHHSA Noaac OOoCNigHUK,

OaTa
3aBepLUEHHS
3aBepLeHHS KNiHIYHOro BUNpo6byBaHHS KAiHIYHOTO

BUMPOOYyBaHHSA
(04/MM/PPPP)

3aBepLIeHHS KNiHIYHOro BMMPOBYBaHHSA TiNlbkM B YKpaiHi Tak Hi

3aBepLIeHHs BCbOro KMiHIYHOro BMMPOBYBaHHSA Y BCiX

KpaiHax, e BOHO MPOBOAMIOCS Tak Hi

3aBepLIeHHs KNiHIYHOro BMMPoBbyBaHHSA € 4OCTPOKOBUM Tak Hi

AKwo "Tak", 3aMoBHITb BiAMNOBIAHI NoNs:

Aka(i) NnpruMHa(1) OOCTPOKOBOro 3aBepLUeHHS KITiHIYHOIO

BUMNPOOYBaHHSA:

6e3neyHicTb Tak Hi

HM3bKa ePEKTUBHICTb Tak Hi

KNiHiYHEe BUNpoByBaHHA He moYanocyd Tak Hi

IHwe Tak Hi

AKLLO "TaK", yTOYHIThb:

Ymcno nauieHTiB, gKi MPOOOBXYIOTb OTPUMYBATK Tepanito 4O MOMEHTY AOCTPOKOBOIro

3aBepLUEeHHS KIiHIYHOro BUNpoBbyBaHHA B YKpPaiHi:

CTuncno onnwiTb y AoaaTky (y A0OBiNbHIN dopMmi):

O6I"pyHTyBaHH§I OOCTPOKOBOIO 3aBepLUeHHA KMiHIYHOro BVII'IpO6yBaHHﬂ;

rlepeJ:L6ak-|eHe CrocTtepexXXeHHd 3a mauieHTamMm, LWo OTPNMYIOTb Teparliro B MOMEHT TMMYaCoOBOIo

NPEPUN3YyrNMMHEeHHA KMiHIYHOIO Bl/II'IpO6yBaHH‘FI abo noro OOCTPOKOBOIO 3aBepPLUEHHY,;

BMNMVB JOCTPOKOBOIO 3aBepLUEHHS KIiHIYHOro BUMNPOByBaHHA Ha OLLIHKY pe3y/bTaTiB KiHiYHOro
BMNPOBYBaHHSA Ta 3arasibHy OLiHKY PU3KMKIB Ta OYiKyBaHOI KOPUCTI Bif 3aCTOCYBaHHA

OOCHiOYKYBaHOrO NiKapCbKOro 3acoby

9, WO HMxKYe nignmcaBca(nach), UMM NigTBEpPOXKYHO, WO HagaHa BULLE iHDOpPMaLLia € OOCTOBIpPHOO

3aaBHUK




(MpizBULLE, iM'G, MO BaTbKOBI (naTa) (mignnc)
(OpyKOBaHMMUK fliTepamMu,
MOBHICTIO))

JopaTtok 13

0o Nopsagky NpoBeneHHs KAiHIYHKX
BUMPOOYBaHb NiKapPCbKMX 3acobiB Ta
eKCnepTM3nm MaTepianiB KNiHIYHKX
BMMpobyBaHb

NEPIOOVNYHUMA 3BIT
NMPO CTAH NMPOBEAEHHS KJTIHIYMHOIO BUNPOBYBAHHS B YKPAIHI

HanpasrigeTbca Jo:

[ep>aBHOMo eKCnepTHOro LeHTpy MO3 YKpaiHu
Kowmicii 3 mnTaHb etk npwu J1M3
1. IndbopMauia Npo KiHiYHe BunpobyBaHHA (gani - KB)

KogoBaHUIM HoOMep nMpoTokosny KB, MpyBMacHEHUM CIIOHCOPOM:

@®a3a KB:

[ToBHa Ha3Ba KB:

CnoHcop KB:

OdiLinHMM NpeaCcTaBHUK CMOHCOPa B YKpaiHi 3 MeTow npoBefeHHa gaHoro KB
(HaMMeHyBaHHA PUANYHOI 0cobu / M. |. B. dpiznuHoi ocobu, M. |. B. KOHTAKTHOI 0COBU, KOHTAKTHMU I
TenedoH, dakc, agpeca eneKTPOoHHOI NoLWwTK)

BUCHOBOK [Jep»aBHOIro eKCrnepTHoro LeHTpy MO3 YKpaiHu HagaHo (oata (aa/Mm/pppp) Ta Homep
MPOTOKONY 3acigaHHs):

MoromyeHHs KoMicii 3 MMTaHb eTUKKM Npu J1M3 HagaHo (gaTta (oa/MM/pppp) Ta HOMep MPOTOKONY
3acigaHHgA):

AKLWo B KB BHOCMAMCA CYTTEBI NOMNPaBKKM, HaganTe iHPOopMaL,ito MO KOXHIM 3 HUX (HOMep, OaTa,
Bu1cHOBOK LLeHTpy Ta NOrogyKeHHa KOMicii 3 MMTaHb eTUKK Npu J1M3)

2. laTn noyaTky Ta 3aBeplleHHS KB

Y noyanocsa BMNpobyBaHHS B YKpaiHi
TAK
HI

Akwo "HI" To 3 aKMX NpUYmnH:

Akwo "TAK", To:

JaTa BK/IIOUEHHS NepLUIoro nalieHTa (30opoBoro gobposonblUs) B YKpaiHi (ga/Mm/pppp)

[JaTa BKMOYEeHHA OCTAaHHbOro NauieHTa (300p0BOro 4OOPOBON bLI,ﬂ)-l B YKpaiHi (ga/Mm/pppp)

[aTta 3aBepLIeHHs KMiHIYHOro BUMPoByBaHHA B YKpPaiHi (4a/MMm/pppp)

1 Jlata nigrimcaHHs vioro iHopmoBaHoI 3roam.




2 [laTa 3aBepLIeHHS K/TIHIYHOro BUMpo6yBaHHS abo Mi1aHOBaHOro 3aBepLUeHHS A/15 NMOTOYHMX
KIHIYHUX BUMIPPO6YBaHb, AKLLO LIS AaTa 3MiHNIaCcad 3 MOMEHTY rnoaayi 3asBu.

3. IHpopMaLia Npo Micua npoBeaeHHN KiHiYHOro BUNpobyBaHHS, 3asaBNeHi 4na npoBeneHHA

naHoro KB B YKpaiHi:

Homep Micu4a
npoBeaeHHs
KMiHIYHOTO

BUMPOBYBaHHS,

NPUBMACHEHNI
CMOHCOpPOM

loeHTUdIKaLia Micua NpoBeaeHHs
KNiHIYHOrO BUMNpPOByBaHHA (Ha3Ba,
MiCLL.e3HaXomKeHHS,
BiOAMOBiAaNnbHMM OOCNIOHWK)

Crartyc:

(1) iHiLiMoBaHe Ta HabpaHMIM xo4a 6
OOWH MaLi€HT;

(2) iHiLiMoBaHe, ane He HabpaHo
YKOOHOIO NaLieHTa;

(3) y pesepsi/fdekac iHiLiaLii;

(4) BUNyuyeHo/BMByno/3akpunTto 6e3
iHiLiauii;

(5) BUNYyYeHO/BUBYNO/3aKPUTO
nicnga iHigiauii

4. IHpopMaLiga Npo gocnigykyBaHUX B YKpPaiHi:

Homep micu4a

KinbKicTb AOCNiOgXKyBaHMX B MiCLi NpoBeaeHHS KNiHIYHOro BMMNpoOyBaHHS:

npoBeaeHHA
KMiHIYHOTO npoAoBXYHOTb 3aBepwnnmn
i . 4yacTb 4yacTb
ROCIIIKEHHS, | 1 pbMHoBaHO | paHAOMi3oBaHO y. i Y y‘ ) Y Bm6yno1
anBﬂaCHeHMl;l KITHIYHOMY KIIHIYHOMY
CMOHCOPOM BMNPOOYBaHHI | BUNPOOBYBaHHI

1 Ona gocnioyyBaHMX, WO BUBYNK, BKaXKiTb NPUUYMHMA: (1) - BiAKIMKaHHS iHbopMoBaHoi 3roam
nayuieHToM; (2) - 6e3neka; (3) - HM3bka ePEeKTUBHICTb; (4) - iIHLWI MPUYUNHN.

5. IHdopMaLig woao nigo3poBaHUX CEPMO3HUX HenmepeabadyBaHUX NOBIYHUX peaKLUin B YKpaiHi:

Homep Micuga
npoBeneHHs
KMiHIYHOIO

BMMPOOGYBaHHS,

npuBacHeHNIN
CMOHCOPOM

Migo3ptoBaHi cepno3Hi HenepenbadyBaHi NO6IYHI peaKuii
(IHpopMaLliga MOBUHHAE MICTUTU LLIOHaMMEHLIe. Ko AOC/1iA)XXYyBaHOro, Kog
BUMaAKy, AaTH MoYaTKy Ta 3aBepLUeHHS, AiarHo3, Hac/ligKu):

6. l[HbopMaLia Wwoao cyTTeBMUX Bi,EI,XMﬂeHb1 Bif MPOTOKONY KMiHIYHOro BUNpo6byBaHHA B YKpaiHi:

Homep micug
npoBegeHHA
KNiHIYHOrO

BUMPOBYBaHHS,

npuUBAacHeHUM
CMOHCOPOM

CyTTEBI BiAXWUNeHHS Bif NPOTOKONY KMAiHIYHOro BUNpoByBaHHS
(IHpopMaLig MOBUHHA MICTUTU LLIOHaVIMEHLLIE: KOPOTKUUK OMnC CyTI
BiAXUIEHHS, 4aTy, KoL AOC/IAXKYBaHOIro, Hac/liagKM / BXXKUTI 3axoqm):




T 060B'a3K0B UMM 09 3BiTYyBaHHA € BCi CYTTEBI BiOXMNeHHA, AKi CToCyloTbCcH 6e3neKu
OOCNIoKYyBaHUX.

7. lHWa BaknuBa iHpopMaLia (3a HaaBHOCTI)

8. IHdopMaLia npo ocoby, wo nogac 3BiT (M. I. B., Micue pob6oTK Ta 3arMaHa Nocaaa, KOHTAaKTHMIA
TenedoH):

9. laTta cknagaHHg 3BiTy, nignuc:

OJopaTtok 14

0o Nopsagky NpoBeneHHs KAiHIYHMX
BMMPOOBYBaHb NiKAaPCbKMX 3acobiB Ta
eKCcnepTM3nm MaTepianiB KNiHIYHKX
BUMPOOByBaHb

CTPYKTYPA 3AKNMIOYHOIO 3BITY NPO NPOBEAEHE KNMIHIYHE BUNMPOBYBAHHSA JTIKAPCbKOIO
3ACOBY

CTpyKTypa 3aK/io4YHOro 3BiTy Mpo NpoBeaeHe KiHiYHe BUMPOOYBaHHS € y3arasbHeHO A9 Onmcy
KNiHIYHOro BMUMNPOOBYBaHHA ByOb-9KOro TepaneBTUYHOIo, MPodiNakTUYHOro abo AiarHOCTUYHOIO
3acoby, MpoBeaeHOro Ha OoCNiXKYBaHMX, Y AKOMY 3i6paHO KAIHIYHMUIA Ta CTaTUCTUYHUIA OMUCHK,
aHani3 gaHux, aKi CynpoBOOXKYOTbCH TabNMLUAMM | MaftoHKaMM B OCHOBHOMY TEKCTi abo Mic/nd Hboro.
KpiM Toro, y gogaTKax HagatoTbCs BigOMOCTI NPOo A0CAiAXKyBaHMX Ta AeTaflbHa CTaTUCTUYHA
iHbopMaLia. OCHOBHI NPUHLMAM CKIaaHHA 3BiTY Ta MO0 CTPYKTYPY MOXKHa BUKOPWCTOBYBATU A4
Pi3HUX BUAIB KAIHIYHUX BUMPOByBaHb (Hanpukiag, KNiHiko-GapMaKooriyHi BUNpobyBaHHS).
PekoMeHOoBaHO 00 CTPYKTYPU 3BITY BKIHOYATK TaKi NO3uMLii:

1. TUTYNbHY CTOPIHKY, AKa MOBUMHHA MiCTUTW:

Ha3BY 3BiTy; Ha3BY OOC/IOXKYBaHOMO MiKapCbKOro 3acoby; ineHTMdIKaLito KNiHIYHOMO BUNPOBYBaHHS;
AKLLO He 3a3HayYeHOo B Ha3Bi, CTUCIMIM OMUC MaHy, NOPIBHAHHSA, TOMBaNiCTb BUNPOOYBaHHS,
[03YBaHHSA NIKapCbKOro 3acoby i KOHTUHIEHT OOCMiOXKYBaHMX, HanMeHyBaHHs / T1. . B. croHcopa;
ineHTUdIKaLio MPOTOKOMY KIiHIYHOrO BUMNpo6yBaHHA, BUa/dasy; oaTy nodaTky, AaTy 3aKiHUeHHs
KNiHIYHOro BMMNpoObyBaHHS; No3HavdeHH:A BianoBiaHocTi GCP (aKLo BMKOHYBanoch); naty 3Bity, M. I. B.
BiAMoBiganbHOro gocnifHuka, abo gocnigHMKa-KoopaMHaTopa, abo NpeacTaBHMKa CroHCopa.

2. Pe3sioMe (CTUCNIM OMUC KNIHIYHOMO BUMPOOYBAHHA 3 YUACTOBUMW OaHUMKM ONg intocTpauii
pe3ynbraTis).

3. 3MICT 3BiTYy (yKto4atoum nepenik i po3TallyBaHHA 0OOaTKIB, TabnMub iHOMBIOYaNbHOI
peecTpaLinHoi dopmun).

4. MNepenik CKOPOYEHDb | BU3HAYEHHSA TEPMIHIB.
5. ETUYHI NnUTaHHSA.

6. JocnigHWKIB Ta aAMiHICTpPaTUBHY CTPYKTYPY KiHIYHOMO BUMNpobyBaHHSA (Ha3BY,
MiCLLE3HAXOOXKEHHS, KOHTaKTHUIW TenedoH).

7. Bctyn.
8. MeTy BMNpobyBaHHA.

9. MNnaH BUNPobyBaHHS.



9.1. 3aranbHum NNaH (AnsamH) i NNaH-onMc KNiHIYHOMO BUMNPOBYBaAHHA; CXeMaTUYHEe 306paXKeHHS
eTaniB i Npouenyp KAiHiYHOro BUNpobyBaHHA.

9.2. O6rpyHTYBaHHA NnaHy (aAn3anHy) KNiHiYHOro BUNPOoByBaHHS, y TOMY YMCIi BUGIP KOHTPOMbHMX
rpyn.

9.3. Bubip nonynauii, Lo BUBYAETbCA:

KpUTepii BKIIOYEHHS;

KpUTepii HEBKTOUEHHS,

BUK/OYEHHA OOCNIAXKYBaHUX 3 BMMpPoObyBaHb abo aHanisiB.

9.4. JliKkyBaHHS:

npu3HadeHe MikyBaHHS;

ineHTUndiKaLia nikapcbKMx 3acobiB, WO OOCMiOXKYOTbCS,

MeToAM pOo3Moainy AoCNioyKyBaHMX 3a rpynaMun (paHOoMizauiq);
BMOIip 003 019 BUBYEHHS;

BMOIip 003 i Yacy NpMMNoMy fiKapCbKOro 3acoby an9 KOXXHOIro JOCiOyXKyBaHOro;
"cninmmn" meTon (9KLWO BUKOPUCTOBYETbLCS);

nonepenHsa i CynyTHA Tepanis,

OOTPUMaHHSA OOCNIOXKYBaHUM PeXUMy NiKyBaHHS.

9.5. [aHi wono edeKTMBHOCTI Ta 6e3nekun (ouiHKa N rpadik BM3HAYEeHHS MOKa3HUKIB e beKTUBHOCTI N
b6e3nekun).

9.6. JaHi Wwoao rapaHTii 9KOCTI (QOKYMEHT, WO NiaTBepaXKy€e GaKT ayanMTOPCbKOI MepeBipKM, GKLLO
nposogmnnacy).

9.7. 3annaHoBaHi B NPOTOKOSi KMiHIYHOrO BUNPOBYBaHHA CTaTUCTUYHI MeToaun.

9.8. 3MiHM LWO0a0 3an1aHOBaHOro NpoBeaeHHS KIiHIiYHOro BUNpobyBaHHa abo aHanisy.
10. IHPopMaLLito LWOoAO0 OOCAIOXKYBaHMX.

10.1. Po3nogain gocnigyyBaHUX.

10.2. BigxmneHHa Big NpoTOKONY KMiHIYHOMO BUMNPOOYyBaHHSA.

1. OuiHKY edbeKTUBHOCTI.

1.1, Paou gaHux, 9Ki aHanisyoTbcA.

11.2. deMorpadiyHi Ta/um iHWi BUXiOHI XapaKTepUCTUKN.

11.3. MOoKa3HMKM Woao AOTPUMAaHHA O0CAIOXKYBaHUMU PEXXMMY MTiKYyBaHHA.

1.4. Pe3ynsraTh OLiHKKM edeKTUBHOCTI Ta CKIafdaHHa Tabnuiub AaHMX Ha KOXHOMO MaLlieHTa:
aHani3 edbeKTUBHOCTI;

CTaTUCTUYHI/aHaNITUYHI MUTaHHS;

HaOaHHSA iIHOMBIOYaNbHUX OAaHUX peaKLii OCNioXKyBaHMX Ha NiKyBaHHA y Tabnunugax;



[033, KOHLEeHTpaLlig OoCNiayyBaHOro ikapCbkoro 3acoby Ta iX B3aEMO3B'A30K 3 peakKL,icto nayuieHTa
Ha el nikapcbKuin 3acio;

B3aEMOSid: NiKM - iKW, NiKKM - xBopoba (AKLLO BMBYaIach);
BUCHOBKMW OO0 eheKTUBHOCTI.

12. BUu3Ha4eHHsa 6e3neku.

12.1. Mo6ivHi aBuMLLA:

cTMCne pestoMe LWoao MNOBIYHUX 9BULL;

HadaHHa iHpopMaLii Woa0 NOBGIYHMX aBULLL

aHani3 NobiYHMX 9BULL;

nepenik NoBiYHMX ABULL, 9Ki CMoCTEPIraNMCh Y KOXXHOIo nauieHTa.
12.2. Bunagku cMepTi.

12.3. IHWIi cepMo3Hi NOBIYHI ABULLA, @ TAKOXX CePMO3HI MobiuHi peakLii.
12.4. OuiHKa KMiHIKO-NabopaTOPHUX MOKa3HUKIB!

rnepenik iHaMBiayanbHMX NabopaTOPHMX MOKA3HMKIB OOCMIOYKYBaHMX i 3HAYEHHSA KOXXHOIo
MaTONOrIYHO 3MiHEHOIrO NabopPaTOPHOro MOKA3HKMKa;

OLIiHKa KOXXHOTIO MoKa3HrKa NabopaTopHUX OOCiaXKeHb;
NabopaTopHi 3Ha4YeHHA 3a BeCb nepion A0CNiIOyKEHHS;

iHOMBIOYaNbHI 3MIHM MOKA3HUKIB Y XBOPWX,;

iHOWMBIOyanbHi KNiHIYHO 3HAYMMI MATONOrIYHI BiOAXMMEHHS MOKA3HUKIB.

12.5. MapaMeTpun XUTTEBO BaXKNMBUX QYHKLIN OpraHiaMy, AaHi 06'EKTUBHOIO AOCMIOXKEHHS Ta iHLWa
iHpopPMaLia 0B6CTeXKeHHS, AKa CTOCYETbCA MUTaHb 6e3neKu.

12.6. BUCHOBKM LoO0 B6e3neKu.

13. O6roBopeHHa Ta y3aranbHeHi BUCHOBKMW.

14. Tabnuui, MantoHkK, rpadikum, Ha aKi gaHi NOCKMNaHHe, ane aKi He BBIMLWAM 00 TEKCTY.
14.1. DeMorpadidHi gaHi (3BegeHi MantoHkM, Tabnuui).

14.2. JaHi wono ebeKTUBHOCTI (3BeaeHi MartoHKK, Tabnumui).

14.3. JaHi wono 6e3neKkn (3BeaeHi MantoHKM, Tabnuui):

HadaHHA JaHKWX NPOo No6GIYHI 9BULLA;

rnepenik BUNagkiB LWoOo CePMO3HMX NOBIYHUX ABULLL;

OMnC BUMaAKiB CePMO3HUX NOBIYHNX ABULL

rnepenik MaTonoriyHo 3MiHEHMX MOKa3HMKIB NabopaTOPHUX OOCIAKEHD (Ha KOXXHOIo
OocnigyyBaHoro).

15. CNMCOK BUKOPUCTaHUX OyKepen.

16. JopaTkn.



16.1. IHpopMaLia Woao KNiHIYHOMO BUNPOoByBaHHS:
MPOTOKOS Ta NOMPAaBKM A0 NPOTOKONY KiHIYHOrO BUMPOGYBaHHS;
3pa30K iHOMBIAyanbHOI peecTpalinHoi dopmu;

CTOPIHKM i3 3a3HaYEHHAM €TUYHUX MOMEHTIB Ta NOromyXeHHS KOMICiM 3 NnTaHb eTUKK npw J1M3,
nMcbMoBa iHGOpPMaLLia ONa NaLIEHTIB Ta iHpopMOBaHa 3roaa;

rnepenik Ta XxapakTepPUCTUKM OOCNiIOHWKIB Ta iHLWKMX BiAnoBiganbHUX OCib;

nignvcuy BignoBiganbHOro gocnigHMka abo OoCniAHMKa-KOOPAMHATOPa KiHIYHOrO BUMPOoByBaHHS;
aHaniTM4YHa OOKyMeHTaliqa - cepTUdiKaTh cepin NiKapCbKoro 3acoby, Lo OOCiOXKYETbCS;

CcxeMa paHaoMizaLii Ta kogmn (ioeHTUdIiKauia OoCnimKyBaHMX Ta MpPUM3HaYeHe NikyBaHHS);
OOKYMEHTU, WO NIATBEPMKYIOTb GAaKT ayaMTOPCbKOI NepeBipKM (AKLLO NPOoBOANNNCS);
OOKYyMeHTaLia Woao CTaTUCTUYHMX MEeTOLIB;

OOKyMeHTaLLia uoao nabopaTopHoi cTaHaapTU3aLlii MeToaiB | 3abe3nedeHHa AKOCTI NpoLlenyp, AKLLIO
MpPoBOAMNOCD;

ny6nikauii, Wo 6a3yTbca Ha KiHIYHOMY BUMPOOYBaHHI;

BaXkNuMBi nybnikauii, Ha 9Ki € NocKNaHHa y AaHoMy 3BiTi.

16.2. Mepenik 4aHMX Woa40 OOCAimKYBaHMX:

OOCNiOXKYyBaHi, aKi BUOYNKM 3 KMiHIYHOro BUNpoByBaHHS,

BiOXMNEHHSA Bif MPOTOKONY KMAiHIYHOMO BUNPOBOYBaHHS;

OOCNioXXyBaHi, AKMX BUK/OYEHO 3 aHanily epeKTUBHOCTI;

nemMorpadiydHi oaHi;

OOTPUMaHHS pexxmnMmy JlikyBaHHg Ta/abo gaHi 3 KoHUeHTpaL,ii NikapCbKoro 3acoby (9KLWo €);
iHOMBIOYyanbHI OaHi Woaoo epekTUBHOCTI;

rnepenik NoBiYHMX ABULL (Ha KOXXHOIO 3 OOCAiOyKyBaHMX);

nepenik iHaMBiayanbHUX MOKA3HMKIB TabopaTopHUX AOCAIIXKeHb Y AOCAIOXKYBaHMX (3a
HeobxigHoCTI).

16.3. IHOMBIOYyanNbHI peecTpaLuinHi dopmMu:

iHOMBIOyanbHi peecTpauinHi opMU Ha BUMAOKM CMepPTi, iIHLWMX CEPMNO3HMUX MOBIYHUX ABULL, Ta
BMMagKM BMBEOEHHSA 3 AOCMIOXKEHHS Y 3B'A3KY 3 PO3BUTKOM CEPMO3HMX MOBIYHNX ABULLL;

iHWI iHOMBiOyanbHi peecTpauirHi dopMu, Wo Byny nodaHi Ha po3rngan 0o Jep>XaBHOro eKCrnepTHOro
ueHTpy MO3 YKpaiHu.

16.4. Nepenik gaHUX Mo KOXHOMY O0CNIOYXYBaHOMY.

JopaTtok 15
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BMNPOBYyBaHb NiKapCbKMX 3acObiB Ta
eKcnepTm3n MatepianiB KIiHIYHMX
BUMNpPoOByBaHb



BUMOTI'U OO CKIIAOAHHA NOBIAOMINEHHA NPO NIAO3PIOBAHY HEMNEPEABAYYBAHY
CEPMO3HY MNOBIYHY PEAKLIIO

1. IpeHTUdIKaLia KNiHiYHOro BUNpo6yBaHHSA

loeHTUdIKauisa KNiHIYHOro BUMPOoByBaHHSA (KOOOBAHWM HOMEP MPOTOKOMY KAiHIYHOro BUNPO6yBaHHS,

MPMBAACHEHOIO CMNOHCOPOM, 33 HAABHOCTI - HOMEpP EudraCT1).

2. IHbopMauia npo pocnig)XyBaHoOro

2.1. lgeHTndiKauimHMM HoMep OOCiaYXyBaHOro.

2.2. IHiuianw.

2.3. CraTb.

2.4. Bik Ta/abo gata HapOOyKeHHS.

2.5. Bara.

2.6. 3picT.

3. IHdopMauia Nnpo nNiao3poBaHUM NiKapCbKUM 3aci6

3.1. Ha3Ba gocnigyKyBaHOro fikapcbKoro 3acoby (abo ToprosefibHa Ha3Ba).
3.2. MibkHapogHa HenaTeHTOBaHa Ha3Ba.

3.3. HomMep cepii.

3.4, MoKa3aHHAa A19a Npu3HadeHHsa abo BUBYEHHS.

3.5. Nikapcbka dopMa, 0o3yBaHHSA.

3.6. JoboBa 0033 Ta PEXXUM MPU3HAYEHHS.

3.7. Cnocib npusHadeHHs.

3.8. [laTa Ta Yac noyaTKy fiKyBaHHS.

3.9. [laTa Ta yac NpUNUHEHHS NikyBaHHA abo TPMBaNiCTb S1iKyBaHHS.
3.10. PoskopyBaHHs: Tak / Hi / He 3aCTOCOBYBaNoCh, pe3ynbraTu:
OLiHKa NPUYMHHO-HACIAKOBOro 3B'A3KYy, L0 HagaHa AOCAiOHMKOM;
OUiHKa MPUYMHHO-HACNIOKOBOIO 3B'A3KY, LLO HadaHa CMOHCOPOM;

KoMeHTapi daxiBLiB, AKLIO0 HeOobXiaHO (Hanpukiad, 9KLO OLliHKa CMoHCoPa LWOoAO0 3B'A3KY 3
Migo3ptoBaHoOO HemepenbadyBaHOK CEPMO3HOK MOBIYHO pPeaKLicto He 36iraeTbca 3 OLiHKOO
OocnigHmKa, Nigo3pa, Wo CynyTHI S1iKapCbKi 3acobu BigirpatoTb posb y PO3BUTKY peakLii
6e3nocepenHbo abo BHacNiQOK B3aeMofii).

TEudracT (European Union Drug Regulating Authorities Clinical Trials) — EBponeincbka 6a3a gaHMx
KNiHIYHMX BUMPOBYyBaHb.

4. CynyTHE niKyBaHH{



Ona cynyTHIX NiKapCbKMX 3acobiB (BpaxoBytoun 6e3peLenTypHi Nikapcbki 3acobun) Ta
HeMeOMKaMeHTO3HMX 3acobiB NikyBaHHA HAOAcETbCA Ta caMa iHpopMaLid, WO i 419 OOCNioXKyBaHOrO
NiKapCbKOro 3acoby, BpaxoBYytoUM BUPOOHKMKA, AKLLO BiJOMO.

5. IHdpopmMauia npo nigposploBaHy HenepeabauyBaHy cepMoO3HY No6GiUHY peakuiio

5.1. MoBHMM onMc peakLii.

5.2. laTa Ta yac noyaTtky peakduiii.

5.3. [JaTa Ta 4Yac nNpuUnmMHeHHa abo TpUBanicTb peakLiii.

5.4. IHdbopMalia nNpo BiAMiHy Ta MOBTOPHE MPKM3HaYeHHs Nigo3pBaHOro ikapCbkoro 3acoby.
5.5. Micue po3BUTKY peakuii (KMiHika, monikniHika, BooMa).

5.6. Hacnigok: iHpopMaLia Mpo Buay»>kaHHa abo 6yab-aki Hacnigku, Oyab-aki nposeaeHi cneumngiyHi
TecTu Ta/abo nikyBaHHA Ta iX pe3ynsraTu.

Y pasi cMepTi - il NpMYMHa Ta KOMEHTapI WOAO MOXXIMBOTO NMPUYMHHO-HACiIAKOBOrO 3B'A3KY 3
Migo3poBaHMM OOCNIOXKYBaHUM MiKAPCbKMUM 3aco60M.

5.7. Byaob-gKa iHLa iHpopMaLig, Wo Moye ByTr KopUcHa a9 OLiHKM Nigo3poBaHoi
HenepenbadyBaHoOi cepMo3HOi NOBIYHOI peakKLii (CynyTHI 3aXBOPIOBaAHHA, a/lepProforiyHMimM aHaMHe3s,
ANKOroNbHA 3aMEXHICTb).

6. [.aHi npo pocnigHMKa, Wo HaaaB NepBUHHY iHPopMauilo
61011 B.

6.2. Micue npoBeaeHHa OoCiaXeHHs.

6.3. KOHTaKTHUIM HOMep TennedoHy.

6.4. 3anMaHa nocapga.

7. IndopmMauis npo cnoHcopa/3asBHUKa Ta agMiHicTpaTUBHI AaHi
7.]. JaTa gaHoro noBigomMieHHs.

7.2. O>kepeno iHbopMalLlii.

7.3. JaTa OTpUMaHHA NOBIOOMIEHHS CMIOHCOPOM/3a89BHUKOM.
7.4. KpaiHa, ge BMHWKMA peakLuiq.

7.5. Tun NnoBigOMMNEHHA (NepBMHHe, 0OOATKOBE).

7.6. HaMeHyBaHHA topuanyHoi ocobu / M. . B. disnuHoi 0cobu; MicL,e3HaxoOyKeHHS OPUOUYHOI
ocobu / Micue NPoXXMBaHHS disnUHOT 0cobu.

7.7.M. 1. B.,, 3aMMaHa Nocaaa, KOHTaKTHM HoMep TenedoHy Ta PakC KOHTAKTHOI ocobu,
BigMoBiganbHOI 3a MogaHHa iHpopMaLii Mpo NobiuHi peakuii.

7.8. HoMep BUMagKy HenepenbadyBaHoi cepro3Hoi MobiuHoi peakLii, HagaHWM crioHcopom/
339BHMKOM (HOMep Ma€ ByTU €OUHUM 019 MEPBUHHOIO Ta HACTYMHUX MNOBIAOM/IEHb MPO OAMH | TOW
CaMnin BMMagoK).

JopaTtok 16
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BMMPOO6YBaHb NiKapCbKMX 3acobiB Ta
EKCNepTM3M MaTepianiB KNiHIYHMX
BUMNpPoOByBaHb

BUMOI'N 00 CTPYKTYPU OHOBJ/TIOBAHOIO 3BITY 3 BE3MNEKU OOCNIOXYBAHOTIO
JNIKAPCbKOTI'O 3ACOBY, LLO NEPEBYBAE Y CTALII PO3POBKU (OANI - DSUR)
(DSUR - Development Safety Update Report)

3MmicT DSUR cknapaetbea 3 20 po3ainis:

1. Bctyn.

2. MibKHapOOHWM NiLeH3IMHUIM/peecTpaLinHnM cTaTycC.

3. 3axoau, NPUNHATI 3 MPUYMH 6e3neKn B 3BiTHMM nepioa.

4. 3MiHW y pedepeHTHIN iHpopMaLii 3 6e3nekn.

5. MNepenik KNiHIYHUX BUNpobyBaHb, 9Ki MPOBOOATHCH UM 3aBEPLUEH Y 3BITHUM Nepio.
6. OLiHKa KYMYNATUBHOI eKCNO3UnLi (3arasibHOro BAAUBY):

6.1. KyMynatmMBHa eKcrosumuia y nporpamMi po3pobku.

6.2. EKkcno3uuia nauieHTa (BNAMB Ha NaLi€HTa) HA OCHOBI MapKeTUMHIOBOIo OOCBIiay.
7. JaHi B Nnepenikax Ta 3BeaeHnX Tabnmusax:

7.]. PedepeHTHa iHbopMaLiis.

7.2. MNepenikmn cepMno3HnX NobiYHMX peaKLLin 3a 3BiTHUIM Nepioa,.

7.3. KyMynaTUBHI/3aranbHi 3seaeHi Tabnumui ceprosHnx NoBGiYHNX ABULLL

8. BaxkNuBi pe3ynbrath KAiHiYHKMX BUNpo6byBaHb 3a 3BITHMM Nepiof:

8.1. 3aBepLUeHi KMiHIYHI BUNpoBbyBaHHA.

8.2. KniHiyHi BNpobyBaHH4, 9Ki MpoBOAATbCA.

8.3. [IOBroCTpOKOBMM KOHTPO/b (CMOCTepexXeHHs).

8.4. IHWe TepaneBTUYHE BUKOPUCTAHHSA OOCAIOyKYBaHOMO /iKapCbKOro 3acoby.
8.5. HoBi oaHi 3 6e3nekun, NoB'asaHi 3 KOMOIHOBaHMMM MeTodaMu NiKyBaHHS.

9. [aHi 3 6e3rneKun, oTpMMaHI Nig Yac HeiHTePBEHLLIMHMX BUMNPOOyBaHb.

10. IHWa iHpopMaLLia 3 6e3MNeKn Y KOHTEKCTI KNiHIYHMX BUMNPpOoObyBaHb.

1. JaHi 3 6e3nekn Ha OCHOBIi MAapKeTMHIOBOIro OOCBIaY.

12. HekniHiYHI gaHi.

13. NiTepatypa.

14. IHWi DSURSs.

15. BiacyTHICTb ebeKTUBHOCTI.

16. IHbopMaUliqa, cneumndivyHa ona periony.



17. IHbopMaLiq, 9ka HaginLwna nisHiwe.

18. CyMapHa oLliHKa 6e3neku:

18.1. OuiHKa PU3UMKIB.

18.2. MUTaHHSA CNiBBIOHOLEHHA KOPUCTI-PU3UKY.
19. Pe3toMe BaxKNMBUX PU3UKIB.

20. BucHoOBKMW.

(MopanokK y pedakuii Hakaly MiHicTepcTBa
OXOPOHU 300pP0B'a YKpaiHu Big 12.07.2012 p. N 523)



