MIHICTEPCTBO OXOPOHMU 310POB'SI YKPAITHU

HAKA3

23.09.2009 Ne 690

3apeecrpoBano B MiHicTepcTBi
cThnii Ykpainu

29 ;xoBTHS 2009 p.

3a Ne 1010/17026

IIpo 3aTBepaxenns [lopsaaky npoBeneHHs KJIIHIYHUX
BUIIPOOYBAHB JIIKAPCHKUX 3aC00IB Ta eKCIEPTU3H MaTepiajiiB
KJIIHIYHUX BUNIPOOYBaHb i THIIOBOI0 MOJI0KEHHS PO KOMICIl

3 NUTAHb €TUKH

{I3 3minamu, BHeceHUMH 3TiaHO 3 Hakazamu MiHicTepcTBa OXOPOHU 370POB's
Ne 523 Bin 12.07.2012

Ne 304 Big 06.05.2014

Ne 966 Bin 18.12.2014

Ne 639 Bin 01.10.2015%

BianoBigHo 1o crareit 7, 8 3akoHy VYkpainu "IIpo jdikapcbki 3acobu", JlupexkTtuBu
E€pporneiicekoro [lapmamenty ta Pagu 2001/20/€C "Ilpo HaGnuKeHHS 3aKOHIB, MiJ3aKOHHHUX
aKTIB Ta aJMIHICTPATUBHUX IOJOXKEHb JEpP’KaB-WIEHIB CTOCOBHO 3alpOBAPKEHHS HAJIEKHOI
KJIIHIYHOT IPAaKTUKH [TPH MPOBEICHHI KJIIHIYHUX BUNPOOYBaHb JIIKaPChKHUX 3aC001B JUIsl BAKMBAHHS
moauHow" Big 4 kBiTHA 2001 poky (13 3MIHAMM), a TAKOXK 3 METOIO JOCATHEHHs rapMOHI3allli 3
MDKHApOAHMMH  TpaBWJaMH  NPOBEAEHHS  KIIHIYHUX  BUOPOOYBaHb  JIIKAPCHKUX
3aco0iB HAKA3VYIO:

1. 3arBepautu llopsAaok TOpoBeACHHs KIIHIYHUX BUMNPOOYBaHb JIIKAPCHKUX 3ac0o0iB Ta
E€KCIIEPTU3U MaTepiaiB KIIHIYHUX BUIIPOOYBaHb, IO JOJACThHC.

2. 3arBepauTH TuIoBe MOJIO0XKEHHS MPO KOMICII 3 MUTaHb €THUKU.

3. BusHatu TakuMH, 110 BTpPATHJIM YHMHHICTH, HaKa3 MIiHICTepCTBa OXOPOHHU 3JI0pPOB'SA
Ykpainu Big 13.02.2006 Ne 66 "llpo 3arBepmkenHs llopsaky mnpoBeeHHS KIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aC001B Ta €KCIIEPTU3H MaTepiajiB KJIIHIYHUX BUNIpoOyBaHb 1 TumnoBoro
MOJIO’KEHHS PO KOMICIIO 3 MUTaHb €THKHU'", 3apeecTpoBaHuil y MiHicTepCTBl I0CTULIT YKpaiHU
10.03.2006 3a Ne 252/12126, Haka3 MiHICTEPCTBAa OXOPOHHM 310p0oB's Ykpainu Bijg 17.05.2007 Ne
245 "TIpo 3atBepmkeHHs [lopsinky BU3HAYEHHS CHEMialli30BaHUX JIIKYBaTbHO-TIPO(PITAKTHIHUX
3aKJIadiB, y SAKMX MOXYTb IPOBOJUTHCH KIIIHIYHI BUIPOOYBaHHSA JIKapchbKuX 3aco0iB",
3apeectpoBanuii 'y MinictepctBi roctuili Ykpainm 17.08.2007 3a No 950/14217, Ta Haka3
MinictepctBa oxopoHu 3/10poB'st Ykpainu Bij 11.08.2006 Ne 560 "IIpo 3arBepxenns [lepemniky
JKYyBaIbHO-IPO(MITAKTUYHUX 3aKIaJliB, B SKUX MOXYTb IMPOBOJAUTUCH KIIIHIUHI BUIPOOYBaHHS
JKapChKUX 3ac00iB".

4. lupexropy JlemapTaMeHTy peryJasTOpPHOI MOJITUKH Y cdepi 00iry JiKapchKkux 3aco0iB Ta
npoaykuii B cucreMi oxoponu 370poB's KO.b.KoHcranTiHOBY 3a0e3nednTy B yCTaHOBICHOMY
MOPSIZIKY JIepKaBHY PeeCTparllito boro Hakazy B MiHICTepCTBI FOCTHINT YKpaiHu.
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5. KonTposb 3a BUKOHaHHSIM Haka3y MOKJIACTH Ha 3acTynHuka MiHictpa 3.M.MuTtHuKa.

6. Haka3 HaGupae YMHHOCTI 3 JTHS HOTO OQIIIHHOTO OMyOIiKyBaHHS.

MinicTp B.M. KusizeBuu

[TOI'O/IXKEHO:
['onoga JlepaBHOTO KOMITETY YKpaiHu
3 MUTaHb PETYJIATOPHOT MOTITHKU

Ta MIMTPUEMHHUIITBA O. Kyxenb

[Ipesunent Akaaemii MEIUYHUX HAyK Y KpaiHw,

akanemik HAH i AMH VYkpaian O.®. Bozianos

B.o. 'o10BU AHTUMOHOINONIBHOTO

KoMmiTeTy YKpainu O. MenpHUYEHKO
3ATBEPKEHO

Haxka3 MinicTepcTBa 0XOpOHHU
310poB’sl YKpainu

23.09.2009 Ne 690

(y penakuii Haka3zy MinicrepcTBa
OXOPOHH 310pOB’Sl YKpaiHu
12.07.2012 Ne 523)

3apeecTpoBano B MiHicTepcTBi
ocTHil YKpaiHu

29 sxkoBTHS 2009 p.

3a Ne 1010/17026

HOPAOK
NMPOBeJIeHHS KJIIHIYHUX BUNIPOOYBaHb JIKAPChKUX 32C00iB Ta
eKCIIePTU3U MaTepiajiiB KIiHIYHUX BUIIPOOYBAHb

1. 3arajpHi MoJI0KeHHS

1.1. Leit [Topsimok po3poOienuii BiAMOBiIHO 10 ctateit 3, 44 OCHOB 3aKOHOABCTBA YKpaiHU
PO OXOPOHY 340p0oB s, crtarei 7, 8 3akony Ykpainu «IIpo jgikapceKi 3aco0mny, 3akoHy YKpainu
«IIpo 3axWcT MepcOHaTbHUX JAHUX», 3 YpaxyBaHHSIM BUMOTr JIupekTuB €BpoOINenchKOro
[Tapnamenty Ta Pagu 2001/20/€C Big 04 kBiTHs 2001 poky, 2001/83/€C Bix 06 nmucronana 2001
poky, IToctanoB €Bponeiicbkoro Ilapnamenty ta Pagu 1901/2006 Bin 12 rpyaus 2006 poky Ta
1902/2006 Bix 20 rpyanas 2006 poxy, ICH GCP, Mi>kHapoIHUX €TUYHUX MPUHITUTIIB O10METMIHUX
JIOCIIJIKEHbD 13 3aTyYEeHHSAM JIFOJJUHH Ta €TUYHOTO KOJEKCY JIiKapsl.

1.2. Lei#t Iopsimok BCTAaHOBJIIOE OCHOBHI BUMOTH JI0 TPOBEIEHHS KIIHIYHUX BUIPOOYBaHb
JTKapChKUX 3aC001B, SIKI MOXYTh ITPOBOJIUTUCH 3 YUACTIO MAIIEHTIB (JIOOPOBOJIBIIIB) 32 TTOBHOIO
abo CKOPOUYEHOIO IpOrpamoro, y TOMY YHCIT 110 BUTIPOOYBaHb
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61010CTyTHOCT1/010€KBIBAJIGHTHOCTI, @ TaKOXX MDKHAPOAHUX OaraTOIEHTPOBUX KITHIYHUX
BUNIPOOYBaHb.

1.3. Leit ITopsiiok MOMMPIOETHCS HA BC1 BUIM KITIHIYHUX BUIIPOOYBaHb JIIKApPChKUX 3aC00iB,
3a BHHATKOM HEIHTEPBEHLIMHMX JOCTIHKEHb Ta KIIHIYHHUX JOCTIIHKCHbB, SKi MPOBOIATHCA O€3
y4acTi (papManeBTHYHUX KOMIIaHIi y paMKax HayKOBO-JOCIHIJHHIBKUX POOIT.

Ileti Tlopsmok HE TMOMIMPIOETHCA HA BCl BHAM KIIHIYHUX BUIPOOYyBaHb TKAaHUHHUX 1
KJIITHHHUX TPAHCIUIAHTATIB, Y TOMY YHCIIi CTOBOYPOBHUX KJIITHH XOPOBOI (ITyTIOBUHHOI) KPOBI.

1.4. TIpoBeneHHs €KCIEPTH3H MaTepialiB KIIHIYHAX BHUIIPOOYBaHb, a TaKOX IPOBEICHHS
KJIIHIYHOTO ayJauTy KIIHIYHOTO BHIPOOYBaHHS JKapChbKUX 3aco0iB mokmameHo Ha JII1
«/lepxaBHuii eKCIepTHHIA EHTP MiHICTepCTBa OXOPOHHU 30pOB’sl YKpainu» (naimi - Llentp).

I1. BusHaueHHsI TepMiHiB
2.1. Y upomy Ilopsiaky TepMiHH BXXKUBAIOTHCS y TAKOMY 3HAYCHHI:

OaraToleHTpOBE KIiHIYHE BUMPOOYBaHHS (JOCITIJUKEHHS) - BHIIPOOYBaHHS JIKapChKOTO
3aco0y BIJMOBIIHO JI0 €IMHOTO ITPOTOKOIY KJIIHIYHOTO BUIIPOOYBAHHS, 110 MPOBOAUTHLCS OLIBIIT
HI) B OJJHOMY MICIIi IIPOBEICHHS JOCIIIKSHHS;

010/IOCTYHICTh - MIBUAKICTH Ta CTYIiHb, 3 SIKUMH Jil0Ya pedoBHMHA abo0 il aKTUBHUUI
KOMITOHEHT a0cOpOyeThest (YCMOKTYETBCS) 3 JTIKApChKOT JOPMHU 1 cTa€ JOCTYITHOIO B MICIIi JIii;

010CKBIBAJICHTHICTb - JIBA JIKAPChKHUX 3aCOO0M BBAKAIOTHCS 010€KBIBaJICHTHUMH, SIKIIIO BOHU
€ (QapMaleBTUYHO EKBIBAJICHTHUMHU a00 (apManeBTUYHO AJIbTEPHATHBHUMH 1 SIKIIO iXHI
010I0CTYITHOCTI TICJIs BBEICHHS B OJHIN 1 Tii caMili MOJISIpHIN /1031 MOI0H] TO TAKOTO CTYIEHS,
110 eeKTH IUX MpernapaTiB MO0 eheKTUBHOCTI Ta 0€3MeYHOCTI OYIYTh MO CYTi OJHAKOBUMU;

Onn3bKl poauul - (i3UyHI 0coOM, NPHUPOIHUM 3B'S30K MK SKUMH IPYHTYETHCS Ha
MOXO/DKEHH1 OIMH BiJ 0JHOTO a00 BiJl CMIJIBHUX IMPEJKIB 1 Ma€ MPAaBOBE 3HAUEHHS Yy BHUIAJKaX,
nependavyeHuX 3aKOHOJaBCTBOM. BIIM3bKUMU pOMYaMu € YOJIOBIK/ApYKHHA, OATbKH, JIITH, P1IHI
Opatu 1 cecTpu;

Oporrypa JOCHIAHUKA - pedepaTUBHUN BUKIAJ] MOKIIHIYHUX Ta KIIHIYHUX JaHUX PO
JOCTIKyBaHUH JTIKapChKHi 3aci0, ki MalOTh 3HAYEHHS 711 HOTO0 BUBUEHHS Ha JIFOIUHI;

BUPOOHHUK JIKapChKOro 3acoly - IOpuUIuuHa ocoba, sika 371MCHIOe Xoua O OJMH 3 eTaiB
BUPOOHUIITBA JIIKAPCHKOI0 3aC00Y, YKIIIOUalOUH MMaKyBaHHS;

JOCTiIKyBaHUM (CyO0'€KT TOCHIKEHHS) - TAIIEHT (30POBUIA TOOPOBOIIEIH), IKUI 3T1IHO 3
YUHHHUM TMOPSIIKOM Oepe yyacTh y KJIIHIYHOMY BUIPOOYBaHHI;

JTOCITIJDKYBAaHUHN JTIKAPChKHH 3aci0 - Tikapchka (hopma aKTUBHOI cyOcTaHIIii ado rare6o, o
BUBYAETHCSI 200 BUKOPUCTOBYETHCS JUISI MOPIBHIHHS Y KIIHIYHUX BUIPOOYBAHHSAX, YKIIOYAIOUU
npenapaTy, Ha sIKi B)K€ BHJIaHE peecTpalliiiHe MOCBIIYEHHS, ajlé BOHU BHUKOPUCTOBYIOTbCA a0o0
BUTOTOBJISIFOTHCSL (CKJIaZieHI a0o ymakoBaHi) B iHIIMK CHOCIO MOPIBHSHO 13 3apeecTpOBAHOIO
JTKapchKkor (opmoro, ab0 BUKOPHUCTOBYIOTHCS 3a HE3apPEECTPOBAHMMH TIOKa3amMH, abo Xk
BUKOPUCTOBYIOTbCS JIJI1 OTPUMAaHHS J10JIaTKOBO1 iH(opMalii mpo 3apeecTpoBaHy (opmy
JIKapCchKOTO 3aco0y;

JIOCITITHUK/CHIBAOCIHITHUK - JIIKAp, SKUHA Ma€ JOCTAaTHIO MpodeciiiHy MiATOTOBKY Ta JOCBIJ
JKyBaHHS MAalll€HTIB, 3HAE MMPaBUJIa HAJIEKHOI KIHIYHOI IPAKTUKU Ta BIJNOBIIHI HOPMaTHUBHO-
npaBoBi akTH. JloCHiAHMK Hece BIAMOBIAANBHICT, 3a TPOBEACHHS Yy MICII JOCITiIKEHHS
KJIIHIYHOTO BHUMPOOYBaHHS JIKApChKOTo 3aco0y. SIKIo KiiHIYHE BUIPOOYBAHHS MPOBOIUTHCS
Ipynoio oci0 y MeBHOMY MiCLli MIPOBEACHHS JOCTIKEHHS, OJUH 13 JOCTIIHUKIB BU3HAYAETHCS
BIJIMOBIIAJIHAM KEPIBHUKOM JIOCTIAHHUIILKOI TPYNMH 1 MOXKE€ HA3WBATHUCS BIAMOBITATLHUM
IOCIII THUKOM;



JIOCKE  JOCIIKYBAHOTO JIKApCHKOTO 3aco0y - 1HQopmMallis o0 SKOCTI KOXKHOTO
JOCTIKYBAHOTO JTIKAPCHKOTO 3ac00y, y TOMY YHCIIi TIperapariB MOPIBHSIHHS Ta MU1ane0o, a TaKOX
JIaH1 JTOKJIIHIYHUX JTOCIIIKEHB Ta BIIOMOCTI ITPO MOTEpe/IH1 KIiHIYHI BUIIPOOYBaHHS a00 KIIIHIYHE
3aCTOCYBaHHS JOCIIKYBAaHOTO JIIKAPCHKOTO 3ac00y;

eKCIepTH3a MaTepiaiiB KIIHIYHOTO BUITPOOYBaHHS - IEPEBipKa, aHai3 Ta OI[iHKA MaTepiaiB
KJIIHIYHOTO BUIIPOOYBaHHS JIIKAPCHKOI'0 3ac00y 3 METOKO IMJATOTOBKH MOTHBOBAHMX BHCHOBKIB
I10/10 IPOBECHHS KJIIHIYHOTO BUITPOOYBAaHHS / OO0 CYTTEBOT MONPABKHU;

3aKJ1a/1 OXOPOHH 3/I0POB’s (JiKyBaJIbHO-TIpodimakTuaHui 3aknan) (nami - JII13) - ropuanyuna
ocoba Oynp-sK0i (hOpMHU BIACHOCTI Ta OpraHizaliiHO-TIpaBoBOi Gopmu abo ii BimOKpemIeHHN
HiAPO3/1iJ, OCHOBHUMH 3aBJAaHHSIMU SIKHX € 3a0€3MCUCHHS MEIMYHOTO OOCITyroBYBaHHS
HACeJICHHA Ha OCHOBI BIANOBIAHOI JineH3ii Ta mnpodeciiHoi TiSUIBHOCTI  MEIMYHHUX
(apmarieBTHYHUX ) MPaIliBHUKIB,;

3aKOHHI TIPEJICTaBHUKKA - OAaTbKW, YCHHOBIIIOBaYi, OaTbKU-BUXOBATEN, OMIKYHH,
MiKITyBaJIbHUKH, TPEICTABHUKHU 3aKJIAIB, sIKi BUKOHYIOTh 000B’SI3KH OIIKYHIB Ta MIKJTyBaJIbHUKIB;

3asIBHUK KJIIHIYHOT'O BUIIPOOYBaHHS - (hi3udyHa ab0 OpUIUYHA 0co0a (HAIPUKIIAI, CIIOHCOP,
KOHTpPAKTHA JIOCIIITHUIIbKA OpraHi3allis), sika mojae 3asBy 10 LIeHTpy [uist ojiep:KaHHS BUCHOBKY
I0JI0 TPOBEICHHS KIIHIYHOTO BUITPOOYBAHHS / IIIOJI0 CYTTEBO1 MOMPaBKU. 3asBHUK, SIKIIIO BiH HE
€ CIIOHCOPOM, MOXe€ TTOAaBaTH 3asBY JIMIIE 3a HASBHOCTI JOPYYEHHsS, BUAAHOTO CIIOHCOPOM, 3
YiTKO BU3HAYCHUMH JICJICTOBAHUMHU TOBHOBAKCHHSIMH,

3BIT MPO KIIIHIYHE BUIPOOYBAaHHS - HaJlaHI B MHCHMOBIH (opMi Pe3yJIbTaTH KJIIHIYHOTO
BUNIPOOYBaHHS Ta IX aHAJI3;

imeHTUdIKaIHHUA  KOJ JOCTII)KYBaHOTO/HOMEp - YHIKaJIbHUK iAeHTU(IKATOp, IO
IIPUCBOIOETHCSA JTOCHITHUKOM KOKHOMY CyO0’€KTy BUIPOOYBaHHS JUIsi 3a0e3ledyeHHs ioro
AQHOHIMHOCTI Ta BUKOPUCTOBY€ETHCS 3aMiCTh MPI3BHILA Y MaTepiaiax KIIHIYHOTO BUIPOOYBaHHS;

IHAMBIlyanbHa peecTpauiiHa ¢opma (nami - [P®D) - npykoBaHuid, eneKTpoHHUI abo
ONTUYHHUI JOKYMEHT, MPU3HAYEHUN 11 BHECEHHS B HBOTO BCi€l rnepeadaueHoi MmpoTOKOIOM
KJIIHIYHOrO BUIpOOyBaHHA iHGopMalii, sfKa Miuiarae nepeaadi CIOHCOpY, 100 KOXHOTO
JTOCJTIDKYBAHOTO;

iH(OopMOBaHa 3roja - PilIeHHs B3SATH Y4acTh y KJIIHIYHOMY BUNPOOYBaHHI, SIKe Ma€e OyTH
CKJIaJICHO B MNHUCHMOBIH (opMi, JaToBaHe Ta MiANHUCAaHE, MPUNMAETHCS TOOPOBUIBHO MicCIs
HaJIe)KHOTO NOIH()OPMYBaHHS PO XapakTep KJIIHIYHOTO BUIIPOOYBaHHS, HOTo 3HAUEHHsI, BIUIUB Ta
PH3UK, BIAMOBIIHUM YUHOM JIOKYMEHTAJILHO O(hOPMIISETHCS 0CO0010, sIKa CITPOMO’KHA JIATH 3T0J1Y,
abo ii 3aKOHHUM NPEJICTaBHUKOM (OJM3BKUM pOAMYEM); y BHHATKOBUX BHIIAJKaX, SKIIO
BIZIMOBiTHA 0CO0a HECIPOMOKHA IHCATH, BOHA MOXE JaTh YCHY 3TOJQy B TIPUCYTHOCTI
IIOHAaMMEHIIIe OJIHOTO CBiJIKA, SKHHM 3acBiuye 3rofy cy0’€KTa IOCHIUKEHHS B MUCHMOBIH
1H(hopMOBaHii 3rofi;

KJIIHIYHE BUIPOOYBaHHA (IOCTIIKEHHS) JIKapChbKOro 3aco0y - HayKOBO-JIOCIHITHHUIbKA
poboTa, MEeToI0 SKOi € OyAb-fKe JOCIIPKEHHS 3a Y4acTiO JIIOJMHH SIK Cy0'€KTa JOCIiIKEHHS,
npu3HaueHe JJIs BUSABICHHS a00 MIATBEPIKEHHA  KIIHIYHMX, (DapMaKOKIHETUYHHX,
dapMakoMHAMIYHUX Ta/ab0 IHMMX e(EeKTiB, y TOMY YHWCII JUIsi BUBYEHHS YCMOKTYBAaHHS,
po3moaury, MeTabomi3My Ta BHBEACHHS OJHOTO ab0 KITBKOX JIKAapChKUX 3aco0iB Ta/abo
BUSIBJICHHS MOOIYHUX peakiiil Ha OJJMH a00 JeKiTbKa TOCIKYBaHUX JIIKAPCHKUX 3aC001B 3 METOIO
OIIIHKH #oro (ix) 6e3nedHocTi Ta/abo epeKTUBHOCTI;

KJIHIYHUI ayJUT KJIIHIYHOTO BHUIIPOOYBaHHS - mpouenypa odiniiHoi nepeBipku LleHTpom
MaTepiaiiB (JIOKYMEHTIB) KJIIHIYHOTO BUIPOOYBaHHS, MPUMIIIEHb, yCTaTKyBaHHS Ta 00JIaTHaHHS,
3aMuCiB, CUCTEM rapaHTii Oe3leKu, SKOCTI Ta IHIIHUX pecypciB, SIKI MAalOTh BIJIHOIIEHHS [0



KJIIHIYHOTO BUIPOOYBAHHS 1 SIKI MOXYTh MICTHTHCS Y JIIKYBIHHO-MPOPITAKTUYHOMY 3aKiIaii,
n1abopaTopisix, MPUMILIEHHSIX CIIOHCOPa a00 KOHTPAKTHO-AOCITHAIIBKOI OpraHi3allii Tomio;

KOMICisl 3 MUTaHb €TUKH MPH JTIKYBaIbHO-TIPO(ITAKTHUHOMY 3aKiIai (Jaji - KOMICisl 3 MUTaHb
€TUKHM) - HE3aJICKHHM OpraH, IO /i€ TpH 3aKjIaal OXOPOHH 370pOB’s (JIIKyBaJIbHO-
npopiIaKTUYHOMY 3aKJaji), J€ NPOBOJATHCA KIIHIYHI BUIPOOYBAaHHS, SKUH BKIIOYAE
MEIUYHUX/HAYKOBUX CIEIIATICTIB, OCI0 IHIINX CIHEIiaJbHOCTEH, TPEICTaBHUKIB TPOMAJICHKOCTI,
SKi 3MIACHIOIOTHh HATJIS 33 JIOTPUMAaHHSM IpaB, Oe3IMeKOr0, OIaromosyddsiM JOCTiKYyBaHUX
MAII€HTIB (3M0POBUX TOOPOBOJIBIIIB), ETHYHUX Ta MOPAIbHO-TIPABOBUX MPHUHIIUIIIB MPOBEICHHS
KIIIHIYHOTO JOCIIKEHHSI.

Kowmicis 3 muTanb €THKM NPHU 3aKJIaJl OXOPOHU 3JI0POB’S (JIIKyBaJIbHO-TIPO(PLITAKTHIHOMY
3aKJI1aji) Ha MiJCTaBl OLIHKY €TUYHUX Ta MOPAIbHO-TIPABOBUX MTPUHLUIIIB ITOTO/IXKY€ MPOBEICHHS
KJIIHIYHOTO BUMPOOYBaHHS O€3MOCEPEeIHbO Y MICIll HOTO MPOBEICHHS, 110 PO3TAIIOBYETHCS Ha
0a3i JIII3, mpu sikoMy CTBOpEHA 1 JIi€ 1151 KOMICis;

KOHTpaKTHA JOCIITHUIIbKA OpraHi3alis - (izuuHa abo 1opuaIndHa 0co0da, sika B paMKaxX yroJu
31 CHOHCOPOM BHKOHYE OJHY YM OuIblie HWOro (QyHKIIA (ITOBHOBKEHb) Y KIIHIYHOMY
BUNIPOOYBaHHI W Ji€ HA MiJICTaBi IOPYYEHHS, BUAAHOTO CIIOHCOPOM, 3 YITKO BH3HAYCHHUMH
JIeTIeTOBaHUMY TIOBHOBA)KCHHSIMU;

JiKapchki 3aco0um - pedyoBMHU abo0 iX CyMilll NPUPOTHOTO, CHHTETHYHOTO YU
O10TEXHOJIOTIYHOTO  TMOXOJ/DKEHHS, SKi 3aCTOCOBYKOTHCA JUIsl  3amoOiraHHs — BariTHOCTI,
npodTaKTUKY, JIarHOCTHKH Ta JIIKYBaHHS 3aXBOPIOBAHb JIO/IeH a00 3MiHM cTaHy 1 (QyHKIIiH
Oprasismy;

Miclie poBeAcHHs BUNpoOyBanHs (naii - MIIB) - micie, ne 6e3mocepeHbO MPOBOAUTHCS
OCHOBHA JisUTbHICTB, TIOB’s13aHA 3 KJIIHIYHUM BUMTPOOYBAaHHIM (BKJIFOUEHHS MAIIEHTIB, JIIKYBaHHS,
CIOCTEPEXKEHHS TOILO), Y JTIKYBaIbHO-IPO(PIIAKTHUHOMY 3aKIaIi;

MOHITOD - 0c00a, MPU3HAUYECHA CITOHCOPOM 200 KOHTPAKTHOIO JIOCIITHUIIBKOIO OpraHi3alli€ro,
sIKa KOHTPOJIIO€ MPOBEIEHHS KJIIHIYHOIO BUIIPOOYBaHHS BIAMOBIAHO 10 MPOTOKOIY KIIHIYHOTO
BUIIPOOYBaHHS;

HEIHTEPBEHIIIMHE TOCHIKEHHS - TOCTIKEHHS, Y SKOMY JIIKapChKi 3acO0M MPU3HAYAIOTHCS
3BHUYAlHUM CIIOCOOOM BIJMOBIHO A0 3aTBEP/XKEHO! 1HCTPYKIIi 3 MEAMYHOIO 3aCTOCYBaHHS.
3amyuyeHHsl Mall€HTa B TPyNy 3 BU3HAYEHUM METOJOM JIIKyBaHHS B MPOTOKOJI KJIIHIYHOTO
JIOCIIJDKEHHSL 3a34ajieriib He rnependaueHo, a MPU3HAYEHHs JIKapChbKOro 3aco0y AMKTYEThCS
Cy4YacCHOIO IMPAaKTUKOIO 1 HE 3aJeKUTh BiJ PIIIEHHS BKIIOYUTH NAli€eHTa y BUnpoOyBaHHs. He
3aCTOCOBYIOThH JIOJJATKOBUX JIIarHOCTUYHUX a00 MOHITOPHMHIOBUX IPOLENyp II0A0 MAalli€HTIB, a
JUTSL aHaJ13y 310paHuX JaHUX BUKOPUCTOBYIOTH €I11€MI0JIOTTYHI METOIU;

HerepenOauyBaHa MoOIYHA peakilis - MoOIYHA peakilis, XapakTep ado THKKICTh SKOI He
Y3TO/DKYEThCS 3 HAasgBHOK 1H(GOpMAIlEI0 TPO JIKApChKuM 3acid (Hampukiag, 3 Oporuryporo
JOCIIJTHUKA JJIi HE3apeeCTPOBAHOTO JIIKAPCHKOro 3aco0y abo 3 IHCTPYKLIE 3 MEIUYHOTrO
3aCTOCYBaHHS/KOPOTKOIO XapaKTEPUCTUKOIO JIJIsI 3aPEECTPOBAHOTO JIIKAPCHKOTO 3ac00Y);

MalieHT (310poBHiA TOOPOBOJICIIH) - 0c00a, sTka MOXkKe OyTH 3allydeHa SK JOCIiKyBaHa J10
KJIIHIYHOTO BUITPOOYBAHHSI JIIKapPChKOT0 3ac00Y;

NEPBUHHI MEAMYHI JTOKYMEHTH - OpHUTiHaJbHI JOKYMEHTH, JaHl 1 3amucu (Hampukiasi,
MEIMYHI KapTU CTAI[lOHApPHUX XBOPUX, MEIUYHI KapTH amMOyJIaTOPHHUX XBOPHX, J1aOOpaTopHi
3aITUCH, CITY»KOOBI 3aIMCKH, MIOJICHHUKH JTOCIIKYBaHUX a00 ONMUTYBAJTBLHHUKH, KypHAIIN BHIAY1
JIKapChKUX TpenapaTiB, pO3APYKIBKM MpHIaaiB, BepH]iKoBaHI Ta 3acBigueHi Komii abo
po3muppoBku HoHOTpaM, Mikpoditri, pororpadidHi HETaTUBH, MIKPOILTIBKM a00 MarHiTHI HOCI{,
PEHTTEHIBChbKI 3HIMKH, aJMIHICTpaTHBHI JOKYMEHTH, 3allMCH, [0 30epiraroThCs B amTelll,



nabopaTtopii Ta y BUIAUIEHHI 1HCTPYMEHTAJIbHOI JIarHOCTUKH, OCi0, sKi OepyTh yd4acTh Yy
KJIIHIYHOMY BHIIPOOYBaHHi, TOIO);

no0OiyHa peakIiss - y Mekax KIIHIYHOTO BHUMIPOOYBaHHS JIKAPCHKOTO  3aco0y
(OpUTiHATBHOTO/TEHEPUYHOTO) a00 HOTO BUBUEHHS 32 HOBUM BHKOPHUCTAHHSIM, OCOOJIMBO B pasi,
SKIIO TEPAaleBTHYHI O3 JIKapChKOro 3aco0y HE BCTAHOBJIEHI, A0 MOOIYHUX peakiiii Ha
JiKapchKui 3aci0d TpeOa BIAHOCHTH BCl HETATHMBHI Ta HemepeadadyBaHI BiAMOBIAI HAa BBEIACHHS
JiKapchKoro 3acol0y Oyab-akoi 1o3u. TepmiH "BiAmoBinb HAa BBEAEHHS JIKapChKOro 3acoly"
O3HAaYae, M0 ICHY€E NMPUHAWMHI MPUITYCTUMA BIPOTIIHICTh MPUYUHHO-HACIIIKOBOTO 3B'SI3KY MIXK
3aCTOCYBAaHHSIM JIIKAPCHKOTO 3ac00y Ta MOOIYHOIO peakiliero, TOOTO B3a€MO3B'SI30K HE MOXKHA
BUKITIOYHTH.

[lomo 3apeecTpoBaHUX JIKAPCHKUX 3aco0iB 1€l TEepMiH O3HA4Yae BCl HEraTuBHI abo
HerepeadavyBaHi peakiiii, MoB's13aHi 13 3aCTOCYBaHHAM JIIKapChKOTo 3aco0y y 3BUYAHUX J103aX 3
METOI0 MPO(DITAKTHKH, MIarHOCTUKKA a0 JIIKyBaHHs 3aXBOPIOBAaHb, BiIHOBIICHHS, KOPEKIii abo
BIUTMBY Ha (1310J0T19HI QYHKIIIT;

noOIvHe SBUIIEC - OY/b-IKUI HECTIPUSATIUBUN MEIUUHUI MPOSIB Y AOCIIHKYBAHOTO, SIKUI HE
000B'sI3KOBO Ma€ MPUYUHHMMN 3B'SI30K 13 3aCTOCYBAaHHSM JIiKapchKoro 3aco0y. [1o6iunuM siBUIemM
MOke OyTu OyIb-ikuii HeOakaHMK Ta HemepeadOadyBaHUM MposB (y TOMY YHCII 3MiHH
1ab0paTOPHUX JTAHUX ), CAMIITOM 200 3aXBOPIOBAHHS, SIKi 30Iral0THCS 32 4YaCOM 13 3aCTOCYBaHHSIM
(mocmipKyBaHOTO) JIIKAPChKOTO 3aco0y, HE3aJIeKHO BiJ TOTO, IOB'S3aHO 1€ 3 MPUHAOMOM
(tocIiHKyBaHOTO) JIIKAPChKOTO 3aco0y UM Hi;

MOTIPaBKa 710 IPOTOKOIY KIIHIYHOTO BUIIPOOYBaHHS - MUCHbMOBUI OIMUC 3MiH a00 opMabHe
PO3'ICHEHHS TEKCTY MIPOTOKOJY KIIIHIYHOTO BHIIPOOYBaHHS;

MPOTOKOJI KJIIHIYHOTO BHIPOOYBAHHS - JOKYMEHT, SIKHI OMHCYE 3aBIaHHS, METOIOJIOTIIO,
MpOLEAYpPH, CTaTUCTUYHI acMeKTH Ta OPTaHi3alilo KIIHIYHOTO BUIPOOYBaHHSA, a TaKOX, SK
MIPaBUJIO, paHillle OTPUMAaHI JaHi MO0 JOCIIKYBaHOTO JIKapChbKOTo 3ac00y Ta OOIpyHTYBaHHS
KJIIHIYHOTO BUIIPOOYBaHHS,

cepiio3Ha moOiuHa peakilis abo cepilo3He MOOIYHE SBUIIE - OyAb-SIKUA HECHPHUSTINBUN
MEIMYHUNA TPOSB MPHU 3aCTOCYBaHHI JIIKapChKOro 3aco0y (HE3aJeKHO BiJ JO3YBaHH:), SKHM
MPU3BOIUTH IO CMEPTI; ABJISIE 3arpO3y KHUTTIO; BUMArae rocmiraiizaiii ado mpo0BKEHHS TEPMIHY
ICHYI04Oi TocmiTaiizalii; Npu3BOIUTH 10 JOBrOTPUBAIOI a00 3HAYHOI HEmpane3gaTHOCTI YU
IHBaJIIIHOCTI, /10 BPO/PKEHUX aHOMaJIlil YM BaJl PO3BUTKY;

CIIOHCOp - ropuanYHa abo (izuyHa ocoba, siKa HEce BIAMOBITAIBHICTH 3a IHIMIAINIO Ta
OpraHizaito KJIiHIYHOro BUTPOOYBaHHs JIKapChKOT0 3ac00y Ta/abo ioro ¢iHaHCyBaHHS;

CYTTEBA TIOMpPaBKa JI0 MPOTOKOJY KJIIHIYHOTO BHIIPOOYBaHHS - TOIpPaBKa A0 MPOTOKOIY
KJIIHIYHOTO BUNPOOYBAHHS BBAXAETHCS CYTTEBOIO, SKIO BOHA MOXKE MaTH iICTOTHUM BIUIMB Ha
6e3nexy a0o QI3UYHMIM YU MCUXIYHUIA CTaH Malli€HTa (30pOBOT0 J0OPOBOIBLI), 110 Oepe ydacTh
y KJIIHIYHOMY BUIIPOOyBaHH1, 400 BIUTMHYTH Ha HAyKOBE 3HAYECHHS JOCIIIHKEHHS;

YIOBHOBa)K€Ha 0c00a 3 sIKOCTI (BUpOOHHKA) - (hi3MuHa 0c00a, MpU3HAYeHA BUPOOHUKOM, SIKa
BIJITOBI1/JIa€ 3a TapaHTIIO TOTO, IO KOXKHA Cepisl JTKapChKOTo 3aco0y BUPOOIeHA 3 JOTPUMAHHIM
OCHOBHMX MPHUHIUIIB HaJIEKHOT BUPOOHMYOI NMPAKTHKH, MPOKOHTPOJIbOBAHA BiAMOBIAHO 10
crenuikamiii Ha Tpemapar 1 Ja€ J03BUT Ha pealizaiiro ado Ha KIIHIYHI JOCIHIHKEHHS KOXKHOI
cepii J1iKapchKOro 3aco0y.

2.2. Inmn TepMinu y 1poMy Ilopsinky BKHMBaIOThCS y 3HAUEHHSIX, HaBeJAeHUX B OcHOBax
3aKOHOJABCTBA  YKpaiHW TPO OXOPOHY 370poB'd, 3akoHi Ykpainu «IIpo mikapchki
3acobmny, CiMeHOMY KOACKCI YKpaiHH Ta 1HIINX HOPMAaTUBHO-TIPABOBHUX aKTaX.

I11. 3arajbHi NPUHUMIIKA NPOBEAeHHA KJIIHIYHUX BUNIPOOYBAHD
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3.1. VYci xmiHiYHI BUIPOOYBaHHS MPOBOAATHCS BIAMOBIAHO 0 MDKHAPOIHUX ETUYHUX
OPUHIUINIB 13 3a0€3MeYEeHHSAM 3axXUCTy MpaB, Oe3MeKd Ta OIaromoxydds JOCHIHKyBaHHX.
KiinigyHe BUIPOOYBaHHS MOXE IPOBOJUTUCH TIIBKHA B TOMY BHIAJKY, SIKIIO O4iKyBaHa KOPHUCTh
BUIIPAB/IOBYE PU3HK.

3.2. Kuniniyni BUnpoOyBaHHs JIKapChKUX 3aCO0IB MPOBOASTHCSA 3 METOIO BCTAHOBIICHHS a00
MIATBEP/DKCHHS €(PEKTUBHOCTI Ta HENIKIIIMBOCTI JIIKApChKOTO 3acol0y. BoHM MOXyTh
npoBoutucs B JIII3, siki BU3HAYAIOTHCS LIEHTPAIBHUM OPraHOM BUKOHABYOI BIIa/H, O GopMye
Ta 3abe3meuye peaizalliio aepkaBHOI MOJITUKU Y cepi oxoporu 310poB’s (nam - [TOBB), 3a
HasIBHOCTI pilIEHHS PO MPOBEACHHS KiIiHIYHUX BUNPoOyBanb LIOBB (mani - pimenns [{OBB),
110 MPUIMAETHCS HA TT1JICTaBl MO3UTHBHOTO BUCHOBKY €KCIIEPTHU3M MaTepialliB 111010 MPOBEICHHS
KJIIHIYHOTO BUIIPOOYBaHHS, SIKUH HajgaeTbes LlenTpom (mani - BucHoBOK).

{Ilynkm 3.2 pozoiny Il ¢ peoaxyii Haxazy Minicmepcmea oxoponu 300pos's Ne 966 6io
18.12.2014}

3.3. Yci ocobw, sIKi JOTY9at0ThCS 0 MPOBEISHHS KIIHIYHOTO BUIIPOOYBAHHS, IOBUHHI MaTH
HaJICKHY OCBITY, MpodeciiHy MAroTOBKY W TOCBiA Ui BUKOHAHHS (DYHKIH Ta 0OOB’SI3KIB,
OB’ 13aHUX 3 KIIIHIYHUM BUIIPOOYBAHHSIM.

3.4. Bubip nocnigaukis Ta JIII3 nmoknamaeTbes Ha crioHcopa. Bumoru no mocnigaukis Ta JII3
HaBeJCHO B po3niii V mporo [Topsaky.

Criorcop Moxke neneryBaté Oyab-siki abo Bci cBOi (DyHKIT KOHTPAKTHIH HOCHITHUIBKIHA
opranizanii. Ilpy mbOMy CHOHCOpP 3aJIUIIAETHCS BIANOBIJAIBHUM 3a iHIIIAIIID Ta MPOBEICHHS
KJIHIYHOTO BHWIIPOOYBaHHS Ta 3a iHQopmamito, ska Oyna 3i0paHa B pe3ysibTaTi KIIHIYHOTO
BUIIPOOYBaHHS.

3.5. Vci kniHIYHI BUNPOOYBaHHS PO3MOYMHAIOTHCS Micas npuiiHATTa pimeHHs [HOBB,
OTpuUMaHHs TpoToKoNy(iB) KoMmicii(it) 3 mutanp eruku npu JIII3, me OesmocepeqHbO Mae
MPOBOAMTHUCS KIIIHIYHE BUIPOOYBAHHS 1110J10 TOTO/KEHHSI IIbOT'O KJIIHIYHOTO BUMPOOYBaHHS, 110
€ T1JICTaBOIO JUIs NOYATKy HOro MpoBeIeHHs, Ta YKJIAJCHHS JOrOBOPY MPO CTPAXyBaHHS XKUTTH 1
37I0pOB’sI MaIfieHTa (JI0OpOBOJIBIL) Y TIOPSIIKY, TTepeadaueHOMY 3aKOHOAABCTBOM.

{Ilynkm 3.5 pozoiny Il ¢ peoaxyii Haxa3zy Minicmepcmea oxoponu 300pos's Ne 966 eio
18.12.2014}

3.6. 3abe3nedyeHHs KOH(]INEHUIHHOCTI JOKYMEHTIB, 110 MOXYTh 11€HTU(DIKYBaTH 0CO0y
JIOCITIJIKYBAHOTO, € HEOOX1THOIO YMOBOIO JUIsl 3aXHMCTY MPaB JOCIIJIKYBaHOTO.

3.7. IlnanyBaHHS, MPOBEACHHS Ta 3BITHICTh YCIX KJIIHIYHMX BUMNPOOYBaHb, Y TOMY YHCII
JTOCJTIJDKEHB 3 OIIHKU 010€KBIBAJICHTHOCTI, 3{IHCHIOIOTHCS 3 TIOTPUMAHHSIM BHUMOT Ta TIPUHIIUITIB
Hanexnoi xniniunoi npaktuku (GCP).

Koxne kiiHIuHE BUNPOOYBaHHS JIIKAPChKOTO 3ac00y MOBUHHO OYTH BHECEHE JI0 MEpPEeNiKy
KJIIHIYHUX BUNIPOOYBaHb, 110 MyOmiKyeThes Ha odiniiiHoMy caiiti [IOOB 1o BkiItoueHHs nepiioro
JOCTIP)KyBaHOTO. BHECEHHS KIIIHIYHOrO BUMPOOYBaHHS 1O MEpeNiKy HOCUTh 1H(OpMaliiHun
XapakTep Ta He MOBUHHO MEPEIIKOKaTh HOro MPOBEIEHHIO.

{Ilynkm 3.7 posoiny III donosneno nosum ab3ayom 32iono 3 Haxazom Minicmepcmesa
oxoponu 300pos's Ne 639 6io 01.10.2015}

3.8. Skmo gochifKyBaHUM JKapChKUM 3acid HaJEXKHUTh 10 HApKOTHMYHHX 3aco0iB,
MICUXOTPOMHUX PEYOBHUH a00 MPEKYPCOpPIB, MPOBEACHHS KIIHIYHOTO BUNIPOOYBaHHS 3/11HCHIOETHCS
TaKO 3 JOTPUMAaHHSIM BUMOT 3aKOHO/IaBCTBA PO HAPKOTUYHI 3aCO0U, IICUXOTPOIHI PEUOBHHH 1

PEKypCOpH.
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3.9. lnst 3a0e3mnedeH sl IKOCT1 YCiX acTeKTiB KITHIYHOTO BUIIPOOYBaHHS BUKOPHUCTOBYETHCS
CUCTEMa MEBHUX TPOIIEAYD.

3.10. Peectparisi, 06poOka i 30epeXeHHsI OTPUMAHOI MiJ Yac KIIHIYHOTO BUIPOOYBaHHS
iH(opmMarii MaroTh 3a0e3rneuyBaTi KOPEKTHE HaJIaHHS, IHTEPIPETAaIlito 1 Bepudikalliro JaHuX.

[lepenik OCHOBHUX JIOKYMEHTIB KIJIIHIYHOTO BUIIPOOYBaHHS, siKi 30epiratotecs y JIII3/micti
NPOBEJCHHS BUIIPOOYBAaHHS Ta y CIIOHCOpa, HaBeAEHO B aoxatky | mo mporo [lopsnky, i
JOKYMEHTH MaloTh 30epiratucsi HE MeEHIIe HDK 15 pokiB micis 3aBepIieHHS KIIHIYHOTO
BUIPOOYBAHHS y apXiBHOMY MPUMIIIICHHI.

3.11. BupoOHuUITBO Ta 30€peKEHHS JOCTIIKYBAaHOTO JIIKApChKOro 3acoly, a TaKoX
MOBOJKCHHSI 3 HUM 3/[IHCHIOIOTHCS Y BCTAHOBICHOMY 3aKOHOJABCTBOM IMOPSIKY 3 TIOTPUMAHHSIM
BuMor Hanexxnoi Bupoounyoi npaktuku (GMP) ta Hanmexnoi kininiunoi npaktuku (GCP).

OCHOBHI BUMOTH JI0 MapKyBaHHS JIOCIIJKYBAHOTO JIIKAPCHKOTO 3ac00y HaBEJeHI y po3aii
VI uporo [Mopsaaxy. JlocnimkyBanuii TikapchbKUi 3aci0 BUKOPUCTOBYETHCS TUIBKHU BiJIIOBITHO 10
3aTBEPHKEHOTO MPOTOKOIY KIIHIYHOTO BUIIPOOYBaHHS.

3.12. Ha Oyap-skoMy eTarli KIiHIYHOTO BHIIPOOYBaHHS abo micis Horo 3aBepuieHHs LlenTp
MOXXE€ TPOBECTH KIIHIYHUH ayJIuT KIIHIYHOTO BHMIPOOYBaHHS HI0J0 AOTpUMaHHs HaexHoi
kiiHigHOi ipakTuku (GCP) BiamosigHo 10 po3aury XIII soro [opsaky.

{IIynkm 3.12 po3odiny Il é peoaxyii Haxasy Minicmepcmeéa oxoponu 300pog's Ne 639 io
01.10.2015}

IV. OcHOBHiI BUMOI'M 10 3aXHMCTY AOCJIIKYBAHUX
1. 3aranbHi MOJIOKEHHS PO 3aXKCT JOCIIHKYBAaHUX

1.1. 3axuct [moCHKyBaHUX 3a0€3MEUYy€ThCS  IIJISXOM  OIIHKK  CIIBBITHOIICHHS
PHU3UK/KOPUCTH SIK Tepe]] MPOBEASCHHSIM KOXHOTO KJIIHIYHOTO BUMPOOYBAaHHS, B TOMY YHCIi Ha
M1JICTaB1 MOMEPEAHIX MPOBEACHUX JTOCIIIKEHb, TaK 1 /1 Yac HOro MpOBEIEHHS MUITXOM HATrJISITY
3 0oky LlenTpy Ta xomiciit 3 muranp etuku mpu JIIT3.

1.2. 3abe3neuyeTbcs OCOOJIMBHMM 3aXUCT MALIEHTIB, SIKI HECIIPOMOYXKHI JaTH 1HPOPMOBaHY
3rojly Ha y4acTh y KIiHIYHOMY BHUIIpoOyBaHHI. Taki Mali€eHTH HE BKJIIOYAIOTHCS B KIIIHIYHE
JTOCJTIJDKEHHS, SIKIII0 MOr0 MOKHA MPOBECTH 3a YUYacCTIO 0Ci0, sKi CIPOMOKHI OCOOMCTO HaJaTh
1H(OpPMOBaHY 3rojny.

[TamieHTH, $Ki HECHPOMOXXHI JaTH 1H(GOPMOBaHY 3rOAy, BKIIOYAIOTHCS B KIIHIUHE
BUMPOOYBAHHS TIIBKH TOJI, KOJU € IMIJICTAaBU OUIKYBaTH, IO 3aCTOCYBaHHS JIOCIIIKYBaHOTO
JiKapchKoro 3aco0y mpuHece Oe3rnocepenHI0 KOPHUCTh MallieHTy 1 BOHa Oyje NepeBHIyBaTH
PH3UK.

VY Bumajakax, KOJX 10 KJIIHIYHOTO BUNPOOYBAHHS 3aTy4ar0ThCs MAlli€EHTH, sIKI B CHIIy CBOTO
KJIIHIYHOTO CTaHy HECIPOMOXKHI OCOOMCTO naTu iH(OpMOBaHy 3roay, HEOOXITHO OTpUMATH
iH(OpMOBaHy 3roJly 3aKOHHOT'O TPE/ICTaBHUKA, a Y pa3i Horo BiACYTHOCTI - OJM3bKUX POAUYIB. Y
MIPOTOKOJI KIIIHIYHOTO JOCTIHKEHHS a00 B MOMPABIIi 0 HHOTO MOBUHHA OYTH OIKCaHa IpoIeypa
OTpUMaHHs 1H()OPMOBAHOI 3roAM Mali€HTa Micas TOro, SIK Yy HbOro OyJe BiJHOBJIECHA
CITPOMOYKHICTh 0COOMCTO AaTH 1HHOPMOBAHY 3TOY.

1.3. KniniuHe BUnpoOyBaHHS MOK€ TPOBOAUTHUCS Y pa3i, KOJIU:

1.3.1 ouikyBaHUI PHU3HUK 1 HE3PYUYHOCTI OyJIM 3BaXKE€HI CTOCOBHO OYIKYBaHOI KOPHCTI JJIs
JIOCITIJDKYBaHUX (MAIIEHTIB/3I0POBUX TOOPOBOJIBIIIB);

1.3.2 nochimpkyBaHuii a0o, SIKIO BiH HE 3aTHUI 0COOMCTO AaTH iHPOPMOBaHY 3TOAY, HOTO
3aKOHHUHM MPEJCTaBHUK, a B pasl BIJCYTHOCTI 3aKOHHOTO TNPEACTaBHUKA Y TMALI€HTIB, SKi
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nepeOyBarOTh y KpUTUIHOMY Ta HEBIIKJIAIHOMY CTaHaX, - OJM3bKUH POJIMY MaB MOMJIMBICTH TTi]T
4ac pO3MOBH 3 BiANOBIAAIBHUM JOCIHITHUKOM/JIOCIITHIUKOM, BiJIMOBIIAIBHUM 32 OTPHUMAHHS
1H(pOPMOBAHOT 3r0/I1, 3pO3YMITH METY, PU3UK 1 HE3PYYHOCTI KJIIHIYHOTO BUIIPOOYBaHHSI, a TAKOXK
YMOBH, 3a SKHX BOHO Oy/ie IPOBOJIUTHUCS;

1.3.3 mpaBa nociiKyBaHOTO Ha (hi3MYHE 1 MICUXIYHE 0JIArONOIYyqUsi, TAEMHHIIO OCOOMCTOTO
JKUTTS 1 3aXUCT NMEPCOHAIBHUX JaHUX 3a0e3IeueHi BiIMOBIIHO 10 BUMOT 3aKOHO/IaBCTBA;

1.3.4 y BUHATKOBUX BUMAJKaX, SKIIO 0co0a HE B 3MO31 MUCATH/IATATH, TO HEIO MOXKe OyTH
JlaHa yCHA 3rojia B MPUCYTHOCTI MIHIMYM OJHOTO CBiJIKa, SIKMM IHCBMOBO 3acCBITYy€ 3TOay
narienTa B iHopMOBaHiii 3rofi;

1.3.5 3a 6axkaHHSIM JOCII/PKYBaHHH (3aKOHHUH MTPEICTaBHUK/ONM3bKUI PO, IO ITiITUCAB
iHpopMOBaHy 3rojy) y Oyab-sKuil yac Moxke 0e3 Oyab-sIKOi MKOoIU st cede (J0CTiHKyBaHOTO)
NPUMTUHATH Y4YacTh Y KIIHIYHOMY BHIIPOOYBaHHI.

{lionynkm 1.3.6 nynxkmy 1.3 enasu 1 po3odiny IV eukioueno una niocmasi Haxa3y
Minicmepcemea oxoponu 300pos’s Ne 304 6i0 06.05.2014}

1.4. Tlpn BUHUKHEHHI Oy/b-5IKO1 TOOIYHOI peaKiiii, 0 MOKe PO3IIHIOBATHUCS K CTPaXOBHMA
BHITAJIOK, BIJIMOBIJAIBHUM JOCIITHUK/ TOCTIAHUK Ma€ HEBIKIIAHO, aJIe HE MI3HIIIE HIXK IMTPOTITOM
JIBOX KaJCHJApHUX [HIB 3 JaTH OTPUMaHHs iH(popMarlii npo BUHUKHEHHS MOOIYHOI peaxiii,
iH(opMyBaTH PO 1€ CIIOHCOPA.

1.5. CioHCOp TIPOTATOM 7 KaJCHIAPHHX JHIB 3 JaTH, KOJIH PO 1€ CTAJIO BIJIOMO, HAIIPABIISE
BIJIMTOB1/IHE MTOB1IOMJICHHS JI0 CTPax0BOi KOMITaHi1.

{IIynkm 1.5 enasu 1 po3oiny IV i3 3minamu, enecenumu 32i0no 3 Haxazom Minicmepcmea
oxoponu 300pos's Ne 304 6i0 06.05.2014}

1.6. locaixyBanuii a0o 3aKOHHUHN MTPEICTABHUK/OIM3bKI POANYI MOXKYTh i 1HILIATUBHO (1110
Mae OyTW 3a3HaueHO B 1H(GOPMOBaHIN 3roil) HPOTAroM 9 KajeHJapHUX JHIB IOBIJOMUTH
BIJIMIOBIJJHY CTPaxoBy KOMIIAHiIO Mpo (akT HACTaHHSA MOOIYHOI peakuii JUIs OLIHKM 11 SK
CTPaxoOBOTO BUTIAJIKY.

2. Hapanns iH@opmarlii namieHTam (310pOBUM J00pOBOJIBLSAM) PO KJIIHIYHE BUIPOOYBaHHS
Ta OZIep>KaHHS Bl HUX 1HPOPMOBAHOI 3T/

2.1. Tlauientn (310poBlI AOOPOBOJIBLI), SIKUX IUIAHYETHCS 3QIy4YUTH A0 KIIHIYHOTO
BUNIPOOYBaHHs, MalOTh OTPUMATH JIOCTaTHHO 1HQOpMALii MpOo MeTy Ta CyTh KIIHIYHOTO
BUNMPOOYBaHHS. BiAnmoBifaabHUN  TOCHITHUK/JOCIITHUK, BIAMOBIJATPHUNA 32 OTPUMAHHSA
1H(OopMOBaHOi 3roaH, iHPOpPMYyE NalieHTa (310pOBOr0 JOOPOBOJIBII), & IKIIO TOW HECTIPOMOKHUN
CaMOCTIHHO aTu 1H(HOPMOBaHY 3rojy, HOro 3aKOHHOTO IPEICTaBHUKA/OIU3bKOTO POANYA, 111010
BCIX aCMEKTIB KJIIHIYHOTO BUIIPOOYBaHHSI.

2.2. PimenHs mamieHTa  (3A0poBOro  10OpOBOMBI) abo  HWOro  3aKOHHOTO
MPEACTaBHUKA/OMM3BKOTO pOAUYA MO0 MPUUHATTS ydacTi ab0 TPOJOBXKEHHS Y4acTi B
KJIIHIYHOMY BUITPOOYBaHHI Ma€e OyTH MPUUHATE HUM CAMOCTIHHO i BiJIbHO, 6€3 Oy/Ib-5IKOTO THCKY
Ha HBOTO.

2.3. IluceMoBa Ta ycHa iH(OpMalis Mpo KJIiHIYHE BUIPOOYBAaHHS HE IMOBHHHI MICTUTH
BHCJIOBJIIOBAaHb, 110 3MYIIYIOTh TaIll€EHTa (30POBOTO JOOPOBOJIBII), a TAKOX HOTO 3aKOHHOTO
MpeICTaBHUKA/OMM3bKOTO POJMYa BiIMOBUTHUCH BiJl CBOIX TMpaB, IO 3BIIBHSIOTH JTOCIITHUKA,
CIIOHCOPA KJIIHIYHOTO BUITPOOYBaHHS BiJ BIAMOBLIAIBHOCTI 32 3aM0/IIHY IIKOY.

2.4. TluceMoOBI Matepianu Ta yCcHa 1H(oOpMaIlis Mpo KIiHIYHE BUNPOOYBAaHHS HE MOBHHHI
MICTUTH CHELiaJIbHUX TEPMIHIB 1 MAIOTh OYTH 3p03yMiJIi NalieHTy (3/0pOBOMY JOOPOBOIIBLIIO) 00
3aKOHHOMY TPEACTaBHUKY/OJIU3bKOMY POIUYY.


https://zakon.rada.gov.ua/laws/show/z0739-14#n9
https://zakon.rada.gov.ua/laws/show/z0739-14#n10

2.5. JlocmigHUK Haga€e TaIieHTy  (3I0pOBOMY  JOOpOBOJIBIIO) ab0 3aKOHHOMY
IpeJCTaBHUKY/OIM3bKOMY POAMYY TOCTATHIO KIIBKICTh Yacy JUIs IPUHHSATTS PIlICHHS PO Y4acTh
y KIHIYHOMY BunpoOyBaHHi. IlamienT (3mopoBuii  moOpoBosienib) ab0  3aKOHHUU
NPeJCTaBHUK/ONMU3bKUIA POANY MOBHHEH OJICp’KaTH BUYEPITHI BiANOBIJI HAa BC1 MUTAHHS IIOJ0
KJIIHIYHOTO BUITPOOYBaHHS.

2.6. Bumoru 510 muchbMOBOi Ta ycHOI iH(opMarlii, 1o HaZaeThCs MAIEHTY (310POBOMY
T0OPOBOJIBINIO) 200 3aKOHHOMY TMPEICTAaBHUKY / OIM3BKOMY POIUYY, HaBEICHI Yy JAOJATKYy 2 10
uporo ITopsaky.

{Ab3ay nepwuii nynkmy 2.6 enasu 2 po3oiny 1V 6 pedaxyii Haxazy Minicmepcmea oxoponu
300pos's Ne 304 6i0 06.05.2014}

BigoMocTi mpo J0CIiKyBaHOTO 30€piraroThCsi B TAEMHUINI Ta OOpOOJISIOTBCS B Mexkax
KJIIHIYHOTO BUITPOOYBAHHS y 3HEOCOOIEHOMY BHTJISAII.

2.7. 1o moyaTKy y4acTi B KJIIIHIYHOMY BHUIIPOOYBaHHI MaIli€HT (310pOBHIA T0OpOBOJICIH) 200
HOro 3aKOHHUH MPEICTaBHUK/ONM3bKHUIA POINY, & TAKOXK BIAMOBITATBHHNA TOCIITHUK/ TOCIITHHK,
BIJIMIOBIJAJIbHUI 32 OTPUMaHHS iH(HOPMOBAHOT 3r0/IH, MIAMUCYIOTh Ta BIACHOPYYHO JATYIOTh JIBa
OPUMIDHUKH ~ iHOPMOBAHOI  3roAM, OAMH 3 SKHX 3aJMIIAETHCS  BiJMOBINATBHOMY
JIOCITITHUKY/TOCTITHUKY, a APYTHd TepemaeTbcs AociaipKyBaHoMy. OOOB'SI3KOBO Mae OyTH
3a3HAYCHO, IO 3T0Ja HaJaHa JOCIIIKYBaHUM (3aKOHHHUM IPEACTABHUKOM/OIM3bKUM POTUICM)
TO0OPOBUILHO HA MIJCTaB1 OfiepKaHOi MOBHOI 1H(OpMaIlii PO KIIiHIYHE BUIPOOYBaHHS.

2.8. IIpu 3amydeHHi A0 KIiHIYHOTO BUIIPOOYBaHHs (TepaneBTUYHOTO a00 HETEParIeBTHYHOTO)
ocid, Ha ydwacTp fAKHX OOOB'SI3KOBO TOTpPIOHE TOTO/KEHHS 11X OaThKiB/3aKOHHOTO
MIpeACTaBHUKA/OJIM3bKOTO poinya (HaIpUKJIIa, MajIoJiTHI 200 HEITOBHOJIITHI, HEJIi€3/1aTHI 0COOM),
i ocobu iHPOPMYIOTHCS B MEXKax iX PO3yMiHHS, a HEMOBHOJIITHI BJIACHOPYY MiANMHCYIOTH 1
JaTyloTh 1HQOPMOBaHY 3roay.

2.9. OauH NpUMIPHUK MIJIUCAHOI Ta JaTOBaHOI 1HQOPMOBAHOI 3rofu 30epiraeTbcs y
BI/INIOBIJAJILHOTO JTOCIIIHUKA/IOCHITHUKA (Y apXiBHOMY NPUMIILIEHH]) MPOTAroM He MeHIue 15
POKIB IICJIs 3aBEPILIEHHS BIJANOBIIHOTO KIIHIYHOTO BUIIPOOYBaHHS.

2.10. Sxmo mnamieHT nepedyBa€e B KpUTUYHOMY a0O HEBIJIKJIQJHOMY CTaHl, IO HE Ja€
MOYKJIMBOCTI OTPUMATH y HbOTO 1H(OPMOBaHY 3rojly Ha y4acTh y KJIIHIYHOMY BUIIPOOYBaHH1, Taka
3rojla OTPUMYEThCS y H0r0 3aKOHHOTO MPEACTaBHUKA/OIN3BKOT0 pOIMYa.

VY pa3i HEMOXKIMBOCTI OjepKaHHS 1H(GOPMOBAHOI 3roAM Y MAallieHTa 1 BiJICYTHOCTI HOTO
3aKOHHOTO TMPEJACTaBHUKA/OMMU3BKOTO pOJMYA 3aJyuyeHHsS TaKUX TMAI€EHTIB [0 KIIHIYHOTO
BUNIPOOYBaHHS HE JOIMYCKA€ThbCsA, IM Mae HAJaBaTUCS MEAWYHA JIONIOMOTra y BCTAHOBIEHOMY
HOPSIZIKY.

2.11. IndopmoBana 3rofa Ma€e TaKOX MICTUTH 3T0JTy MaIli€HTa (3I0pOBOT0 JOOPOBOJIBIIA) 200
HOro 3aKOHHOTO MPEACTaBHUKA/OIM3BKOT0 poanya Ha 00poOKy MOro mepcoHanbHUX TaHHUX, a
came iH(opmaIliro mo0:

METH 00pOOKHU MePCOHATBLHUX JTaHUX;

CKJIa/Iy Ta 3MICTY NIEPCOHAILHUX JIaHUX;
BOJIOJIITBIIS TIEPCOHAIBHUX JaHUX TMAIlIEHTA;
JIOCTYITY 70 TIEPCOHAIIbHUX JaHUX TPETiX 0cCiO.

2.12. Ycsa indopmarnis B iHGOPMOBaHINA 3rojl BUKIAJAETHCA 3PO3YyMIIOI0 MAIli€eHTy abo
3I0pPOBOMY JOOPOBOJIBIIO/3aKOHHOMY TTPEACTaBHUKY/OIM3bKOMY POJINYY MOBOIO.


https://zakon.rada.gov.ua/laws/show/z0739-14#n12

2.13. Tlopsimok HamanHs i1H(OpMaIii TPO KIIHIYHE BUMPOOYBaHHS MAIIEHTY (30POBOMY
JTOOPOBOJIBINIO)/3aKOHHOMY  MPEJCTaBHUKY/OMU3bKOMY  pOJIMYy, a TaKoX  OTPUMaHHA
1H(pOpPMOBaHOT 3T0IU Bl HOTO MOXYTh IepeBipsATHcs L[eHTpoM, KOMICi€lo 3 TUTaHb €TUKHU MPU
JIII3 ta cioHcopoMm.

2.14. NocnimxyBaHuil (3aKOHHHUIA MPEACTaBHUK/OMU3BKUI poarMy) y pa3i MOPYIICHHS MpaB
JIOCJIIJDKYBAHHOTO TIiJT 4Yac MPOBEACHHS KJIIHIYHOTO BHUIPOOYBAHHS MOXE 3BEPHYTHCS 1O
cnioncopa, Lentpy, xomicii 3 nurans etuku npu JII13, IIOBB abo no cyay B ycTaHOBICHOMY
3aKOHOJABCTBOM MOPSIKY.

2.15. Inatepecu nociiKyBaHuX (MAIiE€HTIB/310POBUX JOOPOBOJIBIIIB) 3aBXK/IU MIEPEBAKAIOTH
HaJ| IHTEpecaMH HayKH 1 CYCITIJIbCTBA.

3. Kininiuni BUnmpoOyBaHHs 32 Y4acTO MaJIOJIITHIX Ta HEMOBHOJIITHIX JIITEH

3.1. KiminiuHi BUnIpoOyBaHHS 32 Y4acTIO MaJIOJITHIX (10 14 pokiB) Ta HEMMOBHOMITHIX (Bix 14
10 18 pokiB) niTelt MpOBOIATHCA y pasi:

a) OTpUMaHHS MHUChbMOBOI 1IHPOPMOBAHOI 3T0M 000X OATHKIB;

0) HamgaHHS JOCTYIMHOI JUIsi PO3YMIHHS MAaJOJITHROI Ta HETOBHONITHBOI JIUTHHOIO
MMCHMOBOI Ta yCHOT 1H(OopMaItii mpo KIiHIYHE JOCIIHKEHHS. SIKIII0 MaJIOITHIN CIIPOMOKHUM, BIH
YCHO JIa€ CBOIO 3r0Jly Ha y4acTh Y KIIHIYHOMY JIOCITIKCHHI.

HemnoBHoOITHIH HaIiEHT 0COOKMCTO MIAMUCYE Ta AATy€E iHPOPMOBAHY 3TOTY.

BianmoBiganbHMA TOCIITHUK/IOCTITHUAK, BIAMOBIAAJIBHUA 3a OTPUMaHHS 1H(POPMOBAHOI
3TO/IM, YPAaxOBY€e siBHE OakaHHS MAJIONITHHOI T4 HEMOBHOJITHHOI JMTHHU B3SATH y4YacTh, abo
BIIMOBHUTHCS B/l y4acTi B KJIHIYHOMY JIOCIIiI»KEHH1, a00 BUWTHU 3 HHOTO B Oy/1b-SKHI1 yac;

B) BIJICYTHOCTI BUKOPUCTaHHS OyJIb-IKUX 320X0U€Hb 200 CTUMYJIIB, KPIM KOMIIeHcalii y pasi
3aB/IaHHS IIKO/Y 3/I0POB'TO MiJ] Yac KIIHIYHOTO BUIPOOYBAaHHS;

I') MaJOJIITHI Ta HEMOBHOJITHI JITH oOJiepXaTh Oe3MOCepeHI0 KOPUCTh BiJl yyacTi y
KJIIHIYHOMY BUIPOOYBaHHI, SIKIIO:

KJIIHIYHE BUIIPOOYBaHHs HEOOX1HE JJIs MIATBEPKEHHS JaHUX, OTPUMAHMX 111 Yac 1HIIUX
KIHIYHUX BHUMPOOYBaHb, SKi MPOBOAMIMCH Ha JOPOCIUX, ab0 ISl MIATBEPKCHHS HaHMUX,
OTPUMAaHMX 3a IONTOMOTOIO 1HITUX METO/IIB JTIOCIIIIPKEHHS,

KJIIHIYHE BUIIPOOYBAHHS CTOCYETHCS 3aXBOPIOBaHb, B SIKUX CTPaKIAOTh MAaJOJITHI Ta
HEITOBHOJITHI JITH;

KJIIHIYHE BUIPOOYBaHHS Ma€ Taki OCOOJMBOCTI, IO HOr0 MOKHa MPOBOJWUTH TUIBKH 3a
YYaCTIO MATONITHIX Ta HETIOBHOIITHIX JIITEH;

I) MJaHyBaHHS KJIIHIYHMX BUIPOOYBaHb 3/1ICHEHO TaKMM YMHOM, 1[0 MIHIMI30BaHi Olib,
TcKoM(popT, cTpax i pusuk. Ilopir pusuky i cTyniHb TUucKoM(OpTy, OO0 YITKO BU3HAYAIOTHCS 1
MOCTINHO BiJCTEXKYIOTHCS.

3.2. Tadbopmartis mpo 3amydeHHs J0 KITHIYHUX BUMPOOYBaHb MAJIOIITHIX Ta HETIOBHOIITHIX
JTel HaAeThCs B TOBUIBHIN Qopmi, ane 3 000B’SI3KOBUM 3a3HAUEHHSM Mpi3BHUIIA, IMEHI Ta MO
0aThKOBI1, BIKY JAWTHHH, MPI3BUII, IMEH Ta MO 0aThKOBI OaTbKIB, MICISI MPOXKUBAHHS TUTHUHU,
HasIBHOCTI 1H()OPMOBAHOT 3r0/iM, KOPOTKOTO BUKJIAAEHHS CYTI KIIHIYHOTO BHIPOOYBaHHS Ta 3
000B’sI3KOBOIO [TO3HAYKOIO0, 110 1HPOpMAaIlis, sika HallaeThes, € KoHpineHuiHow. Ll inpopmartis
HATPABIISETHCS BiAMOBIAATLHUM JAOCTITHUKOM/JOCTITHUKOM JIO OPTaHiB OMIKU Ta MIKITyBaHHS 3a
MICIIEM TIOCTIHHOTO TPOYKUBAHHS JUTHHU MTPOTSITOM JJOOM 3 TaTH OTpUMaHHs 1HPOPMOBAHOI 3r0TH
Ha y4acThb y KJIHIYHOMY BHIPOOYBAaHHI BIANOBIAHO O MIAMYHKTIB «a», «O» myHKTy 3.1 mi€i
TJIaBH.



3.3. 3a00poHSAETbCS MPOBEACHHS KIIHIYHUX BUIPOOYBaHB JIIKAPCHKUX 3aC00IB 3a y4acTiO
MAJIONITHROI a00 HEMOBHOJITHBOI JUTHHH, $Ka I1030aBieHa OaThbKIBCHKOTO IMIKITyBaHHS,
YCUHOBJICHOT TUTHHHU 200 JTUTUHU-CUPOTH.

3.4. IaTepecu MaNIOMITHIX Ta HEMOBHOJITHIX JIITEH MEpEBaKAIOTh HAJl IHTEpEeCaMHU HAYKH 1
CYCIILITBCTBA.

4. Kiiniuai BUNpoOyBaHHS 3a y4acTIO HEIIE€3JaTHHUX JOCTIIKYBaHHMX, SKI HECIPOMOXKHI
CaMOCTIHHO aTH iH()OPMOBaHY 3roay

4.1. Kniniyai BUnpoOyBaHHS 32 y4acTIO HEA1€3IaTHUX TMAII€HTIB TPOBOIATHCS, SKIIO:

OTPUMAaHO 1H(GOPMOBaHY 3rojly 3aKOHHOTO MpEJACTaBHUKA/OIM3bKOT0 poanya (3rojga MOXKe
OyTHu B Oy/Ib-sIKHH MOMEHT BiJKJIMKaHa 0€3 HeraTUBHUX IS JOCIIKYBAaHOTO HACIIJIKIB);

He/li€3aTHUM TAI[iEHTOM OJIep>KaHo 1H(OpPMAILIio PO KIIIHIYHE BUIIPOOYBaHHS, MTOB'A3aHI 3
HUM PU3HK 1 KOPUCTH Y (HOpMi, JOCTYIIHIN I HOrO pO3yMiHHS;

BiJITOBIATEHUM JIOCITITHUKOM/IOCIITHUKOM, BiATIOBITAJIbHIM 32 OTPUMaHHS 1HPOPMOBAHOT
3ro/IM, BpaXOBaHO Oa)kKaHHS HEMI€3aTHOTO MAlli€EHTa Y35TH y4acTh, 200 BIIMOBUTHCS BijJ ydacTi
B KJIIHIYHOMY BHIIPOOYBaHHi, 800 BUHTH 3 HBOTO B Oyb-SIKHIi MOMEHT;

HE BHUKOPHUCTOBYIOTHCS OyJIb-fKi 3a0XO4YeHHS a00 CTUMYJH, KpiM KOMIIGHCAIlii y pasi
3aBJIaHHS IIKOJIM 3[J0OPOB'T0 JOCIIIKYBAHOIO 1] Yac KIIHIYHOTO BUIPOOYBaHHS;

KJIiHIYHE BUNPOOYBaHHS Ma€ 3HAYCHHS JUIA MIATBEPKEHHS iH(opMaIlii, OTpuMaHOi i yac
IHIIMX KJIHIYHUX BUIIPOOYBaHb a00 OTPUMAHOI IHIIUMHU METOJaMH JIOCIIKEHHS,

KIIHIYHEe BHIPOOYBaHHS O€3MOCEpPeIHbO CTOCYETHCSA 3aXBOPIOBAHHS, Ha SIKE CTpa)<aae
JTOCJTIJDKYBaHUIM;

KJIHIYHI BUIPOOYBaHHS CIUIAHOBAaHI TaKUM YMHOM, 1100 MiHIMI3yBaTH Oilb, JUCKOM(OPT,
cTpax 1 pusuk. [lopir pusuky 1 cTyniHb AUCKOMQOPTY, OO0 MOBUHHI OyTH YITKO BU3HAu€HI 1
HOCTINHO BiACTEXKYBaTHCS;

€ TIACTaBH OYIKYyBaTH, III0 3aCTOCYBaHHS JOCIIHPKYBaHOTO JIKapChbKOro 3aco0y MpuHece
JIOCTTPKYBaHOMY KOPHCTb, 110 TICPEBHUIIY€E PU3UK a00 HE MPU3BEIE JI0 )KOIHOTO PH3UKY.

4.2. TaTepecu HeNi€3MaTHOTO IOCTIKYBAHOTO TEPEBAXKAIOTh HAJl IHTEpEcCaMH HaAyKH 1
CyCHUIbCTBA.

V. Bumoru no gocaignukis ta JIII3/Micus npoBeaeHHs KIiHIYHOTO
BHUIIPOOYBaHHSHA

5.1. locnigHuKH, sSIKi OpaTUMYyTh y4acTh Yy KJIIHIYHOMY JOCIHIKEHH1, TOBUHHI:

MaTH JIOCTAaTHIO Mpo¢eciiHy MIATOTOBKY, JOCBIA JIKyBaHHS TAalll€EHTIB BiJMOBIIHOTO
npodino;

OyTu 00i3HaHUMH 3 MDKHAPOJHUMH BHMOTaMM HAaJIKHOI KJIIHIYHOT MpPakTUKUA Ta
HOPMAaTHBHO-ITPABOBUMH aKTaMH 111010 TPOBEACHHS KIIIHIYHUX BUITPOOYBaHb B YKpaiHi, 30KpeMa
OpaTu y4yacTh y BIJANOBIIHUX CEMiHapax, siKi MpoBOAUTH LIeHTp.

npairoBatu B JIII3, 1e mimanyeThcsi mpoBeaeHHS KIIIHIYHOTO BUTIPOOyBaHHS (y pasi SKIIO
BIJIMOBIAANbHUN  JIOCHITHUK/IOCIITHUK € TMpaIiBHUKOM Kadeapu BHUIIOTO MEIUYHOTO
HABYAJIbHOTO 3aKJIaay, HEOOXiHA HASIBHICThH JIOTOBOPY MPO CIIBIPAII0 MK BUIIUM MEAUYHUM
HaBYAIILHUM 3akiiagom Ta JII13);

JIOCJTITHUKH, SIK1I OyJIyTh 3aJydyaTHCs JO MPOBEICHHS KIIHIYHUX BUNpoOyBaHb | ¢dazm Ta
010€KBIBaJICHTHOCTI JIKapChbKUX 3ac00iB, KpIM OCHOBHHUX HABHUYOK, TOBHHHI MaTH JOCBIJ



MPOBECHHS KIIIHIYHUX BHUIPOOYBaHb, IO MiATBEPKYEThCS 1H(OpPMAIli€l0, HABEICHOI B
aBToOiorpadisx (curriculum vitae).

5.2. JII13 3amyyaeThesi 10 MPOBEACHHS KIIHIYHOTO JOCIIHKEHHS Y pasi, SKIIO:
nipu JITI3 cTBOpeHa Ta Jiie KOMICis 3 TUTaHb €THUKH;

HasiBHA HeoOXiHa 0a3a I HaJaHHS eKCTPEHOI MEJMYHOI IOTIOMOTH JOCHI/PKYBaHUM Yy pasi
BUHUKHEHHS YCKJIQJHEHb IIiJ{ Yac MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS (A1 CTaIliOHapiB -
HasBHICTh pEaHIMAIliHHOTO BIAAUTy abo0 BIIIICHHSA/OMOKY IHTEHCHBHOI Tepamii abo
nanaT(1)/Mi>KOK IHTEHCUBHOT Tepartii);

y miapo3ainax JIII3 (maboparopii, BimaineHH] (yHKIIIOHAIBHOI JIarHOCTUKH), SIKI MOXKYTh
3aTydaTUCs 10 MPOBEJCHHS KIIIHIYHUX BUMPOOYBaHb, PETYJISPHO 3AIHCHIOETHCS METPOIOTTUHHN
KOHTPOJIb 3acO0iB BHMIPIOBAJIBHOT TEXHIKM Yy CTPOKH 1 B TMOPAOKY, IO TepeadadeHi
3aKOHOJIAaBCTBOM;

€ YMOBHM sl 30epiraHHs TOCTIKYBaHUX JIKapChbKHX 3ac00iB (BiANOBITHO IO YMOB
30epiraHHs, 3a3HAUCHUX IPU MapKyBaHHI JIKApChbKHUX 3acO0IB YW Yy MPOTOKOJI KIIIHIYHOTO
JOCTIPKEHHS) Ta IOKYMEHTAIlii, IKa HAJICKUTh J0 KITHIYHOTO JOCITIDKESHHS;

€ MOKJIMBICTh 3alydaTH HEOOXiTHY KiJIBKICTh JOCIHIDKYBAaHUX BIIMOBITHO 10 MPOTOKOIY
KJIIHIYHOTO JTOCTIIKEHHS,

MIEpPBUHHA MEIMYHA JIOKYMEHTAIIis (MEIMIHA KapTa CTalllOHAPHOTO XBOPOTo/ aMOyIaTOPHOTO
XBOPOI'0) BEACTHCS BIAMOBIAHO J0 BHUMOT 3aKOHOJABCTBA Ta € MOXUIMBOCTI ii 30epirans (y
apxiBHOMY MPHUMIIIEHHI) HE MEHIIIE HiXK 15 POKIB micis 3aBepIIeHHs KIIHIYHOTO BUIPOOYBaHHS.

5.3. JIII3 wmoske 3amydaTucs 10 MPOBEIASHHS KIIHIYHOTO jAochimkeHHs [ ¢da3um Ta
010€KBIBaJIEHTHOCTI JIIKAPChKHUX 3ac001B y pasi, skuio JIII3 BinnmoBigae BUMOraM, HaBEACHUM Y
MYHKTI 5.2 IbOTO PO3JIiTY, @ TAKOXK HasBHI:

OKpeMi MajaTu Jjsl JOCTIJKYBAaHUX - 3/IOPOBUX JOOPOBOJIBIIIB Ta YMOBH, HEOOXimHI s
11710;T000BOTO CIIOCTEPEKEHHS 32 TX CTAHOM;

OKpeMa MaHiMyIsliifHa, KIMHaTa-11ambHs Ta caHiTapHa KIMHATa Ui JOCITiKyBaHUX;
YMOBH 30epiranHs 010JIONYHUX 3pa3KiB MPH NMPOBEACHHI KJIIHIYHUX BUIPOOYBaHb.

5.4. JlabopaTopist [uisi IpOBEACHHS (PapMaKOKIHETUUHUX JOCIIKEHB, 10 3Iy4a€eThCs 10
KJIIHIYHUX BHUIIPOOYBaHb, MOBHMHHA BiJIMOBiAaTH BUMoram HaiexHoi 1abopaTopHOi MpakTHUKU
(GLP).

5.5. JIII3, siknii mpOBOAUTH KIIIHIYHI AOCTIHKEHHS 010€KBIBAJICHTHOCTI JIIKAPCHKUX 3aCO0IB,
Hazae 10 LleHTpy 3a HasiBHOCTI akpeauTaliitnuii ceptudikat, Buganuii LIOBB (3a HasBHOCTI).

{Po30in V oonosneno Hosum nymkmom 32i0no 3 Hakazom Minicmepcmea oxoponu
300po6'ss Ne 639 6io 01.10.2015}

VI. OcHOBHiI BUMOTI'H 10 MAPKYBaHHS J0CJIIKYBAHOI0 JiKAPCHKOI0 3200y

6.1. MapkyBaHHS JIOCTI/PKYBaHOTO JIKapChKOro 3aco0y Mae OyTH TakuM, 11100
1IeHTU(IKYBATH TOCIIKYBaHUHN JTIKapChKUii 3aci0 Ta KIiHIYHE BUIIPOOYBaHHS.

6.2. HeoOxinHa iH(OpMaIlis BUKIAJAEThCS YKPAiHCHKOIO MOBOIO a00 OQIIifHO BU3HAHOIO
MOBOIO MI’)KHAI[IOHAJILHOTO CITIJIKYBaHHS.

Ha etukerkax moBuHHa OyTH 3a3Ha4eHa Taka iHGOpMAIIis:

a) HallMEHyBaHHS IOPHIAWYHOI OcoOuW/mpi3Buile, iM’s, o OaTbkoBl (i3UyHOI 0COOHM -
CIIOHCOpa, MICIIE3HAXO0/PKEHHS/MICIIe TPO’KUBAHHS Ta HOMEP TeJIeOoHy CIOHCOpa, KOHTPAKTHOI


https://zakon.rada.gov.ua/laws/show/z1520-15#n19

JIOCJTIITHAIIBKOT opraxizaiii abo BIAMOBIAAIBHOTO JOCHITHUKA/HocHiaHuKa (iHdopmariis mpo
KOHTaKTHY 0COOY JUIsl TEPMIHOBOT'O PO3KOIyBaHHS JIIKAPCHKOTO 3ac00Y);

0) mikapchka (opma, IUISX BBEACHHS, KUIBKICTh JT030BAaHUX OJUHHIG (Y pa3i BIIKPUTHUX
KJIIHIYHUX BUNIPOOYBaHb - Ha3Ba/iIeHTU(]IKATOP Ta CHJjIa JTii/aKTUBHICTS);

B) HOMep cepii Ta/abo Ko Aus ieHTH(IKaIll BMICTY Ta oneparliii 3 makyBaHHS;

r) HOMep (KOJ) KJIIHIYHOTO BUIPOOYBaHHS, IO J03BOJISIE€ iMeHTU(IKYBAaTH BUIPOOYBAaHHS,
MiCII€ TPOBEJICHHs KIIIHIYHOTO BHUIIPOOYBaHHSI, BIAMOBIIAIBLHOTO OCHIIHUKA/IOCIITHAKA Ta
CIIOHCOPA (SKIIO 1€ HE 3a3HAYCHO B 1HIIIOMY MICIIi);

I) imeHTHdIKAIHHUNE HOMEp OCHIPKYBaHOTO/HOMEp MPHU3HAYCHOTO JIIKYBaHHS CyO’€KTa
KIIIHIYHOTO BUIIPOOYBaHHS Ta, 32 MOTPEOH, HOMEP BI3HTY;

) TIPI3BUIIE Ta iM’s BiMOBIAATLHOTO JOCIITHUKA/IOCHITHUAKA, KO0 BOHM HE 3a3HAYCHI B

[1{P2) €9

iH(dopmalii, BU3HaUEHIM MiAMYHKTaMH “a” a00 “T”’ bOro MyHKTY;

€) IHCTPYKIIi i3 3acTocyBaHHs (MOke OyTH HaBEJCHE MOCHJAHHS HA JIMCTOK- BKIAIKY,
IHCTPYKINIO Ui MEJUYHOIO 3aCTOCYBaHHS a00 IHIIMK JTOKYMEHT, SKWH TpU3HAYCHUH JUIs
JOCIIPKYBaHOTO a00 0co0u, sika OyJie BBOJIUTH JOCIIKYBaHHM JIIKapChKUH 3aci0);

€) IO3HAYCHHS «TUIBKY JUTSI KIIIHIYHUX BUITPOOYBaHb» a00 aHaioriuHe (popMyITtOBaHHS;
’K) YMOBH 30€piranHs;

3) Tepioa BHUKOPUCTAHHS («BHKOPHUCTATH J0», CTPOK IPHUIATHOCTI, Jara MOBTOPHOTO
KOHTPOJIIO, IO MPUIHATA), BU3HAYCHUH y (opMaTi «MicAlb/pik» Ta y croci0, mo BUKIOYAE
HEO/IHO3HAYHICTh TPAKTyBaHHS;

1) MO3HAaYEeHHS «30epiratu y HeA0CTYITHOMY JUIsl IITeH MicIi» (32 BUHATKOM BUIAKIB, KOJIU
JIOCIIJKYBaHUH JTiKapChKui 3aci0 MpU3HAUEHUH I 3aCTOCYBAaHHS B KIIIHIYHMX BUNPOOYBAHHSX,
y SIKUX JIOCIIIJKYBaH1 He OepyTh Ipenapar J1010My).

Micue3HnaxopKeHHs Ta HoMep TenedOoH OCHOBHOI KOHTPAKTHOI 0co0u /i iH(opMallii 1moa0
mpemnapary, KJIiHIYHOTO BUIIPOOYBaHHS Ta TEPMIHOBOT'O PO3KOAYBAHHS MOXYTh HE MICTUTHUCS Ha
€TUKETII, SIKIIO Cy0’ €KTY BUMPOOYBaHHS Ha/IaH1 JIMCTOK-BKJIaAKa ab0o KapTKa, Je BKa3aHi I 1aHi,
3 MOMNEPEHKEHHSIM TPUMATH X Tpu coll yBech yac.

VY pasi BIACYTHOCTI 30BHIIIHBOI YNMAKOBKM yCSi HEOOX1gHa 1H(opMmallis 3a3Havya€eTbCs Ha
BHYTPIIIHIN YIaKOBIII.

6.3. SIkio qociiKyBaHU Jikapchbkuii 3aci0 Oynie HagaBaTUCh JOCIHIKYBaHOMY abo 0co0i,
sKa Horo 3aCTOCOBY€, y NMEPBUHHIN YMaKOBII pa3oM 13 30BHIIIHBOIO YMAKOBKOI (BOHU MalOTh
30epiraTucs pa3oM), Ha 30BHILIHIN YIIaKOBII Ma€ MICTUTHCS 1H(OpMAaLlis BiIIOBIIHO 10 MyHKTY
6.2 1ILOTO PO3LITY.

MapkyBaHHS BHYTPIIIHBO1 yMakoBKU (200 Oy/b-1KOi TEPBUHHOI YIAKOBKU 3aKyMOPEHOTO
JI03yBaJILHOTO MIPHUCTPOIO) BKIIFOYAE TaKy 1H(POPMAIIIFO:

a) HalimMeHyBaHHS  topuauuHoi  ocoOw/I.ILb.  ¢izmunoi ocobu -  cmnoncopa/
BUPOOHUKA/TIPI3BHILE Ta M S BIAMOBIAATEHOTO JTOCI1THUKA/TOCTTHHIKA;

0) nmikapchKy hopmy, MUISTX BBEICHHS (MOXHA HE 3a3HAYaTH JUIsl TBEPAUX JIIKAPChKUX (HOpM
JUIs BHYTPIIIHBOTO 3aCTOCYBaHHA), KUIBKICTh OJMHMI JO3yBaHHA Ta y pa3l BIIKPUTHUX
BUIIPOOYBaHb - HA3BY/1IEHTU(IKATOP Ta CUITY [1i/aKTUBHICTb;

B) cepito a00 KOJOBUH HOMEp JOCIIIKYBAHOTO JIIKAPCHKOTO 3aco0y uis iaeHTHdiKarmil
CKJIa/Iy Ta Omepalliii 3 MaKyBaHHS;



T') MOCUJIAHHS Ha KOJI KJIIHIYHOTO BUMPOOYBaHHS, 1110 JT03BOJISE 1IeHTU(]IKyBaTH HOTO, MiCIIe
NPOBEICHHS KIIHIYHOTO JIOCTI/DKEHHS, JOCIIJHUKA Ta CIIOHCOPA, SKIIO 1€ HE 3a3HaueHO B
1HIIOMY Miclli;

r) imeHTU(]IKaIMHUK KOA JOCTIIH)KYBAaHOTO/HOMEp TIPU3HAYCHOTO JIIKYBaHHS Ta Yy
BIJIOBITHUX BUTIAJKaX HOMEP BI3UTY.

6.4. Sxmo BHYTpIIIHSA YyIakoBka Mae ¢opMy OmicTepiB ab0 € HEBEIHUKOro po3Mipy
(HampuKJIaa, aMIyJId TOIIO), 16 HEMOXKJIMBO PO3MICTUTH 1H(OpMAIIiIO, 3a3HaYCHY B MTyHKTI 6.2
IIBOTO PO3JLTY, JOCIIIKYBaHUHN JIIKApChKUN 3aci0 3a0e3Meuy€eThCsl 30BHINTHBOIO YITAKOBKOIO, Ha
AKii MiCTHTbCA ToOBHA iH(opmamis. [Ipm 1nbOMy BHYTpILIHS yIAaKOBKa Ma€ MICTHTH TaKy
CKOpoueHy iHdopmaIrito:

a) HaitmenyBaHHA rOpuandHOT 0co0u/I1.1.b. dhiznuHOi 0cOOM - cIOHCOpa/3assBHUKA/TIPI3BUILE
Ta iM’s TOCIIITHUKA;

0) crioci0 yBeaeHHs (MOXKHA HE 3a3HAYATH JIJIS TBEPAUX JIIKAPChbKUX (HOPM ISl BHYTPIIITHLOTO
3aCTOCYBAaHHS) Ta CHITY JIii/aKTHBHICTB;

B) cepito ab0 KOJOBUH HOMEpP IOCITIIKYBAHOTO JIIKAPCHKOTO 3aco0y uis ineHTH(IKaIii
CKJIaJly Ta Omeparliii 3 makyBaHHS;

I) TOCWJIAHHS Ha KOJ KIIHIYHOTO BHIPOOYBaHHS, WO JO3BOJISIE iMeHTH(]IKYBaTH
BHUITPOOYBaHHS, MICII€ MPOBEJCHHS BUITPOOYBaHHS, BIAMOBIAAIIBHOTO JOCTIAHIUKA/ TOCITITHAKA Ta
CIIOHCOPA, SKIIO I1€ HE 3a3HAYEHO B IHIIOMY MICIIi;

T) imeHTH(IKAIHHUN KO TOCIIIKYBAHOTO/KOJ IPU3HAYCHOTO JIIKYBAaHHS Ta Y BIAMOBITHUX
BUIIAJIKaX HOMED BIi3UTY.

6.5. [Ipu MapKyBaHHI MOXYTh BUKOPHUCTOBYBAaTHCh CUMBOJIH Ta MIKTOTPAMH ISl YTOUHEHHS
BUIlle3a3HaueHoi 1H¢popmanii. MoyiuBe BKIIOYEHHS TakKoXX J0JaTKoBOI iHGopmauii,
3aCTepeKEHHS Ta/ab0 THCTPYKIIIT 1010 TTOBOKEHHS 3 TPErapaToM.

6.6. JlomyckaeTbcsl CIPOIIEHE MapKyBaHHS JI0CHIKYBAHUX JIIKAPCHKUX 3aC001B y pasl, SIKIIO0
BOHM IIPU3HAYEHI JJIs KIIHIYHUX BUIPOOYBaHb 3 TAKUMH XapaKTEePUCTHUKAMMU:

IUTAaHYBaHHS KJIIHIYHOTO BUIPOOYBaHHS HE MOTpedye 3[1MCHEHHS CHellaIbHUX MPOIECiB
BUPOOHHUIITBA a00 MAaKyBaHHS;

KJIIHIYHE BMIIPOOYBAaHHS IMPOBOAUTHCS 3 JIKApChKUMHU 3ac00aMu, fKi 3apeecTpoBaHi B
VYkpaiHi B yCTaHOBIICHOMY 3aKOHOJJaBCTBOM ITOPS/IKY;

JIOCIIJKYBaH1 JIIKapChbKi 3aCO0M MaroTh T1 caMi XapaKTEepUCTHKH, IO M IMOKa3aHHS I
3aCTOCYBaHHS, 3T1AHO 3 IKUM JIIKapChbKUH 3aci0 3apeecTpoBaHO B YKpaiHi.

VY 1npoMy BUIAJKy MapKyBaHHS OpUTIHAJIBLHOI YIAKOBKH JIOMOBHIOEThCA 1H(OpMAIIi€l0, 110
HE IMOBUHHA 3aKPUBATH OPUTiHAIBHE MAPKyBaHHS:

a) HaiimMeHyBaHHs topuanuHoi ocoou/IL.Lb. ¢dizuunoi ocobu-cnoHcopa/BupoOHUKa/
MPi3BHUIIE Ta iM’S BIAMOBIIATHHOTO JOCIIAHUKA/OCITHUKA;

0) mocwiaHHS Ha KOJA KJIIHIYHOrO BHUNPOOYBAaHHS, IO JIO3BOJISE 1JEHTU(DIKYBaTH
BUIIPOOYBaHHS, MiClle TPOBEJACHHS KJIIIHIYHOTO BUMPOOYBaHHs, JOCIIIHUKA Ta CIIOHCOPA.

6.7. Y pasi sKImo HEOOXiJHO 3MIHUTH JaTy «BHKOPHCTATH J0», Ha YHAKOBKY MOxe OyTu
NPUKpITUIEHA TOJATKOBAa €TUKETKA i3 3a3HAUYEHHSIM HOBOI JIaTH «BUKOPUCTATH JI0» Ta HOMeEpa
cepii. [i MOXHa HaKyIaCTH Ha CTapy JaTy «BUKOPHCTATH JI0%, alle He Ha OPUTiHAIBLHUI HOMEP cepii.
Lls mpouiemypa 3a HEOOXiAHOCTI MOYKE MTPOBOJUTHCH AOCTITHUKOM Tl KOHTPOJIEM OCOOH, sKa
IPOBOJIUTh MOHITOPMHI KJIIHIYHOTO BUIPOOYBaHHA Ta MpOMILIA CHEMiadbHYy IMiATOTOBKY.



JlomatkoBe MapKyBaHHS BIJMOBITHUM YHHOM 3a3HAYA€ThCS B JOKYMEHTAIlli KIIHIYHOTO
BUNIPOOYBaHHS.

VII. ExcniepTu3a MmarepiajiiB 11010 NpoBeJAeHHs KJIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOIo 3ac00y

{Hazea poszoiny VII 6 peoaxyii Haxasy Minicmepcmea oxoponu 300pos's No 966 eio
18.12.2014}

7.1. Ins mpoBeeHHS KIIHIYHUX BUIPOOYBaHb JIIKapChbKUX 3aco0iB 3asBHUK mojae 10 [{OBB
JOKYMEHTH (MaTepianu) KJIIHIYHOTO BUITPOOYBaHHs, 3a3HaveHi B migmyHkTax 7.1.1 ta 7.1.2 uporo
nyHkty; g0 llentpy - y miamynkrax 7.1.3 - 7.1.21 mporo myHKTY BKIIOYHO. JlOKyMeHTH
(MaTepianu) KIiHIYHOTO BUMPOOYBAaHHS BKIFOYAIOTh!

{Ab3ay nepwuii nynkmy 7.1 posoiny VII e pedaxyii Haxazy Minicmepcmea oxoponu
300pos’s Ne 966 6i0 18.12.2014}

7.1.1. CynpoBigamii TUCT 32 GOpPMOI0, HAaBEACHOO y T0AaTKyY 3 110 boro [lopsaxy.

{Hionynkm 7.1.1 nynxkmy 7.1 pozoiny VII i3 sminamu, enecenumu 32iono 3 Hakxazom
Minicmepcmea oxoponu 300pog’ss Ne 304 6id 06.05.2014%}

7.1.2. 3asBy 1po MPOBENEHHS KJIIHIYHOTO BUMIPOOYBAHHS JIKAPCHKOTO 3ac00Y/TIOTOKEHHS
KkoMicii 3 mutanb eTuku npu JIII3 om0 mpoBeneHHsT KIIHIYHOTO BUIPOOYBAHHS JIIKAPCHKOTO
3aco0y 3a (opMoro, HaBeIeHOO B 10AaTKy 4 10 1iporo Topsiaky.

{Hionynkm 7.1.2 nynxkmy 7.1 po3zoiny VII i3 sminamu, enecenumu 32iono 3 Hakxazom
Minicmepcmea oxoponu 300pog's Ne 304 6i0 06.05.2014, 6 pedaxyii Hakasy Minicmepcmea
oxoponu 300pos's Ne 966 6io 18.12.2014}

7.1.3. IlpoTokon KIIHIYHOTO BHUNPOOYBAaHHS JIKAapChbKOro 3aco0y 3 yciMa HasBHUMHU
NoNpaBKaMH JI0 HbOTO, 1110 MOBMHEH MICTUTH 1H(QOpMaIlilo, HaBeAeHy y po3aun 6 Hanexnol
kiiHigHOI ipakTuku (GCP).

7.1.4. KopoTkuii BUKJIa/1 3MICTy (CMHOIICHUC) MPOTOKOIY YKPAaiHCHKOIO MOBOIO.
7.1.5. InguBiayansHy peectpatiiiny Gopmy (KpiM MIXKHAPOAHUX KITHIYHUX BUIIPOOYBAHb).

7.1.6. Bpourypy nociiHMKa, 10 MOBHHHA MICTHTH 1H(OpMaIlilo, HaBeAeHy y po3aum 7
Hanexwnoi kniniunoi npaktuku (GCP).

7.1.7. Jloche TOCHIIKYBAHOTO JIIKAPCHKOTO 3ac00y.

[ToBHE MOCHE AOCTIHKYBAHOTO JIKAPCHKOTO 3aco0y HamaeTbes 3a (HOPMOIO, HABEIACHOIO Y
nogatky S5 po uporo Ilopsaky, SKIIO JOCHiIKYBaHUM JKapcbkuil 3acid B YkpaiHi He
3apeeCcTpPOBAHUM.

{A63ay opyeuui nionynkmy 7.1.7 nynkmy 7.1 posoiny VII i3 3minamu, enecenumu 32i0HO 3
Haxazom Minicmepcmea oxoponu 300pos’ss Ne 304 6io 06.05.2014}

CrporiieHe o0che A0CIHIHKYBAHOTO JIKapChKOTO 3ac00y HAJAEThCs, SKIO MOBHE JOCHE YXKe
HajaBaiocs A0 LleHTpy muM 3asBHUKOM pa3oM i3 3asBOIO Ui OTpUMaHHS BUCHOBKY mI010
KJIIHIYHOTO BUIIPOOYBAHHS JAHOT'O JIIKAPCHKOTO 3aC00Y.

KopoTka xapakTepucThKa Ha JIKapChbKUH 3aci0 HAHAa€eThCs SK JIOChE€ HA JOCIHIJKYBaHHM
JKapchKUi 3aci0, SKIIO JIIKapChKUi 3aci0 yke 3apeecTpoBaHUil B YKpaiHi.

Jlns mpenapatiB MOPIBHSHHSA Ta IJjaned0 HAJaeThCsl CIPOIICHE J0Che abo KOpOTKa
XapaKTEPUCTHKA JIIKapCHKOTO 3ac00y.


https://zakon.rada.gov.ua/laws/show/z0062-15#n19
https://zakon.rada.gov.ua/laws/show/z0062-15#n19
https://zakon.rada.gov.ua/laws/show/z0062-15#n23
https://zakon.rada.gov.ua/laws/show/z0739-14#n16
https://zakon.rada.gov.ua/laws/show/z0739-14#n17
https://zakon.rada.gov.ua/laws/show/z0062-15#n25
https://zakon.rada.gov.ua/laws/show/z0739-14#n18

7.1.8. Ceptudikar cepii JOCIIIKYBAHOTO JIKAPCHKOTO 3ac00y, M0 Oy/1e BUKOPUCTAHUHN TSI
kiaiHiuHoro BunpoOyBanHa. Ceprtudikar cepii (ceprudikar anamizy, cepTudikar SKOCTI)
JOCITIPKYBAHOTO JIIKAPCHKOTO 3aC00Y - TOKYMEHT, [0 BHIAETHCSI BUPOOHUKOM 1 CYHPOBOIKYE
KOXKHY CEepil0 JIIKapChKOro 3aco0y 3 METOIO MiITBEP/PKEHHS HOTo sIKOCTI (3a cnenudikamiero).

SIkmio mix yac KIiHIYHOTO BUIIPOOYBaHHs Oyze BUKOPMCTAHA iHINIA Cepist AOCIIIKYBAaHOTO
JTIKapCchKOTo 3ac00y, IKUI BBO3UTHCS B YKpaiHy, TO 3asBHUK KJITHIYHOTO BUIIPOOYBaHHS TIOBUHEH
B cTpoK a0 10 KaneHAapHHUX IHIB MiCis 3aBEPIICHHS MUTHOTO O(QOPMIICHHS JOCIHIHKYBAaHOTO
JiKapCchKOTO 3ac00y HajaTu B LleHTp ceprudikar manoi cepii pa3om i3 CynpoBiTHUM JIUCTOM.

7.1.9. Ilpu mpoBeneHH1 KIIHIYHUX BUMPOOYBaHb JIKAapChKUX 3ac0o0iB nume B YKpaiHi (3
METOI0 1X MOJAJIBINOI peecTpallii B YKpaiHi) J0JaEThCS BUCHOBOK aKPEIMTOBAHOI J1aboparopii
dapmareBTuuHOrO aHamizy LIeHTpy mo/10 sIKOCTI Ha KOXKHY Cepiro, sika Oyae BHKOpUCTaHA IS
KJIIHIYHUX JTOCHIIKEHb.

VYV pa3i 00’€KTUBHOI HEMOKJIMBOCTI MPOBEICHHS NEBHUX JIOCTI/KEHb B Il J1abopartopii -
BHCHOBOK IHIIIOT, JIE € TaKa MOXJIUBICTh, aKPEIMTOBAHOI JIabopaTopii, Bu3HadeHo1 LlenTpom, Ta 3a
HarnpasieHHsaM LleHTpy.

st anpobariii MeTosiB aHaiizy 1o jJaboparopii MaroTh OyTH Ha/IaHi 3pa3Kd JIKapChKOTO
3ac00y B KUJTbKOCT1, HEOOX1HIH /17151 1oro mpOBECHHS.

7.1.10. PesynbraTé momepenHix ekcreptu3 Ta/abo BucHoBkiB LleHTpy, IO CTOCYHOThCS
JTOKJTIHIYHOTO BUBYCHHSI Ta KJITHIYHOTO BUIIPOOYBAHHS JIIKAPCHKOTO 3aco0y (32 HAsIBHOCTI).

7.1.11. Ilepenik yNOBHOBa)K€HWX KOMIICTEHTHHMX OpraHiB IHIIMX KpaiH, 0 SKHX TaKOX
MOJABAJIMCH 3asBKU OO KIIIHIYHOTO BHIPOOYBaHHS, 1 JOKIaaHA 1H(OpMAIlis PO MPHHHATI
HUMH PIIICHHS (32 HassBHOCTI).

7.1.12. [lopyueHHs, BHUJAHE CIOHCOPOM, 3 UITKO BH3HAYECHUMH JIeJIETOBAaHUMU
MMOBHOBAXEHHSIMH, SKIIO 3asIBHUK KJIIHIYHOTO BUIIPOOYBAHHS HE € CIOHCOPOM.

7.1.13. Ilpoext iH(opMOBaHOI 3roJu Ta IHIIA MUCbMOBA iHoOpMalis, Ky IJIAHYETbCS
HaJaBaTH NALi€HTY (30pOBOMY JA00pPOBOJIBLIIO) (YKPaiHCHKOIO MOBOIO a00 O(]iliiiHO BU3HAHOIO
MOBOIO MIXKHAIlIOHAJILHOTO CIUIKYBaHH:). [IpoekTom Mae OyTu nependaueHa 3roja MaiieHTa Ha
BUKOPUCTAHHS MOTO MEPCOHAIBHUX JTAHUX JIJIsi 0OOPOOKHU Pe3yJIbTaTiB AOCTIKEHHS.

7.1.14. KopoTki BIJOMOCTI MpO BCl MOTOYHI KJIIHIYHI BUIPOOYBaHHS, K1 MPOBOJATHCS 13
3aCTOCYBAHHSIM JJAHOTO JTOCIIPKYBaHOTO JIIKApChKOTO 3ac00y (32 HassBHOCTI).

7.1.15. Panie HaJlaHy €KCIIEPTHY OILIHKY KJIIHIYHOTO BUNMPOOYBaHHS (32 HAsIBHOCTI).

7.1.16. 3asBy BiANOBIJAIBHOTO JOCIITHUKA 32 (HOPMOIO, HABEIEHOIO Y AOJATKY 6 10 IHOTO
ITopsaxy.

{Iionynkm 7.1.16 nynkmy 7.1 pozoiny VII i3 sminamu, enecenumu 32iono 3 Hakazom
Minicmepemesa oxoponu 300pos’s Ne 304 6i0 06.05.2014}

7.1.17. Indopmaniro npo JII13 ta miciie mpoBeeHHs KJITHIYHOTO BUITPOOYBaHHS 3a (hopMoro,
HaBEEHOIO y 104aTKy 7 1o uporo Ilopsiaky, craHoM Ha 4yac moJlaHHs JOKYMEHTIB (MaTepiaiB).

{Hionynkm 7.1.17 nynkmy 7.1 posoiny VII i3 3minamu, emecenumu 32iono 3 Haxazom
Minicmepcmea oxoponu 300pos’s Ne 304 sio 06.05.2014}

7.1.18. Tndopmartiro mpo BiAMOBIAAIBHOTO AocigHuKa/nocaigauka (Curriculum vitae, gami -
CV), sxa noBuHHa MicTUTH Taki BimomocTi: ILLB., pik HapomkeHHs, OCBITYy, Miclie poOOTH,
mocajay, CTaX poOOTH, HAYKOBHH CTYIiHb, HAYKOBI TIpalli, IOCBil y4acTi B KIIHIYHHX
BUNIPOOYBaHHSIX (13 3a3HAYCHHSIM, SIKUX CaMe).


https://zakon.rada.gov.ua/laws/show/z0739-14#n19
https://zakon.rada.gov.ua/laws/show/z0739-14#n20

CV chiBaociHUKIB HEOOX1THO HaZaBaTH, SIKIIO A0 KIIHIYHOTO BUIIPOOYBaHHS HEOOXITHO
3aJTydaTH JIiKapiB Pi3HUX CIICHiaTbHOCTEH.

7.1.19. Ha nocmikyBaHUI JiKapchbKuid 3aci0 HagaeThCsl MIATBEPPKEHHS, 10 POOOTH Ha
BUPOOHUYIH MIISHIT @00 HA 00’ €KTI, IKWH 3aiHATUH BUPOOHUIITBOM JaHOTO JIIKAPCHKOTO 3ac00Yy,
MPOBOAATHCS 3 JOTPUMAHHSAM TPHHIUINB HAIEKHOI BHUPOOHMYOI TPAKTUKH 3 HATAHHSIM
ceprudikata GMP, abo mnucpbMoBOi oQdiIiiHOI 3asiBU YIOBHOBOKEHOI 0COOM 3 SKOCTI
(BupoOHHKa), ab0 Korii JOKyMEHTa, BUJAHOTO JlepkaBHOIO CiIy>k0010 YKpaiHH 3 JiKapChKHUX
3aco0iB, 110 MiATBEP/KYE BIAMOBIAHICTE YMOB BUpPOOHMIITBA BUMoraM HasexHoi BUpOOHHYOT
npaktukd (GMP) (ans BITYM3HSHUX BUPOOHUKIB - KOIMiS YMHHOI JIiIEH31i Ha BUPOOHHUIITBO
JKapChKUX 3ac00iB).

SIkmo BUIE3a3HAYEHI JOKYMEHTH BHeceHO 10 0a3u manux EudraGMP, 3asBHuMK Hamae
MOCWJIaHHS Ha 10 0asy manmx. [Ipu mpomy Komito JOKyMEeHTa 3 JoJaTKamH (3a HasBHOCTI)
3aCBIIUYy€ 3asIBHUK.

{lionynkm 7.1.19 nynkmy 7.1 pozdiny VII oonosneno nosum absayom 32iono 3 Haxazom
Minicmepcmea oxoponu 300pog’ss Ne 966 eio 18.12.2014}

7.1.20. 3pa3ok MapKyBaHHSI JTOCHIDKYBAHOTO JIIKAPCHKOTO 3ac00y YKPaTHCHKOI MOBOKO ab0
o(QiliiiHO BU3HAHOIO MOBOIO MIKHAIIIOHATBHOTO CHIKYBaHHS.

7.1.21. JlonaTkoBy iH(pOpMAaIlio 1010 JOCTIIKYBAaHOTO JIKapChKoro 3acoly (3a morpedn):
JOCIIJKCHHS 3 BIpYCHOI O€3IeKH; BiINOBIIHI JOKYMEHTH Ha MPOBEACHHS IOCHIKEHb a00 Ha
npenapary 3 0COOTMBUMH BIACTHBOCTIMHU (32 HAIBHOCTI ), 3asBY IIPO BiIIOBIHICTH BUPOOHHUIITBA
nito4oi OiosorivyHo1 pevoBUHHN BUMoraMm HanexxHoi Bupoounvoi npaktuku (GMP).

{lionynkm 7.1.22 nynkmy 7.1 po3diny VII suxnioueno na niocmaei Haxazy Minicmepcmea
oxoponu 300pos's Ne 304 6i0 06.05.2014}

{Hionynkm 7.1.23 nynkmy 7.1 po3diny VII euxnioueno na niocmasi Haxazy Minicmepcmea
oxoponu 300pos’ss Ne 304 6i0 06.05.2014}

{Iionynkm 7.1.24 nynkmy 7.1 po3diny VII euxnoueno na niocmasi Haxazy Minicmepcmea
oxoponu 300pos’ss Ne 304 6i0 06.05.2014}

7.2. 3a pe3ynbTaTaMu pO3IJSIAY 3agBH PO TPOBEIACHHS KIIHIYHOTO BHUMIPOOYBaHHS
mikapebkoro 3aco0y [HOBB mpotsirom Tpbhox KalleHJapHUX JHIB Hajcuiae ao LleHTtpy muct-
HAIPaBIIEHHS Pa30M 13 1i€I0 3asIBOIO, MPO IO MOBIAOMIISIE 3asIBHUKA.

3asiBHUKOM MpoTaroM 30 nHIB 3 AHS HaaxomxkeHHs 1o LlenTpy nucra-nanpasinenns [{OBB
nojgatroTbest 10 LleHTpy nOKyMeHTH (Marepiajii) KIIHIYHOTO BMIIPOOYBaHHs, 3a3HAa4yeHl B
nignyHkrax 7.1.3 - 7.1.21 nyukrty 7.1 mporo po3aunry, y TpboX NpUMipHHKaX (3a HEOOX1THOCTI
[{eHTp MO3KeE 3aMPOCUTH AOAATKOBHI(1) IPUMIpHUK(H)).

{IIynkm 7.2 po3oiny VII é pedaxyii Haxa3zy Minicmepcmea oxoponu 300pos's Ne 966 io
18.12.2014}

7.3. Mix LleHTpoM Ta 3asBHUKOM YKJIAJA€TbCs JOTOBIP MPO MPOBEAEHHS EKCHEpPTH3H.
Excrnieptusa MaTtepialiB KJIIHIYHOTO BUIIPOOYBaHHS MiasArae omati (6e3 ypaxyBaHHsS KUIbKOCTI
MICIIb TPOBEACHHS JOCIIIPKEHHS Ta MOMPABOK J0 MPOTOKOIY, 1110 CYNPOBOIKYIOThH 3asBY).

7.4. JlokyMeHTH (MaTepianu) KJIiHIYHOTO BUITPOOYBaHHS MiJUIAraloTh ekcreptusi B LleHTpi 3
O00OB’SI3KOBMM ~ BpaxyBaHHSM €THYHHUX Ta MOPAJIbHO-NPABOBHX AaCMEKTIB  KIIHIYHOTO
BUNIPOOYBaHHS Micis iX HaIXomkeHHs 10 LleHTpy B moBHOMY 00cs31 BIAMOBIAHO 10 MyHKTY 7.1
1poro po3airy. CTpok mpoBeneHHs excriepTusu LlenTpom - He Oibie 47 KaneHJapHUX THIB.

{IIynxm 7.4 po3oiny VII é peoaxyii Haxazy Minicmepcmea oxoponu 300pos’s Ne 966 io
18.12.2014}
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7.5. Tlim yac mpoBeAEHHS EKCIEPTHU3M MarepiajiiB KJiHIYHOTO BumpoOyBaHHs LleHTp Ha
micTaBi 3ayBa)K€Hb Ta KOMEHTAPiB €KCIEPTIB OJHOPA30BO MOKE 3aIIUTATH B MMUCbMOBIH hopMi y
3asiBHUKA JIOJATKOBI MaTepiajiu.

Yac, moTpiOHMIA 1Sl 1X MiArOTOBKH, HE BXOAMTH JIO0 CTPOKY TMPOBEICHHS SKCIIEPTH3H. SIKIIIO0
3asIBHUK MpOoTaroM 60 kajneHaapHux IHIB He Haxae LlenTpy nomaTkoBux marepiaiiB abo jucTa 3
OOTpyHTYBaHHSIM CTpPOKIB, HEOOXIIHHX JUIs iX JIOOMpAaIfOBaHHS, MaTepiayii KIIHIYHOTO
BUNIPOOYBaHHS 3HIMAIOTHCS 3 PO3TIIY.

[Ipo mpwmiinsTe pimeHHst LleHTp MUCHMOBO TOBigoMIsie 3asBHUKA. [Ipu 1bOMY BapTiCTh
MPOBEJICHHS SKCIEPTHUX POOIT 3asBHUKOBI HE TOBepTaeTbes. Hamanmi, Ha OakaHHS 3asiBHUKA,
Martepialii oA ThCs s ofiepkaHHsl BucHoBKy LIeHTpy B yCTaHOBIIGHOMY TOPSIIKY.

7.6. 3a pezynbraramu npoBeeHoi ekcneptusn Llentp nagae [JOBB BucHOBOK: MO3UTUBHUMA,
HeratuBHuid. Ha mincraBi BucnoBky Llentpy L[OBB mnpuiimMae pimeHHS Tpo MPOBEACHHS
KJIIHIYHUX BUITPOOYBaHb 200 Mpo BiIMOBY B IIPOBEICHHI KIIIHIYHUX BUIIPOOYBaHb 13 3a3HAYCHHIM
OOIpYHTOBAaHMX IMJICTaB Ui NPUHHATTSA DINICHHA NPO BiIMOBY B MPOBEACHHI KIIHIYHOTO
BuripoOyBaHHs. CTpok npuidHATTS pimieHHs [IOBB - He Ginbiie 5 poOouux JHIB.

PimennsaM npo npoBeneHHs KIIHIYHOTO BHIIPOOYBAaHHS 3aTBEP/XKYIOTHCS Ha3Ba KIIIHIYHOTO
BUIPOOYBaHHS, KOJ JOCII/DKCHHsS, BEpCis Ta JaTa IMPOTOKOJY, CIIOHCOp, 3asBHUK Ta/abo
fopuauuHa abo (ismuHa ocoba, sKa Ji€ 3a JOBIPEHICTIO, SIKYy HaJaB CIIOHCOP YM 3asBHUK Ha
BBE3CHHS JOCIIKyBaHUX (3apeecTpoBaHMX ab0 HE3apeeECTPOBAHMX) JIIKAPCHKHUX 3aco0iB Ta
CYIyTHIX MaTepiaiiB, BiIMOBITAILHUN TOCIITHUK, MICIIE MPOBEICHHS JOCIIHKCHHS, TEPEITiK
JOCTIIKyBaHUX JIIKAPCHKUX 3ac001B, IperaparTiB MOPIBHSHHS Ta CYNYTHIX MaTepialiB.

{A63ay Opyeuii nynkmy 7.6 pozoiny VII 6 peoaxyii Haxazy Minicmepcmeéa oxoporu
300poe'ss Ne 639 6i0 01.10.2015}

{Ilynkm 7.6 pozoiny VII 6 peoaxyii Haka3y Minicmepcmea oxoponu 300pog'ss Ne 966 eio
18.12.2014}

7.7.Y pa3i Hesroau 3 pimieHHsAM [IOBB npo BiiMOBY y npoBe/ieHH1 KIIHIYHUX BUIPOOYyBaHb
3agBHUK Mae€ mpaBo mpoTaroM 30 KaleHIapHUX [JHIB MICIAs OTPUMAHHS LBOTO PpIlLIEHHS
3BepHyTHCS 10 [{OBB 13 3adBor0 mpo meperiisig Takoro pilieHHs 3 MOJAAHHSM J0JIaTKOBUX
MmarepiaiiB, 110 OOIPYHTOBYIOTh TaKUi Meperisii. 3a3HadeHa 3asBa po3risgaaeTbes He Oibie 30
KaJICHJApHUX [JHIB 3 JaTu ii OJAep)KaHHsS J10 BHHECEHHsI OCTaTOYHOro pimeHHs. OcraTouHe
pillIeHHS 3 BIAMOBIIHUM OOTPYHTYBAaHHSAM HAJICUJIAETHCS 3aBHUKY B MUCHMOBIH (OpMi.

3asBHUK Ma€ TPaBO 3BEPHYTUCS 3a 3aXUCTOM CBOiX IpaB J0 CYIy B YCTaHOBJICHOMY
3aKOHO/IABCTBOM MOPSJIKY.

{Ilynkm 7.7 pozoiny VII 6 pedaxyii Hakazy Minicmepcmea oxoponu 300pog'ss Ne 966 eio
18.12.2014}

VIII. Ouinka eTHYHUX Ta MOPAJILHO-TIPABOBHUX ACHEKTIB KJIiHIYHOT O
BUIIPOOYBAHHS

8.1. OiiHKa eTHYHHUX Ta MOpPAIbHO-IPABOBUX aCIHEKTIB KJIIHIYHOIO BHUIPOOYBaHHS
3IHCHIOETBCS KOMICISIMU 3 TUTaHb eTuku nipu JII13, 1e mpoBoaATHCS KIIIHIYHI BUTTPOOYBaHHS.

8.2. [To3uTHBHA OIlIHKA KOMICIi 3 TUTaHb €TUKU O(POPMITIOETHCS B1ITOBIIHUM ITPOTOKOJIOM i
3aciJJaHHA Ta € MOTOJDKEHHSM MPOBEJCHHs KIIHIYHOrO BUNIPOOyBaHHS B KoHKpeTHOMY JIII3, ne
Oe3mocepeTHpO po3TaroBaHe(i) Micie(s) MPOBEACHHS BUITPOOYBaHHS.

8.3. Kowmicii 3 mUTaHb €TUKN TaKOX 3a0e3Meuyl0Th JOTPUMAaHHS BUKOHAHHS €TUYHUX HOPM
i1 Yac IpOBEICHHS KIIHIYHUX BUNPOOYyBaHb y KOHKpeTHOMY JIIT3.
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8.4. Jlyst oneprkaHHS OIMIHKYA €TUYHHUX aCTIEKTIB KJIIHIYHOTO BUTTPOOYBaHHS 3asIBHUK ITOJIA€E IO
KoMmicii 3 nutanb eTuky npu JIII3 Taki tokymeHTH:

8.4.1. CynpoBigauii 1ucT 3a (HOPMOIO, HABEICHOIO y 101aTKy 3 10 11boro [Topsiaky.

{Iionynkm 8.4.1 nynxmy 8.4 poszoiny VIII i3 3minamu, enecenumu 32ioHo 3 Hakazom
Minicmepemea oxoponu 300pog’ss Ne 304 6i0 06.05.2014}

8.4.2. 3asBy /Ui oOjaepXkKaHHS BHCHOBKY Jlep>kaBHOro exkcmeprHoro neHtpy MO3
VYkpainu/moropkeHHss Kowmicii 3 nuranb etuku npu JIII3 1mogo mpoBemaeHHS KIIIHIYHOTO
BUIIPOOYBAHHS JIIKAPCHKOTO 3aco0y 3a (OpPMOI0, HABEIEHOK Y A0AaTKy 4 110 mboro [lopsaky.

{Iionynkm 8.4.2 nynxmy 8.4 poszoiny VIII i3 3minamu, enecenumu 3eiono 3 Hakazom
Minicmepemesa oxoponu 300pos’s Ne 304 6i0 06.05.2014}

8.4.3. IIpoTokon KIIHIYHOTO BHIIPOOYBaHHS JIKapChKOTO 3aco0y 3 yciMa HasBHUMH
MONPaBKaMK JI0 HHOTO, IO IOBMHEH MICTUTH iH(dOpMaIlito, HaBeJeHy B po3aiai 6 HamexHol
kiaiHiuHoi mpakTuku (GCP), BUKIageHI MOBOIO OpHTiHANy, Ta KOPOTKE BUKJIAIEHHS 3MICTY
(CHMHOTICHC) TPOTOKOIY KJIIHIYHOTO BUIPOOYBAaHHS YKPaiHCHKOIO MOBOIO.

{Iionynkm 8.4.3 nynkmy 8.4 pozoiny VIII 6 peoaxyii Haxazy Minicmepcmea oxoponu
300pos’s Ne 639 6i0 01.10.2015}

8.4.4. bpomypy nociigHHKa, 10 TOBMHHA MICTUTH iH(OpMaIlito, HaBeACHY y po3aui 7
Hanexnoi kniniunoi npaktuku (GCP).

8.4.5. Komiro Bucnosky Llentpy, 3atBepmxenoro [IOBB (3a HasiBHOCTI).

8.4.6. JlopydeHHs, BHJAHE CIOHCOPOM, 3 YITKO BH3HAYCHUMH JCICTOBAHUMHU
MMOBHOBAXEHHSMH, SKIIO 3asBHUK KJIIHIYHOTO BUIIPOOYBAHHS HE € CIIOHCOPOM.

8.4.7. IlpoekT iH(pOpMOBaHOI 3roAM Ta IHIIY MHCBMOBY iH(pOpMaIlilo, Ky IJIaHYETbCS
HaJaBaTH NaLieHTY (340pOBOMY A0OPOBOIIBIIO) (YKPaiHCHKOI0 MOBOIO 200 O(II[iifHO BU3HAHOIO
MOBOIO MIKHAI[IOHAIBHOTO CIIIKYBAaHHS).

8.4.8. Indopmartiro 110710 3ax0/1iB 3 HAOOPy MOCITIKYBaHUX (MaTepiaau iH(opMariitHoro Ta
PEKIIAMHOTO XapakTepy, SKi BUKOPUCTOBYBATUMYTBHCS ISl 3allydeHHS JOCHIDKYBAaHHX JI0
KJIIHIYHOTO BUIIPOOYBaHHS (32 HASIBHOCT1)).

8.4.9. KopoTki B1IOMOCTI MpO BCl MOTOYHI KJIIHIYHI BUIPOOYBaHHS, 110 MPOBOJATHCA 13
3aCTOCYBAHHSIM JJAHOTO JTOCIIPKYBaHOTO JIIKApPChKOT0 3ac00y (32 HassBHOCTI).

8.4.10. 3asBy BIAMOBIJAIBLHOTO JIOCTIAHUKA 3a ()OPMOIO, HABEAECHOIO Y 10AATKY 6 10 LLOTO
[Topsinky. Hamaetses B JII13 3a Miciie3HaXx0KEHHSIM KOMICIT 3 TUTaHb €THUKH.

{lionynkm 8.4.10 nynxkmy 8.4 poszoiny VIII i3 3minamu, eumecenumu 32i0no 3 Hakxasom
Minicmepcmea oxopornu 300pos’s Ne 304 6i0 06.05.2014}

8.4.11. Indopmariro npo JII13 ta Miciie npoBeAeHHS KIIIHIYHOTO BUNPOOyBaHHS 3a (OpMOI0,
HaBeJIEHOI0 y oJaTKy 7 10 1poro Ilopsiiky, craHOM Ha 4ac MoJaHHA JOKYMEHTIB (MaTepiajiB).

{Iionynkm 8.4.11 nynxkmy 8.4 poszoiny VIII i3 3minamu, enecenumu 32iono 3 Haxazom
Minicmepemea oxoponu 300pos’s Ne 304 6i0 06.05.2014}

8.4.12. Tndopmariito mpo BignoBimampbHOrO nociaigHuka/mocnigauka (CV), mo moBUHHA
MmicTuTH Taki Bigomocti: [1.I.B., pik HapokeHHs, OcBiTa, Miclie poOOTH, 110Caa, CTaxK PoOOTH,
HAYKOBHUH CTYIMiHb, HAYKOBI Ipalli, JOCBiJ Y4acTi B KJIIHIYHUX BUNPOOYBaHHSAX (i3 3a3HAUCHHSIM,
SKUX CaMe).

CV  chiBIOCHiAHMKIB HEOOXITHO HAaJaBaTH, SKIIO JO KIIHIYHOTO BUIPOOYBaHHS
3aITy9ar0ThCS JIiKapi Pi3HUX CIEiaIbHOCTEH.
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8.4.13. Iudopmarito, 1o BU3HAYAE YMOBH CIUIaTH BHUHAropoaud abo KOMIEHcaIlii
JOCTIPKYBaHUM 32 Y4acTh y KIIIHIYHOMY BUIPOOYBaHHI (SIKIIO II€ Mepea0adeHo MPOTOKOIOM
KJIIHIYHOTO BUIIPOOYBaHHS), IO MOXXE MICTHUTHCS Yy CYINPOBITHOMY JIMCTI, 3 MOCHJIAHHSAM Ha
BiJIOBITHUI TOKYMEHT, SIKUM II¢ epea0adacThesl.

8.4.14. THCTpyKIIiFO CIOHCOpa/3asiBHUKA [Tl BIIIIOB1IaIbHOTO JTOCII IHUKA/ TOCITITHUKA 010
NI y pa3i BUHMKHEHHS TOJii, 0 MOXXe OyTH TpakTOBaHa SK CTPaXOBHM BHITQJIOK IIiJ 4ac
NPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS BIJHOCHO 3aBJaHHS MOJJIMBOI IIKOAW 370POB’I0 Ta
KHUTTIO JIOCITIKYBaHHX.

8.4.15. Komito ceptudikara 10 JOTOBOPY MPO CTPaXyBaHHS JKUTTS Ta 3J0POB’S MaIli€HTA
(10OPOBOIIBII).

{Ilynkm 8.4 po3oiny VIII oonosneno noeum nionynkmom 32iono 3 Hakazom Minicmepcmea
oxoponu 300pos's Ne 639 6i0 01.10.2015}

8.5. Marepianu KJIiHIYHOTO BUITPOOYBAaHHS IMOJAIOTHCS 10 KOMICIi 3 TUTaHb ETUKHA B OJTHOMY
NPUMIPHUKY. 3asiBa y MOBHOMY 00cs31 32 JOPMOI0, HABEACHOIO Y A0JaTKy 4 110 mporo [lopsiiky,
JIOJTAETHCS HA €JIEKTPOHHOMY HOCI.

{Ilynkm 8.5 pozoiny VIII i3 3minamu, enecenumu 32iono 3 Haxkazom Minicmepcmea oxoponu

300poe'ss Ne 304 6io 06.05.2014}

8.6. Komicis 3 muTaHb €TUKH IICJISI OTPUMAHHS TOBHOT'O KOMILIEKTY JOKYMEHTIB 31HCHIOE
OILIIHKY MOpPaJbHO-€THYHUX Ta MPABOBHX AaCIEKTIB MaTepiaiiB KJIIHIYHOTO TOCITIJDKCHHS, 32
pe3ylbTaTaMU SIKOi MOTOPKYE MPOBEACHHS KIHIYHOTO BUMPOOyBaHHS B KOHKpeTHOMY JII13 abo
HaJla€ MOTHBOBAHY BiJIMOBY.

8.7. Ilig wac 311CHEHHS OLIHKM MOpPAJIbHO-€TMUYHUX Ta MPABOBUX ACIEKTIB MaTepiaiiB
KJIIHIYHUX BUNIPOOYBaHb KOMICIis 3 MUTaHb €TUKU OJHOPA30BO MOXKE 3alIUTAaTH B MUCHMOBIH hopmi
y 3asiBHUKA J0JIATKOB1 MaTepiaiu Ta/abo 3alpoCUTH Ha 3aCiIaHHs KOMICIT TpeICTaBHUKA 3assBHUKA
JUIS HaJIlaHHS JOJATKOBUX MosicHeHb. CTPOK Ui HaJaHHs JOJaTKOBUX MaTepialliB/IIOsICHEHb HE
MOBUHEH IepeBulyBaTi 30 KajeHJapHUX JIHIB.

CTpoK JI71s1 OI[IHKM €TUYHUX Ta MOPaJIbHO-TIPABOBHUX ACIEKTIB HE MOBUHEH NepeBuiryBaT 30
KaJICHJapHUX JHIB 3 JaTU OTPUMaHHs KOMICI€l0 3asBU (0€3 BpaxyBaHHs 4acy, HEOOX1AHOTrO st
MirOTOBKH 3aITUTAHKUX JOAATKOBHX MaTepiaiiB/MOSICHEHB ).

8.8. IIpo mpuiiHsATe pillIeHHS KOMICIs 3 TUTaHb €TUKU MUCbMOBO MOBIIOMJISIE 3asiBHUKA.

8.9. V pasi HeraTuBHOI OLIIHKM €THYHHUX Ta MOPAIbHO-IIPABOBHUX AaCHEKTIB KJIIHIYHOTO
BUNIPOOYBaHHs 3asgBHUK MpoTsarom 30 KajleHJapHUX JHIB MICHS OJEpKaHHS DILICHHS MOKe
MOBTOPHO HAJIaTH MaTepiaiy 3 apryMEHTalI€l0 X Meperiisay, 0 MaloTh OyTH PO3TIISIHYTI B CTPOK
1o 30 kajgeHJapHUX JHIB 3 BUHECEHHSIM OCTAaTOYHOI OI[IHKM €THYHUX Ta MOPaJbHO-TIPABOBUX
ACMEKTIB L[bOTO KIIHIYHOTO BUIIPOOYBaHHS.

IX. IIpoBeeHHsI KIIHIYHOIO BUNIPOOYBAHHS

9.1. Kniniune BUNpoOyBaHHS MOXE PO3MOYMHATUCA B KOXKHOMY KoHKpeTHOMYy MIIB 3a
HasiBHOCTI nmo3utuBHOro pimenHs LJOBB, Butary 3 npotokoiry koMicii 3 nutanb etuku rnpu JII13
[IOJI0 TOTO/PKEHHS LBbOTO KIIHIYHOTO BHUMPOOYBaHHS 1 3a YMOBU OQOPMIIEHHS JIOTOBIPHHUX
BIJTHOCMH MDK yCiMa IOPUAMYHMMU Ta (I3MYHUMH OcOOaMH, SIKi 3allyuyeHli J0 HpOBEIEHHS
KJIIHIYHOT'O BUMPOOYBaHHS, Ta MICIs YKJIAaJEHHS JOTOBOPY MPO CTPaxXyBaHHS >KUTTS Ta 310pOB’S
narienTa (J0OpOBOJIBIIL) Y HOPSIKY, Tepe10aueHOMY 3aKOHOJaBCTBOM.

{Ab3ay nepwuii nynxmy 9.1 posodiny IX 6 pedaxyii Haxazie Minicmepcmea oxopomu
300pos's Ne 966 6i0 18.12.2014, Ne 639 6i0 01.10.2015}
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CnoHcop (KOHTpaKTHA JOCIITHUAIIbKA OpraHi3allis 3a JOPYICHHIM CIToHcopa) ykiaaaae 13 JII13
JIOTOBOPH II0/I0 TPOBEIEHHS KIIHIYHUX BUMPOOYBaHb JIKApChKUX 3aC001B BIAMOBIIHO 10 BUMOT
3aKOHO/IaBCTBA.

Slkmo B kiiHIYHOMY BUIIPOOYBaHHI Oepe y4acTh HAYKOBO-IIOCIIIJIHA YCTaHOBa a00 BHIIMMA
HaBYAJIBHUN MEIMYHUHN 3aKIIa], 10 HE MAIOTh CBO€ET KIIIHIUHOT 0a3H, y TAKOMY BHIIAJKy Ma€e OyTH
nepeadavyeHo  MiJIMUCaHHS TPUCTOPOHHBOTO JIOTOBOPY MIDK CIHOHCOPOM  (KOHTPAaKTHOIO
JOCTITHUIIPKOID OpraHizaiielo 3a JopydeHHsM croHcopa) ta JIII3 1 HayKoBO-TOCTIAHOIO
YCTaHOBOIO 200 BHIIUM HABYAJIbHUM MEJIUYHHUM 3aKIIAJIOM.

Omnara  10A4aTKOBO BUKOHAHOT  poOOTH/HaTAHUX IIOCITYT Bi/JITIOBiJAJIbHUX
JIOCJTITHUK1B/ TOCITITHHUKIB, SIKa HE TOB's3aHa 13 BUKOHAHHSIM HHUMH CBOIX MOCaT0BUX O0OB'S3KIB Y
JIII3, abo HayKOBO-AOCTIAHOI YCTAaHOBH, a00 BHIOTO MEIWYHOrO HaBuainbHOTrO 3aknamy -1V
PIBHIB aKpeAMTaIlii 31CHIOETCS CIIOHCOPOM 200 KOHTPAKTHOIO JOCTiTHUIILKOIO OpraHi3aIliero
(3a TOpYYEHHSIM CIIOHCOPA) HAa TiICTaBl OKPEMOTO JIOTOBOPY, IO YKIAIAETHCS 3 BiIOBITaIbHUM
JIOCJTITHUKOM/AOCTITHUKOM (32 TOTpeOM - 13 CHIBAOCIITHUKAMH) BIJAMOBIIHO JO BHUMOT
3aKOHO/IaBCTBA.

[lum poroBopoM Mae OyTH TmiependOadeHo diTke po3MmexyBaHHs (ynkmin JIII3 Ta
BIJIMOBIIAJILHOTO JTOCIIITHUKA/AOCIITHUKA/CITIBIOCITITHAKA, 1110 TOBUHHI BUKOHYBATUCS HUM Y
CBili HepoOOuMii uyac Ta MOB'SI3aHi, SK NPABWIO, 3 BUKOHAHHSAM IHTEIEKTyaJbHOI pPOOOTH
(anamiTryHOI, 1H(OpPMAIIHOI, EKCIEPTHO-KOHCYJIBTATHUBHOI, CKJIaJIaHHS 3BITIB KIIIHIYHOTO
BUIIPOOYBAHHS TOIIO). SIKIIO i Yac BUKOHAHHS TaKOi pOOOTH/HATAHHSI TOCITYT BiIMOBIAIbHUAN
JTOCJTI THUK/OCITITHAK/CIIBIOCIIIIHUK BUKOPUCTOBYIOTH MarepiaabHO-TeXHIUHYy Oazy JIII3,
BignoBigai BuTpatu JI[I3 wmarote Oytu BimmkomoBani JIII3 croHcopoM (KOHTPAKTHOIO
JIOCJTIIHUIIPKOIO OpraHi3alli€ro 3a JOPYYEHHSM CIIOHCOpAa) BIAMOBIAHO 10 YKJIAJACHOTO HUM
noroBopy 3 JII3, skuii, 30kpeMa, MOBUHEH MICTUTH OKPEME TIOJIOKEHHS IMPO Take 3000B'sI3aHHS
crioHcopa (KOHTPAKTHOI JIOCHIJHUIIBKOI ~oOprasizamii 3a JOpydYeHHsSM CIOHcopa), abo
BIJIMOBIIAJILHUM  JOCTITHUKOM/TOCITITHUKOM/CITIBAOCTIAHUKOM 32 OKPEMHM  JOTOBOPOM,
yKJaaeHuM Mix aum ta JII3.

BBe3eHHs 1ociipKyBaHUX JIIKAPChKUX 3ac001B Ta CYIyTHIX MaTepiaiiB MOXKe 3/11HCHIOBaTHUCS
CIIOHCOPOM, 3asBHUKOM Ta/ab0 IOpHINYHOI0 200 (Pi3uuHOI0 0c00a, fKa /i€ 3a JOBIPEHICTIO, SKY
HaJlaB CIIOHCOp 4YM 3asBHUK Ha BBE3CHHSA JIOCHIKYBaHHMX (3apeecTpoBaHUX  abo
HE3apeecTPOBAaHUX ) JIIKAPCHKHX 3aC001B Ta CYMyTHIX MaTepiaiB (MEAUYHUX BUPOOiIB, MEAUYHOTO
o0JasiHaHHA TOIO), 1110 IPU3HAUEH] ISl BUKOPUCTAHHS B MEKaxX MPOBEJCHHS 1[bOT0 KIIHIYHOTO
BUIIPOOYBaHHS.

{Ilynkm 9.1 poszoiny IX Oonosneno nosum abzayom 32iono 3 Haxazom Minicmepcmea
oxoponu 300pos's Ne 639 6i0 01.10.2015}

9.2. BBesenHs/BuBe3eHHs Ha/3 TepuTopito(i) Ykpainu, o0mik Ta 30epiranHs J0CIIKyBaHOTO
JTKApChKOTO 3aco0y Ta CYMyTHIX MaTepiaiiB, MPU3HAYCHUX ISl MPOBEJCHHS KIIIHIYHOTO
BUNIPOOYBaHHs, O10JOTIYHUX 3pa3KiB i Ja0OpAaTOPHUX aHAJI3IB 3/IHCHIOIOTHCS Y MOPAIKY,
BU3HAYCHOMY 3aKOHOaBCTBOM.

Sx1o nocniKyBaHUN JIIKapChKU 3aC10 HAJIEKUTD 10 HAPKOTHYHUX 3aC001B, ICUXOTPOITHUX
PEUOBHH 1 MPEKYPCOPIB, 3A1HCHEHHS EKCIIOPTHO-IMIIOPTHHUX OTepaIliif MOKIIMBE MicIs OTPUMaHHS
BIJIMOB1THOTO 103BOTY KOMiTEeTYy 3 KOHTPOJTIO 32 HAPKOTHKAMH.

9.3. Ilicns movaTKy KJIiHIYHOTO BUMPOOYBaHHS (i IMUCAHHS MEPIIUM Malli€eHTOM (310pOBUM
JT0OpOBOJIBIIEM) 1H(GOPMOBAHOI 3TO/M) BIJAMOBIIHO JI0 MPOTOKOJNY KJIIHIYHOTO BUIIPOOYBAaHHS
crioHcop a0o Horo ynoBHoBakeHa oco0a Hajcuiae 10 Llentpy y crpok 10 10 kajseHaapHux JHIB
HOBIZJOMJICHHS 32 ()OPMOIO, HABEACHOIO B 10J1aTKy & 110 11boro [lopsaky.


https://zakon.rada.gov.ua/laws/show/z1520-15#n31

{A63ay nepwuii nynkmy 9.3 posdiny IX i3 sminamu, enecenumu 32i0Ho 3 Haxazom
Minicmepcemesa oxoponu 300pos’s Ne 304 6i0 06.05.2014}

{Ab3ay Opyeuti nynkmy 9.3 pozoiny IX euxnioueno na niocmasi Haxa3y Minicmepcmea
oxoponu 300pos's Ne 304 6i0 06.05.2014}

VY BuUmagKy BHKIIOYEHHS croHcopoMm pociinauka/MIIB, cxBanenoro ILlentpom Ta
3arBepkeHoro [IOBB, crioncop abo yrmoBHOBaxkeHa HUM ocoba iHdopmye LlenTp Ta komicito 3
nutanb etuku npu JII3 mucrom moBinbHOT GopMu mpo mpuitHATe pimeHHs He mi3Hime 30
KaJeHJapHUX JHIB 3 JHS HOr0 MPUHHATTSL.

9.4. [IpoTsrom KJIHIYHOTO BUIIPOOYBAaHHS Ta MICJIsI HOTO 3aKiHYEHHS y pa3i motpedu LlenTp
Ta KoMmicist 3 muTaHb etuku npH JIII3 MOXyTh 3amuTatd B JOCIIIHHMKA/CIIOHCOpPA JOJATKOBI
MaTepiaar CTOCOBHO KJIiHIYHOTO BUIIPOOYBaHHS.

9.5. BianoBimanbHUK TOCITITHUK/IOCIITHUK MMOBHHEH MPOBOAUTH KJIiHIYHE BUIPOOYBaHHS
BIJIMOBIIHO 70 MPOTOKOJIY KIIIHIYHOTO BUMPOOYBaHHS. BinmoBimaabHUN JOCIITHUK/TOCITITHUK
MOYXE BIIXWJIMTHUCSA BiJI TPOTOKOJY KIIHIYHOTO BUIPOOYBaHHS JHINE y pa3i HEOOXiTHOCTI
YCYHEHHsSI HeOe3IeKH, M0 Oe3MocepeHbO 3arpokye JOCHiKYBaHHM, O3 IOonepeIHbOro
3arBepkeHHs LlenTpom. Take BigXUICHHS Bl MPOTOKOIY KIIHIYHOTO BUMPOOYBAHHS TOCIITHUK
3000B’s13aHMH 3310KyMeHTYyBaTH. ONKC TOMYIIEHOr0 BIAXUIEHHS, 10ro MpUYMHH Ta (3a oTpedu)
MPOTIO3HUIIIT 11010 BHECEHHS TMOMPABOK JI0 MPOTOKOJY KIHIYHOTO BUIIPOOYBaHHS MOBUHHI OyTH
HaJlaHi CIIOHCOPY.

9.6. Kowmicii 3 nmutans etuku mpu JIII3 31iiiCHIOIOTH HArJIA 3a JOTPUMAHHSM IpaB, O€3MeKH,
Oyaromoyvusi MamieHTIB (30pOBUX AOOPOBOJIBIIB), JOCIIIKYBAaHUX, €TUYHUX Ta MOPAJILHO-
MIPABOBUX MPUHIHUIIIB MPOBEACHHS KIIHIYHUX BUIPOOYBaHb.

X. 3MiHM Ta IONIOBHEHHS, 1110 BHOCATBLCH Ii/I 4aC NMPOBEJICHHS KJIIHIYHOTO
BHUIIPOOYBaHHSHA

1. BHeceHHs IOMPaBOK i/l 4ac MPOBEIEHHS KJIIHIYHOTO BUNPOOYBaHHS

1.1. Ilpu npoBeaeHHI KIIHIYHOTO BUIPOOYBaHHS /10 MaTepianiB KIiHIYHOTO BUIIPOOYBaHHS
MOXXYTb OyTH BHECEHI 3MIHU Ta JOMOBHEHHsS. Taki 3MiHU Ta JOIOBHEHHS PO3TJISAAIOTHCS SIK
HOTIPABKH, SKI MOKYTb OyTH CYyTT€BUMH a00 HECYTTEBUMHU.

1.2. TlonpaBku A0 MaTepiaiiB KJIIHIYHOIO BUIIPOOYBAHHS BBAXKAIOTHCSI CYTTEBUMHU, SIKIIIO
BOHM MOKYTb BIUIMHYTHU: Ha Oe3meKy a0o (i3uyHe YM MCUXIYHE 0JIaronoayqus A0CIiHKyBaHOTo;
Ha HAYKOBY I[IHHICTh KJIIHIYHOTO BUIIPOOYBAaHHS; Ha IPOBEJIEHHS KJIIHIYHOIO BUNIPOOyBaHHs abo
KEpIBHULITBO HHUM; Ha SKICTh a00 O€3MeuHICTh JOCIIIKYBAHOTO JIKApChbKOro 3acoly, 10
3aCTOCOBYETHCSI Yy KJIIHIYHOMY BHIpPOOyBaHHI, a Tak0oX SKIIO TMPONOHYIOTh 3MIHY
BiJIMOBIAAILHOTO JOCTiAHUKA a00 JOAATKOBO 3ATYYHTH A0 KJIIHIYHOTO BHIPOOYBAaHHS HOBOTO
JTOCJTITHUKA/HOBE MICIIE TIPOBEACHHS JOCIIKEHHS B YKpaiHi 3a (hOpMOI0, HABEACHOK Y TOIATKy
9 o usoro Ilopsiaky.

{Ilynkm 1.2 enasu 1 po3diny X i3 sminamu, eéHecenumu 32i0no 3 Hakazom Minicmepcmea
oxoponu 300pos's Ne 304 6i0 06.05.2014}

1.3. SIkiuio mompaBKu MalOTh CYTTEBHH XapakTep, crioHcop nosigomisie LlenTp 1 komiciro(i) 3
MUTaHb €TUKH MPO MPUYMHU 1 3MICT TOMPaBOK.

1.4. 151 3aTBepKEHHS CYTTEBOI MONpaBKy 3asBHUK nojae 1o LIOBB cynposinnuii uct 3a
dopmoro, HaBeaeHow y gomatky 10 mo mworo Ilopsaky, 3asBy Tpo  CYTTEBY
MOTIPAaBKY/TIOTOJKEHHSI KoMicieto 3 nmuTaHb eTuku npu JIII3 cyrreBoi mompaBku 3a ¢opmoio,
HaBeneHoro y noaatky 11 mo mporo Iopsnky, a no LlenTpy mogae marepiaiu CyTTEBOT MOMPaBKH,
BUTSTU 3 JOKYMEHTIB, III0 MICTSATh CTapy 1 HOBY PEIakKIlil0 TEKCTY, a00 HOBY BEepCil0 3MiHEHHX


https://zakon.rada.gov.ua/laws/show/z0739-14#n31
https://zakon.rada.gov.ua/laws/show/z0739-14#n32
https://zakon.rada.gov.ua/laws/show/z0739-14#n36

JIOKYMEHTIB, SIKY MOKHA 17IeHTU(}IKYBaTH 3a 11 HOBUM HOMEPOM 1 J1aTOI0; J0/IaTKOBY iH(MOpMaIrito,
10 BKJIFOYA€E PE3IOME JIaHUX (32 HASBHOCTI), OHOBJICHY 3arajibHy OILIIHKY PU3UKY 1 KOPHUCTI (3a
HAsIBHOCTI), MOXJIMBI HACTIJKHA JJIs TOCHIPKYBAHUX, 110 BKJIFOUCHI B KIIIHIYHE BUIIPOOYBaHHS,
MOYKJIMBI HACIIAKH JUISl OILIIHKH Pe3yJIbTaTiB KIIHIYHOTO BUIPOOYBaHHS.

{Ilynkm 1.4 enasu 1 po3diny X i3 sminamu, énecenumu 32i0no 3 Hakazom Minicmepcmea
oxoponu 300pog'a Ne 304 ei0 06.05.2014; 6 peoakyii Haxaszie Minicmepcmeéa oxopoHu
300pos'ss Ne 966 6i0 18.12.2014, Ne 639 6io 01.10.2015}

1.5. Sxmo cyTTeBa MOINpaBKa CTOCYETHCS OUIBbINE HIDK OJHOTO IMPOTOKOJY KIIHIYHOTO
BUNIPOOYBaHHS /ISl JOCHIKYBAHOTO JIIKapChKOTO 3ac00y, CIIOHCOP MOXe 3pOOUTH y3arajbHeHe
noganHsa A0 LleHTpy 3a yMOBH, 11O B CYNpOBIAHOMY JIMCTI Ta 3asiBl 3a3HAYEHO TMEPENiK YCiX
IPOTOKOJIIB KIIHIYHUX BUIIPOOYBaHb, IKUX CTOCYETHCS 11 TOTPaBKa.

1.6. SIk11o monpaBKH HECYTTEBI (HANPHUKIIAM, 3MiHAa KOHTAKTHOTO Tesie()OHYy, HAWMEHYBaHHS
3asiBHUKa a00 JNOCTIAHUKA Yy Oyab-sKii KpaiHi, KpiM YKpaiHu, TOIIO) BIIIMOBITHO JO aCIEKTIB,
3a3HaYeHHX y nonatky 9 mo uporo Ilopsiaky, Ta SKIO BOHH HE MAlOTh MPSIMOTO CTOCYHKY 10
MPOBEJICHHS KIIIHIYHOTO BUMPOOYBAaHHS B YKpaiHi, Taki 3MIHM HE MiJUIAraloTh EKCIEepTu3l B
LlenTpi. Y mpoMy BUMAAKY 3asBHHUK MHUCHMOBO TOBiZoMisie LIeHTp mpo BHECEHHS HECYTTEBHX
MOMPABOK y JOKYMEHTALlil0 KJIIHIYHOTO BUIPOOYBaHHSI.

{Ilynkm 1.6 enasu 1 po3diny X i3 sminamu, éHecenumu 32i0Ho 3 Hakazom Minicmepcmea
oxoponu 300pos's Ne 304 6i0 06.05.2014}

1.7. JlocmiaHWK TPOJOBXKY€E KIIHIYHE BHUIPOOYBAHHS BIAMOBIAHO JO BHECEHOI(MX)
CYTTEBOI(MX) MOMPaBKU(0K) 10 MPOTOKOJTY KIHIYHOTO BUIPOOYBaHHS TUIBKH B pa3i MPUHHSATTS
pimenns [JOBB o0 cyTTeBoi(nx) mompaBKku(0K) Ta SKIO HEMAE 3amepeyeHb 3 00Ky KoMicii 3
NUTAaHb €THKH (CTOCYETHCS KOHKPETHOTO MICIISl TPOBEACHHS KIIHIYHOTO BUITPOOYBAHHS).

3a pesynbTaTamMu po3risny 3assu LIOBB mpoTsarom Tpbox kajlleHAapHHUX JHIB HAJCHJIAE 10
[lenTpy nucT-HaNpaBICHHS pa3oM 13 MaTepiajJamMu, 3a3Ha4eHUMHU B ITyHKTI 1.4 1i€i rnasu.

{Ilynkm 1.7 enasu 1 po3zoiny X ¢ peoakyii Haxasy Minicmepcmea oxoporu 300pos's Ne 966
6i0 18.12.2014}

1.8. Skiio B nepioJ MpoBEAEHHS KIIHIYHOIO BUIPOOYBaHHS B110yBa€eThCs MOJIs, MOB'sI3aHa
3 IPOBEJICHHM KJIIHIYHOTO BUIIPOOYBaHHS a00 po3p00KOI0 JOCIIKYBAHOTO JIKapChKOro 3aco0y,
fKa 3/1aTHA BIUIMHYTH Ha O€3MeKy JOCIII)KyBaHHX, CIIOHCOp Ta/abo JOCHIHUK 31HCHIOIOTH
HeraifHi 3axo/u JuIst 3a0e3neueHHs 0e3neKku 1ociikyBanux. CroHcop HeraiHo crioimae LleHTp
1 komicito(i) 3 TUTaHb €TUKU PO MO/I1F0, 110 BIAOYIacs, 1 3aX0U 3 ii yCyHEHHS.

2. [IpoBeneHHs eKcrepTU3M CyTTEBUX MonpaBok y LlenTpi
2.1. Llentp Hagae BUCHOBOK 1110710 CYTTEBUX MONPABOK HA MiJICTaB1 X eKCIEPTHU3H.

2.2. lleHTp mpPOBOAUTH EKCIIEPTH3y HAJAHMX MaTepialiB 3 METOK CKJIaJaHHs
0o0rpyHTOBaHOr0 BHCHOBKY 11010 MOJIMBOCTI MPOBEIEHHS KIIHIYHOTO BHUIPOOYBaHHS
BiJIMTOBIIHO JI0 TIOTIPABOK JI0 MaTepiaiiB KIIHIYHOTO BUITPOOYBAHHS.

Mix LleHTpOoM Ta 3aIBHUKOM YKJIaAa€THCS JOTOBIP PO MPOBEACHHS KCIIEPTH3H ITOTPABOK.
OmuaTi mignsrae excrnepTu3a 3MiH, BUKJIAQJEHMX Yy IONpaBKax J0 MaTepiayliB KIIHIYHOTO
BUNIPOOYBaHHS, IO CYHNPOBOJDKYIOTH 3asBy. CTpok mpoBenmeHHs ekcreptusu LleHTpom - He
Oinbie 27 KaJleHJapHUX JIHIB.

{Ab3ay Opyeuti nynkmy 2.2 enasu 2 posoiny X i3 3minamu, eHeceHumu 32i0Ho 3 Hakazom
Minicmepcmea oxoponu 300pog’ss Ne 966 6io 18.12.2014}

2.3. Ilin 4ac mpoBeICHHS EKCIEePTU3U TOMPABOK 3 METOK CKJIaJaHHS BHCHOBKY 1010
CyTTeBOI monpaBku LIeHTp 01HOPa30BO MOKE 3aITUTATH B TUCHMOBIM (hOpMi y 3assBHUKA T0AATKOBI


https://zakon.rada.gov.ua/laws/show/z0739-14#n37
https://zakon.rada.gov.ua/laws/show/z0062-15#n44
https://zakon.rada.gov.ua/laws/show/z1520-15#n34
https://zakon.rada.gov.ua/laws/show/z0739-14#n36
https://zakon.rada.gov.ua/laws/show/z0062-15#n46
https://zakon.rada.gov.ua/laws/show/z0062-15#n46
https://zakon.rada.gov.ua/laws/show/z0062-15#n50

Marepianu. CTpok, MOTpIOHWH aJig iX MIATOTOBKH, HE BXOAWTH JO CTPOKY IPOBEACHHS
EKCIIePTH3H.

Sxmio 3asBHUK npoTaroM 30 kKaneHIapHUX THIB He Hajae LleHTpy 3amuTaHUX J10aTKOBUX
MarepianiB abo jucTa 3 OOIPYHTYBAHHSM CTPOKIB, HEOOXITHUX JUIS 1X JOOIpAIOBaHHS, TO
MOTIPaBKU 3HIMAIOThCA 3 po3risay. IIpo mpwuiinsate pimenHs LleHTp NHCBMOBO MOBigOMIIsE
3asgBHUKA. [Ipy 1IbOMY BapTICTh MPOBEAEHHS EKCIEPTHUX POOIT 3asBHUKOBI HE MOBEPTAETHCA.
Hanauti 3assBHUK MO>Ke TIOBTOPHO TIOJIATH MaTepiaiu i ojaepkanns BucHoBky LleHTpy.

2.4. 3a pesynbTaramu nposeacHoi ekcrneptusu lLlentp Hagae [HOBB BuchHoBok 110110
CYTT€BOI MOMPaBKH (MMO3UTUBHUMN, HeratuBHMIA). Ha migcrasi BucaoBky [IOBB npuiimae pimeHHs
PO 3aTBEPKEHHS CYTTEBOT MONMPABKU a00 MPO BiJIMOBY B 3aTBEPXKEHHI CYTTEBOI MOIMPABKU 13
3a3HAYCHHSAM OOIPYHTOBAHMX IMIACTaB JJIS MPUUHATTS PIIICHHS MPO BiIMOBY B 3aTBEPUKCHHI
cyTTeBoi nmonpaBku. Ctpok npuiHATTS pimenHs [{OBB - He Ginbine 5 pobounx qHIB.

{IIynkm 2.4 2nasu 2 pozoiny X 6 peoakyii Hakasy Minicmepcmea oxoponu 300pos's Ne 966
6i0 18.12.2014}

2.5. Y pasi He3ronu 3 piteHHsIM L{eHTpy 11010 3HATTS CYTTEBOI MOMPAaBKU 3 PO3MIISLY abo
He3roau i3 BUCHOBKOM 1110710 CyTT€BOT MOMPABKHU 3asSBHUK MOXE MTOIATH

apryMEHTOBaHY 3asBY BIiAMOBiMHO KepiBHUITBY LlenTpy ab6o IIOBB. Hanexxaum umHOM
0o0rpyHTOBaHa 3asBa MOJAETHCS 3aABHUKOM NpoTAroM 30 KaJeHJAApHUX JTHIB MICIS OJCpKaHHS
BiJITOBIAHOTO pillieHHs. 3asBa JUIsl BAHECEHHSI OCTATOYHOTO PIIICHHS PO3TIISAAE€THCS HEe OlibIle
30 kaleHIAapHUX JHS 3 MOMEHTY 1ii onepkaHHs. OcTaToyHe PpIIICHHS 3 BIANOBITHUM
OOTpYHTYBaHHSIM HaJICUJIAETHCS 3asBHUKY B MUCHMOBIH (hopmi. SKIo 3asBHUK BBaXKa€, M0 HOTO
mpaBa MOPYIICHI, BIH Ma€ IPaBO 3BEPHYTHCS 10 CyAy B YCTAaHOBJICHOMY 3aKOHOIaBCTBOM

HOPAIKY.
3. OuiHKa CyTTEBHUX MOMPABOK KOMICI€IO 3 MUTaHb eTuku mpu JII13

3.1. BignoBimanpHU#l AOCTIAHUK/AOCTIIHUK TIOBIIOMIISIE KOMICIIO 3 THTaHb €THKH PO
MPUYMHU 1 3MICT CYTTEBUX MOMPABOK.

3.2. Komici€ro 3 mUTaHb €TUKH MOTOKYIOThCS JIUIIE Ti CYTTEBI MOMPABKHU, 110 CTOCYIOThCS
Oesnocepennbo KoHkpeTHoro(ux) MIIB Ta BiamoBigasibHOrO(MX) MOCHTIAHUKA(IB) KOHKPETHOTO
JIII3, npu sxoMy (PyHKIIIOHYE 1151 KOMICisl.

3.3. JInsg npoBeeHHS OTOPKEHHS CYTTEBHX MONPABOK BiAMOBIATBHUM JOCIIIHUK OJA€ J10
KOMICIi 3 MUTaHb €THKHU 3asBy Ta 1H(GOpPMaIlil0 3riHO 3 BUMOraMu NyHKTy 1.4 rimaBu 1 nporo
pO3aLy.

Kowmicis 3 nutans etuku npu JIII3 posrasgae cyTTeBi MoMpaBKy MPOTAroM 15 KaneHIapHUX
JIHIB 3 JaTW OTPUMAaHHS MMOBHOTO MaKeTa JOKYMeHTIB. [Ipo npuifHsATe pillleHHs KOMICis 3 MUTaHb
etuku npu JIT13 mruchbMOBO MOBiIOMIISIE BITOBITATBHOTO JTOCITITHHKA.

{A63ay opyeuti nynkmy 3.3 enasu 3 po3oiny X 6 peoakyii Haxazy Minicmepcmea oxoporu
300p0o6'ss Ne 639 6io 01.10.2015}

34. YV pa3i Hesromu 3 PINICHHSIM KOMICIi 3 THUTaHb €THKH  BIJANOBITATBHUI
JTOCTIIHUK/IOCTITHUK MOXE TMOJaTH apryMEHTOBaHy 3asBy. HalexxHUM 4MHOM OOTpyHTOBaHa
3as1Ba MOJAETHCS BIAMOBINATBHUM JOCTIAHUKOM/TOCITITHUKOM TpoTsaroMm 10 kajgeHAapHUX THIB
iCJIs O/Iep’KaHHS BIAMOBIAHOTO PILICHHS Ta Ma€ OyTH PO3TJISTHYTa KOMICIEIO y CTPOK He Oijblie
10 xaneH apHUX JHIB 3 JaTH ii OTPUMAHHS JUISI BUHECCHHSI OCTAaTOYHOrO pinieHHs. OcraTouHe
pillIeHHS 3 BIJIITOBITHAM OOTpYHTYBaHHIIM HaJICHJIAETHCS BiJIMOBIAAIEHOMY
JTOCJTITHUKY/TOCTITHUKY B TTHCbMOBIH (hopMi.

XI. 3aBepuieHHs KJIIHIYHOTO BUNIPOOYBAHHS


https://zakon.rada.gov.ua/laws/show/z0062-15#n51
https://zakon.rada.gov.ua/laws/show/z0062-15#n51
https://zakon.rada.gov.ua/laws/show/z1520-15#n36

11.1. Cnoncop indopmye LleHTp Ta Komicito(1) 3 MUTaHh €THUKHU TTPO 3aBEPIICHHS KITHIYHOTO
BUIIPOOYBaHHS (aTa OCTAHHBOTO Bi3UTY OCTAHHBOTO JOCIIIKYBAaHOT0) B YKpaiHi mpotsrom 90
KaJICHJapHUX JHIB 3 JIHS HOro 3aBepIlIeHHs BIANOBIAHO 10 (popmu, HaBeACHOI B 10AaTKy 12 1o
uporo Iopsaxy.

{Ilynkm 11.1 po3oiny XI i3 sminamu, enecenumu 32iono 3 Haxazom Minicmepcmea oxoponu
300poe's Ne 304 6i0 06.05.2014}

11.2. ¥V pa3i npoBeieHHs MDKHAPOJHUX 0araToleHTPOBUX KIIHIYHMX BUIPOOYBaHb CIIOHCOD
JI01aTKOBO TpoTsiroM 90 kanengapaux AHIB iHGopmye LleHTp 1 komicito(i) 3 TUTaHb €TUKH PO
MIOBHE 3aBEPIICHHS KIIIHIYHOTO BUITPOOYBAaHHS B IHIIMX KpaiHaX.

11.3. Y pa3i J0CTpOKOBOr0 3aBEpIICHHS KJIIHIYHOTO BUIIPOOYBaHHS CIIOHCOp iH(OpPMYE TIPO
e LlenTp 1 komiciro(i) 3 MUTaHb €TUKH MPOTATOM 15 KaJIeHIapHUX JIHIB 3 JaTH 3aBEpIIEHHS 13
3a3HaYCHHSM MPUYHH JOCTPOKOBOT'O 3aBEPIICHHS KIIHIYHOTO BUIIPOOYBaHHS.

11.4. CnoHcop mepiogu4yHo (HE pijamie OJHOIO pa3dy Ha piK IMCIS MOYATKy KIIHIYHOTO
BUNIPOOYBaHHS a00, HA BHMOTY, YacTille) Ta y pasi 3aBEepIICHHS KIIHIYHOTO JOCIHIHKEHHS
nucbMoBO iH(oOpMmye LleHTp mpo cTaH MpOBENEHHS KIIHIYHOTO BHUMpPOOyBaHHS B YKpaiHi
BIJIOBITHO 10 (hopMH, HaBeleHOT B 1oaatky 13 g0 mporo [Topsiaky.

BiamosiganeHuiA JTOCHITHUK/ TOCIITHUK MEPIOAUYIHO (HE PiJIie OJHOTO pa3y Ha PiK Micis
MOYaTKy KJIIHIYHOTO BUIIPOoOyBaHHs a00, Ha BUMOTY, YacCTillle) Ta y pa3i 3aBEPIICHHS KIIHIYHOTO
BUNIPOOYBaHHS MUCHMOBO iH(OPMYE KOMICIIO 3 MMTaHb €TUKU MPO CTaH MPOBEJCHHS KIIHIYHOTO
BUIIPOOYBAaHHS Yy BIAMOBIIHOMY MICIIi TPOBECHHS JIOCIIKEHHS 3a Ti€I0 caMOor0 (OopMOI0.

{Ilynkm 11.4 pozoiny XI i3 3minamu, énecenumu 32i0no 3 Haxazom Minicmepcmea oxoponu
300pos’s Ne 304 6i0 06.05.2014}

11.5. He BukopucTaHi mijJ yac KJIIHIYHOTO BUIPOOYBaHHS JOCHIJKYBaHi JIIKAPChKi 3aCO0M
3HUNIYIOTHCS BIJIMOBITHO 10 BUMOT 3aKOHOIaBCTBA 200 MOBEPTAIOTHCS CIIOHCOPY.

11.6. CrnoHcop MOBUHEH 3a0e3MEeYUTH MiJrOTOBKY 3aKJIIOYHOTO 3BITY HpPO IMpPOBEJECHE
KJIIHIYHE BUIIPOOYBAHHS JIIKAPCHKOTO 3aco0y 3a (opmMoro, HaBEEHOIO B J0JaTKy 14 10 IIhOTO
ITopsnxy.

He mi3Hime oaHOro poky Micis MOBHOIO 3aBEpLICHHS KJIIHIYHOIO BUMPOOYBaHHS (TpU
IPOBEJCHHI MDKHAPOJHUX KIIHIYHUX BUOPOOYBaHb - TICHS 3aBEpLIEHHS KIIHIYHOIO
BUIIPOOYBaHH y BCIX KpaiHax) CIOHCOp HaJlae CTUCTY 1H(POPMALIiI0 PO KIIiHIYHE BUNPOOYBAHHS
1o Llentpy.

He mi3Hime oaHOro poky Micis MOBHOIO 3aBEpPUICHHs KJIIHIYHOIO BUMPOOYBaHHS (TpH
MPOBEJICHHI MDKHAPOJHUX KIIHIYHUX BUOPOOYBaHb - TICHS 3aBEpIIEHHS KIIHIYHOTO
BUIIPOOYBaHHS y BCIX KpaiHax) BiAMOBIaTbHUM TOCTITHUK/ TOCIITHUK HAAa€ CTUCITY 1H(opMaIllito
PO KJIiHIYHE BUNPOOYBaHHS /10 KOMICIT 3 TUTaHb €THUKU.

{Ilynkm 11.6 pozoiny XI i3 3minamu, enecenumu 32i0no 3 Hakazom Minicmepcmea oxoponu
300poe'ss Ne 304 6i0 06.05.2014}

XII. IToBizoMmyieHHsI PO MOOIYHI ABUIIA TA peaKuil
1. IToBigoMIeHHs, K1 HAaAa€ BIAMOBIIATBHUN TOCIITHUK/ TOCTITHUK

1.1. ITixg wac mpoBeaeHHS KIIHIYHOTO BUTTPOOYBAaHHS BIAMOBIAAIBHUMA TOCITITHUK/ TOCITITHUK
TEPMIHOBO MOBIJJOMJISIE CIIOHCOPA MPO BCi Cepiio3Hi MOOIYHI ABUINA, KPIM THX, K1 y MPOTOKOIII
abo Oporrypi TOCHTITHWKA BU3HAYEHI SK TaKi, M0 HE MOTpeOyIOTh HETaHHOTO TOBIJOMJICHHS. Y
NEPBUHHUX 1 HACTYTHUX MOBIIOMIICHHSX JOCIIKYBaH1 11€HTUDIKYIOThCA 3a 11eHTH(DiKamiiHuM
KOJIOM JIOCHIPKYBaHOTO, IO iM OyB MPUBIACHEHUH TTi]T Yac TOCIIIIPKSHHS.
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1.2. BiamoBimanbHUN TOCHITHUK/JOCITITHAK TOBIAOMIISIE CIIOHCOPA TAKOXK MPO BCi MOOIYHI
SBUIIA Ta/ab0 BIAXWJIEHHS BiJl HOPMHU J1AOOPAaTOPHHUX IMOKA3HUKIB, BU3HAYCHUX y MPOTOKOII
KJIIHIYHOT'O BUMPOOYBaHHS SIK KPUTHYHI, JIs1 OI[IHKKM O€3TEKH BIAMOBIIHO O BUMOT Ta B CTPOKH,
3a3HAYCHI CIIOHCOPOM y MTPOTOKOJII KIIHIYHOTO BUIIPOOYBaHHS.

1.3. BianoBiganbHuiA AOCIITHUK/AOCIITHUK HETralHO PEECTPYE 1 MPOTATOM 7 KaJeHIApHHUX
JHIB 3 JaTH, KOJU 1€ CTajio HOMY BiJJOMO, MOBIJOMJISIE KOMICiIO 3 THUTaHb €TUKH IPO BCI
miI03proBaHi HemepeadadyBaHi cepilo3Hi MOOIYHI peakxiii, sIKi CTOCYIOTBCS JOCIHIIKYBaHOTO
JTIKapCchKOTO 3aco0y, 10 MPU3BENU 0 CMEPTi a00 SBIISUIN 3arpo3y VIS JKUTTS JOCHIPKYyBaHOTO.
JonatkoBa iH(popMaIlisi 100 IIbOTO BUMAAKY HAJAETHCS KOMICIi 3 MUTAaHb €THKU HPOTATOM
HACTYITHUX 8 KaJeHJapHUX [HIB. BuMmorm 1no ckiragaHHS TOBIZOMICHHS HPO Mi03PIOBAaHY
HenependavyBaHy Cepiio3Hy OOIYHY peakIliro HaBeleHi B JoaaTky 15 mo mporo [Topsaky.

{Ilynkm 1.3 enasu 1 pozoiny XII i3 sminamu, enecenumu 3eiono 3 Haxazom Minicmepcmea
oxoponu 300pos's Ne 304 6i0 06.05.2014}

1.4. He mizuime 15 xaneHIapHUX JIHIB 3 1aTH, KOJH II€ CTAI0 HOMY BiJIOMO, BiIITOBIJaIbHAN
JTOCJTITHUK/JOCITITHAK TIOB1AOMJISIE KOMICIIO 3 TUTaHb €TUKH PO BCI 1HIII ITiI03PIOBaHI CEPHO3HI
HenepenoadyBaHi MOOIYHI peakIlii, sKi CTOCYIOThCS JOCTIKYBAHOTO JIIKAPCHKOTO 3acoly, M0
CTaJId HOMY BiJIOMI.

1.5. Y pa3i cMepTi TOCIIKYBAaHOTO BiIMOBIABHUN JOCITI THUK/ TOCITITHUK HAJIA€ CIIOHCOPY,
LlenTpy 1 KOMicCii 3 MUTaHb €TUKU BCIO BUTPeOyBaHy HUMHU JOJATKOBY iH(opmallito.

2. IToBimoMieHHS, K1 HA/Ia€ CIIOHCOP

2.1. HaganHs moBiioMIIeHb TIPO TM1103PIOBaHI HenepeadadyBaHi cepiio3Hi modiuHi peakiii y
LlenTp (3BiTHUH mepiona) movynHAEThCsA 3 Aatu 3aTBepkeHHs [{OBB BucHoBky LlenTpy mono
IPOBEJECHHS KIIHIYHOIO BHUIPOOYBaHHS Ta 3aBEPLIYEThCS 13 3aKIHYEHHAM KJIIHIYHOTO
BUNIPOOYBaHHs B YKpaiHi.

2.2. CrioHCOp HEeraifHO peecTpye i MPOTIroM 7 KaJeHAapHUX JIHIB 3 JaTH, KOJIH 1€ CTalI0 HoMy
BIJIOMO, noBigomiisie LleHTpy mpo Bci mio3proBaHi HenependauyBaHi cepio3Hl MOOIYHI peakiii,
IO CTOCYIOTBCS JIOCIHIXKYBAHOTO JKAPCHKOTO 3aco0y, sKi MpHU3BENH J0 CMepTi abo sBISIIH
3arpo3y Ui KUTTS J0CHiKyBaHoro. Jlogatkosa iH(opmallis 11010 [bOTO BUMAJKY HAJA€THCS
LleHTpy MpOTIroM HACTYMHHUX 8 KaJeHAapHUX AHIB. BUMOTrH 10 CKiIagaHHs MOBIOMIIEHHS MPO
MiI03pIOBaHy HerependadyBaHy CeprHo3Hy MOOIYHY peakIlilo HaBeAeHI B 10AaTKy 15 1o 1mporo
Iopsnxy.

{Ilynkm 2.2 enasu 2 pozoiny XII i3 sminamu, énecenumu 3eiono 3 Haxazom Minicmepcmea
oxoponu 300pos’ss Ne 304 6i0 06.05.2014}

2.3. He mizuime 15 kaneHgapHUX IHIB 3 JaTH, KOJIU II€ CTal0 HOMY BiJJOMO, CIIOHCOD
noBigomisie LleHTp mpo Bci iHIII Mig03proBaHi cepiio3Hl HemepeadaueHi MoOIYHI peakiii, sKi
CTOCYIOTBCS IOCII/PKYBAHOT'O JIIKAPCHKOTO 3aC00Y, 1110 CTaJIM HOMY BiJTOMI.

2.4. Cnoncop iH(popMye BCIX BiMOBIIATLHUX JOCIITHUKIB/TOCIITHUKIB, K1 O€PYTh y4acTh
y IPOBE/IEHH] KIIIHIYHOr0 BUMPOOYBaHHS JTAHOTO JTOCIIIKYBAHOTO JIIKAPCHKOTO 3aco0y, Mpo BCi
BUSIBJICHI BUTIAJIKH, 10 MOXKYTh BIUTMHYTH Ha O€3IeKy TOCITIKYBaHUX.

2.5. Crioncop 36epirae JOKYMEHTAIII0 TIPO BC1 MOOIYHI SIBUIIA, PO K1 HOMY TOBIAOMIISIOTH
BIIMOBIAAIBbHI JOCIIHUKW/ JOCTITHUKH.

2.6. IIpu mpoBeeHH1 JOBrOCTPOKOBUX KJITHIYHUX BUNPOOYBaHb crioHCOp Hagae a0 Llentpy
NUCbMOBHUI 3BIT 3 0O€3MeKH JIKApChbKUX 3aco0iB, 10 nepedyBaioTh y cTajaii po3poOkH, Ha
MarepoBOMY Ta €JIEKTPOHHHUX HOCISX HE PiJillie OAHOTO pa3y Ha pik He mizHime 60 KajreHIapHUX
THIB 3 JTHS. OOPMIICHHS 3BITY 3T1IHO 3 BUMOTaMH, HABEJICHUMH B 10AaTKy 16 1o nporo [lopsaky.
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[Ipu miAroTORIN 3BITY CIIOHCOP Ma€ 3BEPHYTH yBary Ha Taki MyHKTH: 3aJIEKHICTh MOOIYHOT
peakmii Bif M03M IOCIIKYBaHOTO JIIKAPCHKOTO 3aco0y, TPHUBAJIOCTI JIIKYBAaHHS; BiJIHOBIICHHS
CTaHy JOCIIJDKYBAHOTO ITCIAS BiAMIHM YHM THMYAacOBOI'O TNPUIMHEHHS JIKYBaHHS; JIOKa3u
HOTIEePETHBOI TOKCHYHOCTI JOCIII)KYBAaHOTO JIIKapChKOT0 3ac00y /171l TOCIIKYBaHHX ; TT1ABUILICHA
4acToTa BHUIMAJIKIB TOKCHYHOCTI JOCHTIJKYBAaHOTO JIIKAPCHKOTO 3aco0y; Tepeao3yBaHHS
JOCTIPKYBAaHOTO JIKAPCHKOTO 3aco0y 1 MOro HACHiAK{, IMOAAJBINE JTIKyBaHHS; B3aEMOJIis
JIKapChKUX 3ac00iB Ta 1HIN TOB'A3aHI 3 IIUM PU3HMKH; cHenu(ivyHi 3MIHM O€3MEKH CTOCOBHO
0COOIMBOI MOMYJIALIT TAi€HTIB (JIFOAM MOXUIIOTO BiKY, JITH, iHIII TPYNH PU3MKY); TTO3UTUBHI YU
HEraTUBHI JlaHI 3aCTOCYBAaHHS y BariTHUX Ta I Yac JAKTaIlil; 3JIOBXWUBAHHS TPHHIOMOM
JOCTIPKYBAHOTO JIIKAPChKOTO 3ac0o0y (32 HAsBHOCTI); PU3HMKHM, BHHUKHCHHS SIKUX TOB'S3aHE 3
JNOCTITHUMHM Ta JIarHOCTHYHUMH MpPOIEIypaMH;, PHU3UKH, IO MOXYTb OYTH TOB'si3aHi 3
HEIOCTaTHBOIO AKICTIO JOCHIJKYBAHOTO JIKapChKOTO 3aco0y; AaHi 3 0e3neku Ta e(heKTUBHOCTI
JIOCJTIJDKYBAHOTO JIIKAPCHKOT0 3ac00y, OTpUMaHI 3 HEKJIIHIYHUX JIOCITIIPKCHb.

[Tpu oOrpyHTOBaHIN MiA03pP1 MO0 MIABUINCHHS PU3UKY JUIS AOCTiHKyBaHuX LleHTp Moxke
3000B’513aTH CIIOHCOPA HAJaBaTH 3BIT MIOAO OE3MEKH JIKapChKUX 3ac00iB, 10 MepeOyBarOTh y
cTajii po3poOKH, YacTiIe.

{Ilynkm 2.6 enasu 2 pozoiny XII i3 sminamu, énecenumu 32iono 3 Haxazom Minicmepcmea
oxoponu 300pos's Ne 304 6i0 06.05.2014}

2.7. Y pa3i npoBeieHHS IEKIIbKOX KIIHIYHMX BUIPOOYBAaHb 3 TUM CAMHUM JOCIIIKYBaHUM
JTIKapChKUM 3aCO00M CIIOHCOp MOXe HajaBaTH 10 LleHTpy y3araipHEHHMH 3BIT 100 Oe3meKu
JIOCJTIJDKYBAHOTO JIIKapChKOro 3aco0y. Pa3om 31 3BITOM CIIOHCOP Y CYIIPOBIAHOMY JIMCTI 3a3HAYaE
HepetiK yCiX KIiHIYHIX BUMPOOYBaHb, 110 POBOIATHCS B YKpaiHi a0o 3a yyacTio YKpaiHu, sIKuX
CTOCY€EThCs 1aHui 3BiT. CTPOK HAJaHHS IIOPIYHOTO 3BITY B I[bOMY BUMAAKY MMOYHMHAETHCS 3 1aTH
onepkanHs BucHOBKy LleHTpy ™00 MpOBEASHHS TEPIIOr0 3 TEPeTiYeHHX KIIHIYHHX
BUIIPOOYBaHb.

3. Peectpariig Ta aHani3 NOB1IOMIJIEHb PO M1JI03PIOBaH1 HenepeadoauyBaHi cepiio3H1 MOOIYH1
peakuii LlenTpom

3.1. LlenTp peecTpye BCl BUMAIKU IMiJO3PIOBAHUX HEMepe0adyBaHUX CepHO3HUX MOOIUHUX
peaxiiii, 10 cTaau oMy B1AOMI, Ta MPOBOJUTH iX aHAII3.

3.2. Ilpu mio3pi 1010 MiABHUILEHHS PU3UKY [T AOCTIIKyBaHuX LleHTp BUMarae y crmoHcopa
JIOIATKOBY 1H(OPMAIIIO 00 O€3MeKH IM1103PI0BAHOTO JIIKAPCHKOro 3acoly, sika Mae OyTu
HaJaHa MPOTATOM 7 KaJIeHJApHUX JIHIB 3 IHS OTPUMAHHS 3aIUTY.

SIKII0 CHmoOHCOp MPOTATOM ILOTO CTPOKY He Hajmae Takoi iHdopmamii abo mucra 3
OOTpYyHTYBaHHSIM CTPOKIB, HEOOXITHUX IS 11 MATOTOBKH, LIeHTp MOXKe MPUUHSTH PIICHHS TIPO
TUMYacoBe a00 TOBHE 3yMUHEHHS [AHOTO KIIHIYHOTO BUIPOOYBAaHHS, MPO IO MHUCHBMOBO
MOBIIOMJISIE CTIOHCOPA Ta JTOCIIITHUKIB.

XIII. IIpoBeaeHHs KIAIHIYHOIO ayAUTy KJIiHIYHOT0 BUNIPOOYBaHHA
JIKAPCHKOI0 32c00y

13.1. LeHnTp MOKe MPOBOAUTH KIIHIUHI ayJUTH KIIHIYHUX BUITPOOYBaHb JIIKAPCHKHUX 3aCO01B.
Kniniunuil ayauT KIiHIYHOTO BUNPOOYBAHHS MPOBOAUTHCS OE3KOIITOBHO.

[Tpu mpoBeneHH1 KIiHIYHOTO ayauTy LleHTpom mepeBipii miuisraloTb JOKYMEHTH, 3alHCH,
NPUMIIIEHHS, YCTaTKyBaHHs Ta 00JIaJHaHHS, CUCTeMa 3a0e3MeUeHHs KOCTI Ta 1HII pecypcH, siKi
MOKYTh 30epiratucs Ta 3Haxoautucse y JII13, naboparopisix (y Tomy uyucii papMaKOKIHETHUHUX ),
B o¢icax CroHcOpa Ta/abo KOHTPAKTHOI JOCIITHHUIBKOI opraHizamii abo B IHIIMX MICIIX, L0
MarOTh CTOCYHOK JI0 KJIIHIYHOT'O BUIIPOOYBaHHS JOCIIHKYBAHOTO JIIKAPCHKOTO 3aC00Y.
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13.2. IllokBapTanpbHUW TUTAH MPOBEACHHSA KIIHIYHUX ayJWTIB Ta 1X pe3yibTaTH
OTIPUITIOAHIOIOTECS Ha odiiiHoMy caiiTi LieHTpy.

13.3. Kuniniyauii ayuT BUNpoOyBaHHS MOYMHAETHCS HE paHille HiX depe3 14 kanengapHuX
JTHIB TIICJISl HAJICUJIAHHS TTOTIEPETHBOTO TIOBIJOMJICHHS Ta Y3TOJKCHHSI 13 3asIBHUKOM KJIIHIYHOTO
BUNIPOOYBaHHS Ta 3 BIAMOBIAATBHUM JOCIITHUKOM/IOCIITHUKOM IOYATKy HOTr0 MPOBEICHHS.

VY pasi akmo IlenTp Mae 00'eKTHMBHI MMiJICTaBH NPHUITYCKaTH, IO BUKJIAJICHI B 3asBi IS
oJlepKaHHS BUCHOBKY LleHTpy yMOBHM HE BHKOHYIOThCs, a00 skmio LleHTp Mae y cBoemy
PO3MOPSDKEHH]  JIaHl, IO CTaBJIATH I CyMHIB O€3MEKy IOCHIDKyBaHUX a00 HayKOBY
OOIpYyHTOBAHICTh KJIIHIYHOTO BUMpoOyBaHHA, a0o AaHi, sKi cBim4aTth mpo (anbcudikaiiro,
MOJKJIUBE CKOPOYCHHS TepMiHY MiX HaJaHHSIM IONEPEAHBOTO MOBIIOMJICHHS Ta MPOBEIACHHSIM
KJIIHIYHOTO ayUTY KITIHIYHOTO BUIPOOYBaHHS.

13.4. KuiniyHMHA ayJauT KIIHIYHOTO BHUIPOOYBaHHS 3AiHCHIOIOTH (axiBii LlenTtpy, sxi
BOJIOJIIFOTh 3HAHHAMH Ta MAalTh JOCBiJ 3 MHTaHb OpraHizamii Ta IMPOBEACHHS KIIHIYHHUX
BUNIPOOYBaHb 1 HE OEpyTh ydacTi B iX HpPOBENEHHI, a TaKOX HE 3ajJeXaThb BiJ CIIOHCOpa Ta
JIOCJIIJHUKIB.

13.5. 3a moTpebu 10 y4acTi B MPOBEACHHI KIIHIYHOTO ayIUTy KIIHIYHOTO BUIPOOYBaHHS
MOXXYTbh 3allydaTHcs iHII ¢axiBii (BIAMOBIIHO 10 OCOOIMBOCTEH MPOTOKOJIY JOCITIDKCHHS Ta
METH KJITIHIYHOTO ayJIUTy KIIHIYHOTO BUIIPOOYBAHHS).

13.6. Ocobu, sKi TPOBOIATH KIIHIYHUHM ayAWT KIIHIYHOTO BUIPOOyBaHHS, 30epiraroTh
KoH(piAeHIIIHICTE iHOpMaIlii, IKy 0JIepKYIOTh i 4ac HOTro MPOBEACHHS, BIIOBITHO 10 BUMOT
3aKOHOJIaBCTBA.

13.7. Tlpu npoBeACHH] KIIHIYHOTO ayJIUTy KJIIHIYHOTO BUIIPOOYBAaHHS B MICIII TPOBEICHHS
BUIIPOOYBaHHs 000B'I3KOBOI0 YMOBOIO € IPUCYTHICTh BIJNOBIIaJIbHOTO JIOCIITHUKA/OCITITHUKA
(a00 ocobu, sika BUKOHYE HOro (yHkii), a Tako)X MOXYTb OYTHM NPUCYTHI NpeACTaBHUKU
CTIOHCODA.

13.8. Ilix yac npoBeAeHHS KIIHIYHOIO ayJAUTy MOKYTh OYyTH BHCIIOBJIEHI KPUTHUYHI, CYTTEBI
a0o0 HeCyTTeBI 3ayBaXKEHHSI.

13.8.1. JIo KpUTHYHUX HaJIEXaTh 3ayBAXCHHS Yy BHIIQAKy BHSBICHHS MOPYIICHb, IO
HEraTHMBHO BIUIMBAIOTh Ha IpaBa, 0e3meKy abo 30poB's JOCIIKYBaHUX Ta/a00 BIUIMBAIOTh Ha
AKICTh Ta LUIICHICTh JaHUX KIIHIYHOTO AOCTiIKeHHS. KpuTuuHi 3ayBa)kK€HHS CTOCYIOTHCS:
HEBIAMOBIAHOCTI JaHUX, (anbcudikaii 1aHuX, BIICYTHOCTI NIEPBUHHUX MEAMYHUX JTOKYMEHTIB
Ta YHCENbHUX CYTTEBHX 3ayBakeHb. KpHTHYHI 3ayBa)KCHHS € IMiJICTABOIO Ui TUMYACOBOi 200
MOBHOT 3YNMUHKHU KJIIHIYHOTO BUNpoOyBaHHSA. [Ipo mpuilHsTe pilleHHs Ta Nmpo MiJCTaBHU IIOA0
TUMYacoBOi a00 MOBHOi 3yMMHKH KJIIHIYHOrO BUIMpoOyBaHHS LleHTp mucbMOBO MOBiOMIIsE
3asBHUKA Ta JOCIIIHUKA.

13.8.2. Jlo cyTTeBMX HaleXaTh 3ayBaXEHHS WLIOAO BUSBICHHS HEIOJIKIB, SKI MOXYTh
HEraTWBHO BIUIMHYTH Ha MpaBa, 0e3MeKy Ta 37J0pOB's JOCTIIKYBaHUX Ta/ab0 MOXKYTb BIUTMHYTH
Ha SKICTh 1 IUTICHICTD JaHUX KIIHIYHOTO MociipkeHHs. CyTTEBI HEAOJIKM BKIIOYAIOTH y cede
BIJIXMJIEHHS BiJl IPOTOKOJY KJIIHIYHOTO BUIIPOOYBAaHHS Ta/ab0 YMCENbHI HECYTTEBI 3ayBa)KEHHS.
CyTTeBi Henosliku NMOTPeOYIOTh BYACHOTO iX BHIIPABJICHHS Yy BCTAHOBIEHI 3a pe3ylbTaTaMu
KJIIHIYHOTO ayJIUTy CTPOKHU 3 Ha/IaHHAM MUCHhMOBOIO MTOB1IOMJIEHHSI PO 1X ycyHeHHs 110 LleHTpy.

13.8.3. Jlo HecyTTeBUX HaleXaTh 3ayBaXEHHS IWIOJO BHSBICHHS HEAONIKIB, SKi HE
BIUIMBAIOTh Ha IMpaBa, OE3MeKy Ta 3/10pOB's JOCI)KYBaHUX Ta/ab0 HE MOXYTh BIUIMHYTH Ha
SKICTh Ta HUTICHICTh JaHUX KJIIHIYHOTO JOCIIHPKEHHS 1 MalOTh OyTH BHUIIPABJICHI Ta BpaXOBaHI B
MOAAJIBIIIH POOOTI.



13.9. 3a pe3ynbraramMu KJIIHIYHOTO ayJIUTy KITHIYHOTO BUIIPOOYBAaHHS CKJIQJIAI0THCS 3BIT Ta
aKT, SIKHH MITBEPKYE (PaKT MPOBEACHHS KIIHIYHOTO ayIUTy, JI€ 3a3HAYAIOTHCSI BUCTIOBIICHI i
Yyac KIIHIYHOTO ayIuTy 3ayBaKeHHs (32 HasBHOCTI) Ta BCTAHOBIIOIOTHCS CTPOKH YCYHCHHS
BUSIBJICHUX TOPYLICHb (HEAOMIKIB). AKT, SIKMH HiATBEpIKYy€e (DAaKT NMPOBEACHHSA KIIHIYHOTO
aymauty, lleHTp Haacwiae 3asBHUKY Ta/ab0 BiAMOBIAAJIBHOMY JOCHIJHUKY KJIIHIYHOTO
BUNIPOOYBaHHs B TepMiH 10 30 KaneHIapHUX THIB MiCIIs TOBHOTO 3aBEPILICHHS KIIHIYHOTO ayIUTY
KJIIHIYHOTO BUMPOOYBaHHS.

13.10. VY pa3i BUsSIBJICHUX I11]] YacC MPOBECHHS KJIIHIYHOTO ayIUTy KITHIYHOTO BUIIPOOYBaHHS
HEJIOJIIKIB, IKI HE BHMMAaraimoTh THMYacoBOi a00 MOBHOI 3yMHMHKH KJIIHIYHOTO BUIPOOYBaHHS,
BIJIMOBIIAJILHOMY  JIOCIITHUKY/TOCTITHUKY Ta/ad0 CHOHCOPY HEOOXITHO iX YCYHYTH Yy
BcTaHoBieHuit LlenTpom ctpok. IH(opmarito moa0 yCyHEHHS HEIONIKIB BiANOBIAAIBHUN
JIOCJTITHUK/IOCIITHUK Ta/a00 3assBHUK Hajcuiae 1o LleHTpy.

SIKIIo BUSIBJICHI HENONIKH HE OyiHM yCyHEeHi (KpiM MOBaXHMX NPUYHMH Ta 3 HE3aIEKHHUX
00CTaBUH) y 3a3Ha4yeHH CTPOK, L[eHTp MOke MOBHICTIO 3YNMHUTH MPOBEACHHS KIIHIYHOTO
BUIIPOOYBaHHS.

XIV. TumuyacoBe 200 NOBHe 3yNNMHEHHS KJIIHIYHOI0 BUIIPOOYBaHHS

14.1. KniniuyHe BUnpoOyBaHHS MOXKe OyTH THMYacOBO a00 MOBHICTIO 3yIIMHEHE CIIOHCOPOM,
BIJIMOB1IAJILHUM JIOCITI IHUKOM/10CTiAHUKOM a0o LleHTpom.

14.2. CrioHCOp MOX€E TUMYACOBO a00 MOBHICTIO 3yITUHUTH KIIIHIYHE BUIPOOYBAHHS, IIPO 110
BiH CIIOBINIA€ BiMOBIAAILHUX JOCTITHUKIB/HociaaukiB, JII13, komiciro(i) 3 MUTaHb €THKHU Ta

[enTp.

[lpy  TumMyacoBOMy  3yNWHEHHI 32  pIOIGHHAM  CIOHCOpA  BIATOBITaTbHUMA
JOCTIAHUK/JOCTIAHUK TPUMHUHSAE HaOlp HOBHMX MAIlIEHTIB, a Ti, IO BXKE 3aly4yeHl y KIIHIYHE
BUTIPOOYBaHHS, IEPEXOAATh y (pa3y KOHTPOIIO 3a X CTAHOM Ta IMOAAJBIIOTO CIIOCTEPEKEHHS 1 3
HEOOX1JTHOCT1 HaJITaHHsI CTaHAApPTHOT MeIM4HOT JonoMord. CrOHCOp MOBUHEH HAJaTH 1HCTPYKIT
II0JI0 TIOJAJBIIIOTO YBEACHHS TAaIll€eHTaM JOCIIKYBaHOTO JiKapchkoro 3acoly. CroHcop
000B’A3KOBO MOBIIOMJIIE KOMICIIO 3 NMHTaHb €THKM Ta LIeHTp mpo NpuYMHHM THMYacoOBOIO
3YNUHEHHS, CTPOK, Ha KWW MPU3YNHHEHO KIIHIYHE BUIIPOOYBaHHS, 3aXO[H, IO IJIAHYETHCS
BXXHTHU JIJIs1 YCYHEHHS IPUYMH, Yepe3 SKi JOCiIKEeHHS 0yJI0 TUMYacOBO 3yIHHEHE, 3aX0/H, SKi
BXKUTI /17151 3a0€3M€UeHHs 3aXUCTy IpaB, Oe3neku Ta Onaromoiyyds nauieHTiB. [licns ycyHeHHs
NPUYMH, 3 IKUX KIIiHIYHE BUMPOOYBaHHs OyJI0 THMYACOBO 3yNHMHEHE, Ta IHPOpPMYBaHHs KOMICIT 3
NUTaHb €TUKH Ta L{eHTpy CrTOHCOp MOXKe MOHOBUTH MPOBEACHHS KITIHIYHOTO BUIPOOYBaHHSI.

14.3. BianoBianbHUN  JOCHIIHUK/JOCIITHAK Ma€ THUMYacOBO 3YNMUHUTH KIIHIYHE
BUNIPOOYBaHHS a00 OKpemi HOro eramu y pasi MiJBUIIECHHS PU3MKY JUIS 30pOB's a00 >KUTTS
JOCTIIKyBaHUX Ta O(IliiiHO MOBIAOMUTH MPO 11€ CIOHCOPa, LIeHTp Ta KOMICitO 3 MUTaHb €TUKH.

14.4. IlenTp Moxe TUMYAcOBO a0o. 3a moromkeHHsIM 3 [IOBB, 30BciM 3ynmuHUTH KITiHIYHE
BUMPOOYBaHHS, SKIIO € 00 €KTHBHI IMiICTABH BBAXKATH, 10 BUKJIAJICHI B 3asiBl MPO OJCPKaAHHS
BUCHOBKY LleHTpy yMOBHM HE BUKOHYIOTHCS, 00 SIKIIO € JIaHi, 0 CTaBJATH IiJ] CyMHIB O€3MeKy
JIOCJTIDKYBAaHUX a00 HAYKOBY OOTPYHTOBAHICTh KJIIHIYHOTO BUITPOOYBaHHS, 200 /1aHi, 1110 CB1/T4aTh
npo danscudikariro. [Ipo cBoe pimeHHs Ta Ipo NPUYUHM Horo npuiHATTA LleHTp nmoBigomise
CIIOHCOpA, BIAMOBITATBHUX MOCHIMHUKIB/mocaiaaukiB/JIII3 Ta BiAMOBIAHY KOMICIIO 3 TUTaHb
€TUKH Ta ONMPUWITIOHIOE Horo Ha odimiitHoMy caifTi LleHTpy.

14.5. BinHOBIEHHS NPOBEJCHHS KIIHIYHOTO BUITPOOYBaHHS, 1110 OyJI0 THMYACOBO 3YITUHEHO,
MOJJIMBE y pa3i MOBHOTO YCYHEHHsI NMPHYMH, MO0 OOYMOBWJIM THMYAcOBE 3YIHHEHHS, Ta
iH(popmyBanHs npo 1e LlenTpy Ta KoMmicii 3 MTUTaHb €TUKH I NPUHHATTS HUMU BiJIIOBITHOTO
pIIIICHHSI.



14.6. Y pasi mOBHOTO 3yNMUHEHHS KJIIHIYHOTO BUIIPOOYBaHHS MO0 BiTHOBJIEHHS MOKJIMBE 32
HasIBHOCTI TIOBTOPHOTO TMO3UTHBHOTO BucHOBKY LleHTpy Ta TOBTOPHOTO MOTOKEHHS
KOMICI€rO(SIMU) 3 TMTaHb €TUKH TpH BiamoBiaHOoMY(uX) JITT3.

{Tlopsiook 6 pedaxyii Haxazy Minicmepcmea oxoponu 300pos’s Ne 523 6io 12.07.2012}

JAupexkTop JlenaprameHnry
PeryJiTOpHoi NOJITUKHU
y cepi 00iry JikapcbKuX 3ac00iB
Ta NPOAYKUIi B CHCTEMi 0XOPOHU
310pPOB'sl

10.B. Koucranrinos

JlomaTox 1

o [Topsinky mpoBeaeHHS KITIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B
Ta eKCIIePTH3H MaTepiaiiB
KIIIHIYHUX BUMTPOOYBaHb

HEPEJIIK
OCHOBHMX JIOKYMEHTIB KJIIHIYHOT0 BUNIPOOYBaHHS, sIKi 30epiralorbest
y JIII3 Ta micui npoBeJAeHHsI BUNPOOYBAHHS Ta y CIIOHCOPaA

3BEPITAETHCS B APXIBI (DA

nociigauka/JIT13 CIoHCOpa
1. lo moyaTKy KJIiHIYHOIO X0CTiIKEHHS
Opolrypa JOCTiTHUKA X X
H1JIUCAaHUHM CIOHCOPOM Ta JIOCIITHUKOM MPOTOKOJ X X
KJIIHIYHOTO BUITPOOYBAHHS 1 MOMPABKH 10 HHOTO
(SIKIIO TaxKi €)
3pa3oK iHIUBIAYalIbHOI peecTpaliitHoi hopMu X X
MaTepiai, 1o HATAITHCSA MallieHTaM (3I0pPOBUM
JIOOPOBOJIBITSIM):
iH(opMoBaHa 3rojia (BKII04Ya0un HeoOX11H1 X X
NepEeKIIaIn)



https://zakon.rada.gov.ua/laws/show/z1235-12#n6

1HIIIa TUCbMOBA 1H(OpMAITis JIJIs TaIll€HTa X X
(310pOBOTO JOOPOBOJIBLIA)
OTOJIOUICHHS PO HA0Ip AOCIIIKYBaHUX (SKIIO X
BUKOPHUCTOBYIOTHCS)
iH(opmMaris moao GiHAHCOBUX MUTAHD KITHIYHOTO X X
BUIPOOYBaHHS
JIOTOBIp CTpaxyBaHHS (cepTU(IKaT 10 JOTOBOPY) X X
(xomis cepTudikara 10 (moroBip
JIOTOBOPY CTpaxyBaHHS)
CTpaxyBaHHS)
MIMACAHUHA JOTOBIP MIXK CTOPOHAMMU:
nociigaukom/JITT3 i ciorcoOpom X X
nociigaukom/JIT13 1 KOHTPAKTHOO TOCITI THUITEKOIO X X
OpraHizami€ero (SIK1I0 MOTPiOHO)
CIIOHCOPOM Ta KOHTPAKTHOO JTOCI1THUIIBKOIO X
OpraHizali€ero
JaTOBaHE 1 JOKYMEHTAJIbHO oopmiieHe X X
noropkeHHst Komicii 3 mutans etuku npu JII13
MmarepialiiB KJIiHIYHOTO BUITPOOYBaHHS
JOKYMEHT HIOJI0 CKIIaAy KOMICIT 3 TUTaHb €TUKU X X
nipu JITI3 (sIK1110 TTOTP1OHO)
BucHoBok LleHTpy 1110710 MpoBEAEHHS KIIIHIYHOTO X X
BUIIPOOYBaHHS
aBToOiorpadii nocnigaukis (CV) ta/abo inmIi X X
JOKYMEHTH, 1110 MiATBEPIKYIOTh IXHIO
KBaTiQiKaIlio
HOpMAaJTbHI 3HAUEHHS /TPaHUIll HOPM JIJIst X X

KJIIHIYHUX/Ta00paTOPHUX/ IHCTPYMEHTAIBHUX
TECTIB/ TOCTIKEeHb, Mepe0aYeHNX MTPOTOKOIOM
KJIIHIYHOTO BUIIPOOYBaHHS




KJIIHI9H1/1a00paTOpHi/ IHCTPYMEHTAJIbHI
TECTH/AOCITIDKEHHS: cepTudikaiis, abo
aKpeauTallis, abo BHYTPIlIHIN 1/a00 30BHINIHINA
KOHTPOJIb SIKOCTI J1a00paTOpHOTO 00JIaTHAHHS, 1HIIT1
MeToaH Bepudikarii

3pa30K €THKETKH Ha YIaKOBIIi JOCITIPKYBaHOTO
JIKapChKOTo 3aco0y

THCTPYKIIiS IIIOJI0 TTOBOJKCHHSI 3 JIOCIII)KYBAaHUM
JTIKapChKUM 3aCO00M Ta HEOOXiTHUMH BUTPATHHUMU
Marepianamu (SKIIO He BKJIFOYEHA JI0 IPOTOKOIY
KJIIHIYHOTO BUTIPOOYBaHHs a00 OpomrypH
JIOCJTIJTHUKA)

JIOKYMEHTAITisI II0JI0 TTOCTaYaHHs JOCITIKYBAHOTO
JKapChKOTO 3aC00y Ta HEOOX1THUX BUTPATHUX
MarepiaiiB

ceptudikaT cepii AOCTIIKYBAHOTO JIKAPCHKOTO
3aco0y

Mpoleypa po3KpUTTS PaHIOMI3alIfHOTO KOy TIpU
NPOBE/IEHH] KJIIHIYHOTO BUNPOOYyBaHHs "ciinum"
METOI0M

paHaoMi3aliifHUNA CITUCOK

3BIT MOHITOpA MPO MONEpeHIH BI3UT

3BIT MOHITOpPA PO OYATKOBUH (CTapTOBUIT) BI3UT

2. ITix yac npoBeaeHHsI KJIiHIYHOTO T0CTi/I>KEHHS

HOBI peJaKilii:

Opolypu JOCTIAHUKA;

IPOTOKOJTY KJIIHIYHOTO BUITPOOYBaHHS Ta MOMPABOK
JI0 HBOTO (SIKIIO TaxKi €);

1HAMBITyaJIbHOI peecTpaiinoi popmu;
1H(OpMOBaHO1 3rofi1 Ta MTUCHMOBOI 1H(hOpMaLlii i
HAIi€HTIB (310pOBUX J100POBOJIBLIB);

OT0JIOIIEHB PO HA01p AOCHIKYBAHUX (SIKIIO
BUKOPUCTOBYIOTHCS)




JlaTOBaHE 1 JOKYMEHTAJIBHO 0(OopMIICHE
MOTOJKEHHS KOMICii 3 muTanb etuku mipu JII13:
MONPaBKH(OK) 0 MPOTOKOIY KITIHIYHOTO
BUNIPOOYBaHHS;

HOBO1(MX) pemaxiii(i):

iH(pOPMOBaHOI 3101 Ta MUCHMOBOI iHPOpPMALi IS
TMAIIE€HTIB (3I0POBUX TI0OPOBOJIBIIIB);
OTOJIOUICHB PO HAOIP AOCIIKYBAaHUX (SKILO
BUKOPUCTOBYIOTHCS);

pe3yJIbTATIB MEPIOUIHOTO MEPETIISTY
JIOKyMEHTAITIT 3 KJIIHIYHOTO BUITPOOYBaHHS

BucnoBok LIeHTpy 1010 CyTTEBHX MOMPABOK 10
IPOTOKOJTY KJIIHIYHOTO BHIIPOOYBaHHS

3MIHM HOPMaJIbHUX 3HAYEHB/TPAHUIL HOPM ISt
KIIHIYHUX/Ta00paTOPHUX/IHCTPYMEHTATBHUX
TECTIB/AOCTIKEHbB, TIEpeI0aYeHUX MPOTOKOJIOM
KJIIHIYHOTO JTOCIIIIKEHHS

aBToOiorpadii (CV) HOBOro BiIOBIAaILHOTO
JIOCJII THUKA/ MOCII IHUKA/CIBIOCI JTHUKA

3MIHHU B MpoLielypax KIIHIYHUX/1abopaTopHUX/
IHCTPYMEHTAJIbHUX TECTIB/ JOCIIIKEHb:
cepTudikanis, abo akpeauTaiis, a0o BHyTpiIIHIN
1/ab0 30BHILIHIN KOHTPOJIb SKOCTI, 1HIIT METOIN
Bepudikamii

JIOKYMEHTAILlisl 1110710 TOCTaYaHHs JOCIIIPKYBaHOTO
JIKapChKOTO 3aco0y 1 MOTPIOHUX BUTPATHUX
MmarepiaiiB

cepTUdiKaTH HOBUX Cepiil 1OCIiIKyBaHOTO
JKapChKOT0 3ac00y

3BITH MOHITOPIB

1H(hOopMallis I10]I0 TIEPErOBOPIB/IUCTYBAHHS, 10
MOB'S13aH1 3 KJIIHIYHUM BUIIPOOYBaHHAM

nianvcani iHGopMoBaHi 3roIu

MEPBUHHI METUYHI TJOKYMEHTH




3aloBHEHI, 1aTOBaH1 Ta MiAMKCaHI 1HIUBIyaIbH1 X X

peecTparliitHi GpopMu TOCITIIKYBaHHX (xorris) (opwurinan)

peecTpallisi BUIPABJICHb B 1HIUBITyaIbHUX X X

peecTpamiitHux Gopmax (xomis) (opurinan)

MOBITOMJICHHS JIOCJIIHUKIB, 110 Ha/IaH1 CIIOHCOPY, X X

PO CepiO3HI MOOIYHI SIBUIIA Ta BiAMOBIIHI 3BITH

MOB1IOMJICHHS IIPO CEPI03HI HemepenoavyBaHi X X

noOivHi peakuii, ki Hajae cnoncop 1o LlenTpy

npoMixkHi 200 pivHi 3BITH IPO CTaH KIIIHIYHOTO X X

BUIIPOOYBaHHS, 110 HaAatOThCs LIeHTpy Ta KoMmicii 3 (K110 OTPIOHO)

nuTaHb eTuku rnpu JII13

MOB1IOMJICHHSI, IO HAJA€ CIIOHCOP JOCIITHHUKY PO X X

HOBY iH(opMmallito 3 6€3MeKH T0CIIIKYBAHOTO

3aco0y

JKYpHAJ CKPUHIHTY JOCITIIKYBaHUX X X
(sIK1110 TTOTP1OHO)

CITMCOK 1IeHTU(IKAIMHUX KOJIB TOCIIIKYBaHUX X

JKypHaJ peecTpariii 3a1y4eHuX A0 BUIIPOOyBaHb X

JIOCHIJIKYBaHUX

00JTIK JTOCTIIKYBAaHOTO JIIKapChKOT0 3aco0y y Mici X X

MPOBEJCHHS KIIHIYHOTO BUIIPOOYBaHHS

JIUCT 3pa3KiB MiAMKUCIB BIMOBIIATFHOTO X X

JTOCJTITHUKA/MoCIiTHUKA(1B )/CTIiBIOCTI THUKA(1B)

XKypHaJ 001Ky 3pa3KiB O10JOTIYHUX P1AMH/TKAaHUH, X X

3QITMIIICHUX Ha 30epeKeHHsI (SKIIO

BUKOPUCTOBYETHCS)

3. Ilicns 3aBepuIeHHs KJIiHIYHOTO A0CTiKEHH S

00JTIK TOCTIIKYBaHOTO JIIKAPCHKOTO 3ac00y y MiCITi X X

NPOBE/ICHHS KITIHIYHOTO BUMPOOYBaHHS




aKT 11010 3HHUIICHHS HEBUKOPUCTAHOTO X X

JOCTIPKYBAHOTO JIIKAPCHKOTO 3ac00y (Y pasi sIKII0 3HUIIECHO
y MicCIli TPOBEACHHS
KIIIHIYHOTO
BUNIPOOYBaHHS)
MiJICYMKOBHM CIIMCOK 1ICHTU(IKAIHIX KOIIB X
JOCITIJKYBaHUX
JIOKYMEHT, 1[0 MATBEPIKYE (PAKT ayAUTOPCHKOL X

HEepeBIpKH (SKIIO €)

3BIT MOHITOpA PO 3aKIIFOYHHUNA BI3UT X

iH(opMaIist PO MpU3HAYEHE JIIKYBaHHS 1 X
PO3KPHTTS KOJIIB

3BIT PO KJIiHIYHE BUITPOOYBaHHS X X
(sIKTII0 TTOTP1OHO)

{Hooamox 1 6 pedakyii Hakazy Minicmepcmea oxoponu 300pos's Ne 523 6io 12.07.2012}

JlomaTok 2

mo Tlopsinky mpoBeAeHHS KITHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC001B

Ta eKCIePTHU3HM MaTepialiB KIIHIYHUX
BUIIPOOYBaHb

BUMOI'
no ingopmoBanoi 3roam*

Y nuceMOBIi Ta ycHiii iH(opMmallii, 110 HaAA€ThCS MAIIEHTY (30POBOMY TOOPOBOJIBINO) 200
3aKOHHOMY TIPEACTaBHUKY / OJIM3bKOMY POJNYY, 3a3HAYAETHCS 1H(HOpMAITis II0/10:

JOCTIAHUIIBKOTO XapakTepy KIIHIYHOTO BUIIPOOYBaHHS;
3aBJlaHb KJIIHIYHOTO BUIIPOOYBaHHS;

JIOCITIJIKYBAHOTO JIIKapChbKOIO 3aco0y, B TOMY YHCJi CTOCOBHO BIPOTIIHOCTI MOOIYHHMX
peaxiiif Ta MOXJIMBOCTI 3JIy4€HHS 1O OJIHI€T 3 TPy KIIHIYHOTO BUIIPOOYBaHHS;

IpoIielyp MPOBEICHHS KIHIYHOTO BUITPOOYBaHHS;
npaB Ta 000B'3KIB 1OCIIIKYBaHOTO;

HEe3py4YHOCTEN AJIs JOCTII)KYBAaHOTO, @ TAKOXK OYIKYBaHOTO PU3UKY Ta OYIKYBaHOI KOPHUCTI;


https://zakon.rada.gov.ua/laws/show/z1235-12#n388

KJIIHIYHOTO BUMPOOYBaHHS, IKE HE Ma€ JIIKYBaJIbHOTO XapaKTepy;

IHIIUX BUJIIB MEAMKAMEHTO3HOTO a00 HEMEJIMKAaMEHTO3HOTO JIIKYBaHHS, 1[0 MOXYTh OyTH
NpU3HAYEHI JOCHIHKYBAaHOMY;

KOMITCHCAIIi1 Ta/a0o JIIKyBaHHs, Ha sIK1 JIOCIIPKYBaHUM MOKE PO3paXxOBYBATH Yy pa3i 3aBJIaHHS
IIKOJIM IOT0 3J0POB'T0 MiJ] Yac KIIHIYHOTO BUMPOOYBaHHS, BKIIOYAI0UH iH()OPMAIIiIO ITPO TOTOBIp
CTpaxyBaHHS JKUTTS Ta 370POB's MallieHTa (JOOPOBOJBII) i3 3a3HAUCHHSIM HAaWMEHYBaHHS Ta
MICII€3HAXO/[KCHHSI CTPaXx0OBOI KOMITaHii, HOMepa Ta JaTH YKIAJACHHS JOTOBOpY™**;

PO3Mipy Ta YMOB BUIUIAT JIOCIIIXKYBaHOMY, SIKIIIO Taki nepeadadeHi (OKpiM CTPaxoBUX);

BUTPAT JIOCII/DKYBAHOTO, SKIIO TaKi OYiKyIOThCS, OB'SI3aHUX 3 HOTO Yy4acTIO B KJIIHIYHOMY
BUIIPOOYBaHHI,

JTOOPOBUTBLHOT yUacTi y KIHIYHOMY BUIIPOOYBaHHI 1 IO JOCTIKYBAaHUN MOXKE BIIMOBHTHCS
BiJl Hel B OyAb-KHil MOMEHT 0e3 MosICHEHb, 0e3 Oy Ib-SKUX CaHKI[iil a00 0OMekeHb HOro mpas;

npaB mnpenctaBHUKIB LleHTpy, Kowmicii 3 mWTaHb €THKM Ta CIOHCOpa CTOCOBHO
0e3rmocepeTHHOro JOCTYIY A0 iHhOopMaIlii y TepBUHHIN MEIUYHIN JOKYMEHTAITT TOCIIPKYBaHOTO
JUTSL TIEPEBIpKH TIpoIeayp Ta/abo MaHWX KIHIYHOTO BHIIpOOyBaHHS Ta/abo ii oOpoOku, He
MOPYUIYIOYH [PH [IbOMY aHOHIMHOCTI JIOCITIJI)KYBaHOT'O;

CBO€YACHOCTI 03HAHOMIICHHS JIOCII/HKYBAaHOTO a0 HOT0 3aKOHHOTO MPEJICTABHUKA 3 HOBOIO
iH(poOpMaIi€r0, MO MOXE BIUIMHYTH Ha Oa)KaHHS OCITIPKYBAaHOTO TPOJOBXKHUTH YYacTh Y
KIIIHIYHOMY BUIPOOYBaHHI;

BUKOPHUCTAHHS TIEPCOHATBHUX JAaHUX JIOCIIDKYBAHOTO JUISI TIPOBEJACHHS IIHOTO KJIIHIYHOTO
BHUIPOOYBaHHS BIJIMOBIIHO 70 3akoHY Ykpainu «IIpo 3aXxucCT mepcoHaabHUX AaHUX», a caMe:
METH OOpOOKM MEPCOHATHHUX MaHMUX, CKIATy Ta 3MICTY MEPCOHAIBHUX JaHUX, BOJIOIUIBILST
MEPCOHAIBHUX JIAHUX TAlli€HTA, TOCTYIY 0 MEePCOHATBHUX JAHUX TPETiX 0Ci0;

0ci0, 70 SIKUX MOXHa 3BEPHYTHCS IJIs OZEp>KaHHS J10JaTKOBOI iH(OpMAaIii npo KiiHIYHEe
BUIIPOOYBaHHS 1 MpaBa JOCHIKYBAHOTO, @ TAKOXK (PI3MUHUX Ta/abo0 IOPUIUYHUX OCI0, 3 SIKUMU
JIOCIIJKYBaHUM MOXe 3B'A3aTUCS y pasl 3aBAAHHS LIKOAW HOro 370pPOB'IO MiJ Yac KJIIHIYHOTO
BUIIPOOYBaHHS;

o0cTaBMH Ta/ab0 MPUYMH, Yepe3 sIKi y4acTh JOCIIIKYBAaHOTO Yy KIIHIYHOMY BHUIIPOOYBaHHI
MO’K€ OyTH MPUITMHEHA;

TPUBAJIOCTI y4acTi JOCI)KYBAHOTO y KIIHIYHOMY BUNIPOOYBaHHI;
npUOJIM3HOT KUTBKOCTI JOCIIPKYBaHHX, 1110 OpaTUMYTh y4acTb y KJIIHIYHOMY BUIIPOOYBaHHI.

Bimomocti mpo mociimKyBaHOTO 30epiraloTbcsi B TAEMHHII Ta OOPOOJISIOTHCS B MeEXax
KJIIHIYHOT'O BUITPOOYBaHHS Y 3HEOCOOJIEHOMY BUTJISAIL.

®opma iHPOpMOBaHOT 3roaM, KpiM TOrO, MOBUHHA OyTH MiANKCAaHA TOCTITHUKOM, SIKUN
OoTpuMyBaB iH(OpPMOBaHy 3rojay, Ta JOCHDKYBaHMM*** a 3a yuacTi Hemie3JaTHUX
JOCIIJKYBAaHUX, SIKI HECHPOMOXKHI CaMOCTIMHO JaTu 1H(GOpPMOBaHY 3rofy, - 3aKOHHUM
MPEACTABHUKOM / OJTM3BKUM POJTUYEM.

* B iHTepecax JOCHiKyBaHOTO iH(pOpMOBaHa 3rofja Mae OyTH TOTIOBHEHA 1HIIOIO MPOTOKOJI-CHEIM(ITHOIO
iH(opMarIi€ro.

** Inhopmariist o0 TOTOBOPY CTPaxXyBaHHS Ta CTPaXOBOi KOMIaHil (HaliMeHyBaHHS, aJipeca, KOHTaKTHA 0co0a,
TenedoH/akc, eneKTpoHHa MOIITA TOIIIO) 3aTOBHIOETHCS JTIKApEeM-TOCIIiTHUKOM 0e3IMoCcepeTHRO B JIKyBaIbHO-
npodiakTHIHOMY 3aKJIa/Ii IPH MiAMUCaHH] iHPOPMOBAHOT 301 TAIIIEHTOM Ha ITiICTaBi BiAMOBIIHOT iHpopMaIlii
Bijl 3asBHUKA KJIIHIYHOTO BUITPOOYBaHHSI.

**% VY pasi yyacTi y KIIHIYHOMY BHITPOOYBaHHI MaJIONITHIX (0 14 pokiB) Ta HenmoBHOMITHIX (Bix 14 10 18 pokiB)
JiTel HeoOX1IHO OTpUMYyBaTH iH(OPMOBaHy 3roay 000X 0aTbKiB. MayloIiTHIM Ta HEHOBHOJIITHIM JITSM HaJa€ThCs


https://zakon.rada.gov.ua/laws/show/2297-17

JIOCTYIIHA JUIsl IX PO3YMIHHS MMCbMOBA Ta yCHa iH(opMaris Ipo KiIiHiYHEe BUNIpoOyBaHHs. HemoBHOIITHIN MalieHT
ocoOucTo mianucye Ta garye ingopmosaHy 3roay. [Hpopmaris 111010 3aydeHHsI MAJIOJIITHIX Ta HETOBHOJITHIX
JUTEH HaNpaBIsEThCS B TOBUIbHIN (opMi 10 OpraHiB OIMIKH Ta MIKITyBaHHS 32 MiCLeM HOCTIHHOTO MTPO>KUBAHHS
JIUTHHH.

V pa3i 3ayueHHs Helie3AaTHUX JOCIIKYBaHUX, SIKI HECITPOMOXKHI CaMOCTIHHO J1aTh iH(GOpMOBaHy 3rofy,
BIJIMTOBIAHO 70 crienu(iky JOCTIDKEHHS iHPOpMOBaHa 3rojia Mae OyTH OTpHMaHa y HOTro 3aKOHHOTO MpeACTaBHHUKA /
O6mm3pKOTO poamya. 3a He0OXiTHOCTI B iH(OPMOBaHiii 3T0/1i CTABUTHCS MIIHC CBiIKA.

{Tlopsioox Oonosneno Hosum O0ooamkom 2 32iono 3 Haxazom Minicmepcmea oxoponu
300poe'ss Ne 304 6i0 06.05.2014}

Jlomatox 3

o [Topsinky mpoBeaeHHS KITIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B

Ta eKCIIePTH3H MaTepiaiiB

KIIIHIYHUX BUMIPOOYBaHb

(mignyskr 7.1.1 myskry 7.1 po3ainy VII)

CYINPOBITHUM JINCT

{Hooamox 6 peoakyii Hakasie Minicmepcmea oxoponu 300pog’s Ne 523 6io 12.07.2012, Ne
966 6io 18.12.2014}

JlonaTok 4

mo [Topsinky mpoBeaeHHS KITIHIYHUX
BUMPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta eKCIepTU3HM MaTepiaiiB

KJIIHIYHUX BUIIPOOYBaHb

(mignyskt 7.1.2 myskty 7.1 po3ainy VII)

3AABA
MPO NMPOBeIeHHS KJIIHIYHOT0 BUNIPOOYBaHHA JIKAPCHKOro 3ac00y /
NMOro/KeHHs KOMicii 3 nuTanb eTuku npu JII3 moao nposeaeHHs
KJIIHIYHOT0 BUNIPOOYBaHHA JIKapCHLKOIo0 3ac00y

{Hooamox 6 peoaxyii Haxazy Minicmepcmea oxoponu 300pog’s Ne 523 e6io 12.07.2012; i3
3MiHamu, eHecenumu 32i0Ho 3 Haxazom Minicmepcmea oxoponu 300pog’s Ne 304 6io 06.05.2014;
6 peoaxyii Haxazy Minicmepcmea oxoponu 300pos's Ne 966 6io 18.12.2014}

Jlomatok 5

mo Tlopsinky mpoBeAeHHS KITHIYHUX
BUIIPOOYBaHb JIIKaPChKHUX 3aC00iB
Ta eKCIepTHU3U MaTepiaiB
KJIIHIYHUX BUIIPOOYBaHb

ITOBHE 10CB€
AOCTIAAKYBAHOTO JIIKAPCHKOIO0 32c00y


https://zakon.rada.gov.ua/laws/show/z0739-14#n56
https://zakon.rada.gov.ua/laws/file/text/32/f305663n844.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n391
https://zakon.rada.gov.ua/laws/show/z0062-15#n55
https://zakon.rada.gov.ua/laws/show/z0062-15#n55
https://zakon.rada.gov.ua/laws/file/text/32/f305663n849.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n393
https://zakon.rada.gov.ua/laws/show/z0739-14#n49
https://zakon.rada.gov.ua/laws/show/z0062-15#n57

[ToBHEe mOChE HA JOCHIDKYBAaHWW JIIKAPChKUN 3acid MICTUTH i1HGOpPMAIlI0 3a TaKUMH
po3aiIamMu:

1. Jlikapcpka pedoBUHA (IS JTIKAPCHKUX MPEMapariB, M0 MICTATh OlIbIIe O/HIET TIKAPChKOL
pevYoBHHH, 1HGOpPMAIIis HATAETHCS B TOBHOMY 00CS31 IIOJ0 KOYKHOI 3 HUX):

3arajibHa iH(pOpMAaLis;

BUPOOHUIITBO;

XapaKTepUCTHKa,

KOHTPOJIb JIIKAPCHKOI PEYOBUHU;

CTaH/JaPTHI 3pa3Kku a00 PCUYOBHHH,

crcTeMa yIaKOBKH/3aKyTIOPKH;

CTaOUIbHICTb.

2. Jlikapcbkuii mpenapar:

OTIHC 1 CKJIQJI JIIKAPCHKOTO Mpernapary;

dapmarneBTUUHA PO3POOKa;

BUPOOHHIITBO;

KOHTPOJIb IONIOMDKHUX PEYOBHH;

KOHTPOJIb JIIKapCHKOTO Tpernapary;

CTaHJapTHI1 3pa3Ku 1 PEYOBHHHY;

cucTeMa ylnakoBKH/3aKyIOpPKH;

CTaOUIbHICTb.

3. JlormtoBHEHHS:

TEXHIYHI 3aC00M 1 yCTaTKyBaHHS;

OLIIHKa 6€3MeYHOCTI [0JI0 CTOPOHHIX MIKPOOPIaHi3MiB;
HOBI JIOTTIOMI’KHI pEYOBUHH;

PO3YMHM IS BiTHOBJICHHS Ta PO3UYUHHHKH.

4. oxniHiuH1 (hapMaKoJIOTIYHI Ta TOKCUKOJIOT1YHI JaHi:
bapmakonHaMiKa;

(bapMaKoKiHETHKa;

TOKCHUKOJIOT'151.

5. JlaHi 1o KJIIHIYHOMY BUBYEHHIO (SIKIIIO TPOBOAUIIOCH):
KJIiHIYHA (apMaKoIoris;

KJIiHIYHA (papMaKOKIHETHKA;

BIUTMB Ha JIIOJIMHY;

OIliHKa KOPHUCTI Ta PU3HUKY.



6. SIk10 okpeMi YaCTHHHU TOKYMEHTaIlli He BKJIFOUEHI JI0 MaTepiajiB, y BIAMOBIIHOMY MicCIIi
CJIiJ] 3a3HAYUTH PUYUHY BiACYTHOCTI iH(OpMAIIii Mi]] BIAIOBIIHUM 3ar0JI0OBKOM.

7. st TiKapChKUX MpenapaTiB TBAPUHHOTO MOXOKEHHS Mae OyTH HaJgaHa Taka JOJaTKOBa
iH(opMmartis:

JlaHi II0710 BUAY, BIKY, palliOHy TBapHH, BiJ SKHX OTpUMaHa CUPOBUHA;

JIaHl PO XapakTep (KaTeropiro) TKaHWHH, 3 SIKOI OAEP)KYEThCS CHPOBUHA JIJIs1 BUPOOHUIITBA
JKapChKOTO 3ac00Yy, 3 TOUYKH 30Dy ii HeOE3MeKH 11010 BMICTY IIPIOHIB;

TEXHOJIOTIYHA cXeMa OOpOOKM CHpPOBHHH 13 3a3HAYCHHSIM CKCTPAreHTIB, TEMIIEPATyPHOTO
pPEeKUMY;

METOAM KOHTPOJIO BHUXIJHOI CHPOBHHH, BKJIIOYAIOYM METOIU BHSBICHHS IIPIOHIB Y
KIHIIEBOMY MPOJYKTi (3a moTpedn).

{looamok 6 peoaxyii Haxazy Minicmepcmea oxoponu 300pos’s Ne 523 6id 12.07.2012}

JlomaTok 6

o [Topsiiky mpoBeaeHHS KITIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B
Ta eKCIIePTH3H MaTepiaiB
KIIIHIYHUX BUIIPOOYBaHb

3ASNBA
BiANOBiZaJIBLHOI0 JOCJTITHUKA

{Hooamoxk 6 peoaxyii Haxazy Minicmepcmea oxoponu 300pog's Ne 523 eio 12.07.2012; i3
3MiHamu, énecenumu 32i0Ho 3 Haxazom Minicmepcmea oxoponu 300pog's Ne 639 6io 01.10.2015}

Jlomatok 7

mo Tlopsinky mpoBeAeHHS KIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC001B
Ta eKCIepTHU3U MaTepiaiB
KJIIHIYHUX BUIPOOYBaHb

IHOOPMAILA
npo JIII3 Ta micie npoBeieHHs KJIIHIYHOT0 BUIIPOOYBAHHS

{Hooamox 6 peoaxyii Haxazy Minicmepcmea oxoponu 300pos’s Ne 523 6io 12.07.2012}

0/1aTOK 8

o [Mopsinky mpoBeneHHS KITIHIYHUX
BUITPOOYBaHb JIIKAPCHKUX 3aC001B

a eKCIIepTHU3H MaTepialliB
KJIIHIYHUX BUIIPOOYBaHb

HOBIIOMJIEHHS
MPO MOYATOK KJIIHIYHOr0 BUNIPOOYBAHHS B Y KpaiHi



https://zakon.rada.gov.ua/laws/show/z1235-12#n395
https://zakon.rada.gov.ua/laws/file/text/41/f305663n862.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n435
https://zakon.rada.gov.ua/laws/show/z1520-15#n38
https://zakon.rada.gov.ua/laws/file/text/25/f305663n820.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n437
https://zakon.rada.gov.ua/laws/file/text/25/f305663n821.doc

{Hooamox 6 peoaxyii Haxazy Minicmepcmea oxoponu 300pos’s Ne 523 6io 12.07.2012}

0/1aToK 9

o [Topsinky mpoBeneHHS KITIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B

a eKCIIepPTHU3H MaTepialliB
KJIIHIYHUX BUNIPOOYBaHb

HEPEJIIK
ACIHEKTIB KJIIHIYHOT0 BUNIPOOYBAHHS, 100 IKUX CIIOHCOP MA€ BHECTH
CYTTEBI MONPABKHU

1. IlonpaBku, NOB'sI3aHi 3 NPOTOKOJIOM KJIiHIYHOT0 BUIIPOOYBAHHS:
MeTa JIOCI1HKEHHS;

TU3aiH JTOCIIKEHHS;

KOJIOBaHHI HOMED 1 BEPCisi IPOTOKOITY KIIIHIYHOTO BUITPOOYBaHHS;
iH(OopMOBaHa 3ro/a;

npolueaypa Hadopy Malli€HTIB;

MOKA3HUKH e(DEeKTUBHOCTI;

rpadik 1000py mpol ais JIabopaTOPHUX TECTIB;

JIOTIOBHEHHS 00 BUKITIOYEHHSI TECTiB a00 MOKa3HUKIB;

BIKOBHI Jllania30H JIOCIiKYBaHUX;

KpUTEPIi BKIIOUEHHS;

KpUTEPii BUKIIIOUEHHS;

MOHITOPHHT O€3MEKH;

TPUBAIICTh BILTUBY JTOCIIKYBaHOTO(HX) JiKapchKkoro(ux) 3aco0y(iB);
MOMPABKH JI03yBaHHS JIOCI1KYBaHOT0(MX) JIIKapchKoro(ux) 3aco0y(iB);
3MiHa JIIKApChKOI'0 Ipernapary NOPiBHSAHHS;

CTaTUCTUYHUM aHai3.

2. llonpaBku, NoB's13aHi 3 OpraHi3anico KJIiHIYHOIO BUNPOOYBAHHSA:

3MiHA  BUIMOBIMAJBHOTO  JOCHIAHWKAa a00 3aJlydeHHs HOBOTO  BIJIMOBIIAIBLHOTO
JIOCITITHUKA/MICIISI TPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS;

3MiHa KUTBKOCTI JOCTIKyBaHUX B YKpaiHi;
3MiHa JOCTiTHUKA-KOOPAUHATOPA;
3MiHa CIIOHCOpa abo o¢iifHOrO MpeACTaBHUKA CIIOHCOPA;

3MiHa KOHTPAaKTHOI JOCIIAHMIIBKOI OpraHi3ailii, BiIIOBIJaIbHOI 32 BUKOHAHHS Ba)KJIMBHX
3aBJaHb Yy paMKax KJIIHIYHOTO BUIPOOYBaHHS;

3MiHA BU3HAYCHHSI MO0 3aBEPIICHHSI KJITHIYHOTO BUTTPOOYBaHHS.


https://zakon.rada.gov.ua/laws/show/z1235-12#n439

3. llonpaBku, NOB'A3aHi 3 JOCTIKYBAHUM JIIKAPCHKUM 32C000M

[TorpaBKy TaHKX II0JI0 SIKOCTI TOCIIPKYBaHOTO JIIKAPCHKOTO Mpernapary, mo CTOCYThCS:
MOTPABKH Ha3BU a00 KOy TOCIIKYBaHOTO JIIKAPCHKOTO 3ac00y;

Martepiany MepBUHHOTO MMaKyBaHHA™;

BUpOOHMKA(1B) J1F0UOT pEUOBUHU™;

BUPOOHHUYOTO MPOIIECY A1F0U0T peUOBUHU™;

cnenudikaiiii 10490l peaoBUHU™;

BUPOOHUIITBA JIIKAPCHKOTO 3aC00y*;

crenidikarii JikapcbKoro 3aco0y™;

crenudikamii JTOMOMIXHUX PEYOBHMH y THX BHIMAJAKaxX, sKi 3[aTHI BIUIMHYTH Ha IO
JKapChKOTO 3ac00y™;

TepMiHy 30epiranHs, YKII0Uaodl 30epeKeHHs Micys MepIIoro PO3KPUTTA 1 PO3BeICHHA™;
CYTT€BUX 3MiH CKJIaly JIOCIIi)KYBaHOTO JIIKapChbKOTro 3ac00y™;

YMOB 30epiranus®;

METOJIUK JOCTIKEeHb JIF090i PSUOBUHU*;

METOJIUK JOCIIIKEHb JIKapChbKOTo 3ac00y™;

METOJIMK JOCIIKEHb He(hapMaKOIIEHHUX JOITIOMDKHUX PEUOBUH™;

3MIHM MapKyBaHHs JOCIII)KYBaHOIO JIKapChbKOTo 3aco0y™.

* BiAmoBiTHI IOMIPaBKH HATAIOTHCS TIBKH 110 JlepskaBHOTO ekcniepTHOTo eHTpy MO3 Ykpainu.

4. [lonpaBKu JaHUX JOKJIHIYHNX (GaPMAKOJIOTiYHHUX | TOKCHKOJIOTIYHUX JOCTIIZKeHb Y
BHIIAJKAX, L0 CTOCYIOTHCS INMOTOYHHMX KJIIHIYHMX BHIPOOYBaHb (TO0TO 3MiHA OLIHKH
cniBBiTHONIEHHsI pU3MK/KopucTh). Hanpuknan, momo:

pe3yNbTaTiB HOBUX (hapMaKOJIOTIYHUX JOCTIIKEHb;

HOBOI 1HTeprpeTalii ICHYI0UrX (papMaKoJIOTIYHUX JOCIIIKEHb;
pe3yabTaTiB HOBUX TOKCUKOJIOTTUHUX JOCTIKCHB;

HOBOT 1HTEpHpeTallii ICHYFOUMX TOKCUKOJIOTTYHUX JTOCTIKCHB;
pe3yNbTaTiB HOBUX JOCITIIKEHB JIIKAPCHKUX B3a€MOJIH.

5. IlonpaBkM B KJIiHIYHOMY BUIIPOOYBAHHI, 4 TAKO0XK JAHUX, 110 BiI0OpaKalThL 10CBig
3aCTOCYBAHHSI TNpenapary JIOAHHOW, W0 € BAXJIMBUMH ISl MOTOYHHMX KJIHIYHHX
BUNPOOyBaHb (TOOTO 3MiHA OLIHKHU CIIBBIIHOLICHHS] PU3HK/KOPHUCTB)

Hanpuxknan, momo:

Oe3neky, TMOB'I3aHOT 3 KIIHIYHUM BUIPOOyBaHHSIM ab0 JOCBIIOM 3aCTOCYBaHHS
JIOCITIJIPKYBAHOT'O JIIKAPCHKOTO Ipernapary;

pe3yJIbTaTiB HOBUX KIITHIYHUX/(DapMaKOIOTTUHUX TOCI1KEHb;
HOBOT 1HTEpHpeTallii ICHYIOUHX KJIIHIYHUX/(PapMaKoJIOTTYHUX JOCIIIKEHb;

HOBUX JIaHKX 3 JIOCBily 3aCTOCYBaHHS JIOCIIII»KYBaHOTO JIIKAPCHKOTO 3aC00Y;



HOBOI 1HTepIpeTanii ICHYIOUMX JaHUX IIOAO0 JOCBIAY 3aCTOCYBaHHS JIOCIIIKYBaHOTO
JIKapChKOTO 3ac00y.

{Hooamox 6 peoaxyii Haxaszy Minicmepcmea oxoponu 300pos’s Ne 523 6id 12.07.2012}

JlomaTok 10

mo [Topsiiky mpoBeaeHHS KITIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B
Ta eKCTIIEPTU3U MaTepiariB
KJIIHIYHUX BUIIPOOYBaHb

(myskT 1.4 rnasu 1 posainy X)

CYHOPOBITHUM JIUCT

{Hooamoxk 6 peoaxyii Hakazie Minicmepcmea oxoponu 300pos'a Ne 523 eio 12.07.2012, Ne
966 6i0 18.12.2014}

Jlomatok 11

o [Topsiiky MpoBeACHHS KITIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B
Ta eKCIIePTH3H MaTepiaiiB
KIIIHIYHUX BUMIPOOYBaHb

(myskT 1.4 rnasu 1 pozniny X)

3ASBA
PO CYTTEBY MONMPABKY/MOT0/’KEHHS KOMICI€I0 3 MMTAHb €TUKHU MPU
JIII3 cyTTeBOI monpaBku

{Hooamox 6 peoakyii Hakasie Minicmepcmea oxoponu 300pog’s Ne 523 6i0 12.07.2012, Ne
966 6io 18.12.2014}

JlogaTox 12

mo [Topsinky mpoBeaeHHS KITIHIYHUX
BUITPOOYBaHb JIIKAPCHKUX 3aC001B
Ta eKCIepTU3HM MaTepiaiiB
KJIIHIYHUX BUIIPOOYBaHb

HOBLIOMJIEHHA
MPO 3aBePIICHHA KJIiHIYHOT0 BUNIPOOYBaHHA

{/looamok & peoaxyii Haxazy Minicmepcmea oxoporu 300pos’s Ne 523 6io 12.07.2012}

Jlomatox 13

mo Tlopsinmky mpoBeAeHHS KIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC00iB
Ta eKCIepTHU3U MaTepiaiB
KJIIHIYHUX BUIIPOOYBaHb



https://zakon.rada.gov.ua/laws/show/z1235-12#n441
https://zakon.rada.gov.ua/laws/file/text/32/f305663n846.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n498
https://zakon.rada.gov.ua/laws/show/z0062-15#n59
https://zakon.rada.gov.ua/laws/show/z0062-15#n59
https://zakon.rada.gov.ua/laws/file/text/32/f305663n847.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n500
https://zakon.rada.gov.ua/laws/show/z0062-15#n61
https://zakon.rada.gov.ua/laws/show/z0062-15#n61
https://zakon.rada.gov.ua/laws/file/text/25/f305663n824.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n502

NEPIOJINYHUI 3BIT
NP0 CTaH NPOBEJACHHS KJIIHIYHOr0 BUNPOOYBaHHSA B YKpaiHi

{Hooamox 6 peoaxyii Haxaszy Minicmepcmea oxoponu 300pos’s Ne 523 6id 12.07.2012}

onarok 14

o [Mopsinky mpoBeneHHS KITIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B

a eKCIIePTHU3H MaTepialliB
KJIIHIYHUX BUNIPOOYBaHb

CTPYKTYPA
3aKJIOYHOIO 3BIiTY IPO NMPOBeAeHe KIIHIYHEe BUTIPOOYBAHHS
JIKAPCHKOI0 3ac00y

CTpyKTypa 3aKIFOYHOTO 3BITY IIPO MPOBEACHE KIIIHIYHE BUIPOOYBAHHS € y3arallbHEHOO JIJIst
ONHUCY KIIHIYHOTO BHUIIPOOYBaHHS OyJIb-SKOTO TEpPaleBTHYHOIO, NPOMUIAKTHYHOTO abo
JIarHOCTUYHOTO 3aco0y, MPOBEACHOTO Ha JOCH/DKYBAHUX, Yy SKOMY 310paHO KIIIHIYHUHN Ta
CTaTUCTHYHUIM ONKMCH, aHAJI3 JaHHWX, SIKI CYNPOBOJDKYIOTHCS TAOJHMISIMU 1 MalllOHKaMu B
OCHOBHOMY TeKCTi abo micist Hboro. Kpim TOro, y jmomaTkax HamarOThCs BiJOMOCTI IPO
JIOCJTIJDKYBAaHUX Ta JIeTajdbHa CTaTUCTUYHA iH(popMalliss. OCHOBHI IPUHITUIIN CKJIaJIaHHS 3BITY Ta
HOro CTPYKTYypy MOYKHAa BHUKOPHCTOBYBAaTH JUIs PI3HUX BHUIIB KIIHIYHUX BHUIPOOYBaHb
(HampuKiIaa, KIiHIKO-(hapMakoJoriyHi BUIPOOyBaHHs). PeKoMeHIOBaHO 110 CTPYKTYpH 3BITY
BKJIFOUATH TaKi MTO3HIIIi:

1. TUTYIBHY CTOPIHKY, SIKAQ TOBUHHA MICTUTH:

Ha3By 3BITYy; Ha3By JOCIHIKYBAaHOTO JIKapChbKOro 3acoly; ieHTU(IKALi0 KIIHIYHOTO
BUMPOOYBAHHS; SIKIIO HE 3a3HAYEHO B HAa3Bl, CTUCIIHMI OMHUC TUJIaHy, MOPIBHSIHHS, TPUBAIICTH
BUNIPOOYBaHHS,  JIO3yBaHHS  JIKAapChbKOro  3aco0y 1  KOHTMHIGHT  JIOCHIJKYBaHHX;
HalimeHyBaHHs/IL.Ib. croHcopa; iaeHTH}IKaLil0 NPOTOKOIY KIIHIYHOTO BHUIPOOYBaHHS;
Bua/Qa3y; JaTy TMOuYaTKy, [JaTy 3aKiHYeHHS KIIHIYHOTO BUIPOOYBaHHS; IO3HAUYEHHS
BignosiaHocTi GCP (sikio BUKOHYBasock); Aary 3Bity, I1.1b. BignoBizaneHOro nocinigHuka, abo
JIOCITITHUKA-KOOpMHATOpa, 00 MpeAcTaBHUKA CIIOHCOPA.

2. Pestome (cTucnuil onuc KIIHIYHOTO BUMPOOYBAHHS 3 YUCIOBUMU JAaHUMHU ISl LTFOCTparlii
pe3yNbTaTiB).

3. 3mict 3BiTY (YKJIIOUAlOYM Mepeltik 1 po3TallyBaHHsS JOAATKIB, TaONMIb 1HIUBIIyalbHOI
peecTpaiiitHoi ¢popmn).

4. Tlepenik CKOpOYEHB 1 BU3HAYCHHS TEPMIHIB.
5. ETruni nuTaHHs.

6. JlochminHuKIB Ta aIMIHICTPaTUBHY CTPYKTYpYy KIIHIYHOTO BHIIPOOYBaHHS (Ha3By,
MICII€3HAXO/[KEHHSI, KOHTAaKTHHI Tene]oH).

7. Berym.
8. Mety BUnpoOyBaHHs.
9. Ilnan BunpoOyBaHHS.

9.1. 3arampHmii TaH (AU3aiiH) 1 TJIAH-OMKMC KIIIHIYHOTO BHUIIPOOYBaHHS, CXEMaTHYHE
300pakeHHS eTaIiB i MpoLeAyp KIIHIYHOTO BUITPOOYBaHHS.


https://zakon.rada.gov.ua/laws/file/text/25/f305663n825.doc
https://zakon.rada.gov.ua/laws/show/z1235-12#n504

9.2. OOrpyHTyBaHHs IUTaHy (AHM3aliHy) KJIIHIYHOTO BHUMIPOOYBaHHS, y TOMY YHCII BHOIp
KOHTPOJIBHHX TPYII.

9.3. Bubip mormyisitii, 1o BUBYAETHCS:

KpUTEPii BKIIFOUYCHHS;

KpHUTEPil HEBKITFOUCHHS;

BUKITIOUCHHSI JTOCITIDKYBAHHUX 3 BUITPOOYBaHb a00 aHai3iB.

9.4. JlikyBaHHS:

MPU3HAYCHE JTIKYBaHHS;

inmeHTUdIKaIis JiKapChbKUX 3ac00iB, M0 JOCTIHKYIOTHCS;
METOJTU PO3IOALTY TOCIIPKYBAaHUX 3a TPyIaMu (paHaoMizaris);
BUOIp /103 /Il BUBYCHHS;

BUOIp 103 1 Yacy npuiloMy J1iKapCchKOro 3aco0y AJisi KOXKHOTO JOCIIIKYyBaHOTO;
"cainuit" MeTo (K10 BUKOPUCTOBYETHCS);

MIOTIEPETHS 1 CYITyTHS Tepatis;

JOTPUMAHHS JIOCIKYBAaHUM PEKUMY JIIKYBaHHS.

9.5. Jlani momo edekTHBHOCTI Ta Oe3neku (omiHKa i rpadik BU3HAYCHHS ITOKA3HHKIB
e(EeKTUBHOCTI 1 OEe3MeKH).

9.6. JlaHi 100 rapaHTii IKOCTI (JOKYMEHT, 1110 NIATBEP/KYE (PAKT ay AUTOPCHKOI IEPEBIPKH,
SIKILO TPOBOJIUIIACS).

9.7. 3anyiaHoBaH1 B MPOTOKOJ1 KJIIHIYHOTO BUIPOOYBAaHHS CTATUCTUYHI METO/H.

9.8. 3MiHM 110710 3aTUIAHOBAHOTO MPOBEACHHS KJIIHIYHOTO BUIIPOOYBaHHS ab0 aHaTi3Yy.
10. Tndopmariiro 1m10/10 TOCHTIIKYBAHUX.

10.1. Po3moain 10CHiIKyBaHUX.

10.2. BigxuiieHHs BiJ IPOTOKOIY KJIHIYHOT'O BUIIPOOYBAHHS.

11. Ouinky epeKTUBHOCTI.

11.1. Psaau nanux, siki aHaTi3yIOThCS.

11.2. Jlemorpadiuni Ta/uu iHIII BUXIJHI XapaKTEPUCTHKH.

11.3. Tloka3HUKHU MO0 JOTPUMAHHS TOCIIHPKYBAHUMHU PEIKUMY JIIKYBaHHS.

11.4. Pe3ynbrat omiHKY €(peKTUBHOCTI Ta CKIaJaHHs TaOIUIh TaHUX Ha KOXKHOTO MAaIlieHTa:
aHasi3 e(eKTUBHOCTI;

CTATHCTUYHI/aHAIITUYHI TUTAHHS;

HAJaHHS 1HIUBITyalbHUX JaHUX PeaKilii JOCIIKYBaHUX Ha JIIKYBaHHS y TaOIMIISIX;

71032, KOHIIEHTpAIlisl JOCIIKYBAaHOTO JIIKAPCHKOTO 3aco0y Ta iX B3a€EMO3B'SA30K 3 PEAKIIEI0
naIieHTa Ha Iei JiKapchKui 3acio;

B3AEMO/IISI: JIIKH - JIIKH, JIIKK - XBOpoOa (SKIIO BUBYAJIACH);



BHCHOBKH 1010 €()€KTUBHOCTI.

12. Buznayenss 0e3neku.

12.1. TToGiyHi siBUIIA:

CTHCIIC PEe3IOME 11010 TOOIYHUX SBHIIL;

HajaHHs iHGopMarltii om0 MOOIYHUX SBHIIL;

aHaJIi3 NOOIYHMX SIBMIII;

HepetiK MoOIYHMUX SBUIL, SIKi CIIOCTEPIraIuch y KOKHOTO TMAIiEHTa.
12.2. Bumnaaku cMepri.

12.3. Tumi cepito3Hi moOivuHI SBHINA, & TAKOXK CEPHO3HI MOOIYHI peaKiiii.
12.4. Ouinka KJIHIKO-JIa00paTOPHUX IMOKA3HUKIB:

HepeNiK iHAWBITyaTbHUX JTAOOPAaTOPHUX MOKA3HHKIB AOCHIHKYBAHUX 1 3HAYEHHS KOXKHOTO
1aTOJIOT1YHO 3MIHEHOTO JJAOOPATOPHOTO IMTOKa3HHUKA;

OIlIHKA KO’KHOI'O TIOKa3HUKa JJa00paTOPHUX JTOCIIHKECHb,

nabopaTopHi 3HAUCHHS 32 BECh MEPio JOCIIHKCHHS,

1HMBITyalbHI 3MIHHA TTOKa3HHUKIB Y XBOPUX;

IHIUBIAYya bHI KITIHIYHO 3HAYKMMI MATOJOT1YHI BIIXUJICHHS MTOKA3HUKIB.

12.5. IlapameTpu )KUTTEBO BOKIUBUX (DYHKIIIH OpraHi3My, JaHi 00'€KTUBHOTO JTOCITIKCHHS
Ta 1HIIa 1H(OpMallist 0OCTEXKEHHS, KA CTOCY€EThCS MUTaHb O€3MEKH.

12.6. BucHoBKkH 1110710 O€3MmeEKH.

13. O6roBopeHHs Ta y3arajabHeH1 BUCHOBKH.

14. Tabnuii, MamtoHKH, Tpadiky, Ha SKI JaH1 TOCWJIAHHS, aJie sSIK1 He BBIUIILIN 10 TEKCTY.
14.1. lemorpadiuni naHi (3BeeH1 MaJItOHKH, TaOJIHUII1).

14.2. Tani mo10 eeKTUBHOCTI (3BEIEH1 MATFOHKH, TaOIIHII1).

14.3. Jlani oo 6e3meku (3BeJeHI MaTOHKH, TaOIHUII):

HaJaHHs JaHUX MPO NMOOIYHI SBUIIA;

MIePEITIK BUTAJIKIB MI0/I0 CEPUO3HUX MOOTYHHUX SIBUIIL,

OIKC BUMAJIKIB CEPHO3HUX MOOIUYHUX SBUIILL;

HepeNniK MaToJIOTIYHO 3MIHEHMX MOKa3HMKIB J1a00OpaTOpHUX JOCHIIKEHb (Ha KOXHOTO
JIOCJTIJDKYBAHOTO).

15. Cnucok BUKOPUCTaHUX JHKEPEIL.

16. HonaTku.

16.1. [ndopmariis 11010 KITHIYHOTO BUITPOOYBaHHS:

MIPOTOKOJI Ta MOMPABKH JI0 MPOTOKOITY KIIHIYHOTO BUIPOOYBAHHS;

3pa3oK iHIMBIAYaIbHOI peecTpaliitHoi hopmu;



CTOPIHKH 13 3a3HAYCHHSIM C€THYHHX MOMEHTIB Ta IMOTO/DKEHHS KOMICIH 3 MMUTaHb €TUKH TIPH
JIII3, nucemoBa iHpOpMaIist Ui NaIi€HTIB Ta iHHOPMOBaHa 3ro/a;

HepetiK Ta XapaKTePUCTUKU JOCIITHHUKIB Ta 1HIINX BiMOBITAIBHUX OCi0;

MIAMACKA  BIJMOBIAIBHOTO  JIOCHIAHMKA a00 JOCIITHUKA-KOOpJAUHATOpA KJIIIHIYHOTO
BUNIPOOYBaHHS;

AHATITUYHA IOKYMEHTAIIS - cCepTU(IKATH Cepiil JKapChKOTOo 3aco0y, M0 JOCTIIKYEThCS,
cxema paHjomizariii Ta koau (ineHTrudikaist T0CIiPKyBaHUX Ta IPU3HAYCHE JIIKYBaHHSA);
JIOKYMEHTH, 110 MIATBEP/IKYIOTh (PaKT ayAMTOPCHKOI MEPEBIPKH (SKIIIO MPOBOIUIINCS);
JIOKYMEHTAIIisl I0JI0 CTATUCTHYHUX METO/IIB;

JOKYMEHTAIlis IIOA0 JIA0OPAaTOPHOI CTaHmapTH3aIlii METOMIB 1 3a0e3MedYeHHs] SKOCTI
IPOIIETyP, SKIIO MPOBOIUIOCH;

nyOumikarii, mo 0a3yroThes Ha KIIIHIYHOMY BUIIPOOYBaHHI;

Ba)KJIMBI MyOJTiKallii, Ha SIKi € TOCHJIAaHHA y TAHOMY 3BITi.

16.2. Ilepenik gaHUX MO0 JOCTIIKYBAaHUX:

JOCTIIKyBaHi, siKi BUOYNU 3 KJIHIYHOTO BUITPOOYBaHHS;

BIJIXWJICHHS BiJl TPOTOKOITY KJIIHIYHOTO BHIIPOOYBaHHS;

JOCITIJIKYBaHi, SKMX BUKJIIOUEHO 3 aHaJli3y e(heKTUBHOCTI;

nemMorpadivHi 1aHi;

JOTPUMaHHS pEXKUMY JIIKYBaHHS Ta/ab0 JdaHi 3 KOHIIEHTpALii JIIKapchbKOro 3aco0y (SIKIIO €);
IHIMBIyaIbHI AaH1 M070 e(EeKTUBHOCTI;

nepestik MoOIuHUX SIBUIL (Ha KOYXKHOTO 3 JIOCIIIKYBaHUX );

nepenik 1HIMBIAYalbHUX IOKA3HUKIB Ja0OpaTOPHUX NIOCHIIKEHb Y AOCIIPKYBaHMX (3a
HEOOX1THOCTI).

16.3. InquBigyansHi peecTpalilini GopMu:

1HAMBITyaIbHI peecTpaliiiHi (JOpMHU Ha BUMATAKU CMEPTI, IHIIMX CEPHO3HUX MOOIUYHUX SBUIIL
Ta BUIAJAKU BUBEACHHS 3 IOCIIHKEHHS Y 3B'S3KY 3 pO3BUTKOM CEPHO3HUX MOOIUYHUX SIBUILL;

1HII 1HAMBIAYyallbHI peecTpalliiiii ¢opMmu, 1o Oynu MoaaHi Ha po3risn 1o Jep:kaBHOro
excriepTHoro ueHtpy MO3 Ykpainu.

16.4. Tlepenik 1aHUX MO0 KOKHOMY JIOCIIIDKYBaHOMY .
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BUMOI'
10 CKJIAIaHHS MOBIIOMJICHHS PO MiI03PIOBaHy HelepeadavyBaHy
cepiio3Hy NMO0IYHY peaKilo

1. InenTndikanis KJIiHIYHOrO BUNPOOYBAHHA

Inentudikarmis KIiHIYHOTO BUNPOOYBaHHSA (KOJOBAaHW HOMEP MPOTOKONIY KJIIHIYHOTO
BUIPOOYBaHHS, MPUBJIACHEHOTO CIIOHCOPOM, 3a HasBHOCTI - Homep EudraCT?).

1EudraCT (European Union Drug Regulating Authorities Clinical Trials) - €spomneiicbka 6a3a 1aHuX KIiHIYHAX
BUTIPOOYBaHb.

2. Indopmanis npo gocaizKyBaHOro

2.1. InenTudikaniiuuit HOMep TOCIiHKYBaHOTO.

2.2. Ininiany.

2.3. Crars.

2.4. Bik Ta/abo jata HapOKEHHS.

2.5. Bara.

2.6. 3picT.

3. Indopmanis npo nigo3proBanmii JikapcbKuii 3acio

3.1. Ha3Ba tocii;pKyBaHOTO JIIKapChKOTro 3aco0y (200 TOproBelibHa HA3Ba).
3.2. MixkHapoiHa HEMAaTEHTOBaHA Ha3Ba.

3.3. Homep cepii.

3.4. Iloka3aHHs AJ1s NpU3HAUYEHHS a00 BUBYEHHS.

3.5. Jlikapceka hopma, 103yBaHHS.

3.6. JIoO6oBa /103a Ta peXUM IMpU3HAYCHHS.

3.7. Cnocib npu3HaueHHs.

3.8. Jlata Ta yac mo4artky JiKyBaHHs.

3.9. [lata Ta yac NpUIMHEHHS JIKyBaHHsS a00 TPUBAIICTD JIKyBaHHS.
3.10. Po3koayBaHHs: Tak/HI/HE 3aCTOCOBYBAJIOCh, PE3YyJIbTaTH:
OLIIHKA MPUYMHHO-HACIIIJIKOBOTO 3B’5I3KY, 1110 Ha/laHa JOCIiIHUKOM;
OLIIHKA MPUYMHHO-HACIIIIKOBOTO 3B 513Ky, 1110 Ha/laHa CIIOHCOPOM,;

KOMeHTapi (axiBliB, SIKII0 HEOOXITHO (HAMpPHKIAJ, SKIIO OLIHKA CIIOHCOpa IIOJO0 3B S3KY 3
i103pIOBAHOI0 Hemepea0auyBaHOO CEpHO3HOI0 MOOIYHOI0 peakilielo He 30iraeThCs 3 OLIIHKOIO
JTOCTIAHNKA, MiA03pa, IO CYMYTHI JIKAapChbKli 3acO0M BIJITPalOTh POJIb Y PO3BUTKY pEaKIil
Oe3nocepeIHbO 200 BHACIIIOK B3a€EMO/IIT).

4. CynmyTHE JIiKyBaHHS

Jns cynmyTHIX JKapchbKuX 3aco0iB (BpaxoByloud Oe3pelentypHi JHKapchbki 3aco0u) Ta
HEMEIMKAMEHTO3HUX 3ac00iB JIIKYBaHHS HAIaeThcsl Ta cama iHdopmamis, mo 1 s
JIOCJTIDKYBAHOTO JIIKAPCHKOTO 3ac00y, BpaXOBYIOUM BUPOOHHUKA, SKIIIO BiJIOMO.

5. IndopMmanisi npo migo3proBaHy HenepeadauyBaHy cepilo3Hy NMOOIYHY peaKuio



5.1. IloBHuit onc peakiii.

5.2. JlaTa Ta yac mo4yaTKy peaxiiii.

5.3. lata Ta yac mpunuHEHHS a00 TPUBATICTh PEaKIIii.

5.4. Inopmariis mpo BigMiHY Ta MOBTOPHE MPU3HAYEHHS I11I03PIOBAHOTO JIKAPCHKOTO 3ac00y.
5.5. Micrie po3BUTKY peakiiii (KiiHiKa, MOJIKIIIHIKa, BIOMA).

5.6. Hacminok: iHdopmaris npo BUIyXaHHS ab0 Oyab-sKi HACHIIKH, Oyab-sKi MPOBEICHI
cneunivHi TecT Ta/abo JiKyBaHHA Ta iX pe3yJIbTaTH.

V pasi cMeprTi - ii mpuYMHA Ta KOMEHTApi 11010 MOXKIMBOTO MPUYMHHO-HACIIKOBOTO 3B’ S3KY 3
1103pIOBAaHUM JOCIIHKYBaHUM JTIKQPCHKHUM 3aCO00M.

5.7. bynpb-aka iHma indopmaris, mo Moxke OyTHM KOpUCHA IS OIIHKH IiJ03pPIOBaHOI
HerependauyBaHOT cepiio3HOT To0IUHOT peakiii (CymyTHI 3axXxBOPIOBAaHHsSI, alleproJOTidyHUN
aHaMHEe3, AJIKOTOJIbHA 3AJIC)KHICTB).

6. lani npo nocJiqHUKAa, 0 HAAAaB ePBUHHY iHdopMali0
6.1. ILLB.

6.2. Micuie poBeACHHS TOCIKCHHS.

6.3. Konraktuuii Homep Tenedony.

6.4. 3alimana mmocaja.

7. Indopmatist Mpo cCOHCOPa/3asiBHUKA TA aJAMIHICTPATHUBHI 1aHIi
7.1. JlaTa 7aHOTO TTOBIOMJICHHS.

7.2. JIxxepeno iHdopmarrii.

7.3. lata oTpUMaHHs MOBIIOMJIEHHS CIIOHCOPOM/3asIBHUKOM.
7.4. KpaiHa, e BUHUKIIA peaKIlis.

7.5. Tun noBigomieHHs (IEPBUHHE, J0JIaTKOBE).

7.6. HaiimenyBanHs topuanyHoi ocoOu/I1.I.b. ¢iznunoi ocodu; micre3HaXxoaKeHHs IOPUIMYHOT
ocobu/Miciie MpoxuBaHHs (i3UYHOT 0COOH.

7.7. 1L.Lb., 3aliMaHa mocajia, KOHTaKTHUH HoMmep TeiepoHy Ta (akc KOHTAKTHOI ocoOw,
BI/IMOBIJaNIbHOT 32 OJJaHHA iH(popMarlii mpo modiuHi peaxiii.

7.8. Homep Bumanky HemepenbauyBaHOi cepio3HOi  MOOIYHOT  peakuii, HagaHui
CTIIOHCOPOM/3asiBHUKOM (HOMep Ma€ OyTH €TMHUM ISl TIEPBUHHOTO Ta HACTYITHUX ITOBIJOMIICHb
PO OJIMH 1 TON CaMHii BUIAIOK).
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BUMOI'H
0 CTPYKTYPH OHOBJIIOBAHOI'O 3BiTY 3 0€3MeKH J0CTiI’)KyBAHOT 0
JiKapCchbKOTo 3aco0y, 110 mepedyBac y crajii po3pooku (mauai - DSUR)
(DSUR - Development Safety Update Report)

3mict DSUR cknagaernest 3 20 po3aiiiB:

1. Berym.

2. MixHapoJHUH JIIeH31HHUH /peecTpaliiiHuil craryc.

3. 3axoau, NpUHHATI 3 TPUYHH OC3MEKH B 3BITHUM MEPIOJI.

4. 3mian y pedepeHTHIHN iHopMaIrii 3 6e3neKu.

5. Ilepenik KIHIYHUX BUITPOOYBaHb, K1 IPOBOAATHCS Y 3aBEPIICHI y 3BITHUN TIEPiO/I.
6. OtiHKa KyMYJISTHBHOI €KCIIO3UIIIT (3arajibHOTO BIUIUBY):

6.1. KymynaTtuBHa eKcro3ullis y mporpami po3pooKu.

6.2. Excrio3uiis namieHTa (BIUIMB Ha Malli€eHTa) HA OCHOBI MapKETHUHIOBOTO JTOCBIY.
7. JlaHi B miepertikax Ta 3BEACHUX TaOTHUIIIX:

7.1. Pedepentna indopmaris.

7.2. Ilepeniku ceploO3HUX MOOITYHUX PEaKIIii 3a 3BITHUH MEPioJ.

7.3. KyMmynatuBHi/3aranbpHi 3Be/ieH1 TaOIHII cepilo3HIX MOOIYHUX SBHUIIL.

8. BaxuinBi pe3ysibTaTu KIIHIYHUX BUIPOOYBaHb 3a 3BITHUM Mepiof:

8.1. 3aBepuieHi KIiHIYHI BUIPOOYBaHHS.

8.2. KiiHiuH1 BUNpoOYyBaHHS, SIKi POBOASTHCS.

8.3. JIoBrocTpOKOBHI KOHTPOJIb (CIIOCTEPEKEHHS).

8.4. Inmme TepaneBTUYHE BUKOPUCTAHHS JOCIIHKYBAHOTO JIIKAPCHKOTO 3aC00Y.
8.5. HoBi naHi 3 Ge3neku, moB’s3aHi 3 KOMOIHOBAaHUMHU METOJaMH JIIKYBaHHS.
9. Jlani 3 Oe3neku, OTpUMaHi MiJ 4ac HeIHTEPBEHIIHHUX BUNPOOYBAaHb.

10. Inma iH@opmariis 3 6€3MeKH y KOHTEKCTI KJIIHIYHUX BUIIPOOYBaHb.

11. Jlani 3 6e31eKu Ha OCHOBI MAPKETHHTOBOTO JTOCBIY.

12. Hexuiniuni gaHi.

13. Jlireparypa.

14. Tami DSURs.

15. BiacyTHiCTh €pEKTUBHOCTI.

16. Inopmariis, cienudiuna JUIst periony.

17. Indopmaris, sika HaaiAIIIa Mi3HIIIE.

18. CymapHna o1riHka Oe3MeKu:

18.1. Ominka pu3HKiB.

18.2. TIutaHHs CHiBBITHOIICHHS KOPUCTI-PU3HKY.



19. Pe3toMe BaXKITMBUX PHU3HUKIB.

20. BucHoBKH.



