3ATBEPJ[’KEHO
noctanoBoro Kabinery MinicTpiB Ykpainu
BiJ 202 p. Ne

TEXHIYHU PETJIAMEHT

1{0/I0 MeAMYHHUX BUPOOiB

CO®EPA 3ACTOCYBAHHS, TEPMIHU TA BUBHAYEHHA

IIpenmeT Ta cepa 3acTocyBaHHSA

1. et TexHiuHMil pernameHT po3poOiieHo Ha ocHOBI Permamenty (€C)
Ne 2017/745 €sponeiicekoro I[lapnamenty Ta Paau Bim 5 kBiTHA 2017 poky mpo
MenuuHi BupoOu, BHeceHHs 3MiH 10 upexktuBu 2001/83/€C, Permamenty (€C)
No 178/2002 1 Pernmamenty (€C) Ne 1223/2009 Ta ckacyBanHs [lupektuBu Panu
90/385/€EC 1 93/42/€EC (nmani — Permament Ne 2017/745).

2. lleit TexHiuHMil periaMeHT BCTAHOBIIOE MpaBWUJia 11010 BBEACHHS B OOIr,
HaJIlaHHs Ha pUHKY a00 BBEJICHHS B €KCILIyaTallil0 MEIUYHUX BUPOOIB, MPU3HAYCHUX
JUI. BUKOPUCTAHHS JIIOJMHOIO, Ta akcecyapiB a0 Takux BuUpoOiB. Lleit TexHiunwmii
perjiaMeHT TaKOX 3aCTOCOBYIOTh 1O KIIHIYHUX JOCHIIKEHb, SKI IPOBOJSITHCA B
VYkpaiHi Ta CTOCYIOTHCSI TAKMX MEIMYHUX BUPOOIB 1 aKcecyapiB 10 HUX.

3. et TexHiuHu# perasaMeHT TaKOXK 3aCTOCOBYIOTH JIO TPYH MPOIYKIIii, 1110 HE
MalTh IUIBOBOTO MEIMYHOIO TMpPHU3HAYEHHS, SKI MepeiiueHi B aojatky 16, 3
ypaxyBaHHSIM PpIBHS HAyKOBO-TEXHIYHOTO PO3BUTKY Ta, 30KpeMa, HasBHUX
HalllOHAIbHUX CTaHAApPTIB 3 MEpeNiKy HallOHAIbHUX CTaHAApTIB [Js  IUIeH
3aCTOCYBaHHA LbOr0 TEXHIYHOrO PEryiaMeHTy ISl aHAJIOTITYHUX MEAUYHHUX BUPOOIB,
10 MPAIfIOI0Th HAa MOA10HIM TEXHOJIOT11, €BPONEUChKUX 3arajlbHUX crienudikalii, mo
npuifHATI B €BpomnerickkoMy Coto3i BiamoBiaHO 10 MyHKTIB 37-40 nporo TexHigHOTO
perjiaMeHTy. 3arajbHi cnerudikaiii Jjs KOKHOI 3 TPyl MPOAYKIIil, MEPETIYeHUX y
n0aTKy 16, TOBHMHHI OXOIUTIOBaTH, IIOHAWMEHIIE, 3aCTOCYBaHHS YMPaBIIIHHS
pPU3MKaMH, SIK BCTAHOBJICHO B JOJATKy 1, JUIS BIAMOBIAHOI TPyINH MPOAYKINi Ta, 3a
HEOOX1IHOCTI, KIIHIYHE OLIHIOBAHHSI O€3IIE€YHOCTI.

HeoOximui 3aranbhi cnerudikaiii BBOASTHCS B A0 3 JaTH PO3MIMICHHS Ha
odimiiinomy BebOcaiiti MO3 mnocunanp Ha myOmkamii «OQIimiiHOrO BICHUKY
€Bponeiicbkkoro Coro3y» €BpONEHCHKUX 3arajlbHUX crenudikamiii, TPUHHATHX
IMIUIEMEHTAIlIHHUMU akTaMu €Bporneiicbkoi Komicii.

3axoau moAo0 kiaacudikarlii mpoayKIlii, OXOIJIECHOT J0AaTKOM 16, Ik MEIUIHUX
BUPOOIB 3rigHO 3 TEXHIYHUM periaMeHTOM 010 MEIUYHUX BUPOOIB, 3aTBEPIKEHUM
noctaHoBoto KabGinery MinictpiB Ykpainu Bix 02 sxoBTHs 2013 poky Ne 753
(Odimiiinuii Bicauk Ykpainu 2013 p., Ne 82, ct. 3046), 3anumaroTbCsi JIMCHUMU J0



JTHSI BBEJICHHS B JIiF0 BIATIOBIIHMX 3arajbHUX CHErudiKaiiil 111 BIAMOBIAHOI TPpyIn
MPOTYKITii.

[e#t TexHigyHUHN peTJIaMEHT TaKOK 3aCTOCOBYIOTH JI0 KITIHIYHHUX JTOCITIIKEHb, K1
IPOBOSTH B YKpaiHi, 010 MPOIYKIIii, 3a3HaYCHOI B a03alli MepiiomMy IbOT0 MyHKTY.

4. BupoOu 3 MEIMYHAM Ta HEMEIWYHUM IIJTLOBUM MPU3HAYEHHSM MTOBHUHHI B
CYKYMHOCTI BiJIITOBIaTH BUMOTaM, 3aCTOCOBHUM JI0 BHPOOIB, sIKIi MalOTh ILJIHOBE
MEIUYHE TPU3HAYCHHS, Ta BUMOTAaM, 3aCTOCOBHHMM JIO BHpOOIB, SKi HE MalOTh
I[IJThOBOTO MEIMYHOTO MPU3HAYCHHSI.

5. Jns uinei nporo TexXHIYHOTO perjaMeHTy MeIW4yHI BUPOOHU, akcecyapH 10
MEJIMYHUX BUPOOIB Ta MPOIYKIIis, IIepeideHa B JoAaTKy 16 1 10 sIKOi BiAMOBIIHO 10
NYHKTY 3 11b0r0 TeXHIYHOTO PEerIaMEHTY 3aCTOCOBYETHCS e TeXHIYHMI perilaMeHT,
JIajIl 10 TEKCTY 3a3HAYAIOTHCS SIK «BUPOOH».

6. ist iporo TexHIuHOTO perjJaMeHTy He MOIIUPIOETHCS Ha:

1) Mmeauuni BHpOOM ISl JIArHOCTHUKH 1n Vitro, sIKl peryyrorThes TexHIYHUM
pPErJIaMEHTOM HI0JI0 MEIUYHUX BUPOOIB NIl JIArHOCTHKHU In Vitro, 3aTBEPIKEHUM
noctaHoBoro Kabinery MinicTpiB Ykpainu Big Ne;

2) niKapchbKi 3aco0U, B TOMY YHMCI1 JIIKapChKi 3aCO00M NIEpeIoBOi Teparnii, Ha sK1
NOIIUPIOEThes NI 3akoHy Ykpainu «IIpo mikapchki 3acoOm». ['0I0BHUM KpUTepleM
MpU BIJTHECEHH1 IEBHOI MPOAYKIIIi 10 JIKapChKKUX 3ac001B a00 /10 BUPOOIB € OCHOBHUI
croci0 Jii Takoi MPOTyKIIii;

3) KpoB JIOAMHM, MpenapaTd KpoBi, MMIa3Mu ad0 KIITHH KPOBi JIFOJICHKOTO
MTOXOJPKEHHSI, a TaKOK BHUPOOH, III0 HA MOMEHT BBEJICHHS B OOIT UM B €KCILIyaTallito
MICTATh TakKi MPOIYKTH KPOBI, IJia3My ab0 KJIITUHHU, OKpIM BUPOOIB, 3a3HAYCHUX B
NyHKTI 8 11boro TeXHIYHOTO peryiaMenTy;

4) KOCMETHYHY TIPOIYKIIiI0, Ha SIKY TOIIUPIOETHCS il TEXHIYHOTO PErjiaMeHTy
HAa KOCMETUYHY TMPOIYKIIiI0, 3aTBEpKEHOro rmnoctaHoBoro Kabinery MiHicTpiB
VYkpainu Bix 20 ciung 2021 poky Ne 65 (Odiuiiinuii Bicauk 2021 p., Ne 12, ct. 505);

5) TpaHCIJIaHTaTU, TKAHUHU a00 KJIITUHU TBApPUHHOTO MOXOJKEHHS abo iX
MoXiaHi, a0 MPOAYKTH, IO MICTATh Takl MaTepiaau ado CKJIaJaroThbCs 3 HUX, KPIM
BUpPOOIB, BHUIOTOBJICHUX 13 BHKOPHUCTAHHSIM TKAaHUH a00 KJIITUH TBapUHHOIO
MOXO/DKEHHs, a00 1iX TOXIAHMX, fAKI € HEeXUTTE3AaTHUMU abo 3poOJieHi
HEXUTTE3AATHUMU;

6) TpaHCIUTaHTaTH, TKAaHMHU a00 KIITHHHU JIIOJCHKOIO MOXOMKEHHS abo ix
MOX1JIHI, SIKI PEryolThcs 3akoHOM Ykpainu «IIpo 3acrocyBaHHS TpaHCIUIaHTAIli
aHATOMIYHMX MaTepiajiB JIIOJUHI», a00 TPOIYKTH, IO MICTATH Taki Marepiaiau abo
CKIAJAOThCAd 3 HHUX, KPIM BHPOOIB, BUTOTOBJICHHX 13 BUKOPHCTAHHSIM IOX1THHUX
TKaHWH a00 KJIITHH JFOJCHKOTO MOXOKEHHS, IKI € HSKUTTE3MaTHUMHU ab0 3po0JieH1
HEXUTTE3ATHUMU;

7) MpOAYKIIiI0, OKpPIM TOi, 10 BKa3aHa B MIAMYHKTax 3, 5 Ta 6 1bOr0 IMyHKTY
TexHIYHOTO pEerjJaMeHTy, fKa MICTUTh >KUTTE€3JATHUM Ol0JIOTIYHMI Marepian 4u
KUTTE3JATHI OPraHi3MH, Y TOMY YHKCI1 XHUBI MIKpOOPTaHi3Mu, OakrTepii, Tpubu 4u



BipycH, ab0 CKIIAJa€ThCs 13 TAKOTO MaTepially Yd OPraHi3miB, JUIsl JOCSTHEHHS 4d
MiTPUMaHHS IUThOBOTO MPU3HAYCHHS TaKO1 MPOTYKIIIT;

8) xapuoBi MPOAYKTH, Ha K1 MOUIUPIOEThCA Aisl 3akoHy Ykpainu “TIpo ocHOBHI
MPUHLIUIN Ta BUMOTH JI0 O€3MEYHOCTI Ta SIKOCTI XapuyOBHUX MPOAYKTIB”.

7. Bynp-sixkuit BUpi0, sSIKW MIPU BBEJIEH] B O0IT YM B €KCIUTyaTaIlil0 BKIIOYAE SIK
HEBIJ'€MHY YaCTUHY MEIWYHHUI BUPIO Ui MIarHOCTHKH in Vitro, sSIK BCTAHOBJICHO Y
mianyHkTi 41 mynkty 13 TexHIYHOro periaMeHTy 00 MEIUYHUX BHUPOOIB IS
JIarHOCTUKHU 1n Vitro, 3aTBep/kKeHOTo mnocTtaHoBoio Kabinety MiHicTpiB Ykpainu
BiJ1 Ne, MOBHHEH peryioBaTUCs UM TexHIYHUM persiiameHToM. Bumoru TexHIYHOro
perjaMeHTy IOJI0 MEAUYHUX BUPOOIB JJIS JIarHOCTUKH In Vitro, 3aTBEpIKEHOTO
noctaHoBoto KabGinery MinictpiB Ykpainu Bifg Ne, 3aCTOCOBYIOTH 10 TI€l YaCTUHU
BUPOOY, sIKa € MEJMYHUM BUPOOOM JIJIsl JIarHOCTUKH 1n Vitro.

8. byab-sixkuii BUpi0, sIKU MpY BBEJCHI B OOIT YU B €KCILTyaTaIlil0 BKIIOYAE SIK
HEBIJ'€MHY YacTUHY PEUYOBHHY, SIKa MPU BHUKOPUCTAHHI OKPEMO MOXKE BBa)KaTHCSA
JIKapChKUM 3aco00M BIJNOBIAHO A0 MOJIOKEHb 3akoHy Ykpainu «lIpo mikapceki
3aco0mW», y TOMY YUCJI1 JIKapChKUM 3aCO00M, OTPUMAHUM 3 KPOBI 200 IJIa3MU JIFOIUHH,
1 IKa Ma€ JAOMOMIXKHY A1I0 10 JIli caMOro BUPOOyY, Ma€e MPOMTH OLIHKY BIATOBIAHOCTI
BIJIOBIJTHO /10 IHOT0 TEXHIYHOTO perjaamMeHTy.

OpHak, SKIIO i TaKOI PEUOBUHU € OCHOBHOIO, @ HE JIOMTOMIKHOIO y TaKOMY
BUPOO1, TO TaKUW €TUHUN LITICHUN MPOIYKT PETYIIOeThea 3akoHOM Ykpainu «IIpo
JKapChKi 3aco0u». Y TakOMy BUTIAIKY, BIAMOBIIHI 3arajibHi BUMOTH 3 0€3MEYHOCTI Ta
e(EeKTUBHOCTI, BCTAaHOBJICHI B JIOAATKy 1, 3aCTOCOBYIOTh MO0 O€3MEYHOCTI Ta
e(EKTUBHOCTI YaCTUHU MIPOYKTY, SIKa € BUPOOOM.

9. Bynp-sikuii Bupi0, Mpu3HauYeHUM JUIsl BBEJIEHHS JIIKAPCHKOTO 3ac00y, Ha KU
MOIIUPIOETHCS Tist 3akoHy YKpainu «IIpo mikapceki 3aco0n», MOBUHEH PETYJIIOBATUCS
M TexXHIYHUM perjiiaMeHToM 0e3 OOMEXKEHHs TOJIoKeHb 3akoHy Ykpainu «Ilpo
JKapChKi 3ac00M» 111010 JIIKAPCHKOTO 3ac00y.

[Ipote, sikimio BUpiO mpu3HAYEHUN 71 BBEACHHS JIIKAPCHKOTO 3aco0y, 1 mei
JiKapCchKUM 3aci0 3apeecTpoBaHWil Ta/ab0 BBEIEHHM B OO y BCTAHOBJICHOMY
3aKOHOJIABCTBOM YKpaiHW TOPSJIKY TaKMM YHUHOM, IO BOHU YTBOPIOIOTH €IWHUN
IITICHUN TMPOAYKT, IO TMPU3HAYCHWNM BUKIIOYHO I BHKOPHUCTAHHS B TaKOMY
MOEHAHHI Ta HE € IPOJYKTOM 0araropa3oBOro BUKOPUCTAHHS, e €TMHUM I1JTICHUM
MPOIYKT peryioeTbes 3akoHoM Ykpainu «[Ipo mikapceki 3acobm». Y Takomy
BUIIAJIKY BIJIMOBI/IHI 3arajibHi BUMOTH 3 0€3MeYHOCTI Ta €()eKTHBHOCTI, BCTAHOBJICHI B
0aTKy 1, 3aCTOCOBYIOTH IMIOJ0 O€3MeYHOCTI Ta €(heKTUBHOCTI YAaCTHHH MPOIYKTY,
sIKa € BUPOOOM.

10. Bynp-axuit Bupi0, sKuii pu BBEACHI B OOIT UM B €KCIUTyaTaIlll0 BKITIOUYAE 5K
HEBiI'€MHY YaCTUHY HEXHTTE3AATHI TKAHUHHM YU KIITHHU JIFOJCHKOTO MOXOJIKCHHS
abo X MOXiAHI, SIKI MalTh JOMOMDKHY MAil0 0 [Iii camoro BHUpoOOy, € 00’€KTOM
perymoBaHHs 1OT0 TeXHIYHOTO perjJamMeHTy. Y TakoMy BHUIAAKY 3aCTOCOBYIOTH
MOJIOKEHHSI TMIOAO JOHOPCTBA, OTPUMAHHS Ta TECTYBAaHHA, IO PETYJIIOIOTHCS
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BiANOBIAHO 110 3akoHy Ykpainu «I[Ipo 3acTocyBaHHS TpaHCIUTaHTallli aHATOMIYHHUX
MaTepialiB JIOAUHD.

[Tpote, SKITO st TAKUX TKAHWH YH KIITHH a00 iX TOXITHUX € OCHOBHOIO, a HE
JTOTIOMDDKHOIO Y BUPOOI1, 10 MIPOIYKITIi 3aCTOCOBYIOTH IMOJIOKEHHS, IO PETYTIOIOTHCS
BiANOBIAHO 110 3akoHy Ykpainu «IIpo 3acTocyBaHHS TpaHCIIaHTAIli aHATOMIYHUX
MaTepialiB JIOAUHI». Y TaKOMY BUIIAJKy BIAMOBIIHI 3arajibHl BUMOTH 3 0€3I€YHOCTI
Ta €(eKTUBHOCTI, BCTAHOBJICHI B JOAATKYy 1, 3aCTOCOBYIOTH IIOAO OE3MEYHOCTI Ta
e()EKTUBHOCTI YaCTHUHU IIPOJIYKTY, KA € BUPOOOM.

11. dis TexHIYHOTO PETJaMEHTy 3 €JIEKTPOMAarHiTHOI CYMICHOCTI 00JaHaHH,
3aTBepAKeHOro nocranoBoro Kabinery MinictpiB Ykpainu Big 16 rpyans 2015 poky
Ne 1077 (Odimiitauii Bichuk Ykpainu, 2016 p., Ne 2, ct. 72), HEe NOMMUPIOETHCS HA
BUPOOHU, Ha K1 MOUMIUPIOETHCS Jisl IIHOTO TEXHIYHOTO PETIaMEHTY.

12. Bupo0bu, siKi TaKOX € MaIIMHAMHU 3T11HO 3 TeXHIYHUM periaMeHTOM Oe3MeKu
MalluH, 3aTBEpIKeHUM 1octaHoBoto Kabinety MinictpiB Ykpainu Bizg 30 ciuns 2013
poky Ne 62 (Odimiiinuii BicHuk Ykpainu, 2013 p., Ne 9, ct. 344) (nani — TexHiyHui
perjiaMeHT Oe3MeKH MallluH), Y pa3l ICHyBaHHS BiANOBIIHUX PU3HKIB, IO OXOIUICHI
TexHIYHUM perjaMeHTOM O€3MeKH MAalllWH, TaK0XX MOBUHHI BIJMOBIJATH CYTTEBUM
BUMOIraM HI0JI0 O€3MEeKH Ta OXOPOHU 3J0pOB’sl, BCTAHOBJIEHUM Yy JOJATKy 1 10
TexHIYHOTO perjaMeHTy O€3MeKd MalluH, 3a YMOBM, IIO0 Taki BUMOTU € OUIbII
CHeIiaJbHUMU, HIXK 3arajbHl BUMOTH 3 0€3MEYHOCTI Ta €(peKTUBHOCTI, BCTAHOBJICHI Y
posznuni II nomatky 1.

13. Ile#t TexHiuHMIl periiaMeHT HE BIUIMBA€ HA 3aCTOCYBaHHS TEXHIYHOTO
pErJlaMeHTy 3aKpUTUX JHKEpeNl 10HI3yl0YOro BHUIPOMIHIOBAHHS, 3aTBEPJIKEHOTO
noctaHoBoto Kabinery MinictpiB Vkpainu Big 05 rpyans 2007 poky Ne 1382
(Odimitinnii BicHuk Ykpainu, 2007 p., Ne 93, cr. 3408) Ta iHIIOTO 3aKOHOJIaBCTBA
VYkpainu, sike peryiroe 1o chepy.

14. 3aK0HOAABCTBOM MOKYTh BCTAHOBJIIOBATUCH BUMOTH IIOJI0 OOMEXKEHHS
3aCTOCYBaHHS MEBHUX MEIWYHHMX BUPOOIB JUIIE B YACTHHI BUMOT, 1[0 HE OXOIUICHI
UM TeXHIYHUM PETJIaMEHTOM.

15. Ile#t TexHiuHuil perjJaMeHT HE BIUIMBAE HA 3aKOHOJABCTBO Y KpaiHU 1010
oprasizaiii, HagaHHs a0o0 (piHAaHCYBaHHS MOCIYT 3 OXOPOHU 3J0POB'A T4 MEAUYHOIO
00CITyroByBaHHSI, Taki IK BAMOTH 1100 HAJaHHSI IEBHUX BUPOOIB JIUIIIE 32 PEIIETITOM,
BUMOTH IIOJI0 PO3MOJUTY UM BUKOPUCTAHHS TMEBHUX BUPOOIB JIHIINE KOHKPETHUMU
MEIUYHUMH TIPAIIBHUKAMHM YW 3aKJIaJaMH OXOPOHH 370pOB’S 200 BHMOTH IIOJO
BUKOPUCTAHHS TEBHUX BHPOOIB JmImIe 31  CHOCmMiaJlbHUM  mpodeciiHUM
KOHCYJIbTYBaHHSIM.

16. Lei#t Texuiunuii pernmameHT He 0OMexye cBOOOAY AISUIBHOCTI y cepl MeAia
3rigHo 3 3akoHOM Ykpainu «IIpo memiay.

17. IlyOmiuna iudopwmariisi, sika Oyna oTpumaHa abo CTBOpeHa B TIpoIIeci
3aCTOCYBaHHS 1IbOT0 TEXHIYHOrO pEerjaMeHTy, ONPUIIOJHIOETHCA 30KpeMa y (GopMi
BIIKDUTUX JIaHUX Ha €IUHOMY JEpXKaBHOMY BeO-MOPTall BIAKPUTUX JaHUX
BIJIOBIJTHO 10 BUMOT 3akoHy Ykpainu «IIpo noctyn no myOiaiuHOoi iHpopMarii».



Tepminu Ta BUBHAYEHHS

18. st uineit nporo TeXHIYHOTO perjJaMeHTy 3aCTOCOBYIOTh Taki TEPMIHH Ta
BU3HAYCHHS:

1) armomepar (y1s 11iIei BU3HAYCHHS TEPMiHy «HaHOMaTepiam») — Habip ciabKo
OB’ SI3aHUX YAaCTHHOK a00 CyKyIHOCTEH, IUIOoINa 30BHINTHLOI IMOBEPXHI SIKOTO €
aHAJTOTIYHOIO JIO CYMH ILIOII TOBEPXOHb OKPEMHX KOMIIOHCHTIB;

2) arperat (i 1ijied BU3HAUCHHS TEPMIHY «HaHOMAaTepial») — YaCTUHKA, sSKa
CKJIQJIA€THCS 13 CHIIBHO TIOB’SI3aHUX YW CIUTABICHUX MK COOOI0 YAaCTHHOK;

3) akcecyap 10 MEAMYHOTO BUPOOY — IPOIYKT, SIKUI caM 110 cO01 HE € METUYHUM
BUPOOOM SIK TaKUM, ajie MPU3HAYEHUN HOro BUPOOHUKOM JIJIsl BAKOPUCTaHHS pa3oM 13
OJHUM a00 KIJIbKOMa BU3HAUYEHUMHU MEIUYHHUMU BHUPOOAMHU 3 METOI 3a0€3MeueHHs
crieliuGpiYHOTO BUKOPUCTAHHS TaKUX MEIUYHUX BHPOOIB 3TiTHO 3 iXHIM IMIIHOBUM
NPU3HAYEHHSAM 4YM U1 CHeuu(IYHOro Ta OE3MO0CepeIHbOr0 CHOPHUSHHS MEIUYHIN
(yHKIL10HAJIBHOCTI MEAMYHUX BUPOOIB 3T1JIHO 3 iXHIM LIJIbOBUM NPU3HAYEHHSIM;

4) akTuBHUN BHUPIO — Oyabp-sKHil BUPIO, poOOTa SIKOTO 3aJIEKUTH BIJl JHKepena
€Heprii, BIAMIHHOTO BiJl TOTO, SIKU T€HEPY€E OpraHi3M JIFOAUHU JJI BIAMOBIAHOI L1
a00 cuiIM TSOKIHHS (TpaBiTalii), 1 IKAK Jl€ MUISTXOM 3MIHU TYCTUHU a00 EpEeTBOPEHHS
TaKo1 €HEPTii.

Bupobu, npusHaudeHi 115 nepelaBaHHs eHeprii, peYOBUH a00 1HILINX €JIEMEHTIB
MDK aKTUBHUM BHUPOOOM 1 MalieHTOM 0e3 Oylb-SKUX ICTOTHUX 3MiH, HE BBa)KalOThb
aKTUBHUMH BUPOOAMHU.

ITporpamne 3a0e3neUeHHS BBAXKAEThCS aKTUBHUM BUPOOOM;

5) BBeZieHHs B 00Ir — mepiiie HaJlaHHs BUPoOy (KpIM JOCITIKYBaHOTO BUPOOY)
Ha pUHKY YKpaiHU;

6) BBEICHHSI B €KCILTyaTallil0 — eTar, Ha KoMy BHpPIO (KpiM JOCIIIHKYBaHOTO
BUpOOY) BIEpIlle HAJAIOTh KIHIIEBOMY KOPUCTYyBauy JI0 3aCTOCYBaHHsS 3a MOro
IITOBUM TIPU3HAYEHHSIM;

7) BU3HAYEHHS CIIBBIJHOILIECHHS KOPHUCTBH/PU3UMK — aHAJI3 yCIX OI[IHIOBaHb
KOPHUCTI i PU3UKY, TIOB’SI3aHUX 3 BUKOPUCTAHHSAM BUPOOY 32 LIJIbOBUM MPU3HAYEHHSIM
32 YMOBHM HOTO BUKOPHUCTAHHS 3TIHO 3 BHU3HAYCHUM BHUPOOHUKOM IIJILOBUM
MPU3HAYEHHSIM;

8) BwIydeHHs 3 00iry — OyIb-sAKHWH 3axiJ, CIPSIMOBAHHMM Ha 3amoOiraHHs
HAJAaHHIO Ha PUHKY BUPOOY, KU mepeOyBae y JaHIi031 OCTaYyaHHS;

9) BUpiO, BUTOTOBJICHWM Ha 3aMOBIICHHA — OyAb-sIKUil BUPIO, CIEHialIbHO
BUTOTOBJICHUM 3a MUCBMOBHUM PEILENTOM JKaps ado ocoOu, 1o Mae BiAMOBIIHUN
piBeHb TpodeciiiHoi KkBamidikarii, sSka BH3HAYAE TIiJ CBOIO BiANOBIIAIBHICTH
cnieru(ivHi XapaKTepUCTUKH TPOCKTY BUPOOY, Ta MPU3HAUYCHUM IS 1HANBI Ty AIbHOTO
BUKOPHCTAHHS KOHKPETHHM IIAIlIEHTOM BHKIIOYHO JUIs 3a0€3MeUeHHS] BHKOHAHHS
HOTo 1HAMBITYyaIbHUX YMOB 1 MOTPED.



Opnnak, BHpOOHM CEpIMHOTO BUPOOHUIITBA, SKI TOTPEOYIOTH ajanTarlii Jyis
BUKOHAHHS CIeUU(PIYHUX BUMOT OY/b-SKOTO MPOQECIITHOTO KOPUCTyBaya, a TaKOX
BUPOOH, SKI BHUPOOJSAIOTH MAacOBO 13 BHKOPHUCTAHHSIM TPOLECIB MPOMHUCIOBOTO
BUPOOHUIITBA 3TIAHO 3 MHUCHMOBHUM PELENTOM OyAb-sKOi YIIOBHOBa)KEHOI 0cOOH, HE
BBa)KAIOTh BUPOOAMU, BUTOTOBJICHUMH Ha 3aMOBJICHHS;

10) Bupi®O O0AHOPA30BOTO BUKOPUCTAHHS — BUPIO, MNPU3HAYCHUA JIs
BUKOPHCTAHHS Ha OJIHIN 0C001 i1 yac OIHI€T PoLenypH,

11) BupiO, KM IMIUTAHTYIOTh — Oy/Ib-IKUH BUPIO, Y TOMY YHCJI1 YaCTKOBO YU
MOBHICTIO a0CcOpOOBaHUM Ta MIPU3HAUYCHUH JIJIA:

- TIOBHOTO BBEJICHHS B OPTaHi3M JIFOJWHU; a00
- 3aMIHHM €MiTeNiaJbHOl TIOBEPXHI UM ITOBEPXHI OKa

[UIIXOM XIpypriYHOTO BTPYYaHHS, 1 SKUH 3aJIMIIAE€THCS B OpTraHi3Mi MICIIsl 3aKIHYEHHS
IpoLeaypH.

Bynp-skuii BUpi0, NpU3HAYEHUI JIJIs1 4aCTKOBOTO BBEACHHS B OPTaHi3M JIOAUHU
IUIAXOM KIIHIYHOTO BTPYYaHHS, SIKAW 3aJMIIAE€THCS B OpraHi3Mi JIIOAWUHU IMICIA
3aKIHYEHHS IPOLEIYpH MPOTIroM moHaiMenie 30 qHIB, TAKOXK BBa)KalOTh BUPOOOM,
KU IMIJIAHTYIOTb;

12) BUpoOHHK — ropuANYHA YU (i3udHaA 0c00a, sIka BUTOTOBJISIE UM MOBHICTIO
BIJIHOBJIIOE BUPIO, abo 3a0e3medye MNPOEKTyBaHHS, BUTOTOBJIEHHS YU IIOBHE
BIJIHOBJICHHS BUPOOY 1 HaJa€ Ha PUHKY Takuid BUPIO MiJ BIACHOI HA3BOIO YU
TOPrOBEJILHOIO MApKOIO;

13) BigkimukaHHs — OyIb-SKHM 3aXiJl, COpSIMOBaHUI Ha MOBEPHEHHS BUPOOY,
AKUM y>ke OyB HaIaHUM KIHIIEBOMY KOPUCTYBauy;

14) nepxaBHUW PUHKOBUN HArsI — MisIbHICTB, SAKY 31HCHIOIOTH OpraHd
JIEP’)KaBHOTO PUHKOBOTO HATJISAY 1 3aXOJIM, SIKUX BOHM BXKMBAIOTH JIJISl TMEPEBIPKH 1
3a0e3MedeHHsl Toro, 1Mmo0 BUPOOM BIAMOBIAAIM BUMOTaM, BCTaHOBJICHUM
3aKOHOJABCTBOM YKpaiHM, Ta HE CTaBWJIM MiJ 3arpo3y 370poB's, Oe3neky ado Oynb-
SKUH THIINI aCEeKT 3aXUCTy CYCHIJIbHUX 1HTEPECIB,;

15) nociimkyBanuii BUpiO — BUPIO, IKUH OLIHIOKOTH Y KJITHIYHOMY JOCIIKCHHI;
16) nmochmigamMk — oco0a, BiAMOBimaTbHA 3a TPOBEACHHS KJIHIYHOTO

JOCITIKEHHS 32 MICIIEM MOTro MpOBEICHHS;

17) erukerka — mNHUCbMOBa, JpyKoBaHa abo rpadiuHa iHopmaris, 110
PO3MIIIYETHCSI HA cCaMOMy BUPOO1, Ha MaKyBaHHI KOXHOI OJMHUILI a00 Ha MaKyBaHHI
KUJIBKOX BUPOOIB;

18) edexTUBHICTD — 34aTHICTh BUPOOY BUKOHYBATH HOTO L1JIHOBE MPU3HAUCHHS,
3asiBJICHE BUPOOHUKOM;

19) zaranpHa rpymna BUpOOIB — JEKUIbKa BUPOOIB, SKI MAaOTh OJHAKOBE YU
nomiOHe IIbOBE TpH3HA4YeHHS a00 CHOUIbHY TEXHOJIOTII0, M0 JO03BOJISE
Kiacu(ikyBaTH iX y3araabHeHO 0€3 3a3HaUCHHS CTeIU(PIIHIX XapaKTEPUCTHK;



20) 3aranpHi cneundikamii (common specifications, CS) — Halip TeXHIYHHX
Ta/ab0 KIIHIYHUX BHUMOT, IHIIUX HDK CTaHAApPTH, SKI BU3HAYAIOTh 3acOo0U IS
3a0€3Me4YEeHHs] BUKOHAHHS IMEBHHX BHUMOT, 3aCTOCOBHHX J0 BUpOOy, IMporecy ado
BIJITOBITHOI CUCTEMH;

21) 3akymazi OXOPOHHM 370pPOB’ ST — IOpUANIHA 0c00a Oyab-s1K01 (HOPMH BIACHOCTI
Ta oprasizaiiifHo-1mpaBoBoi Gpopmu abo ii BiZOKpeMIICHHIA MiIPO3Aii, 10 3a0e3neuye
MeAnYHEe 00CITyTOBYyBaHHs HACEJICHHS Ha OCHOBI BiJIMOBIAHOI JIiLIEH311 Ta mpodeciitHol
JISJIBHOCTI MeIWYHMX ((hapMareBTUYHKX) MpalliBHUKIB 1 (axiBiiB 3 peabimTariii,
MIEPBUHHOIO METOIO JISIIBHOCTI SIKO1 € AOTJISA 3a MallieHTaMu, JIIKyBaHHS Talll€EHTIB a00
3a0€e3TCUYCHHS] OXOPOHHU TPOMAJICBKOTO 37I0POB’S;

22) 3HaK BIAMOBITHOCTI TEXHIYHUM perjiaMeHTaM — MapKyBaHHsI, 32 JOTTOMOT 00
SAKOTO BHUPOOHUK TMO3HA4a€, 110 BHUPIO BIJMOBIJIA€ 3aCTOCOBHUM BHMOTaM,
BCTAHOBJICHUM Y 1IbOMY TE€XHIYHOMY perjIaMeHT] Ta 1HIINX TEeXHIYHUX PErjlaMeHTax,
SKUMU TIepe10aueHo HOTo HAaHECCHHS;

23) iMmopTep — Oyap-sKa ropuandHa abo ¢izudHa ocoba, sKa € Pe3uICHTOM
VYkpainu, Ta BBOJUTH B 00Ir HA pUHKY YKpaiHU BUP1O MOXOJKEHHSM 3 1HILOI KPaiHu;

24) iHBa3WBHUU BHpPIO — OyAb-sIKuil BUPIO, KU TOBHICTIO ab0 YacTKOBO
IIPOHUKAE Y TLJIO JIIOJUHU Yepe3 OTBIp Tija ado yepe3 Moro MoBEpPXHIO;

25) 1HCTpPyKLiA 13 3acTocyBaHHS — iH(oOpMallisi, HaJaHAa BHUPOOHUKOM JIJIst
1H(GOpMYBaHHSI KOpPUCTyBaua MpO LUILOBE MPU3HAYEHHS BUPOOYy, HOro HajeKHE
BUKOPHUCTaHHSA Ta Oy/b-sK1 HEOOX1IH1 3aM001>KH1 3aX0/TH;

26) iHdopMoOBaHa 3rojia — BUJIbHE 1 JOOPOBUIbHE BUPAKEHHS CYy0’ €KTOM CBOEL
3roaM OpaTh y4yacTh y TEBHOMY KIIHIYHOMY JOCTIPKEHHI TICIS OTPUMAaHHS
1H(dopMaIii mpo BCl acMeKTH KIIHIYHOTO JOCTIKEHHS, 110 MalOTh BiJIHOIICHHS [0
OPUIHATTS Cy0’€KTOM pillleHHS OpaTd y4acTh, a00 y BUNAJKY HEMOBHOJITHIX YU
HeJl€3aTHUX CYO’€KTIB, JIO3BI YW 3rojia iXHBOI'O 3aKOHHOTO IIPEACTAaBHHMKA Ha
BKJIFOUEHHSI 1X Y KJIIHIYHE TOCII1KEHHS;

27) iHUMACHT — OyIb-fKa HECHPAaBHICTh, TMOTIPHICHHS XapaKTEPUCTHK abo
3HM)KEHHSI €(DEeKTUBHOCTI BUPOOY, HAaJaHOTO HA PUHKY, B TOMY 4YHUCJl TMOMUJIKA
BUKOPUCTAaHHSA Yepe3 EpProHOMIYHI XapaKTEPUCTHKH, a TaKOX HEBIANOBIIHICTb
HaJaHOi BUPOOHUKOM 1H(Dopmarllii Ta Oyap-skuil HeOakaHUi MOOIYHUI e(eKT;

28) KJIiHIYHA KOPUCTh — MO3UTUBHUM BIUIMB BUPOOY Ha 370pOB’S JIHOJUHHU, IO
BUPAKAETHCSA B ICTOTHHMX, BUMIPIOBAHMX Ta BIAMOBIIHMX I TaIi€HTa KITHIYHUX
pesynbpTaTax, y TOMY WYHCII pe3yJbTarax, IOB’S3aHUX 13 JIarHOCTUKOI, a0o
MO3WTHBHHUM BIUTMBOM Ha BEJICHHS MAIIEHTIB Y¥ OXOPOHY IPOMAJICHKOTO 370POB’S;

29) kiiHiYHA €()EeKTUBHICTD — 3JJaTHICTh BUPOOY, 32 paXyHOK OyIb-SIKUX MPSIMUX
YU OMOCEPEIKOBAHUX MEIUYHUX €(EKTIB, SAKI BUIUIMBAIOTH 13 HOr0 TEXHIYHHUX Ta
(YHKIIOHATBHUX XapaKTepUCTHK, Y TOMY 4YHCII JIarHOCTUYHHMX, BUKOHYBAaTH
3asiBJIeHE BUPOOHMKOM IIUThOBE TPU3HAYCHHS Ta, SK pe3yJbTaT, 3abe3nedyBaru
KJIIHIYHY KOPHUCTh /IS TAI€HTIB NMPU BUKOPUCTAHHI 3a 3aABJICHUM BUPOOHUKOM
IITHOBUM TTPU3HAYCHHSIM;



30) KimiHIYHE AOCHIKEHHS — Oy/Ib-sIK€ CUCTEeMAaTUYHE TOCIIHKEHHS 3a y4acTi
ofHI€T MoMUHU a00 OUTBIIOI KUTBKOCTI JIIOJEH, sIKe MPOBOIATH JAJI OLIIHIOBAHHS
0€3MeYHOCT1 YU €(PEeKTUBHOCTI BUPOOY;

31) xiiHIYHE OIIHIOBAHHS — CHCTEMATHYHUN Ta TJIAHOBHUH MPOIIEC TMOCTIHOTO
OTpUMaHHs, 300py, aHaNi3y Ta OIIHIOBAHHS KIIHIYHUX NaHUX IMOAO0 BUPOOY s
JeMOHCTpallii #ioro 6e3neyHocTi Ta €eKTUBHOCTI, B TOMY YHCHI KIIHIYHOT KOPHUCTI
BUpOOYy 3a YMOBH WOTO BHUKOPHCTaHHS 3a 3asABJICHUM BHUPOOHUKOM ILIIHOBUM
IPU3HAYCHHSIM;

32) KIJIIHIYHHM JI0Ka3 — TOCTaTHI KUIBKICHI Ta SAKICHI KJIIHIYHI JaH1 ¥ pe3yJIbTaTH
KJIIHIYHOT'O OIIIHIOBAHHS, 1110 CTOCYIOThCSI BUPOOY, SIK1 T03BOJISIOTH HAJIC)KHUM YHHOM
OIIIHUTU OE3IEeYHICTh BUPOOY Ta JAOCITHEHHS HUM IIJIbOBOI KJIIHIYHOT KOPHCTI MpHU
BUKOPHUCTAHHI 32 3asiBJICHUM BUPOOHUKOM ITIJILOBUM MPU3HAYEHHSIM;

33) KIiHIYHI JaH1 — iHOopMaIlis 11010 0e3MeYHOCTI YK €PEKTUBHOCTI, OTpUMaHa
3a pe3yJbTaTaMu BUKOPUCTAHHS BUPOOY 13 TAKUX JKEPEIT:

- KJIIHIYHUX JOCIIJKEHb BIMOBITHOTO BUPOOY;

- BHUCBITJICHUX y HAyKOBIM JiTepaTypl KIIHIYHUX MAOCHIIKEHb YW I1HIIUX
JOCIIIIKEHb BUPOOY, EKBIBAJIEHTHICTh SKOTO 13 JIOCHII)KyBaHUM BUPOOOM MOKE OyTH
JIOBEJICHA,;

- OIyOJIIKOBaHUX B PELICH30BaHIM HAYKOBIM JITEpaTypi 3BITIB NPO KIIHIYHHUMA
JIOCB1J] BUKOPUCTAHHS JIOCIII)KyBaHOTO BUPOOY a00 BUPOOY, EKBIBAJICHTHICTh SIKOTO
13 TOCJIII)KyBaHUM BUPOOOM MOe OyTH JIOBEJICHA;

- KJIIHIYHO BIJMOBIAHOT 1H(OpMaIi TPO MOCTMAPKETHUHTOBUN Harmsin (post-
market surveillance), 30kpemMa MOCTMapKETHHIOBUI KIIiHIYHKN Harjsia (post-market
clinical follow-up, PMCF);

34) KOMITET 3 MUTaHb €TUKHU — HE3aJCKHHUIM OpraH, YIIOBHOBAKEHUW HaJTaBaTH
BUCHOBKHM ISl IUIEH 1bOTO TEeXHIYHOTO periaMeHTy 3 YpaxyBaHHSIM JIyMOK
HECIEI1aTICTIB, 30KpeMa, MallieHTIB ado iX opraHizallii;

35) koperyBayibHI [ii — 1ii, SKUX BXHBAIOTH JUISI YCYHCHHS TPUYUHU
MOTEHIIMHOT Y (PaKTUUHOI HEBIAMOBITHOCTI a00 1HIIOT HEOakaHOT CUTYaIlli;

36) xoperyBabHi JIii MOI0 €KCIUTyaTaIliiHOi 0€3MeYHOCTI — KOpEeTryBaJIbHI Iii,
SAKUX BUPOOHUK BXKUBAE 3 TEXHIYHUX YU MEIUYHUX MPUYUH ISl 3a00ITaHHS PU3UKY
CEpHO3HOr0 IHIMJIEHTY, IOB’A3aHOTO 3 BUPOOOM, HAJaHUM Ha PHUHKY, a TaKOX
3MEHIIEHHS TAKOTO PU3HUKY;

37) xopuctyBau — OyNb-KUH MpaliBHUK y chepi oXopoHU 3710poB’s (mani -
METUYHUM MpalliBHUK) a00 HECIeialliCT, KU BUKOPUCTOBYE BUPIO;

38) menuunuii BuUpiO — Oynb-IKUW 1HCTPYMEHT, amapar, MpWiIaj, MPUCTPIH,
nporpamMHe 3a0e3MedeHHs, IMIUIaHTaT, peareHT, Marepian abo IHmmM BuUPIO,
MpU3HAYEHUN BUPOOHUKOM /I BUKOPUCTAHHS JIFOJAMHOI0, OKPEMO a00 B TIOEIHAHHI,
JUIsL OJTHIET 200 KIJTbKOX BH3HAYEHHUX HIDKYE CIICIM(pIYHUX MEIUYHUX ITIJISH:



- JIarHOCTHKH, MNPOQUIAKTUKH, MOHITOPUHTY, TOMEPEAHbOI  OIIHKH,
IPOTHO3YBaHHS, JIIKYBaHHS a00 IMOJIETIICHHS 3aXBOPIOBAHHS;

- J1arHOCTHKH, MOHITOPHUHTY, JTIKyBaHH:, MOJICTIICHHS CTaHy Malll€eHTa B pasi
TpaBMH YH 1HBAJIAHOCTI a00 TXHBOT KOMITEHCAITIi;

- JOCHI/KEHHS, 3aMiHM 4u Moaudikamii aHatomii abo (i310J0TIYHOTO YU
NaTOJIOTIYHOTO MPOIECY YH CTaHy;

- oTpuMaHHs iH(oOpMarlii 3a JOMOMOrOI0 JOCHIIKEHHS 3pasKiB in Vitro,
OTPUMAaHUX 3 OPTaHi3MYy JIIOJIMHH, B TOMY YHCII1 JJOHOPCHKOI KPOB1, OPTraHiB 1 TKAHUH,

Ta SKUA HE BHUKOHYE CBOE OCHOBHE I[IJIbOBE TPU3HAYEHHS 3a JIOTIOMOTOIO
(hapMaKkoJIOTIYHUX, IMyHOJIOTIYHUX UM METa0OJIYHUX 3aCO0IB Y UM Ha TUIl JIFOJIUHH,
npoTe GYyHKIIIOHYBAHHIO SIKOTO TaKi 3aCO0M MOXKYTh CIPUSITH.

MGIII/I‘-IHHMI/I BI/Ip06aMI/I TAKOXK BBAXKAIOTh TAKy HpOI[YKIIiIOI
- BI/Ip06I/I HJI1 KOHTPOJIIO SaHJ'IiI[HeHHH Y1 HaJaHHA JOIIOMOT'H B BaHJIi,Z[HeHHi;

- MPONYKIIs, CHEUIaJbHO MpU3HAYEHA MJs OYMUICHHS, Je3iH(ekii abo
cTepuiiizalii BUpOOiB, 3a3HAYEHHUX Yy MYHKTI 5 HbOoro TEXHIYHOrO pErjaMeHTy Ta
HABEJICHUX Yy MepHIoMy ad3all UbOTo MIAINYHKTY;

39) HamaHHS HAa PUHKY — OyIb-SKe TUTaTHE a00 Oe30TIaTHE MMOCTaYaHHS BUPOOY
(KpiM  AOCHIIKYBaHOTO  BUPOOY) ISl  PO3MOBCIODKEHHS, CIOXKMBAHHS YU
BUKOPUCTaHHS HAa PUHKY YKpaiHU B MPOLIEC] 3A1ICHEHHS TOCIIOAAPCHKOI TISIIBHOCTI;

40) nHaHomatepian — MPUPOJHUMN, BUIMAJIKOBUI ab0 BUTOTOBJIICHHMI MaTepial,
KWW MICTUTh YACTUHKH y HE3B SI3aHOMY CTaH1, a00 y BUTJISIII arperaTy, abo y BUTIISII
armomepary, Ta B sskomy y 50% a06o OuIbIIii KUTBKOCTI YaCTHHOK OJUH ab0 OuIbIe
30BHIIIHIX PO3MIPIB 3HAXOAATHCS B Aiana3zoHi 1-100 uM;

®dynepenu, rpadeHOBI MJIACTIBIII Ta OJHOCTIHHI BYTJICIICBI HAHOTPYOKH, B AKUX
OoIMH abo OLIbIIe 30BHIMIHIX PO3MIPIB € MEHIIMM 3a | HM, TaKOXX BBaKaIOThCS
HaHOMAaTepiaJlaMu;

41) nebaxaHa mofiss — OyAb-SKUN HECHPUSTIMBUNA MEAUYHUN BUMAOK,
HerepeadayeHl 3axXBOPIOBAHHS YW TpaBMU a00 Oy/b-sfKi HECHPUATIMBI KIIHIYHI
CUMIITOMH, B TOMY YHCII BIIXWICHHS Ja0OpaTOPHUX TOKa3HHMKIB Yy CYO’ €KTIB,
KOPHUCTYBauiB a00 IHIIUX 0CI0 Y KOHTEKCTI KJITHIYHOTO JOCTIKEHHS, HE3AJIC)KHO BiJl
TOTO, MIOB’sI3aH1 BOHU 13 JIOCJI/I)KyBaHUM BUPOOOM UM Hi;

42) Henonik BUpOOYy — OyJib-sika HEBIAMOBIIHICTh 100 1ICHTUYHOCTI, SIKOCTI,
JIOBrOBIYHOCTI, HAIIMHOCTI, 6€3MeYHOCTI 200 e(heKTUBHOCTI IOCIIIKYBaHOTO BUPOOY,
BKJIIOYAIOYM  HECHPABHICTh, IIOMHJIKA BUKOPHCTaHHS a0O0  HEBIJAIMOBIIHICTh
1H(popmartii, HagaHOT BUPOOHUKOM;

43) HEeXWUTTE3NaTHUM — Takud, M0 HE 3AaTHUH [0 MeTaboni3My Y
PO3MHOXKEHHS;

44) wnecmemiamicT — ¢izuuHa ocoba, ska He Mae (GOpPMabHOI OCBITH Yy
BIJIMOBITHIN c(hepl OXOPOHU 310POB’ S a00 MEIUIINHH;
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45) opraH 3 OLIHKH BIJIOBIIHOCTI — OpraH, 10 3A1HCHIOE TISUTBHICTD 3 OLIHKU
BIJMOBITHOCTI SIK TPETA CTOpPOHA, BKIIOYAIOYM KamiOpyBaHHS, BHUIIPOOYBaHHS,
ceptudikailiro Ta iIHCIIEKTyBaHHS;

46) omiHKa BIAMOBIMHOCTI — TPOIEC, IO JAEMOHCTPYE, IO BHUMOTH I[HOTO
TexHIYHOTO peraamMeHTy 1040 BUpoOy Oyiu BUKOHAHI,

47) T1utaH KJIHIYHOTO JOCTIDKEHHS — JOKyMEHT, Y SKOMY OMHCaHi
OOTpYHTYBaHHsI, I, AW3aiiH, METOJWKA, MOHITOPHHI, CTATUCTUYHI aCTIEKTH Ta
oprasizaiiisi MpOBEJICHHS KJIIHIYHOTO JTOCIIKEHHS,

48) mOBITOMJICHHS IIIOJIO EKCIUTyaTalliiHoi Oe3MeYyHOCTI — TOBIOMJICHHS,
HaJiclIaHe BUPOOHHMKOM KOPHCTyBayaM 4YH CIIO)KMBadaM Yy 3B’S3Ky 13 BXKUTTAM
KOperyBaJbHUX JiH 111010 OE3MEUYHOCTI;

49) noBHE BITHOBJICHHS (/I 1[1JIE BU3HAYCHHS TEPMIHY «BUPOOHUK)) — MOBHA
PEKOHCTPYKIIIS YK€ BBEJICHOTO B 00IT UM B €KCIUTyaTaIlito BUpoOy a0 BUTOTOBJICHHS
HOBUX BHpOOIB 13 YK€ BKMBAaHUX BUPOOIB JJI1 NPHUBEACHHS iX y BIAMOBIIHICTH /0
Oro TeXHIYHOrO PerJaMeHTy 13 BCTAHOBJIEHHSM JJIsl TAKOTO B1JHOBJIEHOTO BUPOOY
HOBOI'O CTPOKY CITy>KOH;

50) moBTOpHA 06pOOKa — MpolIec, IKUH BUKOHYIOTH 13 BAKOPUCTAHIUM BUPOOOM
Tt 3a0€3MmeueHHsT MOYKJIMBOCTI HOTo 0€3MeYHOr0 MOBTOPHOTO BUKOPUCTAHHS, Y TOMY
YUCJI1 OUUILICHHS, Ie31H(EKIII10, CTEPUITI3alliio Ta 1HIII OB’ s13aH1 MPOLETYPH, a TAKOK
BUMPOOYBAaHHS 1 BIJHOBJICHHS TEXHIYHOI 1 (QyHKIIOHAIBHOI Oe€3MeyHOCTI
BUKOPHCTAHOT'O BUPOOY;

51) moctmapkeTuHroBuid Harjsia (post-market surveillance) — ycst misibHICTS,
Ky BUpOOHUKH y CITIBIIpAIll 3 IHIIUMHU Cy0’ €KTaMU TOCTIOIAPIOBAHHS 31CHIOIOTH JISI
CTBOPEHHSI Ta OHOBJICHHS CHCTEMAaTHYHOI MPOIEAypH MPOAKTUBHOrO 300py Ta
BUBYCHHS JOCBIIy I10JI0 BUPOOIB, SIKI BOHM BBOJSATH B 00IT, HAAIOTh Ha PUHKY a0o0
BBOJISITh B €KCIUIyaTallito JiIi BU3HAYCHHS HEOOXITHOCTI HETaWHOTO BXKHUTTS OYIb-
SAKUX KOPEryBaJIbHUX 200 3a001KHUX JI1if;

52) moxigHI — «HEKJIITUHHI PEYOBHMHW», OTPUMAaHI 3 TKAHWHH YW KIITHHU
JIFOJICBKOTO YM TBAPMHHOTO MOXO/I’KEHHS B Ipoueci BUpoOHuLTBa. KiHlleBa pe4oBUHa,
Ky BUKOPHCTOBYIOTHb [IJIl BUTOTOBJIEHHS BHUpPOOY, B I[bOMY BHMAJKy HE MICTHUTb
YKOJHUX KJIITUH YU TKAHUH;

53) mpu3HAYEHUW OpraH — OpraH 3 OIIHKK BIAMOBITHOCTI, NMPU3HAYEHUN Ha
MPOBEJCHHS IIEBHUX POOIT 3 OMIHKHA BIAMOBIIHOCTI BUMOTraM IIbOro TeXHIYHOTO
pETJIaMEeHTY;

54) mponenypuuii Hablp — KOMOIHAIlS TPOAYKTIB, YIMAKOBAaHUX pa3oM Ta
BBEJICHUX B 00IT 3 METOO 1X 3aCTOCYBaHHS ISl IEBHUX MEIUYHUX IIUJICH;

55) peryssTopHui cTaTyc MPOAYKIIii — I[¢ BU3HAYCHHS MPABOBOTO MOJIOKEHHS
KOHKPETHOTO BUPOOY, III0 OXOTLTIOE BC1 PETYJIATOPHI BUMOTH Ta IPOLIEypH, HEOOXITH1
JUISL MOr0 BUPOOHUIITBA, MapKyBaHHS, PO3MOBCIOJDKEHHS Ta NPOJAXY TOIIO 3
ypaxyBaHHSM MpakTHK €Bponericbkkoro Coro3y 13 3a3HAYCHUX NTUTaHb;
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56) pu3HK — MO€IHAHHS HMOBIPHOCTI 3aBIAHHS IIKOJM Ta CTYNEHIO TSHKKOCTI
TaKol IIKOJIH;

57) posmoBcrOmKyBay — Oynb-sKa opuandHa abo ¢izudHa ocoba B JaHITIO31
nocTayaHHs, OKpiM BUpOOHUKA UM IMIIOPTEPA, SIKa HaJa€ BUPIO HA pUHKY 10 MOMEHTY
HOTO BBEJICHHS B €KCILTyaTaIliio;

58) cepiiozHa 3arpo3a Il TPOMAJICHKOTO 370pPOB’S — TIOMis, SKa MOXKE
COPUYMHUTH ICTOTHUM PHU3UK CMEPTi, CEpUO3HOTO TMOTIPIICHHS CTaHy 3/I0pOB’s
JIOJIMHU a00 CEPHO3HOTO 3aXBOPIOBAHHS, 1[0 MOYKE BUMaraTu HETaiHOTO BXKUTTS il
JUISL JIIKBIJIAIll HACHIJIKIB Ta CHPUYMHUTH BUCOKY 3aXBOPIOBAHICTh UM CMEPTHICTH
HacCeJICHH, a00 sSKa € He3BHYAHOIO UM HEOUiKyBaHOO JIJI1 BA3HAYEHOTO MICIIA 1 9acy;

59) cepifodHa HeOaxkaHa moAiss — Oyab-fKa HECHPUATIMBA MO, sKa
MIPU3BOIUTH 10 OyAb-SKOTO 13 TaKUX HACHIAKIB:

CMEpTI,

CEpO3HOrO MOTIPIIEHHS CTaHy 30pOB’s Cy0’€KTa, pe3yJIbTaTOM SIKOTO € Oy/Ib-
110 13 3a3HAYEHOTO HUXKYE:

- 3aXBOpPIOBaHHS ab0 TpaBMa, 110 3arPOKYIOTh )KUTTIO,
- CTIMKe MOPYIIEHHS CTPYKTYpH Tij1a 4d (PyHKIIIT opraHizmy,
- TocIHiTam3alisa ado IMoJOBKEHHS TOCITITAN3aIl] Ialll€HTa,

- MEIUYHE YW XIPypriuHe BTPYYAHHS IJIs 3amoOIraHHS 3aXBOPIOBAHHIO UM
TpaBMi, 1110 3arPOKYIOTh JKUTTIO, 00 CTIMKOMY MOPYIICHHIO CTPYKTYPH Tijia
yi (PYHKIIIT OpraHizmy,

- XpOHIYHE 3aXBOPIOBAHHS,

MOPYIIeHb PO3BUTKY ILIOIY, CMEPTI IUIOAy, ab0 BpPOKEHHX (PI3UUHUX YU
PO3YMOBHX BIIXUJICHb 200 BPOIKCHUX BaJ;

60) cepito3Hud IHIOUAEHT — OYIb-SKUI I1HIUJCHT, SAKUH MpsMO ado
OTIOCEPEKOBAHO TPH3BIB, MIT MPU3BECTH a00 MOXKE MPHU3BECTH 10 OYIb-SKOro 13
TaKUX HACJIIKIB:

CMEpTI HalieHTa, KopucTyBada ado 1HII0i 0co0w,

TUMYACOBOTO UM CTIMKOIO CEpHO3HOIrO MOTIPIICHHS CTaHy 370pOB’sl MAIlIE€HTA,
KOpHUCTYyBaua abo 1HII0i 0coow,

CEpHO3HO1 3arpo3u JJIsl TPOMAJICHKOT0 3/10POB S,

61) cucrema — xoMmOiHAIsl TPOJYKTIB, YIAaKOBAaHUX pPa30oM YU OKPEMO, SKi
MaroTh OyTH B3a€EMOIIOB’sI3aH1 UM MMOEIHAH1 JIJIs1 TOCSITHEHHS IEBHUX MEAMYHUX IICH;

62) crioncop — Oyap-sika ocoba, KoMmadis (TATPUEMCTBO), 3akiaj] (yCTaHOBA)
a0o opranizarlis, sika Oepe Ha ceOe BIIMOBITAIBHICTD 3a 1HIIIIOBAaHHS, OPraHi3alIliio Ta
(dbiHaHCYBaHHS KIIHIYHHUX JOCIIKEHb, @ TAKOXK YIPABITIHHSI HUMHU;
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63) cy0’ekT rocmogapioBaHHS — BHPOOHHK, YINOBHOBAKEHHUI MpPEICTaBHUK,
IMIIOpTep, PO3MOBCIOMKYBau ab0 ocoba, 3a3HadeHa y myHKTax 116 ta 118 mporo
TexHIYHOTO perJamMeHTy;

64) cy0'ekT KIIHIYHOTO JOCTiIKEHHs (Cy0'ekT) — ocoba, sika O6epe y4yacThb y
KIHIYHOMY JTOCI1KEHHI;

65) cyMICHICTB — 3aTHICTh BUPOOY, B TOMY YHCIII IPOrpPaMHOT0 3a0e3MeueHHs,
IpU BUKOPHCTAaHHI pa3oM 3 OAHMM a00 JAEKUIbKOMa 1HIIMMH BUPOOAMH 3TIAHO 3
I[IJIbOBUM NPU3HAYCHHSIM:

dbyHkiionyBaTd 0e3 Oyab-SKMX HEAOJIKIB UM TMOTIPIIEHHS 3aTHOCTI
MpaIloBaTy 3a IIJILOBUM MPU3HAYEHHSIM; Ta/a00

iHTerpyBaTuca Ta/abo (yHKIIOHYyBaTH 0e3 HEeoOXigHOCTI B Moaudikaiii 4uu
aganTalii Oyb-sK0i YaCTMHHU MOETHAHUX BUPOOiB; Ta/abo

BUKOPHUCTOBYBATHUCS pa3oM 0e3 KOH(ITIKTIB/iepeniko abo HeOakaHUX peaKiliif;

66) ynikanpauii ineHTudikarop BupoOy (Unique Device Identifier, UDI) — cepis
nuPpoBuX UYM OyKBEHO-IIM(POBUX 3HAKIB (CHUMBOJIIB), CTBOPEHHMX Ha OCHOBI
NPUIUHATUX MDKHApOAHUX CTaHAAPTIB 1eHTU]IKalli Ta KOAYBaHHS BUpOOIB, sKa
JI03BOJISIE OJJHO3HAYHO 1IEHTU(DIKYBaTH crielu(i4yHl BUpOOU HA PUHKY;

67) ynoBHOBa)KeHUI MPEICTaBHUK — OyAb-fKa OpuIndHa ocoba abo ¢izuuHa
ocoba, sika € pEe3uACHTOM YKpaiHM, Ta fKa OTpuMaja Ta MNPUKHSAJIA NUCbMOBE
JIOPYUYEHHS B1Jl BUPOOHHUKA, PO3TALIOBAHOIO 32 MEXaMH TepUTOpli YKpaiHu, BUMHSITU
IOPUINYHI J1ii BiJ HOTO IMEH1 CTOCOBHO 00OB’SI3KiB TAKOT'O BUPOOHHMKA, BCTAHOBJICHUX
UM TexXHIYHUM perjamMeHToM;

68) danscudikoBanuii Bupi® — OyAb-sKUN BUPIO, IMIOAO SIKOTO HAJIAHO
HETpaBIMBl JaHI MPO HOTO TOTOXKHICTB/IICHTHYHICTh Ta/ab0 TMOXOKEHHS Ta/abo
MapKyBaHHS 3HAaKOM BIATOBIIHOCTI TEXHIYHUM perjiaMeHTaM a0o JOKYMEHTHU
CTOCOBHO TIPOILIEyp MAapKyBaHHS 3HAKOM BIAMOBIAHOCTI  (JOKyMEHTH TIPO
BIIMOBIAHICTD). [e BU3HaUCHHS HE MOUIUPIOETHCS HA HECHABMUCHY HEBIIMOBIAHICTD Ta
HE CTOCYEThCS MOPYIICHb MPaBa 1HTEJIEKTYJIbHOT BJIACHOCTI;

69) ¢yHKITiOHaTBPHA CYMICHICTD — 3/IaTHICTh ABOX a00 Oiibile BUPOOiB, Y TOMY
YUCJI1 MPOrPaMHOTO 3a0€3MeUeHHs], OAHOTO BUPOOHUKA YU PI3HUX BUPOOHUKIB!

3M11CHIOBATH OOMIH 1H(OpPMAILIi€I0 Ta BUKOPUCTOBYBATH OTPUMAaHY 1H(POPMALIII0
JUTSl IPaBUJIBHOTO BUKOHAHHS BU3HAUYEHOI (DYHKIIIT 0€3 3MIHM 3MICTY JIaHUX; Ta/a0o

3B’3yBaTHUCA OJIMH 3 OJIHUM; Ta/abo
CIJIBHO MPAIIOBATH 32 IITLOBUM MTPU3HAYCHHSIM;

70) miIIbOBE NMPU3HAYCHHS — BUKOPHCTAHHS, JJIS SIKOTO IPU3HAYCHHU BHPIO
3TiTHO 13 JaHWMH, HAJAHUMH BHUPOOHMKOM Ha €THUKETII, B I1HCTPYKISX 13
3aCTOCYBaHHS a00 y PeKJIaMHUX YW TOPTOBEJBHUX Marepiaiax abo 3asBax, a TaAKOX
sIK€ BU3HAYC€HE BUPOOHHUKOM II1J] 9ac KJIIHIYHOTO OIIHIOBAHHS;

71) wactunka (nJs 1UIeH BU3HAYCHHS TEPMIHY «HAHOMAaTepia») — IpiOHMIA
€JIEMEHT PEYOBUHU 13 BUSHAYCHUMHU (PI3UMUHUMHU MEKAMH.
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19. Inmni TepMiny y nboMy TeXHIYHOMY perjJaMeHTi BXKUBAIOTHCS Y 3HAUYEHHSIX,
BHU3HAYEHUX 3aKOHOIaBCTBOM.

PeryasitopHuii craryc npoaykuii

20. be3 oOmesxeHHs MoJ0KeHb 3akoHy Ykpainu «IIpo mikapceeki 3acoom», MO3
Ha MIJCTaBl BIAMOBIAHOIO 3aMUTY 3a pe3ysibTaTaMu KoHCynbTalli 3 CeKTopaibHOIO
IpymnoIo 3 MUTaHb MEANYHUX BUPOOIB (nani — ['pymna), CTBOPEHOIO 3TiTHO 3 MyHKTaMH
394-403 uporo TexHIYHOrO periiaMeHTy, 3 ypaxyBaHHSAM MPaKTUK €BpPONEHCHKOro
Coro3y 13 3a3HaYEHUX MTUTaHb, BU3HAYAE YU M1/Ma/1a€ BU3HAYEHA MTPOTYKIIisl, KATEropis
a00 rpyna npoayKIiii mij] BU3HAYEHHS TEPMIHIB «MEIMUYHUMA BUPIO» ab0 «akcecyap 10
MEJIUYHOTO BUPOOY» y MOPSAKY, BcTaHoBIeHOMY MO3.

21. MO3 TakoX MOXe 3a CBOEIO BJIACHOIO 1HIIIATUBOIO TICIIS KOHCYJIbTAIlH 3
['pynoro mpuiiHATH pilIEHHS I[OAO0 MHTaHb, 3a3Ha4eHUX Yy MyHKTI 20 11600
TexHIYHOTO perfiaMenTy, y NopsaKy, BcranoieHomy MO3.

22. MO3 mae crpusta oOMiHy iH(MOpMAILi€l0, B TOMY YHCII 13 Jep>KaBaMu-
yieHamu €Bpornericbkoro Coro3y, y chepl MEAUUYHUX BUPOO1B, METUYHUX BUPOOIB JIsI
JTIarHOCTUKH In Vitro, 1HIIMX MEAUYHHUX BHUPOOIB, JIIKAPCHKUX 3aCO01B, TKAHWUH Ta
KJITAH JIIOJIMHUA, KOCMETHYHOI MPOJYyKLIi, O10UIIB, XapuOBUX MPOIYKTIB Ta, MpHU
HEOOX1THOCTI, THIIOT MPOAYKIIli 3 METOIO BCTAHOBJICHHSI HAJIEKHOTO PETYJISTOPHOTO
CTaTyCy AJIA TaKoi MPOAYKIIii, KATEropii 4u rpyIm MpoyKIIii.

23. Ilpu BuUpIIIEHHI NMHTaHb, SIKI CTOCYIOTHCS MOMIIUBOTO PErYJISITOPHOIO
cTaTycy BUPOOIB, JO CKJIaay SIKMX BXOJIATH JIIKAPChKI 3acO0H, JIOJCHKI TKAHWHHU 1

KJIITHHU, Olonuau abo xapyosi npoayktu, MO3 mae 3a0e3neunTu HaJIeKHUA PiBEHb
KOHCyJbTarlii 13 Jlepxkiikciyx00t0, MiHI0BKULISA Ta MiHArpOMOIITUKH.

HAJJAHHS HA PUHKY TA BBEJAEHHA B EKCIIVIYATAIIIO BUPOBIB.
OBOB’A3KHU CYB’EKTIB I'OCITIOJAPIOBAHHS. IIOBTOPHE
OBPOBJIEHHSA, MAPKYBAHHA 3HAKOM BIAIIOBIAHOCTI TA
BLJIbHUM OBIT BUPOBIB

BBeneHHst B 00ir Ta BBeJIeHHSI B €KCILIyaTaIlil0

24. Bupi6 mosxe OyTH BBEJIEHO B OOIT Ta BBEJICHO B €KCILTyaTaIlilo JIUIIIE, SKIIO0
BiH BI/IMOBi/Ia€ BUMOTaM I[bOTO TE€XHIYHOTO PErjaMeHTy 3a YMOBHM MOT0 HaJIEKHOTO
MOCTa4YaHHS 1 BCTAHOBJICHHS, OOCITYrOBYBaHHS 1 BHUKOPHUCTaHHS 3a IUILOBUM
IPU3HAYCHHSIM.

25. Bupi0 TOBHMHEH BIANOBIJATH 3arajJlbHUM BHMOTaM 3 O€3MIEYHOCTI Ta
e(eKTUBHOCTI, BCTAHOBJIEHUM Yy JOJATKy 1, sIKi /0 HBOTO 3aCTOCOBYIOTHCS 3
ypaxyBaHHSIM HOTO IIJIbOBOTO MPU3HAYCHHS.

26. JlemoHCTpallis BIAMOBIIHOCTI 3arajlbHUM BUMOTaM 3 O€3MeYHOCTI Ta
e(heKTUBHOCTI Mependayae KIiHIYHE OI[IHIOBAHHS 3T1AHO 3 MyHKTaMu 236-247 uporo
TexHIYHOTO perJaMeHTy.

27. Bupobu, siki BUpOOJISIOTh 1 BAKOPUCTOBYIOTH Y 3aKJIaJ]aX OXOPOHU 3/10POB’ s,
BBAXKAIOTh TAKWMH, III0 BBEICHI B €KCILTyaTallilo.
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28. OkpiM BIAMOBITHUX 3arajibHUX BUMOT 3 Oe3MeyHOCTI Ta €(EeKTUBHOCTI,
BCTAHOBJICHUX y OJIATKy 1, BUMOTH I[bOTO TEXHIYHOTO PErflaMEHTy He 3aCTOCOBYIOTh
70 BHUPOOIB, SIKI BUTOTOBJISIOTH 1 BHUKOPUCTOBYIOTH JIMIIE B 3aKJIaJaX OXOPOHHU
3JI0pOB’sl, 32 YMOBH IOTPUMAHHS TaKUX YMOB:

1) BupoOu He mepenaroTh 1HIIH IOPUINYHIN 0cO00i;

2) BUTOTOBJICHHS 1 BHUKOPUCTAaHHS BHPOOIB 3IIHCHIOETHCS 3a HAsBHOCTI
BIJIMOBITHUX CHCTEM YIIPABJIiHHS SKICTIO;

3) 3akiam OXOpPOHH 3J0POB’S OOIPYHTOBYE Yy CBOIMl JOKyMEHTAIlil, IO
crieniudigHi MOTpeOH MILOBOI I'PYITH MAIIEHTIB HE MOXKYTh OyTH 3aJI0BOJICHI B3araii
a00 Ha HaJIe)KHOMY PiBHI €(PEKTUBHOCTI IIPU BUKOPUCTAHHI €KBIBAJICHTHUX BUPOOIB,
10 HA/IaI0Th HA PUHKY;

4) 3a 3alKUTOM BIJIMOBITHOTO OpraHy JIeP>KaBHOTO PUHKOBOTO HATJISTy 3aKJaJ
OXOpPOHU 3JI0pOB’s Hajae oMy iH(OpPMaIlIO II0A0 BUKOPUCTAHHS TaKuWX BUPOOIB,
BKJIIOYAIOYM OOTPYHTYBAHHS iX BUTOTOBJIEHHSI, MOJU(]IKAIlli Ta BUKOPUCTAHHS,

5) 3aKya7 OXOpOHU 3I0POB’ S CKJIAJIA€ 1 ONPUITIOIHIOE ICKIapalito, o MICTUTD:

HallMEHYBaHHS 1 aJpecy 3aKjiaaly OXOpOHU 310pOB’S, SKUW 31MCHIOE
BUTOTOBJICHHS;

1H(opMaiiito, HeoOX1AHY AJis 11eHTU(IKaIli BUPOOIB;

3asBY MpO Te, [0 BUPOOM BIAMOBIAAIOTH 3arajJbHUM BUMOTaM 3 O€3MEYHOCTI Ta
e(eKTHUBHOCTI, BCTAHOBJIEHUM Yy JOJATKy 1, 1, AKIIO 3aCTOCOBHO, 1H(MOpMAIlIO TIPO
BUMOTH, SIKI HE Oy JHOTpUMaHi B MOBHOMY 00CS31, 13 HAJIEKHUM OOIPYHTYBAaHHSIM
MPUYMH iX HEAOTPUMAHHS;

6) 3aKyaJ OXOPOHH 37I0POB’S CKJIaJIa€ JOKYMEHTAIIIIO0, SIKa JO3BOJISIE 3PO3YMITH
XapaKTEPUCTHUKUA BUPOOHUYOTO 00’€KTa, BHUPOOHMYOTO TIPOLIECY, TMPOCKTYy W
e(deKTUBHOCTI BUPOOIB, B TOMY YHCII iX IUIbOBE MPU3HAYEHHS, Ta € JOCTATHHO
JIETATI30BaHOIO JUIsl HAJAaHHS BIJIMOBITHOMY OpPTraHy Jep>KaBHOTO PUHKOBOTO HATJISATY
MO>KJIMBOCTI JIEMOHCTpallii JOTPUMAaHHS 3arajJbHUX BHUMOI 3 O€3MEYHOCTI Ta
€(EeKTUBHOCTI1, BCTAHOBJICHUX Yy JOJATKY 1;

7) 3akyiaJ OXOPOHU 3J0pPOB'Sl BXKUBAE YCIX HEOOXITHUX 3aXOJIB A
3a0€3Me4eHHs] BIANOBIAHOCTI BUTOTOBJIEHHS BUPOOIB JTOKYMEHTAllli, 3a3HA4YEeHIN Y
HIJIYHKTI 6 [IbOTO MyHKTY, Ta

8) 3akjaj OXOPOHMW 3JI0POB'S BUBYAE JOCBIJ, OTPUMAHUN B XOJ1 KJIIHIYHOTO
BUKOPHCTAaHHS BHPOOIB, Ta BYKUBAE YCIX HEOOXITHUX KOPETYyBAITBHUX JIIH.

3akmaau OXOPOHHM 3/I0POB’ Sl MAIOTh MOJIaBATH 32 3aITUTOM BIATOBITHOTO OpraHy
JIEP’KaBHOTO PUHKOBOTO HATJIsAY OyAb-IKy AOAATKOBY BIAMOBIIHY 1H(OPMALIiIO 100
TaKuX BUPOOIB, sIKI OyJIM BUTOTOBJICHI 1 BUKOPUCTOBYBAIKCS HA TEPUTOPii YKpaiHw.
BiamoBinHuii opraH Jep>kKaBHOTO PHHKOBOTO HArIsay 30epirae 3a coOOr MpaBo
OOMEXUTH BUTOTOBJICHHS T4 BUKOPUCTAHHS OYJb-SKOTO CHEIU(IYHOTO THUITY TaKHX
BUpPOOIB Ta MOBUHEH MATH JOCTYI JJIS TEPEBIPKH MISUIBHOCTI 3aKJIaJliB OXOPOHH
310pOB’l.
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[Tono>keHHs LBOTO MyHKTY HE 3aCTOCOBYIOTH /10 BUPOOIB, sIKI BUPOOJISIOTH Y
IIPOMHUCIIOBUX MacIITadax.

29. Jlns 3abe3nedeHHs yHI(IKOBAaHOTO 3acTocyBaHHA nonatky 1, MO3 3
ypaxyBaHHSIM TMpakTuk €Bponeiickkoro Coro3y 13 3a3HAUYEHUX THTAHb MOXKE
npuiiMaTé METOAMYHI peKOMeHallli B 00csA31, HEOOX1THOMY JJIsl BUPIIICHHS TTUTAHb,
OB’ SI3aHUX 13 PO3ODKHOCTSAMHU Y TIyMaueHH1 Ta MPaKTUYHOMY 3aCTOCYBaHHI.

Jucranuiiini mpoaasxki
30. Bupi0, 110 nponoHyOTh (i3UYHUM YU IOPUANIHUM 0C00aM 3a JI0TTOMOT'0F0

nociayr 1HGOpMaIIHHOrO CYCHIIbCTBA 3TIIHO 13 3aKOHOJABCTBOM, ITOBHHEH
BiJITIOBITaTH BUMOTaM I[bOT0 TEXHIYHOTO periiaMeHTy.

31. He mopyuryrouu moja0KeHb 3aKOHOJIaBCTBA 110,10 POodeciiiHOil AiSIbHOCTI
MEJMYHUX MPaIliBHUKIB, BUPIO, sIKUii HEe OYB BBEJIEHUM B 00T, ajie BUKOPUCTOBY€ETHCSA
B FOCIOIAPCHKIN NISUIBHOCTI Ha TUIaTHINA a00 O€30TIaTHIM OCHOBI 3 METOIO HaJIaHHS
JMIarHOCTUYHUX YW TEPANEeBTUYHUX MOCIAYr, SAKUWA MPONOHYIOTh (I3UYHIN UM
IOPUINYHIN 0co01 3a JOMOMOIOI0 MOCHYT 1H(OPMALIMHOTO CYyCHUIBCTBA, MPSIMO YH
yepe3 NOCepEeTHUKIB, IOBUHEH BIAMOBIAATH BUMOTaM bOTO TeXHIYHOTO PErjJaMeHTy.

32. 3a 3amuMTOM BIAMOBIAHOTO OpraHy AEpKaBHOTO PUHKOBOTO HATNSTy Oyab-
ska (i3uuHa ado ropUaudIHa 0c00a, sKa MpOnoHye BUpiO 3rimHo 3 MyHKTOM 30 1IHOTO
TexHigyHOTO periaamMenTy, ado HaJae MOCIyTY 3T1IHO 3 MyHKTOM 31 mporo TexHiyHOTO
periiaMeHTy, MOBMHHA HAJaTH KOIII0 JEKJIapallii mpo BiJMOBIIHICTh TAKOTO BUPOOY
BUMOTaM I[bOTO TE€XHIYHOTO PETJIAMEHTY.

33. 3 METOI0 3aXUCTy IPOMAJICHKOTO 3/I0POB’Sl BIATIOBIIHUI OpPTaH JIePKaBHOTO
PUHKOBOTO HArjsily MOK€ BHMaraTd BijJ TMOCTadajdbHUKA TOCTYT 1HGOpMAIiitHOTOo
CYCIIUJIbCTBA, TIpH nopyiieHH1 MyHKTIB 30-32 115010 TeXHIYHOTO periiaMeHTy, BXXKHUTH
3aXO/1B 3T1IHO 13 3aKOHOaBCTBOM.

3asaBu

34. Ha mapkyBaHHi, B IHCTPYKIIiSIX 13 3aCTOCYBaHHsI, MPW HaJaHHI HA PHHKY,
BBEJICHHI B EKCIUTyaTalil0o BUPOOIB Ta B PEKJIAMHUX Marepianax 3a00pOHSEThCA
BUKOPUCTOBYBATH TEKCT, HAWMEHYBaHH, TOPTOBEIbHI MapKu, MaJlOHKH Ta CUMBOJIU
¥ 1HIII 3HAKH, SIK1 MOKYTh BBECTH KOPHCTYBaya 4YM NaIl€EHTA B OMaHY 100 L1JIbOBOTO
NpU3HAaYEHHs, 0€3MEeYHOCTI Ta (h)EeKTUBHOCTI BUPOOY HIJISTXOM:

1) 3a3HaueHHs (QYHKIIIH 1 BJIaCTUBOCTEN BUPOOY, SIKMX BIH HE MAE;

2) cTBOpEeHHS XMOHOTO YSIBJICHHS 100 JIIKYBaHHS UM I1arHOCTUKH, (PYHKIIIH 4n
BJIACTMBOCTEH, IKMX BUPIO HE Mae;

3) HEeOBEICHHSI IO BiJIOMa KOPUCTYBava YM MarfieHTa ingopMmariii mpo MOKJIUBI
PU3UKH, OB’ A3aH1 3 BUKOPUCTAHHSIM BUPOOY 3a IUIbOBUM MPU3HAYCHHSIM;

4) mpornoHyBaHHS BUKOPUCTAaHHS BUPOOY HE 3a IIJIbOBUM MPU3HAYCHHSIM, 32
SIKUM MPOBOUIIACH OIlIHKA BIJIMOBIAHOCTI BUPOOY.
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BuxkopucTraHHs HANIOHAJIBLHUX CTAHAAPTIB

35. Ilepenik HaIIOHAIBPHUX CTAHAAPTIB A IUJIEH 3aCTOCYBaHHS ITHOTO
TexHIYHOTO peryIaMeHTy (Z1aji — mepesik HalllOHATLHUX CTAHIaPTIB) 3aTBEPIKYEThCS
Ta OTIPUITIOTHIOETHCS BiTIOBIIHO JI0 3aKOHY.

Bupo6wu, 1110 BiIMOBIal0Th BUMOTaM HAI[IOHAJIbHUX CTAHIAPTIB, BKIFOUECHUX JI0
nepesiky HallOHAJIBHUX CTaHJApTiB, a00 BIAMOBIIHUM YAaCTHHAM TaKUX CTaHIAPTIB,
BBAXXAIOTh TAaKMMHU, 1[0 BIAMOBIIAIOTH BUMOTaM LbOTO TEXHIYHOTO periaMeHTy, SKi
OXOIUICHI TAKUMH CTaHIapTaMH UM IX YaCTUHAMHU.

Jpyruii ab3a1; pOro IMyHKTY TaKOX 3aCTOCOBYETHCS JI0 CHCTEMHHUX Ta
NPOIECHUX BUMOT, SIKAX 3TiTHO 3 UM TeXHIYHMM pErIaMeHTOM ITOBHUHHI
JTOTPUMYBATUCS CY0'€KTH TOCTOJAPIOBAHHS YW CIIOHCOPH, B TOMY YHCII BHUMOT IO
CUCTEM YIIPaBJIIHHS SIKICTIO, YMPAaBIIHHS PU3UKAMH, CUCTEM MOCTMAPKETHHTOBOIO
Harsay (post-market surveillance), KIiHIYHUX AOCIIIKEHb, KJITHIYHOTO OI[IHIOBAHHS
Ta MOCTMAapPKETUHIOBOTO KiIiHIYHOTO Harjsiay (post-market clinical follow-up, PMCEF).

[locunanHs Ha HalIOHAJIbHI CTAHAAPTH Yy LBOMY TEXHIYHOMY pEIrJIAMEHTI
O3HAYalOTh HAIlOHAJIbHI CTAHJAPTH, BKIIOYEHI JI0 TEPeNKy Hal[lOHAIbHUX
CTaH/JapTIB.

36. IlocunanHs Ha HaIiOHATBHI CTAHAAPTU B IbOMY TE€XHIYHOMY periiaMeHTI
TaKOX BKIIIOYAIOTh MOHOrpadii JlepxaBHoi ¢papmakonei YKpaiHu, TapMOHI30BaHOI 3
€Bponeicrkoro (hapMakorieero, MPUUHITO BIAMOBITHO 10 KoHBEHIIIT Tpo po3poOKy
€Bponeiicekoi papmakonei, 30kpemMa MoHorpadii Mmoo XIpypriyHUX MaTepialiiB Ta
B32€MO/I1i MK JIIKAPCHKUMHU 3aC00aMU 1 MaTepiajgamu, 10 3aCTOCOBYIOThCS y BUPOOax,
K1 MICTATb TaKl JIIKapChKi 3aCO0U.

MO3 ¢opmye mepenik MoHorpadiii Ha OCHOBI BIAMOBITHUX €BPONEHCHKUX
MoHorpadiii Ta po3MilIy€e Ha CBOEMY OQiliifHOMY BeOCalTI TOCHIIaHHS HA MyOTiKaIii
«OdiuiiiHoro BicHUKY €Bporneiicbkoro Cor3y».

3araabhi cnenudgikauii (CS)

37. He mopymrytouu mojaoKeHb MyHKTIB 3 Ta 96 mporo TeXHIYHOTO peraaMeHTy
3a BIJICYTHOCTI HalllOHAJIbLHUX CTAH/APTIB, IX HEJOCTATHOCTI a00 KO 1ICHY€E MOoTpeda
BUPIIIUTH TPOOJIEeMH TpPOMAAChKOro 3A0poB’s, MO3 po3millye Ha CBOEMY
odimiiHoMy BeOcaiiTi mnocunaHHd Ha nyomikauli  «OQimiitHOro  BICHUKY
€sporneiicbkoro Coro3y» €Bponeichbkux 3aranbHux cnenudikamiin (CS) momo
3arajJbHUX BUMOT 3 O€3MEYHOCTI Ta €(PEKTHBHOCTI, BCTAHOBJICHHX Y MOAATKYy 1,
TEeXHIYHOI JIOKyMEHTaIlli, BU3HAYEHOI y MoAaTKax 2 1 3, KIHIYHOTO OIlIHIOBAaHHS Ta
MOCTMapKeTHHTOBOTO KiiHIYHOTO Harfsiy (PMCF), BcranoBnenux y nogatky 14, abo
BHUMOT JI0 KJIIHIYHUX JTOCJI/IP)K€Hb, BCTAHOBJICHUX Y J0JaTKy 15.

38. BupoOu, ski BiAMOBiAalOTh BHMOraMm 3araybHuX crenudikaiii (CS),
3a3HAYeHUX Y MyHKTI 37 1bOro TeXHIYHOro perjaMeHTy, BBAXKAIOTHCS TaKUMHU, IO
BI/IMOBIZAIOTh BUMOTaM I[bOTO0 TEXHIYHOTO perjaMeHTy, SKi OXOIUIEHI TaKuMU
3aranibHuMU crienudikarismu (CS) ado BiIMOBIAHUMU iX YaCTHUHAMH.
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39. BupoOHuKM TOBHHHI AOTpUMYyBaTucs 3arajibHuX creuudikaimiii (CS),
BKa3aHUX y MyHKTi 37 11boro TeXHIYHOTO PErIaMeHTy, OKpPIM BHUIIAJKiB, KOJH BOHU
MOKYTh HaJE€KHUM YMHOM MIATBEPIUTH, III0 HUMH OYJIM BIIPOBAKEHI PIIICHHS, SIK1
3a0e3MevyoTh IOHAWMEHIIE €KBIBAJICHTHUHM PiBEHb OE3MEYHOCTI Ta €(PEeKTUBHOCTI
TOMY, SIKH BCTaHOBJIEHUH y 3araibHuX crienudikamisx (CS), BkazaHuX y MyHKTI 37
1IbOTO TEXHIYHOTO pPeTIaMeHTYy.

40. He mopymryroun MmojokeHb NMyHKTY 39 1boro TexXHIYHOTO periamMeHTy,
BUPOOHUKHM TMPOAYKIli, 3a3HaueHOi Yy JoJaTky 16, TOBHHHI 3a0e3ledyBaTH
BI/IMOBIHICTh BUMOTaM 3arajbHux crienudikaiii (CS) g0 Takoi mpoayKiii.

3aranbHi 000B'A3KH BUPOOHUKIB

41. Tlpu BBeeHH] BUPOOIB B 00IT UM B €KCIUTyaTaIlito BAPOOHUKHU TapaHTYIOTh,
0 Takl BUpOOM Oynu po3poOiieHI ¥ BUTOTOBJIEHI BIAMOBIAHO JI0 BUMOT IIBOTO
TexHIYHOTO PerJaMeHTy.

42. BupoOHuku 3a06e3medyioTh po3poOKy, TOKYMEHTYBaHHS, BIPOBAKCHHS,
(yHKILI1OHYBaHHS Ta MIITPUMKY CUCTEMH YIPABIIHHS PU3HKAMHU, SIK OMMCAHO B ITyHKTI
3 po3nuny I nogatky 1.

43. BupoOHWKM TIPOBOIATH KIIHIYHE OIIHIOBAaHHS 3TiIHO 3 BHUMOTaMH,
BCTAHOBJICHUMHU Yy MMyHKTaX 236-247 nporo TexHIYHOTO perjJamMeHTy Ta 1oAatky 14,y
TOMY YHUCJ NOCTMAPKETUHIOBUM KiliHIYHUI Harin (PMCF).

44, BupoOHUKH BHpOOiIB, OKpiM BHpPOOIB, BHTOTOBJCHHWX Ha 3aMOBJICHHS,
CKJIaJIal0Th Ta TIOCTIHHO OHOBJIOIOTH TEXHIYHY JOKYMEHTAIlI0 JJIs 3a3HAauCHUX
BUpOOiB. TexHIUHA IOKYMEHTAIllI Ma€ JO3BOJISATH MPOBECTH OIIHKY BIAMOBIIHOCTI
BUpPOOY BUMOTaM 1bOT0 TEXHIYHOTO perjiaMeHTy. TexHidHa JTOKyMEHTallisd MOBUHHA
MICTUTH €JIEMEHTH, BCTAHOBJICHI Yy AojaTKax 2 1 3.

45. BupoOHUKH BUpPOOIB, BUTOTOBIICHHX Ha 3aMOBJICHHS, MAalOTh CKJIaJIaTH Ta
MOCTIHO OHOBJIFOBATH JIOKYMEHTAIl110, & TAKOXK 3a0€3MeuyBaTu JOCTYI BiAMOBITHOTO
OpraHy J€p>KaBHOTO PUHKOBOT'O HArJISAY 0 HET 3TiIHO 13 MyHKTOM 2 noaaTka 13.

46. Sxuio BIAMOBIMHICTH 3aCTOCOBHUM BHMOTaMm Oyjia MpOJEMOHCTPOBaHA 3a
pe3yibTaTaMu 3aCTOCOBHOI MPOLEIYPU OLIHKH BIJMOBIIHOCTI, BAPOOHUKH BUPOOIB,
OKpIM JIOCHIIJKYBaHUX BHUPOOIB YW BHpPOOIB, BHUIOTOBJIEHMX HAa 3aMOBJICHHS,
CKIAJal0Th JACKJIapallif0 Mpo BIAMOBIAHICTH 3TimHO 13 myHKTamu 104-106 mporo
TexHIYHOTO perjiamMeHTy, a TaKOX HaHOCSATh MapKyBaHHS 3HAKOM BiJNOBIAHOCTI
TEXHIYHUM peTiiaMeHTaM 3T11HO 13 myHkTamu 107-112 nporo TexHIuHOTO periaMenTy.

47. BupoOHMKM TIOBUHHI BHMKOHYBaTH OOOB’S3KM IIOJ0 TPUCBOEHHS
yHIKaJIbHOTO 1neHTu(dikaropa meaununoro BupoOy (UDI) 3 moTpumanHsSIM BHMOT,
BU3HAUEHUX y MyHKTax 127-138 mporo TexHIYHOrO periiaMeHTy, a TakoX 000B’SI3KU
IOJI0 peecTparlii, BcTaHOBIEH] y myHKTax 142-145 ta 149-156 mporo TexHigHOTO
pErJiaMeHTy.

48. BupoOHUKM MOBUHHI 30€piraTu TEXHIYHY JOKYMEHTAIIi0, JEKIapalito mnpo
BIJIMOBIHICTS 1, SIKIIIO 3aCTOCOBHO, KOITiIO BIJIMOBITHOTO cepTU(diKaTy 3 yciMa 3MiHAMU
Ta JOMOBHEHHSMH, BHJAHOTO 3TiAHO 13 MyHKTaMu 222-226 1uporo TexHIYHOTO
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perjJamenTy, Ta 3a0e3redyBaTu JOCTYI BIAMOBITHOMY OpraHy JIep>KaBHOTO PUHKOBOTO
HaTJISAy MPOTATOM IoHaiiMeHe 10 pokiB miciis BBEACHHS B 00IT OCTaHHBOTO BUPOOY,
3a3HAUEHOTO B JIeKJIapallii mpo BiAMOBIAHICTh. Y BUMAAKY BUPOOIB, Kl IMINIAHTYIOTb,
TaKU{ TEpioJ MOBUHEH CKIAJaTH IOHaiiMeHmie 15 pokiB micis BBEJACHHS B 00Ir
OCTaHHBOT'O BUPOOY.

3a 3anmuMTOM BIJIMOBIAHOTO OpPraHy JAep>KaBHOTO PUHKOBOTO HATJSAy BUPOOHUK
NOBUHEH HAJaTH TEXHIYHY JOKYMEHTAIlI0 y MOBHOMY 00cs3i abo x 1i crucimii
BHCHOBOK (pe3toMe), SIK 3a3HAYEHO B 3aIMTI.

BupoOHuk, sikuii € Hepe3uaeHTOM YKpaiHu, MOBUHEH 3a0e3MeUYuTH, 11100 Horo
YIIOBHOB)KECHUH MPEACTABHUK MaB MOCTIHHUM JTOCTYN A0 HEOOXiTHOT JTOKyMEHTAIli
JIJIs BAKOHAHHS 3aBJIaHb, 3a3HAYCHUX Y MyHKTI 61 boro TexHIYHOTO perjiaMeHTy.

49. BupoOHUKH MaroTh 3a0€3MEeYUTH HAsSBHICTH MPOLEIYP, HEOOXITHUX IS
3a0€e3MeUeHHs] BIAMOBIAHOCTI CEpiiHOTO BUPOOHHUIITBA BUMOTAM IbOTO TEXHIYHOIO
perjiaMeHTy. 3MiHM B IPOEKTI UM XapaKTepUCTUKAX BUPOOIB, a TAaKOX 3MIHU B
HalllOHAJIBHUX CTaHjapTax uM 3araidbHux cnenudikamisx (CS), 3a skumu Oyna
IIPOJIEMOHCTPOBAHA BIAMOBIAHICTH BUPOOIB, TOBUHHI BPaXOBYBATHCS CBOEYACHO Ta
HaJIEKHUM YMHOM. BHpOOHMKH BHpPOOIB, OKpIM AOCHIPKYBaHUX BHPOO1B, MOBHHHI
pPO3pOOHUTH, 3aIOKYMEHTYBATH, BIPOBAINTH, MM ATPUMYBATH, PETYIISIPHO OHOBIIOBATH
1 MOCTIHO BJOCKOHAJIOBATH CBOIO CHUCTEMY YMPAaBJIIHHA SKICTIO, fKa 3a0e3neuye
JIOTPUMAaHHSI BUMOT 11bOr0 TeXHIYHOTO perjaMeHTy Y HaOuIbIn e)eKTUBHUHN CIOCIO,
10 € IPOIOPIINHUM /10 KJIaCy PU3UKY 1 THITY BUPOOY.

Cucrema ymnpaBIliHHS SKICTIO TOBUHHA OXOILTIOBAaTH BCl1 CKJIQJOBI YAaCTUHU U
€JIEMEHTH OpTraHi3ailii BUpOOHUKA, SKI CTOCYIOTHhCS SIKOCTI IMPOIIECIB, TPOIEAYp Ta
BUpoOiB. Cucrema yOpaBiiHHS SKICTIO TIOBUHHA PEryJIOBaTH  CTPYKTYpY,
BIJIMOBIIAJIBHICTh, MPOIIEIYPH, MPOIECH W YIPaBIiHHS pecypcamu, HEOOXIH1 AJis
BIPOBA/DKCHHS TIPUHIMINIB Ta 3axO0JiB 3 METOK 3a0e3MeUeHHs BIJIMOBIIHOCTI
TIOJIOKEHHSM ITbOTO TEXHIYHOTO PEeTJIaMeHTY.

CucteMa ymnpaBiIiHHA SKICTIO MOBHMHHA CTOCYBAaTHCS IIOHAWMEHINE TaKUX
ACIIEKTIB:

1) crpareriro JOTpUMaHHS PETYJIATOPHUX BUMOT, BKIIFOYAOUW BIAMOBIAHICTH
MpoLEeIypaM OLIHKH BIAMOBIIHOCTI Ta MPOUEAYypaM YNpaBIIHHA 3MIHAMU MEIUYHHUX
BUPOOIB, OXOIJIEHUX CUCTEMOIO;

2) BU3HAYEHHS 3aCTOCOBHUX 3araJIbHUX BUMOT 3 O€3MEeYHOCTI Ta €(DEeKTUBHOCTI,
a TaKO>XK BUBYCHHS JOJJATKOBUX MOKJIMBOCTEH ISl TOTPUMAHHS TAKUX BUMOT

3) BiANOBIATBLHOCTI KEPIBHUIITBA;

4) yripaBiiHHS pecypcaMu, B TOMY YHUCI1 BIIOOPY 1 KOHTPOJIIO MOCTaYaIbHUKIB
1 CyOImi IpsiTHUKIB,;

5) ympaBiiHHS pU3MKaMH, SIK BCTAHOBJICHO Y yHKTI 3 po3auty I nonatky 1;

6) KIJIIHIYHOTO OITIHIOBaHHS 3TiAHO 13 myHKTamu 236-247 nporo TexHigyHOTO

periaMeHTy Ta JojaTkoM 14, BKIIIOYar4M JaHl MOCTMApKETUHTOBOTO KIITHIYHOTO
Harysny (PMCF);
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7) OKUTTEBOTO LMKIY MPOAYKIII, BKIIOYAIOYM €Tanu IUIaHyBaHHS,
POEKTYyBaHHS, pO3POOKH, BUPOOHUIITBA Ta OOCITYTOBYBaHHS;

8) Bepuikarlii MPUCBOEHHS yHIKaIbHOTO iAeHTudikatopa Bupody (UDI) Bcim
BIMOBIAHUM BHUPOOaM 3riHO 3 TYHKTOM 129 mporo TexHIYHOTO perjameHrty 1
3a0e3MeYeHHs] Y3TOJKEHOCTI Ta JOCTOBIPHOCTI iH(oOpMaIli, HaxaHoi 3riIHO 13
nyHkTamu 142-145 nporo TexHIYHOTO periaMeHTy;

9) cTBOpeHHs, BOPOBA/DKCHHS Ta 3a0e3nedeHHs (YyHKIIOHYBaHHS CHCTEMHU
MMOCTMApKETUHTOBOTO Harjsiay (post-market surveillance) 3rignHo i3 mynkrtamu 320-323
11500 TEeXHIYHOTO peryIaMeHTy;

10) ymnpaBiiHHS KOMYHIKAIll€l0 3 BIAMOBIIHUMH KOMIIETEHTHUMH OpTraHaMH,
MPU3HAYCHUMH OpraHaMy 3 OIlIHKM BIAMOBIAHOCTI (Jayi — MpPHU3HAYCHHM OpraH),
IHIIUMU ~ Cy0'€eKTaMU  TOCHIOJApIOBaHHS,  CIOXKMBauaMu  Ta/abo  IHIIUMU
3alHTEPECOBAHUMH CTOPOHAMH;

11) mpoueciB 11t HOBIAOMIIEHHS PO CEPHO3HI IHIUIAEHTH Ta KOPETYBalbHI1 Al
HIOJI0 EKCIUTyaTaliiiHOI Oe3MEeYHOCTI y KOHTEKCTI CIIOCTEPEKEHHs 3a BUpoOaMu
(vigilance);

12) ynpaBiiHHS KOpPEryBAJIbHUMH 1 3alOO0DKHUMHU JdisIMU Ta MEPEBIPKH iX
e(EeKTUBHOCTI;

13) mpoieciB MOHITOPUHTY, BUMIPIOBaHHS PE3yJbTaTiB, aHANI3Y JAHUX Ta
BJIOCKOHAJICHHSI POy KIIIi.

50. BupoOHHMKM TOBHMHHI BOPOBAJUTH Ta PETYJSPHO OHOBIIIOBATH CHUCTEMY
MOCTMapKETUHTOBOTO Harfsiay (post-market surveillance) 3rigno 13 mynktamu 320-323
11bOTO TEXHIYHOTO pPerJaMeHTy.

51. BupoOHUKHM MOBUHHI 3a0€3MEUNTH CYIPOBOKEHHS BUPOOY iH(DOpMaIIi€ro,
BCTaHOBJIEHOIO B MyHKTI 23 posniny Il momatky 1, mepskaBHOIO MOBOIO 3TiTHO 13
3akonom Ykpainu "IIpo 3abe3nedeHHs (PYHKIIOHYBaHHS YKpaiHCHKOI MOBU SIK
nepkaBHoi'. IH@opmanis Ha MapKyBaHHI (€THKETHi) Mae OyTH HE3MHUBHOIO,
PO301pJIMBOIO 1 3pO3YMUION0 LIJTLOBOMY KOPUCTYBaUy UM MAIlIEHTY.

52. BupoOHuKH, SKi BBaXXarOTh a00 MalOTh MiJACTaBU BBAXKATH, 110 BUPIO, TKHIA
BOHU BBEJIM B 00IT 4M B €KCIUTyaTallll0, HE BIAMOBIJa€ BUMOTaM I[bOro TeXHIYHOTro
peryiaMeHTy, TOBUHHI HEraHO BXXUTHU HEOOXITHUX KOPETryBaJIbHUX MM st
MPUBEACHHS TAKOT0 BUPOOY y BIAMOBIAHICTh, BUIYYUTH HOTr0 3 00Iry a00 BIAKIUKATH
y BIANOBIAHMX BHUIAAKaX. BOHM TakoXX TOBMHHI TMOBIJOMHUTH TMPO  II€
PO3MOBCIO/IKYBauiB TAaKOro BUPOOY 1, SIKIIO 3aCTOCOBHO, YIOBHOBaXXEHHUX
MPEICTaBHUKIB Ta IMIIOPTEPIB.

Sxmo BUpIO CTAaHOBUTH CEPUO3HUN PHU3UK, BUPOOHUKH MAaIOTh HETAWHO
poiH(GOpPMyBaTH BIAMOBITHUN OpPTraH JEP>KaBHOTO PUHKOBOTO HATJIAMY, Ta, SKIIO
3aCTOCOBHO, TaKOX MPU3HAYEHUW OpTraH, 10 BUAAB cepTUdIKAT HA BUPIO 3rigHO 13
nyHKTaMu 222-226 11b0ro TeXHIYHOTO perfiaMeHTy, 30KpemMa, po HEBIAMOBIAHICTh Ta
OyIb-sIK1 BXKUT1 KOperyBajibHI1 Aii.
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53. BupoOHMKY MOBUHHI MaTH CUCTEMY PE€ECTpallii Ta 3BITHOCTI PO 1HIIUACHTH
Ta KOperyBajbH1 Jii 00 eKCILTyaTaliiHOl O€3MeYHOCTI, a TAKOK MTOBITOMJICHHS TTPO
HUX, SIK BCTaHOBJIEHO Y myHKTax 329-339 Ta 340-341 uporo TexHIYHOTO perIaMeHTy.

54. 3a 3anmuTOM BIANOBIIHOTO OpraHy JEpXaBHOTO PUHKOBOTO HArjsiay
BUPOOHUKM MalOTh HaJaTH HOMy BCIO 1H(QOpMAIIO 1 JOKYMEHTAI[l0 MOBOIO
BIAMOBIAHO 10 BUMOTr 3akoHy Ykpainu «[Ipo nep:kaBHHMII pPUHKOBUN Harisj Ta
KOHTPOJIb HEXap4OoBOi MPOAYKII», HEOOXITHY IS JASMOHCTpAIlii BiAMOBITHOCTI
BUpOoOy. BiMmoBiqHUN OopraH JAepKaBHOTO PUHKOBOTO HAIJISIIy Mae IMpaBO BUMAaraTu
Bl BUpOOHHKA OE3KOIITOBHO HAJaTH 3pa3ku BHUPOOy abo, SKIIO 1€ HEMOKIHMBO,
HaJaTH TOCTYII A0 BUpoOy. 3a 3alKUTOM BIJIOBIHOTO OPTaHy JAE€PKaBHOTO PUHKOBOTO
HarJIs1y BUPOOHUKM MalOTh CHIBIIPAIIOBATH 3 HUM 100 OYb-SKHX KOPETYyBaIbHUX
JiH, CHOpsIMOBAaHUX HA YCYHEHHs a0o, SKIIO 1€ HEMOXJIMBO, Ha 3HWXKEHHS 0
MPUIHATHOTO PiBHS PU3UKIB BiJ BUPOOIB, BBEJACHUX HUMH B O0IT UM B €KCILTyaTaIlllo.

Sxk1110 BUpoOHUK HE BUKOHYE 000B’3KIB 11010 CIIBIIpalll abo SKIO HaJaH HUM
1H(popMaIlis 1 JOKYMEHTAllisl € HEIOBHUMH YU HENIPAaBUJIbHUMM, 3a3HAYEHHUI Opras, 3
METOI0 3a0€31eUeHHSI OXOPOHU I'POMAJICHKOTO 37I0pOB’sl Ta O€3MEKU MaIl€EHTIB, BXKUBAE
BCIX BIJIMOBIJTHUX 3aXO0/1B AJi 3a00poHU a00 0OMEKEHHS HaJlaHHs BUPOOYy Ha PUHKY,
JUIs. BUWIy4YEHHSI BUpOOYy 3 00iry abo HOro BiAKJIMKaHHS JO MOMEHTY BUKOHAHHS
BUPOOHUKOM OOOB’SI3KIB IIOJ0 CHIBHOpaIll ad0 HaJaHHS HUM IOBHOi 1 MPaBUJIbHOL
1H(popmarrii.

Skio 3a3HavYeHMIt OpraH BBaXkae ab0 Mae IiJICTaBU BBaXKaTH, 10 BUPIO 3aBaB
IIIKOJTy, BiH TOBHMHEH CIPUATH HAJAHHIO 3a 3aMUTOM iHGOpMaIlii Ta JOKyMEHTaIlli,
3a3HAYCHUX B ab3alll MepuioMy IbOTO MYHKTY, Malli€eHTy abo KOPHUCTyBaudy, SIKOMY
Oy70 3aBIaHO IIKOJMY, Ta Yy BIAMOBIJHUX BHIIAJKaX 3aKOHHOMY TPEICTABHUKY
naiieHTa abo KOpHUCTyBada, CTPaxoOBii KOMITaHII YW IHIIUM TPETIM o0cobam,
MOCTPaXJTAIMM BHACIOK INKOJW, 3aBJaHOl TallieHTy abo KOpucTyBauy, 0e3
MOPYILIEHHS MPaBWI 3aXUCTy 1H(OpMaIIii 3 0OMEKEHUM JOCTYNOM (32 BUKITIOUCHHIM
BUIAJIKIB, KOJM 1H(}OpMaIlis 3 0OMEKEHUM JIOCTYIIOM MOX€E OyTH MOUIMPEHA, SIKIIO
BOHA € CYCIIUJIbHO HEOOX1/THO0) Ta 0€3 MOPYLIEHHS TPaB 1HTEJIEKTYaIbHOI BIACHOCTI.

3a3HaueHMI OpraH He Ma€ JOTPUMYBATHUCS 3000B’s13aHb, BCTAHOBJICHUX y a03aili
TPETHOMY LILOTO MYHKTY, SIKILIO PO3KPUTTS 1HPOpMaLli Ta JOKyMEHTAIlll, 3a3HAYEHUX
y a03a1i nepuomMy bOro MyHKTY, 3[1HCHIOETHCSI HA BUMOTY CYyy.

55. Skmio BupoOu st BUPOOHUKA MTPOCKTYIOTHCS Y BUTOTOBIISIOTHCS HIIOO
(G13UYHOIO UM IOPUIAMIHOI0 0CO0010, TO1 iH(OpMAaITis mpo 1eHTU(IKAITIF0 TaKOoT 0co0n
MOBMHHA OyTH YacTHHOO 1H(hOpMaIlii, iKka TOIa€ThC 3TAHO 3 MyHKTOM 145 1poro
TexHIYHOTO perIaMeHTy.

56. 3riiHO 13 3aKOHOJABCTBOM (Pi3UYHI YU IOPUIUYHI 0COOM MOXKYTh BUMAraTu
BIJIITKOYBaHHS IIIKO/IH, 3aBAAHOI e(heKTHUM BUPOOOM.

BupoOHuku, BIAMOBIAHO A0 KIacy pHU3MKY, THIY BHpoOy Ta po3Mipy
MIJNPUEMCTBA, TIOBUHHI BXXMBATH 3axOMdIB IS 3a0€3MEUeHHs JIOCTaTHbOIO
(h1HAHCOBOTO MOKPUTTS IIOAO IXHBOI MOTEHIIIHOT BIAMOBIAAIBLHOCTI BIAMOBIIHO 0
3akony Ykpainu «IIpo BiANOBIAANBbHICT 32 IIKOMIY, 3aBAAHY BHACHIIIOK JAEPEKTY B
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OPOAYKIii». 3aKOHOIABCTBOM TaKOX MOXYTh OyTH BCTAHOBJICHI JOJATKOBI 3aXOAH
3a0e3MeYeHHsI BIAMOBIJATbHOCTI BUPOOHHUKIB.

O00B’A3KH BUPOOHUKIB y pa3i nepepuBaHHsi 200 NPUINMHEHHA NOCTAYAHHS
OKpeMHuX BUPOOIB

57. Sxmo BupoOHUK mependavae MepepuBaHHsA ad0 MPUIMHEHHS MOCTaYaHHS
BUPOOY, KpIM BUTOTOBJICHOT'O Ha 3aMOBJICHHS, 1 SIKIIO € MiJCTaBH IepeadadarH, 1o
Take TepepuBaHHSA a00 MPUIMHEHHS MOXKE MPU3BECTH J0 CEPHO3HOI IMIKOAM abo
PU3HUKY CEpHO3HOI IIKOJAW IS TAaIi€HTIiB a00 IPOMaJChKOro 3J0pOB’s, BUPOOHUK
noBiioMiisie MO3, a TakoXX cy0’€KTIB rOCIOAApIOBAHHS, 3aKJIaJl OXOPOHHU 3JI0POB’S
Ta MEJIMYHHUX MPAIiBHUKIB, Ta 1HIIUX 0Ci0, KOMY BiH O€3M0OcepeIHbO MocTavae BUPio,
PO OYIKyBaHy IepepBy a00 MPUITMHEHHS.

[Hdopmaris, 3a3HayeHa B mepuioMy ad3all IbOr0 IMyHKTY, OKPIM BHHSITKOBUX
0OCTaBWH, HATAEThCS MPUHAMMHI 3a 6 MicAiB A0 TependadyBaHOi mepepBH abo
npUnuHEeHHs. BUpoOHUK BKa3ye MpUYMHU MepepBU a00 NPUNHUHEHHS B 1H(OpMaIi,
Hamadii MO3.

58. Cy0’exkTn roCmomaploBaHHA, AKi OTpUMaNIM iH(POPMAIIIO BiJl BHPOOHHKA
BIJIOBIJTHO A0 MYyHKTY 57 a0o BiJ 1HOro cy0’€KTa rocrnoJaploBaHHS B JIAHLIO31
NOCTa4YaHHs, O€3BIAKIAJHO  MOBLAOMISIIOTH  OyAb-SIKHX  IHIIUX  CYO’€KTIB
rOCIOJIapIOBaHH, 3aKJIaJ1 OXOPOHU 3/I0POB’sl Ta MEAMYHUX MPALIBHUKIB, SIKUM BOHU
0e3rmocepeTHbO OCTavaloTh BUPIO, PO OUIKYBaHY MepepBy a00 MPUITHUHEHHS.

YoBHOBaKEHU NMPEACTABHUK

59. Skio BUpOoOHUK BUPOOY € HEPE3UICHTOM Y KpaiHu, TO/Il TaKUi BUPIO MOXKE
OyTH BBEJIEHO B O00Ir JUIIE 3a yMOBU TNPU3HAYCHHS BUPOOHUKOM €JIMHOTO
YIOBHOBA)XCHOTO MPECTaBHUKA.

60. Takum mnpu3HAYEHHSM € JOPYYCHHs, BHJAaHE YIOBHOBAXCHOMY
NPEICTaBHUKY, SIKE € AIMCHUM JIMIIE 32 YMOBHU MOro MPUUHATTS YMOBHOBAKEHUM
MPEJICTABHUKOM y MamnepoBiii ab0 eNeKTpOHHIA (opMi 1 ISl SKOTO MOIIMPIOETHCS
IIOHAMEHIIIE Ha BC1 BUPOOU OJIHIET 3arajJbHOI IPYIH.

61. YmoBHOBakeHHWH TPEICTABHUK BUWHSE Jii, BU3HAUY€HI B JOpPYy4YeHHI 1
MOTOJIPKEH1 MI’)K HUM Ta BUPOOHUKOM. 3a 3alIUTOM BIJIMOBIIHOTO OPTaHy JI€P>KaBHOTO
PUHKOBOTO HarJy YIOBHOBAKEHUH MPEACTABHUK HAJIA€ HOMY KOIIIIO TOPYUEHHS.

JlopydyeHHs TOBHMHHE TiepenOavaTd, a BHPOOHHK TIOBMHEH HaJIaBaTH
YIOBHOBXCHOMY TPE/ICTABHUKY MOXJIMBICTh BUMHEHHS IIOHAWMEHINEC TaKUX JIii
1010 BUPOOIB, HA SIK1 MOMUPIOETHCS 1Sl JOPYUCHHS:

1) mepeBipsATH, IO ACKIApallis PO BIAMOBIAHICT Ta TEXHIYHA JOKYMEHTALIis
Oynu CKIaieHi, a TaKOX, SKIIO 3aCTOCOBHO, IO BUPOOHWUKOM OyJia MpOBeIeHA
BIJIMOBIIHA TIPOIIEAYpa OIIHKHU BiJIMOBIAHOCTI,

2) 30epiraty KOO TEXHIYHOI JOKyMEHTAIlil, JeKJIaparlii mpo BiAMOBIIHICTh, a
32 HassBHOCTI — KOIIIIO BIAMOBIAHOTO cepTU(iKaTa, BKIIOUYAOUU OyIb-sIKI 3MIHU Ta
JIOTIOBHEHHSI, BUJAHOTO BIAMOBIIHO 3TiAHO 13 TyHKTamMu 222-226, s HagaHHS
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BIMOBIIHOMY OpraHy JEpXaBHOTO PHUHKOBOTO HAIJIALy MPOTATOM MEpioay,
3a3HauEHOTr0 y MyHKTI 48 11010 TeXHIYHOTO PETIaMeHTy;

3) BUKOHYBATH 000B’SI3KH MIOI0 pEECTpaIlii, BCTAaHOBICHHUX Yy TTyHKTax 149-156
p0ro0 TeXHIYHOTO periiaMeHTy, Ta MEePEeBIPATH JOTPUMAHHS BUPOOHUKOM OOOB'A3KIB
IIOJI0 peecTparlii, BCTAHOBJICHUX y MyHKTax 127-137 Ta 142-145 nporo TexHIYHOTO
periJameHTy;

4) HagaBaTH 3a 3aITUTOM BiJIIMIOBITHOTO OPTraHy JAEPKABHOTO PUHKOBOTO HATJISITY
Bciel 1HQopmarlii 1 JOKyMEeHTalli, HeoOXigHOi I JEeMOHCTpallii BiAMOBITHOCTI
BUPOOY MOBOIO BIJMOBIIHO /10 BUMOT 3akoHY YKpainu «lIpo nepxaBHUil pUHKOBUIA
HarJIsA]l Ta KOHTPOJIb HEXapYOBOi MPOAYKIIII»;

5) nmepenaBat BUPOOHUKY OY/Ib-SIKI 3aIIMTH BiAMOBIIHOTO OPraHy Jep>KaBHOIO
PUHKOBOIO HAaJISIMy IIOJ0 HaJaHHS 3pa3KiB abo MOCTYIy 10 BUpPOOy Ta MEpEeBIPSTH,
10 BIJTMOBIIHUN OpraH JEp>KaBHOTO PUHKOBOTO HATrJsiy OTpUMaB 3pa3ku abo OyB
3a0e3MeueHnit 10CTyn 10 BUPOOY;

6) cmiBmpaIroBaTté 3 BiJMOBIIHAUM OPTaHOM JEP>KaBHOTO PHUHKOBOTO HATJISTY
o0 Oynb-AKUX 3amo0iKHUX a00 OoOMexyBaldbHUX (KOpEryBajJbHUX) 3axO/IB,
BXKUTHUX JIJIS1 YCYHEHHS a00, SIKIIO 1€ HEMOXKJIMBO, 3MEHILIEHHS PU3UKIB, CIPUYMHEHUX
BUpOOaMU;

7) HerailHO 1H(pOPMYBAaTH BUPOOHHMKA MPO CKAPrHM Ta IOBIJIOMJIEHHS BiA
MEJIMYHUX MPAIiBHUKIB, MAIIEHTIB 1 KOPUCTYBAUiB MIOA0 I103PIOBAHUX 1HIUCHTIB,
MOB’SI3aHUX 13 BUPOOOM, VIS SIKOTO BiH OyB IPU3HAYCHUM;

8) npUNUHUTH [10 JOPYYEHHs, y pa3i MOpPYIICHHS BUPOOHUKOM HOTro
000B’513K1B 3a UM TEeXHIYHUM PETIaMEHTOM.

62. lopy4eHHsM, 3a3Ha4eHUM Y MyHKTI 61 11b0ro TeXHIYHOTO perjamMeHTy, He
MOXXYTb OyTH JieJieroBaHi OOOB'SI3KM BUPOOHMKA, BCTaHOBJEHI myHKTamu 41-44, 46-
48, 49-52 niporo TexHIYHOTO periaMeHTy.

63. be3 oOMexxeHHS TOJI0KEHB MyHKTY 62 1150r0 TeXHIYHOTO periaMeHTy, SKII0
BUPOOHHMK € HEPE3UJICHTOM YKpaiHM, Ta HE BHUKOHAB OOOB’A3KH, BCTAaHOBJICHI Y
nyHkTax 41-56 1poro TexHIYHOTO periiaMeHTy, YIIOBHOBAXCHHUI MPEICTaBHUK HECe
IOPUIMYHY BIAMNOBIJANBHICTh 32 Je(PEKTHI BUPOOM Ha TaKUX K€ 3acajax, Lo 1
BUPOOHHUK, CIUIBHO 3 BUPOOHUKOM Ta OKPEMO.

64. YnoBHOBaXXEHUN TNpPEACTABHUK, SKUW MPUIUHSAE [iI0 JOPYYEHHS Ha
mifcTaBax, BKa3aHUX y MHIAMYHKTI 8 MyHKTY 61 mporo TexHIYHOrO periiaMeHTy,
HeraitHo 1H(OpMy€e BIAMOBIIHUNA OpraH JEPKABHOTO PUHKOBOTO HATJISAY Ta, SKIIO
3aCTOCOBHO, TPU3HAYCHHWM Oprad, sKuii OyB 3aJlydeHUH J0 MPOIEAYpPH OIHKU
BIJIMOBITHOCTI BUPOOY, MPO TPUIMHEHHS il TaKOTO JOPYYCHHS Ta MIJCTaBH HOTO
MIPUTTUHEHHS.

3MiHA YIIOBHOBA:KEHOI0 NPEACTABHUKA
65. JleranbHi yMOBM 3MIHM YIOBHOBa)KEHOTO NpPEICTaBHUKA MOBUHHI OyTH
YITKO BU3HAYE€HI B YroJil M) BUPOOHUKOM 1, SIKIIO 1€ MOXJIHUBO, YIIOBHOBaKEHUM
MPEICTaBHUKOM, SIKHM CKJIaJa€ MOBHOBAXKEHHSI, Ta YIIOBHOBAKEHHUM MPEJICTABHUKOM,
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SKUU pUHMae MOBHOBAKEHHS. 3a3HaU€Ha yTro/ia MOBUHHA OXOIUIIOBATH IIOHAHMEHIIE
TaKi acMeKTH:

1) naty npunuHeHHs ii JOPYUYCHHS JIJIsl yIOBHOBAaXKEHOTO MPEICTaBHUKA, SIKUN
CKJa/la€ TOBHOB@KEHHS, 1 JaTy TMOYATKy [ii JOPYYEHHS [JIsl YHOBHOBaXXEHOTO
IIPEACTABHUKA, IKUU ITPUMMAE IIOBHOBAXKEHHS,

2) naty, 10 SIKOi YIIOBHOBa)XEHUM MPEJICTABHUK, SIKUI CKJIa/la€ MTOBHOBAYXKEHHSI,
MO’K€ BKa3yBaTHUCS B iH(pOpMaIlii, 1110 HAJAETbCS BUPOOHUKOM, Y TOMY YUCHI B Oy/1b-
SKMX PEKJIAMHUX MaTepianax;

3) nepenaBaHHs JTOKYMEHTIB, Y TOMY YUCJI1 KOH(1AeHiHOT iHdopMallii 1 TpaB
BJIACHOCTI;

4) 000B’s13KM YIIOBHOBa)XEHOT'O NPEJCTABHUKA, IKMH CKJIaJa€ MOBHOBAXKECHH,
IiCJIst 3aKIHUEHHS CTPOKY 11 JOPYUYEHHS NepelaBaTi BUPOOHUKY UM YTIOBHOBAXKEHOMY
IpEJICTaBHUKY, KU IpUiiMae NOBHOBAKEHHS, CKaprH 1 MOBIJOMJICHHS Bl MEAMYHUX
NpaliBHUKIB, MAIlEHTIB a00 KOPUCTYBaudiB MPO MOKJIMBI IHUUJEHTH, MOB’S3aHI 3
BUPOOOM, II0JI0 SIKOTO BIH OYB NPHU3HAYEHHUI YITOBHOBAXEHUM IIPEICTABHUKOM.

3arajabHi 000B'A3KH iMIIOpPTEpIB

66. ImmmopTepy BBOAATH B 0OOIT Jmie Ti BUPOOH, SKi BiAMOBIAAIOTH BUMOTAM
11boro TeXHIYHOTO perJaMeHTy.

67. JInst BBerenns BupoOy B 00iT, IMIIOpTEpH MTOBUHHI MIEPEBIPUTH:

1) HasgBHICTP Ha BUPOOlI MAapKyBaHHS 3HAKOM BIJAMOBIJHOCTI TEXHIYHUM
periiaMeHTaM Ta HasBHICTH JICKJIapallii mpo BiJIMOBIIHICTS;

2) HamexHy ineHTU(]IKAlI0 BUPOOHHKA Ta HASBHICTh YIOBHOBAKEHOTO
MpeACTaBHUKA, MPU3HAYEHOTO 3TiTHO 13 MNyHKTamMu 99-64 1poro TexHIYHOTO
pErJIaMeHTYy;

3) BiIMOBIHICTh MAPKYBaHHS BUPOOY BUMOTaM IbOT0 TEXHIYHOTO PErJIaMEHTy
Ta HAsIBHICTh IHCTPYKIIIi 13 3aCTOCYBaHHS;

4) HasBHICTb NPHCBOEHOIO BUPOOHMKOM KOJAY YHIKQJIBHOIO 1eHTH(IKaTOpa
BupoOy (UDI) 3rigno i3 mynktamu 127-137 nporo TexHIYHOTO periiaMeHTy, SKIIO
3aCTOCOBHO.

k1o iMnopTep BBaXKAa€ YU Mae€ MiJCTaBU BBaXkaTH, 110 BUPIO HE BIAMOBIIAE
BUMOTaM I1bOT0 TE€XHIYHOTO perjlaMeHTY, BIH HE BBOJUTH TaKW BUPIO B OOIr 10
NPUBEACHHS KO0 y MOBHY BIANOBIAHICTH Ta 1HPOPMYE Mpo 1Ie BUPOOHHUKA Ta KOro
YIOBHOBA)XEHOTO MPEICTABHUKA. SIKIIO IMIOPTEP BBA)KAE YK MAE€ IMiJICTABH BBAXKATH,
110 BUP1O CTAHOBUTH CEPUO3HHI PU3UK a00 € panbcudikoBaHUM, BiH TaKOXK iHPOpMYE
PO 11€ BiJIMIOBITHUN OpTaH JAEPKABHOTO PUHKOBOTO HATJISTY .

68. Immoprepu 3a3HayaroTh Ha BHPOO1 abo0, SKIIO 1€ HEMOXKJIWBO, Ha HOTO
naKyBaHHI, ab0 y CyNpOBIIHMX JOKyMEHTaX CBO€ HailMEHyBaHHS, 3apeeCTPOBAHE
KOMeEpIliiHEe HaliMEHYBaHHS YW 3apEECTPOBAHy TOPTOBEIbHY MapKy, KOHTAKTHY
aapecy Juis 3a0e3meueHHs] MOYKIIMBOCTI BCTAHOBIICHHS IXHBOT'O MiCII€3HAXOKCHHS Ta
aZpecy MicIlsl MPOBaIKEHHSI TOCTOapChKOl MisIbHOCTI. BoHM 3a0e3meuytoTsh, 100



24

Oyab-sika 10/1aTKOBA €THUKETKA HE PUXOBYBaJia iHPOpMAaIIilo, 3a3HaYeHYy BUPOOHUKOM
Ha ETHUKETII.

69. IMmmopTepy TMOBHMHHI TEPEBIPUTH HASABHICTH peecTpalii BUpPOOYy B
eJIEKTPOHHIN cucTeMi 3TiIHO 13 myHKTaMu 142-145 nporo TexHIYHOTO pEriaMeHTy.
IMmopTepy MOBHHHI JOJATH CBOI JaHl 0 PEECTpallliHUX JAHUX 3TITHO 3 MYHKTaMU
149-156 miroro TexHIYHOTO peTIaMeHTYy.

70. ImnopTepu, Ha yac mepeOyBaHHSA BUPOOY MiA IXHBOIO BiIAMOBINAIBHICTIO,
MOBUHHI 3a0€3MeUnTH, 1100 YMOBH 30€piraHHs Y¥ TPAHCIIOPTYBAHHS HE CTABWIIM ITi]T
3arpo3y BIJAMOBIIHICTh BUPOOY 3arajibHUM BUMOTraM 3 0€3IMeYHOCTI Ta e(PEeKTUBHOCTI,
BCTAaHOBJICHUM Y JOJIATKY 1, a TaKOK MOBUHHI BUKOHYBATH BCTAHOBJICHI BUPOOHUKOM
YMOBH, 32 HassBHOCTI.

71. IMmnopTepu MarOTh BECTU 00JIIK CKapr, HEBIATOBIIHUX BUPOOIB, BIJKIUKAHD
1 BUJyYeHb 3 00ITy, a TakoXX MalOTh HaJaBaTH 3a 3alUTOM BHPOOHHKY,
YIOBHOBa)XEHOMY IPEJCTABHUKY 1 PO3MOBCIO/KYBayaM Oyb-iKy 1H(pOpMaIlito, sKa
HaJa€e iM MOKJIMBICTb PO3CHiyBaTH CKapry.

72. Sx1o iMmopTepu BBaXKaroTh 400 MaIOTh MIJCTaBU BBAKATH, 1110 BUPIO, KU
BOHU BBENM B OOIr, HE BIJAINOBIJIa€ BUMOTaM LBOro TEXHIYHOIO PErjaMeHTy, BOHU
MalTh HETAWHO TMOBIIOMUTH TMPO II¢ BUPOOHWKA Ta HOTO YHOBHOBA)XXEHOTO
npeacTaBHUKa. ImMmoprepu MaroTh — CIIBOPALIOBATH 13  BUPOOHUKOM, HOro
YIOBHOBXEHUM MPEICTABHUKOM Ta BIJAMOBIAHUM OpPraHOM JIEPKaBHOTO PUHKOBOTO
HarjIsiAy JIs 3a0e3ledeHHs BXKUTTS BCIX HEOOXITHUX KOPETYBAIBHUX M IS
MPUBEACHHS 3a3HAYEHOT0 BUPOOY Y BIAMOBIAHICTH, WOTO BUIYYEHHS 3 00Iry abo
BIJIKJIMKAHHS. SIKII0 BUPIO CTAHOBUTH CEPUO3HUM PU3UK, IMIIOPTEPU MAIOTh HETAHHO
MOBIJOMUTH TIPO 11€ BIAMOBIAHUI OpraH JAEp>KaBHOTO PUHKOBOTO HATJISAY Ta, SKIIO
3aCTOCOBHO, MIPU3HAYEHUN OpraH, 110 BUIAB Ha Takuil BUpIO cepTudikar 3rigHO 13
nyHKTamMu 222-226 1poro TexXHIYHOro periiaMeHTy, 13 HaJaHHSAM JeTaabHOI
1H(popMarlii, 30Kkpema, 100 HEBIAMOBIIHOCTI Ta OyIb-IKUX BKUTHUX KOPETYBaJIbHUX
T,

73. Immoptepu, siKi OTpuManu cKaprd abo TOBIIOMJICHHS BiJl MEIUYHHUX
MpAaIliBHUKIB, MAI[lEHTIB a00 KOPUCTYBaudiB MPO MOKJIMBI IHUUJEHTH, MOB’S3aHI 3
BUPOOOM, SIKWM BOHM BBEJIM B OOIl, HETallHO MepenaroTh 3a3HadyeHy 1HGOpPMAIlio
BUPOOHHKY 1 HOTO YIOBHOBaXEHOMY IPEJICTABHUKY.

74. Tlporsarom mnepiony, 3a3HaueHoro y myHKTI 48 wporo TexHiuHOro
perjiaMeHTy, iIMIopTepy MOBUHHI 30epiraTu KOII JeKjIapailii mpo BiAMOBIIHICT 1,
SKIIO 3aCTOCOBHO, KOIMIO BIAMOBIAHOTO cepTudikara 3 Oynb-sIKUMH 3MiHAMH Ta
JOTIOBHEHHSIMHU, BUJAHOTO 3TIAHO 13 MyHKTamMu 222-226 mnporo TexHIYHOTO
pErJiaMeHTy.

/5. Ha BuMOry BIANOBIZHOTO OpraHy J€p>KaBHOTO PHHKOBOTO HAarjsiay
IMIIOPTEPH CIIBIPAIIOIOTH 13 HUMU MI0JI0 OYIb-IKUX i, CIIPSIMOBAHUX HA YCYHCHHSI
a00, SIKIO 11€ HEMOXKJIMBO, HA 3HUKEHHS pU3UKIB BiJl BUPOOiB, BBEJIEHUX HUMHU B OOIT.
Ha BuMory BiANOBIAHOIO OpraHy JAEpXKaBHOI'O PHUHKOBOTO HAIJISIAy 1MIOPTEP
OE3KOIITOBHO HAJIa€ 3pa3ku BUPOOY a0o0, SIKIIO 11€ HEMOXKJIUBO, JOCTYII 10 BUPOOY.
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3arajbHi 000B'sI3KM PO3NOBCIOAKYBaviB

76. I1ig yac HamanHs BUpoOy HA PUHKY PO3MOBCIOIKYBAUl MPH 31HCHEHH] CBOET
JiSUTBHOCT1 MAIOTh AISITH 13 HAJIEKHOIO0 00AYHICTIO 11010 3aCTOCOBHUX BUMOT.

/7. Ilepen HamaHHsAM BUPOOY Ha PUHKY PO3MOBCIOIXKYBayi OBHHHI IEPEBIPUTH
JOTPUMAaHHS YCiX 3a3HAYCHUX HIDKYE BUMOT':

1) HasBHICTb MapKyBaHHS 3HAKOM BIAMOBIAHOCTI TEXHIYHUM pPETIAMEHTaM Ta
HasIBHICTb JICKJIaparlii po BiMOBIIHICTb;

2) HagBHICTH I1H(QoOpMaIli, sKa TIOBUHHA HaJaBaTUCS BUPOOHUKOM 1
CYHpPOBOJIKYBAaTH BUPIO 3riHO 3 MyHKTOM 51 115010 TeXHIYHOTO perjiaMeHTy;

3) BUKOHaHHS IMIIOPTEPOM BCTAaHOBJIEHUX y MyHKTI 68 1poro TexHIYHOTO
perjiaMeHTy BUMOT II10JI0 IMITOPTOBAHUX BUPOOiB;

4) npucBoeHHs1 BUpoOy BupoOHuKoM Koty UDI, skmo 3acTocoBHO.

3 MEeTOI0 BUKOHAHHS BUMOT, BCTAaHOBJIEHUX Yy MiAnMyHKTax 1, 2 Ta 4 abzairy
MEPIIOTO LOTO MYHKTY, PO3MOBCIOI)KYBAaU MOKE 3aCTOCYBAaTU METO/I B1IOOPY 3Pa3KiB
(BuO1pKM), penpe3eHTaTUBHUIM JIJ1s1 BUPOOIB, K1 BIH ITOCTAYAE.

SKi0 po3MOBCIOKYBau BBaxkae ab0 Mae MIACTAaBU BBa)aTH, 110 BUPIO HE
BIJIMOBIJa€ BUMOTaM 1IbOT0 TEeXHIYHOTO PEryiaMeHTy, BiH HE IOBUHEH HA/1aBaTH TaKUi
BUpPIO HA PUHKY JO MPUBEIECHHS MOro y BIAMNOBIAHICTH BUMOTaM I[bOTO TEXHIYHOTO
perjiaMeHTy, a TakoXX 1H(QOpPMYy€e MPO HEBIANOBIIHICT BUPOOHHKA 1, SKIIO II€
3aCTOCOBHO, MOro YIOBHOB@)XEHOTO MpEJACTaBHUKAa Ta iMmmoprepa. Skuio
pPO3MOBCIO/IKYBad BBaXkae ab00 Mae€ MiACTaBM BBaXKaTH, 110 BHUPIO CTAHOBUTH
cepiio3Hmil pu3uk abo € dhanbcrudikoBaHUM, BIH TaKOXK 1HPOPMYE MPO 11€ BIAMOBITHUN
Opras JIep>KaBHOTO PUHKOBOI'O HATJISY.

78. PosnoBcromkyBauil, Ha yac nnepedyBaHHs BUPOOY B IXHbOMY PO3TOPSKEHH],
MalTh 3a0€3MEeYUTH BIJIMOBIIHICT yMOBaM 30epiraHHsS Ta TpPaHCIOPTYBaHHS,
BCTAHOBJICHUM BHPOOHHKOM.

79. SIKmo po3moBCIOKYBaul BBaKalOTh ab00 MalOTh MiJCTaBU BBAXKATH, IO
BUpPIO, KU BOHM HaJald Ha PUHKY, HE BIANOBIAAE BUMOTram LbOro TeXHIYHOTO
perjiaMeHTy, BOHM HeraHo 1H(QOPMYIOTh BHUpPOOHMKAa Ta, SKIIO 3aCTOCOBHO,
YIOBHOBA)XEHOTO TMPEICTaBHMKAa BUPOOHMKA Ta IMIoOpTepa. Po3nmoBcro/KyBayi
MOBUHHI CIIBOPALIOBATH 3 BUPOOHUKOM 1, SIKIIO 3aCTOCOBHO, 3 YIOBHOBaXEHUM
MPEJICTaBHUKOM BHUPOOHHMKA Ta IMIOPTEPOM, a TAKOX 13 BIAMNOBIAHUM OpraHOM
JIEP’)KaBHOTO PUHKOBOTO HATJIAMY HJisi 3a0€3MedYeHHS BXKUTTS BCIX HEOOXITHUX
KOPETYBaJIbHUX A1M JIJIs1 IPUBEIEHHS 3a3HAY€HOTO BUPOOY Y BIMOBIAHICTH 10 BUMOT
p0oro TeXHIYHOrO periiaMeHTy, Horo BIIIy4eHHS 3 00iry abo BiIKJIMKAHHS, 3aJI€KHO
BiJl cUTyaIllii. SIKII0 po3MmoBCIOKYyBad BBakae ab0 Mae MiACTaBU BBAaXKaTH, 110 BUPIO
CTaHOBUTH CEPHO3HUIN PU3HUK, BIH HETAHO 1HHOPMYE BiIMTOBITHUN OpPTaH JAEp>KaBHOTO
PUHKOBOTO HArJisAly 3 HAJAaHHSIM JeTainbHOl iHdopMmallii, 30Kpema, 00
HEBIAMOBITHOCTI Ta OYIb-SIKMX BXXUTUX KOPETYBAJIbHUX JTIH.

80. Po3noBcroxyBayi, siIKi OTpUMAaJIA CKapTy UM TMOBIOMJICHHS BIJl MEAUYHUX
MpaliBHUKIB, TAaIlIEHTIB a00 KOPHUCTYBadiB CTOCOBHO MOXJIMBUX 1HIIUJICHTIB,
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OB’ SI3aHUX 13 BUPOOOM, SIKMI1 BOHU HaJaly Ha PUHKY, HETaHO NIEpealoTh 3a3HAYCHY
1HbOpMaIlio BI/Ip06HI/IKy 1, SIKIIO 3aCTOCOBHO, YMOBHOBaXCHOMY MPEICTaBHAKY
BUPOOHUKA Ta 1Mn0pTepy PosznoBcrompkyBadi BeAyTh 00K cKapr, HEBIAMOBITHUX
BUpOOIB, BIAKIUKAaHb 1 BHUJIy4YeHb 3 O00Iry, 3a6e3neqy10Tb noiH(QOPMOBAHICTh
BUPOOHUKA 1, 32 HASIBHOCTI, YIIOBHOBa)KEHOTO MPEACTaBHHUKA Ta IMIIOpTEpa MPO TaKUU
MOHITOPHHT 1 HaJIal0Th iM OyIb-5Ky 1HPOPMAIIIIO 32 3aIIUTOM.

81. Ha 3anuT BIiAMOBIAHOTO OpraHy JEp>KaBHOTO PHHKOBOTO HArJsAy
PO3IOBCIOIKYBaUl 3000B’s3aH1 HaaTH BCIO 1H(OpMAIIiI0 Ta JOKYMEHTAIlito, 10 € B
iXHBOMY pO3IOPSKEHHI Ta HEO0OXiJHa IS JAEMOHCTpallli BIAMOBIIHOCTI BHUPOOY
BUMOTaM IIb0r0 TeXHIYHOTO perjiaMeHTy.

PosnoBcromkyBadui BUKOHAJIM CBOi 3000B’si3aHHs, mepeadadeHi y abzarli
NEPIIOMY LIBOTO IMYHKTY, SIKIIO BUPOOHUK a00 HOro ynmOBHOBAXEHHMH MpPEICTaBHUK
HaJ[aB HEOOX1IHY 1H(POPMAIIiO 1010 BIAMOBIIHOTO BUPOOY. 3a 3alIUTOM BiIIOBITHOTO
opraty Jep>KaBHOI0 PUHKOBOT'O HATJIsIy PO3MOBCIOIKYBaUl CIIIBIPALIOIOTH 13 HUMH 3
OyIb-SIKMX IUTaHb IIOJ0 YCYHEHHS PU3UKIB B1J BUPOOIB, HAJaHUX HUMHU Ha PUHKY. 32
3alMTOM BIAMOBIAHOTO OpraHy JAEpPXaBHOIO PUHKOBOTO HArJIAIy PO3MOBCIOKYBayl
0€3KOLITOBHO HAJAI0Th 3pa3Ku BUpoOy a0, SIKIIO 1€ HEMOXKIIMBO, OCTYT JI0 BUPOOY.

Oco0a, BiAnOBiZAJIbHA 32 JOTPUMAHHS PEryJaIsiTOPHUX BUMOT

82. BupoOHMKM TMOBMHHI MaTH y CBOil Oprasi3ailii mpuHaiiMHI OJHY OCO0Y,
BIJINOBIJIAJIbHY 32 JOTPUMAHHS PETYJISITOPHUX BUMOT, IO Ma€ HEOOXiTHI eKCHepTHI
3HaHHA y cPepi MeauuHux BUpoOiB. HasBHICTH HEOOXITHUX SKCIIEPTHUX 3HAHb MOXKE
OyTH MIATBEP/KEHA OJHIEIO 3 TAKUX KBaidiKarliii:

1) nunmomom, ceptudikatoM abo IHIIMM JIOKYMEHTOM, SIKMM 3acBiIUye
3aKIHYEHHS! YHIBEPCUTETY a00 IHIIOTO PIBHOIIHHOTO BUIIOTO Y4O0OBOTO 3aKiaiy, Y
cdepi npaBa, MeAUITMHY, (hapMailii, TeXHIKK a00 B 1HIIIN BIMOBIIHINA HAyKOBIiH cdepi,
a TaKoXX IIOHAMMEHIIe OJJHUM POKOM MpodeciitHOTO T0CBiAY poOOTH, OB’ A3aHOT 3
MEIUYHUMH BUpoOaMH, y chepl peryasiTOpHOI MOMITHUKY a00 B CUCTEMAX YIPaBIIHHS
AKICTIO;

2) HasIBHICTIO YOTHUPBOX POKIB JIOCBiAYy pOOOTH, TOB’S3aHOT 3 MEIUYHHUMU
BUpoOaMH, y cdepi peryaTOpHOI MOMITHKY a00 B CUCTEMAX YHPABIIIHHS SIKICTIO.

be3 oOMexeHb MOJOXKEHb 3aKOHOAABCTBA IIOA0 MpodeciiiHoi kBamidikaiii
NpaIiBHUKIB, BUPOOHHUKH BHUPOOIB, BHUIOTOBJIEHMX HA 3aMOBJIEHHA, MOXYTb
3aCBITUYUTH HEOOX1JHUI JOCBI Ta KBaji(iKkaIio BIATOBIIaILHUX OCI0, 110 3a3HaYCHI
y abs3ail mepmioMy LbOTO TMYHKTY, HasBHICTIO, IIIOHallMEHIEe, JBOPIYHOTO
npogeciiHoro 10CBiAy poOOTH Yy BiIMOBIAHIN ramy3i BUPOOHUIITBA.

83. BupoOHuku, ski € cyO0’€KTaMu MIKPOIINTPUEMHHUIITBA ab0 Majoro
MIJMPUEMHMIITBA  BIJIMOBIIHO J0 BH3HAYCHb YAaCTUHH TPEThOi cTarTi 55
["ocriogapcbkoro kojiekcy YKpainu, MOKyTh HE TIPU3HAYATH Y IITAT CBOET OpraHi3ariii
0co0y, BiJIMTOBIIaIbHY 32 JTOTPUMaHHS PETYJIATOPHUX BUMOT, aji¢ TIOBUHHI 3a1ydaTH
Taky ocoOy Ha MOCTIHHIN Ta 6e3rnepepBHii OCHOBI.

84. Oco0a, BiAMOBIJadbHA 3a JOTPUMAHHS PETYJISATOPHUX BUMOT, MOBHHHA
BI/IMOBIIATH IIOHANMEHIIIE 32 BUKOHAHHS TaKuX (YyHKITIH:
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1) wHamexxHOi TmepeBipKM BIAMOBIAHOCTI BHPOOIB, 3TITHO 13 CHUCTEMOIO
yHOPaBIiHHS SKICTIO, 32 SIKOIO iX BUPOOJISAIOTH, IEPE] IX BUITYCKOM;

2) cKIIamaHHs 1 peryasipHOTO OHOBJICHHS TEXHIYHOI JOKYMEHTAIIi1 Ta AeKaparii
PO BiJTIOBIIHICTb;

3) BHKOHaHHs 00OB’S3KiB MO0 IMOCTMAPKETHHTOBOTrO Harismay (post-market
surveillance) 3rigHo 3 myHkTOM 50 1150T0 TEXHIYHOTO pETIaMEHTY;

4) BUKOHAHHS 000B’S3KiB 31 3BITyBaHH/TIOB1IOMJICHHS PO CKapry Ta MOXKIIUBI
IHIIUJICHTH, BCTAHOBJIEHUX y MyHKTax 329-351 niboro TeXHIYHOTO perjJaMeHTy;

5) BUIYCK 3asiBU JJIs1 JOCIIIPKYBAHOTO BUPOOY, SIK 116 BCTAHOBJICHO Y IMiAMYHKTI
4.1. myukrty 4 po3ainy Il nonarky 15.

85. Skmio kinbKa ocid CHUIBHO BIJMOBIIAIOTH 332 JOTPUMAHHS PETYISTOPHUX
BUMOT 3TiHO 3 NyHKTamMu 82-84 nporo TexHIYHOTO perjaMeHTy, iXH1 BiJAMOBIIHI
chepu BIANOBIIATBLHOCTI MOBMHHI OyTH BU3HA4Y€Hl Yy TanepoBiil abo eJIeKTPOHHIN
dopwmi.

86. Ocoba, BiAmoBigaTbHA 32 JOTPUMAHHS PETYISITOPHUX BUMOT, HE MOBUHHA
31IITOBXYBATUCS 3 OyIb-SIKUMHU MEPEIIKOJaMH B OpraHizaiii BUpOOHUKA y 3B’SI3KY 3
HAJIC)KHMM BHKOHAHHSIM CBOIX 00OB’SI3KIB, HE3aJIC)KHO B1J TOTO, YM € BOHA IITATHUM
IPaIiBHUKOM LI1€1 OpraHizanii.

87. YnoBHOBa)XEHI MPEICTaBHUKKA MOBUHHI MOCTIIHO 1 Oe3mepepBHO MaTH y
CBOEMY PO3MOPSKEHHI NPUHANMHI OJHY 0c00y, BIANOBIJAIbHY 3a JOTPUMAHHS
PEryJsTOPHUX BUMOT, 110 Ma€ HEOOXiJHI E€KCHEePTHI 3HAHHS MIOJI0 PETYISTOPHUX
BHUMOT JI0 MEIMYHUX BUPOOIB. HassBHICTh HEOOXITHUX €KCIIEPTHUX 3HAHb MOXKE OyTH
MIITBEPPKEHA OTHIEI0 3 TAKUX KBaT(piKaIlii:

1) nummomom, ceptudikaToM abo0 IHIIUM JOKYMEHTOM, SIKHMH 3acBII4y€e
3aKIHYEHHS! YHIBEPCUTETY a00 IHIIOTO PIBHOIIHHOTO BUIIOTO y4OOBOTO 3aKiaiy, Y
cdepi npaBa, MeAUITMHY, (hapMailii, TeXHIKK a00 B 1HIIIN BIMOBIIHINA HAYKOBIiH cdepi,
a TaKoXX IIOHAMMEHIIe OJHUM POKOM MpodeCiftHOro J0CBiy poOOTH, MOB’SI3aHOI 3
MEIUYHUMH BUpoOaMH, y chepl peryasiTOpHOI MOMITHKY a00 B CUCTEMAX YIPaBIIHHS
AKICTIO;

2) HasBHICTIO YOTHUPHOX POKIB AOCBiAY pOOOTH, MOB’S3aHOI 3 MEAUYHUMHU
BUpoOaMH, y cdepi peryaTOpHOi MOMITHKY a00 B CUCTEMAX YMPABIIHHA SKICTIO.

Bunajaku 3acrocyBanHsi 000B's13KiB BUPOOHUKIB 10 iMIIopTepiB,
PO3MOBCIO)KYBa4YiB Ta iHIIKUX 0Ci0

88. Po3nogscromxkyBay, iMmrnoptep abo iHma (izuyHa uu opuandHa ocoda oepe
Ha cebe 000B’A3KH, MOKJIAIeH] Ha BUPOOHUKIB, SIKIIO Taka 0co0a 3/1HCHIOE Oy Ib-IKY
3 TAKUX IIH:

1) Hagae Ha pUHKY BUPIO MMiJT CBOIM BIIACHHM HaiMEHYBAaHHSIM, 3aPEECTPOBAHUM
KOMEpLINHUM HaliMEHYBaHHSAM a00 3apeeCTPOBAHOIO TOPTrOBEIBHOI MAapKOI0, OKPIM
BUMA/IKIB, KOJIM PO3MOBCIO/IXKYBaY UM IMIOPTEP YKIATAE YTOAY 3 BAPOOHUKOM, 3T1THO
3 KOO BHUPOOHUK 1ACHTHU(IKYEThCA SIK BUPOOHMK HAa MapKyBaHHI Ta Hece
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BIJIMOBIIAJILHICTh 32 BUKOHAHHS BUMOT, TOKJIQJCHUX HAa BHUPOOHHWKA 3TITHO 3 UM
TexHIYHUM periaMeHTOM;

2) 3MIHIOE IUThOBE TPU3HAYCHHS BXKE BBEACHOTO B 00Ir a0 B €KCILTyaTalliro
BUPOOY;

3) momudikye BUpiO, AKHUH yKe BBEJICHUIN B 00ir a00 B SKCILIyaTaIlil0, TAKUM
YUHOM, IO TI€ MOYKE€ BIUTMHYTH HA BIAMOBIIHICTh 3aCTOCOBHAM BUMOTaM.

[TonoxxenHsa ab3aily MEpHIOTO IHOTO MYHKTY HE 3aCTOCOBYIOTH A0 OyAb-sIKUX
OCit0, SIKI HE € BHUPOOHUKAMH, SK BHM3HAYE€HO B MIANYHKTI 12 myHkTy 18 mporo
TexHIYHOTO periiaMeHTy, MPoTe 3A1HMCHIOITh 30MpaHHs a0o ajanTallilo BUpOOy, IO
B)K€ € Ha PUHKY, JIUISl 1HAMBIAYaJIbHOTO MAaIll€eHTa 0€3 3MIHU MOro MPU3HAUYCHHS.

89. 3 MeToro peanizalii NAMYHKTY 3 MyHKTY 88 11boro TeXHIYHOrO perjiaMeHTy
3a3HAYCHI1 HUKYE 111 HE BBAXKAIOTHCSA MOIU(DIKYBAaHHSIM BUPOOY, sIKa MOXKE BIUTUHYTH
Ha HOro BIJMOBIIHICTH 3aCTOCOBHUM BUMOTaM:

1) napmanHs iH(dopmalli, BKIIOYAIOUM TMEPEKIad, fAKa Ma€ HaJaBaTHUCS
BUPOOHHMKOM 3T1JIHO 3 IyHKTOM 23 po3auny Il nogatky 1, moao Bxe BBEEHOr0 B 00ir
BUpOOy, a TaKOX JOJATKOBOI iH(oOpMmallii, HEOOX1IHOI AJis peaii3alli BUpoOy Ha
TepuTOopli YKpainu;

2) 3MiHM 30BHIIIHHOTO MaKyBaHHS BXKE BBEJACHOTO B 00IT BUPOOY, B TOMY YHUCII1
3MIHM pO3MIpy MaKyBaHHs, AKIIO NEepenaKyBaHHA HEOOXI1IHE I peaiizalii BUpoOy
Ta SIKIIO HWOro 31WCHIOIOTH y CMOCIO, SIKU HE MOXE TMOPYIIUTH MEPBUHHUNA CTaH
BUpOOY. SIKI10 BUPiO BBOJSATH B O0IT y CTEPUIILHOMY CTaH1, IEPBUHHUN CTaH BUPOOY
BBAKAIOTh MOPYIIEHUM Yy pa3l BIAKPUTTS, MOMIKODKEHHS a00 MOPYIIEHHS B 1HIIAN
croci0 TaKyBaHHs, HEOOXITHOTO [UIsi MIATPUMAHHS CTEPUIIBHOCTI, BHACIIIOK
nepernaKkyBaHHs.

90. PosnoBcromkyBad YW IMOOpPTEp, MO 3AIMCHIOE OYIb-SKY MIiSUIBHICTD,
3a3HadyeHy B miamyHkTax | Ta 2 myHkTy 89 mporo TeXHIUHOTO peryiaMeHTy, Mae
3a3Ha4yaTH Ha BUpoO1 a0, SKILO 1€ HEMOXIIUBO, HA Oro MaKyBaHHI UM B JJOKYMEHTI,
KWW 10 HbOTO JIOJAI0Th, 3M1MCHEHY HUM JISJIbHICTh, @ TAKOXK CBOE HallMEHYBaHHS,
3apeecTpoBaHEe KOMEpIliiHEe HaAMEHYBaHHS YU 3apEECTPOBaHY TOPTOBEIIBHY MapKy,
CBOE 3apPEECTPOBAHE MICIIC3HAXOKEHHS Ta aJIpecy M 3B’ SI3KY JJI BCTAHOBIICHHS 1X
MICII€3HAXOJIKEHHSI.

Po3noBcromkyBaul Ta IMOOPTEPH MOBUHHI 3a0€3MEUYUTH HASBHICTh Y HUX
CUCTEMHU YMPAaBIIHHS SIKICTIO, IO BKIIOYAE MPOLEIYypH, SAKi 3a0e3MeuyroTh, IO
nepexsaa iHpopMallii € TOYHUM 1 aKTyaJIbHUM, 10 3aXO0/H, 3a3Ha4eH1 B MiMyHKTax |
Ta 2 myHKTy 89 nporo TexHIYHOTrO periaMenTy, 311HCHIOITh Y MOPSIIKY I Ha yMOBax,
K1 30epiraloTh MEPBUHHUI CTaH BUPOOY, a TAKOX IO MAaKyBaHHS MEPEaKOBAaHOTO
BUpPOOY HE € JePEKTHUM, HEeIKICHUM a00 HeoxaWHuM. CucTema yIpaBJiHHS SKICTIO
MOBUHHA, OKPIM 1HIIIOTO, OXOTUTIOBATH MPOIIETypH, 10 3a0e3MeuyoTh iIHPOPMyBaHHS
PO3MOBCIO/KYBAYa YU iMIIOpTepa mpo Oy b-sSKi KOperyBalbHi [ii, BYXUTI BUPOOHUKOM
110/10 BJIMOBIAHOTO BUPOOY y BIATOBIIb HA MPOOJIEMH, OB’ s13aH1 3 OE3MEUHICTIO, 00
JUJIs1 IPUBEJICHHS BUPOOY Y BIJIMOBIAHICTD JJO BUMOT IILOTO TEXHIYHOTO PErIaMEHTY.
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91. Illomaiimenme 3a 28 fAHIB 10 HAJAaHHS MEPEMapKOBAHOTO a0o
NEPernakoBaHOTO BUPOOy Ha PUHKY PO3MOBCIOKYBAUl YU IMIIOPTEPH, SIK1 3/IIHCHIOIOTH
Oyab-sIKy HiSUTbHICTD, 3a3Ha4YeHy B mianmyHKTax 1 ta 2 myHkry 89 mporo TexHigyHOTO
periaamMeHTy, MOBHHHI MOiH(GOPMYBaTH BUPOOHUKA 1 BIAMIOBITHUI OpraH JAepKaBHOTO
PUHKOBOTO HArJISly MpO CBil Hamip OIOJ0 HaJaHHS NepeMapKOBaHOro abo
NepenaKkoBaHOTO BUpoOy Ha PUHKY, a TaKOXK, HA BUMOTY BUPOOHHUKA 1 BIAMOBITHOTO
Oprany Jep>KaBHOTO PHUHKOBOTO HArysAay, HaJaTh iM 3pa3oKk abo MakeT TaKoro
nepeMapKoBaHOTO abo0 IMepernakoBaHOro BUPoOy, B TOMY UHCI Oy/b-sKI MepeKIaacHl
C€TUKETKM Ta 1HCTPYKIIi 13 3acTocyBaHHsA. Y TOM camMuii 28-J€HHUM CTPOK
PO3IMOBCIOIXKYBAY YU IMIIOPTEP MOBUHHI MIOJIATH JI0 BIAMOBIIHOTO OPraHy JIepKaBHOTO
PUHKOBOI'O HArjsily KoOmilo cepTudikaTy, BHUIAHOTO MPU3HAYECHUM OpPraHoM,
MPU3HAYCHUM JIJIs TUITY BUPOOIB, 11010 SKUX 3A1HCHIOIOTh BUJIU A1STILHOCTI, 3a3HAYCHI1
B mianyHkTax 1 ta 2 myHkTy 89 11poro TexHIUHOTO perjJaMeHTy, SKUN MIATBEPIKYE
BIJIIOBIJIHICTh CHUCTEMH YIPABIIHHS SIKICTIO PO3MOBCIOKYBaya YM IMIIOPTEpPA
BUMOTaM, BcTaHOBIIEHUM Yy TyHKT1 90 mporo TeXHIYHOTO peraamMenTy.

Bupo0u oqHOpPa30BOro BUKOPUCTAHHA TA IX IOBTOPHE 00p00/ICHHA

92. TloBTOpHE 0OPOOIICHHS TA TIOIAJIBIIIC BHKOPUCTAHHS BUPOOiIB OJTHOPA30BOTO
BUKOPHCTAaHHS MOJKE 3/IIHCHIOBATUCS BUKIIFOYHO 332 YMOBH, SIKIO Taka MepepoOKa Ta
3aCTOCYyBaHHS Tepea0adeHi 3aKOHOJaBCTBOM Ta BUKOHYIOTHCS BIATIOBIAHO 10 BUMOT
nyHKTiB 93-100 nporo TeXHIYHOTO periiaMeHTy.

93. bynp-ska ¢dizuyHa abo ropuaudHa 0co0a, fKa 3AIMCHIOE TOBTOPHE
0o0po0OsieHHsT BUPOOY OJHOPA30BOTO BHUKOPUCTAHHS JUIsl 3a0e3leueHHs Horo
MPUAATHOCTI J0 TOAAIBIIOTO BUKOPUCTAHHS, BBAXKAETHCS BUPOOHUKOM ITOBTOPHO
00po0IeHOr0 BHpOOY 1 Ma€ BUKOHYBATH OOOB'SI3KM BUPOOHHUKA, sIKI BCTAHOBJICHI ITUM
TexHIYHUM perjIaMeHTOM, BKIIFOYaI0UHd O0OB'SI3KH MO0 MPOCTEKYBAHOCTI IIOBTOPHO
00po6IieHoro BUpoOy BiAMOBIIHO 10 MyHKTIB 124-171 nboro TeXHIYHOTO pEeTIaMeHTYy.
Oco6a, 1110 MOBTOPHO 00pO0IIsie BUPIO, BBAXKAETHCS BUPOOHUKOM MJIA IIJIeH 3aKOHY
VYkpainu «Ipo BiMOBIAAIBHICTh 32 IIKOAY, 3aBJAaHy BHACIIIOK A€PEKTY NPOAYKIII».

94. SIx BUKJIIOYEHHS 3 TOJOXKeHb MyHKTY 93 11boro TeXHIYHOTO periamMeHTy
10JI0 BUPOOIB OJHOPA30BOI0 BUKOPUCTAHHS, SIKI MIAAAI0THCS MOBTOPHIA 00poOLl Ta
BUKOPHUCTOBYIOTHCS Y 3aKJIaJll OXOPOHH 310p0oB’si, MO3 MoXke yXBaJIUTU PIIICHHS HE
3aCTOCOBYBATH BCl 3000B'A3aHHSI BUPOOHUKIB, BCTAHOBJICHUX Y LIbOMY TE€XHIYHOMY
pErJIaMeHT1, 32 YMOBH, 1110 BOHU 3a0€3MeUyIOTh:

1) mo Ge3meka Ta eKCILIyaTalliiiHI XapaKTEPUCTHKH TMOBTOPHO 0OPOOICHOTO
BUpOOYy € CEKBIBAJICHTHHUMH OpHUTIHAIHPHOMY BUpPOOy Ta JOTpPUMaHHS BHMOT,
BCTAHOBJICHUX y MiAMyHKTax 1-2 Ta 4-8 myHKTY 28 11boro TeXHIYHOTO periaMeHTy,;

2) 10 TOBTOpPHa OOpOOKa 3OIHCHIOETHCS BIANOBIAHO [0 3araJbHHUX
cnerudikaiii (CS), ski 1eTani3yoTh BAMOTH MI0JI0:

- YNOpaBIIIHHS PU3MKaMH, BKJIIOYAIOYM aHaJl3 KOHCTPYKIIi Ta MarepiaabHUX
BJIACTUBOCTEN BUPOOY (3BOPOTHSI pO3poOKa) 1 MPOLEAYpPH JJIS BUSBICHHS 3MIH y
KOHCTPYKIIIi OPUTTHAIBHOTO BUPOOY, a TaKOX MOT0 3alIaHOBAaHOTO BUKOPHUCTAHHSI
nicisi HOBTOPHOT 00pOOKH;
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- Bamijamii Mpoueayp BCHOTO MpoOIEeCy NepepoOKH, BKIIOYAIOYH €Taru
OYUIIICHHS;

- BUITYCKY BUpOOY Ta BUNPOOyBaHHS €(pEKTUBHOCTI;
- CUCTEMH YIPABIIIHHSA SKICTIO;

- TOBIJIOMJIGHHS TpO I1HIUACHTH 3 BHUpPOOaMH, $KI TPOWIUIM TOBTOPHE
oOpoOneHHs, Ta

- IPOCTEKYBAHOCTI MOBTOPHO 00pOOIEHUX BUPOOIB.

3akiaayd OXOPOHM 3JI0POB'Ss 3000B’s3aHI TMOBIOMIIATH TIAILIEHTIB y pasi
BUKOPHUCTAHHS JIJIs1 iXHbOTO JIIKyBaHHS IIOBTOPHO 00p0OICHMX BUPOOIB.

95. TIlomoxxenHs mnyHKTYy 94 1poro TexHIYHOTO pErJiaMeHTy TaKoX
3aCTOCOBYIOTHCA JI0 BUPOOIB OJTHOPA30BOr0 BUKOPUCTAHHS, SIKI TIOBTOPHO 0OPOOIIsiE
IHIIWHA CyO’€KT TOCMOJApIOBAaHHS, KU 31MCHIOE TIOBTOPHY OOpPOOKYy 3a 3aluTOM
3aKj1aly OXOPOHM 37I0pOB’S, 32 YMOBH, 1110 MMOBTOPHO OOpOOJIeHUI BUPIO MOBHICTIO
MOBEPTAIOTh TAKOMY 3aKJIay OXOPOHH 3I0POB’S 1 0 TaKUM Cy0’ €KT rOCIOIapIOBaHHS
BIJIMIOBiJa€ BUMOTaM, BCTAaHOBICHHWM Yy MiANyHKTax 1 Ta 2 myHKTy 94 1H0TO
TexHIYHOTO PerJaMeHTy.

96. MO3, 3rigHo 3 MyHKTOM 37 1[HOTO TEXHIYHOTO pEerjiaMeHTy, PO3MIIIy€e Ha
cBoeMmy o(imiiiHoMy BeOcaiiTi mocwiaHHd Ha nyOmikamii «OQIUIHHOrO BICHUKY
€porneiicbkoro Coro3y» eBponeichkux 3araibHux cnernudikaiiii (CS), 3a3HaueHuX B
nianyHKT1 2 nyHKTy 94 nporo TexHiunoro persiamenTty. Taki 3aranbHi crienudikarii
(CS) nmoBuHHI y3roJKyBaTUCS 3 HAWHOBIIIMMHU HAyKOBUMH JIAaHUMH 1 CTOCYBATHUCS
3aCTOCYBaHHS 3arajbHUX BUMOT 3 O€3MeYHOCTI Ta €(PEeKTUBHOCTI, BCTAHOBIICHUX Y
oMy TeXHIYHOMY perjiaMeHTi. ¥ BUNAAKY, AKIIO Taki 3aranbHi crienudikaiii (CS)
BIJICYTHI, IIOBTOpHE OOpOOJICHHS  3AIMCHIOIOTH 3TIIHO 13 BIATOBIIHUMH
HaIllOHATPHUMHU CTaHJApPTaMH Ta TOJOKEHHAMH 3aKOHOJABCTBA, SIKI OXOIUTIOIOTH
aCNeKTH, BUKIAJEH! y MIANYHKTI 2 TyHKTY 94 1mporo TeXHIYHOTO perjaMeHTy.
BianosinHicTh BUp00iB 3aranbHuM crienudikaiism (CS) ado, 3a ix BIACYTHOCTI, Oy Ab-
SKAM BIAMOBIJHUM HAI[IOHAJIBHUM CTAaHAAPTaM 1 TMOJOKEHHSM 3aKOHOJIaBCTBA
3aCBIAYYETHCS TPU3HAYCHUM OPTaHOM.

97. TloBTOpHOMY OOpPOOJIEHHIO MAJIATAIOTH TUTBKKM BHUPOOHM OTHOPA30BOTO
BUKOPHUCTaHHS, sIK1 OyJI1 BBE/IEHI B O0IT BIJIMOBIIHO J0 I[LOT0 TEXHIYHOTO pEerIaMeHTy
abo siki OyJnyM BBENIEHI B OOIr O BBEACHHS B 110 IIbOro TEXHIYHOTO pErjiaMeHTy
BIJIMOBITHO /10 TE€XHIYHOTO pEriaMeHTy IIOJ0 MEIWYHUX BHPOOIB, 3aTBEPIKEHOTO
noctaHoBoro KaGinetry MinictpiB Ykpainu Big 2 xoBTHS 2013 p. Ne 753 (Odiiiinnii
BicHUK YKpainu, 2013 p., Ne 82, ct. 3046).

98. TloBTOopHOMY OOpOOJIEHHIO MIISATAIOTH JIUIIE Ti BHPOOW OJHOPA3OBOTO
BUKOPHUCTAHHS, K1 BBAKAIOTh O€3MEYHUMHU 3T1THO 3 OCTAHHIMU HayKOBUMH JIAHUMHU.

99. HaitmenyBaHHs Ta aapeca IOpUIUIHOI a00 (i3uuHOT 0COOM, BUSHAUCHOT Y
nyHkTi 93 1poro TexHIYHOro perjJamMeHTy, Ta IHIIA BIANMOBIAHA 1H(OpMAITis,
BCcTaHOBJeHa y yHKTI 23 po3ainy Il qonatky 1, 3a3HavaeTbest HA €TUKETLI Ta, SIKIIO
3aCTOCOBHO, B IHCTPYKIIISIX 13 3aCTOCYBaHHS MTIOBTOPHO 00p0OJIEHOTO BUPOOY.
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HaiimenyBanHst 1 agpecy BHUPOOHHMKA OPUTIHAIBHOTO BUPOOY OJHOPA30BOTO
BUKOPHCTAHHS HaJali HE BKa3yIOTh Ha €TUKETII, IPOTE 3a3HAYAIOTH B IHCTPYKINAX 13
3aCTOCYBaHHS MTOBTOPHO 00p0OJIEHOTO BUPOOY.

100. MO3 moske 3ampoBaKyBaTH TOJIOKESHHS 010 TIOBTOPHOTO 0OPOOICHHS,
SKi YTOYHIOIOTH TIOJIOKEHHSI, 1110 BCTAHOBJICHI y MhbOMY TEXHIYHOMY perjaMeHTi, Ta
K1 0OMEXYIOTh 00 3a00pOHAIOTH HAa TEPUTOPIi Y KpaiHu:

1) moBTOpHE 00POOICHHS BHPOOIB OJHOPA30BOTO BUKOPUCTAHHS Ta 1X TIepeaady
B IHIITY KpaiHy JIJIsl TOBTOPHOTO OOPOOJICHHS;

2) HajgaHHS HA PUHKY 4YM MOJAJIbIIE BUKOPUCTAHHS MOBTOPHO OOpOOIEHUX
BHUPOOIB OJTHOPA30BOTO BUKOPUCTAHHS.

Kaprka immuianrary ta ingopmanisi, AKy HaZaAKOTh NALIEHTY 3 iIMILUIAHTOBAHUM
BHPOOOM
101. Bupo6uuk BupoOy, KMl IMIJIAaHTYIOTh, HAJIa€ pa3oM 13 BUPOOOM:

1) iHdopmarito, sika [103BOJSIE€ 11€HTU(]IKYBaTH BHUPIO, y TOMYy 4YHUCIHI
HallMEHYBaHHs, cepiiiHuil HoMmep, HoMmep naprtii, ko UDI Ta Mogens BUpoOy, a Takox
HallMEHYBaHHs, aJjpecy Ta BeOCalT BUpOOHUKA;

2) Oynp-aKl 3acCTEpeKeHHS, 3aMo01KHI 3aX0u ab0 3aX0j1u, sIKi MarOTh OyTH
B)KUTI MAL[IEHTOM YU MEAUYHUM MPAI[IBHUKOM I110JI0 B3aEMHHX 3aBaJ] 13 OOIPYHTOBAHO
nepeaoadYyBaHUMM 30BHINIHIMH BIUIMBAMH, MEIWYHUMH OIVISIAAMH Ta yMOBaMH
JIOBKIJIJIS,

3) Oyap-sKy iH(pOpMAIiI0 PO OYIKyBaHMH CTPOK CIIYy)KOM Ta HEOOXiaHi
oAbl Iii;

4) Oynp-saKy 1HITY 1H(pOpPMAIlIO I 3a0e3MeUYeHHS OC3EeYHOr0 BUKOPHUCTAHHS
BUPOOY MAIli€EHTOM, y TOMY YKCHi iH(hOpMaIlito, BU3HAUYECHY B MIAMYHKTI 21 TAMYHKTY
23.4. nyukry 23 po3auty I nogatky 1.

[ndopmaliis, HaBeileHa y IbOMY IyHKT1, TOBUHHA OyTH Ha/laHa TaKUM YUHOM,
1100 OyTH AOCTYIHOIO KOHKPETHOMY MAlI€HTY, SKOMY OYB IMIUIAaHTOBAaHUW BHPIO, Y
OyIb-sIKHii CIIOC10, IKMI T03BOJISIE OTPUMATH IIBUIKUI JOCTYI A0 1i€l iHpopmallii, Ta
BUKJIAJICHA JEepP>KaBHOIO MOBOIO 3rigHO 13 3akoHoM Ykpainu "IIpo 3abe3rneueHHs
(yHKILIOHYBaHHA YKpaiHChKOi MOBHM SIK JAepkaBHoi'. IHopmaliss mMoBHHHA
HaJaBaTUCs y (popMi, siKa € JIETKO 3pO3yMIJIOK0 JIJIsl HeCTEIialicTa, 1 OHOBIIFOBATHUCS Y
BI/IMOBIHUX BUMNaakax. OHOBJIeHA iH(QOpMaIlis TOBUHHA OyTH HaJlaHa MAIlIEHTY Yepe3
BeOcailT, 3a3HaueHUH y MIAMYHKTI 1 [IbOTO MyHKTY.

OxkpimM 3a3HAYCHOT0, BUPOOHUK MMOBUHEH HaJaBaTu iH(MOpPMAIliio, BUKIAJCHY Y
OIAMYHKTI | IIbOTO MYHKTY Ha KapTIi IMIUIAHTATY, SIKy HaJal0Th Pa3oM 13 BUPOOOM.

102. 3akiagu 0XOpoHHU 370pOB’ Sl TOBMHHI Ha/laBaTH 1HGOpMAaIlito, 3a3HaYCHY Y
nyHkTi 101 mporo TexHiyHoro pernameHTy, y OyIb-sSKUH CIOCIO, IO J103BOJISIE
MIBUJIKUN J0CTYNl 10 Takoi 1HdopMalii OyJp-IKMM Malli€eHTaM, SKUM OyJio
IMILJIAHTOBAaHO BUPIO, pa3oM 13 KapTKOIO IMIUIAHTaTy, B SKI 3a3HA4arOTh iXHI
11eHTuiKaiiittl JaHi.
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103. 30060B'a3anns, BcraHoBieHi y mnyHKkTax 101-102 uporo Texniunoro
periaMeHTy, He TMOMMPIOIOTHCSA Ha TaKi IMIUTAHTATH: IIIOBHI MaTepiaim, ckoou, 3yOHi
wioM6OH, 3yOH1 OpekeTH, 3yOH1 KOPOHKH, TBUHTH, KJIUHH, TNIACTUHH, IPOTH, IITUPTH,
3aTHCKayl Ta 3’ €JHyBaul.

Jexaapaiisi mpo BiANOBIAHICTH
104. V nexmapariii mpo BIAMOBIAHICTh 3a3HAYAETHCS, 110 BUMOTH, BCTAHOBJICHI
y 1boMy TexXHIYHOMY perjiaMeHTi, IOAO0 MEBHOIro BUPOOY, SKOrO Taka JeKJiapalis
CTOCY€EThCS, OyJIM BUKOHaHI. BUpoOHMK Ha MOCTIHHIMN OCHOBI TOBUHEH OHOBJIIOBATH
JeKJIapallilo Mpo BiAMOBIAHICTH. Jlekiapallis mpo BiAMOBIIHICTh MTOBUHHA MICTHUTH
1H(dOpMaIlio, BUKIIAJIEHY Y A0JATKy 4, Ta CKJIaJa€ThCs P >KaBHOI MOBOIO, a B pasi
SKIIO BOHA OyJia CKJIaJieHa 1HIIIOI0 MOBOIO — IIEPEKIa/ieHa Ha JIEp>KaBHY MOBY.

105. V¥V pasi skuio Ha MEeBHUN BUPIO TMOMIMPIOETHCA i THIIMX TEXHIYHUX
pEerJIaMEeHTIB, 110 TAaKOX BHUMAaraloTh CKJIaJaHHS JeKJapalii Mpo BIAMOBIIHICTS,
CKJIaJIa€ThCsl €MHA JIEKJIapallisl PO BIJAMOBIAHICTh CTOCOBHO BCIX TaKMX TEXHIYHHUX
persaMeHTiB. B Takiil mekmapanii mpo BIANOBIAHICTH IMOBHHHI OyTH 3a3HaveHi yci
BIJIMOBIIHI TEXHIYHI PErJIaMEHTH.

106. Cknamaroum Aexiapariifo Mpo BIANOBIAHICT, BUPOOHHK Oepe Ha cebde
BIIMOBIJANBHICTh 32 JOTPUMAaHHSA BUMOT ILOTO TEXHIYHOTO perjiaMeHTy Ta YCiX
IHIIMX TEXHIYHUX PETJIAMEHTIB, SIK1 3aCTOCOBYIOTHCS JI0 BIAIOBIIHOTO BUPOOY.

MapkyBaHHSl 3HAKOM BillIOBIAHOCTI TeXHIYHIM perjaMeHTam

107. Bupobu, sKi BBa)kKalOTb TaKUMH, IO BIATMOBITAIOTH BHMOTaM I[bOTO
TexHIYHOTO perJaMeHTy, OKpiM JTOCTIKYyBaHUX BUPOOIB 200 BUPOOIB, BATOTOBICHUX
Ha 3aMOBJICHHS, ITOBUHHI OyTH MapKOBaHI 3HAKOM BIAMOBITHOCTI TEXHIYHUM
periiaMeHTaM, Ik BCTAaHOBJICHO B JIOJIATKY 5.

108. MapkyBaHHsI 3HAKOM BIJMOBIJHOCTI TEXHIYHUM pErIAMEHTaM TMOBUHHO
BI/IMOBIJATH 3arajibHUM MpUHIUNAM, BudHaueHuM y ctatTi 30 3akony Ykpainu «Ilpo
TEXHIYH1 pEerIaMEeHTH Ta OL[IHKY BIJIMOBITHOCTI».

109. 3nax BiAMOBIAHOCTI TEXHIYHUM pETJIaMEHTaM HAaHOCUTHLCS Ha BUPiO abo Ha
HOro CcTepuiIbHE MAKyBaHHS TaKMM YMHOM, 1100 BiH OyB BHUAMMHUM, PO30IpJIMBHUM I
HE3MHUBHUM. SIKIIO TaKe HAHECEHHS € HEMOXKJIMBUM a00 HEBUIIPABIAHUM 3 OIJISIAY Ha
XapakTep BUPOOY, 3HAK BIAMNOBIAHOCTI TEXHIYHUM pErjaMeHTaM HaHOCUThCA Ha
NaKyBaHHS. 3HAK BIAMOBIAHOCTI TEXHIYHUM pErJIAMEHTaM TaKOX HAHOCUTHCS Ha
IHCTPYKLIIO 13 3aCTOCYBaHHS, SKIIO Taka IHCTPYKLIs HasBHa, Ta Ha CIIOXHBYE
nakyBaHHS BUPOOY.

110. 3Hak BIAMOBIAHOCTI TEXHIYHHM pETJIaMEHTAM HAHOCHUTHCA TIEpe]
BBEJICHHSIM BHUPOOIB B 00Ir. 3HAK BIAMOBIIHOCTI TEXHIYHUM pPErJIAMEHTaM MOXKE
CYNPOBOJKYBAaTUCS MIKTOIpaMol0 abo OyAb-SKOIO 1HIIOK TMO3HAYKOI0, IO
3aCTOCOBYIOTHCS I HaJAaHHS iH(QopMaIlii Tpo BUKOPUCTAHHS BUPOOY, B TOMY YHCII
MIeBH1 PU3UKH, TIOB’A3aH1 3 I[UM.

111. Skmo 3acTOCOBHO, TOPSA 13 3HAKOM BIAMOBIIHOCTI TEXHIYHUM
periiaMeHTaM 3a3HaydaeTbCd 1ICHTU(IKALIMHUI HOMEp MNPU3HAYEHOTO OpraHy,
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BIJIMOBIAAJILHOTO 3a MPOBEIEHHS MPOIeyp OLIHKH, 3a3HaUeHuX y myHkTax 197-209
poro TexHIYHOro periaMmeHty. [neHTudikamiiiHuii HOMEp TaKOX 3a3HAYAETHCSA Y
Oyab-SIKUX PEKIaMHHX MaTepiajaX, B SIKUX BKa3y€ThCS MPO BIAMOBITHICTH BHPOOY
BUMOTaM TEXHIYHUX PETJIaMEHTIB.

112. VY pas3i akmo Ha BUP1O MOMIMPIOETHCS Aisl KUTBKOX TEXHIYHUX PETJIaMEHTIB,
10 BUMAraiTh HAaHECEHHS 3HAaKy BiAMOBITHOCTI TEXHIYHUM perjaMeHTaM, Ha TaKui
BUP10 HAHOCUTHCS OJIMH 3HAK BIJMOBIAHOCTI, IKUW CBIAYUTH PO BiAMOBIAHICTh TAKOTO
BUPOOY YCIM TEXHIYHUM perjiaMeHTaM, SKUM JaHUU BUPIO BIMOBIJIAE.

Bupo6u cneniajJbHOro nNpu3HaYeHHs!
113. He moxe 6yTu 3a60poHEHO a00 OOMEKEHO:

1) mocTayaHHs IOCIIIKYBaHUX BHPOOIB AOCIIAHHUKY JJIs IIeHd KJIIHIYHOIO
JOCIIIJIKEHHS, SIKIIIO BOHU BIAMOBIIAIOTh YMOBaM, BCTAHOBJICHUM y TTyHKTax 248-316
ta 318-319 nporo TexHIYHOTO permamMeHTy, Ta akTam, MPUHHATUM 3T1THO 3 MMyHKTOM
317 uporo TexHIYHOTO perIaMeHTy, i JoJaTKy 15;

2) HajaHHS Ha PUHKY BUPOOIB, BUTOTOBJIEHWX HA 3aMOBJICHHS, 3a YMOBH
notpumaHHs BuMor myHKTY 203 poro TexHi4HOTO perimaMenTy i qonatky 13.

Ha BupoOwu, 3a3HaueHi B ab3alll NEepIIOMY LOTO MyHKTY, 3HAK BIJAMOBIIHOCTI
TEXHIYHUM pErilaMeHTaM HE HAHOCUTBHCA, 32 BUKIIIOUEHHSM BHUPOOIB, 3a3HAYCHUX Y
nyHKTax 295-296 1poro TeXHIYHOTO perjiaMeHTy.

114. Jlo BupoOiB, BUTOTOBJICHUX Ha 3aMOBJICHHS, [IOBUHHA JIO/IaBaTHCS 3asBa,
3a3HayeHa y MNyHKTI | pgojgatky 13, siKy HaJarOTh KOHKPETHOMY TMAIIEHTY YU
KOPHUCTYBauy, 1ICHTH(IKOBAHOMY 32 IMEHEM, aOpeB1aTyporo a00 YUCIOBUM KOJIOM.

BupoOHuK, sikuii BUTOTOBIIIE BUPOOM Ha 3aMOBJICHHS, MOBHHEH HaJaBaTH
Jepxaikciyx01 mepenik Takux BUpoOiB, siKi OyJid HajaH1 HA pUHKY Y KpaiHH.

115. Bupobwu, 1o npeacTaBieH] 3a MICIIEM MPOBEACHHS sPMapKy, BUCTABKH,
Moka3y abo JIEMOHCTPYIOThCS B 1HIIMI CHOCIO 1 HE BiAMNOBIZaIOTH BUMOTaM IbOTO
TexHIYHOTO perjaMeHTy, MOBHMHHI CYNPOBOJKYBATUCA BHUIMMOIO MO3HAYKOIO, SIKa
3acBIIUYe€, IO TaKl BUPOOU HE MOXKYTh OyTH BBEJICHI B 00Ir a00 B €KCIUTyaTallito 0e3
NPUBEACHHS 1X Y BIAMOBIIHICTH O BUMOT IHOTO TEXHIYHOTO PErjJaMeHTy.

Cucremu i npoueaypHi Hadopu
116. Sxmo ropuanuni abo (¢(i3U4HI 0COOM MOEIHYIOTH BUPOOHM, MapKOBaHI
3HAKOM BIAMOBIAHOCTI TEXHIYHMM pErIaMEeHTaM, 13 3a3HAUYCHUMH HIDKYE 1HIIMMH
BUPOOAMH YW TIPOIYKIIIEI0 Yy CHOCiO, CyMICHUH 13 HMITHOBUM MPU3HAYEHHSM TaKHUX
BUPOOIB UM 1HINOI MPOMAYKIII, Ta y MeXaxX CHOCO0IB BHUKOPUCTAHHS, BHU3HAYCHUX
iXHIMHA BUPOOHUKAMH, BOHH CKJIAJIAl0OTh 3asBY ISl BBEICHHS X B OOIT SIK CUCTEMU YH
MPOIIETypPHOTO HAOOPY:

1) iHmmMu BupoOamMu, MAapKOBAaHUMHU 3HAKOM BIAMOBIJHOCTI TEXHIYHUM
periaMeHTam;

2) MEIUYHUMHU BUpPOOAMH JJIsi JIarHOCTHKU In Vitro, MapKOBaHHMHU 3HAKOM
BIIMOBITHOCTI TEXHIYHUM pErjlaMeHTaM 3rigHO 3 TeXHIYHUM pPErjiaMeHTOM IIOJ0
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MEAMYHUX BUPOOIB AJIS IIaTHOCTUKHM 1n Vitro, 3aTBep/pKEHUM NocTtaHoBowo Kalinety
MinictpiB Ykpainu Big poky Ne;

3) 1HIIIOIO MPOAYKIII€IO, sIKA BIAMOBIIa€ BUMOTaM 3aKOHO/IABCTBA, 3aCTOCOBHOTO
710 TaKol MPOJYKIIii, JIUIIE AKIIO 1i BAKOPUCTOBYIOTh y MEBHIA MEAMYHIN Mpolenypl
abo 11 HAfABHICTh y CHUCTEMI YHM TMPOIEIypHOMY Habopi OOIpyHTOBaHA IHIIUMHU
IpUYUHAMHU.

117. Y 3asBi, ckinaaeHiii 3rigHo 3 myHKTOM 116 1iporo TeXHIYHOTO peryiaMeHTy,
¢bi3nyHa abo rpuIMIHA 0co0a JeKIIapye, IIo:

1) BoHa Bepu(iKyBaia B3a€MHY CyMiCHICTb BUPOOIB 1, SIKIIIO 3aCTOCOBHO, 1HIIIOT
MPOAYKINi, 3THO 3 1HCTPYKIISIMH BHUPOOHMKIB Ta 3AIHMCHIOBAja CBOIO JISJIbHICTh
3T1JIHO 3 TAKUMH 1HCTPYKITISIMHU;

2) BOHa 3allaKkyBaja CHCTEMY YM MPOIEAYpPHHI HaOIp Ta Hajgajia BiAMOBIAHY
iH(dopMaIilo KopHucTyBauaM, BKJIOYalouu 1HQopMallio, sika mae OyTH HaJlaHa
BUPOOHHMKAaMU BUPOOIB UM IHIIOT NPOAYKIIi, 110 OYJIM OETHAHI;

3) 10 [ISUIBHOCTI 3 MMOEAHAHHS BUPOOIB 1, SIKIIO 3aCTOCOBHO, 1HIIOI NPOAYKIIiT y
CUCTEMY YM MPOLEAypHUI Habip OyJid 3aCTOCOBaH1 BIJMOBIIHI METOJIU BHYTPIITHBOTO
MOHITOPUHTY, Bepu(ikalii Ta BaiJarli.

118. Bynp-sika ¢izuuna abo OpuAMYHA 0co0a, sfKa 3A1MCHIOE CTEPUIII3aLII0
CUCTEM 4YM MPOLEAYPHUX HAOOpPIB, BKazaHMX y MOyHKTI 116 1mporo TexHiuHOrO
peryiaMenTy, Jyis 1iJed BBEJCHHS iX B 00ir, MOBUHHI 3a CBOIM BUOOPOM 3aCTOCYBaTH
OJIHy 3 TPOIEAYp, BCTAHOBICHUX Y AojaTky 9 abo y wactuHi A nomatky 11.
3acTocyBaHHS TaKuX TMPOIEAYpP 1 3alyd4eHHs TMPU3HAYEHOTO0 OpraHy MOBUHHI
OOMEXyBaTUCSA TOJOKEHHAMH TPOIEAYpPH, TOB’SI3aHUMH 13 3a0€3MeUeHHSIM
CTEPWJILHOCTI JJ0 MOMEHTY BIIKPHUTTSI YM TOIIKOHKEHHS CTEPHJIBHOTO TaKyBaHHS.
di3uyHa Yy IOpUIUIHA 0c00a CKIIaae 3asBy PO Te, 1110 CTeprIIi3allis Oysa mpoBeieHa
3T1THO 3 THCTPYKI[ISIMUA BUPOOHMKA.

119. Sxmo cucrema abo mpoleaypHUil Halip BKJIIOYae BUPOOHU, SIKI HE MAIOTh
3HAKY BIMOBIIHOCTI TEXHIYHUM perjlaMeHTaM, abo SKILO 0OpaHe MoeAHAHHS BUPOOiB
HE € CYMICHUM 3 OIVIAJly Ha iXHE€ OpUTIHAJbHE LIJILOBE MPU3HAYECHHS a0 SIKIIO
cTepuiiizallisi He Oylia MpoBeAeHa 3riAHO 3 THCTPYKIISIMA BUPOOHHMKA, CUCTEMA YU
npoleAypHU Hallp TMOBUHHI BBaXaTUCSd OKPEMUMH BHUPOOOM 1 TMIJJISATAOTh
BIJIMTOBITHIA TPOIEAYPl OIIHKHM BiAMOBITHOCTI 3rigHO 3 myHKTamMu 197-209 1mporo
TexniyHOro pernaMeHTy. 3a3HaueHa B mnyHKkTax 117-118 wmporo TexHiuyHOTO
periaMeHty (Qi3uuHa UM OpUaMYHa 0co0a BHKOHYE OOOB’SI3KHM, TMOKJIAJAEHI Ha
BUPOOHHMKIB.

120. Cucremn abo mporemaypHi Habopu, 3a3HayeHi y TyHKTI 116 mporo
TexHI4HOTO perjiaMeHTy, HE TOBMHHI MaTH JO0JaTKOBOTO MapKyBaHHS 3HAKOM
BIJIMOBITHOCTI ~ TEXHIYHWM  perjlaMeHTaM, aje€ MaiTh  CYMNPOBOIKYBATUCS
iH(opMaIliero moa0 Ha3BH, 3apPEECTPOBAHOTO KOMEPIIIHHOTO HaliMEHyBaHHS a0o
3apeECTPOBAHOI TOPTOBEIBHOT MapKHU 0COOM, 3a3HaueHO01 y myHKkTax 116 ta 118 1poro
TeXHIYHOTO PETJIaMEHTY, a TAKO’K KOHTAKTHOI aJIpeCH TaKol 0COOM JIJIs 3a0e31eUCHHSI
MOXJIMBOCTI BCTAHOBJIEHHSI ii Miclie3HaxoKeHHs. CucteMu abo mporeaypHi Habopu
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MOBUHHI CYNPOBOKYBaTHCA 1H(MOpMAaIli€ro, 3a3Ha4eHOI0 y TyHKTI 23 posmimy III
nonatky 1. 3asBa, 3a3HadeHa y myHKTi 117 1iboro TexHIYHOTO peTsiaMeHTy, ics TOTO,
K cucTeMa abo TpolenypHuid HaOip Oynu chopMoOBaHi, TOBUHHA 30epiraTucs s
HAJAaHHS BIANOBITHOMY OpPraHy JAEpKaBHOTO PUHKOBOTO HATJISIAY MPOTSTOM CTPOKY,
BCTAHOBJICHOTO 3T1HO 13 MyHKTOM 48 11b0r0 TeXHIYHOTO perIaMeHTy AJisi BUPOOiB, SIKi
Oynu moenHaHi. SIKIO Ii CTPOKK BIAPI3HSAIOTHCSA, TOBHHEH 3aCTOCOBYBATHUCS
HaANIOBIINI 13 TAKUX CTPOKIB.

YacTuHu Ta KOMIIOHEHTH

121. byap-ska ¢i3udyHa abo HOpUAMYHA 0c00a, 0 BBOAUTH B 00Ir OyIb-sKi
KOMIIOHCHTH, CIIeI[iaJlbHO TMpU3HAYEHI IS 3aMIHM 1J€HTUYHHUX ab0 MOomI0HUX
HEB1J’€MHUX YaCTHH Y KOMIIOHEHTIB BUPOOY, SIKi € Ae(heKTHUMH YW 3HOIICHUMH, 3
METOI0 MiATPUMaHHS a00 BITHOBJICHHS PYHKIIT BUPOOY O3 3MiHM HOTO MPU3HAYCHHS,
XapaKTepUCTUK €(DEKTUBHOCTI YU OE3MEYHOCTI, 3000B’s13aHa 3a0€3MeUnTH, 100 TaKun
KOMITIOHEHT HE€ MaB HEraTMBHOT'O BIUIMBY Ha O€3MEYHICTh Ta €(PEKTHUBHICTH BUPOOY.
Taka ¢i3uyHa a0o ropuuuHa 0coba MOBUHHA 30epiraTu JOKa3u BiAMOBIIHOCTI TAKUX
KOMITOHEHTIB ISl HATaHHSI BiMOBITHOMY OpraHy JepKaBHOTO PHHKOBOTO HATJISTY .

122. KOMIIOHEHT, cHewiaJbHO TMPU3HAYEHUW [JI 3aMiHM YaCTHHH YU
KOMIIOHEHTa BHpOOY, AKHUW ICTOTHO 3MIHIOE XapaKTEPUCTUKUA €(PEKTUBHOCTI YU
0e3meyHocTI abd0 IIbOBE MPU3HAYEHHS BUPOOY, BBAXKAETHCS BUPOOOM 1 MOBHHEH
BIJNIOBI1aTH BUMOTaM, BCTAHOBJICHUM IIUM TEXHIYHUM PETIIAMEHTOM.

BijbHui 00ir

123. Skmo iHme He TmepeAdadyeHo TOJIOKEHHSIMU [bOro TeXHIYHOTO
perjJamMeHTy, BIANOBIIHUN OpraH JAEp>KaBHOIO PUHKOBOIO HAIJISIly HE MOBUHEH
BIJIMOBJISITH, 3a00pOHATH a00 OOMEXyBaTW HaJaHHS Ha PUHKY a0O BBEIICHHS B
eKCILTyaTallito BUpoOiB, sIKI BIAMOBIIaI0Th BUMOTAM LIbOIO TE€XHIYHOTO PErJIAMEHTY.

IJEHTUPIKALIA TA TIPOCTEKYBAHICTDb BUPOBIB. PECCTPALLA
BUPOBIB TA CYB'EKTIB I'OCIITOJAPIOBAHHSA. PE3IOME 3
BE3NEYHOCTI TA KJIHIYHOI EGEKTUBHOCTI. HAIIIOHAJIBHA
BA3A JAHUX MEANYHUX BUPOBIB

InenTudikamisa B JJaHII03i MOCTAYAHHS

124. Po3noBcropKyBadi Ta IMIIOPTEpU TOBUHHI CTIBIIPAIIOBATH 3 BUPOOHUKAMU
a00 X YMOBHOBAXXCHMMH TMPEJACTaBHUKAMH s 3a0€3TMEUYCHHs] HAJCKHOTO PIBHSA
IPOCTEKYBAHOCTI BUPOOIB.

125. Cy0'exTn rocnoaaproBaHHsl TOBUHHI OyTH B 3M031 1IeHTU(]IKyBaTH BUPIO
JUIS. HaJaHHS TPOTIATOM CTPOKY, 3a3HAa4yeHOro y nyHKTI 48 1uporo TexHIYHOTo
peryiaMenTy, BIAMOBIIHOMY OpraHy Jep>KaBHOTO pUHKOBOTO HArjsiAy 1H(opmarii npo:

1) Oyab-sikoro cy0'ekTa TOCHOAAPIOBAaHHS, SKOMY BOHHM O€3MOCEepeIHbO
nocTavyaiu BUpio;

2) Oyab-sSKOro Ccy0'eKTa TOCHoJIaplOBaHHs, KU Oe3nocepeHbo iM MocTavyaB
BUPIO;
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3) Oynmp-Kui 3aKiaa  OXOPOHH 370pOB's ab0 Oyap-IKOr0 MEIUYHOTO
IpaliBHHUKA, SIKOMY BOHH 0€3M0CepeIHbO MOCTavai BUPIO.

Homenkiatypa Bupo0iB

126. 3 wmeroro cmpusiHHa (yHKIIOHYBaHHIO HarmioHansHOi 0a3u  JgaHMX
MeauyHuX BUpoOiB, MO3 moBuWHEH 3a0€3MeYnTH OE3KOIMTOBHUN JOCTYN 0
HAI[IOHAJTFHOI HOMEHKJIATYPH MEIUYHUX BHUPOOIB, TapMOHI30BaHOI 3 €BPOIEHCHKOIO
HOMEHK/IaTyporo meaudHux BupoOiB (European Medical Device Nomenclature
(EMDN)), BupoOHuKiB Ta IiHmHX (I3UYHUX a00 IOPUAMYHUX OCIO, BiI SAKHX
BUMAraeTbCs BUKOPUCTAHHS TakKOi HOMEHKIATypH 3TiJHO 3 IUM TexXHIYHUM
perniamenToM. MO3 NOBUHEH BXXMBATH 3aXOIB JJis 3a0e3MeueHHs O€3KOIITOBHOTO
JOCTYITY J0 3a3HaY€HOT HOMEHKJIATYpU TAKOX 1HIIMX 3a1HTEPECOBAHUX CTOPIH, SKILIO
1€ € MOXKJIUBHUM.

Cucrema yHikajabHOI iteHTHdikanii BupooiB (cucrema UDI)

127. Cucrema yHikanpHO1 11eHTU(DIKalli BupoOiB (cuctema UDI), onucana y
yactuHi B nomatky 6, a03Boisie 3A1MCHIOBATH 1eHTU]IKAIII0O Ta CIPOIILYE
IIPOCTEKYBAHICTh BHUPOOIB, OKpIM BHpPOOIB, BUIOTOBJIEHMX Ha 3aMOBJICHHA, Ta
JTOCIII)KyBaHUX BUPOOIB, 1 CKIIAIA€ThCS 13:

1) crBopenns koay UDI, mo Bkirovae:

a) UDI-inentudikarop BupoOy UDI-DI, npucBoenuit Ta yHIKaIbHUN 15
KOXXHOTO OKPEMOT'0 BUPOOHHKA Ta KOKHOTO OKPEMOTO BUPOOY, SIKUI HaJla€ TOCTY JI0
1H(opmMmariii, BcTaHOBJICHOT B 4acTuH1 b nogaTtky 6;

6) UDI-inentudikarop Bupoduuirrsa UDI-PI, skuii inentudikye BupoOHHIY
OJIMHMITI0O BUPOOY, a TaKOXK, SKIIO 3aCTOCOBHO, 3alaKkoBaHI BUPOOM, K BKAa3aHO B
yacTuHi B nonarky 6;

2) nanecenns kony UDI Ha eTukeTky BupoOy abo Ha oro makyBaHHS;

3) 306epiranus koaiB UDI cy0'ektamu rocrojaproBaHHs, 3aKjiaJlaMd OXOPOHHU
3I0pOB'St Ta MEAMYHUMH TMpALIBHUKAMU BIAMNOBIAHO 1O YMOB, BCTAHOBJIEHUX Y
nyHkTax 134-135 uporo TeXHIYHOTO perjiiaMeHTy BIANOBIIHO;

4) BrnpoBamkeHHs enekTpoHHoi cuctemu UDI (6a3a nanux UDI), 3rigHo 13
nyakTamu 138-141 nporo TexHIYHOTO perIaMeHTy.

128. MO3 y BCTaHOBJIICHOMY HUM MOPSIAKY IMpU3HA4Ya€e OAHY a0 JCeKUIbKa
opranizaimiii as ynpasiinasa cuctemoro UDI 3rigno 3 ium TexHIYHUM periiaMeHToOM
(opramnizarist 3 npucBoenns koxie UDI). Ilpu npusHauenHi Ta (yHKIIOHYyBaHHI
oprasizaiiii abo opranizariii as ynpaiinas cuctemoro UDI BpaxoByeThest mpakTHka
€poneiickkoro Coro3y. Taka opranizailis abo opraHizallii TOBUHHI BIIOBIAATH YCIM
HACTYTTHUM KPHUTEPIsSIM:

1) opranizamisi moBHHHA OyTH IOPHIAYHOIO OCO00I0, sIKa € PE3UICHTOM
VYkpainy,
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2) oprasi3ailisi TOBHHHA MaTH HalexHy cucreMy npucBoeHHs UDI 3 metoro
inenTudikaiii BUpoOy y mporeci Horo po3noBCIOKEHHsI Ta BUKOPUCTAHHS 3TiAHO 3
BUMOTaMHU IIbOTO TEXHIYHOTO PEryIaMeHTy;

3) 1 cucrema mnpucBoeHHs UDI TmoBMHHA BIiJIIOBIAATH BiJANOBIIHAM
MDKHApOJAHUM CTaHAapTaM,

4) oprasi3ailisi HOBUHHA HAaJIaBaTH JOCTYI A0 CBO€i cucremu npucBoeHHs UDI
yCiM 3aiHTEPECOBAaHUM KOPHCTyBauaM 3TiAHO 13 3a3JalieTib BCTAaHOBJICHUMH
MIPO30PUMHU MTpaBUJIAMU Ta YMOBAMH;

5) oprani3aiiisi 3000B'SA3y€E€ThCS:

a) ympaBisTH cBo€ro cuctemoro npucBoeHHs UDI nporsrom monaiimenie 10
POKIB TicHA i1 MpU3HAYEHHS,

6) namaBatu MO3, 3a 3anuToM, 1H(POPMAILII0 CTOCOBHO CBO€I CHCTEMH
npucBoeHHs UDI;

B) NIOCTIITHO BIANOBIIaTH KPUTEPISIM T4 yMOBaM CBOT'O PHU3HAYECHHS.

[Ipu3navaroun opranizauii 3 npucBoenHss UDI, MO3 BxuBae 3axoiB ais
3a0€e3MeUeHHs] yHIBEpPCaIbHOI YMTAOEIBHOCTI HOCIIB YHIKaJbHUX 1JE€HTU(IKATOPIB
UDI BignoBigHo A0 yactuau B nonatky 6, He3anexxHo Bia cuctemu npucBoeHHs: UDI,
AKy BHUKOPHCTOBY€ Taka oOprasizauis, 3 METOI MiHiMi3amii (IHAHCOBOTO Ta
aJIMIHICTPAaTUBHOIO HABAaHTAXEHHS Ha CYO0'€KTIB TOCHOJAPIOBAHHS Ta 3aKJIaad
OXOPOHHM 37I0POB'sl.

129. Tlepen BBeaeHHSIM B 00Ir BUpoOy, OKpiM BHUPOOIB, BUTOTOBJIECHUX Ha
3aMOBJICHHS, BUPOOHUK MOBUHEH BKa3aTW Ha BUPOO1 Ta, SKIIO 3aCTOCOBHO, HA BCIX
HACTYMHUX PIBHAX MaKyBaHHS, OKpeMul yHiKanbHu# ineatudikarop UDI, cTBopenumii
BIJIMOBIHO JI0 TIpaBUJI OpraHizallii 3 MpUCBOEHHS YHIKaIbHUX 1aeHTHudikaropis UDI,
npuzHadyeHoi MO3 3rijHo 3 myHKToM 128 1nporo TexHIYHOTO periaMeHTy.

[lepen BBemeHHAM B 00Ir BHUPOOY, OKpIM BHUPOOY, BHUTOTOBJICHOTO Ha
3aMOBJIEHHS, 00 TOCTIKYBaHOT'0O BUPOOY, BUPOOHHUK MOBUHEH 3a0€3MEYUTH MO JaHHS
Ta BHeceHHs 10 6a3u manux UDI, mo ¢ynkuionye 3rigHo 3 myakramu 138-141 mporo
TexHIYHOTO perjaMeHTty, 1HpopMalii MmoA0 BHPOOY, SAKOMY MPUCBOIOETHCA
yHikanbHui 11eHTudikatop UDI, 3a3Hauenoi B yactuni b nonatky 6.

130. Hocii ynikaneaux igentugikatopis UDI po3miniytoTh Ha €THKETLI BUPOOY
Ta Ha YCIX HACTYyNMHUX pIBHAX [aKyBaHHS. BUIU CHOXMBYOTO MNAaKyBaHHS He
BKJIFOYAIOTh TPAHCIIOPTHI KOHTEHHEPH.

131. Vmuikanehi igentudikatopy UDI moBuHHI BUKOpHUCTOBYBAaTHUCS IS
MOBIJIOMJICHHS PO CEPHO3HI IHIMAECHTH Ta KOPEryBajbHI Jii M0JI0 €KCIUTyaTaliiHOT
Oe3meyHoCTi BIAMOBIMHO A0 MyHKTIB 329-339 11010 TEXHIYHOTO pEerjlaMeHTy.

132. OcnoBuu#i yHikanpaui igeHTHIKaTOp UDI-DI BHpOOY BigmomigHO 10
yacTuHU B nojaTky 6 MOBMHEH 3a3HA4YaTHCS Yy JACKJapailii Mpo BiAMOBIIHICTH, SKa
ckiagaeThes 3rigHo 3 myHkTamu 104-106 1iboro TeXHIYHOTO perjiaMeHTy.
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133. V cknaal TexHIYHOI NTOKyMEHTallli, 3a3HaueHOi B JOJATKy 2, BUPOOHUK
NOBUHEH MIATPUMYBATH B aKTyaJlbHOMY CTaHI NEpEeNiK YCIX TNPUCBOEHUX HUM
yHiKaiapHUX iAeHTudikatopis UDI.

134. Cy0'ektn roOCnojmaproBaHHS TOBHUHHI 30epiraTH, PEKOMEHIOBAHO 3
BUKOPHCTAHHSAM €JIEKTPOHHUX 3ac00iB, yHIKanbHI ineHTH(iKaTopu UDI BupoOiB, siki
BOHU TIOCTadaau abo SKi MOCcTavaIncs, sIKIO TaKi BUPOOU HaJIeXKaTh JI0:

- BupoOiB Il knacy, siki IMIJIaHTYIOTb;

- BUpOOIB, KaTeropii abo rpyn BHUpPOOiIB, BHU3HAYCHHX BIAMOBIIHO 10
mianyHkTy 1 myHkTy 136 mporo TeXHIYHOTO perjiaMeHTy.

135. 3aknaau OXOpOHU 3A0POB'S TMOBHHHI 30epiraTv, PEKOMEHIOBAHO 3
BUKOPUCTAHHSAM E€JIEKTPOHHUX 3ac00iB, yHIKaNbHI iAeHTH(iKaTopu UDI BupoOiB, ski
BOHU MOCTayvaiy abo K1 iM MmocTayayiucs, SKIo Taki BUpoOU HaJekaTh 10 METUIHUX
Bupo06iB 11 kacy, sKi IMIJIAHTYIOTb.

MO3 wmoxe BUMarath BiJ 3aKJIaJiB OXOPOHHM 3J0pOB’s 30epirarwu,
PEKOMEHJIOBAHO 3 BUKOPUCTAHHAM €JIEKTPOHHUX 3aC001B, YHIKAJIbHI 1AEHTU(PIKATOPU
UDI BupoOiB, sKi iM MOCTa4aaucs, SKIIO Taki BUPOOU HE HalekaTh A0 MEIUYHUX
BHpoOiB 111 kacy, sKi IMIJIAHTYIOTb.

MQO3 Moxe BUMaraTH BiJl MEIMYHUX IPAIIBHUKIB 30epiratu, peKOMEHA0BAHO 3
BUKOPUCTaHHSAM E€JIEKTPOHHHUX 3ac001B, yHIKaNbHI 1AeHTHpikaTtopu UDI BupoOiB, siki
iM ITOCTavaIncs.

136. MO3 Ha 0CHOBI BIANOBITHUX aKTIB 3aKOHOJIaBCTBA €Bporielicbkoro Cor3y
BU3HAYAE MPaBUIIa Ta MPOIEAYpPH CTOCOBHO (GyHKIIOHYyBaHHA cuctemu UDI 3 metoro
3a0e3nedeHHs 11 YH1(IKOBaHOTO 3aCTOCYBAaHHS ISl OY/Ib-SKOI 3 TAKUX IILJICH:

1) Bu3HaUeHHs BUPOOIB, KaTeropiit abo rpyn BUPOOiB, 10 IKUX 3aCTOCOBYIOTHCS
BUMOTH MYHKTY 134 11010 TEeXHIYHOTO pErjiaMeHTy;

2) BHU3HAYCHHS JaHUX, 10 MIJATal0OTh BKIIOYCHHIO VY 1ACHTH(DIKATOP
BupoOHulTBa UDI-PI ctocoBHO okpeMux BUpoO6iB a00 Ipyr BUPOOiB.

137. I1pu BcTaHOBIEHHI TPaBUII Ta MPOIEAYP, 3a3HAYCHHUX y MyHKTI 136 mboro
TexHIYHOTO perjiaMeHTy, He0OX1JHO BPaXOBYBAaTH

1) xoH}IACHIIIHICTD Ta 3aXMCT JAHUX 3TiIHO 3 myHKTamu 421-425 mporo
TexHIYHOTO peryiaMeHTy BiJMOBIIHO;

2) pU3HK-OpPIEHTOBAHUM MIAXIJI;
3) eKoOHOMIYHY €(PEeKTUBHICTH 3/1HCHIOBAaHUX 3aXO0/IIB;
4) B3aemomito cucteM UDI, po3pobiennx Ha MI>KHApOAHOMY PiBHI;

5) HeoOXifHICTHh yHUKHEHHs nyOmoBanb y cuctemi UDI  yHikanbHUX
inentudikatopis UDI;

6) moTpedu CHCTEeMH OXOPOHHU 370pOB'S Ta, 3a MOMKIMBOCTI, CYMICHICTh 3
IHIMUMU ~ cucTeMamMu  ieHTudikamii BHUpPOOIB, fAKI BXKE BHUKOPUCTOBYIOTHCS
3alHTEPECOBAHUMH O0COOAMH.
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ba3a nanux UDI

138. MO3, micns koHcynbTamiil i3 ['pymnoro, crBoproe 6azy manux UDI mis
Bajijanii, 30MpaHHs, OIMpAaIfOBaHHS Ta ONPWIIOAHEHHA 1H(pOpMaIlli, 3a3HaYEHOI B
yacTuHi b momatky 6, Ta 3MiiCHIOE YIIPaBIIiHHS TaKOI0 023010 JTaHMX.

139. Ipu po3po6ui 6a3u manux UDI BpaxoByrOThCS MPUHIMIIN, BU3HAYCHI B
nyHkTi 5 wactunn B gomatky 6. basa manux UDI mnoBunHa, 30Kpema,
yHeMoxuBimoBaty BHeceHHa g0 Hei UDI-PI ta xomeprmifiHoi abo  iHIION
KoH(pieH111iHOT 1HhopMaIlii mpo BHpioO.

140. KirouoBi eIeMEeHTH JTaHUX, SIK1 MatoTh OyTH HajaH1 70 6a3u ganux UDI Ta
3a3HaueHl y dacTuHl b gomatky 6, MmyOdiKyHOThCS Y BIIAKPUTOMY JOCTYIII
OE3KOIITOBHO.

141. baza ganux UDI noBunHa 3a0e3nedyBatu AOCTYIHICTH iHGOpMAIIii, 110
30epira€rbcsi B HIM, Yy TOMY 4YHUCII MOKJIMBICTH BUBAaHTaXEHHS I1H(OpMalli B
MalmMHOYUTaHHOMY (Gopmati. Takok mNOBMHHI OyTH 3a0e3nedeHl TEeXHIYHa Ta
aJMIHICTpaTHBHA NIATPUMKA BUPOOHUKAM Ta 1HIIUM KopucTyBadam 0a3u ganux UDI.

PeecTpauis Bupo0OiB

142. Tlepen BBemeHHsM B 00ir BupoOy, 3a BHUKIIOUEHHSIM BHUPOOY,
BUTOTOBJICHOTO Ha 3aMOBJICHHS, BHPOOHHWK TIOBMHEH, 3TiIHO 3 IIPaBUJIAMH,
BCTAHOBJICHUMHU OpraHi3alli€l0 3 MPUCBOEHHS YyHIKaIbHUX iaeHTudikatopis UDI,
MPU3HAYEHOI BIAMOBIAHO 10 MYHKTY 128 1iporo TexHIYHOTO periiamMeHTy, IPUCBOITH
BUpoOy ocHoBHUM UDI-DI, sx Bu3Ha4eHo B yacTuHi B 101aTKYy 6, Ta BHECTH BiJIOMOCTI
po npucBoeHni yHikanbHui iaeHTudikatop UDI B 6a3y nanux UDI pazom 3 iHIIIMMH
KJIFOUOBUMH €JIEMEHTaMH JaHHMX 100 TaKoro BUpOOy, BKa3aHMMU B 4YacTHHI b
JOJaTKYy O.

143. [lepen BBeeHHSIM B 00ir cUCTEMHU a00 TPOIEAYPHOTO HAOOPY BiAMOBITHO
10 nyHkTiB 116 Ta 118 nporo TexHIYHOro periaMeHTy, 3a BUKIIIOUEHHSIM BHPOOIB,
BUTOTOBJICHUX Ha 3aMOBJICHHS, BiAmNoBigaidbHa (iznuHa abo ropuguyHa 0coba
MOBMHHA MPUCBOITH TaKiid cUucTeM1 a00 MporeAypHOMY HAOOPY OCHOBHHMM YHIKAJIbHUMA
inentugikarop UDI-DI, 3rigHo 3 mnpaBuiamu, BCTAaHOBJIEHMMH OpPraHIi3alli€lo 3
NPUCBOEHHS yHIKanbHUX 11eHTU(dikaTopiB UDI, Ta moBuHHa BHecTH ioro y 0asy
nanux UDI pa3om 3 iHIIMMU KITFOUOBUMHU €JIEMEHTAMHU JaHUX, K 3a3HAYEHO Y YaCTHHI
b nonatky 6, monao Takoi cuctemu abo MpoieypHOro Habopy.

144, J1nst BupoOiB, SIKi MiJISTAIOTh OIIHII BIAMOBIAHOCTI 3TiIHO 3 MyHKTOM 199
Ta abzamamu apyruMm 1 TperiM nOyHKTY 200 nporo TexHIYHOTO perjiaMmeHrty,
IPUCBOEHHS OCHOBHOIO yHIKanbHOrO ieHTudikatopa UDI-DI, 3a3Hauenoro y myHkTi
142 uporo TexHIYHOTO perJaMeHTy, MOBHHHO OyTH 3/IACHEHE Mepe]] MOJaHHSIM
BUPOOHHUKOM 3asiBU MTPO TIPOBEICHHSI OI[IHKH BIITIOBITHOCTI JI0 IPU3HAYEHOTO OPTaHy.

Jlist BUpoOiB, 3a3HayeHUX B a03alll MEepIIOMYy LBOrO MYHKTY, MPU3HAYEHUH
Oprat MOBUHEH BKJIFOUUTH MOCUJIAHHS Ha OCHOBHMI yHIKanbHUM ineHTUudikaTop UDI-
DI y ceptudikar, Bunanuii 3riiHo 3 mianyHkToMm 1 myHkty 4 po3ainy I nogatky 12, ta
niaTBepauT B HarioHanbHiM 0a3i JaHMX MEIUYHHUX BHPOOIB, 10 1H(OpMaIris,
3a3HayeHa B MIAMYHKTI 2.2. MyHKTY 2 4acTUHU A 0AaTKy O, € npaBuibHOO. [licns
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BUJa4l BIJMOBIAHOTO cepTUdIKaTy Ta mepei, BBEACHHSM BUPOOY B 00Ir, BUPOOHHUK
MOBUHEH BHECTH OCHOBHUH yHikanbHu# ineHTHdikatop UDI-DI no 6a3u ganux UDI
pa3oM 3 IHIIMMH KIIFOYOBUMH €JIEMEHTaMH JaHHX I1[0/I0 TAKOTO BUPOOY, SIK 3a3HAYEHO
y yactuHi b nogartky 6.

145. Tlepen BBeneHHsM BuUpOOy B 00Iir, 3a BUKIIOYEHHSM BHUPOOY,
BUTOTOBJICHOTO HAa 3aMOBJICHHS, BUPOOHHMK TMOBHHEH BHECTH a0o0, SKIIO BOHA BKE
BHECCHA, nepeBiputy B HamioHnanpHiN 0a3i JaHMX MeaudHUX BHPOOIB iH(OpMaIliio,
3a3HauYeHy B NYHKTI 2 4YacTMHU A J10jaTKy 6, 3a BHUHATKOM MIiANyHKTY 2.2., 1
3a0e31euyBaTh OHOBJICHHSI TaKOi 1HPOpMAaIlii B MOJAIBIIIOMY.

EjnexkTponHa cucrema peecrpaiii cyd’€KTiB rocnoaaproBaHHA

146. MO3, nicns koHCYbTallH 13 ['pyIoro, BOPOBAKY€E €IEKTPOHHY CUCTEMY
JUTsl CTBOPEHHS €JTMHOTO PEECTPAIiiHOTO HOMEpa, 3a3HadeHoro y myHkTi 150 1poro
TexHIYHOTO perjiaMeHTy, a TakoX i 300py Ta oOpoOku HeoOX1aHO1 1H(opMmarlii 3
METOI0 17eHTU(IKalli BUPOOHMKA Ta, SKIIO 3aCTOCOBHO, KWOTO YHOBHOBAXXEHOTO
OpeICcTaBHUKAa Ta IMIOpTEpa, Ta 3/IHCHIOE YIPABIIHHA TaKOK EJIEKTPOHHOIO
cucteMoro. JletabHi BIZOMOCTI Mpo 1HGOpPMALIitO, Ky CyO’€KTH TOCIOAApIOBAHHS
NOBUHHI HAJlaBaTH /O 3a3HAYEHOI E€JEKTPOHHOI CHCTEMM, BHU3HAUYEHI B MYHKTI |
4acTUHU A 10JaTKy 6.

147. MO3 wmoxe BOPOBAIKYBaTH OKpPEMi TMOJOXKEHHS MPO PEECTPAIIito
PO3IMOBCIOIXKYBaviB BUPOOIB, sIKI HAJIAIOTh iX HA PUHKY.

148. Tlpotarom nBOX THXKHIB 3 MOMEHTY BBEJIEHHA B 00Iir BHUpOOIB, OKpIM
BUpPOOIB, BUTOTOBJICHUX HA 3aMOBJICHHS, IMIIOPTEpU MOBHHHI Bepu(DIKyBaTH, IO
BUPOOHMK YHM YIOBHOBQXECHUW TPEICTAaBHUK HAJAIM B CEIEKTPOHHY CHCTEMY
iH(dopmarrito, 3a3HaueHy y myHKTI 146 11p0ro TexHIYHOTO perJamMeHTy.

Sxmo iHpopMmaiiis, 3a3HaueHa B MyHKTI 146 11poro TexHIuHOTO perJaMeHTy, He
BKJIIOUEHA B €JIEKTPOHHY CUCTEMY a00 € HEMPABUIIBLHOIO, IMIOPTEPHU 1HOOPMYIOTH PO
1[e YIOBHOBAXEHOTO MPEICTaBHUKA YW BUPOOHMKA, SIKIO 3aCTOCOBHO. IMmopTepu
JI0AA0Th CBOT JAaHi J0 BIAMOBIIHOI BHECEHOT 1H(OpMAIii.

PeecTpanisa BUPOOHUKIB, YIIOBHOBAKEHUX NMPEACTABHUKIB Ta iMIoprepis

149. Tlepen BBeneHHsM B 00ir BHpoOy, OKpiM BHUPOOY, BHTOTOBICHOIO Ha
3aMOBJICHHSI, BUPOOHHMKH, YIIOBHOBAKEHI MPEACTABHUKHU Ta IMIIOPTEPU 3 METOIO iX
peecTpallii MOBMHHI HAJaTH JUIS BHECEHHS 0 CJICKTPOHHOI CHCTEMH, BH3HAYCHOI
3rigHo 3 myHKTamMu 146-148 1iboro TexHIYHOTO periiaMenTy, iHdopmarlito, 3a3Ha4eHy
B MyHKTI | wactmHM A nmomaTtky 6, 3a yMOBH, IO paHIIlle BOHH HE MPOXOIWIH
peecTpallito BiAMOBIIHO 10 BUMOT yHKTIB 149-156 iporo TexHidHOrO periaMenTy. Y
BUMAJKaX, KOJM TMpoleaypa OIIHKM BIAINOBIAHOCTI MOTpeOye 3alydeHHs
IPU3HAUYEHOTO Oprany 3rigHo 3 myHkTamMu 197-209 nporo TexHIUHOTO pETIaMeHTty,
iH(opMairis, 3a3HayeHa B MyHKTI | yacTuHu A 10/1aTKy 6, BHOCUTHCS J0 €JIEKTPOHHOI
CUCTEMHU Tepe]l MOJAAHHIM 3asBH J10 IPU3HAYEHOTO OPraHy.

150. ITicns mepeBipKM J@HWX, BHECEHUX 3TiAHO 13 myHKTOM 149 1mporo
TexHiyHOTO periiameHty, epxinikcayxba oTpuMye €IUHHUN peecTpaliiftHuii HoMep
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(single registration number, SRN) 3 e1eKTpoHHOI cuCcTeMH, 3a3HAYCHOI Y myHKTax 146-
148 nporo TexHIYHOTO PErIaMEHTy, Ta BHAA€ MOr0 BUPOOHHKY, YIIOBHOBRKEHOMY
IPECTAaBHUKY YU IMIIOPTEPY.

151. BupoOHMK BHUKOpPUCTOBYE €auHM peecTpamiiauii Homep (SRN) mpu
MOJIaHH1 70 MPU3HAYEHOTO OpraHy 3asiBU MPO MPOBEACHHS OLIHKH BIAMOBITHOCTI, a
TaKOX JJI TOCTYyMy 10 0a3u JaHUX MEIWYHUX BHPOOIB 3 METOI0 BUKOHAHHS CBOIX
00OB'SI3KIB BIMOBIIHO /10 MyHKTIB 142-145 11poro TexHIYHOTO periaMenTy.

152. Sxmo B iHdopmarii, 3a3HadeHid y myHKTI 149 nporo TexHIYHOTO
periaMeHTy, BiI0yBalOThCs 3MIHH, CY0'€KT TOCIOJapIOBAaHHS ITIOBUHEH OHOBUTH JaH1
y €JCKTPOHHIM CHCTeMI, 3a3HaueHi y mnyHkrax 146-148 mnwporo TexHiuHOTO
periiaMeHTy, MPOTITOM CEMH KaJIeHAApHUX JTHIB MICIIsl HACTAHHS TaKWUX 3MiH.

153. He mi3Himie Hixk 4epe3 pik Micias HajaHHs iHGopMaIlii 3riiHO 3 MyHKTOM
149 nporo TexHIYHOTO periIaMeHTy Ta KOXKHI HACTYMHI JBa POKU CYO'€KT
TOCIIOJaPIOBAHHS TOBUHEH MiATBEPKYBATH TIOCTOBIPHICTh 3a3HAYEHUX JaHUX. SIKIT0
Cy0'e€KT rocrioTaprOBaHHs HE MiATBEPANB TOUYHICTh BHECEHUX JIAHUX TPOTATOM IIIECTH
MICSIIIB TICIs 3aKIHYEHHS BCTAHOBJICHOTO CTPOKY, BIJAMOBIIHUM OpraH Jep>KaBHOTO
PUHKOBOTO HATJIATY MOXKE BXKHTH HAJICKHUX KOPETYBAIBHHUX 3aXOJliB Ha TEPHUTOPIil
VYkpainu 10 BUKOHAHHS Cy0’€KTOM TOCIOJapIOBaHHS CBOiX 000B’A3KIB.

154. be3 oOMexeHb TMOJOXKEHb IIOAO  BIJAMOBIIAIBHOCTI  Cy0'eKTa
roCIoJaprOBaHHs CTOCOBHO BHECEHHsI 1H(OpMaIlii, BIAMOBIIHUI OpraH Jep>KaBHOTO
PUHKOBOTO HArJsAly MepeBips€e MiATBEPKEH] J1aHi, 3a3Ha4€Hl B MYHKTI 1 yacTuHu A
JOJaTKYy O.

155. Jlani, BHeceHi BiaAmoBigHO 10 MyHKTY 149 mporo TexHIUHOTO perjiaMeHTy
B CIEKTPOHHY CHUCTEMYy, 3a3HaueHy y TmyHKTax 146-148 mporo TexHiYHOTO
perjiaMeHTy, MOBUHHI OyTH 3arajibHOIOCTYITHUMH.

156. Hdepxiikciyx06a MOXKe CTATYBATH TUIATy 3 BUPOOHHKA, YIIOBHOBAXKEHOTO
npejcTaBHUKA a00 iMIIOpTepa y NopsaKy, BcraHoBieHomy MO3.

Pe3rome 3 6e3me4HOCTI TA KJIiHIYHOI e(peKTUBHOCTI
157. J1ns BupoOiB, AK1 IMIIAHTYIOTh, Ta AJis BUpoOiB kiacy 11, okpim BupoOiB,
BUTOTOBJICHUX HAa 3aMOBJICHHS Ta JOCTIKYBaHUX BHUPOOIB, BUPOOHUK CKJIAIAE
pe3rome 3 Oe3MEeYHOCTI Ta KIIHIYHOI €(EeKTUBHOCTI.

PestomMe 3 Oe3nedHoCT! Ta KI1HIYHOT €()eKTUBHOCTI Ma€e OyTH CKIIaJ€HO Y CIociO,
3pO3yMUTHI LJIOBOMY KOPHCTYBaudy 1, 3a HEOOX1JHOCTi, MAIlEHTy, Ta Ma€ OyTu
3arajbHOIOCTYITHUM B HartioHanbHi#M 6a31 JaHUX METUYHUX BHPOOIB.

[Ipoekt pe3rome 3 OE3MEYHOCTI Ta KIIHIYHOT €()EKTUBHOCTI MA€ BXOJUTH JI0
CKJIaay OKyMEHTallli, IKy HaJaloTh IPU3HAYEHOMY OpraHy, 3aJIy4eHOMY JI0 OLIIHKHU
BIMOBIAHOCTI 3r1qHO 3 myHKTaMu 197-209 niporo TexHIYyHOTO peryiaMeHTy, 1 Mae O0yTu
nepeBipeHuil TakuM opraHom. [licisi mepeBipkM MpU3HAYECHU OpPraH 3aBaHTaAXKYE
pestome B HamionanbHy 0a3y naHuX MeIMYHUX BHUpPOOIB. BHpoOHMK BKa3ye Ha
€TUKETII a00 B IHCTPYKIIISIX 13 3aCTOCYBaHHS, 1€ MOYKHA O3HAMOMUTHCS 13 3a3HAYEHUM
pe3rome.



42

158. Pestome 3 Oe3meuHOCTI Ta KIIHIYHOI €()EKTHUBHOCTI Ma€ BKIIOYATH
HIOHAWMEHIIIE TaKi aCTIEKTH:

1) nani momo ineHTUdiKaIii BupoOy Ta BUPOOHUKA, BKIIFOYAIOYH OCHOBHUHN KO/
UDI-DI Ta, sixmio BiH Bxke OyB IPUCBOEHUH, €uHUIN peecTpariiitauii Homep (SRN);

2) uiabOBE MPHU3HAYCHHS BUPOOY Ta Oy/b-sKi MOKa3aHHA, IPOTUIIOKA3aHHS Ta
IIJTHOBI TPy TAIIIEHTIB;

3) omuc BupoOy, BKIIOYAIOYM MOCHJIAHHS Ha MomepenHi mozeni abo Bapiarii
TaKoTO BUPOOY, SAKIIO TaKi ICHYIOTb, OIKC iX BIAMIHHOCTEH Ta, 32 HEOOX1THOCTI, OTIHUC
OyIIb-SIKUX aKcecyapiB, HIIUX BUPOOIB Ta MPOAYKIi, IPU3HAUCHOI JJIsI BAKOPUCTAHHS
y TIOETHAHH1 3 TAKUM BUPOOOM;

4) MOXJIMBI A1arHOCTHYHI 200 TepareBTUYHI albTePHATUBH;

5) mocunaHHs Ha OyJb-SKi 3aCTOCOBaHI HaIllOHAJbHI CTaHIAApPTH Ta 3arajibHi
cnerudikaiii (CS);

6) pe3loMe KIIHIYHOTO OI[IHIOBAHHS, 3TiHO 13 JojaTkoMm 14, Ta BIANOBIIHY
1H(opMaIIito 010 MOCTMAPKETUHTOBOTO KiiHIYHOrO Harmsiay (PMCF);

7) rany3b 3aCTOCYBAaHHSI Ta HABUAJIbHY 1H(OPMALIIIO sl KOPUCTYBAYiB;

8) 1H(popMamlilo MmoA0 OyAb-SKHX 3AJIHMIIKOBUX PH3UKIB Ta OyIb-IKUX
HeOaXaHUX e(PEeKTIB, 3aCTEPEXKEHD Ta 3aMI001KHUX 3aXO/IB.

159. MO3 Ha 0CHOBI BIMIOBITHUX aKTiB 3aKOHOAaBCTBA €Bpomneiickkoro Coro3y
BCTAHOBJIIOE€ Y BIJIMOBIIHOMY TOPSJIKY BUMOTH II0A0 ¢opMary 1 GopMU HaJaHHA
€JIEMEHTIB IaHUX, sIKI TOBUHHI OYTH BKIIFOUEHI JI0 pe3toMe 3 0€3MEeYHOCTI Ta KITTHIYHOT
e(hEeKTUBHOCTI.

HaunionanbHa 0a3a JaHMX MeIMYHUX BUPOOiB

160. MO3, 3a HeoOXimHOCTI Ticas KOHCymbTamiid 3 ['pymoro, 3abe3meuye
BIPOBA/KCHHS, MIATPUMKY Ta KepyBaHHS HalioHaibHOIO 0a3010 JaHMX MEIUYHUX
BUPOOIB JIJISt TAKUX IIUICH:

1) HasieskHOTO 1HPOPMYBaHHS TPOMAACHKOCTI 11010 BUPOO1B, K1 BBEEHI B 0OIT,
BIIMOBIAHUX cepTU(]IKATIB, BUAAHUX MPU3HAYECHUMH OpTraHaMHU, Ta 111010 BIATIOBITHUX
CyO0'eKTIB TOCIIOAAPIOBAHHS;

2) 3a0e3ne4YeHHs YHIKaIbHOI 11eHTU(IKalii BUpoOIB HA BHYTPIIIHBOMY PUHKY
Ta COPUSHHS X MPOCTEXKYBAHOCTI;

3) HanexHOTo 1H(POPMYBaHHS TPOMAJICBKOCTI MO0 KIIHIYHUX JOCIIKEHb Ta
3a0e3MeUeHHs] BUKOHAHHS CIIOHCOPaMU KIIIHIYHUX JOCIIKEHh BUMOT MyHKTIB 248-
316 ta myskTiB 318-319 mporo TexHIYHOrO periaMeHty Ta Oyab-KHX 1HIIMX
IMIJIEMEHTAIIMHUX aKTIB, 3aTBEP/UKEHUX BIAMOBIAHO 10 TyHKTY 317 1moro
TexHIYHOTO perjJamMeHTy;

4) 3a0e3nedyeHHs BHUKOHAHHS BHPOOHHMKAMH OOOB'S3KIB IIOJO HAaJaHHS
iH(popMmalii, BctaHOBIEHUX y MyHKTax 329-350 nporo TexHIYHOTO periiaMeHTy Ta y
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OyIb-sSIKMX 1HITUX HOPMATHBHO-TIPABOBHUX AaKTaxX, 3aTBEP/KEHUX BIAMOBIAHO 0
nyHKTY 351 nporo TexHIYHOTO perjJamMeHrTy;

5) 3abe3nevyeHHS BHUKOHAHHS BIJMOBIAHMMHU KOMIIETEHTHHUMH OpraHamH ix
3aBJlaHb CTOCOBHO LIOTO TE€XHIYHOTO PETIaAMEHTY, 1 B3aEMOJIT M1’ HUMH.

161. HamionanbHa 0aza naHUX MEAMYHUX BUPOOIB BKJIIOYAE TaKi €IEKTPOHHI
CUCTEMU:

1) enekTpoHHY CHUCTeMy peecTpallii BUpOoOiB, 3a3HaUeHy y MyHKTI 145 mporo
TexHIYHOTO perjIamMeHTy;

2) 6a3y panux UDI, 3a3naueny y mnynkrtax 138-141 uporo TexniuHoro
periiaMeHTy;

3) eNeKTPOHHY CHUCTEMY peecTpallii Cy0'eKTiB TOCMOMAPIOBAHHS, 3a3HAYCHY Y
nyHkTax 146-148 nporo TeXHIYHOTO perjiaMeHTy;

4) eneKTpOHHY CHUCTEMY IMPU3HAUYEHUX OpraHiB i1 cepTU(IKaTiB, 3a3HAUYCHY Y
nyHKTax 227-228 1nboro TeXHIYHOTO perjiaMeHTy;

5) eNeKTpOHHY CHCTEMY KJIIHIYHUX JTOCIIHKEeHb, 3a3HaueHy y myHkrax 290-294
500 TEeXHIYHOTO peryiaMeHTy;

6) eNeKTPOHHY CHUCTEMY CHOCTEpeXeHHs 3a BHpoOamu (vigilance) Ta
MMOCTMapKETHHTOBOTO HarysiAy (post-market surveillance), 3a3nadeny y myHkrax 352-
360 nporo TexHIYHOTO perIaMeHTy;

7) €NeKTPOHHY CUCTEMY JIEP>KaBHOTO PUHKOBOTO HATJISAY, 3a3HAUCHY Y ITYHKTaX
389-391 nporo TexHIYHOTO periaMeHTy.

162. Ilpu pospobui HamionaneHoi 0a3u JgaHUX MEIWYHHX BHPOOIB
3a0e3neuyeThes ii CyMICHICTD 3 €Bporneiichbkoro 6a3zoro nanux Bupo6iB (Eudamed).

163. [lani BBoasThcs 10 HarioHanbHOi 0a3u JaHWMX MEIUYHHUX BHPOOIB
Jlepxiikciy k0010, TPU3HAYEHUMH OpraHamH, Cy0'€KTaMd TOCHOJApIOBaHHS Ta
CIIOHCOpaMH, SK 3a3HaY€HO Yy IIOJIOKEHHAX IIOJAO EJIEKTPOHHUX CHCTEM,
nependadueHux myHKTOM 161 wnporo Texniunoro permamenty. KopucryBauam
HamionansHoi 0a3u AaHMX MEAMYHMX BUPOOIB 3a0e3neuyeTbCs TEXHIYHA Ta
aJMIHICTpAaTUBHA MMiITPUMKA.

164. Ycsa indopmaris, 3i0pana Ta oOpobneHa B HamionanpHiN 0a3i gaHUX
MEIUYHUX BUPOOIB, MOBUHHA OyTH JOCTYMHOIO JJi BIAMOBIAHUX KOMIETEHTHUX
OpraHiB, NpPU3HAYEHUX OpraHiB, CyO'€KTIB TOCHOAAPIOBAaHHS, T'POMAJCHKOCTI Ta
CIIOHCOPIB B 00csA31, BU3HAUCHOMY y TMOJIOXKEHHIX MIOAO EJIEKTPOHHUX CHCTEM,
BUKJIaJeHUX Y MyHKTI 161 nporo TexHIYHOTO perinaMeHTy.

Binomocti HarionansHoi 6a3u TaHUX MEIUYHUX BUPOOIB, SKI IPU3HAYCHI IS
IIUPOKOi TPOMAICHKOCTI, MIOBUHHI OYTH MPEJICTABIICHI Y 3pyYHOMY JJIsl BAKOPUCTAHHS
dbopmarti Ta 103BOJIATH JIETKHUM MOMTYK 1HGOpMAIIii.

165. HamionanpHa 0a3a TaHUX MEIUYHUX BUPOOIB MIOBUHHA MICTUTH TiJIbKH Ti
NEPCOHANbHI JlaHi, K1 HEOOX1H1 JIJIsl €IEeKTPOHHUX CHUCTEM, 0 3a3HAY€HI y MyHKTI
161 nroro TexHIYHOTO peryiaMeHTy, i 300py Ta 00poOku iH(GOpMaIllii BIAMOBIIHO
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BUMOT J10 IbOTO TexXHIYHOTO periaMeHTy. [lepcoHanbHi 1aH1 MOBUHHI 30epiratucs y
Takii opmi, Sika JO3BOJISE 11eHTU(IKYBATH BIACHUKIB IIUX JaHUX MPOTATOM CTPOKIB,
K1 HE TIEPEeBUILYIOTh CTPOKH, 3a3Ha4yeH1 y MyHKT1 48 116010 TeXHIYHOTO periaMeHTy.

166. HamionanpHa 0a3a JaHWX MEIWYHUX BHPOOIB MOBHHHA 3a0€3medyBaTH
BJIACHUKAM JIaHUX MOJJIMBICTh €()EKTUBHOTO BHUKOPHUCTAaHHS CBOiX TpaB Ha
oTpuMaHHs 1HopMaIlii, JOCTyn A0 Hei, BHECEHHS BWIIPABICHb Ta 3alepeucHb
BIJIMIOBITHO 1O YWHHOTO 3aKOHOJABCTBA, a TaKOXX MOXKJIUBICTh €()EKTUBHO
KOPHUCTYBATHCS MPABOM JIOCTYIY A0 IX BJIACHUX JAaHUX, HA BHECECHHS BUIIPABJICHb Ta
BUIAJIEHHS HETOYHMX a00 HEMOBHUX AaHuMX. HarmjoHaipHa 0a3a JaHUX MEIUYHUX
BUPOOIB MOBHHHA 3a0e3MedyBaTH BUJIAJEHHS HETOYHUX Ta HE3aKOHHO OOpOOJIEHUX
naHuX. BunpapiieHHs Ta BUTyYCHHS JaHUX ITOBUHHI BUKOHYBATHCS SKOMOTa IIBH/IIIIC,
aJie He IMi3HilIe, HiK yepe3 60 KajaeHaapHUX JIHIB MICA BIAMOBIAHOTO 3anmuty 10 MO3
3 0OKY BJIaCHHMKA JIaHUX.

167. KaGiner MinictpiB Ykpainu 3arBeppkye Ilonoxenns npo Hamionanbay
0a3zy JMaHMX MEAUYHUX BUPOOIB, a TaKOX BHU3HAYAE€ 3axOAM, HEOOXiIHI sl ii
CTBOPEHHS Ta 3aIIPOBAHKEHHS.

168. KoHTpo:ab 3a TOTpUMaHHSIM 3aKOHOAABCTBA MIPH OTpallfoBaHH1 iHpopmariii,
30KpeMa MEePCOHANbHUX JaHuX, B HaiioHanpHil 0a31 JaHUX MEIUYHUX BUPOOIB
3IACHIOETHCS 3T1IAHO 3 3aKoHOM YkpaiHu «IIpo myOmniyHl €lIeKTpOHHI PEeECTpU» 3
ypaxyBaHHSAM BUMOT 3aKOHOJABCTBA I0JI0 3aXUCTy NEPCOHAIBHUX JAHUX.

3axonu i3 3a0e3neyenns pynkuionyBannsa HanionajabHoi 0a3u TaHUX MeTUIHUX
BHPOOIB
169. MO3 y cniBmpami 13 ['pymoro Ta 3a HEOOXITHOCTI 3 I1HIIMMH

KOMIIETEHTHUMHU OpraHaMu 3abe3mnedye CKiIagaHHs (YHKIIOHATBHUX crenudikaiiii
HanionansHoi 0a3u 1aHUX MEAUYHUX BUPOOIB.

170. MO3 Ha 0CHOBI 3BiTYy HE3aJIEKHOTO ayUTY MICJS 31HCHEHHS BIAMOBITHOT
nepeBipKy, NoBiaoMIIsie ['pyiy npo HiNKOBUTY (PpyHKIIOHANBbHICTh HalioHansHO1 0a3u
JAHUX MEOUYHUX BUPOOIB, Ta MpO BIAMOBIAHICTE 0a3u  (PYHKIIOHAIBHUM
cnenudikaiisaM, CKIaJIeHAM BIANOBIIHO 10 TYyHKTY 169 mnporo TexuiuHOrO
pErJamMeHTy.

171. MO3 micnsa koHCybTamii 13 ['pynoro Ta BUKOHAHHS YMOB, 3a3HAYEHHUX Y
nyHkTi 170 nporo TexHIYHOTO periaMeHTy, ONPUIIOAHIOE BIIOBIAHE MOBIAOMIICHHS.

IMPU3HAYEHI OPTAHHA

172. Tlpu3HadyeHHS OpraHiB 3 OIIHKHA BIAMOBITHOCTI JIi BHUKOHAHHS HUMU
3aBJaHb 3 OIIIHKK BIJIMOBIIHOCTI 3TIAHO 3 [HMM TEXHIYHUM pErIaMeHTOM Ta
MOHITOPUHT TaKWX MPU3HAYCHUX OPTaHiB 3M1MCHIOETHCS BIIMOBITHO /10 3aKOHY .

173. Ilpu3HaueHi opraHv BUKOHYIOTH 3aBJaHHS, Il BUKOHAHHS SKUX BOHHU
Oy mpu3HaAYeHi BIAMOBIAHO A0 1boro TexHiunoro peraamenTty. [Ipuznaueni opranu
NOBMHHI BIAMNOBIAATH 3arajlbHUM BHMOTraM, YCTAaHOBJIEHMM 3aKOHOM, a TaKOX
OpraHizaliifHUM 1 3arajJbHUM BHMOTaM Ta BHUMOTraM WIOJO YIPAaBIIHHA SKICTIO,
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pecypcaMu Ta TMpOIecaMH, IO HEOOXiAH1 i1 BUKOHAHHS 3a3HAYCHUX 3aBJaHb,
BUKJIAJICHUM Y JIOJATKYy 7, K1 € CTIe[iaIbHUMH BUMOTaMH.

Jlna 3a0e3meueHHs] BIAMOBIAHOCTI CHELIaJlbHUM BHUMOTaM, 3a3HAUYEHUM Y
nepimoMy ab3all UbOr0 MyHKTY, MPHU3HAYEHI OpraHd MOBHUHHI MaTH Ha MOCTIHHIN
OCHOBI Yy CBOEMY PO3MOPSHKCHHI JOCTATHIO KIJIBKICTh aJMIHICTPATUBHOTO,
TEXHIYHOTO Ta HAayKOBOTO MEpCcoHay 3rigHo 3 miamyHkToMm 3.1.1 miamynkty 3.1.
NyHKTY 3 J0JaTKy 7, a TaKOX MEepCOHATY 3 BIAMOBIIHUM JTOCBIOM KJIIHIYHOI
EKCTIEPTHU3HU 3T1AHO 3 MIAMYHKTOM 3.2.4 mianyHKTY 3.2. MyHKTY 3 10J1aTKy 7, AKWH, 3a
MO>KJIMBOCTI, Ma€ OyTH IITATHUM MEPCOHATIOM MIPU3HAYEHOTO OpraHy.

[Tepconan, 3a3Hauenuii y mianyHkrax 3.2.3 ta 3.2.7 manyHkTy 3.2. IyHKTY 3
JOIaTKy 7, Ma€ OyTH IITATHUMHU IIPAIliBHUKAMU MPU3HAYEHOTO OPTaHy 1 HEe MOXe OyTH
30BHIIIHIMH €KCIIEPTAMH YU CYyOMiApsTHUKAMHU.

174. Tlpu3HaveHi opraHu MOBUHHI HAJaBaTH 3a 3alIMTOM OPTaHy, 10 IPU3HAYaE,
BCl JJOKyMEHTH, B TOMY YHCJI1 JOKYMEHTAI[I}0 BUPOOHHUKA, JJIsl HAJIaHHS MOKJIMBOCTI
3IIMCHIOBATHU JISUTbHICTD 3 OLIHIOBAHHS, IPU3HAYEHHS TA MOHITOPUHTY.

175. MO3 3 ypaxyBaHHSIM TpakTuk €Bpomneiicbkkoro Coro3y 13 3a3HaAYCHUX
NUTaHb y pa3l MOTpeOU 3aTBEPIKYyE METOAMYHI PEKOMEHJAlli 00 BIANOBIAHOTO
NOpSAKY JUIsl 3a0e3nedeHHs YHI1(IKOBAaHOTO 3aCTOCYBaHHS BUMOTI, BCTAHOBJICHUX Y
J0AAaTKy 7, Ta 3 METOIO HAJIEKHOTO PO3B’s3aHHS PO301KHOCTEN Y TIIyMadyeHH1 Ta/abo
MPAKTUYHOMY 3aCTOCYBaHHI BKa3aHUX BUMOT.

JouipHi nixnpueMcTBa Ta CyOmiAPSIAHUKHA
176. Sxmo mpu3HaueHWW OpraH Mepesac Ha CyOmiaApsa OKpeMi 3aBllaHHA,
MOB'sI3aH1 3 OI[IHKOIO BIAMOBIIHOCTI, a00 3aJly4a€ CBOE JIOYIPHE MITIMPHUEMCTBO IS
BHKOHAHHS MEBHMX 3aBJaHb, MOB'I3aHUX 3 OI[HKOK BIAMOBIAHOCTI, TaKHI
MPU3HAYEHUN OpPTraH MOBUHEH MEPEBIPUTH BIAMOBIAHICTh TAKOTO CYOMiApsSIHUKA 200
JOYipHBOTO MiAMPUEMCTBA BUMOTAaM, BCTAHOBJICHUM Y JIOJIaTKY 7, Ta TIOBIOMHTH IIPO
HOTO0 3a]ydeHHs OpTraH, 10 MPU3HAYaE.

177. Tlpu3HaueHi opraHd HECYTh LIJIKOBUTY BIANOBIJANbHICTh 3a 3aBJAHHS,
BUKOHAHI 3a iX JOPYYEHHSIM Ta BiJ iX IMeH1 cyOmiapsIHUKamMu abo JOYIpHIMHU
M1IPUEMCTBAMU.

178. Tlpu3HaueHi opraHd TMOBHHHI OMPUJIIOAHIOBATH TMEPETIK CBOIX JOYiIpHIX
H1ITPUEMCTB.

179. JlissnbHICTD 3 OIIHKH BIJIMOBITHOCTI MOKE TIEpeIaBaTHC Ha CyOmiapsia Ta
3MIIMCHIOBATHCSA OKPEMHM JOYIPHIM MiAMPUEMCTBOM 32 YMOBH 1HGOPMYBAaHHSI TIPO 11€
opyuanYHOi uu  (i3ugHOi 0coOM, siKa TMojayia 3asBy NPO MPOBEACHHS OIIHKU
B1IITOBITHOCTI.

180. ITpu3nayeHi opranu MOBUHHI 30€piraTy 1 HaJaBaTH 3a 3aITUTOM OpTraHy, 0
MpU3HAYae, yCi BIAMOBIIHI TOKYMEHTH 1010 TIEPEeBIpKU KBaidikaIli cyomapsaHuka
ab0 NOYIpHBOTO MIANPUEMCTBA Ta POOOTH, BUKOHAHOT HUMH 3a UM TEeXHIYHUM
pETJIaMEHTOM.
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OuiHloBaHHS NpPeTeHAeHTa HA PU3HAYEHHS
181. MO3 3 ypaxyBanusm [ pynu npuzHadae rpymy 3 OIiHIOBaHHS.

['pyna 3 oriHIOBaHHS TOBHMHHA CKJIAMATHUCS 3 €KCIEPTIB, KOMIETECHTHUX JIJIS
OIIIHIOBAHHSI AISUTHHOCTI 3 OIIHKH BIATIOBITHOCTI Ta TUIIIB BUPOOIB, MO0 SIKUX MTOTAHO
3asIBy.

182. MO3 muanye Ta 3abe3rnedye MPOBEACHHS OILIHIOBAHHS MPETEHICHTa Ha
MIPU3HAYCHHSI TPYMOIO 3 OIIHIOBAaHHS Ha MICIIl MPOBA/KEHHS IsJIBHOCTI TaKOro
IIPCTCH/ICHTA.

183. [Ipu3HaueHi opraHy HEBIAKIAIHO M HE IMI3HINIE HDK MPOTAToM 15 nHIB
1H(QOPMYIOTh OpraH, 110 MPU3HAYAE, MPO BIAMOBIIHI 3MIHH, SIKI MOKYTh BIUTUHYTH Ha
iXHIO BIATOBIHICTh BUMOTAM, BCTAHOBJICHHM Yy J0AAaTKy 7, a0 Ha IXHIO 3JIaTHICTh
3MIMCHIOBATH JISUIBHICTh 3 OIIHKK BIJIMOBIIHOCTI BUPOOIB, MIOAO0 SKUX iX OyJ0
MIPU3HAYECHO.

184. Slkmio opraH, 1m0 NpU3HAYa€, HAACHIAE 3aNMUT B MPU3HAYCHHUH OpraH
CTOCOBHO TPOLICAYPH OIIHKK BIAMOBITHOCTI, $KYy 3JIIMCHIOE TaKuWd OpraH,
NpU3HAYCHUN OpraH TMOBHUHEH HEBIAKIAAHO, MPOTSIroM 15 1HIB, BIANOBICTH Ha
BKa3aHMI 3aIuT.

3MiHM B IPU3HAYECHHAX

185. k1o npu3HavYeHU OpraH BUPIIITY€E TPUITMHUTH CBOIO JiSUTHHICTD 3 OIIHKH
BIJIMOBITHOCTI, TO/I1 BiH SIKOMOTa MIBUAIIE 1HGOPMYE TIPO 1€ OpTaH, 10 MpU3Havae, Ta
3alHTEPECOBAHUX BUPOOHUKIB, a B pa3l 3alJIJaHOBAHOTO MPUIMWHEHHA — 3a PIK [0
npunuHeHHs. Bupani cepTudikaTH 3alUIIAIOTBCS TUMYacoOBO YMHHUMH Ta
MPOJIOBKYIOTH JIISITH IPOTATOM JIEB'STU MICSIIIB IMiCIIs MPUITMHEHHS ISTTHOCT1 TAKOTO
MPU3HAYEHOTO OPTraHy 3a YMOBH HAsBHOCTI MUCHMOBOTO MIATBEPXKEHHSI BiJl 1HIIIOTO
MPU3HAYEHOTO OpraHy IIOJAO0 MPUUHATTS HUM Ha cebe BCl€l BIAMOBIAAIBHOCTI IO
BUpOOAX, 3a3HaYEHUX B Takux ceprudikarax. HoBuii npusHaueHHil opraH MOBUHEH
MIPOBECTH MOBHY OLIHKY BIJMNOBIJHUX BUPOOIB 1O 3aKIHYEHHS 3a3HAUYEHOTO CTPOKY
nepe1 BUIayero HOBUX CEpTU(PIKATIB HA 3a3HAYEHI BUPOOH.

186. ¥ pasi ckopouenHs chepu npu3HAUEHHS, IPUIYIMHHEHHS Y1 TPUMTHHEHHS
Iii TOro 4M 1HIIOTro npusHaueHHss MO3:

1) omiHtO€ BIUTMB Ha cepTU(IKATH, BUIaHI TAKUM MPU3HAYEHUM OPraHOM;

2) IpOTATOM TPHOX MICSIIIB TIC/IS OTPUMaHHS 1HGOpPMAITi PO 3MiHA B TAKOMY
MpU3HAYEHH] HAJ[a€ OpPTaHy, 10 MPU3HAYAE, 3BIT 010 CBOIX BUCHOBKIB;

3) BWMarae BiJl MPU3HAYEHOTO OpraHy MNPUYIIUHUTA YU TPUIUHUTH IO
MPOTATOM OOTPYHTOBAHOTO CTPOKY, BcTaHOBIeHOr0o MO3, Oyab-ski cepTudikaTu, sKi
Oynu HEHAJIC)KHUM YWHOM BHUJaHI, 3a/uid 3a0e3redyeHHs Oe3MeYyHOCTI BUPOOIB,
HasBHUX HA PUHKY;

4) BHOCUTB /10 €JIEKTPOHHOI CHCTEMH, 3a3HA4eHOi B MyHKTax 227-228 uporo
TexHIYHOTO perjiiaMenTy, iHdopmalilito o ceprudikarax, 3a SIKUMU BUMara€ThCsi Take
NPU3YNUHEHHS YU MPUINMHEHHS Aii;
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5) iHdopMye BIAMOBIIHUN OpraH JEp:KaBHOTO PHHKOBOTO HAIIALY depes
eJIEKTPOHHY CHUCTEMY, 3a3HaueHy B MyHKTaxX 227-228 1poro TeXHIYHOTO periaMeHTy,
npo cepTUudIKaTh MOAO SIKUX BUMAra€ThCsl Take MPU3YNUHEHHS Y MPUIHUHEHHS Mii.
BinmoBigHuii opraH Jep:KaBHOTO PHUHKOBOTO HArfsiy B MeXkaX BCTaHOBIICHUX
3aKOHO/IABCTBOM TIOBHOBA)XCHb BXKMBA€ BCIX HEOOXIIHHUX 3aXOJIB JJs YCYHEHHS
NOTEHLIHHOTO PU3UKY MAJs 370POB'St UM OE3MEYHOCT! MAlli€HTIB, KOPUCTYBadiB Ta
1HIIHX 0cCi0.

187. 3a BHHATKOM BHUITQJIKIB HEHAJIC)KHOI BHUAA4l cepTU(]IKaTiB, a TaKOK
BUITQJIKIB TPHU3YIUHCHHS YW CKOpPOUYeHHsS cdepu TMpU3HAYCHHS, CepTUdIKATH
3aJIMIIAIOTHCS YUHHUMH Y TaKUX BUIIAIKAX:

1) MO3 npoTaroM OHOTO MICSII MiCiIs MPU3YIHHEHHS a00 CKOpOUeHHS chepu
MPU3HAYEHHSI Ma€ MIATBEPAUTH BIICYTHICTh MpOOJieM, MOB’sI3aHUX 13 OE3MEYHICTIO,
moJ1I0 cepTu(dikaTiB, Ha SKI BIUIMHYJIO TaKe MPU3YNHUHEHHS YW CKOPOYEHHS cdepu
npu3HayeHHs, a Takok MO3 Mae BU3HAUUTH Tpadik 1 All, K1 MOBUHHI YCYHYTH TakKe
MPU3YITUHEHHS Y1 CKOPOYCHHS chepH Mpu3HaAYCHHS; 400

2) MO3 niaTrBepauB, mo cepTudikaTy, OB’ sA3aHi 3 TPU3YITHHEHHSIM, HE Oy Iy Th
BUJIaHI, 3MIHEHl a00 MepeBHJAHI MiJ 4Yac MPU3YNHHEHHS YM CKOPOYEHHSA cdepu
MPU3HAYCHHS, Ta MOBIAOMUB PO HASBHICTh UM BIJCYTHICTh Y MPU3HAYEHOT'O OpraHy
MOXJIMBOCTI MPOJOBXKYBaTH 3A1MCHIOBATH MOHITOPUHI Ta BIJAMOBIIATH 3a HAasIBHI
BUJIaHI cepTU(PIKATA MPOTATOM TMEPioay TNPU3YINHUHEHHS YU CKOPOYEHHS cdepu
npusHayeHHs. Skimo MO3 BCTaHOBIIOE, IO MPU3HAYEHUN OpraH HE € CIPOMOKHHUM
MIATPUMYBATH BUIAHI YUHHI CepTU(DIKATH, TOJI BUPOOHUK MPOTATOM TPHOX MICSIIIB
MICTSl TAaKOTO MPU3YMUHEHHS YW CKOPOYEHHsI chepu MpU3HAYCHHS Ma€ MOJATH [0
MO3 nucsMoBe MIATBEPKEHHS PO TE, 110 THIINI MPU3HAYCHUH OpraH TUMYAcCOBO
npuitmae Ha cebe ¢yHKIII NPU3HAYEHOrO0 OpraHy 3 MOHITOPHHTY, Ta Hece
BIJIMOBIIATIBHICT, 32 cepTU(diKaTH, BHAAHI MPOTITOM TEPMIHY [ii TaKOro
NMPU3YITUHEHHS YU CKOPOYCHHS chepu Mpu3HAYCHHS.

188. 3a BuHATKOM BUNAJAKIB HEHAJEKHOI BUAAadl CEepPTHU(PIKATIB, a TaKOXK
BUMAJIKIB TPUIUHEHHS MAii NpU3HAYEHHS, CEpTUPIKATA 3aJIMINAIOTHCS YUHHUMH
MPOTSATOM JIEB’SITU MICSIIIB Y TAKMX BUIIAJKAX:

1) MO3 miaTBepauB BiACYTHICTh MpOOJIeM, MOB’SI3aHUX 13 OC3MEUHICTIO, JJIs
BIJIMOBITHOTO BUPOOY; Ta

2) 1HIMI TpU3HAYEHUW OpraH y MUCHMOBIH (opMi MIATBEPIMB, 110 HETAHHO
Oepe Ha ceOe BIAMOBIIATBHICTH 32 BIAMOBIIHI BUPOOH 1 POBEE iX OI[IHKY MPOTITOM
JIBAHAJIIATH MICSIIIB 3 MOMEHTY MPUITMHECHHSI JTii MPU3HAYCHHS.

VY Bumagkax, 3a3Hau€HUX y mepmioMy ab3aii 1poro myHKTy, MO3 moxe
MIPOJIOBXKUTH TUMYACOBUN TEPMIH [1i cepTH(IKATIB 1€ HAa TPU MICHIll, MPOTE HE
OUIbIIIEe HIXK Ha IBAHAAISTH MICSAIIIB 3araJioM.

MO3 abo mpuszHaueHud opras, sSKuil Oepe Ha cede QYyHKII TPU3HAYECHOTO
Oprasy, SIKOro CTOCYBaJIUCS 3MIHU Y IPU3HAYEHH1, TOBUHEH HETailHO MO1H(POPMYBATU
PO Lie OpraH, 110 IpU3HaYae, Ta 1HII TpU3HAYEH]1 OPTaHHU.
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Koopannauis npu3HayeHux oprasis

189. Opran, mo mnpuzHa4Yae, Mae 3a0€3MEUYUTH 3aMPOBAKEHHSI 1
GyHKIIOHYBaHHSA BIAMOBIMHOT €(EKTHUBHOI KOOpAWHAINI Ta B3aEMOMIi MIXK
IpU3HAYEHUMHU OpTraHaMu y (HopMi MIKCEKTOPaJIbHOI TPyHH MPU3HAYCHUX OPraHiB 3
MUTaHb MEAUYHUX BUPOOIB, y TOMY YHCII MEIUYHUX BUPOOIB JJIA JIAaTHOCTHKU in
vitro. 3aciiaHHs Takoi TPyNH MOBUHHI MPOBOJUTHUCS PETYISIPHO, IMIOHAWMEHIIIE OJUH
pa3 Ha piK.

190. IIpus3HaueHi opraHM IOBHHHI OpaTh y4acTb B pPoOOTI 3a3HA4YEHOI
M1KCEKTOPATbHOI TPYIIH.

OnpwiroaHeHHsI BAPTOCTi podiT/mocyr

191. [IlpusHayeHi opraHud CKJIaJalOTh Ta ONPWIIOJAHIOTh TMEPEITIKU
3IICHIOBAHUX HUMU BUIIB POOIT Ta MOCIYT 3 OLUIHKHM BIAMOBIAHOCTI, & TAKOX IXHIO
BapTICTh.

KITACUDPIKALIA TA OIIHKA BIAINOBIITHOCTI
Knacudikauis

Kanacudgikauisa Bupo0is
192. Bupo6u noainsitorbest Ha kiacu 1, Ila, IIb ta Il 3 ypaxyBaHHSIM IXHBOTO
[IJTOBOTO TMpPHU3HAYEHHS Ta BJIACTHBUX IM pu3uKiB. Kiacudikarlis 3m1MCHIOEThCS
BIJIMOBITHO /10 KPUTEPIiB, BCTAHOBJICHUX Y JOJATKY 8.

193. byap-siKi cynepedkd MiK BHPOOHHKOM Ta MPU3HAYEHHM OPTaHOM, IO
BUHUKAIOTh Y 3B 3Ky 13 3aCTOCYBAaHHSM JIOAATKy 8, mepenaroTh Ha po3rsia 10 MO3.

194. 3a BIAMOBIIHUM 3alIUTOM Ta IiciA KOHCybTamik 3 ['pymoro MO3 moxe
YXBAJIIOBATH PIIICHHS 100:

1) 3acTocyBaHHs 10AaTKy 8 10 IEBHOTO BUPOOY, Kareropii abo rpynu BUpoOiB,
JUTsl BABHAYEHHS KJIacy TaKUX BUPOOIB;

2) 3MiHM KJIacudikalii BUpoOy, Kareropii abo rpymnu BUPOOIB, K YaCTKOBHI
BIJICTYN BiJl MOJIO)KEHb JOAATKY 8, 3 METOI0 3a0€3MeUYeHHs] OXOPOHH IPOMAJCHKOIO
3I0pOB’ Ta Ha IMIJCTaBl HOBMX HAyKOBUX JOKa3iB a00 Oyap-akoi 1Hopmailii,
OTPUMAaHOI1 B XOJIi CITOCTEPEKEHHS 32 BUpoOamu (vigilance) Ta nep’aBHOTO pUHKOBOTO
HaTJsy.

195. MO3 3a BnacHOi iHINIATUBM Ta Micas KOHCyhbpTamiii 3 ['pymoro 3
ypaxyBaHHSM MNpakTUk €Bpomneiicbkoro Coro3y 13 3a3HaYEHUX MUTAaHb TAKOX MOXE
yXBAJIUTH PILICHHS 3 MUTaHb, 3a3HaUYe€HUX B miamyHKTax 1 1 2 myHkty 194 nporo
TexHIYHOTO perIaMeHTy.

196. 3 meTor0 3a0€3neueHHs YH1()IKOBAaHOTO 3aCTOCYBAaHHSI TIOJIOKEHb JOJATKY
8 Ta, BpaxoOBYIOUM BIANOBIAHI HAayKoBI BUCHOBKM, MO3 3 ypaxyBaHHSM NpPaKTHK
€pporneiickkoro Coro3y 13 3a3HAYCHUX MHUTaHb MOXE TMPUUMATH METOJANYHI
pekomeHaaiii B 00cCs31, HEOOXIAHOMY [Jii BUPIIICHHS TWTaHb, IOB’SI3aHUX 13
PO301KHOCTSIMH Y TIIYMAau€HHI Ta TPAKTUYHOMY 3aCTOCYBaHHI.
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Oninka BignmoBigHoOCTI

IIpouenypu ouiHKH BiIMOBIAHOCTI
197. Ilepen BBeneHHSM BHPOOY B 00Ir BUPOOHUKH 3a0€3MEUYyIOTh MTPOBEICHHS
OLIIHKH BIMOBIIHOCTI TaKOTO BUPOOY 3TIAHO 13 3aCTOCOBHUMU MPOLIETypaMU OI[IHKU
BIJIOBITHOCTI, BCTAHOBJICHUMH y JoAaTKax 9-11.

198. Ilepen BBeIeHHSAM B €KCILTyaTallito BUpoOy, KUl 11e He OyB BBEJCHUN B
00ir, BUpOOHHKHU 3a0€3Meuy0Th MPOBEACHHS OIIIHKU BiJIOBIIHOCTI TAaKOTO BHUPOOY
3T1JIHO 13 3aCTOCOBHHUMHM TMPOLIEIypaMU OLIHKHA BiJMOBIIHOCTI, BCTAHOBJICHUMH Y
noxarkax 9-11.

199. Bupo6uuku Bupo6iB kiacy III, okpiMm BupoOiB, BHUTOTOBJICHUX Ha
3aMOBJICHHS, Ta JIOCHIPKyBaHUX BHUPOOIB, 3a0€3MeUyioTh MPOBEJACHHS OI[IHKH
BIJIIOBIJTHOCTI, BCTAHOBJIEHY B J0AaTKy 9. B sIKOCTI anbTepHATHBU BUPOOHUK MOXKE
BUPILIUTH 3aCTOCOBYBATH OILIHKY BIAMOBIAHOCTI, BCTaHOBJIEHY B npomaTtky 10, y
MO€HAHHI 3 OLIIHKOIO BIJMIOBITHOCT1, BCTAHOBJIEHOIO B 10JaTKy 11.

200. BupoOuuku Bupo6iB kiacy IIb, okpiM BHp0OiIB, BHUTOTOBICHHX Ha
3aMOBJICHHS, Ta JIOCHIJ)KyBaHUX BHUpPOOIB, 3a0€3MeuylOTh MPOBEACHHS OLIHKH
BIIMOBIHOCTI, BcTaHOBJeHY Yy po3aunax [ Tta III momatky 9, BkiOuar4u OLIIHKY
TEXHIYHOI JOKYMEHTAaIlil, BCTAHOBJIEHY y yHKTI 4 po3ainy Il nogarky 9 monaiimeniie
OJIHOTO PENpe3eHTAaTUBHOTO BUPOOY B 3arajibHiil Ipymi BUPOOiB.

Onnak, mist BupoOiB kiacy Ilb, siki IMIJIaHTYIOTh, OKPIM IIOBHUX MaTepialiB,
CK00, 3yOHHMX TIJI0MO, 3yOHHUX OpeKeTiB, 3yOHMX KOPOHOK, TBUHTIB, KJIMHIB, IJIACTHH,
JPOTiB, MIMWJIBOK, 3aTHCKa4iB Ta 3 €IHYBauiB, OI[IHKAa TEXHIYHOI JOKYMEHTAIi,
BCTaHOBJIeHA y TyHKTI 4 po3auty Il momatky 9, mae OyTu mpoBeneHa A KOKHOTO
BUPOOY.

B sKoCTI alibTepHATUBU BUPOOHUK MOKE BHUPIIIATHA 3aCTOCOBYBATH OILIHKY
BIJIMOBIJTHOCTI Ha OCHOBI €KCHEPTH3U THUIY, SK BCTAaHOBIEHO B aojartky 10, y
MO€IHAHHI 3 OLIIHKOIO BIATIOBIAHOCTI HA OCHOBI Bepu(ikallii BIANOBIHOCTI TPOIYKIIIi,
K BCTAHOBJIEHO B J0AaTKy 11.

201. BupoOuuku BupoOiB kiacy Ila, okpiM BHp0OiB, BHTOTOBICHHX Ha
3aMOBJIEHHS, a00 JOCHII)KYBaHMX BHpOOIB, 3a0€3MeUyl0Th MPOBEAEHHS OLIHKU
BIJIOBIJTHOCTI, BcTaHOBJeHY y po3aitax I ta III momatky 9, Bkiro4arouum OLIHKY
TEeXHIYHOI IOKYMEHTaIlii, BCTAHOBJICHY Y TyHKTI 4 po3ainy Il momgarky 9, moHaitmente
OJTHOTO PETPEe3eHTATUBHOTO BUPOOY B KOXKHIM KaTeropii BUpoOiB.

B skocTi anpTepHAaTHBM BUPOOHUK MOXKE BHPINIUTH CKIAAaTH TEXHIUHY
JIOKyMEHTAIi10, BU3HAYCHY B JI0JIaTKax 2 Ta 3, y MOE€JHAHHI 3 OI[IHKOIO BiJIMOBITHOCTI,
BCTAHOBJICHOIO B MyHKT1 10 yactunu A uum niyHkTi 18 gactunu b gomatky 11. Ominka
TEeXHIYHOI JOKyMeHTauii Mae OyTH TpoBeleHa JUid I[IOHAWMEHIIE OJHOTO
peInpe3eHTaTUBHOIO BUPOOY B KOXKHIN KaTeropii BUPoOiB.

202. BupoOuuku BupoOiB kinacy I, okpiM BHpOOIB, BUTOTOBJIEHUX Ha
3aMOBJICHHS, Ta JOCI1KYBaHUX BUPOOIB, AEKIAPYIOTh BIIMOBIIHICTH CBOET TPOTYKIIIi
HUIIXOM BUITYCKY J€KJIapallii mpo BIAMNOBIAHICTh, BKa3zaHoi y myHkTax 104-106 uporo
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TexHIYHOTO perjJamMeHty, Micis CKJIaJaHHs TEXHIYHOI JOKYMEHTallli, BU3HAYEHOI B
nonatkax 2 ta 3. SKmio Taki BUpoOU BBOASTH B OOIT Y CTEPHIILHOMY CTaHi, a00 Taki
BUpPOOM MalOTh (YHKIII0O BHUMIPIOBaHHA a00 € XIpypriYHUMU I1HCTPYMEHTaMHU
0araTopa3oBOro BHUKOPHCTaHHS, BUPOOHUK 3aCTOCOBYE IPOLEAYPHU, BCTAHOBJIEHI Y
po3ninax I Ta Il momatky 9 aGo B wactuui A momatky 11. Ilpm mpomy, ydactsb
PU3HAYEHOTO OpPraHy B TAaKHX MPOIEAypax MOBUHHA OyTH OOMEKeHa:

1) y Bumanky BUpOOiB, SIKi BBOJSATH B OOIr Y CTEPUIBHOMY CTaHi, aclleKTaMH,
OB’ SI3aHUMH 31 CTBOPEHHSM, 3a0€3MEUYEeHHIM Ta MiATPUMAHHSIM CTEPUIIBHUX YMOB,

2) y BUMAaAKy BHUPOOIB, sIKI MarOTh (YHKIIIIO BHUMIPIOBaHHS, acIleKTaMU,
OB’ SI3aHUMH 13 BIITIOBIJTHICTIO TAKKX BUPOOIB METPOJIOTTYHUM BUMOTaM;

3) y BUIAAKy XIpypriyHMX IHCTPYMEHTIB 0araropa3oBOro BUKOPHCTaHHSI,
acCneKTaMH, TOB’SI3aHMMHU 13 TIOBTOPHUM BHKOPHUCTAHHSIM BHpPOOY, 30Kpema HOTo
OUHIIECHHSM, J1e31H(DIKYBaHHSIM, CTEpUIII3alII€I0, 00CTyTOBYBaHHSIM, (DYHKIIIOHATEHUM
BUNPOOYBAHHSM Ta BIANOBIIHUMH IHCTPYKLISIMH 13 3aCTOCYBaHHS.

203. BupoOHuku BHUpOOIB, BUTOTOBJICHHUX Ha 3aMOBIEHHS, TOTPUMYIOTHCS
MpoIeAYPHU, BCTAHOBJICHO1 ¥ 10JaTKy 13, 1 CKJIa1at0Th 3asBY, BIJMOBIIHO J0 MYHKTY 1
nonatky 13, mepea THUM sIK BBECTH Taki BUpOOU B OOIT.

B nonoBHEHHS 0 MpOIEAYypH, 3aCTOCOBHOI 3T1JIHO 3 MEPIIMM a03all0oM LOTO
NYHKTY, BUpPOOHHMKM BHpoOiB kimacy III, ski IMIJIAHTYIOTh, BHUIOTOBJICHHX Ha
3aMOBJICHHS, 3a0€3Me4yl0Th MPOBEJACHHS OI[IHKMA BIJIMOBIJHOCTI, BCTAHOBJICHOI Yy
posauni I momatky 9. B skocTi anbTepHATHBUM BHUPOOHUK MOXKE BHUPIIIUTH
3aCTOCOBYBATH OIHKY BIJMOBIAHOCTI, BCTAHOBJIEHY B YacTuHI A monatky 11.

204. JlomaTkoBO 10 MpOLIEIypP, 3aCTOCOBHUX 3rigHO 13 myHkTamu 199, 200, 201
a60 202 1mporo TexHIYHOTO perjamMeHTy, Y BUIAAKy BUPOOIB, 3a3HaYeHUX y ab3alll
nepioMy myHKTY 8 11boro TexXHIYHOTO perjiaMeHTy, TAKOXK 3aCTOCOBYIOTh MPOLEYPY,
BCTAHOBJIEHY Y MIAMYHKTI 5.2. myHKTY 5 po3auty I nomatky 9 a6o myHKTI 6 q01aTKY
10, y 3aCTOCOBHOMY BHUIIAJIKY.

205. JTomaTkoBO 70 TPOIEAYP, IO 3aCTOCOBYIOTHCS BiAMOBIAHO 10 MyHKTIB 199,
200, 201 a6o 202 mporo TexHIYHOTO periamMeHTy, y BHUIAAKy BUPOOIB, Ha SKi
MOIIHUPIOETHCS [ HbOro TEeXHIYHOI0 perjaMeHTy, BIAMOBIIHO A0 MIANYHKTIB 5 a0o 6
NyHKTY 6 1poro TexHiuHOTO periameHTy Ta abszaiy mepmoro myHkty 10 mporo
TexHIYHOTO perjlaMeHTy 3aCTOCOBYIOTh MPOIIEAYPY, BCTAHOBIICHY Yy MIAMYyHKTI 5.3.
nyHkTy 5 po3auty Il nomatky 9 abo, sikio 3acrocoBaHo, MyHKT1 6 noaatky 10.

206. JTomaTkoBO 710 MPOIIEAYP, 0 3aCTOCOBYIOTHCS BIATIOBIIHO /10 TyHKTIB 199,
200, 201 a6o 202 uporo TexHIUHOTO pErJIaMEHTy, y BHUIAAKYy BHPOOIB, SIKi
CKJIaJIAf0ThCS 3 PEYOBHH a00 KOMOIHAIIN PEUYOBHH, SKI MIPU3HAYCHI IS BBEJICHHS B
OpraHi3M JIIOAWMHHU Yepe3 OTBIp Tija ado arumkailii Ha MIKipy, Ta K1 aOCOpOYyrOThCS
JIOACHKAM TUIOM a00 JIOKaJbHO MOTJIMHAIOTHCS B HBOMY, TaKOX 3aCTOCOBYIOTH
IpoLeaypY, BCTAHOBIIEHY B MIANMYHKTI 5.4. myHKTy 5 po3auny Il gogatky 9 abo, sikio
3aCTOCOBYETHCS, MyHKTI 6 gonatky 10.

207. Bci abo okpeMi TOKYMEHTH, BKJIFOUAIOUX TEXHIYHY JOKYMEHTAIlil0, 3BITH 3
ayJIMTy, OL[IHKY Ta IHCIIEKTYBaHb, [TOB’s3aHi 3 MPOIIEAypaMu, 3a3HAYEHUMHU y MMyHKTaX
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197-202 Ta 204-206 mporo TexHIYHOrO perJaMeHTy, MalThb OYTH JIOCTYIHI
JIEepP’)KaBHOIO MOBOIO. JlomycKaeThCsl HalaHHS BCiX a00 YacTHMHU JTOKYMEHTIB, 3a
3roJI0K0 MPU3HAYEHOTO OpraHy, Ha Oynb-sKiii MOBi, MPUHHATHIN IS MPU3HAYEHOTO
oprany. Ilpu3naueHnuii opram Moke BHMaratu, o0 Bci ab0 MEBHI JOKYMEHTH,
BKJIFOYAIOYU TE€XHIYHI TOKYMEHTH, HEOOX1AH1 AJI1 BUKOHAHHS TPOLEAYD, 3a3HAYCHUX
y myHkrax 197-202 ta 204-206 uporo TexHIUHOTO periiaMeHTy, Oylu JOCTYIIHI
JIep’KaBHOIO MOBOIO 3T1HO 13 3akoHOM Ykpainu "IIpo 3a0e3neueHns QyHKIIOHYBaHHS
YKpaiHChKOI MOBH K J€PKaBHO1".

208. BuMoru 110 mOCHipKyBaHUX BHUPOOIB BCTAHOBJICHI y IMyHKTax 248-317
1500 TEeXHIYHOTO perIaMeHTy.

209. MO3 3 ypaxyBaHHSM TpakTuUK €Bporericbkoro Coro3y 13 3a3HayeHUX
MUTaHb MOXKE MPHUIHATH METOIWYHI PEKOMEHJalii M[0JI0 JeTaJbHUX IpaBUI Ta
MPOLIETyPHUX AaCIEKTIB 3 METOI 3a0e3neueHHs YHI()IKOBAHOTO 3aCTOCYBaHHS
PU3HAYEHUMU OpraHaMu NpPOLEAyp OIIIHKA BIANOBIIHOCTI 3a OyJIb-SIKUMH 3
HACTYITHUX ACIEKTIB!

1) nepioguYHICTh Ta MiICTaBH JJ1sl BUOIPKU TEXHIYHOI JOKYMEHTALI1 1151 OL[IHKU
Ha peNpe3eHTAaTUBHINA OCHOBI, K BCTAHOBJIEHO B a03alll TPEThOMY MIJMYyHKTYy 2.3.
NYHKTY 2 Ta y MAMyHKTI 3.5. nyHKTY 3 po3auty | qonatky 9 nis BupoOiB knacy Ila ta
IIb, a Takox y miamyHkTi 10.2. nynkry 10 yactunu A noxatky 11 ais Bupo6iB Kiacy
IIa;

2) MiHIMaJbHA TMEPIOJUYHICTh ayJWUTIB Ha Miclll 0e3 Iomepe/HKEHHS Ta
BUNPOOYBaHb 3pa3KiB, SKI TOBUHHI MPOBOAUTH NPHU3HAYEHI OpraHd 3TiAHO 3
nianyHKkToM 3.4. myHKTy 3 po3auny [ nogatky 9, 3 ypaxyBaHHSM KJlacy pU3UKY Ta THITY
BUPOOY;

3) ¢izuuni, nabopaTopHi Ta iHIII BUIPOOYBaHHS, SKI TMOBUHHI TPOBOIUTH
MpU3HAYEH] OpraHu B KOHTEKCTI BUOIPKOBUX BUIMPOOYBaHb, OI[IHKA TEXHIYHOI
JOKYMEHTAIli Ta €KCIIEPTU3H TUMY 3riAHO 13 MANYHKTOM 3.4. myHKTY 3 po3ainy I ta
nianyHkTom 4.3. myHkty 4 po3ainy Il nogatky 9, nynkrom 3 gogatky 10 Ta myHKTOM
15 vactunu b nonatky 11.

Y4yacTh NpU3HAYEHHUX OPraHiB y NpoueAypPax OUWiHKH BiANIOBIIHOCTI

210. Skmo mpoueAypa OIIHKH —BIATMOBITHOCTI MOTpedye 3amydeHHs
MPU3HAYEHOTO OpraHy, BUPOOHHUK MOKE 3BEPHYTUCS 3 BIANOBIJIHOI 3aiBOI0 B
oOpaHuil HUM NPU3HAYCHUI OpTaH, 32 YMOBH, 110 TaKU OPTaH € MPU3HAYCHUM JJIs
OIIIHKY BiAMOBITHOCTI 32 IEBHUMH THUIIaMHU BUP0OiB. BUpOOHUK HE MOKe MTOAATH 3asBY
PO MPOBEACHHS OJIHIET 1 Ti€l K MPOIETypH OIIHKH BIIMOBITHOCTI OJHOYACHO JIO
JEKUTBKOX MPU3HAYEHUX OPTaHiB.

211. BignoBigHUi IPpU3HAYCHUH OpraH, 3a JOTIOMOTOI0 €JIEKTPOHHOI CUCTEMHU,
3a3HaueHOi B MyHKTax 227-228 uporo TexHIYHOro periaMeHty, iHGopMye iHIII
NpU3HAYEHl OpraHu Mpo OyIb-IKOro BUPOOHHKA, IO BIAKIMKAB CBOIO 3asiBY 0
yXBaJIEHHS MPU3HAYEHUM OPTaHOM PIIICHHS 11010 OI[IHKY BIJIIOB1IHOCTI.

212. Tlpu moxaHHi 3asBH B MpHU3HAYEHUI OpraH 3riiHO 3 myHKTOM 210 1poro
TexHIYHOTO perjaMeHTy, BHUPOOHHUKH TMOBIIOMIISIIOTH MPO BIJKJIMKAHHS 3asBH,
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MOJIaHO1 /IO 1HIIOTO MPU3HAYEHOTO OPraHy 0 yXBaJCHHS OCTAaHHIM PIIICHHS, a TAKOXK
HaJa0Th iH(OpMaIlito Ipo Oy/Ib-AKi MOMEepeaH] 3asBH PO MPOBEACHHS Ti€l K caMmoi
OITIHKY BiJIMTOBITHOCTI, BIAXUJICH] IHITUM TPU3HAYECHUM OPTaHOM.

213. IlpusHaueHuii opraH MOKE€ BUMAaraTd BiJ] BUPOOHWKA HaJTaHHS OY/Ib-SIKO1
iHpopMaIlli Yu JaHuX, HEOOXIAHUX ISl HAJIEKHOTO MPOBEACHHS 00paHOl MPOoLEaypH
OL[IHKH BIIITOBITHOCTI.

214. TlpusHayeHi opraHu Ta iX MEpPCOHAJ] MOBHHHI 3/IHCHIOBATH OIIHKY
BI/IMOBIHOCTI 13 3a0€3MEUCHHSIM HAMBHUILOTO PiBHSA IpodeciiHoi J00pOoUYeCHOCTI Ta
HEOOX1THOT TEeXHIYHOI Ta HAyKOBOi KOMIIETEHTHOCTI Y BIJANOBIJIHIN cdepi Ta He
MTOBUHHI 3a3HaBaTH OYJIb-IKOTO TUCKY W OJIepP)KyBaTH Oyb-5Ki 3a0XOUEHHS, 30KpeMa
¢dbiHAaHCOBI, IO MOXXYTh BIUIMBAaTH Ha IXHE CY/DKCHHS abo0 pe3yibTaTH iXHBOI
JISJIBHOCTI 3 OIIIHKM BIATIOBIIHOCTI, 0COONHMBO 3 0OKy ocid abo rpym oci0,
3alHTEPECOBAHUX Y PE3yJbTaTaX TaKoi JiSTIbHOCTI.

IIpoueaypa KOHCYy/JIbTALIN Y pAMKAX KJIIHIYHOI0 OLiHIOBAHHS IIEBHUX BUPOOIB
kiacy III Ta knacy IIb

215. JIogaTKoOBO J0 MPOIIEAYP, 110 3aCTOCOBYIOTHCS BIIOBITHO 10 TyHKTIB 197-
209 1mporo TexHIYHOTO pETIAMEHTy, NpPHU3HAYEHUH OpraH TaKoX TOBHHEH
3aCTOCOBYBATH MPOLIEAYPY, IO CTOCYETHCS KOHCYJbTAIld y paMKax KIIHIYHOTO
OIIIHIOBAHHSI, SIK BCTAHOBJICHO B MIANMYHKTI 5.1. myHkTy 5 po3ainy Il momarky 9, a6o,
SK 116 BCTAaHOBJICHO B MYHKTI 6 gojatky 10, SKIIO I1e 3aCTOCOBHO, NMPU BUKOHAHHI
OILIIHKY BiJIMOBITHOCTI JIs TAKUX BUPOOIB:

1) III knacy, sKi IMIJIAHTYIOTh, Ta

2) akTuBHUX BUPOOiB Kiacy [Ib, mpu3HaueHux A BBeACHHS Ta/ab0 BUJATICHHS
JIKAapChKOTro 3aco0y, SIK 3a3HAYEHO B MAMYHKTI 6.4. (ipaBuiio 12) myHKTy 6 po3aimy
IIT nomatky 8.

216. 3acTocyBaHHS TpOLIEAypH, 3a3HaUYeHOI B MyHKTI 215 1poro TexHiuHOTO
perjiaMeHTy, He BUMAraeThCs ISl BKa3aHUX Y HbOMY BUPOOIB:

1) y pa3i mOHOBJIEHHS CEPTU(PIKATY, BUIAHOTO BIAMOBIAHO 10 HHOT0 TeXHIYHOrO
pErjlaMeHTy;

2) sikio BUpiO OyB po3pobIieHni NUIIX0M MoaudiKallli BUpoOy, y>Ke BBEIEHOTO
B 001l TUM CAaMUM BUPOOHUKOM 13 TUM CaMUM LIJIbOBUM MPU3HAYEHHSIM 332 YMOBH, 110
BUPOOHMK TMIITBEPJUB 3TIHO 3 BUMOTaMU OpTraHy 3 OIlIHKH BiJMOBIHOCTI, IO
3a3HadyeHl MoauGikaiii He MAarTh HECHPHUATIMBOIO BIUIUBY HA CIIBBIIHOIICHHS
KOPHUCTh-PU3UK TAaKOTO BUPOOY; a00

3) KOJIM MPUHUMUIN KIIHIYHOTO OLIHIOBaHHS TUIYy a0o Kateropii BupoOy Oynu
po3riiaHyTI B 3aranbHux crnemudikamisx (CS), 3a3Hauenux y nyHkrax 37-40 1poro
TexHI4HOTO perJaMeHTy, Ta NPU3HAYCHHH OpraH MiATBEPIKYE, IO KIIHIYHE
OI[IHIOBAHHSI BUPOOHUKA IS LLOTO BUPOOY BIAMOBIJAE BIAMOBIAHINA 3arajabHii
cnenudikamii (CS) 11 KIAIHIYHOTO OLIHIOBAHHS TaKOro BUAY BUPOOY.

217. Tlpu3zHaueHuili opraH MoBHHEH NOBiIOMUTU JlepxkJikcinyk0y ta MO3 3
BUKOPUCTAHHSAM €JIEKTPOHHOI CHCTEMHM, 3a3HAay€HOl Yy MyHKTax 227-228 1p0ro
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TexHIYHOTO perjiaMeHTy, MPo T€, YU MOTPIOHO 3aCTOCOBYBATH MPOIIEAYPY, 3a3HAYCHY
B myHKTI 215 nporo TexHiyHOro periaameHty. J[o Takoro moBiJOMJICHHS TTOBHHEH
JI0JTaBaTUCS 3BIT 3a pe3yJibTaTaMH aHaJi3y KIIHIYHOTO OILIHIOBAaHHS.

218. MO3 roTye mopiuyHuil Orjsa BUPOOiB, Ha SIKI TMOMIMPIOETHCS TPOIIEAYpa,
3a3HaueHa y miamyHkTi 5.1. myHkry 5 posauty Il momatky 9 1 BkazaHa B MyHKTI 6
nonatky 10. Takuii MOpIYHUN OTJISIT Ma€ BKJIFOYATH MOBIJOMIICHHS BIITOBITHO O
NyHKTY 217 1iporo TeXHIYHOTO periaMeHTy Ta MIAMYHKTY 5 MiAMYHKTY 5.1. myHKTY 5
po3auny 11 noxatky 9 Ta mepenik BUNAAKIB, Y SIKUX NMPU3HAUYEHI OpTraHU HE BUKOHAIHU
peKOMeH Al eKCIIePTHOT IPYIIH.

MexaHi3M nepeBipKHU OLIHKYU BilNMOBiTHOCTI okpemux BUpoOiB kiacy III Ta
kjaacy IIb

219. [Ipu3navyennii opran Mae MoBiIOMUTH JlepkITikciyk0y mpo cepTudikaT,
BUJIaH1 HUM Ha BUPOOH, IIOJI0 SIKUX MPOBEJICHO OLIHKY BIAMOBIIHOCTI BIAMOBIIHO A0
nyHKTY 215 nporo TexHiuHOTO peraameHTy. Take MoBiIOMIICHHS Ma€ MepeaaBaTucs
3a JIOTIOMOTOIO €JIGKTPOHHOI CHCTEMH, 3a3HA4eHOl y MyHKTax 227-228 1poro
TexHIYHOTO perjiaMeHTy, Ta BKJIIOYATH pe3loMe 3 OE3MEeYHOCTI Ta KIIHIYHOT
e(peKTUBHOCTI 3riHO 3 myHKTamMu 157-159 mporo TexHIYHOTO periaMeHty, 3BiT
MPU3HAYCHOTO OpraHy 3a pe3yJbTaTaMu OLIHKHA, I1HCTPYKIIi 13 3aCTOCYBaHHS,
3a3HaveHi B miamyHkTi 23.4. myHkty 23 po3auny Il nogatky 1, Ta, AK1io 3acTocoBaHo,
HAyKOBU BUCHOBOK €KCIIEPTHUX I'PYII, 3a3HAYCHUX Y MIAMYHKTI1 5. 1. MyHKTY 5 po3/iny
I nomarky 9 abo myHkti 6 mojgatrky 10, y BiANOBITHUX BHMaAKax. Y BHUIIAJKY
PO301KHOCTEH TOTIISAIIB MK MPU3HAYEHUM OPTaHOM Ta €KCHEPTHUMH IpYIaMH CIij
TaKOX BKJIFOUUTH JI0 TIOB1IOMJICHHS] TIOBHE OOTPYHTYBAaHHS MPUHHATOTO PIIICHHS.

220. Opran, o npusHadae, Ta MO3 y BIANOBIIHUX BHUIAJKaX, 32 HasIBHOCTI
OOIPYHTOBAaHUX MEPECTOPOT, MOXKYTh 3aCTOCOBYBATH JIOJAATKOBI MPOLEAYPH 3TIIHO 3
nyHkToM 183 a60 371 nporo TexHIYHOTO permamMeHTy i, KOJIM BBKAIOTh 3a HEOOXiaHE,
B)KMBATH BIATOBIIHMX 3aXOAiB 3rigHO 3 TyHKTamu 372-377 Tta 378-380 mporo
TexHIYHOTO perJaMeHTy.

221. MO3, y BiMOBIAHUX BUMAIKaX, 38 HASBHOCTI OOTPYHTOBaHHX MEPECTOPOT,
MOXe 3BepTrathcs A0 ['pynu sl OTpUMAaHHS HAayKOBUX KOHCYJbTallld IOJ0
0e3meyHoCTI Ta €(PEeKTUBHOCTI OYyIb-IKOT0 BUPOOY.

Ceprudikaru BignoBigHocTi
222. Ceprudikary, BUAaH1 IPU3HAYCHUMH OpPTraHaMH BiJIITOBIIHO JIO JOJATKIB
9, 10 ta 11, mMaroTh OyTH BUKJIAACHI AECPKABHOI MOBOIO. J{0AaTKOBO MOXYTb
BUJABATUCh CEPTU(IKATHA IHIIMMHM MOBaMHU (MOBaMH, BIAMIHHHMH BiJ JEp:KaBHOI),
MPUHHATHUMU JIJIS1 PU3HAYCHOTO Oprany. MiHiManbHUM 3MICT cepTU(iKaTiB IOBUHECH
BIJIMTOBIIaATH BUMOT'aM, BCTAHOBJICHUM Y H0JaTKy 12.

223. CeprtudikaTu Oi0Thb NOPOTATOM 3a3HAYEHOTO y HHUX CTPOKY, SIKHUUA He
MOBMHEH MEPEBUIIYBAaTH M'ATh POKIB. 3a 3asBOI0 BUPOOHUKA [is cepTUdiKaTa MOXKe
OyTH MpPOJIOBXKEHA HA HACTYIHI CTPOKH, KOKEH 13 AKUX HE MOBHHEH MEPEBUIILYBATU
II’SITU POKIB, HA MIJCTaBl MOBTOPHOI OIIIHKHU 3T1IHO 13 3aCTOCOBHUMHM IPOIIEAYpPaAMHU
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OIIIHKK BIAMOBIAHOCTI. bBynb-sKki AOMOBHEHHS 10 cepTu(dikaTa 3aTUIIAIOTHCS
JTIACHUMH MPOTATOM TEPMIiHY il cepTudikara.

224. Tlpu3zHayeH1 opraHi MOKYTh BCTAHOBIIIOBATH OOMEXEHHS 11010 I[1JIbOBOTO
IpU3HAYEHHS BUPOOY /ISl IEBHUX TPy MAII€HTIB, a TAKOK BUMAaraTu BiJi BAPOOHUKIB
NPOBOAMTH CIEUIaNbHI JOCIIPKEHHS B XOJI TMOCTMApKETHHTOBOTO KJIIHIYHOTO
Harysny (PMCF) 3rigno 3 wacturo0 b nogatky 14.

225. Sxmo mnpu3HAuUEGHUM OpraH BCTAHOBIIOE, 10 BHPOOHUK OuIbIIE HE
BiJIMIOBiTa€ BUMOTaM I[bOr0 TEXHIYHOTO perjiaMeHTy, BiH MOBHUHEH, 3 ypaxXyBaHHSIM
MPUHIIUAITY TIPOTOPIIHHOCTI, TPU3YIIMHUTH JI1F0 BUJAHOTO CepTU(dIKATa YU MPUITHHUTH
Woro gito abo yCTaHOBUTH OOMEXKEHHS II0JI0 TAaKOro cepTudikara, SKIIO
BI/IMOBIHICTh TAKMM BUMOTaM He Oy/ie 3a0e3rnedeHa 3a paXyHOK BXKUTTSI BAPOOHUKOM
BIIMOBIHUX KOPETyBaJIbHUX JIIM Y BIJMOBIIHUIN CTPOK, BCTAHOBJICHUM TIPU3HAUYCHUM
opraHoM. [Ipu3HaueHuii opran MOBUHEH OOTPYHTYBATU CBOE PIIICHHS.

226. Tlpu3HaueHuidl OpraH BHOCHUTH JI0 €JICKTPOHHOI CHCTEMH, 3a3HAYCHOI B
nyHKTax 227-228 1poro TexHIYHOTO perjamMeHTy, Oyab-sAKy iH(GOpPMAII0 CTOCOBHO
BUJIAHUX HUM CEpPTH(PIKATIB, 3 Oy/Ib-IKUMHU 3MIHAMHU Ta JOINOBHEHHSIMH /10 HUX, a
TaK0>X CTOCOBHO MPU3YITMHEHHS, TOHOBJICHHS, IPUIMMHEHHS i1 UM BIIXHJICHHS TaKUX
cepTu(ikaTiB, Ta CTOCOBHO YCTAaHOBIEHUX OOMEKEHb 11010 TakuX cepTudikaTiB. Taka
1H(pOopMaIlisi TOBUHHA ONPUITIOJHIOBATHUCS.

EnexkTpoHHa cucTeMa 11010 NPpU3HAYEHUX OPraHiB Ta ceprudikaris

227. MO3 3ab6e3reuye CTBOPEHHS Ta YIPaBIIHHS €JIEKTPOHHOIO CUCTEMOIO IS
30MpaHHs Ta ONpaIOBaHHS Takoi iHdopMaIlii:

1) mepenik MO4YIpHIX MIANPHUEMCTB, SK 3a3HaUY€HO B MyHKTI 178 1poro
TexHIYHOTO perjiaMeHTy;

2) mepelik eKCIepTiB, sKi BXOAATH J0 TPYNU 3 OIIHIOBAHHS BiJMOBIIHO 0
nyHkTy 181 nporo TexHigYHOTO perjJamMenTy;

3) mepenik npu3HaYCeHUX OPraHiB,;

4) MOB1AOMJICHHS 11010 OLIIHKH BIATIOBITHOCTI Ta CepPTU(IKATIB, K 3a3HAYEHO B
nyHKTi 217 Ta mynkTi 219 nporo TexHIYHOTO perIamMenTy;

O) BIAKJIMKaHHA a00 BIAMOBHU Yy 3a/JI0BOJIEHHI 3asB IIOJO0 CEpPTU(IKATIB, 5K
BCTAHOBJIEHO Y yHKTI 211 Ta mianmyHkTi 4.3. myHKTY 4 noaatky 7;

6) iHdopmailisi cTOCOBHO cepTU(DIKaATIB, K 3a3HAYEHO B MYHKTI 226 IHOTro
TexHIYHOTO perjJamMeHTy;

7) pe3rome 3 6€3MEYHOCTI Ta KITHIYHOI €)EKTUBHOCTI, K 3a3HAYEHO B MMyHKTaX
157-159 uporo TexHIYHOTO pPETIAMEHTY.

228. Tudopmarris, 310paHa Ta ompanboBaHa B €JICKTPOHHIN CHUCTEMI, IOBUHHA
OyTH JOCTYIHOIO JIJISl BIJMOBIJIHUX KOMIIETEHTHHUX OpraHiB, y TEBHHX BHIMAJKaX
MPU3HAYEHUM OpraHaMm Ta, SKIIO IIe MepeadayeHO IHIUMU TOJOXKEHHSIMH IHOTO
TexHiyHOTO peraaMeHTy abo TeXHIYHOTO perjJaMeHTy 100 MEAUYHUX BUPOOIB HJIs
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JIarHOCTHKHY 1n Vitro, 3aTBepAkeHoro nocranoBoro Kabinery MinictpiB Ykpainu Bin
poky No, 11 TpOMaJICHKOCTI.

JloOpoBiliIbHA 3MiHA PU3HAYEHOT0 OPraHy

229. Y Bumanakax, KOJI1 BUPOOHHUK MPHUIHUHSE YTOAY 3 MPU3HAYEHUM OPTaHOM 1
yKJIaJa€ JOTOBIP 3 IHIITUM MPU3HAYEHAM OPraHOM 10710 OI[IHKH BiJIITOBITHOCTI TOTO XK
BUpOOy, JeTalibHI YMOBH 3aMIHM MPHU3HAYEHOTO OpraHy MOBHHHI OyTH YiITKO
BU3HAUCHI B Yrojli MK BUPOOHHKOM, HOBHM MPHU3HAYCHUM OPTaHOM 1, SIKIIO IIC
MOJKJIMBO, TPHU3HAYCHUM OpPraHOM, IO 3aMIiHIOEThCS. Taka yroja TMOBHHHA
OXOILTIOBATH TaKi aCIIeKTH:

1) maty BTpaTu YMHHOCTI cepTHdiKaTiB, BUAAHUX MPU3HAYCHUM OPraHOM, IO
3aMIHIOETHCS,

2) nmary, A0 sKoOi 1meHTHU(IKAIIHHUNA HOMEp NPHU3HAYEHOTO OpraHy, IIo
3aMIHIOETHCS, MOXE 3a3HayaTUCS B 1H(pOpMallii, HagaHli BUPOOHUKOM, BKIIIOUAIOUH
OyIb-sIKi peKJIaMHI MaTepiau;

3) nepenady TOKYMEHTIB 3 ypaXyBaHHSAM acIlEeKTIB KOH(DIICHLIMHOCTI Ta MpaB
BJIACHOCTI;

4) narty, micis sIKOi 3aBAAaHHS 3 OLIHKH BIJIOBIIHOCTI MPU3HAYEHOIO OPraHy,
10 3aMIHIOETHCS, JOPYYAIOTh HOBOMY ITPU3HAYEHOMY OpraHy;

5) ocTaHHIil cepiiiHMII HOMEp YM HOMEp NapTii, 3a SKUM NpPU3HAYEHUI Opra,
110 3aMIHIOETBCS, HECE BIIINOBIIAIBHICTD.

230. TlpusnavyeHuii opraH, IO 3aMIHIOETHCS, TPUIMHSE iI0 cepTHQIKATIB,
BHUJIAaHUX HHUM II0JI0 BIJIMOBITHOTO BUPOOY, 13 AaTH, KOJIU IPUITUHIETHCS 1X JTisl.

Bincryn Bix npoueayp ouniHKH BiAnmoBigHoCTI
231. 3a HaJNIE)KHUM YUHOM OOTIPYHTOBAHUM 3aIlTUTOM, SIK YaCTKOBHH BIJICTYII Bij
nyHkTiB 197-209 niporo Texniunoro perinamenty, MO3 Moke 1O3BOJIMTH BBEJICHHS B
0OIT YM B €KCIUTyaTaliio NEBHOTO BUPOOY, 1100 IKOr0 HE OYyJIM MPOBEAECHI MPOLIEIYyPH,
3a3HaueHl B myHKTax 197-209 mporo TexHIYHOTO perIaMeHTy, ajieé BUKOPHCTaHHS
SAKOTO HEOOXI1JIHE B 1HTEpecax OXOPOHU T'POMAJICHKOrO 3J0pOB's a00 * O€3MeKu 4uu
3JI0pPOB's MaIli€HTA, Y MOPSAJKY, BcTaHOBIeHOMY MO3.

232. Ha BinnmoBigawmii 3anut MO3 Hagae iHpopmariito mpo Oyab-aKi pimeHHs
II0JI0 HAaJaHHS J03BOJly Ha BBEJCHHS B OOIr YM eKCIUIyaTailifo BHUpOOYy 3TigHO 3
nyHkToM 231 1mporo TexHIYHOTO perjamMeHTy, Ta iH(QOpMye BIAMOBIIHUN OpraH
JIEeP’)KaBHOTO PUHKOBOTO HATJISAY, SKIIO TAKWK JO3BLT HAJAHO JUIsl BUKOPUCTAHHS B
IHIIUH criociO, HIXK 719 OJHOI0 MAaIli€HTa.

233. Y BUHATKOBUX BHUMAJKaxX, IOB’SI3aHUX 13 OXOPOHOIO TPOMAJCHKOTO
310pOB’st 200 3 0E3MEeKOI0 UM 3/10pOB’sIM MaII€HTIB, y BcTaHOBIeHOMY MO3 nopsiaky
MOXXYThb OyTH BHU3HAUCHI YMOBH, 3a SIKUX BUPIO MOke OyTH BBEIEHO B 00Ir 4u B
eKCILTyaTaIlilo.
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VY pasi icCHyBaHHS HaJEKHUM YHHOM ITiITBEPHKEHOI HarajabHOI HEOOX1THOCTI,
NOB’s13aHOi 31 370poB’siM Ta Oe3mekoro Joael, BcraHoBieHuid MO3 mopsmox
3aCTOCOBY€ETHCS HETAMHO.

Ceprudikar BiJIbHOI0 MPOIAKY

234. Bianosigno ao 3akoHy Ykpainu "[Ipo TOproBo-mpommucCIOBiI majaTu B
Ykpaini", 3 ypaxyBaHHSIM M0JI0’keHb MUTHOTO KOJIeKCy YKpaiHu Ta 3akoHy YKpaiHu
"[Ipo 30BHINIHBOCKOHOMIYHY MISJIBHICTB", IS IIJIeH EKCIOPTYy Ta 3a 3aluTOM
BUPOOHNKA a00 YIIOBHOBa)KEHOTO MPECTABHUKA BIAMOBIIHO 10 BcTaHOBIeHOro MO3
MOPSAKY BIJMOBIIHUM KOMIIETEHTHHM OPTaHOM MOXKe€ OyTH BHJAHO cepTHdIKaT
BIJIBHOTO MPOJAXY, SIKUHM 3aCBIUY€E, 110 BUPOOHUK UM YIIOBHOBAXKEHUM MTPEICTaBHUK,
y 3aCTOCOBHOMY BMIAJIKy, MA€ 3apEECTPOBAHE MICLE MPOBAIKEHHS T'OCHOAAPCHKOT
JUSTTBHOCTI Ha TepuTopii YKpaiHW, a TakoXK IO BIAMOBIAHMM BHUPIO, MapKOBAHMIA
3HAKOM BIAMOBIJHOCTI TEXHIYHUM peErjiiaMeHTaM »3TiIHO 3 1HUM TeXHIYHUM
pErjlaMeHTOM Ta MO)Ke OyTH BBeJEHHMU B 0OIr. Y cepTudikari BUIBHOTO HPOJAXKY
NOBUMHEH OyTH 3a3HAYEHUU OCHOBHMU yHiKaibHMI 1neHTU(ikaTop UDI-DI BHpoOY,
BHeceHuil A0 Oasu nmanux UDI 3rigHo 3 myHkramu 142-145 mporo TexHigyHOTO
pernamenTy. SIKII0 MpU3HAYCHU OpraH BUAAB cepTU(]IKAT 3TiAHO 13 MyHKTaMu 222-
226 uporo TexHIYHOTO peraamMenTy, y cepTudikaTi BUTBHOTO MPOJaKy TTOBUHEH OyTH
3a3HAYEHUI YHIKaJIbHUI peecTpaliiiHuil HoMep cepTU(IKATY, BUTAHOTO PU3HAYECHUM
OpraHoMm, sIK 3a3Ha4eHo y MyHKTi 3 po3auny Il nogatky 12.

235. 3 ypaxyBaHHSAM MpakThku €Bporneiickkoro Coro3y 13 3a3HaYCHUX MMUTAHb
MO3 y BCTaHOBJIEHOMY MOPSAKY BU3HAYa€ BUMOTHU JO O(GOPMIICHHS Ta 3MICTY
(Mogenn) cepTudikaTiB BUIBHOTO MPOJIAXKY .

KJIHIYHE OIIIHIOBAHHSA TA KJITHIYHI JOCJLKEHHSA

Kainiune oniHIOBaHHSA

236. JlemoHCTparlisi BiAMOBIMHOCTI 3aCTOCOBHUM 3arajjbHUM BHMOTaM 3
0e3meyHoCTI Ta €(PEeKTUBHOCTI, BCTAHOBJIEHUM Yy JOAATKY 1, MpU HOpMaJIbHUX yMOBax
BUKOPHUCTaHHA BUPOOY 3a LIIbOBUM MTPU3HAYEHHSIM, a TAKOK OLIIHIOBAHHS HEOaX)aHUX
no01YHUX €(EeKTIB 1 MPUUHATHOCTI CIIBBIJHOIIECHHS KOPUCTb-PU3HK, 3a3HAYEHOTO Y
nyHkrTax 1 ta 8 qonarky 1, HOBMHHI IPYHTYBaTUCA Ha KIIHIYHUX JAHUX, 10 HAJIAIOTh
JIOCTaTHI KJIHIYHI JOKa3W, B TOMY YHCJHI, SKIIO 3aCTOCOBHO, BIJMOBIIHUX JaHUX,
3a3HAYCHHX y JOJATKY 3.

BupoObHuKk TOBMHEH BKa3aTH 1 OOTPYHTYBATH pIBEHb KIIHIYHUX JIOKa3iB,
HEOOXITHUHN JISI TEMOHCTpAIlii BiMOBITHOCTI 3aCTOCOBHUM 3arajbHUM BHMOTaM 3
oesneyHocTi Ta e(PexkTUBHOCTI. Takuil piBeHb KIIHIYHUX JOKa3iB MOBUHEH OyTH
BIJIMOBITHAM 3 YpaxXyBaHHSIM XapaKTEPUCTUK BUPOOY 1 HOTO IIJILOBOTO MPU3HAYCHHSI.

VY 3B’S13Ky 3 IMM, BUPOOHUK MMOBUHEH IJIaHYBAaTH, MPOBOJAUTH 1 TOKYMEHTYBaTH
KJIIHIYHE OIL[IHIOBAHHS 3TiAHO 3 MyHKTamMu 236-247 uporo TexHIYHOTrO perjiaMeHTy i
yacThUHOIO A nonarky 14.

237. Ilepen KIIHIYHUM OLIIHIOBAaHHSM Ta/a00 JOCIIKEHHSIM YCiX BUPOOIB Ki1acy
III Ta BupoOiB kiacy b, 3a3HaueHux y miANYHKTI 2 NyHKTY 215 mporo TexHiyHOTO
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perJamMeHTy, BUPOOHMK MOKE IMPOKOHCYJIBTYBAaTHCS 3 EKCIEPTHOIO TPYIOI0, SK
3a3HaueHo y myHkTax 405-417 nporo TexHIYHOTO periaMeHty, 3 METOIO Meperisiay
3allJIJaHOBAHO!1 CTpaTerii KIIHIYHUX JOCTIDKEHb Ta MPOIMO3UIINA MO0 KIIHIYHHX
JOCTIPKeHb BUPOOHHKA. BUpOOHMK TOBMHEH HaNeXHUM YHHOM BpaxoBYBaTH
BHCHOBKH Tpymu ekcrepTiB. Lli BUCHOBKY MOBUHHI OyTH 33J0KyMEHTOBaHI y 3BiTi 3a
pe3ylbTaTaMH KITHIYHOTO OI[IHIOBAHHS, 3a3HAYCHOMY Y MMyHKT1 246 11010 TeXHIYHOTO
pEerIaMeHTy.

BupoOHuk He Moke mnocuiaTucs Ha OyAb-iKl MpaBa II0J0 BHCHOBKIB,
BHUCJIOBJICHMX C€KCIIEPTHOIO TPYIIOIO, Yy 3B’S3Ky 3 OyIb-IKOI Mai0yTHHOIO
MPOIIEAYPOIO OIIHKH BiAMOBITHOCTI.

238. KniniyHe OIIHIOBaHHS MPOBOJATH 32 BH3HAUCHOIO 1 METOAOJIOTTYHO
O0OTpYHTOBAHOIO MPOLIETYPOIO, IO IPYHTYETHCS Ha:

1) KpUTHYHOMY OIIIHIOBaHHI BIJMOBIAHOI HAYKOBOi JIiTepaTypH, IO Hapasi
JOCTYITIHA, IOA0 0€e3MeYHOCTI, €()EKTUBHOCTI, XapaKTEPUCTUK MPOEKTY Ta LIOBOIO
pU3HAYEHHS BUPOOY 32 YMOBH TOTPUMAHHS TaKUX YMOB:

- MPOJIEMOHCTPOBAHO, 1[0 BUPIO, SIKUM MPOXOIUThH KI1HIYHE JOCIIIKEHHS
3a I[UIbOBUM MPU3HAYEHHSIM, € €KBIBAJIEHTHUM BHUPOOY, SIKOTO CTOCYIOThCS Takl JaHi,
BIJIOBIJTHO /10 MYHKTY 3 yacTHUHU A noaatky 14, ta

- JaH1 HaJEKHUM YMHOM JE€MOHCTPYIOTh BIANOBIAHICTH 13 3aCTOCOBHUMH
3arajJlJbHUMU BUMOTaMH 3 O€3MEYHOCTI Ta €PEKTUBHOCTI;

2) KpUTHUYHOMY OLIHIOBaHHI pe3yJbTaTIB yCIX JOCTYNMHHUX KIIHIYHUX
JOCITIJIKEHB, 13 HAJICKHUM BPaXyBaHHSAM TOTO, YM MPOBOJUIIUCS TaKl JOCIIIKCHHS
3rigHo 3 myHKTamMu 248-316 mporo TexHIYHOTO perjameHTy, OyIb-sIKHMU aKTamH,
MPUHHATHMH BIATMOBIIHO 10 MyHKTY 317 mboro TeXHIYHOro periiaMeHTy Ta J0JaTKy
15;1

3) BpaxyBaHHI JOCTYIMHHUX aJbTEPHATUBHUX OMIIM JIKyBaHHS JJIsl 3a3HAYEHOI
11111, 32 HASBHOCTI.

239. YV Bumanky BUpOOiB, SKi IMIUIAHTYIOTh, Ta BUpoOiB kiacy III, moBuHHI
MPOBOJAUTHUCH KJIIHIYHI JOCIIJPKEHHS, 32 BUHSITKOM BUIIAJIKIB, KOJIU:

- BUPI0 OyJi0 po3pobIieHo nuIsiXxoM Moaudikallii BUpoOy, BXKe BBEIEHOTO B 00IT
Ha PUHKY OJTHUM 1 TUM CaMUM BUPOOHUKOM;

- BUPOOHMK JIOBIB €KBIBaJIEHTHICTh MOAM(IKOBAHOTO BUPOOY 70 BUPOOY, IO
3HAaXOJUTHCS HA PUHKY, BIAMOBIIHO 0 MyHKTY 3 yacTUHU A nonatky 14, 1 sxuil OyB
BXKE CXBaJICHUI MPU3HAYEHUM OPTaHOM;

- KJIIHIYHE OI[IHIOBaHHS BHPOOY, IO BXKE BBEACHHUI B 00Ir, B JOCTATHIN Mipi
JEMOHCTPYE BIAMOBIAHICTE MOAM(DIKOBAHOTO BHPOOY BIAMOBIAHUM BUMOTaM 3
6e3meyHocTi Ta e(PEeKTUBHOCTI.

VY Takomy BHUIAIKy NPU3HAYCHUN OpraH TMOBHHEH IMEPEBIPUTH, YU IUIAH
nocTMapkeTuHroBoro kiiHigHoro Harysiny (PMCF) e BianmoBigHMM Ta HasBHICTH Y
HbOMY TIOCTMApKETMHTOBUX JIOCTI/DKEHb JUIs JeMOHCTpallii Oe3meyHoCTI Ta
e(EeKTUBHOCTI BUPOOY.
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KpiM Toro, KIiHIYHI AOCTI[DKEHHS HE MOTPIOHO MPOBOJUTH Y BHUMAAKAX,
3a3HaueHUX y MyHKTi 241 115010 TeXHIYHOTO periaMeHTy.

240. BupoOHuk BupoOy, €KBIBAJICHTHICTh SKOTO JOBEJEHA IMIOA0 BUPOOY, IO
BXKE BBEJICHUI B 00Il, aje HE BUTOTOBISIETHCA IIMM BUPOOHHKOM, MOXKE TaKOX
BpaxoByBaTH MyHKT 239 11010 TeXHIYHOTO periaMeHTy AJIs TOTo, 100 HE TPOBOAUTH
KJIIHIYHE JOCTIIKEHHS 32 YMOBH JOTPUMAaHHS HIKYE HABEJCHHX yMOB, Ha JI0JIaTOK
710 THX, 110 BUMAararoTbcs y MyHKTI 239 115010 TeXHIYHOTO perIaMeHTy:

- MDK JBOMa BUPOOHHMKAMH YKJIAJCHO JOTOBIp, SKHH TMPSMO J03BOJISIE
BUPOOHHKY JIPYroro BUPOOy OTPUMYBATH ITOBHUK JOCTYII IO TEXHIYHOT JIOKYMEHTAITii
Ha IIOCTIMHIN OCHOBI; Ta

- MOYaTKOBE KJIIHIYHE OLIHIOBaHHSA OYyJIO MPOBEJCHO BIJAMOBIAHO IO BUMOT
11boro TeXHIYHOTo periamMeHTy, 1 BAPOOHHK JPyroro BUpoOy HaJae MPU3HAYCHOMY
OpraHy 4iTKi JIOKa3d BUKOHAHHS ITUX BUMOT.

241. Bumora o0 MpoBeACHHS KIIHIYHUX JTOCTIKCHD BIATOBIAHO 0 MYHKTY
239 1poro TexXHIYHOTO PETIAMEHTY HE 3aCTOCOBYETHCA 10 BUPOOIB, K1 IMIIAHTYIOTb,
Ta BUpoOiB kiacy III:

1) sixi Oynm 3aKOHHO BBEJIEHI B OOIr ab0 B €KCIUIyaTallil0 BIJMOBIAHO [0
TexHIYHOro periaamMeHTy WMIOA0 MEAMYHUX BHPOOIB, 3aTBEPIKEHOIO MOCTAHOBOIO
Kabinery MinictpiB Ykpainu Big 2 x0BTHA 2013 p. Ne 753 (OdiuiitHuil BiCHUK
VYkpainu, 2013 p., No 82, ct. 3046), Ta TexHIUHOrO periiaMeHTy MHI0JI0 AKTUBHUX
MEIUYHUX BUPOOIB, 5Kl IMIUIAHTYIOTh, 3aTBEpKEHOro MocTaHoBow KabiHeTy
MinictpiB Ykpainu Bix 2 xoBTHS 2013 p. No 755 (Odiuiiinuit BicHuk Ykpainu, 2013
p., Ne 82, cr. 3048), 1o HaOpaHHS YMHHOCTI IMM TEeXHIYHUM PETJIAMEHTOM Ta KIIHIYHE
OIIIHIOBAHHSI SIKUX:

- TPYHTYEThCS Ha JOCTATHIX KIHIYHUX JIaHUX, Ta

- BIJNOBIJIa€ 3aCTOCOBHUM JUISl KIIIHIYHOTO OIIHIOBAHHS TaAKOTO BHUIY BHPOOY,
cnenuiyHUM 1)1 IpoAyKIli 3aranbHuM crenudikaiism (CS), 3a HaAIBHOCTI TaKUX
3aranbHuX cnenudikaiiii (CS); ado

2) SKI € UIOBHUMHM Marepiaiamu, ckoOamH, 3yOHHMH MIOMOamu, 3yOHUMU
OpekeramMu, 3yOHMMH KOPOHKaMHU, TBHHTaMH, KJIMHAMH, IUIACTUHAMHU, APOTaAMH,
mTudTamu, 3aTUCKayaMu a0o 3’ €/IHyBauYaMu, KJIIHIYHE OI[IHIOBAHHS IKUX IPYHTY€EThCS
Ha JOCTATHIX KJIHIYHUX JaHHUX Ta BIANOBIIA€ 3aCTOCOBHUM CHELIaJIbHUM 3arajbHUM
cnerudikaiisaM (CS), 3a HAsIBHOCTI TakuX 3arayibHuUX crienudikartiii (CS).

242. Bunagku, konu nTyHKT 239 mporo TexHIYHOTO perjamMeHTy He
3aCTOCOBYIOTb, OCKIJIBKU 3aCTOCOBY€ETHCS MyHKT 241 1boro TeXHIYHOTO perjIaMeHTy,
MOBUHHI OyTH OOTPYHTOBaHI BUPOOHUKOM Y 3BITI MPO KITTHIYHE OI[IHIOBAHHS Ta Y 3BiTI
IPU3HAUYEHOTO OPraHy 3a pe3ysbTaTaMu KIIHIYHOTO OLIHIOBaHHS.

243. Y Bunaaxky BupoOiB, SKi HE MAIOTh IUJIOBOTO MEIUYHOTO MPU3HAYCHHSI,
nepesiyeHnux y 104aTKy 16, BUMOTY IIOA0 AEMOHCTpaLii KJIiHIYHOT KOPUCTI 3TiTHO 3
nyHktamu 236-319 nporo TexHiYHOTO periiaMeHTty Ta gojatkamu 14 1 15, Toymauats
SK BUMOTY IIIOJI0 JIEMOHCTpAIlil eKCIUTyaTallliHuX XapakTepucTUK BUpoOy. KiiHiuHe
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OLIIHIOBaHHS TaKoi MPOAYKIi MOBUHHO I'PYHTYBAaTHCS HA BIAMOBIIHUX JaHUX IOI0
0e3MeYHOCTi, BKIIOYAOUM JlaHI IMOCTMApKETHHTOBOTO Harisay (post-market
surveillance), moctmapketuaroBoro KiaiHigHOTO Harasiay (PMCF) ta, ae me MoximBo,
cnenuiyHuX KIIHIYHAX JOCHiMKeHb. KInHIYHI JOCHIIHKEHHS TaKoi MPOMYKIIl
IPOBOJAATH Y BCIX BUMAJAKAaX, OKPIM BUPOOIB, JJIs SKHX HAJICKHUM YHHOM MOKHA
OOTPYHTYBaTH BUKOPWCTAHHS HAasSBHUX KIIHIYHHUX JAHWX aHAJIOTIYHOTO MEIUYHOTO
BHUPOOY.

244. He nopy1miyro4u MojoKeHb MyHKTY 239 11pboro TeXHIYHOTO periiaMmeHTy,
SKIO JIGMOHCTPAIIIF0 BUIMOBIJHOCTI 3arajJbHUM BHMOTaM III0JI0 O€3MeKH Ta
eKCIUTyaTalllfHUX XapaKTepUCTUK Ha OCHOBI KIIHIYHUX JaHUX BBAXAEThCS
HEJIOpEYHOI0, Mae OyTH HaJlaHe HaJleKHE OOIPYHTYBaHHS Takoro BUHATKY. Lle
OOTpYHTYBaHHsSI TIOBMHHO 0a3yBaTHuCs Ha pe3yJbTaTax yOpaBIiHHS pU3HKAMU
BUPOOHHMKOM Ta BPaxOBYBaTH criel(iKy B3a€EMO/I1i BUpOOY 3 JIIOACHKUM OPTraHi3MOM,
MO0 3aIJIaHOBaH1 KIIIHIYHI XapaKTEPUCTUKH Ta 3asBJIEHI BAPOOHUKOM BIACTHBOCTI.

VY TakoMy BHUIAJKy BUPOOHUK MOBUHEH HAJICKHUM YUMHOM OOIPYHTYBaTH B
TEXHIYHIM JJOKYMEHTAaIlll, 3a3Ha4eHI1i y JOAATKy 2, YOMY BIH BBaXKae€, 110 JIOBEJICHHS
BIIMOBIHOCTI  3arajJibHUM BUMOTaM IIOJI0 O€3MeKH Ta eKCIUTyaTaliitHuX
XapaKTEPUCTHK, 3aCHOBaHA BHKJIIOYHO Ha pe3yjbTaTax JAOKIIHIYHUX METO/IIB
BUNPOOYBaHb, BKJIIOYAIOUM OI[IHKY EKCIUTyaTalliHUX XapaKTepUCTHUK, JaOOpaTOpHI
BUMNPOOYBaHHS Ta JOKJIIHIYHE OI[IHIOBAHHS, € JIOCTaTHHOIO.

245. KiiHiYyHEe OIlIHIOBAaHHS Ta WOTO JIOKyMEHTAIllsl MOBUHHI OHOBJIIOBATHUCS
MPOTATOM BCHOTO JKUTTEBOTO IMKIY BIAMOBIIHOTO BUPOOY KIIHIYHUMH JaHUMH,
OTPUMaHUMH B PE3yJIbTaTl BIPOBAIKECHHS IJIAHY MOCTMAPKETUHTOBOTO KIIIHIYHOTO
Harsany (PMCF) BupoOHuka 3rimHo 3 yactuHoio b nmomatky 14 Ta 1utanom
MOCTMapKETUHTOBOTO Harjsiay (post-market surveillance), 3a3Hauenoro y myHkTi 324
11bOTO TEeXHIYHOTO pPeraMeHTy.

Hnst BupoOiB kiacy III Ta BupoOiB, sIKI IMIUIAHTYIOTh, 3BIT MPO OLIHKY
nocTMapkeTuHroBoro kjiiHiuHoro Harsiay (PMCF) Tta, 3a HeoOXigHOCTI, pe3toMe 3
0e3mevHoCTi Ta KIIiHIYHOI e(eKTUBHOCTI, 3a3HadeHe y myHkTax 157-159 mporo
TexHIYHOTO pErjiaMeHTy, OHOBJIIOIOTh Ha OCHOBI 3a3HAYEHUX JAHUX ILIOHAMEHIe
OJIMH pa3 Ha pIK.

246. KniniyHe OIIHIOBaHHS, HOTO Pe3yJIbTaTH Ta KIIIHIYHI JOKa3H, OTPUMaHi 3a
Horo pesyibTaTamy, NMOBUHHI OyTH 3aJOKYMEHTOBaHI y 3BITI 3a pe3yjibTaTaMu
KJIIHIYHOTO OIIIHIOBAHHS, SIK BCTAHOBJIEHO IMMYHKTOM 4 YacTWUHU A nojatky 14, skwuii
OKpiM BHpOOiB, BUTOTOBJICHUX Ha 3aMOBJICHHS, € YACTUHOIO TEXHIYHOI JOKyMEHTAIIi1
BIJIOBITHOTO BUPOOY, 3a3HAUCHO1 B JJOJIATKY 2.

247. Komu 1ie HeoOXigHO s 3a0e3reyeHHsT YyHI(DIKOBAHOTO 3aCTOCYBaHHS
nonatky 14, MO3 3 ypaxyBaHHAM TpakTUK €Bpomeicbkoro Coro3y 13 3a3HaYeHUX
OUTaHb Ta 3 HAJIEKHUM BpaxyBaHHSAM HayKOBO-TEXHIYHOTO IIPOrpecy MOKe
YXBaJIIOBAaTH HOPMATUBHO-TIPABOBI aKTHM B MeXaX, HEOOXIAHMX [Jisi BUPIIICHHS
MUTaHb, OB’ I3aHUX 13 PO301KHOCTAMHM Yy TIIyMau€HH1 1 TPAaKTUYHOMY 3aCTOCYBaHHI.
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3arajibHi BUMOTIH /10 KJIIHIYHUX T0CTi/I2KeHb, 1[0 POBOAATHCS /I
JAeMOHCTpauii BiANoBigHOCTI BUPOOIB

248. KiiHi4H1 AOCTIKEHHS TOBUHHI OYTH CIIPOEKTOBAaHI, CXBaJICH1, IPOBEJICHI,
3aJJTOKyMEHTOBaH1 Ta 3BITOBaHI1 BIAMOBITHO A0 MyHKTIB 255-316 1poro TexHiyHOTO
pErJIaMeHTy, Ta MMPaBUJI 1 TPOLIETYPHUX aCMEKTiB, BCTaHOBICHHNX MO3 BIAMOBIIHO 110
nyHkTy 317 nporo TexHIWHOro periaMeHTy, Ta JOAaTKy 15, Kol Taki KJIIHIYHI
JTOCITIDKCHHSI TPOBOJIATh Y KOHTEKCTI KJIIHIYHOTO OIIHIOBAaHHS 3 METOI0 OIlIHKH
BIIIIOBIIHOCTI JUISA OHIET 200 KIJIbKOX 3a3HAUYEHUX HIDKYE I[1JIEH:

1) 1 BCTaHOBIEHHS Ta TMEPEBIPKM TOrO, L0 3a HOPMAJIbHUX YMOB
BUKOPHUCTAHHS BHUPIO CIIPOEKTOBAHO, BUTOTOBJIEHO Ta 3allaKOBAaHO Yy CHOCIO, SIKUU
poOUTH MOTO NPUIAATHUM AJIs OJHIET YU KUIBKOX KOHKPETHUX LIJIEH, IepepaxoBaHUX y
nianyHkTi 38 myHkty 18 mporo TexHiuHOro perimameHTy, 1 3abes3medye 3asiBICHI
BUPOOHHMKOM EKCILTyaTalliHl XapaKTepUCTUKH;

2) nns BCTAHOBJICHHS Ta MEPEBIPKU KIIHIYHOI KOPHUCTI BUPOOY, SIK 3a3HAYEHO
HOro BUpOOHUKOM;

3) nns BCTAHOBJIEHHS Ta IEPEBIPKM KIIHIYHOI O€3MeYHOCTI BUPOOYy Ta
BU3HAUYCHHS OyAb-SKHX HeOaKaHMX NOOIYHUX €QEeKTIB 3a HOPMAJIBHHUX YMOB
BUKOPUCTaHHS BUPOOY, a TAKOK BU3HAUEHHS TOTO, YA CTAHOBIISATh BOHU MPUNHATHUN
PHU3HK 13 ypaxXyBaHHSAM OYiKyBaHOI KOPUCTI BUPOOY.

249. SIk1o crnoHCOp KIIHIYHOTO JOCHIKEHHS € HepEe3UACHTOM Y KpaiHu, BiH
3000B’s13aHUN 3a0€3MEYUTH HASBHICTH (DI3UYHOI a00 IOPUIUYHOI 0COOU-pEe3UaCHTA
VYkpainu B IKOCTI HOTO IOPUIUYHOTO TIPEICTaBHUKA. TaKuil FOpUIUMYHUMN PEJCTAaBHUK
HECEe BiINMOBIIAIBHICTh 32 JIOTPUMAHHS CIIOHCOPOM 3000B’S3aHb BIJMOBIAHO 3a UM
TexHIYHUM perIaMeHTOM Ta € aJpecaroM Yclel KOMYHIKalii 31 CIOHCOPOM,
nependayeHoi UM TeXHIYHMM perjiaMeHTOM. byjb-fika KOMYyHIKalis 3 TakKuM
3aKOHHUM MPEJICTABHUKOM BBAXKAETHCS KOMYHIKAIIIE€IO 13 CHIOHCOPOM.

250. KniniuHi 1ociKeHHsI TOBUHHI OyTH pO3p00JIeH] Ta MPOBOIUTHUCS B TAKUH
cnoci0, mo0 3a0e3neunTH 3aXHUCT MpaB, OE3MEeKH, TIHOCTI Ta 100poOyTy CyO’€KTIB,
K1 OepyTh Y HUX Y4acTh, Ta IXHIO IPIOPUTETHICTh HAaJ BCIMA IHIIMMU IHTEpECAMHU, a
TAKOX HAyKOBY MIJITBEPDKEHICTh, HAAIMHICTh Ta OOIPYHTOBAHICTh OTPUMAHUX
KIIHIYHUX JaHUX.

Komiaigal gqocmipKeHHs MiyIaraloTh HAYKOBIM Ta €THYHIN excrepTtu3i. ETnuny
eKCIIEePTU3Y 3A1MCHIOE KOMITET 3 MUTaHb €TUKH 3T1JIHO 13 3aKOHOAaBCTBOM. Mae OyTu
3a0e3mnedeHa BiJIMOBITHICTh TMPOIEAYP MEPEBIPKH, K1 MPOBOASATH KOMITETH 3 MUTaHb
€TUKH, TPOLEAypaM 3 OIlIHKH 3asB MPO AaBTOPHU3AII0 KIIHIYHUX JOCHIIKCHb,
BCTAHOBJICHUM Yy LIbOMY TeXHIYHOMY perjiaMeHTi. B eTuuHili ekcrepTu3l MOBHHEH
OpaTy y4acTh MOHAWMEHIIIE OJMH HECTICIIaTICT.

251. KniniuHe AOCHIKEHHS, 3a3HadeHe B NyHKTI 248 nporo TexHIYHOTrO
periaMeHTy, MOXHa TMPOBOJAUTH 3a YMOBHU JOTPUMAHHS YCiX 3a3HAYCHUX HUKYE
BUMOT:

1) KIiHIYHE JOCHIKCHHsS CXBajJeHe B YKpaiHi, BIIMOBIAHO JO BHUMOT I[OTO
TexHIYHOTO perJaMeHTy, SIKII0 He nepeadayeHo 1HIIE;
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2) KOMITET 3 NUTaHb CTUKM HE HaJaB IIOJO0 KIIHIYHOTO JOCIIKCHHS
HETaTUBHOTO BUCHOBKY;

3) cIoHCOp € pe3uIeHTOM Y KpaiHu, a00 MPU3HAYNB FOPUAMIHOTO MTPEICTABHUKA
10 yHKTY 249 1poro TeXHIYHOTO peraaMeHTy;

4) BpaznuBI Tpynu HaceleHHS Ta CyO'€KTHM 3axWIIEHI y BIAMOBIIHOCTI 3
nyHKTamu 262-269 1nporo TexHIYHOTO periaMeHTy;

5) odikyBaHa KOPUCTh JIJIs Cy0'€KTIB JTOCIIHPKEHHS a00 TPOMaJIChKOTO 37J0POB's
BUIMPABJOBYE TMepeadadyBaHl PU3MKKA 1 HE3PYYHOCTI, a JOTPUMaHHS I1€] YMOBH
MOCTIHHO KOHTPOJIOETHCS,

6) cy0’ext abo, SKIO0 CyO’€KT HE 3AaTHUN NaTh 1HGOPMOBaHY 3rojy, HOro
3aKOHHO MPHU3HAYCHUN TIPEJCTaBHUK, HaJaB iHPOPMOBAHY 3rOJy 3TiHO 3 MyHKTaMH
255-261 niboro TexHIYHOTO perjJaMeHTy;

7) cy0’exTy abo, SIKIIO Cy0’€KT HE 37aTHUI HagaTu 1HPOPMOBaHY 3rojy, HOTo
3aKOHHO IMPU3HAYEHOMY MIPEACTABHUKY, OyJia HaJJaHa KOHTAKTHA 1H(OopMalis 3aKiay,
B IKOMY, 32 HEOOXI1JTHOCTI, MOK€ OyTH OTpuMaHa OyAb-sKa JOJAaTKOBa iH(OpMAaIlis;

8) rapaHToBaHI mpaBa cy0’ekTa Ha (i3WYHY 1 NCUXIYHY HEJOTOPKAHHICTD,
HEJOTOPKAHHICTh MPUBATHOTO >KUTTSA Ta Ha 3aXUCT JAHUX, IO HOTO CTOCYIOTHCH,
3r1IHO 13 3aK0HOM YKpainu «IIpo 3aXucT nepcoHAIbHUX AaHUXY;

9) KiiHIYHE JOCIIIKEHHS po3po0JIeHe TAKMM YHHOM, 11100 MiHIMi3yBaTH OiJb,
nuckoMdopT, cTpax Ta Oylb-AKi 1HII TmependadyBaHi PUBMKU I CyO'€KTiB, a
MOPOTOBHI PIBEHb PHU3HKY Ta CTYIiHb AUCKOMMOPTY YITKO BHU3HAYEHI Yy IUIAHI
KJIIHIYHOT'O JOCIIJKEHHS Ta TIOCTIHO KOHTPOJIIOIOTHCS;

10) MemuuHuii JOTIAM 3a CyO’€KTaMH TIOKJIAJCHO Ha HAICKHUM YHUHOM
kBamidikoBaHoro Jikaps a0o, Yy BIANOBIIHUX BHUIAJKaX, KBali(hiKOBAHOTO
cTOMAaTojora 4u Oy/ab-sKy 1HIIY 0CO0Yy, YIOBHOBa)XXEHY 3T1JTHO 13 3aKOHOJAaBCTBOM
3A1MCHIOBATH MEIUYHUI JOTJIS 3a HAL[IEHTAMU B XO/1 KJIIIHIYHOT'O JTOCIIIKEHHS,

11) Ha cyO’exkrta abo, [KIOI0O 3aCTOCOBHO, HOro 3aKOHHO MPHU3HAYEHOTO
NpEeJCTaBHUKAa HE YHMHATh HEHAJEXKHOTO BIUIMBY, B TOMY 4YHUCIl (DIHAHCOBOIO
XapakTepy, A y4acTl y KIHIYHOMY JOCIIJKEHHI;

12) BiAMOBIAHI JOCTIKYBaHI BUPOOU BiMOBIIaIOTh 3aCTOCOBHUM 3arajbHUM
BUMOraM 3 O€3MeYHOCTI Ta €(EKTUBHOCTI, BCTAHOBIEHUM Yy JAOJATKy 1, OKpiMm
aCIEeKTIB, OXOIUICHUX KITHIYHUM JOCIIKEHHSM, 1 II0JI0 TAKKX aCTEKTIB 0YyJIO BXXHUTO
yCiX 3amoODKHUX 3aX0[l1B, HEOOXITHUX JJIS 3aXHCTY 3/10pOB’sl Ta O€3MEKU CyO’ €KTIB.
[le BxirOUae, 3a HEOOXITHOCTI, TEXHIUHI Ta 010JOTIYHI BUMPOOYBaHHS OE3MEYHOCTI,
JOKJIIHIYHE OIIHIOBAHHS, a TaKOX 3axoau y cdepi oXOpoHHU Tpaill Ta 3arnoOiraHHs
HEIIACHUM BUMAJKaM, 3 ypaXyBaHHSIM Cy4acHOTO PiBHS PO3BUTKY HayKH 1 TEXHIKH;

13) noTpumaHi BUMOTH I0AaTKy 15.

252. byab-skuii cy0’eKT abo, SIKIIO CyO’€KT HE 37aTeH HajaTu 1HPOPMOBaHY
3rojly, HOr0 3aKOHHO NMpU3HAUEHUH MPEACTaBHUK, MOXe 0e3 OyIb-IKUX HEraTUBHUX
HAcHiAKIB 1 0e3 Oyap-SKMX MOACHEHb Yy OyIb-SKU Yac NPUNUHUTH y4acTb Y
KJIIHIYHOMY JOCJIIJKEHHI, BIJKIMKABIIM CBOI 1H(MOpPMOBaHy 3rofy. BinknukaHHs
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iH(opMOBaHOI 3roM HE BIUIMBAE HA PaHIIIEe MPOBEACHI 3aXOAW Ta BUKOPUCTAHHS
JaHUX, OTPUMAHMX Ha MiJIcTaBl 1H(HOPMOBAHOT 3r0AM 10 ii BiIKIUKAHHS.

253. HocnignukoM Mae OyTu oco0a, sika 3iHCHIOE TpodeciiiHy MisIbHICTD,
BOJIO/Ii€ KBami(iKali€ro A BUKOHAHHS (QYHKIIN TOCTIAHUKA Y 3B’SI3KY 3 HasBHICTIO
HEOOX1THUX HAyKOBUX 3HaHb 1 JOCBIAY B JIOTJSAAL 3a MainieHTamMu. [HImMii mepcoHan,
3ay4yeHUil J0 MPOBEIEHHS KIIHIYHUX TOCIHIIKEHb, MOBUHEH MaTH JOCTATHIO AJIS
3MIMCHEHHS CBOIX 3aBJaHb KBaJi(ikallito, MiaTBEPIKEHY OCBITOIO, MIATOTOBKOIO 200
JIOCB1JIOM POOOTH Yy BIAMOBIAHIM ragy3l MEIWIMHU Ta BUKOPUCTAHHI BIJIMOBIIHOI
METOJI0JI0T11 KIHIYHUX TOCIIIKEHD.

254. YcraHOBHM, B SKHUX MPOBOAUTUMYTH KIIHIYHI JIOCTIHPKEHHS, MOBUHHI
MIXOIUTH JIJIS1 TPOBEACHHS TaKUX JOCITIKEHB 1 OyTH MO1IOHUMU 10 YCTaHOB, Y SIKUX
IJIAaHYIOTh BUKOPHUCTOBYBATH BUPOOH.

IngopmoBana 3roaa

255. IndopmoBana 3roga moBuHHA OyTH odopmiieHa y MHCBMOBINA (opwmi,
JlaTOBaHa Ta MIJANKCaHa 0CO00I0, sIKa MPOBOJIUTH IHTEPB’I0 BKa3aHE y MIAMYHKTI 3
OYHKTY 256 11010 TeXHIYHOTO periiaMeHTy, a TaKoX cy0’ €KToM abo, SKIIO Cy0’ €KT
HE 3/IaTHUI HaJAaT! iIHPOPMOBaHY 3TO/y, HOTO 3aKOHHO MPU3HAYEHUM MPEACTABHUKOM
HiCHsT HAJeKHOTO 1HQOPMYBAHHS 3TiTHO 3 MYyHKTOM 256 1mporo TexHIYHOTO
persiaMeHTy. Ko cy0’eKT He B 3MO31 ITUCATH, 3roJa MOKe OyTH HaJlaHa 1 3alMucaHa
3a JIONOMOIOI0 HAJEKHUX aJlbTEPHATUBHUX 3aCO0IB y MPHUCYTHOCTI IIOHAWMEHIIEe
OJTHOTO HE3aJIeKHOTO CBIJKA. Y TaKOMY BUIAAKY CBIIOK HIAMHUCYE 1 JaTy€ JOKYMEHT
npo iHpopmoBaHy 3roay. Cy0’exkty abo, SKIIO CyO0’€KT HE 3JaTHUH HaJaTH
iH(opMOBaHy 3rojy, HOTO 3aKOHHO MPU3HAYCHOMY MPE/ICTABHUKY HAJIal0Th KOO
JIOKyMEHTa ab0 3amucy, 3aJIe’KHO BiJ] 0OCTaBHH, B SIKMX OyJi0 HaJgaHO 1HPOPMOBAHY
srony. IHpopMoBaHa 3roga MOBMHHAa OyTH 3aJoKyMeHTOBaHa. [lyisi yXxBasieHHsS
pIIEHHS MPO YYacTh Yy KIIHIYHOMY JOCHIDKEHHI CYO’€KTy YW MOro 3aKOHHO
pU3HAYEHOMY TPEICTAaBHUKY TIOBUHHA OYTH HaJlaHa JOCTATHS KiTBKICTh Yacy.

256. Tadopwmarris, sky HamarTh CyO €KTy, abo0, SKIIO CyO’€KT HE 3MaTHHM
HajaTu 1H(OPMOBaHY 3roay, HOro 3aKOHHO MPU3HAYEHOMY MPEACTABHUKY, 3 METOIO
OTPUMAaHHA KOTo 1H()OPMOBAHOI 3011 TOBUHHA!

1) HagaBaTM CyO’€KTy YW MOro 3aKOHHO NPU3HAYEHOMY NPEICTaBHUKY
MO>KJIUBICTb 3PO3YMITH:

a) XapakTtep, I, KOPUCTb, HACHIJKK Ta PHU3UKH Ta HEAONIKA KIIHIYHUX
JIOCITIJIKEHB, @ TAKOXK MOB’s3aH1 3 HUMHU HE3PYYHOCTI;

0) mpaBa cy0’ekTa 1 BIAMOBIIHI TapaHTIi MO0 WOTO 3aXUCTy, 30KpeMa MpaBo
BIJIMOBUTHCS BiJI y4acTi 1 MPaBO MPUMUHUTH Y4acTh y KIIIHIYHOMY JTOCIIJPKEHHI B
Oynp-sikuii yac 6e3 Oyab-SKUX HETaTMBHUX HACTIAKIB 1 0€3 HEOoOXITHOCTI HaJaHHS
OyIb-SIKHX TTOSICHEHB;

B) YMOBHU MpPOBEAEHHS KIIHIYHMX JIOCHIIKE€Hb, Y TOMY YHCIl OYIKYBaHY
TPUBAJICTh Y4acTl Cy0’€KTa y KIHIYHOMY JOCIIKEHHI; Ta
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I') MOXJIMBI1 aIbTEPHATUBHI BaplaHTH JIIKYBaHHS, B TOMY YHCJI1 HACTYIIHI 3aXO0/IH,
SIKILIO Y4acTh Cy0’ €KTa B KIIHIYHOMY JTOCIIIKEHHI Oy/1e MPUTTUHEHO;

2) OyTu TIOBHOIO, JAKOHIYHOIO, YITKOIO, BIAMOBITHOIO 1 3PO3YMLUIOIO IS
cy0’exTa ab0 HOT0 3aKOHHO MPU3HAYECHOTO MPEICTABHUKA;

3) OyTd HamaHOW TIiJ Yac TOMEPEIHHLOTO IHTEPB’IO 13 UYJICHOM JOCIITHOI
KOMaH/IM, IKMI Ma€e HaJlexKHy KBaTi(hiKallito 3riIHO 13 3aKOHOaBCTBOM;

4) MICTUTH BIJIOMOCTI TMPO 3aCTOCOBHY CHCTEMY BINIIKOIyBaHHS IIIKOJIH,
3a3HauveHy B myHKTax 270-271 miporo TexHIYHOTO periaMeHTy; Ta

5) MICTUTH YHIKQUIBHUN €IUHUN 11eHTU(IKAIIHHNNE HOMEpP KJIIHIYHOTO
JTOCITIKEHHS, BKa3aHUi y MyHKT1 272 11boro TexXHIYHOro perjaMeHTy, Ta BiJJOMOCTI
PO JOCTYIHICTh PE3YyJIbTATIB KIIHIYHUX JOCHIIHKEHB 3TiAHO 3 MyHKTOM 260 1boro
TexHIYHOTO perlaMeHTYy.

257. Indopmairisi, 3a3HadeHa B MyHKTI 256 11boro TeXHIYHOTO periiamMeHry,
NOBMHHA OYyTH MIArOTOBJEHA Y NUCHMOBIM (popMmi 1 HagaHa cyO’ekTy abo, SKIIO
cyO’eKkT He 31aTHUW Hanath 1H(OPMOBAHY 3rOJy, HOr0 3aKOHHO MNPU3HAYEHOMY
NPE/ICTAaBHUKY .

258. B xomi iHTepB’r0, 3a3HAYEHOTO y WIAMYHKTI 3 myHKTY 256 mboro
TexHIYHOro perjJaMeHTy, OcoOJMBa yBara MOBMHHA NPHUAUIATUCA 1H(OpMaLIiHUM
noTpedaM OKpEeMHX KaTeropid Mali€HTIB 1 OKPEMHX CYyO’€KTIB, a TaK0X METOJaM
HaJaHHs 1HOopMaIri.

259. B xoxi iHTEpB’10, 3a3HAYEHOTO0 y MIANYHKTI 3 TYHKTY 256 Ih0Tr0
TexHIYHOTO perjiaMeHTy, HEOOXIHO TEPEeBIPUTH, M0 CYO’€KT 3pO3yMiB HaJaHy
1H(DopMmarrito.

260. Cy6’exT moBuHEH OyTH MOTH(GOPMOBAHHI TTPO T€, 1110 3BIT 32 PE3yJIbTaTAMH
KJIIHIYHOTO JTOCHIKEHHS 1 pe3loMe y JOCTYITHIN JIs [UIbOBUX KOPUCTYBadiB (popMi,
OyayTh 1oCTymHI 3r11HO 3 MyHKTOM 309 115010 TEXHIYHOTO PErJIaMEHTY B €JI€KTPOHHIM
CUCTEMI KITIHIYHHUX JTOCIIKEHb, 3a3HadeHil y myHkTax 290-294 1mporo TexHIYHOTO
periaMeHTy, HE3aJIeKHO BiJ] Pe3yJbTaTiB KIIHIYHOTO JOCHIIKCHHS, a TaKoX, Ha
CKUTBKH TI€ MOYKJIMBO, ITPO T€, KOJIM BOHU CTAHYTh JOCTYITHUMU.

261. Ile#t TexHiuHMN peTJIaMEHT HE OOMEXYeE IMOJI0KEHb 3aKOHOJABCTBa, SIKi
BUMararoTh, 100 J0/1aTKOBO /10 iH(HOPMOBAHOI 3r01, Ha/IAHOT 3aKOHHO MPU3HAYECHUM
MPEeICTAaBHUKOM, HEITOBHOMIITHS 0c00a, 31aTHa c(pOpMYBATH BJIACHY TyMKY 1 OLIHUTH
HaJaHy i1HQOpMaIliI0, TAKOXX HaJaBajia 3rojJy Ha CBOIO y4YacTh Y KIIHIYHOMY
JOCI>KEHHI.

KuiniuHi 10caigKeHHs 32 y4acTIO Heli€31aTHUX Cy0’€KTIB

262. Y BUMaaKy HeAl€3AaTHUX CYO’€KTIB, SIKI HE HaJajdl YM HE BIAMOBUIIUCS
HajgaTH 1H(OpPMOBaHY 3roJy JO HACTaHHS IXHBOI HEMI€3AATHOCTI, KIIIHIYHE
JOCTIKEHHSI MOKe OyTH IPOBECHE JIUIIE 32 YMOBH JOTPUMAaHHS yCiX 3a3HAUYEHUX
HUKYE YMOB JIOAATKOBO O YMOB, BCTAHOBJIEHUX Yy NMYHKTI 251 1poro TexHIYHOTrO
periameHTy:
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1) Oymno ortpumaHo IiH(POpPMOBaHY 3roAy iX 3aKOHHO MPHU3HAYEHOTO
IpeICTaBHUKA;

2) Henie3naTHi cy0'eKTH OTpUMaN 1HPOpMaIlito, 3a3HaYeHyY B MMyHKTI 256 116010
TexHIYHOTO peraamMenTy, y crocio, 1o BpaxoBYe IXHIO MOXKIIUBICTh 3pO3yMITH ii;

3) IOCHITHUKOM BpaxoBaHe YiTKO BUpaxeHe OakaHHS HEAI€3aTHOTO Cy0’ €KTa,
31aTHOTO copMyBaTH CBOIO JYMKY 1 IpoaHami3yBaTH iH(pOpMaIlilo, 3a3HAYEHY Y
NyHKT1 256 11p0r0 TeXHIYHOTO peraamMeHTy, BIIMOBUTHCS Bl y4acTi ab0 MPUIHHUTH
y4acTh y KJITHIYHOMY JOCIKCHH] y OyIb-sKUH Jac;

4) cy0’ekTaM 4MW iXHIM 3aKOHHO MPHU3HAYCHHM IIPEICTABHHKAM HE HAaJIal0Th
YKOJTHMX 3a0XOYCHb Yd (DIHAHCOBUX BHHATOPO/I, 32 BUHATKOM KOMIICHCAII1 BUTpAT i
BTPATH JI0XO/IIB, O€3MOCEPEAHBO OB’ I3aHUX 13 YYACTIO B KJITHIYHOMY JOCIIIPKEHHI;

5) KJIHIYHE JOCIIHKEHHS Ma€ iICTOTHE 3HAYCHHS IS HeI€3JaTHUX Cy0’ €KTIB, 1
aHAJOTIYHI 3a 3HAYYHIICTIO JaHI HE MOXYyTh OyTH OTpHUMAaHI MpU TPOBEIEHHI
KJIIIHIYHUX JOCHTIKEHb 3a ydacTi oci0, 3JaTHUX HajaTu iH(GOpMOBaHY 3rogy abo 3
BUKOPUCTAHHSAM 1HIITUX METO/IB JOCIIII>)KCHHS;

6) KIIHIYHE JOCHIIKEHHS O€3M0CEPEIHbO CTOCYEThCSI MEIUYHOTO CTaHy
cy0’eKTa;

7) ICHYIOTb HAyKOBI MIJCTaBH, SIKI JTO3BOJSIOTH OYIKYBaTH, IO Yy4acTb y
KJIIIHIYHOMY JOCIIJDKEHHI MaThMe JUIsli HeNi€34aTHOTO cyO’ekTa Oe3MmocepeHto
KOPHCTb, SIKa EPEBAKY€E HAABHI PUBUKH Ta OOTSKEHHS.

263. Cy0’ekT MOBMHEH OpaTh ydacTb y Mpoleaypl HajgaHHS 1HGOPMOBAHOI
3TO1, HACKIIBKH 11€ MOKJIMBO.

Kuiniuni 1ociizKeHHs 32 Y4aCTIO HEMOBHOJIITHIX 0Ci0

264. KniHiuyHe TOCHIIKEHHS MOXKe OyTH MPOBECHE 32 y4acTIO HETIOBHOMITHIX
oci0 JuIe 3a yMOBHU JOTPUMAHHA BCIX 3a3HAYEHUX HUKYE YMOB JI0JIATKOBO /IO YMOB,
BCTAHOBJIEHUX Y MyHKTi 251 115010 TEXHIYHOTO perIaMeHTy:

1) OyJsi0 OTpMaHO 3roly iXHbOI'O 3aKOHHO MPU3HAYEHOTO MIPEICTABHUKA;

2) HEMOBHOJITHI OCOOM OTPUMAJIA BIJl JOCTIAHUKIB a00 YJIEHIB JOCIIAHOL
rpynu, siKi NPOMILIM BIAMOBIAHY MIATOTOBKY 1 MarOTh AOCBiA poOOTH 3 IITHMH,
iHpopMarrito, 3a3HadeHy B MyHKTI 256 mporo TexHIYHOTO permameHTy, y crocio,
aJlanTOBaHMM J10 IXHBOTO BIKY Ta PIBHS 1HTEJIEKTYaJIbHOI 3p1JIOCTI;

3) AOCIITHUKOM BpaxoOBaHE YITKO BUpaKeHE OakaHHS HEMOBHOJITHBOI 0COOU,
31aTHOI C(pOpMYBaTH CBOIO AYMKY 1 MpoaHalli3yBaTu 1H(pOpMaIlito, 3a3HaUYEHY Y IyHKTI
256 11boro TexXHIYHOTO perjaMeHTy, BIIMOBUTHCS B1J] y4acTi ab0 MPUMUHUTH y4acTb
y KJIIHIYHOMY JOCIKEHH1 Yy Oy Ib-sSKUii 4yac;

4) cy0G’exkTaM 4uW iXHIM 3aKOHHO TMPU3HAYCHHM NPEICTaBHUKAM HE HAJlAlOTh
YKOJTHUX 3a0XO4Y€Hb YM (DIHAHCOBHX BHHATOPOJ, 32 BUHITKOM KOMIICHCAIlli BUTpAT 1
BTpaTH JI0XO/IIB, 0€3MOCEPETHBO MOB’ I3aHMX 13 YUACTIO B KIIIHIYHOMY JOCTIKCHH];

5) KJiHIYHE AOCIIJPKEHHS TMpU3HAYeHE JJii BUBYEHHS CMOCOOIB JIIKYBaHHS
MEJIMYHOTO CTaHy, 110 BUHUKAE JIMIIEC Y HEMOBHOIITHIX, a00 Ma€ 1CTOTHE 3HAYEHHS
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I0JI0 HEMOBHOJITHIX Ui Balifallii JaHUX, OTPUMAaHUX 3a pe3ysibTaTaMu KIIIHIYHUX
JOCITIIKEHB, TPOBEACHUX 3a y4acTi 0ci0, 3mMaTHUX HagaTH iH(GopMoBaHy 3roay abo 3
BUKOPUCTAHHSM IHIIIAX METOIIB TOCIIIIPKEHHS;

6) KIIHIYHE JOCHIDKEHHS O€3MOCepeIHbO CTOCYEThCS MEAWYHOTO CTaHy
BIJIMTOBITHOT HEMOBHOJIITHROI 0COOM ab0 Mae XapakTEePUCTHKH, SKi JO3BOJSIOTH
IIPOBECTH HOTO JIHIIIE 32 YYaCTIO HEMOBHOMITHIX 0Ci0;

7) iCHYIOTb HAyKOBI MiJCTaBH, SKi JIO3BOJISIIOTH OYIKYyBaTH, IO YYacTb Yy
KIIIHIYHOMY JIOCTI/DKEHHI MaTUMe JUIs HEMOBHOJITHBOTO Cy0’€kTa Oe3rocepeHto
KOPHCTB, SIKa TIEPEBaXKy€ HAIBHI PU3UKH Ta OOTSHKCHHS,

8) HEmoBHOJITHSA oco0a TMOBHHHA OpaTH yd4acThb Yy MpoLEaypl HaJaHHS
iH(opMOBaHOi 3rojin y cHocid, ajanToBaHUN 70 ii BIKy Ta PiBHs 1HTEIEKTYyaJbHOI
3p1I0CTi;

9) SKI10 B XO/I1 KJIIHIYHOTO JTOCHIIPKEHHS HETIOBHOJITHIN Cy0’€KT 10CATAE BIKY
J1€3MaTHOCTI JJ1sl HaJaHHS 1HPOPMOBAHOT 3r0 M 3T1JIHO 13 3aKOHOJABCTBOM, HOTO UiTKa
iH(popMOBaHa 3roja IMOBHMHHA OyTHM OTpPUMAaHa [0 MPOJOBXKEHHS YYacTl TaKOTO
cy0’ekTa y KIIHIYHOMY AOCIIHKEHHI.

KuiHivHi 10C/aiIzKeHHS 32 YYACTI0 BATITHUX KIHOK 200 KIHOK, AKi TOAYHOTb

rpyaaro
265. KiiHiuHe 10CiiIKeHHS MOXKe OyTH MPOBEJCHE 32 YYaCTIO BariTHUX >KIHOK
a00 KIHOK, SIKI TOJAYIOTh TPYIJI0, JIHIIE 32 YMOBHU JIOTPUMAHHSIM YCiX 3a3HAYEHHUX
HUKYE YMOB JIOAATKOBO IO YMOB, BCTAHOBJICHUX Y MYHKTI 251 1poro TexHi4HOTO
pErJIaMeHTy:

1) xiHIYHE AOCIIPKEHHS MOXE MaTH JUIS BIAMOBIIHOT BariTHOi »XiHKKW abo
KIHKH, sIKa TOAy€ TPYyHII0, ii eMOpioHa, Iaoay abo MUTHUHU MICIs HAPOKECHHS
0e3MmocepeIHIO KOPUCTh, siKa MEPEBAXKY€E HAsIBHI pU3UKHU Ta OOTSKEHHS;

2) SKIIO MAOCTIIKEHHS MPOBOISATH 3a YYacTH0 BariTHUX >KIHOK, TMOBUHHI
BXKMBATUCS OCOOJMBI 3aXOJW Il YHUKHEHHS HETaTUBHOTO BIUIMBY Ha 3JI0pPOB’S
JTUTHHH;

3) cy0’exkTy 4M HOro 3aKOHHO MPU3HAYEHOMY IMPEJCTABHUKY HE HAJaI0Th
YKOJHUX 3a0X0UCHb 4 (DIHAHCOBUX BUHATOPO]I, 32 BUHATKOM KOMIICHCAIlT BUTPAT 1
BTpaTH JI0XO/lIB, 0€3M0CEPEAHBO MOB’ A3aHMUX 13 YYACTIO B KIIIHIYHOMY JTOCHIIKEHHI.

JlopaTkoBi 3axoau

266. MO3 Moe 3aCTOCOBYBATH JI0JIATKOBI 3aXO/U IIOJ0 OCi0, sIKi TPOXOAThH
000B’SI3KOBY BIMCHKOBY CIIYkO0Y, 0C10 1030aBIeHUX BOJI, OCI0, SKi HE MOXYTh OpaTu
y4acTh y KJIIHIYHUX JOCIIDKEHHAX 3a PIIIEHHSM CYyZy, 4d 0ci0, sIKi MPOXKUBAIOTH B
yCTaHOBaX-1HTEpHATaX, AKIIO TaKl JOAATKOBI 3aX01 BCTAHOBJICHI 3aKOHO/IaBCTBOM.

KuiniyHi 10CailKeHHsI B eKCTPEHUX CUTYalisixX
267. Sk yacTKOBMI BIACTYI BiA MiANYHKTY 6 myHKTYy 251, minnyHkriB 1 Ta 2
NyHKTY 262 Ta mianyHKTiB 1 Ta 2 nyHkTy 264 1mporo TexXHIYHOTrO perjiaMeHTy,
1H(OopMOBaHa 3roJla Ha y4acTh y KIIHIYHOMY JIOCHIIKEHHI MOXe OyTH OTpHMaHa, a
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1H(pOopMaLlig TPOo KITHIYHE JOCTIKEHHS MOKe OyTH Ha/laHa Micis yXBaJIEHHS PIIICHHS
PO BKIIIOYEHHS CyO’€KTa 0 KJIIHIYHOTO JOCHTIIKEHHS, SIKIIO 3a3HaueHEe pIIIeHHs
YXBAJIIOIOTh MPHU NEPUIOMY i Cy0’€KTa BTpY4YaHHI, 3T1THO 3 BIAMOBIIHUM IJIAHOM
KIIHIYHOTO JOCIIKEHHS Ta 3 TOTPUMAaHHSIM yCiX 3a3HAUYEHUX HUKYE YMOB:

1) BHACTIOK HEBIAKIAAHOCTI CUTYAaIlii, OB’ S3aHOI 3 PAIITOBUM BHHUKHEHHSIM
3arpo3u JKUTTIO YM 1HIIIOTO PANTOBOTO CEPHO3HOTO MEIWYHOTO CTaHy, CyO’ €KT He
3MaTHUN HAAATH TOMNEPETHIO 1HPOPMOBAHY 3roAy 1 OTPUMATH TOMNEPETHIO
1H(OopMaIIito PO KITHIYHE JOCTIHKEHHS;

2) € HayKOBI ITIJICTABU BBAXATH, 1110 Y4aCTh Cy0’ €KTA Y KJITHIYHOMY JOCIIKCHH1
MOJK€ MaTH I HbOTO OE3MOCEepeHI0 KIIHIYHO PEJIEBAHTHY KOPHUCTh, PE3yJIbTaTOM
SKOi CTaHe BHUMIpIOBaHE TOKpAICHHS WOTO CTaHy, MOJIETTIEHHS WOTr0 CTpa)IaHb
Ta/a00 MOJINIIEHHS CTaHy WOTO 3/I0pOB’s, a00 CIPOILIEHHS IarHOCTUKHU HOTO CTaHY;

3) HEMOXJIMBO HAJIaTH BCIO MOTEPEIHIO0 1HPOPMAIIIIO 1 OTPUMATH TTOTIEPETHIO
1H(QOpMOBaHy 3rojJy 3aKOHHO NPHU3HAYEHOrO MpEACTaBHUKA CyO’€KTa y MexXax
TE€paneBTUYHOrO BIKHA;

4) MOCHITHUK 3aCBIAYYE, 1110 HOMY HEBIJIOMO MPO OYAb-AK1 3arepeyeHHs 11010
y4acTi B KJIIHIYHOMY AOCIIPKEHH], paHille HagaHl cy0’ eKTOM;

5) KIIHIYHE JOCHIIPKEHHs Oe3MOocepe/IHbO MOB’s3aHE 3 MEIUYHUM CTaHOM
cy0’ekTa, SIKAW NEPElIKOJKAE OTPUMAHHIO MONEPEeaHbOI 1HPOPMOBAHOI 3rOJU
cy0’ekta ab0 ¥MOro 3aKOHHO TMPU3HAYEHOTO TMPEJCTABHUKA 1 HAJaHHIO BCIEl
nonepeaHboi iHGopMallli B Mexax TepareBTUYHOIO BIKHA, 1 XapakTep KIIIHIYHOTO
JOCITIJIKEHHS JJO3BOJISIE POBOIUTU MOTO BUKJIFOYHO B €KCTPEHUX CUTYAIIisX;

6) KJIiHIYHE MOCHIPKEHHS CTAHOBUTH MIHIMAJIBHUNW PHU3UK Ui CyO’€KTa 1
MiHIMaJIbHE HABaHTAXEHHS HA HHOTO B IMOPIBHSAHHI 31 CTAHAAPTHUM JIIKyBaHHSM CTaHY
cy0’ekTa.

268. Tlicns 3a1icCHeHHS BTpY4YaHHS 3T1IHO 3 MyHKTOM 267 11boro TexHIYHOro
pErylaMeHTy, JUIsl MPOJIOBKEHHS y4acTi Cy0 €KTa y KIIIHIYHOMY JTOCIIIJIKEHH1 Ma€e OyTH
3a0e3MnedeHe OTpUMaHHs HOTO 1H(GOPMOBAHOI 3r0/I BIAMOBIAHO A0 MYHKTIB 255-261
nporo TexHIYHOTO periamMeHTy, a TaKoXX HaJaHHs 1HpopMalli Mpo KIIIHIYHI
JOCIIIJIKEHHS 13 TOTPUMAHHAM 3a3HAYEHUX HUKYE BUMOT':

1) y BuUmaaky Hemi€3JaTHUX 1 HEMOBHOJITHIX CyO0’€KTIB, IOCTIAHUK 0e€3
HEBUIIPAB/IAaHUX 3aTPUMOK 3a0e3rnedye OTpUMAaHHS 1HQOPMOBAHOI 3rOAM BiJ IXHIX
3aKOHHO MPU3HAUEHUX MPEACTABHUKIB, & TAKOXK SKHAWIIBUALLIE HAJaHHS Cy0’€KTy Ta
HOro 3aKOHHO MPU3HAYEHOMY IPEACTaBHUKY 1H(OpMAaIlii, 3a3HaU€HOI B MyHKTI 256
p0ro TeXHIYHOTO peryiaMeHTy;

2) y BUNAQJAKY IHIIUX CYO’€KTIB, JOCHIAHUK O€3 HEBUIPABIAHUX 3aTPUMOK
3a0e3nedye oTpuMaHHs 1H(OpPMOBaHOI 3rofM BiA cyO’ekta abo HOro 3aKOHHO
NPU3HAYEHOTO MPEJCTaBHUKA, 3aJIeKHO Bl TOTrO, IO MOKHA 3pOOWTH IIBHUILIE, a
TAaKOXX SIKHAWIIBUILIOTO HaJaHHS cy0’ekTy abo HOro 3akOHHO MPHU3HAYEHOMY
MPEICTaBHUKY, Y 3aCTOCOBHOMY BUIIAJKY, 1H(OpMaIlii, 3a3HaY€HO1 Y MYHKTI 256 115010
TexHIYHOTO PerJaMeHTy.
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Jnga uinedl mianmyHKTy 2 IbOrO MYyHKTY, fAKIIO 1HGopMoBaHa 3roja Oyia
OTpUMaHa BiJ 3aKOHHO TPU3HAYEHOTO TMpEACTaBHHUKA, 1HGOPMOBaHA 3roja Ha
IPOJOBXKEHHSI Y4YacTi y KIIHIYHOMY JOCTI/PKEHHI TMOBMHHAa OyTH OTpHMaHa BiJ
cy0’€ekTa, MOWHO BiH Oy/ie 31aTHUH i1 HagaTH.

269. Axmo cy0’exT abo, SKIIO 3aCTOCOBHO, WOTO 3aKOHHO MPU3HAYCHHMA
NpeICTaBHUK HE HAJAr0Th 3TOJHM, BOHM MOBHHHI OyTH MpOiH(GOPMOBaHI MPO MpPaBoO
3arepedyBaTd MPOTH BHUKOPUCTAHHS JaHUX, OTPUMAHUX Yy XOJl KJIIHIYHOTO
JTOCITIIKEHHS.

BigmkoayBaHHS IIKOAH

270. [lepxaBa 3a0e31euye HasiBHICTh CUCTEM BIJIIIKOTyBaHHS Oy 1b-SKO1 IIIKO/IH,
3aBJIaHO1 CyO’€KTY B pe3yJIbTaTi y4acTi y KIIHIYHOMY JOCIIKEHH], IPOBEACHOMY Ha
TepuTopli YKpainu, y QopMi CcTpaxyBaHHS, TapaHTiii a00 eKBIBAJICHTHHX 3a
MPU3HAYCHHSIM MEXaH13MiB, 10 BIAMOBIJAIOTH XapaKTEPY 1 CTYNECHIO PU3HKY.

271. CrioHcop 1 AOCTITHUK TIOBHHHI BUKOPHUCTOBYBATH CHUCTEMY, 3a3HAUYCHY B
nyHKTi 270 1iporo TexXHIYHOTO periiaMeHTy, y popmi 3riIHO 13 3aKOHOIaBCTBOM.

3asiBa po NpoBeAeHHs KJIIHIYHUX T0CJIIKEeHb

272. CrioHCOp KIIHIYHOTO AOCTIHKEHHS MoAa€e 10 J{ep KITiKCITy ) KO0u 3asiBy pa3om
13 TOKyMEHTalli€ro, 3a3HaueHow y po3ain I momatky 15. Taky 3asBy monaroTh 3a
JIOTIOMOT'O10 €JIEKTPOHHOI CUCTEMHU, 3a3HaueHO1 y myHKTax 290-294 niporo TexHigyHOTO
periiaMeHTy, W0 TeHEepy€e YHIKaIbHUU 1MeHTU(IKAIAHUA HOMEp KIIHIYHOTO
JTOCITIDKCHHS, SKUHA BHKOPUCTOBYIOTH IS BCI€T BIAMOBIIHOI KOMYHIKAIIl 1010
TaKOTO KJIIHIYHOTO JTOCIIIJIKEHHS.

[Iporsirom 10 nHiB micast OoTpuUMaHHS 3asBU JlepaliKciayxOa TOBIIOMIISE
CIIOHCOpA TPO T€, UM MiAnagae KIiHIYHE TOCTDKEHHS i M0 1boro TeXHIYHOIO
peryiaMeHTy, Ta T, Y € MaKeT JOKYMEHTIB, HaJlaHUK pPa3oM 13 3aBOI0, TOBHUM 3T1JIHO
13 po3auioMm Il momarky 15.

273. IIpoTsiroM 0JTHOTO THXKHS TICJISI HACTaHHS Oy Ab-SIKHX 3MiH, SIKi CTOCYIOThCS
JTIOKyMEHTaIlli, 3a3Ha4eHoi y po3auii I nogatky 15, cnoHCOp OHOBIIIOE BIAMOBIIHI TaH1
B CIEKTPOHHIM cucTemi, 3a3HadeHil y myHkrax 290-294 mporo TexHigyHOTO
peryiaMeHTy, a TaKOoXk 3a0e3nevye YiTKy 1IeHTU(IKALII0 TaKUX 3MIH Y JOKYMEHTAIII1.

274. Slxmo Jlepxiikciry:k06a BCTAHOBIIOE, IO KIIIHIYHE OCHIKEHHS, IPO
IPOBEJCHHS SIKOTO MOJaHa 3asBa, He MAMaaa€ i Ji10 Hboro TeXHIYHOTo periaMeHTy
a0o0 1110 B1/IMOBIIHA 3as1Ba Ta MOIaHa JOKYMEHTAIIisl HE € TOBHUMH, BOHA 1HHOPMYE TTPO
11€ CTIOHCOPA 1 BCTAHOBJIIOE /I HHOTO CTPOK TPUBATICTIO Y IIOoHANO1bIIe 10 qHIB 115
HaJaHHS TOSCHEHb a00 JTOTIOBHEHHS 3asBU 3a JOMOMOTOI0 E€JIEKTPOHHOI CHUCTEMH,
3a3HadyeHoi y myHkTax 290-294 nporo TexHIYHOTO periiaMeHTy. 3aJIe’KHO BiJl BUTIAJIKY,
3a3HAYCHHMM OpraH MOKe 30LIBIINTH BUSHAYCHUH CTPOK IOHaO1IbIe Ha 20 THIB.

SIkmo crnoHcOop HE HaJlae MOSCHEHb ab00 HE JIOMOBHIOE 3asiBYy Y CTPOK,
BU3HAYECHHI y mepuioMy ad3aili [bOro MyHKTY, 3asBY BBaKarOTh HEIIMCHOIO. KO0
CIIOHCOP, BBaXKA€, 1110 3as1Ba MIJIAIa€ M A0 [bOTO TEeXHIYHOTO perjiaMeHTy Ta/abo
€ TMOBHOIO, a 3a3HAYEHUN OpraH He MOTOJKYETHhCS 3 LIKUM, TaKy 3asiBy BBaXaloTb
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BIIXWJICHOK. 3a3HAueHWU OpraH 3abe3nedye HasSBHICTh MPOIEAYPH OCKAPKECHHS
TAKUX BiIMOB.

[IpoTsarom m’siTé AHIB MICJA OTPUMAHHS MOSCHEHB UM 3aIIUTYBAaHOT JOJATKOBOI
iH(hOpMaIlii 3a3HaYeHUI OpraH MOBIIOMIISIE CTIOHCOPA PO T€, YU BBAXKAIOTH KITIHIYHE
JOCTIPKEHHS TaKUM, IO MiANagae mig Aif0 1boro TeXHIYHOro perjiaMeHTy i mpo Te,
YH € 3asBa MOBHOIO.

275. Jlepxitikciry>k0a MOKe TaKOK MPOJOBKUTH KOXKEH 31 CTPOKIB, 3a3HAYCHHUX
y nyHKTax 272 ta 274 uporo TexHIYHOrO perjlaMeHTy, I1ie Ha I STh JIHIB.

276. Jlna mimert myHKTiB 236-319 1mporo TexHIYHOTO peryiaMeHTy, JaTolo
MOBIJIOMJICHHSI CIIOHCOpa 3TigHO 3 NyHKTamu 272 Ta 274 uporo TexHiYHOTO
perJIaMeHTy € JlaTa Bamijaii 3asBu. SIKII0 CIOHCOp He OyB IMOBIIOMJICHHH, AaTOO
BaJIiJIallii 3asBM € OCTAHHIN JICHh CTPOKIB, 3a3HAYCHHMX Yy NMyHKTax 272, 274 ta 275
11boro TeXHIYHOTr0 perjJaMeHTy BiAMOBIIHO.

277. Tlpotarom CTpOKy OLIHKH 3asBH JlepkIiKciyk0a MOXKE 3amUTyBaTd y
CIIOHCOpA J0JATKOBY 1H(opMmalio. Biiiik cTpoKy, BCTAHOBJIEHOIO B MIAMYHKTI 2
OyHKTY 278 mporo TeXHIYHOTO perJaMeHTy, MPU3YNUHSIOTh Ha 4Yac 13 MOMEHTY
MOJIAHHS MEPIIOro 3alUTy 10 MOMEHTY OTPUMAHHS 10AaTKOBO1 1H(opMarlii.

278. CrioHCOp MO’KE€ TMOYaTH MPOBEJACHHS KIIHIYHOTO MOCIIHKCHHS Yy TaKUX
BUMAJKAX:

1) y BUmaaky AOCTiPKYBaHUX BUPOOIB Kiacy I, HelHBa3uMBHUX BUPOOIB KJIacy
ITa Ta Bup0o06iB kiacy IIb, skino iHIIE HE BCTAHOBIICHO, OJpa3y ITiCIIS BaliIallii 3asBU
3T1THO 3 TTYHKTOM 276 11b0r0 TeXHIYHOTO perjiaMeHTy, 3a BiJICYTHOCTI HETaTUBHOTO
BHCHOBKY CTOCOBHO KJIIHIYHOTO JOCJII>KEHHS, BUAAHOTO KOMITETOM 3 ITUTaHb CTHKH,

2) y BUTNIQJKY JAOCTII)KYBaHUX BUPOOIB, OKPIM THX, 110 3a3HAYEHI B MiMyHKTI 1
IIbOTO IYyHKTY, OJpa3y IICJIs TOBIIOMICHHS crHoHcopa Jlepxkmikcmyx01 mpo
aBTOpU3AIlil0, 3a BIJICYTHOCTI HETaTUBHOTO BHUCHOBKY CTOCOBHO KIIIHIYHOTO
JOCIIKEHHS, BUIAHOTO KOMITETOM 3 MUTaHb €THUKU. JlepKIIiKciy»0a MoBiIOMIIsE
CIIOHCOpA TPO aBTOpHU3AIllI0 MPOTAroM 45 NHIB BiJ JaTU Bajlijiailii, 3a3HAYECHOI B
nyHKTI 276 mporo TexHiuHOTO periameHty. Jlepximikciyx0a Moke 301TbLIIUTH
BKa3aHUM CTpPOK 1€ Ha JojaTkoBux 20 IHIB JJisi MPOBEICHHS KOHCYJIbTAIlld 3
EKCIIepTaMH.

279. Jlnsa 3a0e3neyueHHs yH1(pIKOBaHOTO 3aCTOCYBAHHSI BUMOT, BCTAHOBJICHUX Y
po3nuni II gomatky 15, MO3 3 ypaxyBaHHsSM mpakTuk €Bporelicbkoro Coro3zy 13
3a3HAYCHUX MMUTaHb y pa3i MoTpedn MOXKe 3aTBEPKYBaTH METOJUYHI pEeKOMEH 1a1lii B
MeXaX, HEOOXITHWX [Jisi BUPINMICHHS NHTaHb, MOB’S3aHUX 13 PO30LKHOCTAMH Y
TIIyMa4eHHi 1 IPaKTUYHOMY 3aCTOCYBaHHI.

Ouinka 3a8BH
280. Jlepxumikcimy»k6a 3ade3neuye, Mmoo 0coOu, K1 BaJIyIOTh 1 OLIHIOIOTh 3asBH
ab0 yXBaJIOIOTh PINIEHHS MO0 HHUX, HE Majdu KOHQIIKTIB 1HTEpeciB, Oyiu
HEe3aJIC)KHUMU BiJl CHOHCOPA, BIJMOBITHUX AOCIITHUKIB Ta BiJ PI3UUHUX 1 FOPUIUIHUX
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oci0, sKi (PIHAHCYIOTh KIIHIYHE AOCTIIKEHHS, a TaK0X BIACYTHICTh OYyJb-SIKOTO
1HIIIOTO HEHAJIEXKHOTO BIUTUBY HA HUX.

281. Jlepxmikcmyk6a 3abe3medye MPOBEACHHS OIIHIOBAHHA  CHIIBHO
BIJIMTOBITHOIO KUTBKICTIO OC10, sIKI MatOTh HEOOX1aHI KBaJi(ikallii Ta JOCBi.

282. Jlepxmikcmy>k0a OIIHIOE, UM 3a0e3Meuye Tu3aiiH MPOBEACHHS KITHIYHOTO
JOCTIIPKEHHS BUMIPABIAHICTh MOTEHIIHHUX PU3HKIB, K1 MPOJAOBKYIOTh ICHYBAaTH ISl
Cy0’eKTIB UM TpeTix oci® micisi MiHIMI3alil PU3MKIB, 3 ypaxyBaHHSIM OUiKyBaHOI
KJIIHIYHOT KOpUCTIi. 3 ypaxXyBaHHSM 3aCTOCOBHMX 3araibHuX creuudikaniii (CS) abo
HaIllOHAJIBHUX CTaHAApTIB, IEPEBIPAIOTH, 30KpeMa:

1) naeMmoHCTpalis BIAMOBIAHOCTI JOCHTIIKYBAaHMX BHPOOIB 3aCTOCOBHUM
3arajJlbHUM BHUMOTaM 3 O€3MEeYHOCTI Ta €(PEKTHMBHOCTI 3a BHUHATKOM aCIEKTIB,
OXOIUICHUX KIIHIYHUM JIOCTIKEHHSM, a TaKOXXK BXKUTTS IIOJI0 TaKUX ACIEKTIB YCiX
MOXJIMBUX 3aMOODKHHMX 3aXO0JiB JUIS 3aXHUCTy 3J0poB’s 1 Oe3meku cy6’ekTiB. lle
BKIJIIOYA€E, 3aJIEKHO BIJ BHUIAJKY, 3a0€3ME€UECHHS BUIPOOYBAaHHS TEXHIYHOI 1
010710T19HOT O€3MEYHOCTI Ta JOKIIHIYHOTO OILIIHIOBAHHS;

2) uum nepeadayveHl pINIEHHS 3 MiHIMI3alll PU3MKIB, BXKUTI CIIOHCOPOM,
HalllOHAJTbHUMHU CTaHAApTaMH, a y BHUIAJKAX, KOJM CIOHCOP HE BUKOPUCTOBYE
HalllOHAJIbHI CTaHAAPTH, UM 3a0€31eUyI0Th BIAMOBIIHI PIIIEHHS 3 MiHIMI3aIlll PU3UKIB
pIBEHb 3aXUCTy, €KBIBAJEHTHUH TOMy, WI0 THependayeHuidl HallOHAIbHUMU
CTaHAApTaMH;

3) BIANMOBIAHICTH 3aXOMdiB, 3aIlJTAHOBAHUX JUIsI OE3MEYHOTO BCTAHOBJICHHS,
BBEJICHHSI B €KCILTyaTallito Ta 00CIyroByBaHHS JAOCIIIKYBaHOTO BUPOOY;

4) HamiitHICTh 1 OOTPYHTOBAHICTh JAHUX, OTPUMAHUX Yy XOJi KIIHIYHOTO
JOCIIJKEHHS, 3 YpaxyBaHHSIM CTAaTUCTUYHUX MIAXOMIB, AW3alHY MPOBEICHHS
JOCITIJIKEHHSI Ta METOJIOJIOTIYHUX ACTIEKTIB, B TOMY YHCI pO3MIpy BUOIPKH, BUPOOY
MOPIBHSHHS Ta KIHI[EBUX TOYOK;

5) AoTpUMaHHS BUMOT A0JATKy 15;

6) y BUIAAKYy CTEpPWIbHMX BUPOOIB, MIATBEP/KEHHS Balijalii MpoLEIyp
cTepuiiizailii, $SKi BUKOPUCTOBYE€ BHpPOOHMK, ab0 I1HQopMauii MNpo Npouesypu
BIJIHOBJICHHS 1 CTEpUJII3allii, IKI IOBUHHI POBOJUTH B JIOCIIAHOMY LIEHTPI;

7) neMOHCTpallist 0e3MeYHOCTI, AKOCTI Ta JOIUIBHOCTI BUKOPUCTAHHS Oy Ib-SIKHUX
KOMITOHEHTIB TBApHMHHOTO YM JFOJCHKOTO TMOXOJKEHHS ab0 pPEYOBHH, SKI MOXKYTh
BBAKATHUCS JIIKAPCHKUMH 3acobamu 3rigHO 13 3akoHOoM Ykpainu «IIpo mikapchki
3ac00m».

283. JlepxutikciaykOa BIIMOBISi€ B aBTOPHU3Allii KJIIHIYHOTO JOCTIIKCHHS,
SIKIIO:

1) makeT MJOKYMEHTIB, HaJJaHUH Pa30M 13 3asIBOIO 3TIAHO 3 MYHKTOM 272 1[bOTO
TexHIYHOTO PETJIaMeHTY, 3aJIUIIAE€THCS HETIOBHUM,;

2) BupiO abo mojaHi JOKYMEHTH, OCOOJIMBO IJIaH JOCITIIKEHHS 1 Opoirypa
JOCITIIHUKA, HE BIJMOBIIAIOTH PIBHIO HAYKOBUX 3HAaHb, 1 KIIHIYHE JOCIIIKCHHS,
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30KpeMa, He MIAXOIUTh JJIsl IeMOHCTpalili 6e3neYHoCTi BUpoOy, HOro epeKTUBHOCTI
a00 KOpHUCTI AJisi Cy0’€KTIB UM MAIIEHTIB,

3) He BUKOHYIOTHCSI BUMOTH MYHKTIB 248-254 11p0ro TeXHIUHOTO perIaMeHTy;
abo

4) Oynmp-sKi pe3yJbTaTH OIIIHKH 3TiMHO 3 MyHKTOM 282 1mporo TexHiuHOTO
pETJIaMEHTY € HETaTUBHUMH.

Hepximikciyx0a 3a0e3nedye HasSBHICTh MPOLEAYPH OCKApPKEHHS BIAMOBHU
3TiIHO 3 IePIIUM a03aI[OM [[LOTO MYHKTY.

IIpoBeeHHs KJIIHIYHOTO JOCTiTKEHHS

284. CroHcop 1 JOCHIIHUK 3a0€3MeuyloTh IPOBEJICHHS  KJIIHIYHOTO
JOCIIKEHHS 3T1JIHO 13 3aTBEPPKCHUM TUTAHOM KJITHIYHOTO JIOCIIHKCHHS.

285. Jlna 3a0e3mnedeHHs] 3aXUCTy IpaB, Oe3meku Ta Jo0O0poOyTy CyO’€KTiB,
HAJIMHOCTI U OOIPYHTOBAHOCTI 3BITHHUX JaHUX, a TAKOX MPOBEACHHS KIIIHIYHOTO
JTOCIKEHHS 3T1JTHO 3 BUMOTaMHU 1[bOT0 TEXHIYHOTO PerjlaMeHTy, CIIOHCOP MOBUHEH
3a0€3MeUYnTH HaJIEKHUM MOHITOPUHT MPOBEAEHHS KIIHIYHOrO JOCHiKeHH. O0csr 1
XapakTep TAaKOTO MOHITOPUMHTY BH3HAYa€ CIIOHCOP HA OCHOBI OIIHIOBaHHS, SIKE
BPaXOBY€ yCl XapaKTEPUCTUKH KIIHIYHOTO JOCIIKEHHS, B TOMY YHUCIII:

1) MeTy Ta METOJI0IOT1I0 KJIIHIYHOTO JTOCTIKEHHS; Ta
2) piBeHb BIAXUJIEHHS BTPYYaHHs Bl 3BUYANHOI KITHIYHOI IPAKTUKHU.

286. Bcsa indopmaiiisi mpo KIIHIYHE JOCTIKEHHS TMOBHMHHA 3allUCyBaTHCH,
OTpaIlbOBYBATUCS, BUKOPUCTOBYBATHUCS 1 30€piraTucsi CHIOHCOPOM a00 JOCIITHUKOM,
y 3aCTOCOBHOMY BUMAJKYy, TAKMM YHWHOM, 100 ii MOKHA OyJI0 TOYHO MOBIJOMHTH,
pO3TIIyMauuTu 1 BepuikyBaTH, 13 3a0€3MEUEHHSM 3aXUCTy KOH(IACHIIIHHOCTI
BIJIOMOCTEH 1 MEPCOHAIBHUX JIAHUX Cy0’ €KTIB 3T1JIHO 13 MOJIOKEHHSIMHU 3aCTOCOBHOTO
3aKOHOJIABCTBA MPO 3aXUCT MEPCOHATBHUX JTAHUX.

287. BinmoBigHi TexHIYHI ¥ OpraHizailiiiHi 3aX0Jy TMOBHHHI B)KUBATUCS IS
3aXuUcTy 1HQopMalili ¥ TNEpPCOHANbHUX JIaHUX, SKI  ONpPalbOBYIOThb, BIJ
HECAaHKI[IOHOBAHMX a00 HE3aKOHHUX JOCTYIy, PO3KPHUTTS, MOIIMPEHHS, 3MIHH,
3HMILEHHS a00 BUMAJKOBO1 BTPaTH, 30KpeMa SIKILO TaKe ONpaloBaHHs nepeadayae ix
nepenavy 1no Mepexi.

288. Jlepxiikcnyk0a HaJleXXHUM UYMHOM Yy BcTaHoBieHoMy MO3 mnopsaky
niepeBipsie JOCIIIHI IIEHTPH JIJIsl IEPEBIPKU MTPOBEACHHS KJITHIYHUX TOCTIKEHb 3T1THO
3 BHMOTaMHU IHOTO TEXHIYHOTO pErjJaMeHTy Ta 13 3aTBEp/HKCHUMH IUIaHAMU
JIOCJIIIKCHb.

289. CrnioHCcOp BHM3Hauae MpOLENypy Ha BUMAJAOK EKCTPEHHMX CHUTYallil, sKa
JI03BOJISIE HETAHO 1ICHTU(IKYBAaTH Ta, 332 HEOOX1JHOCTI, HETaWHO BIAKIMKATH BUPOOH,
BUKOPHUCTaHI B X011 TOCJIIJIPKEHHS.

EnexkTpoHHa cucremMa KJIiHIYHHUX J0CTiIKEHD
290. MO3 cTBOpIOE €IEKTPOHHY CUCTEMY Ta 3a0e3neuye 11 (yHKI1OHYBaHHS:
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1) st CTBOpEHHS €IMHUX 1MCHTU(]IKAMWHNX HOMEPIB KIHIYHUX JOCIIKEHb,
3a3HAUEHUX y MyHKTI 272 1Oro TeXHIYHOTO PErJaMeHTy;

2) myis BUKOPUCTAHHS B SKOCTI TOYKH BXOMY IS TOJAHHS BCIX 3asB 4
MOBIJOMJICHb TIPO KIIIHIYHI JTOCHIKEHHS, 3a3HaueHi y myHKTax 272-279, 295-300
1Ib0r0 TexXHIYHOTO periaMeHTy, a TakoX Ui TOJAaHHS IHIIUX JaHUX abo
OTIPAITIOBAHHS JaHUX Y I[bOMY KOHTEKCTI;

3) mns obwmiHy iH(MOpMAIE0 TPO KIIHIYHI JOCTIDKEHHS 3TITHO 3 UM
TexHIYHUM perjiaMeHTOM, B TOMY YHCJI1 00MiHY 1H(pOpMaIli€ro, 3a3HAYCHOO Y ITyHKTaX
272-279 ta 301-304 1iboro TexHIYHOTO perIaMeHTy;

4) s HajgaHHA crioHcopoM iHdopmartii 3rigHo 3 nyHkTamu 305-311 mwporo
TexHIYHOTO perjJaMeHTy, B TOMY 4YHCJIl 3BITY 3a pe3yibTaTaMHU KIIIHIYHOTO
JOCIIJIKEHHSI Ta Moro pe3tome 3riiHo 3 BuMoramu nyHKTy 309 mporo TexHigHOTO
perJIaMeHTy;

5) nnsg MOBILAOMIIEHHS IIPO CEpiio3HI HeOa)kaHl MOJli 1 HEJAOJIIKU BUPOOIB, Ta
BIJIITOBITHI OHOBJICHHS, 3a3Ha4eHi B MyHKTax 312-316 riporo TexHIYHOTO periaMeHTy.

291. Ilpu cTBOpEHHI €NEKTPOHHOI CHCTEMH, 3a3HadyeHoi B myHKTI 290 mporo
Texuiuynoro pernamenty, MO3 3abe3mneuye ii QyHKIIOHATBLHY CYMICHICTH 13 0a3010
JAHUX KITHIYHUX JOCHIIKEeHb (BUPOOYBaHb) JIKAPCHKUX 3aC001B, MPU3HAUECHUX JJIS
BUKOPUCTAHHS JIOJMHOIO B YACTHHI KOMOIHOBaHMX KJIIHIYHUX JOCHII)KEHb BUPOOIB 13
KJIIHIYHUMHU JOCIIKEHHSIMU (BUIIPOOYBAHHAMH ) JTIKAPCHKUX 3aCO01B.

292. Indopmarrisg, 3a3HadeHa B miAnyHKTI 3 nyHkTy 290 nporo TexHidHOTO
perjiiaMeHTy, TMOBUHHA OyTH JOCTYITHOIO YIIOBHOBaXxeHUM ocobam MO3 Ta/abo
Hepxaikenyx6u. I[udopmarisi, 3a3nadeHa B nyHKTi 290 wnporo TexHiuyHOTrO
perjiaMeHTy, OKpiM MIAMYHKTY 3, Ma€ pO3MIIIyBaTUCh Y BIAKPUTOMY JOCTYII, 3a
BUKJIIOUCHHSM BHITQJIKIB, KOJM JOCTYH IO Takoi 1H(opmalii 4u 1 YacTHHU
OOTpyHTOBAHO OOMEKEHO 3 OYyIb-SKOI 13 TAKUX ITICTAB:

1) 3aXMCTOM MEepCOHANBHUX JAHMX 3T1IHO 13 3aKkoHOM Ykpainu «IIpo 3axuct
NEPCOHATIBHUX JTAHUX»;

2) 3aXMCTOM KOMEpUIMHO KOH(IAEHIINHOT 1HpopMallii, 0cOOIMBO B OpoIIypl
JOCIIITHAKA, 30KpeMa 3 ypaxyBaHHSM CTaTyCy OLIHKHM BIANOBIAHOCTI BUPOOY, 3a
BUHSITKOM BUIAJKIB, KOJU 1i PO3KPUTTS BIJMOBIJIA€ MEPEBAKAIOYOMY CYCHUILHOMY
1HTEpECY;

3) nieBUM HAIJISAAOM 3a IMIPOBEASHHIM KIIIHIYHOTO JTOCIIIKEHHS.

293. XKoani nepcoHanbHi JaHi cy0’€KTIB HE MOBUHHI OyTH JAOCTYNHUMHU JJIs
IIUPOKOI TPOMAJICHKOCTI.

294. TaTtepdeiic KOpucTyBava eJIEKTPOHHOI CUCTEMH, 3a3HadeHOl B TyHKTI 290
pOro TeXHIYHOTO PETIaMEHTY, HOBUHEH OyTH JOCTYITHHM AepKaBHOIO MOBOIO 3T1THO
13 3akoHoMm Ykpainu "IIpo 3abe3nedeHHs (PYHKIIOHYBaHHS YKpPAiHChKOi MOBH SIK
Jiep>KaBHO1".
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Kainiuni gocaimxeHns Bupo0iB, MApKOBAHMX 3HAKOM BiIlIOBIAHOCTI TeXHIYHUM
perjiaMeHTam

295. Skmo KIiHIYHE JOCHIKEHHS MPOBOASATH AJI MOJANBIIOTO OIIHIOBAHHS
BUPOOY, YK€ MapKOBaHOTO 3HAKOM BiJMOBIJHOCTI TEXHIYHUM pErjaMeHTaM 3T1JIHO 13
nyaktom 107 mporo TexHiuHOTO periaMmenTty, («IOCTDKCHHS Ha  eTarll
MMOCTMapKeTHHTOBOro  kiiHiuHoro Harmany (PMCF)»), 3a  #oro Iiap0BUM
MPU3HAYEHHSIM, a TAaKOXK SKIIIO JTOCHIKEHH Tependadyae MpoBeIeHH 13 cy0’ ekTaMu
poLenyp, A0JATKOBUX A0 THX, Kl MPOBOASATH 32 HOPMAJIbHUX YMOB BUKOPUCTAHHS
BUPOOY, 1 Takl JOJATKOBI MPOIEAYPU € 1HBA3UBHUMH a00 OOTSHKIMBUMHU, CIIOHCOP
noBiioMyisie 1ipo 1me JlepxiikcaykOy He mi3Hime HDK 3a 30 AHIB 10 IOYATKy
JIOCITIKEHHS 3a JIOTIOMOT'0OK0 €JIEKTPOHHOI CUCTEeMHM, 3a3HadyeHoi y myHkTax 290-294
nporo TexHIYHOro periaMeHTy. Pa3oMm 13 3a3Ha4eHUM TOBIIOMIJICHHSIM CIIOHCOP
MOBMHEH HAJaTH JOKYMEHTAIll0, 3a3Haueny y po3aun I nogatky 15. Jlo mocmiixeHb
NOCTMapKeTUHToBOro KiiHiuHOro Harisany (PMCF) 3actocoByroTs mianyHkTa 2-11 ta
13 mynkty 251, mynktu 297-311, a takox myHktd 315 Ta 316 mporo TexHiunOrO
peryiaMeHTy Ta BIJMOBIIHI MOJIOXKEHHS ToAaTKy 15.

296. SIkmo kIIiHIYHE AOCTIIKEHHS MPOBOASTH AJSl OIIHIOBAaHHS BHPOOY, yke
MapKOBaHOTO 3HAKOM BiATIOBITHOCTI TEXHIYHUM pETJIAMEHTaM 3TigHO 3 myHKToM 107
11boro TeXHIYHOTO perjiaMeHTy, He 3a HOTO IMiJTbOBUM IIPU3HAYCHHSIM, 3aCTOCOBYIOTh
nyHKTH 248-317 115010 TeXHIYHOTO periaMeHTy.

IcToTHI 3MiHM Y KIIHIYHUX T0CTiTKEHHIX

297. SIK1110 CIIOHCOP IJIaHY€E BHECTH Y KIIIHIYHE TOCHIIKEHHS 3MIHHU, SIK1 MOXKYTh
MaTH ICTOTHUN BIUIMB Ha O€3IeKy, 370pOB’s Ta MpaBa cy0’ €KTiB a00 Ha HAAIMHICTH 1
OOIPYHTOBAHICTh KJIIHIYHUX JIaHUX, OTPUMAHUX 3a pe3yjibTaTaMu AOCIIHKEHHS, BIH
MOBUMHEH MOBIAOMHUTH JlepIIKCITYyKO0y MpO MPUUYMHMU 1 XapakTep 3a3HAUYCHHUX 3MiH
IPOTSATOM OJHOTO THYKHS 32 JOMTOMOTOI0 €IEKTPOHHOI CHCTEMH, 3a3HAUYEHOT y TyHKTaX
290-294 mporo TexHIWHOTO perjiaMeHTy. Pa3om i3 3a3Ha4eHWM IOBIIOMJICHHSIM
CIIOHCOP MOBHHEH HAJIaTh OHOBJIEHY BEPCIIO BIIMOBIIHOT JOKYMEHTAIll1, 3a3HAYEHO1 Y
po3aim I nomarky 15. 3mMiHM, BHECEH] IO BIAMNOBIIHOI JOKYMEHTAllli, TOBUHHI OyTH
YITKO 1A€HTU(IKOBaHI.

298. Jlepxiikcnyx0a Ma€e OIIHUTH OyAb-sKI ICTOTHI 3MIHM y KIIHIYHOMY
JOCIIIJIKEHH1 3TiTHO 3 TMPOIEAypOr0, BCTaHOBJICHOIO B myHKTax 280-283 1poro
TexHIYHOTO pPerJIaMeHTYy.

299. CnoHcop MOKe BIPOBAPKYBaTH 3MIHM, 3a3Hau€Hl B MyHKTI 297 1bOro
TexHI4HOTO perjiaMeHTy, IoHaiiMeHIe uyepe3 38 AHIB TICAS HaJACHIAHHA
MOB1IOMJICHHS, BKa3aHOTO y 3a3HaYEHOMY IyHKT1, OKPIM BUIIAJIKiB, KOJIH:

1) Jepsxmikciyk0a TMOBIIOMUIA CIOHCOpPA TPO BIJIMOBY, MOCHIIAIOYUCH HA
MIJCTaBU, 3a3HaueHl y NyHKTI 283 1poro TEeXHIYHOrO perjaMeHTy, MIpKyBaHHS
OXOPOHM IPOMAJICHKOTO 3I0pOB’s, O€3MEKH Ta 370pOB’s Cy0’€KTa 1 KOpUCTyBada abo
JIepKaBHY MOMITHKY, a00

2) KOMITET 3 MUTaHb €TUKHU HAaJaB HETaTUBHUU BHUCHOBOK CTOCOBHO 1CTOTHHX
3MiH y KJIIHIYHOMY JOCJI1I>)KEHHI.
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300. Hepxmikcmyk0a MOKe MPOJOBXKHUTH CTPOK, 3a3HA4Y€HUN y MyHKTI 299
p0ro TeXHIYHOTO periiaMeHTy, 1€ Ha CiM JHIB 7S MPOBEACHHS KOHCYJbTAIlli 3
eKCIIepTaMH.

KoperyBaabHi 3axoau Ta 00MiH iHdopMmanicro
301. SAxmro Hdepxkiikcmysk0a Mae ImiICTaBu BBAKATH, III0 BUMOTH, BCTAHOBJICHI B
poMy TeXHIYHOMY perjaMeHTi, He TOTPUMaHi, BOHa MOKE BXKUTH IIIOHAIMEHIIIe OIUH
13 TAKUX 3aXO/1B:

1) BIZKJIMKATH aBTOPU3AIIII0 KIIIHIYHOTO JOCIIPKCHHS, aHYJIFOBABIIIN O3B Ha
TaKe JOCIIKEHHS;

2) NpU3yIUHUTH YU TIPUTTUHUTH KITHIYHE JTOCTIHKCHHS;

3) BUMaratu BiJi CIOHCOPA 3MIHUTH OyAb-SIKUM KOHKPETHUM aCTIEKT KIIHIYHOTO
JIOCIIIKEHHS.

302. 3a BUHATKOM BUTIAJKIB, KOJW ICHY€E HEOOXITHICTh BKHUTTS HEBIIKIATHUX
T, Tepen BXHATTAM OyAb-SKOTO 13 3axojiB, 3a3HaueHWx y myHKTI 301 1poro
TexHi4HOTO periaMenty, [lepxiikciryx0a 3BepTa€eThCs 10 CHIOHCOpa, a00 TOCIIITHUKA,
a00 000X 1711 OTpUMaHHS 1XHBOI BiAMOBiAl. Taka BIAMOBIAb MOBMHHA OYTH HajJaHa
IPOTATOM CEMHU JIHIB.

303. Sxmo epxmikciyx0a BKuia 3axo/iB, 3a3HadeHnx y myHKTi 301 mporo
TexHIYHOTO perJaMeHTy, ad0 BIIMOBUJIA Y TPOBEICHHI KIIIHIYHOTO JOCTIIKEHHS, 200
Oyn1a TMOBIIOMJIEHA CIOHCOPOM PO JOCTPOKOBE TNPUIUHEHHS KJIIHIYHOTO
JOCIIJIKEHHSI 3 MIpKyBaHb Oe3mneku, Jlepkiikciyx0a MoBIAOMIISIE PO BiAMOBIAHE
pIIIEHHS 1 10T T1JICTaBH 32 IOTIOMOTO0 €JIEKTPOHHOI CUCTEMHU, 3a3HAYEHOI Y ITyHKTaX
290-294 niboro TexHIYHOTO periaMeHTy.

304. SIkmo CHoHCOp BIAKJIMKAE 3asBy [0 yXBAJICHHS  PIIICHHS
Hepxaikcnyx00t0, 3a3HaueHy 1HGOPMAIIIO0 TaKOX HAJAIOTh YCIM 3alHTEPECOBAHUM
CTOpPOHAM 3a JIONIOMOTOF0 €NIEKTPOHHOT CUCTEMH, 3a3Ha4eHO1 y yHKTax 290-294 nporo
TexHIYHOTO perJaMeHTy.

Indopmanis, IKy CIIOHCOP HAJAA€ MICJS 3aBePIICHHS KIIHIYHOIO XOCTiIKECHHA, Y
BUIIAIKY HOI'0 THMYACOBOI0 NPU3YNIMHEHHS 200 JOCTPOKOBOI0 NPUIIHHEHHS

305. Skmo CHnoHCOp THMYAacOBO NPU3YIUHUB YU JOCTPOKOBO TMPUITUHUB
KIIIHIYHE JOCIIPKEHHS, BiH IOBUHEH MNPOTATOM 15 JIHIB TOBIJOMUTH IIPO IIC
Jepxaikcinyx0y, HalaBIIy BiMOBITHE OOTPYHTYBaHHS, 3a IOMIOMOTOI0 €JIEKTPOHHOI
cucremu, 3a3HaueHoi y myHkTax 290-294 mporo TexHiuHOro periameHty. SKiio
CIIOHCOP TUMYACOBO MPHU3YyIMUHUB YK TIOCTPOKOBO MPUMMHUB KIIIHIYHE JOCIIHKCHHS 3
MIpKyBaHb O€3MEeKH, BiH TOBUHEH MO1HGOPMYBaTH Tpo 11e Jlepkiikciry 0y mpoTarom
24 roauH.

306. 3aBepIieHHAM KJI1HIYHOTO JIOCTIKEHHS BBa)KaIOTh OCTAHHE B1JIBITyBaHHS
OCTaHHBOI'O Cy0’€KTa, KO 1HIIUKA MOMEHT Yacy MOTo 3aBepIlEHHS HE BU3HAYCHUH Y
IUTAH1 KIITHIYHOTO JOCIIIKESHHS.



74

307. CnoHCcOp MOBUHEH NMOBIIOMUTH JlepKITIKCITyk0y MpO 3aBEPIIEHHS TaKOrO
KIIIHIYHOTO TOCI/DKEHHA. 3a3HaueHe MOBITOMIICHHS HAJAI0Th IPOTATOM 15 THIB micis
3aBEPIICHHS KJIIHIYHOTO JOCIIHKEHHS.

308. SIkmio kaiHIYHE JOCTIKEHHS IPOBOAATH Y IEKUIBKOX JIep:KaBax, CIIOHCOP
MOBUHEH TIOBIJIOMUTH BCl JICPXKABH, B SIKUX MPOBOIMIN TaKe KJIiHIYHE JOCTIIKCHHS,
PO 3aBEPIICHHS TAKOTO JOCHIDKEHHS Y BCIX JeplkaBaxX. 3a3HA4YCHE IMOBIJOMIICHHS
HAJAI0Th MPOTITOM 15 AHIB TiCis 3aBepIICHHS KITHIYHOTO JOCIIKCHHS.

309. He3anexxHo BiJl pe3ysbTaTiB KITHIYHOTO AOCIIKEHHS, POTATOM OJTHOTO
POKY IICJISI 3aBEPIICHHS KJIIHIYHOTO JOCIIKEHHS a00 MPOTIrOM TPbOX MICSIIB 3
MOMEHTY HOT0 JOCTPOKOBOTO MPUITMHEHHS YU THMYACOBOTO MPU3YIUHEHHS CIIOHCOP
MTOBUHEH TI0JIaTH BiJIIMTOBIIHUM KOMIICTCHTHHM OpTaHaM JEpiKaB, Y SIKUX TPOBOIMIN
KJIIHIYHE JOCTIIHKEHHS, 3BIT 32 pe3yJbTaTaMu KJIIHIYHOTO JOCHIKCHHS, 3a3HAYCHUIN
y miamyHkTi 2.8. myHKTy 2 po3ainy I ta mynkTti 7 po3ainy I qomatky 15.

Jlo 3BiTYy 3a pe3yibTaTaMH KIIHIYHOTO JOCHIPKEHHS MOBUHHE JI0JaBATHUCS
pe3roMe, CKIaZeHe Y 3p03yMUTINA JIJIs HIJTbOBUX KOpHCTYBauiB popmi. CrioHCOp mojae
3a3Ha4eH] 3BIT 1 PE3IOME 32 JOMOMOTOI0 €JIEKTPOHHOI CUCTEMH, 3a3HAYEHO1 Y ITyHKTaX
290-294 uporo TexHIYHOTO pEeTJIaMeHTy.

SAkiio 3BIT 3a pe3yJibTaTaMu KJIIHIYHOTO JOCHIIKEHHS HE MOXJIMBO TMOAATH
MIPOTATOM OJTHOTO POKY ITiCIIS 3aBEPIICHHS TAKOTO AOCIIHKEHHS 3 HAYKOBUX MPUYHH,
HOro MoJIat0Th MIOKWHO BiH CTaHE JOCTYITHUM. Y TaKOMY BHUIIJIKy B IIaH1 KJIIHIYHOTO
JTOCITIDKeHHS, 3a3HauyeHOMY B MyHKTI 3 posaury II momatky 15, 3a3HauaroTh, KOJIH
pe3yJbTaTH KIIHIYHOTO JIOCHIPKEHHS CTaHyTh JOCTYIMIHHUMHU 13 BIAMOBIIHUM
OOTpYHTYBaHHSIM.

310. MO3 Bumae HACTaHOBH IIOAO 3MICTYy 1 CTPYKTYpH pPE3IOME 3BITY 3a
pe3yJbTaTaMu KJIIHIYHOTO JTOCIIIKEHHS.

Kpim Toro, skiio croHcop Bupiliye 1o0O0poBILIbHO HanaTu BUXiAHI gaHi, MO3
MO’K€ BHUJABAaTH HACTaHOBH IMIOAO (OpMaTy TaKUX JaHHUX 1 MOPAAKY iX HagaHHS. 3a
OCHOBY JUIsl 3a3HAYEHUX HACTAHOB, 32 MOXKJIMBOCTI, MOXYTh OyTH B35TI aJlallTOBaHI
HasBHI HACTAHOBH 3 HA/IAHHS BUX1THUX JaHUX y cepl KITHIYHUX JOCTIIKEHb.

311. Pesrome 1 3BiT 3a pe3yJbTaTaMH KIIIHIYHOTO JOCIITKEHHS, 3a3HAYCHI B
nyHkTi 309 mporo TexHIYHOrO pErIaMeHTy, ONPHIIOAHIOITH 3a JOTIOMOTOIO
CIEKTPOHHOI cHucTeMH, 3a3HaueHoi y myHkTax 290-294 mporo TexHidHOTO
periiaMeHTy, MOHAWMI3HINIEe TpHu peecTpanii BUpoOy 3rigHo 3 myHKTamu 142-145
11b0T0 TEXHIYHOTO perjaMeHTy 1 Mepes] Horo BBEACHHSIM B 00ir. Y pasi T0CTPOKOBOTO
OPUITUHEHHS Y1 TUMYACOBOTO NMPU3YITUHEHHS, PE3IOME 1 3BIT OMPUIIOAHIOIOTH OIpa3y
T1CTISt TIO/TaHHS.

Sxmro Bupib HE 3apeecTpOBaHO 3TiHO 3 MyHKTamMu 142-145 miporo TexHIYHOTO
pETJIaMEHTY MPOTATOM POKY IICIIsS BHECEHHS PE3IOME 1 3BITY JI0 €JIEKTPOHHOT CUCTEMH
srizHo 3 myHKTOM 309 1mporo TexHIYHOro perJaMeHTy, iX ONPWIIOJHIOITHh Yy
3a3HAYEHU MOMEHT 4acy.
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PeecTpania HeOaxkaHUX NMOAii, 0 BiAOYBAIOTHCA Y X0 KJIiHIYHUX JOCTIIKEHb,
Ta MOBIIOMJIEHHSI PO HUX
312. CioHCcOp MOBMHEH JOKYMEHTYBATH YCE 3a3HaUCHE HIDKYE:

1) Oyap-siki HeOaxkaHl TMOAIl, IO HaJeXaTh, 3TAHO 13 TJIAHOM KIIIHIYHOTO
JOCTIPKEHHS, A0 KaTeropli KpUTUYHUX JJI OLIHKUA PE3yJIbTaTiB TaKOro KIIIHIYHOTO
JIOCJHIIJKEHHS,

2) Oyab-sKi cepiio3Hi HeOakaH1 MOIiT;

3) Oyab-sKi HEOJIIKK BUPOOY, SIKI MOTJIM MPU3BECTH JI0 CEpHO3HOT HeOakaHOT
noAii, skOU He OyJIO BXKWTO BIAMOBIIHMX Jid, HE OYyJIO 3[1MCHEHO BTpy4aHHs, a0o
oOcTaBWHU OyJIM MEHIII CIIPUSATINBUMU;

4) Oyp-siKy HOBY 1H(OpMAILIIO 010 Oy 1b-KO1 MO/111, 3a3HAYEHOI Y MiAMYHKTaX
1-3 uporo mMyHKTY.

313. CioHCOp MOBHHEH HETraifHO MOBiIOMIIATH JlepKmiKCiTyk0y 3a TOOMOT OO
CIEKTPOHHOI cHucTeMH, 3a3HaueHoi y myHkTax 290-294 mporo TexHiyHOTO
periiaMeHTy, po yce 3a3HayeHe HIDKYE:

1) Oynp-siKy cepiio3Hy HeOaxaHy IMOil0, sSiKa Ma€ MPUYMHHO-HACIIIKOBHUI
3B’SI30K 13 JOCHII)KYBaHUM BUPOOOM, BUPOOOM TOPIBHSAHHS a00 MPONEAYpPOIO
JTOCHIDKCHHS, SKIIO TaKUi TPUYMHHO-HACTIIKOBUN 3B’SI30K € OOIPYHTOBAHO
MOXJIUBUM;

2) Oyab-siKi HEJIOJIKKA BUPOOY, SKI MOTJIM MPUBECTU JIO CEPHO3HOI HeOaxaHOi
nosii, akOu He OyJI0 BXXKUTO BIAMOBIAHUX MAiil, HE OYyJIO 3A1MCHEHO BTpYydYaHHs, a0o
oOcTaBUHM OyJIM MEHII CIIPUSITIUBUMU;

3) Oyab-siKy HOBY 1H(OpMaIIito MO0 OY/Ib-SKO1 MO/I11, 3a3HAYEHOT y MIAMTyHKTaX
1 Ta 2 BOTO MYHKTY.

CTpok MOB1JIOMJIEHHSI TIOBUHEH BU3HAYATUCA 3 YPaXyBaHHSM TSKKOCTI MO
Ski1o e HeoOX1IHO AJisl 3a0€3MEUEeHHSI CBOEYACHOTO MOBIIOMJICHHS, CIIOHCOP MOXKE
M0JIaTH TIEPBUHHE TIOB1IOMJICHHS 3 MOAATBIINM HaJaHHIM TOBHOTO TIOB1IOMJICHHS.

Ha Bumory JlepmiKciay>kOM CIOHCOp MOBUMHEH HaJaTH BCHO 1H(OpMAILIiLO,
3a3HaueHy B MyHKTI 312 nporo TexHIYHOTO perjJamMenTy.

314. CnoHcop TakoX TOBHHEH, 3a JOMOMOTOI E€JIEeKTPOHHOI CHCTEMH,
3a3HayeHoi y mnyHkTax 290-294 nporo TexHIYHOrO periiaMeHTy, MOBIAOMUTH
Hepxaikcnyx0y mpo moii, 3a3HadeHi B myHKT1 313 11boro TexHIYHOTO periiaMeHTy,
IO CTAJIUCS HA TEPUTOPIi THIIMX KpaiH, B SKUX KJIIHIYHI JTOCIIPKEHHS TIPOBOJSTH HA
OCHOBI TOT'O CAMOTO IJIaHY KIJIHIYHOTO IOCIIIIKEHHSI, 110 3aCTOCOBYIOTH JI0 KJITHIYHUX
JOCTIKEHb, SIK1 MANaal0Th M1 110 1boro TeXHIYHOro perjJamMeHTy.

315. V Bumagky AOCHIIKEHb Ha eTani MOCTMAPKETHHTOBOTO KJIIHIYHOTO
Harsiny (PMCF), 3a3Hauenunx y myHKTi 295 1iboro TeXHIYHOTO perjiaMeHTy, 3aMiCTh
MOJIOKEHb, BCTAHOBIEHUX MyHKTaMH 312-316 uporo TexHIYHOro perjiaMeHty,
3aCTOCOBYIOTH MOJIOKEHHS PO CIIOCTEPEIKEHHS 3a BUpoOamu (vigilance), BCTaHOBJICHI
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y nyHkTax 329-350 mporo TexHIYHOTO perfiiaMeHTy, a TAaKOK B aKTax, BCTAHOBIICHUX
MO3 3rigHo 3 myHkToM 351 1150T0 TEXHIYHOTO pPETIaMEHTY.

316. HesBaxaroum Ha mnonoxeHHs MOyHKTY 315, mynktu 312-316 1mworo
TexHIYHOTO periaMeHTy 3aCTOCOBYIOTH, SIKIIO BCTAHOBJICHO MPUYUHHO-HACIITKOBHHA
3B’SI30K MDK CEpPHO3HOI0 HEOAKaHOK TOAIEI0 1 TOMEPEIHBOI0 IPOIETYPOIO
JOCTIIKEHb.

IMniiemenTaniiiHi aKkTH

317. MO3 3 ypaxyBaHHSIM TpakTUK €Bporeiicbkoro Coro3y 13 3a3HayeHUX
MMTaHb MOYKE BCTAHOBJIIOBATHU JICTaIbHI MpaBuia Ta MPOLEAYPHI aCIIEKTH, HeOOX1/IHi
JIUISL BIIPOBAKEHHSI MOJIOKEHb, BU3HAYEHUX NMyHKTamMu 236-319 1poro TexHIuHOTO
perIaMeHTy, B YaCTHHI:

1) yHipiKOBaHUX €JNEKTPOHHUX (OpPM 3asiBU MPO MPOBEACHHS KIIHIYHUX
TOCITIJKEHb Ta I1X OIlIHKHM, SK BKa3aHO y MyHKTax 272-279 mporo TexHiYHOTO
pErJlaMeHTy 3 ypaxyBaHHSAM ClIeUU(PIYHUX KaTeropiid Yu rpyn BUPOOiB;

2) GyHKIIOHYBaHHS €JIEKTPOHHOI CHCTEMH, 3a3HadyeHoi y myHkrax 290-294
150r0 TEeXHIYHOTO peryiaMeHTy;

3) yHi(hiKOBaHHX €JIEKTPOHHUX (OPM IOBITOMIICHHS PO JOCITIKEHHS Ha eTaltl
ocTMapKeTHHTOBOTO KiiHIYHOTO Harwsiay (PMCF), sk 3a3Hadeno y myHKTi 296 11p0r0
TexHIYHOTO perjamMeHTy, a TaKoX IMPO ICTOTHI 3MiHM 3TigHO 3 myHkTamu 297-300
pOoro TeXHIYHOTO PEryIaMeHTy;

4) oOMiHY 1H(pOpMAITIEI0 MK 3aIHTEPECOBAHUMH CTOPOHAMHU,

5) yHi(ikoBaHUX €JIEKTPOHHUX (OPM MOBIAOMIICHHS MPO CEPHO3HI HeOaXKaHi
nojii Ta HeAOJIKH BUPOOIB, K 3a3HadeHO y MyHKTax 312-316 nporo TexHiyHOTO
pErJIaMeHTYy;

6) CTPOKIB MOBIJJOMJICHHSI PO CEPii03HI HeOaXkaH1 MOJIT Ta HETOIIKA BUPOOIB 3
ypaxyBaHHSAM TSHKKOCTI BIITTOBITHUX TOAIH, SK 3a3Ha4eHO Yy MyHKTax 312-316 1p0r0
TexHIYHOTO perjiiaMeHTy;

7) yHiI(pIKOBAaHOTO 3aCTOCYBaHHSI BUMOT IIOJI0 KJIIHIYHMX JIOKa3iB 4YM JaHUX,
HEOOX1THUX JIJIs1 AEMOHCTpAIlli BIAMOBIIHOCTI 3arajJbHUM BUMOTaM 3 O€3IMEeYHOCTI Ta
€()EeKTUBHOCTI1, BCTAHOBJICHUM Yy JTOAATKY 1.

Bumoru moao iHImux KJIIHIYHUX J0CTiIKeHb
318. KiinHiuHI HOCHIIKEHHS, SKI HE TIPOBOIATH I >KOJHOI 3 IIiJICH,
nepepaxoBaHuX y MyHKTI 248 1mporo TeXHIYHOTO perjiaMeHTy, MOBUHHI BiAMOBIIaTH
noJIO’KEeHHSAM TyHKTIB 249 ta 250, mianyHkTiB 2-4, 6, 8 Ta 12 myHkTy 251, a Takox
NyHKTY 253 11b0ro TexXHIYHOTO perjamMeHTy.

319. [ins 3axucty mpaB, 6€3MEKH, T1IHOCTI Ta z[06p06yTy cy6 €KTIB, a TaAKOX
3a0e3MeYeHHs] HAyKOBOI 1 €THYHOI LUTICHOCTI KIIHIYHUX JIOCHIKeHb, SKI He
MPOBOJATH JUISl JKOAHOI 3 I[JIeH, mepepaxoBaHUX y NMyHKTI 248 mporo TexHIYHOro
pernamenty, MO3 BU3Hauyae 104aTKOBI BUMOTH IIOJ0 TAKUX JOCIIIKEHb.
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MOCTMAPKETUHI' OBUM HATJISIJ] (POST-MARKET SURVEILLANCE),
CIIOCTEPEXXEHHSI 3A BUPOBAMM (VIGILANCE) TA JTEPXKABHUM
PUHKOBUI HATJISII (MARKET SURVEILLANCE)

IMocTrmapkerunrosuii Harasa (Post-market surveillance)

Cucrema noctMapkeTHHroBoro Hariasiay (post-market surveillance) Bupoonunka

320. J1nst Ko’kHOTO BUPOOY BUPOOHUKH IUIAHYIOTh, CTBOPIOIOTh, JOKYMEHTYIOTh,
BIIPOBA/KYIOTh, MIATPUMYIOTh Ta OHOBIIOKOTH CHCTEMY ITOCTMApKETHHTOBOTO
narmagy (post-market surveillance), npormopiiiiHy 10 Kiacy pu3uKy 1 BiAMOBIAHY IS
tuny BupoOy. Taka cucreMa nmoctMapkeTHHroBoro Harjsay (post-market surveillance)
NOBHHHA OYTH HEBII €MHOIO YaCTUHOIO CHCTEMH YIIPABIIHHS SKICTIO BUPOOHHUKA,
3a3HaueHoi y myHKTi 49 nipboro TexHIYHOTO periaMenTy.

321. Cucrema mnocTMapKeTHHTOBOTrO Harmsmy (post-market surveillance)
MOBUHHA OyTH MpUJIATHA VISl AKTUBHOTO 1 CUCTEMAaTUYHOTO 30MpaHHsI, peecTparlii Ta
aHami3y BIANOBIAHUX JaHUX MPO SIKICTh, €(EKTUBHICTb Ta OE3MEYHICTh BHUPOOY
IPOTATOM YChOT'O CTPOKY CIIyOH, (hOpMyJIFOBaHHS HEOOX1THUX BHCHOBKIB, a TAKOX
BU3HAYCHHS, peajizallii Ta MOHITOPUHTY 3all001KHHUX 1 KOPEryBaJIbHUX 1.

322.  Jlani, oTpuMaHi  BHUpPOOHHMKOM  3a  JIOIOMOTOI)  CHCTEMH
MOCTMapKeTUHToBOro Harsiay  (post-market surveillance), BUKOPHUCTOBYIOTH,
30KpeMa, JIs:

1) oHOBJIEHHSI BU3HAYECHHS CITIBBIJHOIIECHHS PU3UK-KOPUCTH 1 BIOCKOHAJICHHS
YIpaBIIHHS pU3UKaMHU, K 3a3Ha4€HO y po3aim [ qomatky 1;

2) oHOBJICHHS 1H(OpMaIlii PO MPOEKTYBaHHS 1 BUPOOHUIITBO, IHCTPYKIIIN 13
3aCTOCYBaHHS Ta MapKyBaHHS,

3) OHOBJICHHS KJITHIYHOTO OI[IHIOBAHHSI;

4) OHOBJICHHS pe3toMe 3 0€3MEeYHOCTI Ta KJI1HIYHOI €()eKTUBHOCTI, 3a3HAYEHOTO
y myHkTax 157-159 nporo TexHigHOTO periaMenrty;

5) BuU3HAUeHHS NOTPed Yy 3amOODKHUX YM KOPETYyBaJIbHUX [ifX, a TaKOX
KOpEeryBaJbHUX JISX II0JI0 €KCIUTyaTaliitHo1 0€3MeYHOCTI;

6) BU3HAYEHHS MOMUIIMBOCTEH TMOKPAIICHHS XapaKTEPUCTHK 3PYUHOCTI
BUKOPHUCTaHHS, 0€3MeYHOCTI Ta €(PEeKTUBHOCTI BUPOOY;

7) 3a HEOOXITHOCTI, CIPHUSHHSA MOCTMAPKETHHrOBOMY Harjsiay (post-market
surveillance) 3a inmMu Bupobamu; Ta

8) BUSBIJICHHS TCHJICHIIIH Ta MOBIIOMJICHB PO HUX 3TiAHO 3 myHKTamu 340-341
11b0T0 TEeXHIYHOTO pPEeTIaMeHTYy.

TexHiyHy JOKYMEHTAI[I}0 OHOBJIIOIOTH BIMOBIIHO.

323. SIkmio y mporieci mocTMapKkeTHHroBoro Harsiay (post-market surveillance)
BUSIBJIEHA MOTPeOa y BXKUTTI 3aM001KHUX YK KOPETyBaIbHUX [, 00 1 3al001KHUX, 1
KOperyBaJbHUX 1M, BUPOOHUK BXXKMBA€ BIAMOBIIHUX 3aXOAIB Ta 1HPOPMYE TPO 1€
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BIAMOBIAHUNA OpraH Jep>KaBHOTO PHHKOBOIO HAIJSAy Ta, SKIIO 3aCTOCOBHO,
npuU3HauYeHUH opraH. Y pa3l BHUABICHHA CEPHO3HOTO I1HIUACHTY ab0 BXKUTTS
KOpETYBJIbHUX i MO0 eKCIUTyaTalliifHoi Oe3meyHocTi, Mpo HUX Mae OyTu
MOBIJOMJICHO 3TifHO 3 myHKTamMu 329-339 11boro TeXHIYHOTO perjiaMeHTy.

Inan mocTMapkeTuHrooro Harjsiay (post-market surveillance)

324. CucremMa mnocTMapkeTHHroBoro Harmsmy (post-market surveillance),
3a3HauveHa y myHKTax 320-323 1iporo TexXHIYHOT0 perjlaMeHTY, IOBUHHA IPYHTYBaTUCS
Ha IUIaHI TTOCTMApKETHMHTOBOrO Harjsiay (post-market surveillance), Bumoru oo
SKOTO BU3HA4eH1 y MyHKTI 1 mogaTtky 3. J{is BupoOiB, 1IHIIUX Hi>K BUPOOU, BUTOTOBJICHI
Ha 3aMOBJICHHS, IUIaH ITOCTMAapKeTHHroBoro Haraay (post-market surveillance)
MOBUHEH OyTH YaCTUHOIO TEXHIYHOI JOKYMEHTAIlil, BU3HAYCHOI B JOJATKY 2.

3BiT nmpo mocTMapkeTuHroBuii Harysaa (post-market surveillance)

325. Bupobnuku BupoOiB kimacy | TOTyrOTh 3BiTH 3a pe3yibTaTaMu
MOCTMapKeTUHTOBOro  Harisiny  (post-market surveillance), ski  pe3toMyroTh
pe3yJabTaTH 1 BUCHOBKM aHAIi3y JaHHX MOCTMApKETWHTOBOTo Harsiny (post-market
surveillance), oTpuMaHux B pe3yJbTaTl BHUKOHAHHS IUIaHY MNOCTMAapKETHHIOBOIO
Harnsagy (post-market surveillance), 3a3Hadenoro y myHKTI 324 mporo TexHIYHOTO
perIaMeHTy, pa3oM 13 OOTPYHTYBAHHSIM 1 OMUCOM OYAb-IKUX YKUTHX 3alO01KHUX 1
KOperyBajgbHUX Jiii. Takuii 3BIT OHOBIIOIOTH 3a HEOOXIJHOCTI Ta HAJAAI0Th
BIJINIOBIIHOMY OpraHy J€p>KaBHOTO PUHKOBOTO HArJIsAy 3a 3allUTOM.

Ilepionu4HO OHOBJIIOBAHMH 3BiT 11010 0€3MEYHOCTI

326. BupoOuuku Bupo6iB kiacy lla, kmacy IIb Ta xmacy III roryrors s
KOXXHOTO BUpOOy, a 3a HEOOXITHOCTI, Il KOXHOI KaTeropii 4u rpymnu BUPOOIB,
NepioIMYHO OHOBIOBaHI 3BiTH moa0 Oe3neunocti (PSUR), ski pe3toMyroTh
pe3yabTaTH 1 BUCHOBKM aHAIi3y JaHHX MOCTMApKETHHTOBOro Harsny (post-market
surveillance), oTpuMaHux B pe3yJbTaTl BUKOHAHHS IUIaHY MNOCTMAPKETHHIOBOTO
Harsany (post-market surveillance), 3a3Hauenoro y myHkTi 324 mporo TexHIYHOTO
periaMeHTy, pa3oM 13 OOTPYHTYBAHHSIM 1 OMUCOM OYAb-IKUX YKUTHX 3aO01KHUX 1
KOperyBajibHUX J1id. [TpoTarom cTpoky ekcrutyararii BiilOBIIHOTO BUPOOY 3BIT 1100
oe3neyHocti (PSUR) noBuHEH BU3HAYATH:

1) BUCHOBKH 32 pe3yJibTaTaMU BU3HAUCHHS CITIBBITHOIICHHS KOPUCTh-PU3HK;
2) OCHOBHI Pe3yJIbTaTH MOCTMAPKETUHTOBOTO KiIiHIYHOTO Harsay (PMCF); Ta

3) oOcsaru mpoaaxiB BUPOOY, a TAKOX OIIHIOBAHHS YHCEIHHOCTI Ta IHIIUX
XapaKTEPUCTUK HACEICHHS, 110 BUKOPUCTOBYE BUPIO, a 32 MOMKJIHBOCTI, YAaCTOTH
BUKOPHCTaHHS BHPOOY.

BupoOnuku BupoOiB knacy IIb 1 xmacy Il moBuHHI OHOBIIOBATH 3BIT 1100
oesneunocti (PSUR) npunaiiMHi oauH pa3 Ha pik. Takuil 3BIT 1010 OE€3MEUHOCTI
(PSUR), oxpiM BupoOiB, BUTOTOBJIECHUX HA 3aMOBJICHHS, € CKJAJOBOI0 YACTHHOIO
TEeXHIYHOI JJOKYMEHTaIlli, IK BKa3aHO y J0oJaTkax 2 Ta 3.

Bupo6nuku Bupo6iB kiacy Ila moBMHHI OHOBIIIOBATH 3BIT L1010 OE3MEYHOCTI
(PSUR) 3a He0oOXi1THOCTI, ajie IOHAWMEHIII€ OJIMH pa3 Ha JABa POKU. Takui 3BIT 1010
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6e3neunocti (PSUR), okpim BupoOiB, BUTOTOBIIEHUX Ha 3aMOBJICHHS, € CKJIaIOBOIO
YaCTUHOIO TEXHIYHO1 JOKYMEHTAIIi1, sIK BKa3aHO y Jo/aTkax 2 Ta 3.

Ji1st BUpOOiB, BUTOTOBJICHUX Ha 3aMOBJICHHS, 3BIT moa0 Oe3neunocti (PSUR) e
CKJIaIOBOIO YaCTHHOIO IOKyMEHTallii, BKa3aHoi B MMyHKTI 2 qoaaTKy 13.

327. Ina BupoOiB knacy I, abo siki iIMIIaHTYIOTh, BAPOOHUKH MOAAIOTH 3BIT
moao Oesneynocti (PSUR) mpusnauenomy oprany, mo Oepe y4yacTb B OLIHII
BIMOBIMHOCTI 3rimHO 3 myHKTamu 197-209 mporo TexHIYHOTO periaMeHty, 3a
JIOTIOMOTOI0 €JICKTPOHHOI CHCTEMH, BKazaHoi y MyHKTax 352-360 mporo TexHIYHOTO
pernamenTy. [Ipu3HadeHuit oprad po3risaac 3BiT i I0Aa€ CBOIO OI[IHKY B 3a3HAYCHY
CJICKTPOHHY CHUCTEMY Pa3oM 13 JOKJagHOI0 1HGOpMaIli€ro po Oyab-sIKI BXHUTI Aii.
3a3naveni 3BiT 10710 0e3nednocti (PSUR) 1 oKy npu3HaueHOro opraHy HajaroTh
BIJIMOBITHOMY OpraHy Jep>KaBHOTO PHHKOBOTO HArJISJIy 3a JOMOMOTrOI BKa3aHOi
CJIEKTPOHHO1 CUCTEMH.

328. 1 Bupo6iB, OKpiM BUPOOiB, 3a3HaYCHHX B MMyHKTI 327 boro TexXHIYHOTO
periaMeHTy, BUPOOHMKM HaJaroTh 3BIT moj0 Oe3neuHocti (PSUR) mpusznHaueHum
opraHam, Kl OEpyTh y4acThb B OI[IHIII BIJIMOBIAHOCTI 1, 3@ 3alUTOM, BIJIOBITHOMY
OpraHy J€p>KaBHOTO PUHKOBOTO HATJISIY.

Cnocrepe:xenns 3a supodamu (Vigilance)

IHoBigomiieHHSI PO CEPIO3HI IHIMACHTH Ta KOPeryBajbHi il 1010
eKCIuTyaTaniiiHoi 0e3ne4HoCTi
329. BupoOuuku BHpOOiIB, HaJaHUX HA PUHKY YKpaiHH, OKpiM BHpPOOIB,
BUTOTOBJICHUX Ha 3aMOBJICHHS, MOBIJOMIISIOTH BIAMOBIIHUM OpraH Jep)KaBHOTO

PUHKOBOTO HATJISAy 3TAHO 13 MyHKTamMu 356 Ta 358 1mporo TeXHIYHOTO perjiiaMeHTy
PO TaKe:

1) Oyap-siki cepilo3H1 1HIIMAECHTH, TIOB’s13aH1 3 BUpOOaMHU, sIKI Ha/JlaH1 Ha PUHKY
VYkpainu, 3a BUHATKOM OYiKyBaHHMX MOOIYHUX €(EKTiB, Kl YITKO 3aJJOKyMEHTOBaHI B
iH(opMallii npo BUPIO, KIIBKICHO BU3HAYECHI B TEXHIYHIN JOKYMEHTAIlll Ta OXOILJIEHI
MOBIIOMJICHHSAMH TIpO TeHAeHIii 3rigHo 3 myHkTamu 340-341 mporo TexHigyHOTO
pErjlaMeHTy;

2) Oynp-gKi KOperyBajbHI Ail IIOAO €KCIUTyaTaliiiHOi 0e3MeYHOCTI CTOCOBHO
BUPOOIB, HA/IAHUX HA PUHKY YKpaiHU, B TOMY YHCIII OyAb-5KI KOpETyBaldbHI Al 1010
eKCIUTyaTariitHoi 0€3MeYHOCTI, BXKUTI B IHIINX KpaiHaX CTOCOBHO BUPOOIB, SIKI TAKOXK
MIPaBOMIPHO Ha/IaH1 HA pUHKY Y KpaiHU, SKIO MPUYNHA BXKUTTS TAKUX KOPETyBaJIbHUX
T 1010 eKCIUTyaTalliifHoi 0€3MeYHOCTI He 0OMeKeHa BUPOOOM, HAJJaHUM Ha PUHKY
1HIIIOT KpaTHH.

[ToBimomieHHs, 3a3Ha4yeHl B TEpmIOMYy ad3alll I[bOTO MYHKTY, MOJA0Th 3a
JIOTIOMOT'010 €JIEKTPOHHOI CUCTEMHU, 3a3HaueHO1 y myHKTax 352-360 1poro TexHiyHOro
periiaMeHTy.

330. Sk mpaBusio, TepMiH HaJaHHS MOBIAOMIIEHb, 3a3HAYEHUX y MyHKTI 329
50r0 TeXHIYHOTO periiaMeHTy, BU3HAYAIOTh 3 YpaxyBaHHSAM TXKKOCTI CEPHO3HOTO
THIIUJICHTY.
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331. BupoOHMKM MOBUHHI MOBIAOMISTH MPO OyIb-sKi CEpHO3HI 1HUUIACHTH,
3a3HaueHl B MAMyHKTI 1 myHkTy 329 11poro TexHIYHOTO peryiaMeHTy, HeTaitHO Mmicis
BCTAHOBJICHHSI TMPUYMHHO-HACIIIKOBOTO 3B’S3Ky MDK TaKUM I1HIUJAECHTOM 1 IXHIM
BUPOOOM, 200 MOKJIMBOCTI ICHYBaHHS TaKOTO MPUYUHHO-HACIHIIKOBOTO 3B 53Ky, aje
HE T3HIIIe HiK 9epe3 15 THIB 3 MOMEHTY, KOJIM iM CTa€ BiJOMO PO 1HIIHJICHT.

332. He3Baxaroun Ha monoxeHHs MyHKTY 331 1iporo TexHIYHOTO periaMeHTy,
3a HasIBHOCTI CEP03HO1 3arpO3U rPOMaJICEKOMY 3/I0POB’ 0, TOBIJOMJICHHS, 3a3HAUYCHE
B MyHKTI 329 11010 TeXHIYHOTO perjlaMeHTy, HaJaloTh HETaiHO, ajie He Mi3HIIIe HIXK
yepes 2 THI 3 MOMEHTY, KOJIU BUPOOHHKY CTa€ BiJIOMO MPO TaKy 3arposy.

333. He3Baxkaroun Ha mosioxkeHHs TyHKTY 331 11boro TexHIYHOTO periamMeHTy,
y pas3i cMepTi abo Hernepen0auyeHoro ICTOTHOTO MOTIPIISHHS CTaHy 3710pOB’sl 0CO0H,
MOBIJJOMJICHHS HAJali0Th HErallHO TICJs BCTAHOBJIEHHS BUPOOHUKOM MPUYUMHHO-
HACJIIJIKOBOTO 3B’A3Ky M1 BHPOOOM 1 CEpHO3HHMM IHIIMICHTOM a00 BUHHKHEHHS B
HBOTO I1JI03pH IIOA0 TAKOTO 3B’S3KY, aje He Mi3Hime HiK yepe3 10 THIB 3 MOMEHTY,
KOJIM BUPOOHUKY CTa€ BIJJOMO PO TaKUil CEpHO3HUIA 1HIIUJICHT.

334. Skmo 1e HeoOXiaHO I 3a0e3ledYeHHS CBOEYACHOIO ITOBIJTOMIICHHS,
BUPOOHUK MOJKE ITOJIATH NIEPBUHHE ITOBIOMJICHHS 13 ITOIAJIBIIMM HAJJaHHSAM IIOBHOTO
IMOB1IOMJICHHS.

335. Skmo BUpOOHHK, MICHIS TOTO, IK HOMY CTa€ BiIOMO MPO 1HIMAEHT, PO
SKUW TOTEHLIHHO TMOTPIOHO TOBIAOMHUTH, HE BIEBHEHHUH Yy HEOOXIJHOCTI
MOBIJJOMJICHHS NP0 HHOTO, BiH MOBUHEH, THM HE MEHIIE, HAa/IaTU MOBIJOMJICHHS Y
CTpOKH, BcTaHOBJIeHI B TyHKTax 330-333 1boro TeXHIYHOTO perjiaMeHTy.

336. 3a BUHATKOM HEBIJKJIQJHUX BHIIQJKIB, III0 BHUMAararTh BiJi BUPOOHHKA
HETaifHOTO BXKUTTA KOPETYBAJIBbHUX [ IMOJ0 eKCIUTyaTalriiiHoi Oe3MmevHocCTi,
BUPOOHMK TTOBUHEH 0€3 HEBUIIPABIAHUX 3aTPUMOK MOBIJJOMUTHU PO KOPETyBaIbH1 Ail
I0JI0 €KCIUTyaTariiiHoi 0e3MeYHOCTI, 3a3Ha4eHl B MIAMYHKTI 2 MyHKTY 329 1mboro
TeXHIYHOTO peryIaMeHTy, 3a3/1aJIeTiIb Mepe IX BXKUTTSIM.

337. SIkmio aHaNOTiuHI CepHO3HI IHIUACHTH CTAIOTHCS 3 TUM CAMHM BHPOOOM
ab0 TWUMOM BHPOOIB, HIOJ0 SAKUX OyJIM BHUSABJICHI NEPUIONPUYMHUA a0O BXKUTI
KOperyBajbHI il 1I0JI0 eKCIUTyaTalliiHoi 0€3MeuHoCTI, a00 SKIIO TaKl 1HIUACHTH €
3arajJlbHUMU 1 HaJEXHUM YUMHOM 3aJ0KyMEHTOBAHMUMH, BUPOOHHUK MOKE HAJaBaTH
NepioANYHI 3BEJICHI MOBIAOMIICHHS 3aMICTh JIEKIJIBKOX OKPEMHX MOBIJOMIJIEHBb MPO
IHIIUJIEHTH, 332 YMOBU IO BIAMOBIIHUNA OpraH JIEPKABHOTO PHHKOBOTO HATJISTY
MOTOAUB 13 BUPOOHUKOM (opMat, 3MICT 1 YACTOTY HAJaHHS MEPIOJUIHHUX 3BEICHUX
MTOBIJIOMJICHbD.

338. MO3 pa3zoM BIANOBIAHUM OPTaHOM JIEPKABHOTO PHUHKOBOTO HATJISY
MOBUHHI BXKMBATH BIAMOBIJHUX 3aXO[iB, HANPHUKIAJ, OPraHi30ByBaTH ILIbOBI
iHdopmariiHi kKammaHii, CHOpsIMOBaHI Ha 3a0XOYEHHS MEIWYHUX TPaIliBHUKIB,
KOPHUCTYBaUiB Ta TMAII€HTIB 1 HaJaHHS M MOJIMBOCTI TOBIAOMIISATH BiJIIOBITHOMY
OpraHy JepKaBHOTO PUHKOBOI'O Harjsiy Mpo MiAO3pIOBaHI CEpHO3HI 1HIMACHTH,
3a3HaveHi B miANyHKTI 1 myHkTy 329 115010 TeXHIYHOTO perjJaMeHTy.
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BinnoBigHuii opran aep>kaBHOrO pUHKOBOTO HATJIAy MOBUHEH LIEHTPAIi30BaHO
peecTpyBaTd Ha HAI[lOHAJbHOMY pIBHI MOBIJIOMJICHHS, OTPUMaHi BiJl MEIWYHHX
MpalliBHUKIB, KOPUCTYBayiB Ta MAI[I€HTIB.

339. V pasi oTpuMaHHA BKa3aHUX MOBIIOMJIEHb MPO MiJ03pIOBaHI CEpHo3HI
THITUICHTH, 3a3Ha4eHl B MANYHKTI | myHKTY 329 115070 TEXHIYHOTO periiaMeHTy, Bijl
MEAMYHUX MPAalliBHUKIB, KOPUCTYBAUiB UM MAIIEHTIB, BIIMOBIAHUI OPTaH AEPKaBHOTO
PUHKOBOTO HArJisiy BXKMBa€ HEOOXITHUX 3axXOJiB JUIsl 3a0e3leueHHs HETaitHOTro
iHpopMyBaHHS BHPOOHHMKA BIJAMOBIAHOTO BUPOOY MpO MiAO3PIOBaHUN CEepHO3HUMN
1HIMIEHT.

k110 BUpOOHUK BIATIOBITHOTO BUPOOY BBAXKAE, 110 1HIUJICHT € CEPHO3HUM, BiH
HaJla€ MOBIAOMIICHHS, 3T11HO 3 MyHKTaMu 329-333 11boro TexHIYHOTO perjiaMeHTy Mpo
TaKui CepiO3HUI 1HIIUJICHT, BIJMIOBIIHOMY OPTaHy JIep>KaBHOTO PUHKOBOT'O HaTJISIIY,
a TaKOXX B)KHMBA€ BIAMOBIAHUX MOMANBIINX JiH 3TiIHO 3 myHKTamu 342-349 1nporo
TexHIYHOTO PerJaMeHTy.

k110 BUpOOHMK BiJMIOBIIHOTO BUPOOY BBaXKae, 110 1HIUACHT HE € CEPHO3HUM
ab0 € OuiKyBaHMM HeOaXaHUM TMOOIYHUM e(EeKTOM, SKUH Oyne OXOIUIEHUN
MOBIIOMJICHHAM TpO TeHAeHIl 3rigHo 3 myHktamu 340-341 mporo TexHigHOTO
pErjlaMeHTy, BIH HaJa€ MOSCHIOBAJIbHY 3asBY. SIKIIO BIAMOBIIHUIA OpraH Jep>KaBHOTO
PUHKOBOTO HATJISTY HE TIOTOKYETHCS 3 BACHOBKAMH, BUKJIAJICHUMU Y TIOSICHIOBATbHIH
3asB1, BIH MOKE€ BUMaraTy BiJ BAPOOHMKA HAJaTH MOBIJIOMJICHHS 3T1IHO 3 MyHKTAMH
329-333 nporo TexXHIYHOTO periaMeHTy, a TaKoXK 3a0e3MeYUTH BXXKUTTS BIJTIOBITHUX
MoAANBIIMX 1M 3rigHO 3 myHKTaMu 342-349 1iboro TeXHIYHOTO perjiaMeHTy.

IToBinoMJIeHHSI PO TeHAEHIl

340. BupoOHuUKH, 32 JJOTIOMOTO0 €JIEKTPOHHOT CUCTEMH, 3a3HAUYCHOI Y TTyHKTaX
352-360 mporo TexHIYHOTO perjJaMeHTy, TMOBHHHI MOBIIOMIISTH TIPO Oynab-sKi
CTATUCTUYHO 3HAUYIl 30UIBIICHHS YacTOTH YU TSKKOCTI I1HIUJICHTIB, SIKI HE €
CEepHO3HUMHU IHIMJICHTaMH a00 € OYIKyBaHUMHU HEOa)KaHUMH MOOIYHUMHU e(eKTaMH 1
MOXYTh MaTH ICTOTHUM BIUIMB HAa aHaJII3 CIIBBIJHOIIECHHS MK KOPUCTIO 1 pU3UKOM,
BKa3zaHuil y myHktax 1 Ta 5 po3auty I momatky 1, 1 sKi cipuyuHUIM a00 MOTJIH
CIOPUYMHUTU PU3UKHU JUJISL 30POB’Sl UM OE3MEKH Malll€HTIB, KOPUCTYBAYIB UM THIIMX
0ci0 Ta € HENPUWHIATHUMH 3 yPaxXyBaHHSAM OUYIKYBaHOiI KOPUCTI. IcTOTHE 301/IbIIEHHS
BU3HAYAIOTh y MOPIBHSIHHI 3 Mepe0auyBaHOK YaCTOTOK UM TSDKKICTIO BiIMOBITHUX
IHIIUJEHTIB 1IOJ0 BUPOOY, KaTeropii 4u TPyHu BHUPOOIB MPOTITOM KOHKPETHOTO
nepiojly, BKa3aHOTO Y TEXHIUHIN TOKyMEeHTaIlli Ta iH(opmaIltii mpo mpoayKIliro.

BupoOHuk BH3HAua€e crnocoOM YHpaBIiHHS I1HIUACHTAMH, 3a3HAUCHUMU B
nepimoMy ab3aimi IbOro MyHKTY, Ta METOMAOJIOrI0, SKYy BHUKOPHCTOBYIOTH JIs
BU3HAYCHHS CTATUCTUYHO 3HAUYIIMX 301IIICHh YACTOTH UM TSKKOCTI 1HITUACHTIB, a
TaKOX TEPioJl CIIOCTEPEIKCHHS, Y IJIaHI TOCTMAPKETUHTOBOTrO Harisiay (post-market
surveillance), 3a3HauenoMy B yHKTI 324 115010 T€XHIYHOTO pPErJIaMeHTYy.

341. BianoBiaHMI OpraH IepKaBHOTO PUHKOBOTO HAIJISIIY MOXKE MPOBOJIUTH
BJIACHY OILIIHKY TIOBIJIOMJIEHb NP0 TeHJACHINi, 3a3HaueHuX y nyHkTi 340 1mporo
TexHIYHOTO perjiaMeHTy, 1 BUMaraTu BiJi BUPOOHUKA BXKUTTS BIJIMOBIAHUX 3aXO/lIB
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3TiTHO 3 UM TEeXHIYHWM PEerJIaMeHTOM ISl 3a0€3MEeUeHHs 3aXHCTYy T'POMaJChKOTO
30pOB’sl Ta Oe3MeKu naiieHTiB. BiamoBiquuii opran qep>kaBHOTO PUHKOBOTO HATJISTY
1HbOpMy€ MpU3HAYCHUI OpraH, AKUil BUIaB BiIMOBILAHMIA cepTU(IKAT, TPO PE3yIbTaTH
TaKOi OI[IHKH Ta MPO BXKHUTTSI BIATIOBITHUX 3aXO/iB.

AHaJi3 cepilo3HUX IHIMAEHTIB Ta KOPEryBajibHi il 00 eKCILIyaTalliiiHOL
0e3mevyHocCTi

342. Tlicns moBIIOMJICHHS MPO CEpHO3HUHM 1HIUJCHT 3T1IHO 13 MyHKTOM 329
11boro TeXHIYHOTO perjiaMeHTy BHPOOHHUK IMOBHMHEH HETaliHO MPOBECTH HEOOXiIHI
PO3CIIITyBaHHS II0JI0 TaKOTO CEPHO3HOIO 1HIMAEHTY 1 BIAMOBIIHUX BUPOOiB. Taki
PO3CIIiTyBaHHS IMOBUHHI BKJIFOYATH OI[IHIOBAHHS PU3HUKIB, ITOB’SI3aHUX 3 1HITUICHTOM,
Ta KOPETryBaJIbHUX 1M 11010 eKCIUTyaTaIliiHO1 0€3MeYHOCTI 3 ypaxXyBaHHSIM KPUTEPIiB,
BKa3aHUX y MyHKTI 344 nboro TexHIYHOTO periIaMenTy, y BIAMOBIIHAX BHUITAIKAX.

BupoOHMK TOBUHEH CHIBOPAIIOBATH 3 BIANOBIIHUM OpPraHoOM JIE€pKaBHOTO
PUHKOBOI'O HarJIsiy Ta, Y BIANOBIJIHUX BHUIAJKaX, 13 BIANOBIAHUM MPU3HAYEHUM
OpraHoOM y XOJi pO3CHiAyBaHb, 3a3HaYEHUX y MEPIIOMY ad3alll bOro MyHKTY, Ta HE
MOBUHEH IMPOBOJUTU KOAHUX PO3CIIAyBaHb, 5Kl MepeadayaroTh 3MIHY BUPOOY uu
3pa3ka 3 BIANOBILAHOI MapTii y cnocid, AKUH MOXKE BIUIMHYTH Ha MOAaJble
OLIIHIOBAHHS MPUYUH IHIWACHTY, [0 1H(OPMYBaHHS BIJANOBIJHOTO OpraHy
JIEP’KaBHOTO PUHKOBOT'O HAIJISIAY IO Taki Aii.

343. BianoBigHuii opraH Jep>KaBHOI'0 PUHKOBOTO HAIJISAY BXKHUBA€E HEOOX1THUX
3axX0MIB I 3a0e3MedeHHs OIliHIOBaHHS OyAb-fKOi 1HGOpMallii Mmpo Ceplo3HHIMA
IHIIUJEHT, YM KOPETyBaJbHI il MO0 EeKCIUTyaTaliiiHol Oe3MmeYHOCTi, SKUX OyJio
BXKWTO UM TUIAHYIOTh BXKHUTH, Ta sika OyJia JOBEJACHA IO MOTO yBard 3TriIHO 3 MyHKTaMU
329-339 mporo TexHIYHOTO perjJaMeHTy 3a MOKIIMBOCTI, Pa30M 13 BUPOOHUKOM, Ta
SIKIIIO 3aCTOCOBHO, 3 IPU3HAYCHUM OPTaHOM.

344. Y KOHTEKCTIi OIiHIOBaHHS, 3a3HaueHoro y myHKTI 343 nporo TexHiuHOTrO
pErjlaMeHTy, BIANOBIIHUNA OpraH AEp>KaBHOIO PUHKOBOTO HATJISIAY OLIHIOE PU3HKH,
10 BUHUKAIOTh Y 3B’ 513Ky 3 OBIJOMJIEHUM PO CEPUO3HUI 1HIUICHT, 1 OL[IHIOE Oy 1b-
K1 MOB’3aH1 KOperyBajbH1 Jii 00 eKCIUTyaTaliiHoi 0e3MeYHOCTI 3 ypaxyBaHHAM
HEOOXITHOCTI OXOPOHU TPOMAJICHKOTO 3JI0POB’S Ta TaKUX KPUTEPIiB, SIK MPUUYUHHO-
HACIIIKOBUN 3B’SI30K, MOMJIMBICTb BHUSBJICHHS 1 WMOBIPHICTH TOBTOPHOTO
BUHHUKHEHHSI MPOOJIEMU, YaCTOTY BUKOPHUCTaHHS BHPOOY, MMOBIPHICTH 3arOisSTHHS
PSIMOT UM OTOCEPEAKOBAHOT IIKOU, TSHKKICTh NMIKOAM, KIIHIYHY KOPHCTH BHUPOOY,
IITFOBUX W TOTEHIIHHUX KOPUCTYyBayiB, HACEJICHHS, SKE 3a3HAjJ0 BILUIUBY.
BiamoBinHuii oprad AepKaBHOTO PUHKOBOTO HATJISY TAKOX OIIHIOE BIAMOBIIHICTH
KOPETYBAJILHUX I 0JI0 €KCIUTyaTalliifHOi 0e3MeYHOCT1, Iepen0adyeHuX i BXKUTHX
BUPOOHHUKOM, a TAKOXK MOTPeOy B 3/1IMCHEHHI 1 BUIM OYIb-IKUX THIINX KOPETYyBaIbHUX
N 3 ypaxyBaHHSAM MPUHIMUITY BIACTUBOI O€3MEKH, BU3HAYEHOTO B 10AATKY 1.

Ha Bumory BiINOBIHOTO OpraHy JepKaBHOTO PUHKOBOTO HAIJISITY BUPOOHUKHU
HAJIAl0Th yC1 JOKYMEHTH, HEOOX11H1 JJIsI OLIHKY PU3HKIB.

345. BignoBigHWil OpraH Jep>KaBHOTO PUHKOBOIO HAMJISIAY —3A1MCHIOE
MOHITOPUHT TPOBEIEHHS BUPOOHHKOM PO3CIITyBaHHS CEPHO3HOTO I1HIUACHTY. 3a
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HEOOX1IHOCTI BiAMOBIHUI OpraH AepKaBHOTO PUHKOBOTO HATJISIY MOXKE BTPYTUTHCS
B pO3CIiAyBaHHsS BHUPOOHHMKA ab0 1HILIIOBAaTH TPOBEACHHS HE3aJIEKHOTO
PO3CIIiTyBaHHSI.

346. BupoOHUK Hajae BiAMOBIAHOMY OpraHy JA€p>KaBHOTO PUHKOBOTO HATJISITY
OCTAaTOYHUH 3BIT, IO MICTUTh HOTO BUCHOBKH 3a pe3yJbTaTaMH PO3CIiAyBaHHS, 3a
JIOTIOMOTOI0 €JIEKTPOHHOI CUCTEMH, 3a3HaueHOl y myHKTax 352-360 1poro TexHiuHOTO
pernaMeHnTy. Takuii 3BiT TOBUHEH MICTUTH BUCHOBKH 1, 32 HEOOX1HOCTI, BU3HAYATH
KOperyBajbHI JIii, SKUX MOTPIOHO BXXHUTH.

347. V Bunaaxy BUpoOiB, 3a3HaYeHUX y ab3alll MepIioMy MyHKTY 8 IbOTo
TexHIYHOTO periamMeHTy, Ta KOJM CEePHO3HUI IHIMIECHT YK KOPEeTyBallbHI il 1I0J10
eKCIUTyaTallitHOT 0€3MeYHOCTI MOXKYTh OyTH IOB’sI3aH1 3 PEUOBHHOIO, KA Y BUIIAJIKY
il BUKOpHUCTAHHA OKpPEMO, BBaKajlacsa O JIKApChKUM 3ac000M, BIJIMOBITHUN OpraH
nep:kaBHOro puHkoBoro Harmsiay iHdopmye JIT «JlepskaBHMI €KCHEPTHUM LEHTP
MO3 Ykpainny», sKkum 0yJ10 BUJaHO HAYKOBUM BUCHOBOK II0JI0 TAKO1 PEYOBHHH 3T1HO
3 myHkToM 204, mpo 3a3HAYCHUN CEPHO3HUH IHIUACHT YM KOPETYBaJbHI Mii 100
eKCILTyaTaliiiHoi 0€3MEeYHOCTI.

VY Bunagxky BUpOOIB, Ha SIKI NOIMIKPIOETHCA Aisl IHOr0 TEXHIYHOTO periiaMeHTy
3T1AHO 3 MIAMYHKTOM 6 MyHKTY 6 115070 TeXHIYHOTO periaMeHTy, Ta KOJIU CepHO3HUN
IHITUICGHT YM KOpEeryBalbHI il MIOAO eKCILTyaTaliiHoi 0e3meyHOCTI MOXYTh OyTH
MOB’SI3aHI 3 TMOXIIHUMHM TKAaHWUH YW KJIITUH JIIOJICBKOTO TOXOJKEHHS, SIKI
BUKOPUCTOBYIOThH JJII BUTOTOBJICHHSI BUPOOY, a TaKOXX y BUMNAAKY BUPOOIB, Ha SKi
MOIIUPIOETHCS il 1bOro TeXHIYHOTO perjaMeHTty 3rigHo i3 myHkTtoMm 10 1poro
TexHIYHOTO perjiaMeHTy, BIAMOBIAHUI OpraH Jep>KaBHOTO PHUHKOBOTO HATJISTY
1H(pOpMy€E KOMIIETEHTHUW OpraH 3 MHUTaHb JIOJCHKUX TKAaHWH 1 KIITUH, 3 SIKUM
KOHCYJIbTYBABCSl TIpU3HAaYeHUW opraH 3rigHo 13 myHKTOM 205 mporo TexHIYHOTrOo
perjameHry.

348. Ilicns mpoBeIeHHS OIIHIOBAHHS 3T1IHO 3 MyHKTOM 344 mporo TexHidHOTO
perjlaMeHTy, BIAMOBIAHUIM OpraH JE€pKaBHOTO PUHKOBOTO HAIJISIAY, KM 31MCHIOE
OIIIHIOBAHHSI, 32 JOIOMOTOI0 €JIEKTPOHHOI CHUCTEMH, 3a3Ha4eHO1 y myHKTax 352-360
bOTr0 TEXHIYHOro periaMeHTy, HeraiiHo 1H(OpPMYE IHILI 3aIHTEPECOBaH1 OpraHu Mpo
KOpEryBaJlbHI /i1, BXKUTI 4M NiependadeHl BUpOOHMKOM a00 BXKHUTTS SIKMX BUMAararoTh
B1Jl BUpOOHUKA JIJIsl MiHIMI3al[li pU3UKY MMOBTOPEHHS CEPHO3HOTO 1HUUIAEHTY, B TOMY
YHUCII TPO TMOJII, AKI CTAJd MPUYMHOIO CEPHO3HOTO IHIMACHTY, 1 pe3yibTaTH HOTO
OLIIHIOBaHHS.

349. BupoOHuk 3a0e3meuye HeraHe MOBeACHHS i1H(OpMAIli Tpo BXKUTI
KOperyBaJIbHI il 100 EKCIUTyaTaliifHOi Oe3MeYHOCTI O BiJoMa KOPHCTYyBadyiB
BIJIMOBITHOTO BUPOOY 3a JIOMOMOTOK TIOBIJOMJIGHHS MO0 EKCIUTyaTariitHol
Oe3meyHocTi, sSIKe Mae OyTH CKJIQJICHO JEpPXKaBHOI MOBOIO. KpiM HEBIAKIaTHHX
BUMAJKIB, 3MICT MPOEKTY TMOBIJIOMJIEHHS IIOAO €KCIUTyaTaliiHoi Oe3MneyHoCT]
MOAAI0Th JI0 BIAMOBITHOIO OpraHy JEp>KaBHOTO PUHKOBOTO HAIJISY, SKUW 3IIMCHIOE
WOT0 OLIIHIOBAHHS.

[ToBimoMIIEeHHS 111010 EKCIUTyaTalliiHOI O€3MEUYHOCTI Ma€ JT03BOJISATH MPABUIIBLHO
i1eHTu(iKyBaTH BIANOBIAHUM BHUPIO YuM BUPOOU, 30KpeMa IUIIXOM 3a3HAYEHHS
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BignoBimHux UDI, a Takoxx mnpaBuibHO 1ACHTU(]IKYBaTH, 30KpeMa, IUIIXOM
3a3Ha4YeHHsI €IMHOTO peectpariitHoro HoMepy (SRN), sikmio BiH yke TpUCBOEHUH,
BUPOOHUKA, SKUI BXXUB KOPETYBAJbHUX il HIOJ0 E€KCIUTyaTalliifHOi Oe3MeYHOCTI.
[ToBimOMJIEHHST OO EKCIUTyaTaliifHOiT O€3MEeYHOCTI Ma€ 4iTKo, 0e3 3aHMKECHHS
CTYIICHIO PHU3UKY, TMOSICHIOBATH MIJACTaBH MJS BXKUTTS KOPETyBaJIbHHUX [iH MO0
eKCIUTyaTariitHoi 0€3MEeYHOCTI 3 MOCHUJIAaHHSAM Ha HECIIPABHICTh BUPOOY Ta MOB’s3aHi 3
IIUM PU3UKH JJIA MMAIIEATIB, KOPUCTYBadiB a00 1HIUX 0Ci0, a TAKOX YITKO BU3HAYATH
ycl1 fii, sKuX HEoOX1THO BXKUTH KOPUCTYBavaM.

BupoOHUK BHOCHUTH TMOBIJOMJICHHS IIOAO EKCILTyaTalllfHOI O€3MeYHOCTI 0
CJICKTPOHHOT CHCTEeMHM, 3a3HaueHoi y mnyHkTax 352-360 mnporo TexHiuHOTrO
periIaMeHTy, 4Yepe3 sKy TaKe CIOBINIEHHS CTa€ JAOCTYIHUM JUJIS  IIHPOKOT
I'POMaJICHKOCTI.

AHaJI3 TaHUX cIIOCTepeKeHHd 32 BUpoOamu (vigilance)

350. MO3 crtBOproe 3aco0u 1 MPOLECH JJIsi aKTUBHOTO MOHITOPHHTY JaHUX,
JIOCTYITHHX B €JIGKTPOHHIN CHCTeMI, 3a3Ha4eHiil y myHkTax 352-360 nporo TexHiuHOTO
pErjlaMeHTy, 3 METOI0 BUSBJIEHHS y TaKUX JAAHUX TEHIEHLIN, 3aKOHOMIPHOCTEH abo
CUTHAJIIB, IKI MOXYTb CBITYMTHU MPO HOB1 PU3UKHU YU MEPECTOPOrH OO0 OE3MEYHOCTI.

SIKIO0 BUSABIIEHO HEBIIOMUN pPHU3MK a00 4YacTOTa IMPOTHO30BAHUX PHU3UKIB
ICTOTHO 3MIHIO€ BU3HAYEHHS CIIBBIAHOLIEHHS KOPUCTh-PU3UK y OIK MOTIPIICHHS,
BIJNIOBIIHUN OpraH AepKaBHOTO PUHKOBOTO HATJIsAy MOBIIOMIISE PO 1€ BUPOOHUKA
a0o0, SIKIIO 3aCTOCOBHO, YINOBHOBA)KEHOTO TMPEACTABHUKA, SKUM IMOBUHEH BXWUTU
HEOOXI1THUX KOPETYBaIbHUX JIIH.

IMmniemenTaniiiHi akTH

351. MO3, micns koHcynbTamii 13 ['pymoro, 3 ypaxyBaHHSM MPaKTUK
€porneiickkoro Coro3y 13 3a3HAYEHUX NUTaHb, MOKE BCTAHOBIIIOBATU JI€TAJIbHI
npaBWjia Ta TMPOLEAYPHI AacleKTH, HEOOXIJH1 JJisi BOPOBAIKEHHS TOJIOKEHD,
3a3HadeHUX y MyHKTax 325-350 Ta mynkrax 352-360 mporo TeXHIYHOTO perIamMeHTy
B YaCTHHI:

1) Tumonorii ceplo3HMX IHLIMIEHTIB 1 KOpEryBaJbHUX i 100
eKCIUTyaTaliifHoi Oe3MeYHOCTI CTOCOBHO OKPEMHX BHUPOOIB, KaTEropid 4u rpym
BUPOOIB;

2) TmMOBIIOMJIEHH TPO CEPHO3HI IHIUIACHTH 1 KOPEryBaJibHI [ii I0/J0
eKCIUTyaTalliiiHOi 0e3MeUHOCTI Ta MOBIIOMIIEHD 100 €KCIUTyaTaliifHo1 0e3MeYHOCTl,
HaJaHHS TEPIOJUYHUX 3BEJICHMX TOBIAOMJIEHb, 3BITIB 32 pe3yJbTaTaMu
MOCTMapKETUHTOBOTO Harysiy (post-market surveillance), nepionnuaHO OHOBITIOBAHUX
3BiTIB 110710 Oe3neunocti (PSUR) Ta moBimomiieHb npo TEHEHIT BUPOOHUKAMU, SIK
BKa3aHO y MyHKTax 325-349 nporo TeXHIYHOTO PEryiaMeHTy BiMIOBITHO;

3) cTaHgapTHUX CTPYKTYpOBaHUX (HOpPM EJIEKTPOHHOI Ta HEeJEeKTPOHHOI
3BITHOCTI, B TOMY 4YHCJ1 MIHIMaJbHOTO HAOOpY AaHUX Jig TMOBIJOMJICHHS PO
M1JI03pIOBaHl CEepHO3HI IHIMACHTH MEAUYHUMHU TpalliBHUKaMH, KOpPUCTyBadaMu Ta
TaIrji€cHTaMu;
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4) rpaHMYHUX TEPMIHIB JJs 3BITYBaHHA MNPO KOPEryBajbHI il 010
eKCIUTyaTalliitHOi 0€3MeYHOCTI, a TAKOXK HAJaHHS BUPOOHUKOM MEPIOAMYHUX 3BEJCHUX
MOBIIOMJICHb Ta MOBIAOMJICHb MPO TEHICHIIT 3 YpaxXyBaHHSIM TSDKKOCTI 1HIIUACHTIB,
po K1 HeOOX1AHO MOBITOMIIATH, K 3a3HaUeHO y MyHKTax 329-339 nporo TexHiyHOTO
perjJamenry;

5) yuipikoBanux Gopm oOMiHYy iH(pOpMAIi€0 MK  BiIIOBIIHUMH
KOMIIETEHTHUMHU OpraHaMu, K 3a3HaueHo y MyHKTax 342-349 mporo TexHi4HOTrO
perjJaMeHTy.

EnexkTpoHHa cucrema cnocrepe:;xeHHs 3a Bupodamu (vigilance) ta
MOCTMapKeTHHroBoro Harusaay (post-market surveillance)

352. MO3 3abe3nedye CTBOPEHHSI €IEKTPOHHOI CHUCTEMM JUIsl 30MpaHHS 1
OIpalOBaHHs 3a3HAYEHOI HIKYE 1H(OpMaIlll Ta YIIPaBIiHHS HEIO:

1) 3BITIB/MOBIIOMIIEH BUPOOHUKIB PO CEPHO3HI THUUAEHTH Ta KOPETyBaIbHI
Jil 1M0A0 eKCIUTyaTalliitHOi Oe3MeYHOCT], 3a3Ha4eHUX y MyHKTI 329 Ta myHKTI 346
1bOro TeXHIYHOIO PErjiaMeHTy;

2) mepioAMYHUX 3BEJICHUX IMOBIIOMJICHb BUPOOHHUKIB, 3a3HAUYCHUX Y TTyHKTI 337
11boro TeXHIYHOTO perjJaMeHTy;

3) moBimomiieHb BUPOOHUKIB MPO TEHICHINII, 3a3HaueHuX y myHKTax 340-341
pOoro TeXHIYHOTO PEryIaMeHTy;

4) mepioMYHO OHOBIIIOBAHUX 3BITIB m0A0 0e3neunocti (PSUR), 3a3Hauenux y
nyHKTax 326-328 1iporo TeXHIYHOTO perjiaMeHTy;

5) noBigOMIIEHb BUPOOHHUKIB IIIOJI0 €KCILTyaTaIliiHOi 0€311eYHOCTI, 3a3HAaYCHUX
y myHKT1 349 niboro TexHIYHOTO periamMeHTy.

Taka enekTpoHHa cucTeMa MMOBUHHA MICTUTH BIJMOBIAHI MOCWIaHHS Ha 0a3y
nannx UDI.

353. Indopmaris, 3a3HadeHa y myHKTI 352 mporo TeXHIYHOTO periaMeHrty,
noBuHHa OyTu noctynHoro MO3 Ta [epxiikciyx01 uepe3 eIeKTPOHHY CHUCTEMY.
[Ipu3HaueH1 opraHu TaKo MOBUHHI MaTH JOCTYI /10 3a3HA4Y€HOI 1H(opMalii B Mexax
BIJIOMOCTEM, 110 CTOCYIOTbCS BUPOOIB, Ha SIKI BOHM BUAAIM CEePTU(IKATH 3TIIHO 3
nyakTamu 210-214 nporo TexHIYHOTO perIaMeHTy.

354. JIyist MeAMYHUX TMPaliBHUKIB 1 TPOMAJCHKOCT1 3a0€3MeUy€ThCs] HATCKHUN
piBEHB JOCTYIY JI0 €JIEKTPOHHOI CHCTEMHU, 3a3HAUEHOI B IMMyHKTI 352 1bOro TEeXHIYHOTO
perjameHry.

355. Ha mijcTaBi ToOMOBIIGHOCTEH MiXK €BPOIEHCHKOI0 KOMICI€IO Ta YKpaiHOIO,
MO3 mosxe HajgaTH BIAMOBITHUM KOMIIETEHTHHM opraHaM €Bporericbkoro Corosy
JOCTYyN JO EJNEeKTPOHHOI CHUCTEMH, 3a3HaueHoi y MyHKTI 352 1poro TexHIYHOTro
periaMeHTy, Ha BiAmoBigHOMY piBHI. MO3 Mo)ke Ha OCHOBI YTOJl, YKJIaJICHUX 3
BIJIMOBITHUMU KOMIIETEHTHUMHM OpraHaMM IHIOMX KpaiH YW MDKHApPOJHUMU
OpraHizalisiMd HaJaBaTH TaKUM KOMIIETEHTHUM OpraHaM 4Yd MIDKHapOIHUM
OpraHizaiisiM JOCTYIl JO €JIEKTPOHHOI CHCTEMH, 3a3HA4Y€HOi B MYyHKTI 352 1bOro
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TexHIYHOTO periaMeHTy, Ha BIANOBIAHOMY piBHI. Taki JOMOBIEHOCTI Ta yroau
0a3yI0ThCsl Ha IPUHIIMIIL B3aEMHOCTI Ta BPaXOBYIOTh MPUHIIUIN KOH(IASHIIHHOCTI Ta
3aXUCTY JaHHUX, €KBIBAJIEHTHI THM, IO 3aCTOCOBYIOThCS Ha TEpPHUTOpPii YKpaiHu Ta
E€poneiicekoro Coro3y.

356. [ToBigoMIIeHHS PO cepilo3HI IHIMIEHTH, 3a3HA4YEHI B MIMYHKTI 1 MyHKTY
329 nporo TexHIYHOTO pernaMeHTy, MOBUHHI aBTOMAaTUYHO, OJpa3y Miciis OTPUMaHHS,
nepeaBaTUCs BIAMOBITHOMY OpPraHy J€p>KaBHOTO PUHKOBOT'O HArJIsAY 3a JOMOMOTOI0
CJICKTPOHHO1 CUCTEMH, 3a3HAa4eHOT B MyHKT1 352 11010 TEeXHIYHOT'O periaMeHTy.

357. IloBimomiieHHsI PO TEHJIEHIII1, 3a3Ha4ueH1 y MyHKT1 340 niboro TexHI4HOTO
perilaMeHTy, TIOBHHHI aBTOMAaTHYHO, OJpa3y IICIs OTPHMaHHS, IepeaaBaTHCS
BiJIMTOBITHOMY OpraHy Jep>KaBHOTO PUHKOBOT'O HATJISIy 3a JIOTIOMOTIOK0 €JICKTPOHHOI
CUCTEMHU, 3a3HAUYCHOI B MyHKTI 352 1[bOr0 TEXHIYHOTO PErJIaMEHTY.

358. [ToBimoMIIeHHS TTPO KOPETYBaJIbHI JIii III0J10 eKCILTyaTaIliiHO1 0€31eUHOCTI,
3a3HaueHl B MIAMYHKTI 2 TyHKTY 329 mporo TeXHIYHOTO periiaMeHTy, TMOBHHHI
aBTOMAaTUYHO, OJpa3y IICIS OTPUMAaHHS, 3a JOIMOMOTOI0 EJIEKTPOHHOI CHCTEMH,
3a3HaueHOi B MyHKTI 352 11b0ro TeXHIYHOTO PETIaMeHTy, IepeaBaTHCs BiAIOBIIHOMY
Oprany Jep>KaBHOTO PHHKOBOTO HATJISIAY.

¥ pasi, sKio BUpoOHUK BUPOOY € pe3usieHToM €Bporelicbkoro Coro3y Toal Ha
mifCTaBl yroj, 3a3HadyeHUX y MyHKTI 355 1poro TexHIUHOTO perJamMeHTy, Take
NOBIJIOMJICHHS MIE€PENAETHCS BIAMOBIIHUM KOMIIETEHTHUM OpraHaM €BponenchKoro
Corozy.

359. IlepioguuHi 3BeleHI MOBIAOMJICHHS, 3a3HadyeHI B NyHKTI 337 LBOTO
TexHIYHOTO perjamMeHTy, TOBHHHI aBTOMATHYHO, OJpa3y MICIs OTpUMAaHHS,
nepeaaBaTUCs BIMOBITHOMY OpraHy Jep>KaBHOTO PUHKOBOT'O HAIJISIAY 32 JOTIOMOTOIO
€JICKTPOHHO1 CUCTEMHU, 3a3HAYCHOI B MMyHKTI 352 11bOT0 TEXHIYHOTO PEryiaMeHTy.

VY pasi, k110 BUpoOHHK BUPOOY € pe3uaeHToM €Bporeticbkoro Coro3y, Tol Ha
mifCcTaBl yroj, 3a3HaueHWX y MyHKTI 355 mporo TexHIYHOrO periaMeHty, Taki
MOBIJJOMJICHHS MEPEJAI0ThCs BIAMOBIIHUM KOMIIETEHTHUM OpraHaMm €BpONeichKOro
Corosy.

360. Indopmamis, 3a3HadyeHa B mnyHKTaX 356-359 mporo TexHiuHOTO
perJamMeHTy, MOBHHHA aBTOMATUYHO, OJpa3y MicIs OTPUMAaHHs, MepeaaBaTucs 3a
JIOTIOMOTOI0 €JIGKTPOHHOI CHUCTEMH, 3a3Ha4eHOi B MyHKTI 352 1mporo TexHIYHOTO
perjiaMeHTy, MPU3HAYCHOMY OpTaHy, SIKUW BUJAB cepTU(IKAT HA BIAMOBITHUN BUPIO
3T1AHO 13 MyHKTaMU 222-226 16010 TeXHIYHOTO perjJaMeHTy.

Jlep:kaBHUUA PUHKOBHUA HATJISA

JiIbHICTD i3 1ep:KABHOT0 PUMHKOBOI0 HATJIAXLY

361. BignoBigHMi OpraH Jep>kaBHOTO PUHKOBOTO HATJISITY 3/IHCHIOE HAJICKHI
NEepeBIPKU BIAMOBIHOCTI XapaKTEPUCTUK 1 €EKTUBHOCTI BUPOOIB, Y TOMY YHUCIHI, Y
BIJINOBIJTHUX BUMAJKaX, MEPEBIPKY TOKyMEHTallli, (P 13M4HI YU JJAOOpATOPHI MEPEBIPKU
Ha OCHOBI BIJIMOBITHUX 3pa3KiB. BiANOBIAHMI OpraH Aep>KaBHOIO PUHKOBOT'O HATJISAY
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MOBHHEH, 30KpeMa, BPaXxOBYBaTH BCTAHOBIICHI MPHUHIMIK OLIHIOBAHHS PU3HKIB Ta
yHOpaBIiHHS PU3HKAMHU, J1aH1 CIIOCTEPEKEHHs 3a BUpoOamu (vigilance) Ta ckapru.

BinmoBigHuii opraH JAep>KaBHOIO PHHKOBOTO HArJIALy 3A1MCHIOE CBOIO
TiSTEHICTD, BU3HAYCHY TOJIOKEHHIMU ITHOTO TEeXHIYHOTO PEerIaMeHTY, BiIITOBITHO 10
3akony Ykpainu “[lpo npepkaBHHI PUHKOBHMI HArjsag 1 KOHTPOJb HEXap4yOBOT
IPOAYKIII .

362. BignoBigHuUl OpraH Aep>KaBHOTO PUHKOBOTO HAIJISy CKIIaJa€ MIOPIYHUAN
IIaH 31ACHEHHS JEepaBHOTO PUHKOBOrO HarjisAy BianoBiaHo 1m0 Ilopsanky
PO3pOO0JIEHHS Ta MEPErIsily CEKTOPATbHUX IJIaHIB PUHKOBOIO HATJISAY, MOHITOPUHTY
Ta 3BITYBaHHS PO iX BUKOHAHHS, 3aTBEPHKEHOTO MocTaHoBOK Kabinety MiHicTpiB
VYkpainu Big 26 rpyaus 2011 p. Ne 1410 (Odimiiinuit Bichuk Ykpainu, 2012 p., Ne 14,
cT. 513) 1 moOBUHEH nepedaunTy JOCTATHIO KUTBKICTh MaTepialbHUX 1 KOMIIETEHTHUX
JIOJICBKUX PeCcypciB ISl 3IIMCHEHHS 3a3HA4YeHOi JiSUIbHOCTI 3 ypaxXyBaHHAM
pexoMmeHnalii, HagaHux [pymoro 3rigHo 3 TyHKTOM 404 1poro TexHIYHOTO
perjJamenTy.

363. /[lns BukoHaHHA OOOB’S3KiB, BCTAHOBIIGHHX ITYHKTOM 361 1150TO
TexHIYHOTO perjaMeHTy, BIANOBIAHUI OpTraH JIep>KaBHOTO PUHKOBOTO HATJISAY

1) moxe BHUMaraTu BiJI CyO’€KTIB TOCIOJApIOBaHHSA, 30KpeMa, HaJlaBaTH
JOKYMEHTAII0 Ta 1HPOpMallito, HEOOX1AH1 A 3A1MCHEHHS qISUIbHOCTI Oprasy, Ta, 3a
HEOOX1THOCTi, HaJlaBaTH OE3KOIITOBHO BIAMOBIIHI 3pa3ku BUPOOIB UM JOCTYII O
BUPOOIB; Ta

2) IPOBOJUTH TMEPEBIPKH XapaKTEPUCTUK MPOAYKIIIT y IPUMIIIICHHAX Cy0’ €KTIB
rOCIOAapIOBaHHA 32 MICIIEM MPOBAKEHHS iX MISIIBHOCTI, @ TAKOX MOCTa4aJIbHUKIB
Ta/ab0 cyOmiIpsTHUKIB Ta, 32 HEOOX1THOCTI, Ha 00’ €KTax MpoQeciiHuX KOPUCTYBAaYiB,
13 TOTIEepPEKEHHSIM (Ta, 32 HEOOX1THOCTI, 0€3 MOoNepeHKEHHS ).

364. BinmoBigHui OpraH JIep>KaBHOTO PUHKOBOTO HATJIAY TOTY€E HIOPIYHUI
3BEJICHUH 3BIT MPO PE3YIbTATU UOTO HATJISAIOBOI MISUIBHOCTI 1 HAJA€ JOCTYII 10 HHOTO
1HIITMM 3aiHTEPECOBAHNM OpTaHaM 3a JIOMOMOTOI0 €JIEKTPOHHOT CHCTEMH, 3a3HA4YCHOI
y myHkTax 389-391 nporo TexHIYHOTO periIaMeHTy.

365. BiamoBiguuii opran 1ep:;kaBHOr0 PUHKOBOTO HATJISITY MOXKe KOH(iCKyBaTH,
3HMILYBAaTH a00 B IHIIMK CHOCIO pOOUTH HENPUAATHUMH BUPOOU, IO CTAHOBIATH
HETIPUUHATHUN pU3HK a00 € PanbcuikoBaHUMHU, SKIIO BBAXKAE, IO 1€ € HEOOX1THUM
B IHTE€pECaX OXOPOHHU TPOMAJICHKOTO 3/I0POB’ 1.

366. [Ticns mpoBeeHHs KOKHOT IEPEBIPKHU IS 1111, 3a3HAYCHHUX B MMyHKTI 361
11b0T0 TEXHIYHOTO pPerjiaMeHTy, BIMOBIAHUI OpraH Iep>KaBHOTO PUHKOBOTO HATJISTY
CKJIAJIa€ aKT MEePEBIPKUA XapaKTEPUCTUK MPOAYKIIIT 00 JOTPUMAHHS 3aKOHOJJABUHUX 1
TEXHIYHUX BHUMOT, 3aCTOCOBHUX 3a UM TeXHIYHUM perjaMeHTOM. B akTi moBwHHI
OyTH BCTaHOBJIEH1 Oy1b-K1 HEOOXIHI KOperyBaJlbH1 Iii.

367. BiamoBimHmii opraH Jep>KaBHOTO PHUHKOBOTO HArJIsAy TOBHHEH
MOBIJJOMHUTH 3MICT aKTy, 3a3HAYEHOT0 B MyHKTI 366 11boro TeXHIYHOTO perjiaMeHTy,
cy0’eKkTaM TrocCnoJaproBaHHs, HIOJI0 SKUX NpoBoAWiIacs Taka mnepeBipka. [lepen
3aTBEP/KEHHSIM OCTATOYHOI'O AaKTy BIJANOBIJIHUNA OpraH JAEpX aBHOI'O PHUHKOBOIO
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HarsiAy Hajxae cy0’€KTy TOCHOJApIOBaHHS MOXIIMBICTh HAJaTH CBOI KOMEHTapi.
3a3HaueHUN OCTATOYHMI aKT 3a pe3yJbTaTaMH MEPEeBIPKU BHOCATH IO €IEKTPOHHOI
cucTemH, 3a3HaueHoi y myHkTax 389-391 nporo TexHIYHOTO perjIamMeHTy.

368. BignoBimHuUN OpraH Jep:KaBHOIO PUHKOBOTO HArJISly MEperjsijgae Ta
OLIIHIOE 3IACHEHHS MISAJIBHOCTI 3 JCPXKABHOTO PHUHKOBOTO HATJISAAY IIOHAWMEHIIEe
OJIMH pa3 Ha YOTUPHU POKU. BiAMoBimHUI opraH Iep>kKaBHOTO PUHKOBOTO HATJISAY
OTIPUITIOJTHIOE PE3IOME PE3yIIbTaTIB 3a JOTIOMOTOIO EJIEKTPOHHOI CUCTEMH, 3a3HAYECHOT
y nyHkTax 389-391 nporo TexHIYHOrO perjIaMeHTy.

369. BianosigHuii opraH aepKaBHOTO pPUHKOBOT'O HATJISAY CIIBIPAIIIOE MIJITXOM
oOMiIHY BIIMOBIAHOIO 1H(MOpPMAIi€El0 3 1HIIMMH KOMIIETCHTHUMH OpraHaMH,
BiJIOBITATbHUMHU 32 JIep)KaBHUN PUHKOBUN HArisn abo Jep)KaBHUN KOHTPOJb,
3aJIeXKHO B1J] IXHBOI POJIi Ta QYHKIIIHN.

370. V pignoBigHux Bumajakax, MO3 Ta BIAMOBIIHHN OpraH JIepKaBHOTO
PUHKOBOTO HAIJISIIy CHIBIPAIIOIOTh 3 KOMICTCHTHHUMH OpraHaMH I1HIMX KpaiH 3
METOI0 OOMIHY iH(dOpMalli€lo, HAJaHHS TEXHIYHOI MIATPUMKA Ta CHPUSHHS
JUSTIBHOCTI, OB’ A3aHO1 13 J€p>KaBHUM PUHKOBUM HAarJIsJIOM.

OuiHoBaHHs BUPO0iB, 010 AKUX iCHYIOTH IiI03PH PO HAABHICTH
HENPUIHATHOr0 PU3UKY 200 IHIIOI HEBIAMOBIAHOCTI

371. SIkuio BIATIOBIIHMM OpraH JAep>KaBHOI'O PHHKOBOTO HArIsday, Ha OCHOBI
JaHUX, OTPUMAHUX 3a Pe3yJIbTaTaMH [isJIBHOCTI i3 CIOCTEPE)KEHHS 3a BHpPOOAMHU
(vigilance) uu nepxaBHOro puHKoBOro Harisay (market surveillance), a6o inmiof
1H(dopMmarrii Mae miCTaBM BBXKATH, 110 BUPIO:

1) MO>ke CTaHOBUTH HENMPUUHATHUIN PU3HK JJI 3I0pPOB’S 1 O€3MEKH MAalli€HTIB,
KOPUCTYBadiB 4M IHIIMX OCiO, a00 /i IHIIUX AaCHEKTIB OXOPOHU TPOMAJICHKOTO
310pOB’sl; 200

2) 1HIIIMM YMHOM HE BIJIMOB1Ia€ BUMOTaM, BCTAHOBJICHUM Y IbOMY TeXHIYHOMY
perJiaMeHTI,

BiH MIPOBOJIMTH OI[IHIOBAHHSI BIJIMOBIJIHOTO BUPOOY, 110 OXOILIIOE BCl BUMOTH,
BCTAHOBJICHI UM TEeXHIYHUM perjiaMeHTOM, IOB’si3aHl 3 PU3UKOM, SIKUM CTAaHOBUTH
BUP10, a00 Oyb-SKOIO 1HILIOK HEBIAMOBIIHICTIO BUPOOY.

BianosigHi cy0’€KTH rOCO1aprOBaHHs MIOBUHHI CITIBITPAIIFOBATH 3 BIJIMOBIAHUM
OpraHOM J€pP>KaBHOT'O PUHKOBOTO HATJISITY .

IIpouenypa noBo:KeHHS 3 BUPOOAMHU, SIKi MPEACTABISIOTH CO0010
HENPUHHATHUI PU3NK U1 310POB's Ta 0e3MeKHu

372. SIxkmo B XOJl OLIHIOBaHHS 3rifHO 3 MyHKToM 371 mporo TexHiyHOro
peryiaMeHTy, BIAMOBIHUN OpraH JEP>KaBHOTO PUHKOBOTO HATJISITY BCTAaHOBIIIOE, IO
BUpPIO CTAaHOBUTh HENPUUHSATHUM PU3UK JJISI 370pPOB’S 1 OE€3MeKH TMaIll€HTIB,
KOPUCTYBauiB YW IHIIMX OCIO ab0 [Jisl I1HIIMX AaCMEKTIB OXOPOHH TI'POMAJCHKOIO
3I0pOB’Sl, BIH HEralHO BHMMara€ BiJ BUPOOHMKA BIJAMOBIAHUX BUPOOIB, MOroO
YIIOBHOBAXKEHOTO  MpPEJACTAaBHMKA Ta BCIX IHIIMX  BIAMNOBIAHMX  CYO’€KTIB
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TOCIIONAPIOBaHHA BXHUTH YyCl BIANOBIAHI W HaNeXKHUM YHHOM OOIPYHTOBaHI
KOperyBaJIbHI il Uil TPUBEACHHS BHUPOOY Y BIAMOBIAHICTH 10 BHMOT IIHOTO
TexHIYHOTO peTIaMeHTy, OB’ A3aHMX 13 PU3UKOM, KU CTAHOBUTH BUPIO, Ta y CIIOCIO,
OPOMOPUIHHUN 10 XapaKTepy pHU3HKY, OOMEXHTH HaJaHHS BUPOOY Ha PHHKY,
3a0e3MeYnTH HaJaHHS BUPOOY Ha PUHKY 3a YMOBU JOTPUMAaHHS MEBHUX BHMOT,
BUJTYYUTH BUPiO 3 00iry abo BIAKIMKATH MOTO y PO3YMHHI CTPOK, YITKO BU3HAUCHUN
Ta TOB1IOMJICHUH BIMOBIIHOMY Cy0’€KTYy FOCIIOAAPIOBAHHS.

373. BianoBiiHU OpraH JIep>KaBHOTO PUHKOBOTO HATJISy HETalHO MOB1IOMIISIE
MO3 Ta, axuio ceptudikar Ha BiAMOBIAHUN BUPIO OyB BUIAHHUH 3T1THO 13 MYHKTAMHU
222-226 1mporo TexHIYHOTO perjiaMeHTy, BIAMOBIAHUN MPU3HAUYCHUN OpraH, sSIKUM
BUJIaB TaKUM cepTudikat, npo pe3yabTaTH OIIHKH Ta Jii, SKUX BIH BUMArae BXXUTH Bi]l
Cy0’€KTIB TOCIOJApIOBaHHS, 3a JOTIOMOTIOK CJICKTPOHHOI CHUCTEMH, 3a3HAYCHOI Y
nyHkTax 389-391 nporo TeXHIYHOTO perjiaMeHTy.

374. Cy0’exTn TOCIIOAapIOBAaHHS, 3a3Ha4eHI B MyHKTI 372 1mporo TexHidHOTO
perjlaMeHTy, 3a0e3MeuyoTh HeralHe BJKUTTSA HAa TEpUTOpli YKpaiHU BCIX HaJEKHUX
KOPEryBaJIbHUX JIiH II00 yCiX BIAMOBIIHUX BUPOOIB, SIKI BOHU HAJaJId HAa PUHKY.

375. Skmo cy0’eKT rocmomaproBaHHs, 3a3HaYeHUH y MyHKTI 372 1BOTO
TexHIYHOTO perJamMeHTy, HE BXKMBA€ HAJICKHUX KOPETYBAIBHHUX i y CTpPOK,
BU3HAYEHUH BIAMOBITHO A0 MYHKTY 372 11b0T0 TEXHIYHOTO pEeTIaMeHTy, BiAMOBITHHIA
OpraH Jep>KaBHOTO PHUHKOBOI'O HArJiAQy BXKHBA€ YCIX HEOOXITHUX 3aXOAIB MAJis
3a00poHr 200 OOMEXEHHS HaJlaHHS BUPOOY HA PUHKY, JIs BUIIy4EHHS BUPOOyY 3 00Iry
a00 1oro BiJIKJIMKAHHS.

BiamoBinHuii opraH Jep:kaBHOTO PUHKOBOT'O HATJISAY HETAWHO MOBIIOMIISE
MO3 ta nmpu3HaueHui opra, BKa3aHuil y myHKTI 373 11boro TeXHIYHOTO perjiaMeHTy,
PO 3a3HAYEHI 3aX0JI 3a JIOMIOMOTOI0 €JIEKTPOHHOT CUCTEMH, 3a3HAUYCHOI y MyHKTaX
389-391 nporo TexHIYHOTO periaMeHTy.

376. IloBimoMieHHs, 3a3HaueHe B MyHKTI 375 1[bOT0 TE€XHIYHOTO periaMeHTy,
Mae BKJIIOYATH BCl HasBHI J1aHi, 30Kpema JaHi, HeoOX1AH1 A 1aeHTu(dikamii Ta
MPOCTEXKYBAHOCTI BUPOOy, 110 HE BIANOBIA€ BUMOraM, JaHl MPO MOXOJKEHHS
BUPOOY, XapakTep Ta MPUYUHM 3asIBJICHOT HEBIAMOBIIHOCTI Ta TMOB’A3aHUX 13 LIUM
PHU3HKIB, XapakTep YKMTHX 3aXOJIB 1 TPUBAIICTh iX 3aCTOCYBaHHS Ta apryMEHTH,
HaBEJICHI BIAMOBIIHUM Cy0’€KTOM rOCHOJaPIOBAHHS.

377. Skmo mnpoTaroM JBOX MICAINB ITICAS OTPUMAaHHS ITOBIJIOMJICHHS,
3a3HAYEHOTr0 B MyHKTI 375 1[poro TeXHIYHOTO periaMenTy, Oyib-IK1X 3ayBaXeHb Bij
MO3 mono O6yap-sSKuX 3ax0AiB He OyJ0 BUCYHYTO, TOJl TaKli 3aXOAM BBAXKAIOTHCA
HAJIe)KHUM YHHOM OOTpPYHTOBAaHUMHU.

Inni HeBiaMOBIAHOCTI

378. Sxmo y xoni TPOBENCHHS OINIHIOBaHHS 3TiAHO 3 MyHKTOM 371 11b0oro0
TexHIYHOTO perjiaMeHTy, BIANOBIAHUI OpraH Jep>KaBHOTO PHUHKOBOTO HAarjsiay
BCTAHOBJIIOE, 110 BUPIO HE BIJNOBiJa€ BUMOTraM, BCTAHOBJICHUM UM TeXHIYHUM
pEriaMeHTOM, MPOTE HE CTAHOBUTH HEMPUUHATHOTO PU3UKY IS 310POB’Sl 1 O€3MEKH
NaIl€HTIB, KOPHUCTYBaudiB Ta IHMMX o0ci0 abo s I1HIIMX AacleKkTIB OXOPOHHU
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IPOMAJICBKOTO 37I0POB’sl, BiH BUMara€ BiJ BIIMOBIAHOTO Cy0’ €KTa rocrofaprOBaHHS
YCYHYTH TaKy HEBIIIOBIJIHICTb MPOTATOM PO3YMHOTO CTPOKY, YITKO BH3HAYEHOTO,
MOBIJOMJICHOTO CYO’€KTy TOCIOAAPIOBAaHHS Ta MPOIOPIIIHOTO BCTAHOBJIEHIN
HEBIJMOBITHOCTI.

379. Skuio cy0’eKT rocrnoiapioBaHHs HE YCyBa€e 3a3Hau€Hy HEBIIMOBIAHICTD Y
CTPOK, BHU3HAUEHUH BIAMOBIAHO 10 MYyHKTY 378 1poro TexXHIYHOrO periaMeHTy,
BIJIMOBITHUN OpraH JEp>KaBHOTO PHUHKOBOTO HATJISAY HETaifHO BXKMBAa€ HEOOXiTHUX
3aX0IiB, CIPSIMOBAHMX Ha OOMeEXeHHsS a00 3a00pOHY HaJaHHS MPOAYKIIi HA PUHKY
abo0 3a0e3nedeHHs ii BIAKIMKAHHA YW BWJIyYeHHS 3 00iry. BigmoBimuuii opras
JIep)KaBHOTO PUHKOBOTO HArJsiAy HeraiHo iHpopmye MO3 mpo 3a3HaueHi 3aX0/u 3a
JIOTIOMOTOI0 €JICKTPOHHOI CHCTEMH, BKazaHoi y myHkTax 389-391 mporo TexHigyHOTO
periiaMeHTy.

380. s 3abe3neyeHHst yHipikoBaHOTO 3acToCyBaHHs MyHKTIB 378-380 11poro
TexniuHoro perinameHTy, MO3 Mo)ke BCTaHOBJIOBAaTH HaJEXHI 3aXOAH, IO MalOTh
B)KMBATHCS BIATIOBITHAM OPTaHOM JEP)KaBHOTO PUHKOBOTO HATJISAMY JJIsS yCYHCHHS
3a3HAYE€HUX TUIIB HEBIIMIOBIIHOCTI.

3ano0ixHi 3aX011 3 0XOPOHHM 310pPOB’s

381. SIkmio BIAMOBINHWMK OpraH JEPXKABHOTO PHUHKOBOTO HATISIy, MICIsA
IIPOBEICHHS OIL[IHIOBaHHS, SKE€ CBIAYUTh NPO HASBHICTb MOTEHI[IHHOIO PHU3HKY,
OB’ SI3aHOT0 3 BUPOOOM a00 MEBHOIO KATETOPIEIO YU IPYIIO0 BUPOOIB, BBAXKAE, 110 IS
3aXUCTy 370pOB’s 1 O€3MeKd TMAIll€HTIB, KOPHUCTYBauylB YM I1HIIMX OCI0 abo
3a0€3MEeUYCHHs] 1HIIUX acCIleKTIB OXOPOHU T'POMAJICHKOTO 3JI0pPOB’s, HEOOX1THO
3a00pOHUTH, OOMEXUTHU HATAHHS HA PUHKY UM BBEJICHHSI B €KCIUTyaTaIlil0 BUpoOy abo
MEBHOI KaTeropii 4u rpynu BUpoOiB, TO3BOJIUTHU iX HAJAHHS HA PUHKY YW BBEJCHHS B
EKCIUTyaTaIliio 3a yMOBHU JOTPUMAHHS MEBHUX BUMOT a00 BHIIYYHTH UM BiJIKIUKATU
Takuil BUpiO a00 MEBHY KaTEropito 4u rpymy BUPOOIB 3 00Iry, BIH MOXKE BXKUTHU Oy/Ib-
K1 He0OX17H1 1 OOIPYHTOBAHI 3aXO0/IH.

382. BignmoBigHuii opraH Jep>KaBHOTO pUHKOBOTO Harsiay iHpopmye MO3 i3
OOIPYHTYBAaHHSIM CBOTO PIIIICHHS 3a JOMOMOTOI0 €IEKTPOHHOT CUCTEMH, 3a3HAUCHOT Y
nyHkTax 389-391 nporo TexHIYHOTO periaMeHTy.

383. MO3 micns koHCynbTarlii 3 ['pymnoro Ta, 32 HEOOX1AHOCTI, 3 BiAMOBITHUMH
cy0’eKTaMU TOCIOAApIOBaHHS, OIIHIOE BXUTI 3axoau. MO3 Moke YyXBaJIOBaTH
pillIeHHST TIPO OOIPYHTOBAHICTh a00 HEOOTPYHTOBAHICTh TAaKUX 3aXOAiB. Y pasi
BiJicyTHOCTI pimmeHHss MO3 npoTATroM mIecTy MICSIIIB TICA HOTo MOBIIOMIICHHS, TaKl
3aX0J/IM BBAKAIOTHCS OOTPYHTOBAaHUMU.

384. Slxmio ouiHIOBaHHS, 3a3HaueHe B NyHKTI 383 wnporo TexHiuHOrO
perjamenTty, MIATBEPIKY€, 110 HAJaHHS Ha PUHKY YU BBEJEHHS B EKCIUIyaTallilo
BUpOOY, TIEBHOI KaTeropii 4u rpynu BUpoOiB Mae OyTu 3a00poHEHE, OOMexeHe abo
JIO3BOJICHE 32 YMOBHU JOTPUMAaHHS MEBHUX BUMOI ab0 IO Takuii BUPIO abo meBHa
KaTeropisi 4yu rpyna BUpOOiB MOBMHHI OyTH BHIIyYeH1 3 00Iry a0o0 BIAKIMKAHI IS
3a0€e3MeUeHHsl 3aXUCTY 3/10pOB’sl 1 O€3MeKH Mall€HTIB, KOPUCTYBAYiB UM 1HIIHUX OCi0
ab0 IHIIMX AacCIeKTIB OXOPOHM TPOMAJCHKOrO 370pOB’s, BIAMOBIIHUN OpraH
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JIEP’KaBHOTO PUHKOBOTO HATJISITy MOKE YXBaJIUTH PIIIEHHS JUIS BXKUTTSA HEOOX1THUX 1
HAJI)KHUM YHHOM OOTPYHTOBAaHHUX 3aXO0/IB Y OPSAKY, BcTaHOBIeHOMY MO3.

Hause:kna agminicTpaTUBHA MPaKTHKA

385. By nb-siki 3aX01, MPUAHSATI BIAMOBIJHIUM OPTaHOM JEPKABHOTO PUHKOBOTO
HaTJsAy, 3T1HO 3 MyHKTaMHu 372-384 1poro TexXHIYHOTO perIaMeHTy, MOBUHHI MaTh
YiTKO BU3HAUYCHI MIJICTaBH, HAa SKUX BOHU IPYHTYIOTHCSA. SIKIIO Oyab-sIKUIA TAKWHA 3aX1]]
3aCTOCOBAaHMU JI0 TIEBHOTO CYO’€KTa TOCIOJapIOBaHHs, BIAMOBIIHUN Oprax
JIEP’KaBHOTO PUHKOBOTO HATJISAY HETalHO MOBIAOMIISE PO TAKUH 3aXi]] BIAMOBITHOTO
cy0’ekTa TOCMOJApIOBaHHA 1 BojAHOYac 1HGOPMYE MOro MpoO JOCTYIHI 3aco0u
IIPABOBOTO 3aXHUCTY BIAMOBIIHO 10 3aKOHOJABCTBA UM aJMIHICTPATUBHOI MPAKTUKH, a
TaKOX MPO CTPOKH, MPOTATOM SIKUX Taki 3aCOOM MOXKYTh OyTH 3acTOCOBaHi. SIKIIO
TaKU{ 3axiJ € 3arajlbHO 3aCTOCOBHHMM, BIH Ma€ OyTH ONPUJIIOJHEHHUH HaJeKHUM
YHUHOM.

386. 3a BUHATKOM BUMAKIB iICHYBaHHS HEOOX1THOCTI y BXKUTTI HETAWHUX Ml y
3B’SI3KY 3 HEONPUUHATHUM PHU3UKOM [UJIsl 3J0pOB’s 1 O€3MeKW JIOJUHHU, Nepen
YXBAJICHHSIM OyJb-SKHX 3aXOJIB BIJIIIOBITHOMY Cy0’€KTy rOCHOJApIOBAHHS MOBHUHHA
OyTH HaJaHa MOXIJIMBICTb HAJATH TMOSICHEHHS BIJMIOBIIHOMY OpraHy JI€p»KaBHOTO
PUHKOBOI'O HAaIJISIly, B HAJIEKHUM YITKO BUSHAYEHHM CTPOK.

Akmo 3axoau Oyno BXKUTO 0O€3 HagaHHA CyO0’€KTy TOCHOJapIOBAHHS
MO>KJIMBOCTI HAJaTH MOSICHEHHS, SIK 3a3HAY€HO B TIEPIIOMY a03alll IbOTO MYHKTY, Taka
MO>KJIMBICTh IOBUHHA OYTH HajJlaHa HOMY SIKOMOTa IIBU/IIIE, MICIIs YOTO BXKUTI 3aX0]I1
MOBUHHI OYTHU HETAHO MEPETISIHYTI.

387. bynp-sikuii TpUHATHI 3aXiJl MOBUHEH OYTH HETaiiHO CKacOBaHUW a0o
3MIHEHHUH, SKIO CYyO’€KT TOCHOJApPIOBaHHS MIATBEP/KYE, IO BIH YXKUB JI1€BUX
KOPETyBaJIbHUX JIiil Ta 110 BUPiO OyJI0 MPUBEACHO y BIAMOBIAHICTH 10 BUMOT IIHOTO
TexHIYHOTO perJaMeHTy.

388. Skmo Oyab-sKWW 3axia, BXKUTHH 3rigHo 3 myHkTamu 372-384 1p0T0
TexHIYHOTO perjJaMeHTy, CTOCY€ETbCS BUPOOY, 10 OLIHKH BIANOBIIHOCTI SIKOTO OyB
3a]lydeHU TMpPU3HAYEHWI oOpraH, BIANOBIJHUNA OpraH JAEpKaBHOTO PHUHKOBOIO
HATJIsAY, 13 BUKOPUCTAHHSAM €IEKTPOHHOI CUCTeMH, 3a3Ha4eHoi y myHkTax 389-391
np0oro TexXHIYHOro perjiaMeHTy, MOBIIOMIISE BIAMOBIAHUN TNPU3HAYEHHU OpraH 1
opra, 110 NpU3HAYA€E, PO MPUNHSATI 3aXO/H.

EnexTponHa cucreMa o0 Jep:KaBHOT0 PUHKOBOTO HATJISITY
389. MO3 3abe3mneuye 3anpoBaKEHHS eIEKTPOHHOI CUCTEMH JIJIsl 30UpaHHs Ta
OTIpAIIOBAHHS 3a3HAa4eHOi HIDK4Ye 1H(OpMaIli Ta ympaBliHHS TaKOK EJIECKTPOHHOIO
CUCTEMOIO:

1) pe3tome pe3ybTaTiB HATJIAIOBOT NIsUIBHOCTI, 3a3HAYCHO1 Y TyHKTI 364 1150TO
TexHIYHOTO perjiaMeHTy;

2) akra 3a pe3yJibTaTaMU [EPEBIPKH, 3a3HAUEHOTO y MYHKTI 367 LBOTO
TexHIYHOTO perjlaMeHTy;
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3) iHdopmarlii npo BUpOOH, 1110 CTAHOBIATH HEMPUHHATHUN PU3UK AJIS 310POB’ 5
1 6e3mexu, K 3a3Ha4eHo y myHKTax 373 Ta 375 1poro TeXHIYHOTO periiaMeHTy;

4) indopmanii mpo HEBIAMOBIAHICTG MPOAYKINi, SIK 3a3HAUYEHO y MyHKTI 379
50r0 TeXHIYHOTO peryiaMeHTy;

5) indopmariii mpo 3amo01kKHI 3aX01 3 OXOPOHH 37I0POB’s, 3a3HAUCHI Y MyHKTI
382 uporo TexHIYHOTO pErIaMeHTy;

6) pe3toMe pe3yJbTaTiB TMEperiisiay Ta OIIHIOBAaHb 3MIWCHEHHS MiSUTBHOCTI 3
JIep’KaBHOTO PHUHKOBOTO HAarsiAy, 3a3HauyeHUX y MyHKTI 368 1poro TexHIYHOTO
periiaMeHTy.

390. Indopmaris, 3a3HayeHa y myHKTI 389 1mporo TeXHIYHOro periiameHTy,
NMOBMHHA HErallHO TmepelaBaThcs 3a JOMOMOIOI EJIEKTPOHHOI CHUCTEMH YCIM
BIJIMOBITHUM KOMIIETEHTHUM OpTaHaM Ta, SIKIIO 3aCTOCOBHO, MPU3HAUYEHOMY OpraHy,
0 BUJAB cepTU(IKAT Ha BIAMOBIAHUN BHPIO 3rigHO 13 MyHKTamMHu 222-226 1mboro
TexHIYHOTO PerJaMeHTy.

391. OOmMiH iH(pOpMalLi€l0 MK BiAMOBIAHUMH KOMIIETEHTHUMHU OpraHAMH, B
TOMY WYHCI 13 IHIIMX JEp’KaB, HE MOBUHEH OyTH AOCTYIHUM [UJIsl LIMPOKOIi
TPOMAJICBKOCTI, SIKIIO L€ MOXE 3aIIKOJWTH AISUIBHOCTI 3 JEPKABHOI'O PHUHKOBOIO
HarJIsly Ta CIiBIpall MK JepKaBaMU.

CHIBITPALIA MI'K JIEP) KABAMU, CEKTOPAJIBHA I'PYIIA 3 IIMTAHb
MEJIWYHUX BUPOBIB, EKCIIEPTHI JIABOPATOPIi TA PEECTPU
BUPOBIB

CniBnpaust
392. MO3 Ta BIANOBIJHUN Oprad JEp>KaBHOTO PUHKOBOTO HATJISAYy MAarOTh
CHIBOpAIIOBATH OJUH 3 OJHMM Ta, TMPU HEOOXITHOCTI, 3 BIAMNOBIIHUMH
KOMITETCHTHUMH OPTaHaMH IHITUX JIePHKaB.

393. MO3 Ta BiANMOBIAHMIA OpraH AEPKABHOTO PUHKOBOTO HATJsAy OepyThb
y4acTb, y BIJMOBIIHUX BUIAJKAX, B 1HILIATHBAX, PO3POOJEHUX HA MIKHAPOJIHOMY
PiBHI1, 1J1s1 3a0€3MeYEHHs CHIBIIpaLll MIXK PETYJISTOPHUMU OpraHaMu y cepi MeIUYHUX
BUPOOIB.

CexTopaJjibHa rpyna 3 NUTaHb MEeIUYHUX BUPOOIB

394. [um TexHIYHUM pETIIaMEHTOM 3acHOBYeThCs ['pymna (CekropanbHa Tpyna
3 TUTaHb Meau4Hux BUpoOiB). Ilpum cTBOopenHi Ta QyHKIIOHYBaHHI ['pynm
BPaxOBY€ThCA MpakTuka €Bpomneiickkoro Cor3y.

395. MO3 npusznavae uneHiB ['pynu Ha TpUPIYHUN TEPMiH, KU MOXKe OyTH
nonoBxkeHuid. Cximan ['pynu yTBOPIOETHCS 3 TPHOX WICHIB M TPHOX 3aCTYITHHUKIB, SIKi
MalOTh €KCIEepPTHI 3HaHHSA y cdepl MenuyHUX BUPOOIB, Ta JBOX UWIEHIB U JBOX
3aCTYIIHUKIB, $IKI MalOTh EKCIHEpPTHI 3HaHHS Yy c@epi MeAUYHUX BUPOOIB s
MIarHOCTHUKH 1n VItro.
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Unenu ['pynu moBUHHI MaTH KOMIIETEHTHICTh Ta JOCBiA poOOTH y cdepi
MEAMNYHUX BHpPOOIB Ta MEIWYHHX BHUPOOIB Mns JiarHOCTUKH in vitro. MO3
OTIPUITIO/IHIOE IMEHA WICHIB. 3aCTYITHUKH MPECTABISIIOTh WIEHIB Ta FOJIOCYIOTH 38 HUX
HAa Yac IXHbOI BIJICYTHOCTI.

396. ['pyna mpoBOIUTH 3aCifaHHS MIEPIOUIHO, @ TAKOXK SKIIIO CUTYAIlisl BAMArae
nporo, 3a 3anutamu MO3. Ha 3acigaHHsx MOBUHHI OyTHM TMpPHCYTHI ab0O 4YJICHH,
IpU3HAYCHI 32 €KCINEPTHUMHU 3HAHHSAMHU y cdepi MEAMYHUX BHUPOOIB, ab0 UJICHH,
MIPU3HAYCHI 32 €KCIICPTHUMH 3HAHHAMH y chepl MEAUIHUX BUPOOIB JIs 1arHOCTUKH
in vitro, abo 4JieHH, MPU3HAYCHI 32 €KCTIICPTHUMH 3HAHHIMHU B 000X cdepax, abo ixHi
3aCTYITHHUKH, 3aJICXKHO BiJl BUTIAAKY.

397. I'pyna noBuHHA AOKJIaJaTH BCIX 3yCHIIb, OO TOCIATTH KOHCEHCYCY. SIKIIO
TaKU KOHCEHCYC He MOKe OyTH nocsrHyTuid, ['pyna npuitmae pimeHHs OUTBIIICTIO
roJjiociB ii wieHiB. YneHu, 10 MaroTh IHITY TOYKY 30pYy, MOXYTh BUMaraTH, 100 ix
OaueHHs Ta apryMEHTH, Ha AKUX BOHU 0a3yl0Thcs, Oyiu BiToOpaxeH1 B mo3ullli [ pymu.

398. I'onosoro ['pynu moBuHeH Oyt ipeactaBHIK MO3. ['ommoBa He Oepe ydacTi
y ronocyBanHi ['pynu.

399. 'pyna mMoxe 3anpoIryBaT, y KOXKHOMY OKPEMOMY BHITIJIKy, €KCTIEpPTiB Ta
1HIII TPETI CTOPOHU JJISl yUacTl y 3aCiJaHHAX a00 OTPUMYBATH MUCBMOBI P03’ SICHEHHS
B1JI HUX.

400. I'pyma Mo’ke CTBOPIOBATH IMOCTIMHI a00 THUMYAcOBl MIATpynu. Y
BIJIMOBITHAX BWIAJIKaX OpraHizaiii, 10 TMPEeJACTaBISAI0Th I1HTEPECH 1HIYCTPii
MEIUYHUX BUPOOIB, MEMYHUX IMPAIIBHUKIB, MPEICTABHUKIB JIa0OpATOPii, MAI[IEHTIB
Ta CMOXKUBAYIB 3aMPOIIYIOTh JI0 MATPYI y SIKOCTI CIIOCTEPIrayiB.

401. I'pyna cTBOpIOE CBiif BHYTPIIIHINA PETJIAMEHT, Y IKOMY, 30KpeMa, TOBUHHI
OyTH BCTAaHOBJICHI MPOIEAYPH IIOAO:

- YXBAJICHHS BUCHOBKIB YU PEKOMEHJAIll a00 1HIIUX TMO3HUIlIH, Y TOMY
YUCITl B EKCTPEHUX BUMAIKAX;

- ACJICTYBAHHA 3aB/IaHb YJICHAM;

- 3acTocyBaHHs BUMOT TyHKTIB 418 Ta 419 niporo TexHIYHOTO perIaMeHTy
10J10 KOH(ITIKTY 1HTEPECIB;

- (GyHKIL10HYBaHHS MIACPYIL.

402. T'pyna Mae BUKOHYBaTH 3aBJaHHs, BCTaHOBJICHI y nyHKTI 404 1mporo
TexHi9HOTO periaMeHTy Ta MyHKTI 352 TexXHIYHOro perjiaMeHTy IOA0 MEIUYHUX

BUPOOIB ISl JIaTHOCTUKH 1n Vitro, 3aTBEpIKeHOT0 mocTanoBoio Kabinety MiHicTpiB
VYkpainu Big poxy No.

403. MO3 Hajae TexHIUHY, HAyKOBY Ta JIOTICTHYHY MIATpUMKY ['pymi 1 ii
niArpynaM, OpraHi3oBye 3acimaHHs ['pynu 1 ii miarpym, Oepe ydacTh y TaKHX
3aCiIaHHsIX Ta 3a0e3mneuye BKUTTS BIMOBITHUX MOJAIBIINAX 3aX0/IIB.

3aBnannsa I'pynu
404. 3rigHo 3 TexHiuHUM peraaMeHToM ['pyna mMae Taki 3aBIaHHS:
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1) crpusie OLIHIOBaHHIO OpPraHiB 3 OIIHKMA BIAMOBIJHOCTI T4 MOHITOPUHTY
MPU3HAYEHUX OPTaHIB, sIKi ITOJAJIA BiAMOBIIHI 3a5BH, 3T1THO 3 TIOJIOKCHHSIMU MTyHKTIB
172-191 niporo TexHIYHOTO peTiIaMeHTy;

2) wagae koHcynbTamii MO3 3a iioro 3amuTamMu 3 TWTaHb, TOB’SI3aHUX 3
M1CEKTOPAIbHOIO TPYIOI0 MPU3HAYEHUX OPraHiB, CTBOPEHOIO 3TiHO 3 MYHKTaMHU
189-198 uporo TexHIYHOTO pETIaMEeHTYy;

3) O6epe y4yacTh y po3poOIli HacTaHOB (KEpPIBHUX ITOJIOKEHB), CIIPSIMOBAHUX Ha
3a0€e3MCeUYCHHS JIEBOTO Ta Y3TOHKCHOTO 3aCTOCYBaHHS IIbOT0 TEeXHIYHOTO PerjIaMeHTYy,
30KpeMa, B YaCTHHI 3aCTOCYBaHHsI 3arajlbHUX BUMOT 3 O€3MEYHOCTI Ta e(PEeKTUBHOCTI,
a TaKoXX TIPOBEJACHHSA KIIHIYHOIO OI[IHIOBAaHHS BHpPOOHWKAMU Ta 3I1HCHEHHS
JISJTBHOCTI 13 CIIOCTEpEeKeHHs 3a BUpobamu (vigilance);

4) cnpuse TMOCTIAHOMY MOHITOPUHTY TEXHIYHOTO IMPOTpPECy Ta OLIHKU
BIJIMOBITHOCTI 3arajbHUX BUMOT 3 0€3MeYHOCTI Ta €()eKTUBHOCTI, BCTAHOBJICHUX 1M
TexHiYHUM perinameHToM Ta TeXHIYHUM perjiaMeHTOM IIOA0 MEAMYHUX BUPOOIB IS
JIarHOCTUKH 1n Vitro, 3aTBEpKEHUM nocTaHoBO0 Kabinety MiHicTpiB YkpaiHu Bijg
poky Neo, nis 3a0e3nedeHHs] O0€3MEYHOCTI Ta €PEKTUBHOCTI BUPOOIB, TAKUM YHUHOM
pOoOJISTYM BHECOK Y BUSHAYEHHS HEOOX1THOCTI BHECEHHS 3MiH JI0 10JATKy 1;

5) crpusie po3poOIli cTaHAapTiB, 3aradbHUX crerudikamii (CS) Ta HayKOBHX
HAaCTAHOB IIOAO0 BUPOOIB, Y TOMY YHCJ CHELIAJIbBHUX CTAHJAPTIB 3 JOCIIIKEHHS
NEeBHUX BUPOOIB, 30KpemMa BUPOOIB, K1 IMIIAHTYIOTh, Ta BUpOOiB kiacy I1I;

6) Hagae pornomory MO3 Ta BIJMOBITHOMY OpraHy JEp>KaBHOTO PUHKOBOTO
HaTJISY Y 3M1MCHEHHI HUMU BIJIIOBIHOT ISITBHOCTI, 30KpeMa y cepi kinacudikaiii i
BU3HAYCHHS  PETYJSATOPHOIO  CTaTycy  BUPOOIB,  KIIHIYHHX  JOCIIDKCHb,
CIIOCTEpEeXKEHHS 3a BUpoOamu (vigilance) Ta nep:kaBHOMY pUHKOBOTO Harsiny (market
surveillance);

7) 3a BIACHOIO 1HIIIATHBOI 4H 3a 3anmutoM MO3 Hagae peKoMeHaarliil Mmoo
OI[IHIOBaHHS OYJIb-SIKUX MUTaHb, MOB’A3aHUX 13 BIPOBAIHKEHHSM I[bOT0 TEXHIYHOTO
periaMeHTy;

8) cipusie BIPOBAKEHHIO B Y KpaiHi rapMOHI30BaHO1 3 aKTaMK €BPOMNEHCHKOTO
Coro3y HanexHoi aIMIHICTPATUBHOI MTPAKTUKH 1100 BUPOOIB.

HajganHst HAyKOBUX, TEXHIYHUX TA KJIIHIYHUX BUCHOBKIB Ta peKOMeHaauii

405. MO3, micnsg KoHcynbTaliil 3 ['pynoto, CTBOPIOE y BU3HAYEHOMY HHUM
NOPSAIKY €KCIEPTHI TPYINH, sIKI MPU3HAYAIOTh IS aHali3y KIIHIYHOTO OI[IHIOBAHHS Y
BIJIMOBIMHUX cdepax METUIMHHU, SK 3a3HaueHO B TyHKTI 413 mporo TexHIYHOTO
perjJamMeHTy, Ta BUCJIOBIICHHS AYMOK 3T1HO 13 MyHKTOM 167 TeXHIYHOTO perjiaMeHTy
I0JI0 MEIUYHUX BUPOOIB JJIS JIATHOCTUKH in Vitro, 3aTBEpHKEHOTO MOCTAHOBOIO
Kabinery MinictpiB Ykpainu Big poky Ne, 111010 OIiHIOBaHHS €()EKTUBHOCTI MIEBHUX
MEIWYHUX BUPOOIB /IS IIAarHOCTHUKY 1n Vitro, a TaKoX, 3a HEOOX1THOCT1, KaTeropii 4u
rpyn BUpOOiB, cielu(pIYHUX 3arpo3, MOB’A3aHMUX 13 KATEropisIMU YU rpyraMu BUPOOIB,
13 JOTPUMaHHAM MPUHIMUITIB HAWBUIIIOI HAYKOBOI KOMIIETEHTHOCTI, HEYNEPEIKEHOCTI,
HE3aJIEKHOCTI Ta MPO30POCTI.
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Ti cami mpUHIMIIK 3aCTOCOBYIOTH IPU MPHU3HAYEHHI €KCIIEPTHUX JiabopaTopiit
3rigHOo 3 MyHKTOM 411 nmporo TeXHIYHOTO periiaMeHTy.

406. ExcriepTHi Tpyn# i eKCHEepTHI IabopaTopii MOXKYTh MpU3HAYaTH y chepax,
B akux MO3, micns koHCybTalii 3 ['pynoro , BU3Ha4MI0 HEOOX1IHICTh Y HaJaHHI
y3TO/UKEHUX HAyKOBUX, TEXHIYHUX Ta/a00 KIIHIYHUX PEKOMEH Al 4 JJabopaTOpHOT
eKCIIEPTU3H LI0J0 LBOTO TeXHIYHOTro periamMeHTy. ExcnepTHi Tpynu Ta eKClepTHi
n1abopatopii MOXKYTh MPU3HAYATH HA MOCTIMHIN Y1 HA THMYACOBii OCHOBI.

407. Jlo cknaay eKCepTHUX IPyIl IOBUHHI BXOJUTH KOHCYJIbTaHTH, IPU3HAYCHI1
MO3 Ha OCHOBI aKTyaJbHUX KJITHIYHUX, HAYKOBUX Ta TEXHIYHUX €KCIIEPTHUX 3HAHb Y
BinoBiHINA chepl. MO3, micas npoBeaeHHs KOHCYy bTaiik 3 I'pyroro, BU3Ha4ae
KUTBKICTh YWICHIB KOXKHOI I'PYITH BiIOBITHO J0 HEOOX1THUX TOTPEO.

UsneHu ekcriepTHUX Py IOBUHHI BUKOHYBATH CBOT 3aBJaHHS HEYIIEPEKEHO Ta
00’exTBHO. BOHM HE MOBHMHHI MpUMaTH BKa31BKW BiJ MPU3HAYEHUX OpraHiB 4w
BUPOOHHKIB. KOXKEeH WiieH CKIaiae IeKIapaliio Ipo BIACYTHICTh KOH(IIIKTY 1HTEPECIB,
sKa MIJJISTae OMPUITIOTHEHHIO.

MO3, micisg OpoBeNEeHHsS KOHCyJdbTaliil 3 I'pymnoro, cTBoproe 3acol0u 1
MPOIEAYPH JUIsl aKTUBHOTO YIIPABIIIHHS KOH(JIIKTaMH 1HTEPECIB Ta 3a1I00ITaHHS M.

408. Tlpu miAroTOBII CBOIX HAYKOBHUX BHCHOBKIB €KCIIEPTHI TPYNH TOBHHHI
BpPaxOBYBATH BINOBIJIHY 1HPOPMAIIiI0, IKY HaJal0Th 3alHTEPECOBAHI CTOPOHU, B TOMY
YHCJI OpraHi3allii MaieHTIiB Ta MEIUYHI TPAIIBHUKH.

409. 3anexHo BijJ TUIY 3aBJaHHS Ta HEOOX1THOCTI y CIEIaIbHUX eKCIIEPTHUX
3HAHHSX, 0 eKcnepTHUX rpyn MO3 Moke NpU3HAYUTH PATHUKIB MIOHAWOLIBINE HA
TPH POKH 3 MOKJIMBICTIO IIOHOBJICHHS IXHBOTO MTPHU3HAYCHHS.

410. MO3, micns KoOHCyJbTalil 3 ['pymnoro, MoXe BKIIOUUTH PAJTHHKIB [0
OCHOBHOT'O TIEPEJIIKY €KCIEepTiB, SIKi 0€3 MpU3HAYEHHS JI0 TPYNU MOXYTh HaJIaBaTU
peKoMeHaIli Ta MATPUMKY B pOOOTI €KCIEePTHOI TPynu 3a HEOOXiAHOCTI. Takwii
nepetiK ONPUIIIOHIOITE Ha odiniiiHomy Bedcaiiti MO3.

411. MO3, nicnsa KoHCybTall 3 ['pynoto, y nmopsjaky BctaHoBieHomy MO3
MO>Ke MPU3HAYATH €KCIEPTHI JabopaTopli Ha OCHOBI IXHBOI Clieniati3alii Ha:

- BU3HAaYEHHS (DI3UKO-XIMIYHUX XapaKTEPUCTHK, a0

- TPOBENEHHSI MIKPOOIOJIOTIYHUX, MEXaHIYHUX, EJIEKTPUYHHUX, €JIEKTPOHHUX,
HEKJIIHIYHUX O10JIOTTYHHMX Ta TOKCUKOJIOTIYHUX BUNIPOOYBaHb, @ TAKOK BUITPOOYBAHHS
010J710T19HOT CyMICHOCTI crieniuigHrX BUPOOiB, KATErOPii 4u rpyI BUPOOIB.

412. ExcriepTHi J1abopaTopii MOBUHHI BIMOBIAATH TAKUM KPUTEPISM:

1) MaTu BiAMOBIAHUI TIEPCOHAI 13 HAJICKHOIO KBaji(ikaIieo Ta HEOOX1THUMH
3HAHHIMHU 1 I0CB1IOM y cpepi BUPOOiB, MO0 SIKUX BOHH MPU3HAYUCHI,

2) maTu HeoOX1THE 00IaJHAHHS JIJI1 BUKOHAHHS MOKJIaJACHUX Ha HUX 3aBJaHb;
3) Matu HEOOX1H1 3HAHHS PO MIKHAPOHI CTAHAAPTH 1 HAJIEXKHI MPAKTHUKHY;

4) MaTu HaJle)KHY aJMIHICTPATUBHY Ta OpraHi3alliiiHy CTPYKTYpH;
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5) 3ale3meuyBaTH JOTPUMAaHHA CBOIM TEPCOHAJIOM BHUMOT  IIOJO
KoHG1AeHIIIIHOCTI 1H(OopMaLii Ta JaHWUX, OTPUMAHUX NPHU BUKOHAHHI HUMH CBOIX
3aBJaHb.

413. ExcriepTHi rpymnu, pU3HaYeHi sl MPOBEACHHS KIIHIYHOTO OLIIHIOBAaHHS Y
BIMOBIMHUX cdepax MEAWINHYW, TOBWUHHI BHUKOHYBAaTH 3aBJIaHHA, IepeadadeHi
nyHkTamu 215 ta 237 nporo TexHIYHOTO perjamMeHTty, a TakoXX MiAMyHKTOM 5.1.
nyHKTy 5 po3auty Il nogatky 9 abo mynkrom 6 nonatky 10, y 3acTOCOBHOMY BUTAKY.

414. ExcriepTHI TpyIu Ta €KCIEPTHI JabopaTopii MOKYTh MaTH TaKi 3aBJIaHHSI,
3aJICKHO B1JI HEOOX1THUX MTOTPEO:

1) HamaBaTh HAyKOBY, TEXHIYHY Ta KiIiHIYHY gomomory MO3 Tta ['pyni miono
3aCTOCYBaHHS IIbOTO TEeXHIYHOTO PErIaMeHTYy,

2) cIIpUsSTH pO3pOOITl Ta BEACHHIO BIATIOBITHUX HACTAHOB (KEPIBHUX IOJI0KECHb )
Ta 3araibHUX cruerudikaiiit (CS) momo:

- KJIIHIYHHUX JOCHIKEHbB,

- KJIHIYHOTO OIIIHIOBAHHS Ta IOCTMApKETUHIOBOIO KIIIHIYHOTO HAarjsigy

(PMCF),
- JIOCHIIKEHb €(PEKTUBHOCTI,

- OWLIHKH €(EKTUBHOCTI Ta MOCTMAPKETUHIOBOrO HArisay 3a €()EeKTHUBHICTIO
(PMPF),

- BHU3HA4YeHHS (QI3UKO-XIMIYHHMX XapaKTEPUCTUK Ta

- TMPOBEICHHS MIKPOOIOJOTIYHMX, MEXaHIYHHUX, CIICKTPUYHHUX, CJICKTPOHHHX,
HEKJIIHIYHUX TOKCUKOJOTIYHUX BUIPOOYBaHb, a TaKOX BUIPOOYBaHHS O010J0TTYHOL
cyMmicHOCTI crienudigHnx BUpoOiB ab0 KaTeropii uu rpynu BUpoOiB abo criennudiaamx
3arpo3, MoB’A3aHUX 13 TIEBHOIO KAaTETOPIEI0 YU IPYIIOI0 BUPOOIB;

3) po3pobnsATH Ta mMeperisaaTd HacTaHOBH (KEpIBHI TOJIOKEHHS) 00
KJIIHIYHOT'O OIIHFOBAHHS Ta HACTAHOBH IO OIIIHKK €(peKTUBHOCTI I 3a0€3eUeHHS
MPOBEICHHSI OLIIHKU BiAMNOBIAHOCTI 3riAHO 13 Cy4YaCHUM PIBHEM PO3BUTKY KIIHIYHOIO
OLIIHIOBAHHS,  OL[IHIOBaHHSA  €(EKTHUBHOCTI, MPOBEACHHS  MIKpPOOIOJIOTIYHUX,
MEXaHIYHHUX, €JICKTPUYHUX, EJEeKTPOHHUX Ta HEKJIIHIYHUX TOKCHUKOJIOTTYHUX
BUNPOOYBaHb, a TAKOXK BUIIPOOYBaHHS 010JIOTTYHOI CYyMICHOCTI;

4) crpuatu po3poOlll CTaHIAPTIB HAa MIKHAPOJAHOMY PiBHI, 3a0e3Medyrodu
B1JIOOpaKEHHS y TAKMX CTaHJIapTaX Cy4acHOTrO PiBHSI HAYKOBO-TEXHIYHOT'O PO3BUTKY;

5) HajaBaTH BUCHOBKH 32 3allUTAMU BUPOOHMKIB 3T1IHO 13 MyHKTOM 237 HOTO
TexHIYHOTO periaMeHTy, MPU3HAYCHUX OPraHiB 3TigHO 3 MyHKTamu 415-417 mporo
TexHIYHOTO perjJamMeHTy;

6) CnpuATH BU3HAYCHHIO MEPECTOPOT 1 HarajdbHUX MUTAHb, SKI CTOCYIOTHCS
0e3meyHoCTI Ta e(PEeKTUBHOCTI MEUYHUX BUPOOIB;

/) BUCJIOBJIIOBATU AYMKH 3T1JHO 3 MyHKTOM 165 TeXHIYHOro perjamMeHTy I1oA0
METUYHUX BUPOOIB JJIsl IIAaTHOCTHKY 1n Vitro, 3aTBEPXKEHOT0 MocTaHoBOI0 KabiHeTy
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MinictpiB Ykpainu Bif poky Ne, momo OIiHKH €()EKTUBHOCTI MEBHUX MEIUYHHX
BUPOOIB I JIarHOCTHKH in Vitro.

415. MO3 cnpusie AOCTyNy NpU3HAYEHUX OpraHiB Ta BHUPOOHUKIB M0
pEeKOMEHaIlii, SKi HaJaloTh EKCIEPTHI TPYMHA Ta EKCIEepPTHI Jadoparopii Mmoo
KpPUTEPIiB BIAMOBIAHOCTI HAOOPY AAHMUX JUISI OIIIHKM BIAMOBITHOCTI BUPOOY, 30KpeMa
1010 KJIIHIYHUX JaHUX, HEOOX1HUX I KJIIHIYHOT'O OIIHIOBAHHS, 11010 BU3HAYECHHS
(G13UKO-XIMIYHUX ~ XapaKTePUCTHK Ta IIOJA0 TMPOBEACHHSA MIKPOOIOJOTIYHHX,
MEXaHIYHUX, eJNEKTPUYHUX, CEJIEKTPOHHUX Ta HEKIIHIYHAX TOKCHKOJOTIYHUX
BUNPOOYBaHb, a TAKOXX BUIIPOOYBaHHS 01010T1YHOI CYMICHOCTI.

416. Ilpu yxBajeHHI HAyKOBOIO BHCHOBKY 3rigHO 3 TyHKTOM 413 1mporo
TexHIYHOTO perjiiaMeHTy 4WIEHH EKCHEPTHHUX TPyl JOKIAaloTh YCIX MOKIIUBHX
3yCWJIb JJIsl JOCSTHEHHS KOHCEHCYCy. SIKIIO KOHCEHCYCy JOCATTH HEMOKIIHUBO,
EKCIIEpPTHA TPyIa YXBAIIOE PIIICHHS O1IBIIICTIO TOJI0CIB CBOIX YJICHIB, @ B HAYKOBOMY
BHCHOBKY 3a3Ha4alOTh TAKOK OKpPEMY AYMKY 13 BIANOBIIHUM OOIPYHTYBaHHSIM THX
YJICHIB, SIK1 TOJIOCYBAJIM MPOTH a00 YTPUMAIHUCH BIJ TOJIOCYBAaHHS.

MO3 onpuiofHIOE HayKOBI BHCHOBKM Ta PEKOMEHJallli, HaJaHl 3TiIHO 3
nyakTamu 413 ta 415 nporo TexHIUHOTO periamMeHTy, 3a0e3meuyiour BpaxyBaHHs
yCiX acmekTiB KOH(DiIeHIIIHHOCTI, BU3HaUEHUX y MyHKTax 421-424 nporo TexHIYHOTO
pernamenTy. HactanoBu (kKepiBHI MOJIOKEHHS) 3 KJIIHIYHOTO OI[IHIOBAHHS, 3a3HAYCH1 B
mianyHkTi 3 nyHKTy 414 nporo TexXHIYHOrO periiaMeHTy, ONPWIIOAHIOITH MiCIs
KOHCYJIbTalii 3 ['pyrioro.

417. MO3 Ha 0CHOBI BIIMOBIHUX aKTIB 3aKOHOAaBCTBA €Bponelicbkoro Corw3y
BCTAHOBJIIOE Ma€ TMPaBO BCTAHOBJIIOBATH TMOPSIOK HAJaHHS PEKOMEHAAIM, 10
HAJAI0THCS €KCIIEPTHUMH TpyMaMu Ta/abo eKCIIepTHUMU JT1ab0opaTopisiMHu.

Konduiikr inTepecis

418. Unenu ['pymnu Ta ii miaArpym, a TakoX 4eHH EKCIIEPTHUX TPYT 1 eKCIIEPTHUX
nabopaTopiii He MOBMHHI MAaTH (PIHAHCOBUX UM IHIIUX 1HTEpECIB B chepl METUUHUX
BUPOOIB, Kl MOXKYTh BIUIMHYTH Ha iXHIO HEyNepeKeHICTb. BOHH 3000B’43yI0ThCS
JISITU B IHTEpECaX CyCHIIbCTBA Ta Y HE3AJIEKHUMU crioci0. BoHM MOBUHHI JeKapyBaTH
BIJICYTHICTh KOH(IIKTY IHTEpECIB Ta OHOBJIIOBATH BIAMOBIAHI JeKjapalii y pasi
HACTaHHS BIAMOBIIHUX 3MiH. Jlekmapaillii mpo BIJICYTHICTh KOH(JIIKTY IHTEpECIB
N1JUISITal0Th ONPUIIOAHEHHIO Ha odiuiiiHoMy BebcaiTi MO3.

419. Excneptu Ta iHIIN TPeTi CTOPOHHU, SIKUX ['pyma 3ampoirye B OKpEeMHUX
BUIIAJIKaX, TOBUHHI TAKOX JICKJIAPyBaTH BiJICYyTHICTh KOH(MIIKTY 1HTEPECIB.

Peectpu Ta 6a3u 1annx BUPOOIB

420. MO3 BxkuBae ycix HEOOXIIHHUX 3aXOMAIB ISl 3a0XOYECHHSI CTBOPEHHS
peecTpiB 1 0a3 maHux cneruIYHUX TUIB BUPOOIB, SIKI BCTAHOBIIOIOTH 3arajibHi
NPUHIIMIHN 30MpaHHs NOPIBHUIbHOI 1HGopMalii. Taki peectpu 1 0a3u JaHUX MOBUHHI
CIPUSTH HE3AJIEKHOMY OLIIHIOBAHHIO JOBFOCTPOKOBOI 0€3MEYHOCTI Ta €EKTUBHOCTI
BUpOOIB, a00 MPOCTEXKYBAHOCTI BUPOOIB, Kl IMIUIAHTYIOTh, a00 BUKOHAHHIO YCIX
3a3HAYEHUX 3aBAaHb.
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KOH®ILIEHIINMHICTD, 3AXUCT JAHUX, PIHAHCYBAHHS TA
CAHKIIII

Kondginenuiiinictn
421. Sxmo muMm TexHIYHUM periaMeHTOM He mependadyeHo iHme Ta 0e3
OOMEKCHHSI HAsBHHUX HAIIOHAIBHUX TIIOJIOKCHh 3aKOHOJABCTBA 1 MPAKTHK IIOIO
KOH(QIICHIIINHOCTI, BCi Cy0’€KTH, 3aly4eHi 10 3acCTOCYBaHHS IOro TeXHIYHOTO
periaMeHTy, TOBHMHHI 3a0e3rnedyBaTH KOH(IASHIIMHICTS 1H(OpMaIlii Ta JaHUX,
OTPUMAaHMX Yy XOJli BUKOHAHHS TXHIX 3aBIaHb, IS 3aXUCTY:

1) mepcoHanbHUX AAHUX 3T1AHO 3 MYHKTOM 425 116010 TeXHIYHOTO PEeryIaMeHTYy;

2) KoMepIiiiHO KOH(pimeHiHHOT iH(opMalii Ta KOMEPIIHHMX Ta€MHHUIb
GIBUYHKUX YM IOPUAMYHUX OCI0, y TOMY YMCII MpaB IHTEIEKTyalbHOI BJIACHOCTI, 32
BUHSITKOM BUIIAJKIB, KOJIK PO3KPUTTS BIANOBIIAE CYCIUIBHOMY 1HTEPECY;

3) AieBOro BOPOBAKEHHS I[BOTO TE€XHIYHOrO PErjiaMeHTy, 30KpeMa B YaCTHHI
IIPOBENICHHS IEPEBIPOK, PO3CIIIIyBAHb TA AyAUTIB.

422. be3 0OMeXEHH MON0KEeHb MYHKTY 421 1poro TeXHIYHOTO peryiaMeHTy,
iHopMmairisi, oOMIH SIKOIO MiDX OpraHom, mo npusHadae, MO3 Ta BIAMOBIIHUM
OpraHOM  JIep>)KaBHOTO  PHWHKOBOTO  HATJSAAy  3IIHMCHIOETBCI Ha  yMOBax
KOH(D1IEHIIIMHOCTI, HE MOXXe OYyTH po3KkpuTa O0€3 Ta BIJNOBIIHUM OpPraHOM
JIEP’)KaBHOTO PUHKOBOTO HArJsiy IMONEPEeNHbOI 3roJid OpraHy, BiJl SIKOTO BOHA
MOXO/UTh.

423. Tlynktu 421 ta 422 uporo TexHIYHOTO pErjiaMeHTy HE BIUIUBAIOTH Ha
npaBa Ta 000B’si3ku MO3 Ta mpu3HAuU€HHX OpraHiB 100 OOMiHY iH(OpMaIlErO 1
PO3IOBCIOIKEHHS TTONEePEHKEHb, a TAKOK Ha 000B’S30K BIAMOBIIHUX OCIO HaJaBaTH
1H(pOopMaIIiIOo 3r1JIHO 3 BUMOTIaMH 3aKOHOJAaBCTBA.

424. MO3 1 Ta BIAMOBIAHWIA OpraH JAEp>KaBHOTO PUHKOBOTO HATJISTY MOXYTb
oOMIHIOBaTHCA KOH(PIACHIIIHOIO 1H(OPMAIIIEIO 13 PEryJITOPHUMHU OPraHAMM 1HIIHX
KpaiH, 3 SIKMMHU BOHM YKJaldM JBOCTOPOHHI 1 O0araTOCTOPOHHI YTrOAU TIpO
KOH(11EHIIIHICTb.

3axuCT JaHUX

425. OOpobOKa MmepcoHANbHUX JaHUX 3JIMCHIOETHCSA 3 JOTPUMAHHSIM BHUMOT
3akony Ykpainu «IIpo 3aXucT nepCOHAIBHUX TAHUX).

Crsardenns 300piB

426. llett TexHiuHUN perjaMeHT He oOMexye MoxiauBocti MO3 1
Hepxmikcinyx0y  CTATyBaTMH y  BCTAHOBJIIGHOMY  3aKOHOJABCTBOM  MOPSAKY
300pu/omuIaTy 3a IXHIO JiSUIbHICTh, BU3HAUEHY B IbOMY TEXHIYHOMY PErJIaMeHTI, 3a
YMOBH, IO pO3Mip Takux 300piB/OMJIaTH BHU3HAYEHO B NPO30pul crnocid 13
JTOTPUMAaHHIM MPUHIUIIIB BiIIKOTyBaHHS BUTPAT.

427. Crpyktypa Ta po3Mmip 300piB/OIjiaTd MiAIsAraroTh 1HGOPMYBaHHIO Ta
OTPWJIFOAHEHHIO MIHIMYM 3a TPH MICSIIl 10 IXHBOT'O 3aIPOBAJIKEHHSI.
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Cankuii
428. OcoOu, BUHHI B IOPYIIEHH]1 3aKOHOJAaBCTBA MPO TEXHIUHI PETIIAMEHTH Ta
OLIIHKY BiJIMOBIIHOCTI, MPUTATYIOTHCS A0 BIANOBIIAIBHOCTI 3T1HO 13 3aKOHOM.

Ta0auuga BignmoBigHOCTI

429. TabOimus BignmoBimHOCTI mojoxeHb Permamenty (€C) Ne 2017/745
€poneiicekoro [lapnamenty ta Paau Bin 5 kBitHa 2017 poky npo Meau4Hi BUpOOH,
BHeceHHs 3MiH 10 [upextuBu 2001/83/€C, Permamenty (€C) Ne 178/2002 1
Pernmamenty (€C) Ne 1223/2009 Ta cxacyBanus HupextuBu Pagm 90/385/€EC i
93/42/€EC Ta uporo TexHIYHOTO perjJaMeHTy HaBejeHa B J0aTKy 17.
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Honmarok 1
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

3AT'AJIBHI BUMOI'A 3 BE3IIEYHOCTI TA EGEKTUBHOCTI

PO31J1 1. 3BAI'AJIBHI BUMOI'

1. BupoOu nmoBHHHI MaTH €(pEKTHUBHICTh, 3asBJICHY iXHIM BUPOOHUKOM, OyTH
CIIPOEKTOBAHUMH Ta BUTOTOBJICHUMHU TaKUM YHHOM, 1100 32 HOPMaJIbHUX YMOB OyTH
NPUAATHUMHU JIJI1 BAKOPUCTAHHS 32 IJIbOBUM MpU3HAYeHHSIM. BupoOu noBuHH1 OyTH
Oe3rneyHrMu Ta €()eKTUBHUMHU, HE TIOBUHHI CTaBUTH IIiJ] 3arpo3y KJIIHIYHUN CTaH 4H
Oe3reKky maiieHTiB abo Oe3MeKy Ta 3I0pOB’S KOPHUCTYyBauiB abo, SIKIIO 3aCTOCOBHO,
IHIMX oci0, 32 yMOBHM, IO OyJb-iKi IOB’A3aHI 3 iX BUKOPHCTAHHSIM PHU3HKHU €
NPUINHATHUMU MOPIBHSHO 3 KOPUCTIO JJIA Mall€HTA 1 BIANOBIAAIOTH BUCOKOMY PIBHIO
3aXUCTY 370pOB’s 1 Oe3leKku 3 ypaxyBaHHSM 3arajlbHOBH3HAHOTO PIBHS HAyKOBO-
TEXHIYHOI'O PO3BUTKY.

2. Bumora 11010 MakCUMaTbHOTO 3HI)KCHHS PU3HKIB y IIBOMY JTOAATKY O3HAYA€E
3a0€3MeUYCHAs] MaKCHUMAJIbHOTO 3HIKCHHS PHU3WKIB 0€3 HETaTUBHOTO BIUIMBY Ha
CITIBBITHOIIICHHS KOPUCTh-PHU3HUK.

3. BupoOHUKY TOBUHHI CTBOPUTH, BIIPOBAAUTH Ta 33IOKYMEHTYBAaTH CUCTEMY
YIpaBJIIHHS pU3UKaMH 1 3a0e3nedyBaTH ii PyHKIIOHYBaHHS.

VYrpaBiaiHHS pU3MKaMU O3Ha4yae O€3MEepepBHHUI MOBTOPIOBAHUMN MPOIIEC
MPOTATOM BCHOTO JKUTTEBOTO IUKIY BHUPOOY, SIKH MOTpeOye perysisipHOrO Ta
CUCTEMATUYHOTO OHOBJIEHHS. [lpu 31iliCHEHH1 YIPaBIiHHSA PU3MKAMU BHPOOHHUKHU
MOBUHHI:

1) cTBOpHUTH Ta 3aJOKyMEHTYBAaTH TUIAH 3 YIIPABIIHHSA PU3UKAMHU TSI KO)KHOTO
BUpPOOY;

2) ineHTU(IKYBaTH Ta aHaII3yBaTH BIAOMI Ta nepeadadyyBaHi HEOE3MEeKH s
KOXXHOTO BUPOOY;

3) NpOTrHO3yBaTH Ta OI[IHIOBATU PU3UKHU, 110 TIOB’s3aH1 3 BAPOOOM 1 BUHUKAIOTh
y Tmpoleci MOro BHUKOPUCTaHHS 3a IUIbOBUM MPU3HAYEHHSIM Ta OO0’ €KTUBHO
nepen0avyBaHOTO HETMPABMIIBHOTO BUKOPUCTAHHS,

4) ycyBaTu a00 KOHTPOJIIOBATH PU3HKH, 3a3HAUEHI B MIAMYHKTI 3 IILOTO MyHKTY,
BIJIIIOBIIHO /10 BUMOT MYHKTY 4 L[bOTO J10/IaTKY;

5) omiHtoOBaTH BILTUB 1H(OpMAIIii Tpo HEOE3MEeKH 1 YaCTOTY X BAHUKHEHHS, TTPO
OIIHIOBAHHS TIOB’S3aHUX 13 HUMU PH3UKIB, a TaKOX TMpO 3arajlbHUN pPH3UK,
CHIBBIIHOIIIEHHSI KOPUCTh-PU3UK Ta MPO MPUUHATHICTH PU3UKY, OTPUMaHy Ha eTari
BUPOOHHIITBA 1, 30KpEMa, BiJl CUCTEMH MMOCTMAapKETHHIOBOr0 Harjsay (post-market
surveillance);
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6) Ha OCHOBI OIIIHIOBAHHSA BIUTUBY 1H(OpMAaIlil, 3a3HaY€HOI B MIAMYHKTI 5 IbOTO
INYHKTY, TPU HEOOXIAHOCTI, 3MIHIOBAaTH KOHTPOJBHI 3aXOAU 3TIAHO 3 BHUMOTaMHU
MYHKTY 4 IbOT0 JOJIATKY.

4. 3axoau 3 KOHTPOJIIO PU3HKY, BIIPOBAKEHI BUPOOHUKOM ITI0I0 TPOCKTYBAHHS
Ta BUTOTOBJICHHS BUPOO1B, MOBUHHI BiJIIOB1IaTH MPUHIIMIIAM O€31EeKH Ta BpaXOBYBaTH
3araJlbHOBU3HAHUU PIBEHb HAYKOBO-TEXHIYHOTO PO3BUTKY. JIJI 3HIKEHHS PU3HKIB
BUPOOHHMKHN TTOBHWHHI YIPABJIATH PU3UKAMH TaKUM YHWHOM, 1100 3aJUIIKOBUN PHU3UK,
MOB'I3aHUH 3 KOXKHOIO HEOE3MEeKOr, a TaK0oX CYKYITHUH 3alUIIKOBUN PH3UK
BBaXXaNMCA NMpUAHATHUMH. OOuparoud HaOUTbIl e()EeKTUBHI PIlLIEHHS, BUPOOHUKHU
MOBUHHI JISTH B TAKOMY HOPSJIKY 1100 MPIOPUTETIB:

1) mo MOXIJIMBOCTI MaKCHMaJbHO YCYHYTH YHM 3MCHIIUTH PHU3UKH IIPU
MIPOCKTYBAaHHI Ta BUTOTOBJICHHI;

2) y BIANOBIIHUX BHMAJKaX BXXKUTH HaJSKHI 3aXHMCHI 3aXOJd, B TOMY YHCJIi
nepea0ayuTh CUCTEMY MOMNEPEIKEHHS 100 PU3HKIB, SIKI HE MOXKYTh OyTH YCYHEHI;
Ta

3) wagatu  i”Hdopmamiro 3 Oe3neku  (MOMEpPeIKEHHS/3am001KH1
3aXO0M/TIPOTUIIOKA3aHHs) KOPUCTyBayaM Ta, Y BIINOBIIHUX BHUIIAJKaX, 3a0€3M€UnTH
1X HaBYaHHS.

BupoOHukr MmoBHHHI 1H(OPMYBATH KOPUCTYBayiB Mpo OyAb-AKl 3aJUIIKOBI
PHU3HKHU.

5. B Xoal yCyHEHHs 4M 3HWIKEHHS PHU3HKIB, MOB’S3aHUX 13 TMOMUIKAMH Y
BUKOPHUCTaHHI, BUPOOHUK TTOBUHEH:

1) 3MEHIINTH, HA CKUIBKU 11€ MOXJIMBO, PU3HKH, TIOB’5I3aH1 3 €prOHOMIYHUMH
XapakTEePUCTHKaMU BUPOOy Ta CepeloBHINEM, B SKOMY TiependadeHo #oro
BUKOPUCTOBYBATH (MIPOEKTHO-KOHCTPYKTOPCHKI pillIeHHS JJ1s1 O€3MEKH Malli€eHTa), Ta

2) BpaxoByBaTH TE€XHIYHI 3HAHHSA, JOCBIJI, OCBITY, MIJITOTOBKY 1 CEPEIOBHUIIE
BUKOPUCTAHHA, SKIIO 3aCTOCOBHO, Ta MEAUYHUN 1 (DI3UYHUNA CTaH IUIBOBUX
KOPUCTYBauiB  (MMPOEKTHO-KOHCTPYKTOPChKI ~ PIIIEHHS  JAJI1  HECHEeUIaJICTIB,
CHELIATICTIB, 0c10 3 OOMEXEHUMHU MOXKIIMBOCTSAMHU Ta IHIIUX KOPUCTYBAYiB).

6. XapakTepuCTMKM ¥ e(eKTuBHICTH BHpPOOY HE TMOBHHHI 3a3HaBATU
HEraTUBHOTO BILIUBY, IKM MOK€ CTAaBUTH I11]1 3arpO3y 3[I0pOB’s 1 0€3MeKy Nall€HTIB
Yyl KOPUCTYBauiB abo0, SKIIO 3aCTOCOBHO, IHIIUX OCI0, MPOTITOM YChOI'O CTPOKY
CIIy )01 BUpOOy, BUBHAYEHOTO BUPOOHUKOM, BPaXOBYIOUH IO BUPIO MOXKE 3a3HABATU
HAaBaHTAXCHb B XOJ1 BUKOPUCTAHHS B HOPMAJbHUX YMOBaxX IpU HaJICKHOMY
TEXHIYHOMY OOCIYTOBYBaHHI 3T1HO 3 IHCTPYKIISIMH BUPOOHUKA.

7. Bupobu moBuHHI OyTH CHpPOEKTOBaHI, BUTOTOBJIEHI Ta YMAKOBaHI TaKUM
YUHOM, 100 1XHI XapaKTEPUCTUKU Ta €PEKTUBHICTh NMPU BUKOPUCTAHHI 32 IIIbOBUM
IpU3HAUYEHHSM HE 3a3HaBajl HETaTMBHOTO BIUIMBY B MPOLECI TPAHCIOPTYBaHHS 1
30epiraHHs, HaNpUKIad, B pe3yJbTaTl KOJMBAHHS TEMIIEpaTypu 1 BOJOTOCTI, 3
ypaxyBaHHAM IHCTPYKLIH Ta iHQoOpMaIllli, HaJaHUX BUPOOHUKOM.
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8. Bci Bimomi i mependadyBaHi pU3UKH, a TaKOX Oyab-siki HeOaxkaH! MoOIuH1
edexTH, MOBUHHI OyTH MIHIMI30BaHi 1 MPUIHSATHI 3 ypaxXyBaHHSIM OUYiKyBaHOT KOPUCTI
JUI Talli€eHTa Ta/ab0 KOpPHUCTyBaya SIK pe3yibTaT €(PEeKTUBHOCTI BHPOOY MpH HOro
BUKOPHCTAHHI 32 HOPMaJbHUX YMOB.

9. Jlns BupoOiB, 3a3HAYCHUX Yy AOAATKy 16, 3aranpbHI BUMOTH 3 O€3MEYHOCTI,
BU3HAUEHI B MyHKTax | Ta 8 mporo momatrky, Tpeba po3yMiTH Tak, 10 BUPIO, mpu
BUKOPHUCTAHHI 32 HOPMaJbHUX YMOB Ta 3a I[UIbOBUM NMPU3HAYCHHSIM, HE CTAHOBUTH
’KOJTHOTO PHU3WKYy ab0 CTaHOBUTh PU3HK, SIKHH HE TICPEBUINYE MaKCUMaTbHHMA
NPUIHATHUAN PU3UK, TIOB’ I3aHUN 13 BAKOPUCTAHHSIM BUPOOY, 10 BiAOBIIa€ BUCOKOMY
PIBHIO 3aXHUCTy O€3IEeKH Ta 3/I0POB’s 0Ci0.

PO3ILJ II. BUMOI'N IOAO IMPOEKTYBAHHSA TA BUPOBHUILITBA
10. XimiuHi, ¢i3u4Hi Ta 010JIOT1YHI BIACTHUBOCTI

10.1. BupoOu noBuHHI OyTH CIIPOEKTOBaH1 Ta BUTOTOBJIEHI TAKUM YMHOM, 11100
3a0e31e4yBaTH T0TPUMAaHH BUMOT 1010 XapaKTEPUCTHUK 1 €(PEKTUBHOCTI, 3a3HAYEHUX
y nyHkTax 1-9 po3ainy I uporo nogarky. OcobsivBa yBara NOBUHHA IPUILUIATUCA:

1) BuOOpPY BHKOPHUCTOBYBAaHHX MaTepiajiiB Ta PEYOBHH, OCOOJIMBO WIOJO
TOKCUYHOCTI Ta, Y BIAMOBIHUX BUIIaJIKaX, TOPIOYOCTI;

2) CyMICHOCTI MaTepiajiB Ta peYOBHH, 110 BUKOPUCTOBYIOTHCS, 3 010J0TTUHUMHU
TKaHUHAMH, KJIITUHAMU Ta pIAMHAMHA OPraHi3My 3 YpaxyBaHHSM ILIbOBOIO
MpU3HAaYEHHS BUPOOY Ta, y BIJIMOBIIHUX BUIAJIKaX, adbcopO1iii, po3noairy, oOMiHy Ta
BUBEJICHHS pPEYOBHH;

3) CyMICHOCTI MK PI3HUMHU YaCTHHAMHU BUPOOY, SIKUW IMIUIAHTYIOTH Ta SIKUM
CKJIAJIa€ThCA 3 OUIBII HIXK OJHIET YACTHHH;

4) BIUIMBY TPOIIECIB HAa BIACTHUBOCTI MaTepiany;

5) y BIANOBINHMUX BUIAJKAX, pe3yJbTaraM Ol0(pI3UUYHUX YH MOJCITIOI0UNX
JOCHIKEHb, SIK1 OYyJIM BaJliJIOBaH1 3a3/aJieri/ib;

6) MexXaHIYHUM BJIACTUBOCTSIM MareplajiB, $KI BHUKOPUCTOBYIOTh, 13
BU3HAUYCHHSIM, VY BIJANOBIJIHUX BHUIAJKaX, TaKUX T[IOKA3HUKIB SK MIIHICTb,
MJIACTUYHICTb, CTIUKICTh A0 PO3PUBY, 3HOCOCTIHKICTh Ta CTIUKICTh 10 BTOMH;

7) BIACTUBOCTSIM MOBEPXHI; Ta

8) meMoHcTpallii BiAMOBIZHOCTI BHUPOOY OYyJb-SKMM BH3HAYCHUM XiMIYHUM
Ta/ab0 PI3UYHUM XapaKTEPUCTUKAM.

10.2. BupoOu noBHHHI OyTH CIPOEKTOBaH1, BATOTOBJICHI Ta yHaKOBaHI TaKUM
YUHOM, 100 MIHIMI3YBaTH PU3HUK, SKUH 3a0pyIHIOOYl ¥ 3aJUIIKOBI PEYOBHHH
CTaHOBJISITH JJISI TAIIEHTA 3 ypaxXyBaHHSAM I[IJTLOBOTO MPU3HAYCHHS BUPOOY, a TaKOK
JUTs1 0C10, 110 OepyTh YUacTh Y TPAHCIIOPTYBaHHI, 30€piraHHi Ta BAKOPUCTAaHHI BUPOOY.

Oco0nmBa yBara TMOBMHHA MPHUIUISTHCS TKaHUHAM, SKI 3a3HAIOTh BIUIUBY
3a3HAYCHUX 3a0pyAHIOIOUMX 1 3IUITKOBUX PEYOBHH, a TAKOXK TPUBAJIOCTI 1 4aCTOTI
TaKOTO BIUIMBY.



103

10.3. Bupo6u noBuHHI OyTH CIPOEKTOBAHI i BUTOTOBJIEHI TAKUM YUHOM, 11100
ix MokHa OyJi0 O€e3MeYHO BUKOPUCTOBYBATH 3 MaTepiajaMH 1 peUOBHHAMH, B TOMY
YHCIIi Ta3aMHU, 3 SKUMH BOHU KOHTaKTYIOTh y MPOLEC] IX BUKOPUCTAHHS 3a I[IIbOBUM
NPU3HAYEHHSM; SKIIO BUPOOH MPU3HAYEH] A7l BBEACHHS JIIKAPChKUX 3aC001B, BOHU
MOBHHHI OyTH CIPOEKTOBaHI i BUTOTOBJIEHI TAKUM YMHOM, 1100 OyTH CyMICHHUMH 3
BIJIMTOBITHUMH JIIKAPCHKUMHU 3aC00aMHU 3T1IHO 3 TIOJIOKEHHSIMHU Ta OOMEKEHHSIMU, 110
PETYIIOIOTH TaKi JIKAPChKi 3ac00M, 1 00 €heKTUBHICTH SK JIIKAPCHKUX 3aCO01B, TaK i
BUpOOIB 30epirangacs 3rigHO 3 iXHIMH BIITOBITHHMH ITOKa3aHHSAMHU Ta ILIbOBUM
NpU3HAYCHHSM.

10.4. PeuoBuHH
10.4.1. IIpoekTyBaHHS Ta BUTOTOBJICHHS BUPOOiB

Bupobu moBuHHI OyTH CIPOEKTOBaHI Ta BUTOTOBJIEHI TaKMM YUHOM, II00
MaKCUMaJIbHO 3MEHIIUTH PHU3UKH, CIPUYUHEHI pPEUYOBMHAMU abO0 YaCTUHKAMH,
BKJIIOYAIOYM PEUOBUHH, SIKI BAHUKAIOTh MPU 3HOIIYBaHH1, a00 € MPOAYyKTaMU pO3Maay
Ta 3aJIMIIKAMHU, SIKI MOXKYTh BUIUIATHUCS 3 BUPOOY.

Bupo6wu, abo ix yactunu, abo MaTepialiy, 110 BUKOPUCTOBYIOTHCS B HUX, SIKi:
- € IHBa3UBHUMH 1 NIPSIMO KOHTAKTYIOTh 13 TUIOM JIIOJUHH,

- BBOJSITH (BUBOJIATH, TOBTOPHO BBOJISATH) JIIKAPCHKI 3aCO0U, PIIMHU OPraHI3My
a00 1HII1 pEeYOBMHU, BKIIFOUYAIOYH Ia3H, B OPraHizmM/13 Opranizmy, ado

- TpaHCHOPTYyIOTh a00 30epiraloTh Taki JIKapChbKi 3aCO0HU, PIAMHU OpraHi3My
ab0 peyoBWHU, BKJIIOYAIOYH Ta3H, SIKI BBOJATHCS (BUBOISTHCS, TOBTOPHO BBOJATHCS)
B OpraHi3m,

MOXKYTh MICTUTH 3a3Hau€Hl HM)KUE PEUOBHMHHU Y KOHIIEHTpAIIil, 1[0 MEPEBUIILYE
0,1% Barum y BaroBoMmy BiJHOIICHHI, JIUIIIE SKIIO II€ OOIPYHTOBAHO BIAMOBIAHO JI0
nianyskTy 10.4.2. nyuakry 10 po3ainy Il iboro gqonatky:

1) peyoBHHH, SIKI € KAHUEPOr€HHUMH, MYTareHHUMH a00 TOKCHYHUMH JIst
penpoayktuBaux (QyHkuiii (CMR) kareropii 1A abo 1B 3rigHo 13 TexHiunum
perjiaMeHToM Kiacudikaiii HeOe3NeYHOCTI, MAapKyBaHHS Ta MaKyBaHHSA XIMIYHOI
NPOYyKLIi, 3aTBepHKeHUM noctaHoBoro Kabinety MinicTpiB Ykpainu Big 10 TpaBHs
2024 poxy Ne 539 (Odiuiitauii BicHuk Ykpainu 2024 p., Ne 46, ct. 2864), abo

2) pe4yoBUHH, SIKI MAalOTh BJACTHBOCTI, IO HEraTMBHO BIUIMBAIOTh Ha
EHJAOKPUHHY CUCTEMY, JIJISl IKMX € HAyKOBI JJaH1 PO MOXJIMBI CEPHO3H1 HACHIIKH JIs
3JI0POB'SL JIFOJUHHU, Ta K1 11eHTU(DIKOBaHI 3TIHO 3 TeXHIYHUM pPErjaMEeHTOM II0JI0
0e3MevHOCT]I XIMIYHOI MPOAYKLIi, 3aTBepIKeHUM nocTaHoBoio Kabinety MinicTpiB
VYkpainu Binx 23 nunusa 2024 p. Ne 847 (Odimiitnuit Bicauk Ykpainu, 2024 p., Ne 70,
ct. 4212), abo 3rigHO 3 KPHUTEPisM, 3aCTOCOBHHUMH [0 3[0POB’S JIIOAMHH, IS
BU3HAUEHHS BIACTUBOCTEH, 110 PyHHYIOTh EHAOKPUHHY CUCTEMY, AKIIIO TaKl KpUTepii
BCTAHOBIIOIOTHCSI 3aKOHOJABCTBOM TMPO OIONMIHI TPOAYKTH, TapMOHI30BaHUM 3
nosioxkeHHsiMu Pernamenty (€C) €Bponeticbkoro [Tapmamenty Tta Pamgu Ne 528/2012
Bl 22 TpaBHs 2012 poKy 1100 HaJaHHS HA PUHKY Ta BUKOPUCTAHHS OlOLMIHHMX
3aco0iB.
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10.4.2. OOrpyutyBannus HasiBHOcTI CMR Ta/abo peuoBuH, SKi MOPYHIIYyIOTh
CHIOKPUHHY CUCTEMY

OOrpyHTYyBaHHS HASBHOCTI TAKMX PEYOBHH MOBHHHO 3/I11ICHIOBATHCS HA OCHOBI:

1) anami3y Ta OIIHIOBaHHS MOTEHLIWHOTO BIUIMBY PEUYOBMHU Ha MailieHTa abo
KOpHCTYBaya;

2) aHani3y MOXKJIMBUX aJbTePHATUBHUX PEUYOBUH, MaTepiaiiB a00 KOHCTPYKIIii,
BKJIFOYAIOYH, SIKIIO 3aCTOCOBHO, 1H(OPMAIIiI0 PO HE3aJISKHI TOCTIHKCHHS, OIIHEHI
eKCTIepTaMH JIOCTI1KEHHS, HAyKOB1 BUCHOBKH BIJIOBITHUX HAYKOBUX KOMITETIB Ta
aHaJI3y HasIBHOCTI TaKUX aJIbTCPHATHUB;

3) aprymenTalii Toro, YoMy MOXKJIMBI 3aMIHHUKH PEYOBHUH Ta/abo Martepialis,
SKIIO Takl €, a0o, SIKIIO 1€ MOJIMBO, 3MIHU MPOEKTY € HEAOUUJIIbHUMH CTOCOBHO
niaTpuMaHHs (QyHKIIOHATBHOCTI, €(EKTUBHOCTI Ta CIHIBBIIHOMIEHHS! KOPUCTh-PU3UK
BUpOOY; BpaXxOBYIOUHM T€, UM Nependavae HiIbOBE MPU3HAYEHHS TAKOTO BUPOOY HOro
BUKOPUCTAHHS JJIA JIKyBaHHS AITE€H, BariTHUX *IHOK 1 KIHOK, SIKI TOAYIOTh IPYJIIO,
a00 1HIIKX rPYII HALIEHTIB, K1 BBAXKAIOTHCA OCOOIMBO BPa3IMBUMH JI0 TAKUX PEUOBUH
Ta/abo mMarepialiB; Ta

4) 4KII0 3aCTOCOBHO 1 3a HAsABHOCTI, OCTaHHIX BIAMOBIAHUX HAYKOBUX
pEeKOMEHAAI y BUMVISIAI HaWaKTyalbHIIIUX HACTAHOB BIAMOBITHO /0 MIIMYHKTIB
10.4.3.110.4.4. mignynkry 10.4. mynkry 10 po3auty Il uporo noaatky.

10.4.3. HactanoBu 1m10/10 rayiaris

Jist winedt mianysakry 10.4. myskty 10 posniny Il nporo momatky MO3 mae
HAJaTH  BIAMOBITHOMY HAayKOBOMY KOMITETY/pO3pPOOHUKY TMOBHOBaXEHHS 3
MIJTOTOBKM HAcTaHOB. [lOBHOBaKEHHS TaKOro KOMITETY/pO3pOOHUKA TOBUHHI
nepeadayaTd IIOHAWMEHINIE OINIHIOBaHHS KOPHUCTI Ta PH3UKIB, TOB’SI3aHUX 13
MPUCYTHICTIO (pTayaTiB, M0 HaJeXaTh 10 OJHIET 3 TPYyN PEYOBUH, 3a3HAYCHUX Y
nignyakrax 1 ta 2 manysakry 10.4.1. myakty 10 posainy I mporo nogatky. [Tpu ipomy
OLIIHKA  CHIBBIIHOIIEHHS  KOPUCTI-PU3UKY TOBMHHA BpPAaXOBYBaTU  IJIbOBE
NPU3HAYEHHSI 1 KOHTEKCT BUKOPUCTaHHS BHpPOOY, a TakoXX OyJb-iKl HasBHI
aIbTEPHATUBHI PEYOBHHM Ta MaTepiajv, KOHCTPYKLIi a00 JIKyBaJilbHI IPOLETYPH.
3a3HadeHi HACTAaHOBU TOBHHHI OHOBIIOBATUCS, SIKIIO 11€ BBAXKAETHCA JOLITLHUM, Ha
OCHOBI OCTaHHIX HAYKOBUX JIaHUX, aJie IIIOHAMEHIIIEe OJMH pa3 Ha I1’ATh POKIB.

10.4.4. HacranoBu mono CMR Ta peuyoBuH, SiKi MOPYLIYIOTh €HIOKPUHHY
CUCTEMY

MO3 Mae HajgaTH BIANOBIZHOMY HAayKOBOMY  KOMITETY/pO3POOHHKY
MOBHOBAYKEHHS 3 MIATOTOBKHM HACTaHOB, K 3a3HaueHO y miamyHkTi 10.4.3. myHkty 10
posauny Il iporo nonatky, a TakoXK Ui IHIIUX PEYOBUH, 3a3HAYCHUX Y MIAMYHKTaxX 1
ta 2 mianyHkty 10.4.1. nynkry 10 po3niny Il nporo nogaTky, y BiANOBIAHUX BUMAIKAX.

10.4.5. MapkyBaHHs

Sxmo BupoOu, iXHI YaCTUHU a00 MaTepiaid, sIKi BAKOPUCTOBYIOTHCS B HUX, SIK
3a3HayeHo B mignyHkTi 10.4.1. mynkry 10 posmimy II mporo monmatky, MICTAThH
pEYOBUHHM, 3a3HaveHi y mianyHkTax 1 a6o 2 mianyHkri 10.4.1. myukty 10 po3niny II
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FOTO JI0AATKY B KOHIIEHTpaIlil, mo nepepuirye 0,1% Baru y BaroBomy BIAHOIIECHHI ,
HAsBHICTh TaKUX PEUYOBMH TMOBHMHHA OYyTH 3a3HayeHa Ha caMoMy BUpPOO1 Ta/abo Ha
NMaKyBaHHI I KOXKHOI OJWHUIN TMPOAYKIi abo, y BIAMOBIIHWX BHITAJIKaX, Ha
CHOKUBYOMY TMAaKyBaHHI, 13 MEPEIKOM TaKuX PEUOBHH. SIKINO H1JIHOBE MPU3HAUCHHS
TakUX BUPOOIB nepeadavae iXx BUKOPUCTAHHS JIJIS JTIKyBaHHS AITE€H, BariTHUX >KIHOK 1
KIHOK, SIKI TOAYIOTh TPYJII0, a00 1HIIKUX TPy MAIl€HTIB, SKI BBaXKAIOTh OCOOJIMBO
Bpa3jIMBUMHU J0 TaKMX PEUYOBHMH Ta/ab0 marepiamiB, iHGoOpMaIlis MPO 3aTUIIKOBI
PUBUKH JJI1 TaKUX TPYI TAII€HTIB Ta, SKIIO 3aCTOCOBHO, MPO HAJIEKHI 3amo0ikHI
3aX0JI TTIOBUHHA OyTH HaJlaHa B IHCTPYKIIISIX 13 3aCTOCYBaHHS.

10.5. Bupo6bu mmoBuHH1 OyTH CIIPOEKTOBAaHI ¥ BUTOTOBJICHI TAKUM YHHOM, 1100
3MCHIITYBaTH, HA CKIJTbKA II€ MOJJIMBO, PHU3HMKH, $Ki CTAaHOBHTH HCHABMHCHE
MOTPAIUISTHHA Y BUP1O CTOPOHHIX PEYOBHH, 13 ypaxXyBaHHSIM CHEIU(PIKH TAKOTO BUPOOY
Ta CEPEIOBHUINIA, /IJI1 BUKOPUCTAHHS B SIKOMY BIH IPU3HAYCHUH.

10.6. BupoOu 1moBuHHI OyTH CHPOEKTOBAHI I BUTOTOBJIEHI TAKUM YHHOM, 11100
3MEHIIYBAaTH, Ha CKUIBKM 1€ MOXJIMBO, PHU3HKH, IIOB’SI3aHI 3 PO3MIPOM 1
BJIACTUBOCTSIMU YACTUHOK, SIK1 MOTPAIUISIIOTH a00 MOXKYTh IIOTPAIUIATH Y TUIO Malli€eHTa
Yd KOPHUCTYBaya, OKpPIM BHUNAJAKIB, KOJM BOHM KOHTAKTYIOTh JIMIIE 13
HEMOIIKO/PKEHUMH JIUIAIHKaMu 1Kipu. OcoOnuBy yBary HEOOXIJHO NPHUAUIATH
HaHOMAaTepiajiam.

11. [ndexkiitHe Ta MikpoOHE 3a0pyTHEHHS

11.1. Bupobu 1 mporiecu iXx BUpOOHUIITBA TOBUHHI OYTH CIIPOEKTOBAHI TaKUM
YUHOM, 11100 BUKITIOYUTH 200 3MEHIIIUTH, Ha CKUIBKH 11€ MOKIIUBO, PU3UK 1H()IKYBaHHS
MaIl€HTIB, KOPUCTYBAYIB Ta, SKIIO 3aCTOCOBHO, 1HIIUX 0¢i0. IX mpoekT (KOHCTpyKIIis)
MTOBUHEH:

1) 3MeHIIyBaTH, Ha CKUIBKM II€ MOXJIMBO 1 JAOIUIBHO, Ta IPHUBOJIUTH Y
BIJIMOBIJIHICTh PHU3WKH, TOB’S3aHI 3 HEHABMHCHUMH TMOpi3aMH Ta MPOKOJIAMH,
HaIPUKJIa, TPaBMyBaHHS T'OJIKOO,

2) 3a0e3nevuyBaTi MOKJIMBICTb JIETKOTO 1 0€3MEYHOT0 BUKOPUCTAHHS;

3) 3MEHIITyBaTH, Ha CKIJIBKH 1€ MOXIIUBO, OyAb-sIKUI BUTIK MIKpOOiB 13 BUPOOY
Ta/ab0 MIKpOOHHUIA BIUIUB Yy NIPOLIECI BAUKOPUCTAHHS, Ta

4) 3ano0iratu MIKpOoOH1M KOHTaMiHalli BUpoOy abo Horo BMICTY, HAPUKIIA],
3pa3kiB a00 PiJIUH.

11.2. 3a HeoOX1THOCT1, BUPOOU TTOBUHHI OYTH CIIPOEKTOBaHI TAKUM YHHOM, 11100
MOJICTIINTH 1X Oe3MeyHe OUnIIeHHs, Ae31H(]EKIIiI0 Ta/abo TOBTOPHY CTEPUIII3aLIiIO.

11.3. Bupobwu, siki BIAMOBIIHO 10 MapKyBaHHS MalOTh Crienu(piaHmit MIKpOOHUH
CTaH, MOBUHHI OyTH pO3p00JICHI, BATOTOBJICHI Ta YIIAKOBAaHI TAKUM YHHOM, 11100 BOHH
3aJIMIIANIKACS B TaKOMY CTaHi, MiJ] 9ac BBEJEHHS B OOIT Ta 3aJUINAIACS TaKUMHU B
yMOBaX TPAHCIIOPTYBaHHA Ta 30epiraHHs, siIKi BU3HAYEHI BUPOOHUKOM.

11.4. BupoOu, sKi MOCTayalOThb y CTEpUIBHOMY CTaHi, IOBHUHHI OyTH
CIIPOCKTOBAHI, BUTOTOBJICHI Ta YIAKOBaHI 3TiAHO BIAMOBIAHUX NPOLEAYp, IS
3a0e3mnedeHHs] 30epeKeHHs] iX CTePUIIBHOCTI MpHU BBEJEHHI B 00Ir, KpiM BHUMAJKIB
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MOIIKO)KEHHS MaKyBaHHs, SIKe MIATPUMY€E 30€pEKEeHHS CTEPUIBHOTO CTaHy IiJ] 4ac
TPAHCTIOPTYBaHHS 1 30epiraHHs B yMOBaX, SIKi BU3HA4Y€HI BUPOOHUKOM, 10 MOMEHTY
BIIKPUTTS MaKyBaHHA B Miclli BUKOpUCTaHHs. [loBuHHa OyTu 3a0e3meuyeHa dYiTKa
OYEBHJIHICTP IUTICHOCTI TAKOTO TAKyBaHHS /IS KIHIIEBOTO KOPHCTYyBaya.

11.5. Bupobu, MapKoBaHi Ik CTEpUIIbHI, TIOBUHH1 0yTH 00p00JIEH1, BUTOTOBIIEHI,
yIaKOBaHi Ta CTEPIITI30BaHi 13 3aCTOCYBAHHSM BIIOBITHUX BaJIiTOBAHUX METO/IIB.

11.6. Bupobu, ski miansraioTh CTepuii3allii, MOBUHHI BHUTOTOBISTUCH Ta
NaKyBaTHUCh B HAJIS)KHUX Ta KOHTPOJIbOBAHUX YMOBAX 1 MPUMILICHHSIX.

11.7. CucreMu makyBaHHs [ HECTEPUJIBHUX BUPOOIB MOBUHHI MiATPUMYBATH
IUJTICHICTh 1 YUCTOTY MPOMAYKIi, a TaKOX, SKIIO BUPOOH HEOOXITHO CTEPHIII3yBaTH
nepes; BUKOPUCTAHHSM, IOBMHHI MIHIMI3YBaTH PH3UKH MIKpPOOHOI KOHTaMiHaIIii;
CUCTEMa TaKyBaHHsS TMOBHHHA OyTH CYMICHOIO 3 METOJOM CTepuii3ailii, SKUAN
BU3HAYCHUI BUPOOHUKOM.

11.8. MapkyBanHd BUpOOYy MOBHUHHO JO3BOJIUTH PO3PIZHUTH 1JEHTHUYHI a0o
noai0H1 BUpOOH, BBEICHHI B O0IT SIK Y CTEPUIBHOMY, TaK 1 B HECTEPUIILHOMY CTaHI,
JOJIaTKOBO [0 CUMBOJIY, SIKUI BHUKOPUCTOBYETHCS HJISi TMO3HAYEHHS CTEPUIIBHUX
BUPOOIB.

12. Bupobu, 110 MICTSATh PEUOBUHY, SIKa PO3IIIAIA€THCA K JIKAPChKUI 3aci0 Ta
BUPOOHU, SIKI CKJIAJIal0ThCA 3 PEYOBUH ab0 KOMOIHAIN peuyoBHUH, siKi a0COPOYIOTHCS
JTIOACHKUM TLIOM a00 JIOKaJIbHO MOTJIMHAIOTHCS B HHOMY.

12.1. dnst BupoOiB, 3a3HAUCHUX Y TIEpIIoMy ab3aili myHKTY 8 11boro TexHiuHoTO
perjiaMeHTy, SIKIIO SKICTh, O€3MEYHICTh Ta €(EeKTHUBHICTb PEYOBHHH, SIKa, B pasi
OKPEMOT0 BUKOPHUCTAHHS, Oy/I€ PO3TIIAIaTUCA SIK JIIKAPChKUM 3aci0 3T1HO 13 3aKOHOM
VYkpainu "IIpo mnikapchki 3acoOu", mepeBIpSIETbCS 3a aHANOTIEI0 3 METOJaMH,
3a3HAYCHUMHU B [IbOMY 3aKOHI, SIK TOTO BHMAara€ 3acTOCOBHA MpOIEAypa OIIHKU
BIIMOBIHOCTI 3T1IHO 3 UM TEXHIYHUM PETIaMEHTOM.

12.2. BupoOwu, siKi CKIaJarOThCAd 3 PEYOBUH a00 KOMOIHAIIM pEeYOBUH, SKi
MPU3HAYEH1 JUIsl BBEJICHHS B OpraHi3M JIFOJAMHH 1 iK1 aOCOpPOYIOThCS JTIOACHKUM TLIOM
a00 JTIOKaJbHO MOTJIMHAIOTHCA B HhOMY, TOBUHHI BIJIMOBIJIATH Y 3aCTOCOBHUX BUIMAIKaX
Ta y crnocio, 0OMEXEeHHI 10 ACTIEKTIB, HE OXOIUIEHUX LIMM TEeXHIYHUM PErjlaMeHTOM,
BIJIMOBIJTHUM BUMOTaM, BUKJIaJIeHUM y 3akoHi Ykpainu "lIpo mikapcbki 3aco0u", mms
OIIIHKK abcopOIlii, po3moiTy, MeTa0d0J113My, BUBEJACHHS, MICIIEBOi MEPEHOCUMOCTI,
TOKCUYHOCTI, B3a€EMOJIIi 3 1HIIMMH BHUPOOAMH, JIKAPCHKUMU 3aco0aMu ab0 1HIIHMHU
peUYOBHMHAMU Ta MOTEHIITHUMH HEOA)KaHUMU PEaKLISIMU, SIK TOTO BUMAarae 3aCTOCOBHA
MpolIeTypa OIIHKK BIATIOBIIHOCTI BIIMIOBITHO /10 ITLOTO TEXHIYHOTO PETIaMeHTYy.

13. BupoOwu, 1110 MicTATh MaTepiany 610JOTTIHOTO TOXOKEHHS

13.1. Jlist BUpoOiB, SIKi BUTOTOBJICHI 3 BUKOPHUCTAHHIM ITOX1THUX TKaHUH a0o
KIITAH JIIOJCBKOTO TOXOJDKEHHS, SKI € HEeXUTTE3JaTHUMU abo  3poOieHi
HEXUTTE3JATHUMHU, Ha SKI TOMIMPIOETHCS i IOTO TEXHIYHOTO perIaMeHTy
BIIMOBIHO /0 MIAMYHKTY 6 TyHKTY 6 1boro TexHIYHOTO perjiamMeHTy, MOBHHHI
3aCTOCOBYBATHUCS TaKl BUMOTH:
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1) AOHOpPCTBO, OTPUMAaHHSA Ta TECTYBaHHS TKAaHWH 1 KIITHH 3A1MCHIOIOTHCS
BiANOBIAHO 110 3akoHy Ykpainu «IIpo 3acTocyBaHHS TpaHCIUIaHTallli aHATOMIYHHUX
MmaTepianiB JoauH» Ta [lopsiaky BHUTOTOBIEHHS, KOHTPOJIO SKOCTI Ta 0O0iry
010IMITTAHTATIB, 3aTBEpaKeHoro nmoctanoBoro Kabinery MinictpiB Ykpainu Big 24
arotoro 2021 poky Ne 158 (Odimiitanii BicHuk Ykpainu, 2021 p., Ne 20, ct. 856);

2) oOpoOka, 30epekeHHs] (KOHCEepBallis) Ta Oyab-sSKe I1HIINE TOBOKEHHS 3
TAaKAMHU TKAHWHAMH Ta KJIITHHAMH a00 iX MOXIJHHMH Mae€ 3O1HCHIOBATHUCA TaKHUM
YUHOM, I1I00 TapaHTyBaTH OE3IMEKY I Malll€HTIB, KOPUCTYBAYiB Ta, SIKIIIO 3aCTOCOBHO,
1HIMX 0ci0. 30kpema, Oe3rneka 1moA0 BIpyCiB Ta IHIIMX TPAHCMICUBHUX areHTIB Mae
Oytu 3abe3reueHa BIAMOBIIHUMHM METOJAMH IIONIYKY JDKEpesl 1 BIPOBAKEHHSIM
BaJIiJIOBAaHUX METOJIIB YCYHEHHS a00 1HAKTHBAILIlli Y MPOIeCl BUPOOHHUIITBA;

3) cuctemMa IMpOCTEKYBAHOCTI JJIsI TaKUX BUPOOIB Mae JOMOBHIOBATH Ta OyTH
CYMICHOIO 3 BUMOTaMH IIOJ0 MPOCTEXKYBAHOCTI Ta 3aXUCTy JAHUX, BCTAHOBJICHUMH B
3akoHl Ykpainu «lIpo 3acTocyBaHHsS TpaHCIUIAHTALli AHATOMIYHUX MarepiajiB
moauHDy, 3akoHl Ykpainu «IIpo moHOpcTBO KpoBi Ta ii KOMIOHEHTIB», Ilopsanky
BUTOTOBJICHHS, KOHTPOJIO SIKOCTI Ta o00iry O10IMIUIAaHTATIB, 3aTBEPXKEHOTO
nocraHoBoto Kabinety MinictpiB Ykpainu Big 24 mortoro 2021 p. Ne 158 (Odimitiamii
BicHUK Ykpainu, 2021 p., Ne 20, ct. 856).

13.2. [Ins BUpOOIB, BUTOTOBJIEHUX 3 BUKOPUCTAHHSAM TKaHUH a00 KIITHH
TBApPUHHOTO IMOXO/DKCHHS a00 iX MOXITHUX, Kl € HEKUTTE3NaTHUMH ab0 BU3HaHI
HEKUTTE3AATHUMHU, MAIOTh 3aCTOCOBYBATHCS TaKl BUMOTH:

1) Ko 1me MOXKJIMBO, OEpPy4Yd IO yBaru BHUJ TBapHWH, TKAHUHU Ta KJIITHUHH
TBApPUHHOTO MOXOKEHHS a00 1X MOXIIHI MalOTh OXOIUTH BiJ TBAPHH, K1 MPOUIILIH
BETCPUHAPHUI KOHTPOJIb, aJalITOBAHUI JI0 I[IJTbOBOI'O BUKOPHUCTAHHS TaKUX TKAHHWH.
[ndopmariiss mpo reorpadiyHe TIOXO/PKEHHS TBapWH T[OBMHHA 30epiratucs
BUPOOHUKAMU;

2) no0ip, oOpoOKa, 30epexeHHs (KOHCepBallisi), TECTYBaHHS Ta MOBOKEHHS 3
TKaHUHAMU, KJIIITUHAMH Ta PEYOBUHAMH TBAPUHHOI'O MOXOHKEHHS a00 iX MOXITHUMU
MaloTh 3A1MCHIOBAaTHCS TAKUM YHMHOM, II00 TapaHTyBaTH Oe€3MeKy MJis Malll€HTIB,
KOPHUCTYBauiB Ta, SIKIIIO 3aCTOCOBHO, 1HIIUX 0C10. 30KpeMa, Oe3meka o0 BIpyCiB Ta
IHIIMX TPAHCMICUBHUX areHTIB MOBHHHA 3a0€3MeUyBaTUCA 32 PaXyHOK 3aCTOCYBaHHS
BaJIIJOBAaHUX METOJAIB YCYHEHHs ab0 1HAKTHBAIlll y Ipoleci BUPOOHHUIITBA, OKPIM
BUIAJKIB, KOJM BUKOPHCTAHHS TaKHMX METOMAIB MPHU3BOAUTH [0 HENPUHHSATHOTO
MOTIPIIIEHHS, SIKE CTABUTH IT1]1 3arpo3y KIIHIYHY KOPUCTH BUPOOY;

3) y Bumaaky BUpOOIB, BUTOTOBIICHUX 3 BUKOPHUCTAHHSIM TKaHWUH a00 KIITHH
TBAPUHHOTO TOXOKCHHS a00 i1X MOXIJTHHMX, 3aCTOCOBYIOTHCS OCOOJHMBI BHUMOTH,
BCTAHOBJIEH] 3aKOHOJABCTBOM.

13.3. Jlna BupoOiB, BUTOTOBJICHUX 13 BHUKOPHCTAHHSM HEKHUTTE3IATHUX
010JI0TYHHUX PEYOBHH, KPIM THX, 110 3a3Ha4yeH1 B mignyHkrax 13.1.1 13.2. mynkry 13
posnuty II mporo nmomatky, oOpoOka, 30epexeHHs (KOHCEpBallisi), TECTyBaHHS Ta
MOBO/DKEHHS 3 IUMH PEYOBMHAMHM TIOBHMHHI 3[1MCHIOBATHUCS TaKUM YHHOM, 100
rapaHTyBaTu Oe3MeKy /Jis Malli€HTiB, KOPUCTYBAUIB 1, SIKIO 3aCTOCOBHO, 1HILHX OCI0,
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30KpeMa y JAHIJIOTy YTWJIi3amii BiIXOiB. 30KpeMa, Oe3MeUHICTh MOA0 BIpYCiB Ta
IHIIUX TPAHCMICHBHUX areHTIB MOBUHHA OyTH 3a0e3neyeHa BiAMOBITHUMUA METOIaMU
MOIIYKY JUKEpe 1 BIPOBAKEHHSIM MEPEBIPEHUX BaliI0BaHUX METO/IIB YCYHEHHs a00
1HaKTUBAIlli y Mpolieci BUPOOHUIITBA.

14. KoncTtpykirist BupoOiB Ta B3a€MOIIS 13 OTOUYIOUNM IX CepEAOBUIIECM

14.1. Sxmo BupiO NMpU3HAYEHWUU IJIsi 3aCTOCYBAaHHS B TOEIHAHHI 3 1HIIMMH
BUpoOaMu abo 0OJIaTHAHHSAM, YC€ TOEIHAHHS, BKIIOYAIOYM CHUCTEMY 3’ €IHAHHSI,
MOBUHHO OyTH O€3MeYHUM Ta HE TOTIPIIyBaTH BU3HA4YEHY €(EKTHUBHICTH BUPOOIB.
Bynb-ax1 0OMexXeHHs y BUKOPUCTaHH1, 3aCTOCOBHI JI0 TaKUX MMO€IHAHb, [IOBUHHI Oy TH
BKa3aHl Ha €THUKETIl Ta/ab0 B IHCTPYKIISAX 13 3aCTOCYBaHHA. 3'€HAHHS, 3 SKUMH
B3a€EMOJIi€ KOPUCTYBa4d, HANPHUKIAJ JJis Tepeaadl piAuHU, Ta3zy, €JIeKTPUYHI abo
MeXaH14Hi 3'€JHaHHS, TOBUHHI OYTH CIIPOEKTOBAH1 Ta CKOHCTPYHOBAHI TAKUM YHHOM,
11100 MiHIMI3yBaTH BC1 MOXJIMBI pU3UKHU, TaKl SIK HEMPABUIIbHE 3'€ THAHHS.

14.2. BupoOu 1noBruHHI OyTH CIIPOEKTOBaH1 Ta BUTOTOBJIEHI TAKUM YUHOM, 11100
YCYHYTHU Y1 3MEHUIUTH, Ha CKUIBKU 1I€ MOKIIUBO:

1) pu3uk TpaBMyBaHHS y 3B'A3KY 3 iXHIMH (PI3MMHHMH XapaKTEPUCTHKAMU, B
TOMY YHCJII CIiBBIIHOIIEHHSIM 00’€M/THUCK, pO3MIPOM Ta, Y BIANOBIAHMX BHUIIAJKAX,
€prOHOMIYHHMH XapaKTEPUCTUKAMH;

2) pu3MKW, TMOB'A3aHI 3 OOIPYHTOBAHO TNependayyBaHUMHU 30BHIIIHIMHU
BIUTMBAMHM YM yMOBAaMH HAaBKOJIUIIHBOTO CEPEJOBUIIA, TAKUMU SK MAarHiTHI IMOJIS,
30BHIIIHI EJIEKTPUYHI Ta EJIEKTPOMArHITHI €(QEeKTH, EJIEeKTPOCTATUYHI pPO3PIIH;
BUIIPOMIHIOBaHHS, TIOB'S13aH1 3 IIATHOCTUYHUMHU a00 TEParneBTUUHUMH MPOIEAYPaMU;
THUCK, BOJIOTICTb, TEMIIEpaTypa, KOJIMBAHHS TUCKY Ta MPUCKOPEHHs, a00 paaio3aBajy;

3) pusMKu, TOB’Si3aHI 3 BHUKOPUCTAHHAM BUPOOY TNpHU MOTO0 KOHTAKTI 3
Martepiajiamu, piliHaMHU Ta PEYOBHHAMH, B TOMY YHCII ra3amu, BIUIMBY SIKMX BiH
3a3Ha€ 32 HOPMAILHUX YMOB BUKOPHUCTAHHS;

4) py3uKH, OB’ SA3aH1 3 MOMKJIMBOIO HETATUBHOIO B3aEMOJIIEI0 MK TPOrPAMHUM
3a0e3nedeHHsM Ta [T-cepenoBuileM, y SKOMY BOHO MPALIOE TA 3 IKUM B3aEMO/IIE;

5) pu3ukH, MOB’SA3aHI 3 BUNAAKOBUM MOTPAIUIIHHSIM CTOPOHHIX PEYOBUH Yy
BUPIO;

6) pU3MK B3a€EMHHMX TIEPEIIKOJ 3 IHIIMMHU BHpoOamu, fAKI 3a3BUYail
BUKOPUCTOBYIOTHCA MPU MPOBEICHHI BIINOBIIHUX AOCTIIKEHb a00 JIIKyBaHHI; Ta

7) PpU3MKH, IO BHUHUKAIOTh MPU HEMOXIMUBOCTI OOCIyroByBaHHS a0o
KamiOpyBaHHs (HampWKIaA, IMIUIAHTATIB), BHACTIJOK CTapiHHS BUKOPUCTAHUX
MatepianaiB abo BTpaTH TOYHOCTI BUMIPIOBAIbBHUM YW KOHTPOJbHUM MEXaHI13MOM.

14.3. Bupobu moBrHHI OYTH CIIPOEKTOBaHI i BUTOTOBJIEHI TAKUM YUHOM, 11100
MIHIMI3YBaTH PU3UK 3aliMaHHs 4 BUOYXYy B HOPMAJIbHUX YMOBaxX BUKOPHUCTaHHS a0o
B pa3l oaumHW4HOI BimMoBU. OcoOnmMBa yBara MOBHHHA MPUAUIATHCS BHpOOaM,
3aCTOCYBAaHHS 3a IPU3HAYEHHSM SKHUX BKJIIOYae B cebe BIUIMB Ha HUX abo
BUKOPUCTAHHS Pa3oM 3 JIETKO3aMUCTUMU a00 BHOYXOHEOE3NEYHUMHU PEYOBHHAMU
ab0 pe4yoBHHAMH, SIKi MOXKYTh COPUYUHHUTH 3arOPSTHHS.
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14.4. Bupo6u noBuHHI OyTH CIPOEKTOBAHI i BUTOTOBJIEHI TAKUM YMHOM, 100
iXHe HajamTyBaHHS, KamiOpyBaHHS Ta OOCIYrOBYBaHHS MOTJH 3I1HCHIOBATUCS Y
Oe3neyHuit Ta J1i€BUi crociO.

14.5. BupoOu, sxi mpu3HaueH1 s eKCIUTyaTallii pa3oM 3 IHIIUMHU BUpodaMu abo
OPOAYKII€I0, MOBUHHI OYyTH CHPOEKTOBAaHI Ta BHUTOTOBJCHI TAaKHUM YHWHOM, II00
CYMICHICTb, Y TOMY YHCII1 QYHKIIIOHATbHA CYMICHICTb, OyJia HalIHOIO Ta 6E€3MEUHOIO.

14.6. Bynp-sika mikaga BUMIpIOBaHHsS, MOHITOpPUHTY a0o0 IHJIMKaIlli MOBHHHA
OyTH CHpOEKTOBaHAa 1 BHUTOTOBJICHA BIJMOBIIHO JIO0 €PrOHOMIYHMX IPHHIMIIB 3
ypaxyBaHHSM I[IJJbOBOTO IPU3HAYEHHS, KOPHUCTYBayiB 1 YMOB HaBKOJMIIHBOTO
CEpEeIOBHUIIA, B IKMX BUPOOH Tepe0aueHO0 BUKOPHCTOBYBATH.

14.7. BupoOu nmoBuHH1 OyTH CIIPOEKTOBAaH1 Ta BUTOTOBJICHI TAKMM YHHOM, 1100
MOJICTIIUTH O€3IMeYHy yTUIII3aIlil0 BUPOOIB Ta iX BIIXO/1B KOPUCTYBa4YeM, MAI[l€HTOM
abo 1HIO0 oco0oro. [l 1pOro BUPOOHMK MOBHMHEH BU3HAYMTH 1 BUIIPOOYBAaTH
npoleAypyd 1 3ax0AM, 13 3aCTOCYBaHHSIM SKUX BHUpIO Moxke OyTh Oe3meyHo
YTWII30BaHUM TICIAS BUKOpPUCTaHHA. Taki mporeaypud NOBUHHI OyTH ONUCAaHI B
THCTPYKIIISIX 13 3aCTOCYBaHHS.

15. BupoOu 3 11arHOCTUYHOIO (PYHKI1€I0 a00 PYHKII€I0 BUMIPIOBAHHS

15.1. liarHocTi4Hi BUpoOu Ta BUpoOU 3 (PYHKIIIEXO BUMIPIOBAHHS IOBUHH1 Oy TH
CIIPOCKTOBAHI Ta BUTOTOBJICHI TAKUM YMHOM, 11100 3a0€3MEUYUTH TOCTaTHIO TOYHICTD,
JIOCTOBIPHICTH Ta CTAO1IBHICTD JJIS iX UIBOBOTO MPU3HAYEHHS Ha OCHOBI BIJIITOBITHUX
HAyKOBUX Ta TEXHIYHUX METO1B. MeXi TOUHOCTI MOBUHHI OyTH BKa3aHi BUPOOHUKOM.

15.2. PesynpTaTy BHUMIpIOBaHb, NPOBEJIECHUX 3a JOMOMOIOI BHPOOIB 13
GbyHKIII€I0 BUMIPIOBaHHS, TTOBUHHI 3a3HAYATUCS Y OJWHMIISIX BUMIPIOBAHHSI 3T1IHO 3
3aKOHOJIABCTBOM IIPO METPOJIOTIIO Ta METPOJIOTIUHY JISUIbHICTD.

16. 3axucT BiJl BUIPOMIHIOBaHHS
16.1. 3aranbHi BUMOTH

1) Bupobu nmoBuHHI OyTHM CHpPOEKTOBaHI, BUTOTOBJIEHI Ta yHaKOBaHI TaKUM
YUHOM, 100 MAaKCUMaJIbHO 3MEHILIUTH BIUIMB OMPOMIHEHHS Malll€HTIB, KOPUCTYBayiB
Ta 1HmMUX 0ci0, y cmocid, CyMiCHUM 13 IIJIbOBUM TMpU3HAYEHHSM BHUpPOOy 0e3
OOMEKEHHS 3aCTOCYBaHHS BIANOBIAHMX BU3HAYEHUX PIBHIB BUIPOMIHIOBAHHS JIS
JIKYBaJIbHUX Ta JIIarHOCTUYHUX I[UIEH.

2) Iucrpykiii 13 3acTOCyBaHHS BHpOOIB, sIKI BUIYCKalOTh HEOE3MEYHE YU
MOTEHI[IITHO HeOe3MeyHe BUMPOMIHIOBAHHS, IOBUHHI MICTUTH JIeTalbHy 1H(pOopMaIrio
PO XapakTep TAKOrO0 BUIPOMIHIOBAHHS, 3aCO0M 3aXUCTy MaIli€HTa 1 KOpHCTyBada,
crocoOu 3armoOiraHHs HEMPaBWJIBHOMY BUKOPUCTAaHHIO Ta 3HIDKEHHS PHU3HKIB,
OB’ SI3aHHUX 13 BCTAHOBJIEHHSIM, HACKUIBKH 1€ MOKJINUBO 1 JOLUILHO. TakoK MOBHHHA
OyTu BKazaHa iH(oOpMaIlis MO0 MPUUMAIBHUX Ta EKCIUTyaTallliHuX BUMPOOYBaHb,
KpUTepii IpuiiMaHHs Ta MPOIEypr 00CITyrOBYBaHHS.

16.2. baxxane BUIPOMIHIOBAHHSI

1) Sxmo BupoOM mHpu3HAYEHI JJIl BUIYCKY HEOE3NMEYHUX YU MOTEHI[IHHO
HEOE3MEeYHUX PIBHIB 10HI3yIOYOro Ta/ab0 HEIOHI3yI0YOoro BUIIPOMIHIOBAHHS,



110

HEOOX1THUX JUI JOCATHEHHS] KOHKPETHOI MEAMYHOT 11111, KOPUCTH BiJ SKOi IIEPEBaKy€
pPU3UKH, BJIACTUBI TaKOMYy BHUIPOMIHIOBAaHHIO, TMOBHHHA ICHYBaTH MOXJIMBICTb
KOHTPOJIIO TaKOTO BUIPOMIHIOBaHHS KOpUCTyBaueM. Taki BHpOOM TMOBHUHHI OyTH
CIPOEKTOBaHI Ta BUTOTOBJIEHI TaKMM YHHOM, I[00 3a0€3MEUUTH BIATBOPIOBAHICTH
BIJIMOBITHUX MapaMeTPiB Y MEXax JTOMYCTUMOTO BIIXUJICHHS.

2) Sxmo BUpoOM, MpU3HAYEHI IJS BUIMYCKY HEOE3MEYHOro Y MOTEHIIIHO
HEOE3MEeYHOTO 10HI3YI0UOTO Ta/a00 HEIOHI3yIOYOro BUIIPOMIHIOBAHHS, BOHH, JIC 1€
MOXJIMBO, TOBHHHI OyTH oOJjagHaHi 3aco0aMM BI3yaJIbHOTO Ta/ab0 3BYKOBOTO
MOTIEPE/KEHHS TIPO BUITYCK TaKOTO BUITPOMIHIOBAHHS.

16.3. BupoOu 1nmoBuHH1 OyTH CIIPOEKTOBaHI 1 BATOTOBJICHI B TaKui cI1ocio, 100
MaKCUMaJIbHO 3MEHIIUTH HEHABMHUCHE OIPOMIHEHHS TMAIll€EHTIB, KOPUCTYBadiB Ta
IHIMX 0ci0d, a TakKoXK IXHBOIO OMNPOMIHEHHA TOOIYHUM YH  PO3CISTHUM
BUMNPOMIHIOBaHHSAM. SIKIO 116 MOMKJIMBO Ta JOIIJIBHO, CIIJ OOpaTH METOIH, SKi
3MEHIIYIOTh ONPOMIHEHHS MAlLI€HTIB, KOPUCTYBAaulB Ta 1HIIMX OC10, SIKI MOXYTb
3a3HATH BIUIMBY BUIIPOMIHIOBAHHS.

16.4. IoHi3yroue BUIPOMIHIOBaHHS

1) BupoOu, npu3HayeHi Juisl BUITYCKY 10HI3YIOUOTIO BUIIPOMIHIOBAHHS, IOBUHHI
OyTH CHpPOEKTOBaH1 I BUTOTOBJEHI 3 ypaxyBaHHSM BHMOr 3akoHiB Ykpainu «lIpo
BUKOPHUCTAHHS SIIEPHOI €Heprii Ta paniamiiiny oesneky», «IIpo 3axuct moauHu Big
BIUIMBY 10H13YIOUOT'0 BUITPOMIHIOBAHHS» Ta 1HILIOTO 3aCTOCOBHOI'O 3aKOHOIaBCTBA, SIKE
BCTAHOBIJIIOE 0a30B1 CTaHJApTHU OE3MEKU AJIs 3aXMCTy BiJ HeOe3IeK, MOB’sSI3aHuX 13
OTPOMIHEHHSM 10HI3YIOUMM BUIIPOMIHIOBAHHSM.

2) BupoOwu, npusHaueHi Il BUIMYCKY 10HI3yI0YOTO0 BUIIPOMIHIOBAHHS, TOBUHHI1
OyTH CHpPOEKTOBaHI Ta BHUTOTOBJICHI TaKMM YHHOM, IIOO 3a0e3redyBaTH, SKIIO
MOXIJIMBO, 3 YypaxyBaHHSIM 3aCTOCYBaHHS 3a TIPU3HAYCHHSM, MOKJIUBICTD
pETyJIIOBaHHS Ta KOHTPOJIIO KIUTBKOCTI, T€OMETPii Ta SKOCTI BUIPOMIHIOBAHHS; Ta,
SKIIO MOKJIMBO, iX MOHITOPHUHT MiJ Yac JIIKyBaHHS.

3) BupoOu, 1o BUMYCKalOTh 10HI3YIOU€ BUIPOMIHIOBAHHS 1 MPU3HAYEHI IJIs
PaaioNIOriyHOT A1arHOCTUKU, TMOBHHHI OYTH CHPOEKTOBAaHI W BUTOTOBJICHI TaKUM
YUHOM, 1100 MpH MIHIMI3aIlli OMPOMIHEHHSI TAaIllEHTa 1 KOPUCTyBaua 3a0e3neuyBaTu
AKICTh 300pa)kK€HHsS Ta/ad0 BUBEIEHHA pE3yibTaTiB, HEOOXIAHUX IS I[LIIbOBOIO
MEJIUYHOTO MPU3HAYEHHS.

4) BupoOwu, 110 BUIMYCKAaIOTh 10HI3yIOU€ BUIPOMIHIOBAHHA 1 MpU3HAUYEHI AJIs
paaioNoTivHOI Teparii, TOBUHHI Oy TH CIIPOEKTOBAHI i BUTOTOBJICH1 TAKHM YHHOM, 11100
3a0e3mnedyBaT HaJIHII MOHITOPUHT 1 KOHTPOJIb 03U OITPOMIHEHHS, TUITY TIPOMEHIO,
€Heprii Ta, y BIIMOBIIHUX BUIAJKAX, SKOCTI BUTIPOMIHIOBaHHSI.

17. EnekTpoHH1 IpOrpaMoOBaHi CUCTEMH — BUPOOH, 1110 00’ €IHYIOTh €IEKTPOHH1
CHUCTEMH Ta MporpamMHe 3a0e3IeUeHHs, IKe € CAMOCTIHHUM BUPOOOM.

17.1. BupoOu, 110 BKIIIOUYAIOTH €JIEKTPOHHI MPOTPAMOBaHI CHCTEMH, 30KpEMa,
nporpaMHe 3abes3reueHHs a0o MporpamMHe 3a0e3ledyeHHs, SIKE € CaMOCTIHHUM
BUPOOOM, TIOBMHHI OyTH pO3pOOJICHI TakMM YMHOM, 1100 3a0e3MmeunuTd iX
BIITBOPIOBAHICTh, HAMIMHICTh Ta €(PEKTUBHICTH BIAMOBIAHO JO iX MUJIBOBOTO
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npusHaueHHs. HeoOXigHo npuMHATA BIAMOBIAHI 3aXOAu Il YCYHEHHs abo
3MEHIIEHHS, HACKIJIBKH 11€ MOXJIUBO, PU3UKIB MOB’SI3aHUX 3 OAMHUYHUM MOPYIICHHSIM
a00 MOTipIIeHHS eKCIUTyaTallliTHIX XapaKTePUCTUK Y pa3l TAKOro MOPYIICHHS.

17.2. Jlns BupoOiB, IO MICTATh MPOTPaMHE 3a0€3MEeUEHHS, SIKe € CAMOCTIHHUM
BUPOOOM, Take MporpaMHe 3abe3neueHHs MOBUHHE OyTH po3po0IieHe i BUTOTOBIICHE
3T1HO 3 CYYaCHUM PiBHEM HAyKOBO-TEXHIYHOT'O PO3BUTKY 3 ypaxyBaHHSM IMPUHIIUIIIB
KHUTTEBOTO IHMKIY PO3POOKH, YIPABIIHHSA PU3UKAMH, B TOMY YHCII 1H(pOpMAIiiHOT
oesrneku, Bepudikarii Ta Basiiaii.

17.3. IlporpamHue 3abe3rnedeHHs, BKa3aHe y IbOMY PO3LTi, IpHU3HAYCHE ISt
BUKOPUCTAHHA Yy TO€JHAHHI 3 MOOUIRHUMHM OOUYHCIIOBAJILHUMH IIaTHopMamH,
MMOBUHHO OyTH pO3pO0JICHO Ta BUTOTOBJICHO 3 YpaxXyBaHHSIM OCOOJIMBOCTEH MOO1IBLHOT
wiaTdopmu (HaApUKIaA, PO3MIP Ta KOHTPACTHICTh €KpaHy) Ta 30BHIMIHIX (DaKTOPIB,
MOB'S3aHUX 3 11X BHUKOPUCTAHHSIM (3MIH CEpEJOBHINA 3a TMOKAa3HUKAMU PIBHA
OCBITJICHOCTI YH IIIyMY).

17.4. BupoOHUKM TOBHHHI BCTAaHOBJIIOBATH MIHIMAQJIbHI BHUMOTH IIIOJIO
XapaKTepUCTHUK anapaTtHoro 3adesneueHHs, IT-mepex Ta 3axomis [T-6e3neku, B Tomy
YUCI1 3aXUCTy BiJi HECAHKI[IOHOBAHOTO JOCTYyMy, SKI € HEOOXITHUMH IS
3a0€e3MeueHHs] pOOOTH MPOrPaMHOT0 3a0€3MEUCHHS 32 MPU3HAYCHHSM.

18. AxTHBHI BUpoOU Ta BUPOOU, K1 MIAKIIOYAIOTHCA 1O HUX

18.1. JIns axkTuBHMX BHPOOIB, SIKI HE IMIUIAHTYIOTHCS, Y pa3l BUHUKHEHHS
OJIMHUYHOI BIJIMOBH, ITOBUHHI OyTH yXBaJICH1 BIAMOBIIHI 3aX0JH 110 YCYHEHHIO a00
3MEHIIIEHHIO, HACKIJIBKH 11€ MOYKJIMBO, TTOB’3aHUX 3 IIMM PU3HUKIB.

18.2. Bupobu, npr BUKOPUCTAHHI SKMX OC3MEUHICTh TalliEHTa 3aJIeKUTh Bij
BHYTPIIIHBOTO JDKEpesla J>KUBJICHHS, IOBHMHHI OyTH o0OJlajiHaHi 3aco0aMul IS
BU3HAYCHHS CTaHy JDKEpesa >KUBJICHHS Ta HAJEXKHOI 1HIMKAIlll KPUTUYHOTO PIBHA
3apsny JHKEperna )KUBJICHHS Y TIOTIEPEKSHHS PO HbOT'0, KOJIU MOTYKHICTh JKEpena
JKUBJICHHSI CTa€ KpUTUYHOO. [Ipu HEoOXiTHOCTI, TaKe MOMepeKEeHHS a00 1HANKAIIISA
MMOBUHHO OYTH ITOJIAHO JIO TOTO, SIK TTOTYXKHICTh JKEPEIIa )KUBJICHHS CTAaHE KPUTHIHOIO.

18.3. Bupobu, npy BUKOPUCTAHHI SIKMX OE3MEUHICTh MAlll€HTa 3aJCKUTh Bij
30BHIIIHBOIO JPKEpesa KUBJICHHSA, MOBUHHI BKJIOYATH CUCTEMY CUTHaNI3alli, sKa
CHOBIIIATUME MPO Oyb-5KI HECIPABHOCTI XKUBJIEHHS 200 MOr0 MPUIUHEHHS.

18.4. Bupobu, npu3HaveHi sl MOHITOPUHTY OJIHOTO a00 KUIbKOX KJITHIYHUX
napamMeTpiB TAIll€eHTa, TOBUHHI OyTH oO0JaaHaHI BIANOBIAHUMHU CHUCTEMaMU
CUTHAJI3AIll I TIOTEepPE/HKEHHSI KOPUCTyBada NpPO BUHUKHEHHS CHUTYaIlld, sKi
MOKYTb MPU3BECTH JI0 CMEPTI a00 CEPHO3HOTO MOPYIIIEHHS CTaHY 3/I0POB’sI MAIliEHTA.

18.5. BupoOu nmoBuHHI OyTH CITPOEKTOBAaHI Ta BUTOTOBJICHI TAKUM YHHOM, 11100
MaKCUMaJIbHO 3MEHIIUTH PHU3UK CTBOPCHHS €JIIEKTPOMArHITHUX 3aBajl, SKi MOXYTh
HETaTHUBHO TIO3HAYUTUCA Ha poOOTI camoro BUpoOy UM IHMHMX BUPOOIB abo
oOJaiHaHHS Y MITLOBOMY CEPEIOBHII BUKOPUCTAHHS.
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18.6. Bupobu moBuHH1 OyTH po3poOJieH] Ta BUTOTOBJIEHI TaKUM YHMHOM, LI00
3a0€3MeUYNTH BIACTUBHI IM PIBEHb CTIMKOCTI A0 €IEKTPOMATrHITHUX 3aBajl, TOCTATHIN
JUISL TOTO, 1100 3a0€3MeYnTH iX PYHKIIIOHYBaHHS 32 MPU3HAYCHHSIM.

18.7. Bupobu moBuHHI OyTH po3poOJieHI Ta BUTOTOBICHI TaKUM YHMHOM, LI00
3armo0IrTé, HACKUIBKH 1€ MOXJIMBO, PU3HMKY BHIIQJKOBOTO YPa)KEHHS €NEKTPUYHUM
CTPYMOM TMAIli€EHTa, KOPUCTYBada a00 OyIb-AKO1 1HIIOT 0COOU SK 32 HOPMAJIBHUX YMOB
BUKOPHUCTAHHSA BUPOOY, TaK 1 y BHUIAAKy OAMHUYHOI BiJIMOBH 32 YMOBH, IIO BHUPIO
BCTAHOBJICHUH Ta 00CIYTrOBY€ThCS, SIK 3a3HAYEHO BUPOOHUKOM.

18.8. BupoOu 1moBuHHI OyTH pO3pO0JICHI Ta BUTOTOBJIEHI TAKUM YHWHOM, 1100,
HACKIJIBKHU 116 MOYKIIMBO, 3a0€3MEYUTH 3aXUCT BiJl HECAHKIIIOHOBAHOTO JOCTYIY, SKHA
MOXe 3aBauTH (DYHKI[IOHYBaHHIO BUPOOY 3a I[IJILOBUM MPU3HAYEHHSIM.

19. Oco6nuBi BUMOTH JI0 aKTUBHUX BUPOOIB, SIK1 IMIUIAHTYIOTh

19.1. AxTuBHI BUpOOH, SKI IMIUIAHTYIOTh, MOBMHHI OyTH CIPOEKTOBaHI M
BUTOTOBJICHI TAKMM YHHOM, 100 YCYHYTH UM 3MECHIIIUTH, Ha CKUTBKH 1€ MOYKITUBO:

1) pusuku, MOB’s3aHl 3 BUKOPUCTAHHSIM JDKEPENT €HEprii, 0COOJUBO, SIKIIO
BUKOPUCTOBYETHCS €JIIEKTPOEHEPT s, 3 130JI11€10, CTPYMOM BUTOKY Ta MEPErpiBaHHAM
BUpPOOIB,

2) pU3UKH, MOB’sA3aHl 3 HAJaHHSIM MEIUYHOI JOMOMOTH, 30KpeMa OB’ si3aH1 3
BUKOPUCTaHHAM J1€(piOpUISATOPIB, BACOKOYACTOTHOTO XIPYPri4HOrO 00JIaJHAHHS, Ta

3) pu3MKH, SKIi MOXYTh BHHUKATH MPU HEMOKJIMBOCTI OOCIIyrOBYBaHHS Ta
KaJiOpyBaHHs, 30KpeMa MpHu:

30UTBIIIEHH] CTPYMY BUTOKY IOHA]] BCTAHOBJICHI OOMEKEHHS,

CTapiHHI BUKOPUCTAaHUX MaTepiajiB,

HAJMIpHIN TeHepartii Teriaa Bupoodom,

3HIKEHHI TOYHOCTI BUMIPIOBAJILHOTO UM KOHTPOJIBHOTO MEXaHI3MY.

19.2. AxTuBHI BUpOOH, SIKI IMIIAHTYIOTh, MOBHHHI OyTH CIPOEKTOBaHI M
BUTOTOBJICHI TAKUM YHHOM, 11100 3a0€31euyBaTH:

- SKIIO 3aCTOCOBHO, CYMICHICTh BUPOOIB 13 pEYOBUHAMHU, JIJISl BBEICHHS SAKUX
BOHU IIPU3HAYEHI, Ta

- HaJAIMHICTB JKEpesa eHeprii.

19.3. AxTuBHI BUpPOOH, SIKI IMIUIAHTYIOTh, T4, y BIJAMOBIJIHUX BUIMAJKaxX, 1XHI
CKJIQZIOBl YAaCTMHU TOBUHHI OyTH 1AEHTH(IKOBaHI JJIsi 3a0€3MeUeHHs MOKIJIMBOCTI
BXKUTTS OyAb-SIKHX HEOOXITHUX 3aXOJIB y pa3l BHUSABJICHHS MOTEHIIIHHOTO PHU3UKY,
MOB’SI3aHOTO 3 BUPOOAMU M TXHIMH CKJIAIOBUMU YACTHHAMMU.

19.4. Ha akTuBHUX BHpOOax, K1 IMIIAaHTYIOTb, IOBUHEH OyTH 3a3HA4YE€HUHN KO/,
3a SIKUM BOHH 1 IXHI¥ BUPOOHUK MOXKYTh OyTH OHO3HAYHO 1/IeHTU(IKOBaHI (30KpeMa
TUTI BUpOOy Ta piK HOro BUPOOHUIITBA); IOBUHHA OyTH MOMJIMBICTH TMPOYUTATH IIEH
KOJI, 3a ToTpedu, 03 HEOOX1THOCTI TPOBEACHHSI XIPypPridHOI onepartii.

20. 3axucCT BiJl MEXaHIYHUX Ta TEPMIYHUX PU3UKIB
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20.1. BI/IpO6I/I MOBUHHI OyTH cnpoeKTOBaHl i BUTOTOBJIEHI TaKUM YHHOM, 1100
3aXUIIATH TMAII€HTIB 1 KOPHUCTYBayiB BiJ MEXaHIYHMX PHU3HKIB, MOB’SI3aHUX 13,
HAIPUKIIAJ], OIOPOM PYyXy, HECTAOUTHHICTIO a00 PyXOMHUMH YaCTUHAMM.

20.2. Bupobu nmoBuHHI OyTH CIPOEKTOBaHI i BUTOTOBJIEHI TAKMM YMHOM, 100
MaKCUMaJIbHO 3MEHIINTH PU3HMKH, TIOB’S3aHI 3 BIOpaIi€ro, sIKy BOHU TEHEPYIOTh, 3
ypaxyBaHHSIM HAyKOBO-TEXHIYHOTO MPOTrpecy 1 JOCTYMHHUX 3ac00iB OOMEKEHHS
BiOpartii, 0cOOIMBO B JKEpeEi 11 BAHUKHEHHS, 32 BUHATKOM BHUITAJIKiB, KOJIU BiOpartis
€ OJTHIEIO 13 3asBJICHUX (PYHKIIIM BUPOOY.

20.3. Bupobu nmoBuHH1 OYTH CIIPOEKTOBAaH1 1 BUTOTOBJICHI TAKUM YHHOM, 1100
MaKCHMaJbHO 3HU3WTH DPH3UKH, TOB’S3aHI 3 IIYMOM, SKHH BOHU TEHEPYIOTh, 3
ypaxyBaHHSIM HayKOBO-TEXHIYHOT'O MPOTPECY 1 TOCTYIMHUX 3aC00iB 3HMKEHHS IITyMY,
0COOJIMBO B JKEpEJIl MO0 BUHUKHEHHS, 32 BUHATKOM BHUIIAJIKIB, KOJH IIIYM € OJHIEI0
13 3asBJIEHUX (PYHKI[1H BUPOOY.

20.4. Po3’emMu Ta e1€MEHTH MiAKIIOYEHHS J0 JKEpeN eJIeKTPUYHOI, Fa30BO1 Y1
TIAPaBIIYHOI Ta THEBMATUYHOI €HEPrii, 3 SKUMU IOBUHHI B3aEMOJIISITH KOPUCTYBAY YU
1HIIa 0co0a, MOBHHHI OYTH CIPOEKTOBaHI Ta CKOHCTPYHOBaHI TaKMM YHHOM, L100
MIHIMI3yBaTH yCl1 MOKJIMBI PU3UKH.

20.5. Ilomunku, WMOBIpHI IpPH BCTAHOBJEHHI YW 3aMiHI NEBHUX CKIIAJIOBUX
YaCTHUH, SIKI MOXYTb OyTH JKEPEIIOM pPHU3UKY, NOBHHHI OyTH YHEMOKJIMBIEHI 3a
pPaxyHOK IPOEKTy 1 KOHCTPYKIUIi TaKUX YaCTUH abo, AKIIO L€ HEMOKJIMBO, LUISIXOM
HaJaHHs 1H(OpMaIlii Ha caMUX YacTUHAX Ta/abo TXHIX KopIycax.

Ta cama iHdopmariss moBUHHA OyTH PO3MIINIEHA HA PYXOMHUX CKIIQJOBUX
yacTHMHAaX Ta/ab0 IXHIX KOpIycax, SKIIO JJIs 3amoOiraHHs PU3UKY MOTPIOHO 3HATU
HAIPSIMOK PYXy TaKUX YaCTHUH.

20.6. JlocTymnHi CKJIaOBl YaCTUHU BUPOOIB (32 BUHATKOM YaCTUH a00 JUISHOK,
MPU3HAYCHUX JUIS TOJadl TeIula YW JOCATHEHHS IIEBHUX TEMIIEpaTyp), a TaKOX
CKJIaJIOB1 YaCTHHH, II0 MEXYIOTh 13 HUMH, HE MOBUHHI HArpiBaTUCs 10 MOTEHIIMHO
HeOe3NeYHUX TeMIepaTyp 3a HOpMaIbHUX YMOB BUKOPUCTaHHS.

21. 3axucT BiJl pU3HKIB, SIKI CTAHOBJISITh JJIS MAI[l€HTa YU KOPUCTyBaya BUPOOH,
10 MOJIA0Th EHEPril0 Y PEYOBUHU

21.1. Bupobu, mpu3HayeHi aJis NOJaHHs NallleHTy €Heprii Y peuOBHUH, TOBUHHI1
OyTH CIPOEKTOBAaH1 i BUTOTOBJIEH1 TAKUM YUHOM, 11100 KUJIBKICTh €HEPrii Ui peYOBUHH,
Ky MOTPIOHO MOAATH, MOXKHa OYyJI0 BCTAaHOBJIIOBATH 1 MIATPUMYBATH 3 TOYHICTIO,
JIOCTAaTHBOIO JIJISl TapaHTyBaHHs O€3MEKU MallleHTa 1 KOpUCTyBaya.

21.2. Bupobu mnoBuHHI OyTHM OCHalIeHI 3aco0aMu MONEepeKeHHs Ta/abo
1HUKAII] Oy/Ib-IKMX HEBIMOBITHOCTEH B MTOIaH1 KUIBKOCTI €HEPTii Ui peYOBUHH, SKi
MOXKYTh CTaHOBUTH HeOe3neky. BupoOu mNOBMHHI BKJIIOYATH BIAMOBIAHI 3aco0u
3aro0iraHHs, Ha CKIJIbKY 1€ MOXKJIMBO, BUIIaJKOBOMY BUITYCKY HEOE3MEUHOT KIIbKOCTI
€HEPrii YU peuoBHUH 13 OyIb-SIKOTO JpKepesa eHeprii Ta/abo peyoBHHH.

21.3. Ha BupoOax moBHMHHA YITKO 3a3Ha4aTUCs (YHKIS 3aC001B KOHTPOJIIO Ta
IHAMKATOPIB. SIKMIO BHPIO MICTUTH IHCTPYKIII 3 WOro 3aCTOCYBaHHs, abo MOKa3ye
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napaMeTpu poOOTH UM HaJAIITYBaHHS 3a JOMOMOIOIO Bi3yallbHOI CHCTEMH, Taka
iHGopMaIlis MOBMHHA OYyTH 3pO3yMIJIOI0 KOPUCTYBady Ta, Y BIAMOBIAHMX BUIAIKaX,
MAIIE€HTY.

22. 3axucT BiA pHU3HKIB, SKI CTAHOBJIATH MEIUYHI BHPOOU, MpPHU3HAUECHI
BUPOOHUKOM 711 BUKOPUCTAHHS HeCTeliaaicTaMu

22.1. BupoOwu, npu3HaueHi A1 BUKOPUCTAHHS HECIeIlianicTaMu, TOBUHHI OyTH
CIPOCKTOBaHI ¥ BWUTOTOBJIEHI TaKUM YHHOM, MO0 3a0e3MeYuTH 11X HAJICKHE
(GYHKITIOHYBaHHS BIAMOBIIHO JI0 IIIJILOBOTO MIPU3HAYECHHS, 3 YpaXyBaHHSIM HAaBUYOK 1
3aco0iB, JOCTYMHUX HECIeIiagicTaM, a TaKoK 00’ €KTHBHO IepeadadyyBaHUX 3MIH Y
TEXHII ¥ cepeIoBuIIll HecteianicTa. [ndopmartis i 1HCTPYKIIii, HaJlaHI BUPOOHUKOM,
MOBUHHI OYTH JIETKO 3pO3YMUIMMHU Ta 3aCTOCOBHUMH JIsl HECTIEI[IaiCTa.

22.2. BupoOwu, npu3HadeHi i1 BAKOPUCTAHHS HEeCTelialicTaMu, TOBUHHI OyTH
CIIPOEKTOBAHI ¥ BUTOTOBJICHI TAKUM YHMHOM, I100:

- 3a0e3nedyyBaTh  Oe3leyHe 1 TNPAaBWIbHE BUKOPHUCTAHHS  LIJIBOBUM
KOPUCTYBau€M Ha BCIX €Tamax MOpoUeAypH, 3a HEOOXIAHOCTI, MICIsA BIANOBIIHHMX
NIArOTOBKH Ta/ab0 iHPOpMYBaHHS,

- 3MEHIIYBAaTH, Ha CKUIbKHU II€ MOXIJIMBO 1 JIOIIJIBHO, PU3UKHU, MOB’S3aHl 3
HEHAaBMUCHHMHU TTOPi3aMH Ta MPOKOJIAMH, TAKUMHU SIK TPABMU BiJl YKOJIIB T'OJIKOIO, Ta

- 3MEHIIYBaTH, Ha CKUIBKA II€ MOXJIHUBO, PHU3MUK 3IMCHEHHS I[IJIbOBUM
KOPHCTYBaueM TMOMIJIOK IIPH B3a€EMOJII 3 BHPOOOM Ta, SKIIO 3aCTOCOBHO, TMPH
IHTepIpeTallii pe3yJabTaTiB.

22.3. Y BIANOBIAHMX BUNAAKaX y BHUPOOaX, MPU3HAYCHHUX JJI BUKOPUCTAHHS
HecreliagicTaMyd, NMOBMHHA OyTH TmepenbadeHa Mpoleaypa, 3a JTOMOMOTOI0 SKOi
HECIeIlaiCT:

- MOXE TEpEeBIPUTH, IO IMiJI YaC BUKOPHUCTAHHS BUPIO TMpaIoe Tak, SK
nepeadayeHo BUPOOHUKOM, Ta

- SIKIIO 3aCTOCOBHO, Oyje TMOMepeKeHuil, 10 BUpIO HE 3a0e3nedyuB
HEOOX1IHUI pe3ybTarT.

PO3/IL1 I1I. BAMOT'U IIIOJI0 IH®OPMAIIIL, IKY HAJJAIOTH PA3OM I3
BUPOBOM
23. ETukeTka Ta IHCTPYKLUIi 13 3aCTOCYBaHHS

23.1. 3aranpHi BUMOTH 11010 1HGOpMAIIii, IKy HaJla€ BUPOOHUK

Koxuuii Bupi®6 MOBUHEH CYIPOBOKYBATUCH 1H(POPMAIII€I0, HEOOX1THOIO ISt
imeHTUdikarii BupoOy 1 #oro BUpOOHUKA, a TaKOXK 1H(OpMAIli€r0 MPo OE3MEUHICTH 1
e(pEKTUBHICTb, KA € CYTTEBOIO JJI KOpUCTyBada a00 OyIb-SKHUX 1HIIUX 0C10, 3aJIeKHO
BiJl BUMAKy. Taka iH(popMallisi Moke OyTH po3MillleHa Ha caMOMy BHPOOi, Ha HOTo
naKyBaHHI a00 B IHCTPYKIISIX 13 3aCTOCYBaHHs, Ta, 3a HAsBHOCTI y BHUPOOHHKA
BeOCaiiTy, BOHa MOBMHHA OyTH pO3MIIlIEHa T4 OHOBJIIOBATUCS HA TaKOMY BeOCaiiTi, 3
ypaxyBaHHSM TaKOTO:



115

1) Hociii, ¢opmat, 3micT, po30ipauBICTh Ta PO3TALIYBaHHS ETUKETKH M
IHCTPYKIIA 13 3acCTOCyBaHHS TIOBHHHI BIANOBIOAaTH BHUPOOY, HOro HUIHOBOMY
MPU3HAYEHHIO Ta TEXHIYHUM 3HAHHSIM, JOCBITY, OCBITI YW MiATOTOBIN I[IJTHOBUX
KOpHUCTyBauiB. 30KpeMa, 1HCTPYKIIi 13 3aCTOCYBaHHsS IMOBHMHHI OyTH CKJIajeHl 3
BUKOPHUCTAHHAM TEPMIHOJIOT1, 3p03yM1JI0i IIbOBOMY KOPUCTYBayy Ta, Y BIAMOBITHIX
BUIIAJKaX, JOTIOBHEH1 MAIIOHKAMU 1 CXEMaMH.

2) Indopmaris, sika MOBMHHAa OyTHM BKa3aHa Ha ETHUKETI, MOBHHHA OyTH
po3MilleHa 1 Ha caMoMy BUPOOI1. SIKIIO 11e HEMOKIIMBO YU HEIOPEYHO, BCsI IHPopMaItis
gy 11 yacTMHA MOke OyTH po3MillleHa Ha TMaKyBaHHI KOXKHOI OJMHUIN Ta/abo Ha
MaKyBaHHI KIJIbKOX BUPOOIB.

3) MapkyBaHHS (€THKSTKH ) IOBHHHO OYTH y PO30ipIMBOMY IS JTFOCH hopMaTi
i Moxe OyTH JOMOBHEHMM iH(popMmalieo y ¢opmMari Jjig 3YUTYBaHHS MAIIUHOIO,
TakuM siK pajaioyactotHa ientudikais (RFID) abo mrpux-ko.

4) TncTpykmii 13 3acTOCyBaHHSA IMOBHMHHI HAJaBaTHUCA pa3oM 13 BHUPOOOM. Y
BUHSITKOBUX BHUIIAJIKaX IHCTPYKLUII 13 3aCTOCYBaHHS HE € 000B’I3KOBUMH JJI1 BUPOOIB
kiacy I Ta knacy Ila, ko Taki BUpoOu MOKHA O€3MEYHO BUKOPUCTOBYBATH 0€3 TAKUX
THCTPYKIIIH Ta SIKIIO 1HILIE HE 3a3HAYEHO B 1HILIUX MOJOKEHHIX OTO PO3ALIY.

5) Sxuio kinbka BUPOOIB MOCTa4alOTh OJHOMY KOPUCTYyBaueBl Ta/abo0 B OJlHE
MicLe, MOXe OyTH HaIaHWi JIWIIE OJAWH IPUMIPHHUK IHCTPYKIIH 13 3aCTOCYBaHHS, SIKIIO
1€ MOTOKEHO 3 MOKYMIEeM, SIKUH, y OyAb-SIKOMYy BHUIAJKy Ma€ IpaBO BUMAaraTu
0€3KOIITOBHO HAJIaTH JOJATKOBI MPUMIPHUKH 1HCTPYKIIIi.

6) IHcTpykiii 13 3acToCyBaHHS MOXYTh OyTH HaJaHl KOPUCTyBauyy B
HemnarnepoBiit popMi (HampuKIIal, B €JIEKTPOHHIN) TOIO MIpOIO Ta JIMIIE HA TUX YMOBaX,
o Bu3HadeHi MO3 3 ypaxyBaHHSIM npakTuk €Bponeiickkoro Cor3y 13 3a3HaYeHUX
MUTaHb.

7) 3anuIIKoBi PU3UKH, TIPO SIKI MOBUHEH OYTHU TIPOIHPOPMOBAHUN KOPUCTYBay
Ta/abo 1HIa 0co0a, MOBMHHI OyTH BKJIIOYEH1 B 1HPOpPMAIIitO, HAJJaHy BUPOOHUKOM SIK
OOMEKEHHS, MTPOTUIIOKA3aHHS, 3aI001KHI 3aX0/11 200 MONEPeIKEHHS.

8) ¥V BiANOBIAHMX BUMAAKaX 1H(oOpMalis, Ky Hajgae BUPOOHUK, TOBUHHA OyTH
npeacraBieHa y GopMi MKHaApOAHO BU3HAHUX CUMBOJIIB. byb-s1Ki BUKOPUCTOBYBaHI
CUMBOJIM YW 1JIeHTU(IKAIIAHI KOJIHOPU TOBUHHI BIANOBIJATA HAI[IOHAJLHUM
crtanaaprtaM uu 3aranbHuM creuudikauiam (CS). YV cdepax, ne Takli HalloOHaJIbHI
cTaHaapTyd 4M 3araynbHi crnenudikamii (CS) BiACYTHI, CUMBOJHU 1 KOJIHOPU MOBUHHI
OyTH omucaH1 B IOKyMEHTallli, IKa HaJJa€ETbCS Pa3oM 13 BUPOOOM.

23.2. Indopmartis Ha €TUKETII
ETnkerka moBMHHA MICTUTH BC1 HABEJICHI HUXKYE JIaHI:
1) HalimenyBaHHs 800 TOPrOBe HaliMEHYBaHHS BUPOOY;

2) maHi, He0OX1THI KOPUCTYBady IS iIeHTU]iKaIlii BUpOOyY, BMICTY IMaKyBaHHS
Ta, SKIIO BiH HE € OYEBUIHUM JJII KOPUCTYBaYa, IbOBOTO MPU3HAYEHHS BUPOOY;

3) HailMeHyBaHHs, 3apeecTpOBaHe KOMEpIiiHE HaliMeHyBaHHS  abo
3apeeCTpPOBAHY TOPTOBEIbHY MAPKy BUPOOHMKA Ta MOTO MiCLI€3HAXOIKEHHS;
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4) sKImI0 BUPOOHUK HE € PE3UICHTOM YKpaiHu, HaWMEHYyBaHHS HOTO
YIOBHOBA)XEHOTO MPEJCTAaBHUKA B YKpaiHi Ta HOT0 MiCIIE3HAXO0KCHHS,

5) SIKII0 3aCTOCOBHO, BKa31BKY MPO T€, 110 BUPIO MICTUTH a00 BKIIIOUAE:

- JIKapCcbKy PEYOBHHY, 30KpeMa, MOXITHUM MPOAYKT 13 KpOBI YH IIJIa3MHU
JIOMHHU, a00

- TKAHWHU YM KJIITHHH JIIOJICEKOI0 IOXOMKEHH a00 1X moXiaHi, abo
- TKaHWHY Y4 KJIIITUHA TBAPUHHOTO TTOXOKEHHSI a00 1X MOX11Hi;

6) SKIIO 3aCTOCOBHO, 1H(GOpMaIlI0, MApKOBaHY 3T1IHO 3 miamyHKToM 10.4.5.
nyHkTy 10 po3ainy Il nporo goaatkys;

7) HoMep mapTil 4u cepiifHuil Homep BupoOy micis cimis "HOMEP ITAPTII" un
"CEPIMHMU HOMEP" ab6o ekBiBaJ€HTHOI'O IMO3HAYCHHS, 3aJIC)KHO Bij] BUIIAJIKY;

8) xon UDI, 3aznauenuit y mynkti 130 niboro TexHi4HOTO periaMeHTy 1 YaCTHUHI
B nonartky 6;

9) uiTke 3a3HAYCHHS TEPMiHy OE3MEYHOr0 BUKOPUCTAHHS YW IMIUIAHTAIii
BUpOOYy (TEpMIHY MPHUAATHOCTI), 13 3a3HAYEHHSM, SKIIO 3aCTOCOBHO, IIOHAWMEHIIIE
POKY 1 MiCSIIS;

10) sikio TepmiH IPUAATHOCTI HE 3a3HAYCHU, NaTy oro BupoOHuITBa. JaTta
BUPOOHUIITBA MOKe OyTU BKazaHa y CKJIaJi HOMepa mapTii abo cepiiitHoro Homepa 3a
YMOBH, 110 11 MOKHA YITKO 11€HTU(IKYBaTH;

11) 3a3HaueHHs OyIb-SKUX CIEIlaTbHUX 3aCTOCOBHUX YMOB 30€pirantsi BUpoOy
Ta/ab0 MOBOKEHHS 3 BUPOOOM;

12) saxmo BuUpIO MMOCTA4arOTh y CTEPWIBHOMY CTaHl, 3a3HAY€HHS IPO
CTEpWJIbHUN CTaH BUPOOY Ta METO/I CTEpUJTI3aIlii;

13) monepemkeHHss a00 3acTepeKeHHs, K1 MOBUHHI OYTH JOBEJCHI A0 BiJoMa
KOpPHUCTYyBada BUPOOy 4 Oy/ib-sIKO1 1HIIOT 0cOOM. 3a3HaueHa iHpopMallisi Moxe 0yTu
3BEJICHOIO JI0 MiHIMYMY; B TAKOMY BUTIAJIKy JeTaldbHa 1H()OpMaIlis TOBUHHA MI1CTUTHUCS
B IHCTPYKIUISAX 13 3aCTOCYBAHHS 3 YpaxyBaHHSIM LIJIbOBUX KOPUCTYBAYIB;

14) sikio BUp1O mpHU3HAYEHUH AJI1 OJHOPA30BOI0 BUKOPHUCTAHHS, 3a3HAUYEHHS
UbOTO (haAKTY;

15) axmo Bupi® € BUpoOOM OJHOPA30BOIO BUKOPUCTAHHS, IKHI OYB TOBTOPHO
o0OpoOneHul, 3a3HaueHHd UbOro (aKTy, KUIBKICTh YK€ MPOBEICHUX IUKJIIB
MIOBTOPHOTO 00pOOJIEHHS Ta Oy 1b-51Ki 00OMEXEHHS 111010 KUIBKOCTI IIUKJI1B TOBTOPHOTO
00po0IICHHS;

16) six1i0 BupiO BUTOTOBJISHUM HA 3aMOBJICHHS, CJI0Ba "BUPIO BUTOTOBIICHHM HA
3aMOBJICHHA";

17) 3a3HaueHHS TOrO, IO BHUPIO € MeauYyHUM BuUpoOOM. SKio BupiO
NPU3HAYCHUN JIMINE IS KIIHIYHUX JOCHIDKEHb, CjoBa "IMWIE IS KIHIYHUX
JTIOCJIIIKEHB";
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18) y Bunaaxy Bupo0iB, 10 CKIAAAIOTHCSA 13 PEYOBUH UM MOETHAHB PEYOBHH, SKi
pU3HAYCHI AJs BBEACHHS B OpraHi3M JIIOJUHHU 4yepe3 OTBip Tina abo amuikamii Ha
HIKipY, Ta siKi a0COpOYIOTHCS JTIOACHKUM TUTIOM a00 JIOKATbHO MOTJIMHAIOTHECSA B HBOMY,
3araJlbHUN SIKICHUN CKJIaJl BUPOOY Ta KUTbKICHY 1H(QOPMAIIIIO PO OCHOBHI CKJIaIHUKH,
K1 3a0€3MeuyI0Th BUKOHAHHS OCHOBHOTO I[IJTbOBOTO IPU3HAUCHHS;

19) nnst akTUBHUX BUPOOIB, K1 IMIUIAHTYIOTh, CEPIHHUI HOMED, a AJIS 1HIINX
BUPOOI1B, SIKI IMIJIAHTYIOTh, CEpIMHUN HOMEp YM HOMEp MapTii.

23.3. Indopmariis Ha TaKyBaHHI, IO MIATPUMYE CTEPHIBHUN CTaH BUPOOY
("cTepuibHE MaKyBaHHA"):

Ha crepunbHOMY MakyBaHHI HOBHHHI OyTH 3a3HA4YCHI TaKl JaHi:

1) mo3HaueHHs1, sIKe 103BOJISIE 1ICHTU(IKYBATH CTEPUIIbHE TTAKyBaHHS SIK TakKe,
2) nekJapartisi mpo Te, 1110 BUPIO € CTepUIIHLHUM,

3) meTo 1 cTepuIi3aIiii,

4) HaliMeHyBaHHS 1 ajgpecy BUPOOHHKA,

5) onuc BUpOOYy,

6) AKIO0 BUPIO MpU3HAYCHUM I KIIHIYHUX JOCIIJKEHb, CJIOBa 'JUINE IS
KJIIHIYHUX JTOCTIJKEHB",

7) K110 BUPIO BUTOTOBJICHUM HA 3aMOBJICHHS, CJI0Ba "BUPiO BUTOTOBJICHUN Ha
3aMOBJICHHS",

8) Mics1b 1 pIK BUPOOHUIITBA,

9) uiTke 3a3HauYeHHS TEpMiHYy O€3MEYHOr0 BUKOPUCTAHHS YM IMIUIAHTAIlil
BUpOOY, 13 3a3HAYCHHSIM IIOHAWMEHIIIE POKY 1 MICSIIs, Ta

10) pexkoMmeHmaiir0 3BEPHYTHCS [0 IHCTPYKIIi 13 3aCTOCYBaHHS Yy pasi
MOIIKO/DKEHHST 200 HEHAaBMHUCHOTO BIAKPUTTS CTEPUIILHOTO TIAKyBaHHS [0
BUKOPHCTAHHS.

23.4. Tudopmartis B IHCTPYKIIIi 13 3aCTOCYBaHHS
[HCTpyKILIs 13 3aCTOCYBaHHS MOBUHHA MICTUTH yC1 3a3HaY€HI HUXKYE J1aHl:

1) nani, 3a3HaveHi B miamyHkrax 1, 3, 5, 6, 11, 12, 14 ta 18 mianyukry 23.2.
nyHkty 23 po3auty I iporo nogatky;

2) uIIbOBE MPU3HAYECHHSI BUPOOY 13 3a3HAYEHHSIM MOKa3aHb, MPOTUIIOKA3aHb,
LIJTLOBUX IPYIl NAIIEHTIB, @ TAKOXK IIJIbOBUX KOPUCTYBAUiB, Y BIANOBIAHUX BUMAJKaX;

3) SIKILIO 3aCTOCOBHO, CIielM(]iKali0 OYIKYBAHOI KIIIHIYHOT KOPHUCTI;

4) sKIIO 3aCTOCOBHO, TMOCHWJIAHHS Ha pe3toMe 3 Oe3MeYHOCTI Ta KIIHIYHOT
e(peKTUBHOCTI, 3a3HaueHe y myHKTax 157-159 nporo TexHIYHOTO periaMeHTy;

5) XxapakTepucTuku ePeKTUBHOCTI BUPOOY;
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6) SKIIO 3aCTOCOBHO, iH(OPMAIiIO, KA IO3BOJSE MEAMYHOMY TPAI[iBHUKY
NEPEBIPUTH, YU MITXOAUTHh BUPIO, Ta 00paTH BiMOBIAHI MpOrpamMHe 3a0e3MeUeHHs Ta
aKcecyapu;

7) Oy 1b-5K1 3aJIMIIKOBI pU3HKH, TPOTUIOKAa3aHH: Ta Oy/1b-sK1 HeOaxkaH1 MoO1uH1
edekTn, 30KpeMa iHpOpMaIlio, sSKa TMOBHHHA OyTH HaJgaHa TMAaIll€EHTy B I[bOMY
KOHTEKCTI,

8) cmermudikamii, HEOOXITHI KOPUCTyBauy JJisi BHUKOPUCTaHHS BHPOOY
HaJIC)KHUM YMHOM, HAITPUKJIAJI, SKIT0 BUP1O Ma€e (hYHKITII0 BUMIpIOBAaHHS, BCTAHOBJICHY
TOYHICTh BUMIPIOBAHHSI;

9) neranpHy 1H(MOpPMaIiO TIPO Oyab-sKe 00poOeHHs abo 1HII Aii 3 BUpOOOM,
K1 HEOOXIJIHO 3IIWCHUTH TIepe]l MOoro BUKOPHUCTaHHAM abo y Tporeci Horo
BUKOPHUCTAHHS, TaKl K CTEPHIII3allisl, MOHTAX, KaJlOpyBaHHS TOIIO, 30KpeMa PiBEHb
ne3indexiii, HeoOXiTHUM g 3a0e3nedeHHs Oe3IMeKu Ialli€eHTa, Ta BCl JOCTYIIHI
METOJH JJIsl JOCSATHEHHS TAKOTO PiBHSA Je31H(DEKIIIT;

10) Oyap-siKi BUMOTH 1010 CHEHIAIbBHUX MPUMIIIEHb, CTICI[IadbHO1 MiATOTOBKH
a0bo crienianpHO1 KBaTi(pikalii KOpucTyBayiB BUpoOy Ta/abo 1HIIKX 0Ci0;

11) 1 opmariito, HeOOXIAHY JUIsl IEPEBIPKU MPABUIBHOCTI MOHTaXXy BUpPOOy Ta
Horo roToBHOCTI 10 Oe3neyHoi poOOTH, fAK TmepeadayeHo BUPOOHHKOM, 3a
HEOOX1THOCT1 pa3oM 13:

- JIeTaJbHOIO 1H(OPMALIIEI0 MO0 XapaKTepy MW 4acTOTH MpoiIaKTUYHOTO 1
peryJsipHOTO OOCIYrOBYBaHHS, a TaKOXX OYJIb-SKOTO MiJATOTOBYOIO OYMILIECHHS YU
ne3indexiii,

- BHU3HAYCHHSM Oy/b-SIKUX BUTPATHHX MaTepiajiB 4u akcecyapiB Ta Crocoly
iXHBOI 3aMiHH,
- 1H(opmMariiero npo Oyab-sKe HEOOXiaHE KaliOpyBaHHS IJisi 3a0€3MeUeHHS

HajexxHo1 1 Oe3meyHoi poboTu BUPOOY MPOTATOM HOro mnependadyeHoro CTPOKY
CITy>k0u, Ta

- METOJaMH YyCYHEHHsI PU3HUKIB, 3 IKUMH CTUKAIOThCS 0COOU, 110 OEpyTh y4acTh
y MOHTa1, KaJIIOpyBaHH1 4 00CIIyTrOBYBaHHI BUPOOIB;

12) gm0 BUpiO MOCTa4yarOTh CTEPUIIBHUM, IHCTPYKLII HA BUIAA0K
MOIIKO/KEHHT a00 HEHAaBMHCHOTO BIAKPUTTS CTEPUIIBHOTO MAKyBaHHS [0
BUKOPHUCTAHHS;

13) sixiro BupiO mocTavyar0Th HECTEPUITLHUM, TIPOTE TIEPe0aqar0Th, 110 BiH Ma€
MPOWTHU CTEPWITI3AIlii0 Tepes] BUKOPUCTAHHSIM, BIAMOBIAHI I1HCTPYKINI IIO0
CTepUJIi3arlii;

14) sxmo Bupid € BUpoOOM OaratopazoBOTO BUKOPUCTAHHS, 1H(OpMAIliIO Mpo
BIJIMOBIJTHI TIPOIECH JIJI1 WOTrO TOBTOPHOTO BUKOPHMCTAHHS, 30KpEMa, OYHIICHHSI,
ne31H(EeKINo, TaKyBaHHs Ta, y BIMOBIIHIUX BUTIAJKAX, BaJiJOBAaHUI METOI MTOBTOPHOL
crepwiizarii. [loBuaHa Oyt HajmaHa 1HGOpPMAITs I BUSHAYEHHS TOTO, KOJHM BHUPIO
Olbllle HE MOKHA BHKOPHUCTOBYBAaTHM MOBTOPHO, HAMPHUKIIAJ, O3HAKUA MOTIPIICHHS
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BJIACTUBOCTEH Marepiamy ab0 MakCUMallbHa KIJTBKICTh JO3BOJICHUX ITUKJIIB
MOBTOPHOTO BUKOPUCTAHHS;

15) 3a3HaueHHs, 3a HEOOXIIHOCTI, IO BUPIO Moke OyTH BUKOPHUCTAHUUN
MOBTOPHO JIMIIIE 32 YMOBU HWOTO BiIHOBJICHHS TIiJ] BiAMOBITATBHICT, BUPOOHUKA IS
3a0€3MEeUYCHHs] WOro BIAMOBIAHOCTI 3arajJlbHUM BUMOTaM 3 O€3MeYHOCTI Ta
e(eKTUBHOCTI;

16) sxmo Ha BHpPOOI 3a3HAYEHO, IO BiH MPHU3HAYEHUU JUISI OJHOPA30BOTO
BUKOPHUCTaHHA, 1H(OpMaILii0 Mpo BiOMI BUPOOHHMKY XapaKTEPUCTHUKH Ta TEXHIYHI
bakTopH, K1 MOKYTh CTAHOBUTH PU3UK Y pa3i HOro MoBTOPHOT0 BUKOpUCTaHHA. Taka
iHQopMallis TOBUHHA TPYHTYBAaTHCS Ha BIAMOBIAHOMY pO3JUII JOKYMEHTAIli 3
YOPaBIIHHSA PU3UKAMU BUPOOHUKA, B SIKIM MOBMHEH MICTUTHUCS NI€TaJbHUN PO3TIISA
TaKNX XapaKTePUCTUK 1 TEXHIYHUX (aKTOPIB. AKIIO 3T1HO 3 MIAMYHKTOM 4 TAMYHKTY
23.1. nmynkry 23 poszaity III mporo momaTky, iHCTPyKIii 13 3aCTOCYBaHHS HE €
00OB’SI3KOBUMH, 3a3HayeHa I1H(pOpMallisi MOBMHHA HAJaBaTHCS KOPUCTyBady 3a
3aIATOM;

17) nnst BupoO1B, MpU3HAYEHUX ISl BUKOPUCTAHHS Pa30M 3 IHIIMMU BUPOOAMHU
Ta/ab0 00J1aIHAHHSM 3araJIbHOTO TPU3HAYCHHS:

- 1HQopManio a8 1AeHTU(IKalli Takux BUPOOIB 4K OOJIATHAHHS IS
OTpUMaHHA 0€3MEeYHOr0 MO€ETHAHHS, Ta/a00

- 1H(opMario 1po Oyab-sKi BIIOMI OOMEXEHHS y TOEIHAHHI BUPOOIB Ta
00J1aIHAHHS;

18) sik1o BupiO BUIMyCKa€e BUTPOMIHIOBAHHS JIJISI MEAMYHUX IT1JICH:

- JeTanbHy 1H(OpMaIio Mpo XapakTep, TUN Ta, y BIAMNOBIIHUX BUMAJKAX,
MOTYXKHICTh Ta PO3MOIIJ TAKOTO BUIIPOMIHIOBAHHS,

- 3aco0M 3aXHMCTy TaIli€HTa, KOPUCTyBavya YU 1HIIOI OCOOM BiJ BHIAJIKOBOIO
OTPOMIHEHHS y TPOIECl BUKOPUCTAHHS BUPOOY;

19) iudopmariro, sika 3abe3neuye MoiHGOPMOBAHICTh KOpUCTyBada Ta/abo
narieHTa npo Oyab-sAKi MonepeKeHHs, 3a001KHI 3aX0A1, MPOTUITOKA3aHHS, 3aXO0/IH,
SAKUX HEOOXIJTHO BXKWUTHU, Ta OOMEXKEHHSI Y BUKOPHCTaHHI, SIKI CTOCYIOThCSI BUPOOY.
Taka iH(popMallisl NOBUHHA, Y BIANOBIAHMX BHUMNAAKAX, JO03BOJSATH KOPUCTYyBady
KOPOTKO TOIH(OpPMYBaTH mMaIlleHTa TMpPO TMOMEPEPKEHHs, 3amo0iKHI 3aXO0/H,
MPOTUIIOKA3aHHA Ta 3aXOJH, SKUX HEOOXITHO BXHTH, a TaKOX OOMEXEHHS Yy
BUKOPHUCTaHHI, SIKI CTOCYIOTBhCS BHpPOOY. 3ajeHO BiJ BUNAAKY, Taka 1H(opmaris
MOBUHHA OXOIUTIOBATH:

- TIOTNepeKEHHs, 3an001KHI 3aX0/I1 Ta/a00 3aXO0/H, SIKUX HEOOXITHO BKUTH y
BUIIAJIKYy HECTPABHOCTI BUPOOY YM 3MiH B €(DEKTUBHOCTI HOTO pOOOTH, SKI MOXKYTh
BIUTMHYTH Ha O€3MEeYHICTb,

- TIOTIepE/KEHHS, 3amo0KHI 3aX0Iu Ta/ab0 3aX01u, SKHX HEOOX1JTHO BXKHTH
I0JI0 BIUTMBY 00’ €KTUBHO TepeadadyBaHUX 30BHINIHIX (PAKTOPIB UM YMOB JOBKLIIA,
TaKMX SK MAarHiTHI TOJis, 30BHIIIHI €JEKTPUYHUN Ta €JIEKTPOMArHITHUNA BIUIMBH,
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CJIEKTPOCTATUYHI PO3PSAIU, BUMPOMIHIOBAHHS, TOB’sI3aHE 3 JIAarHOCTUYHUMHU YU
TEpaneBTUYHUMH MPOIIeTypaMu, THCK, BOJIOTICTh a00 TeMIieparypa,

- TIONEPEKEHHs, 3aMmo0KHI 3aX0au Ta/ab0 3aX0/aH, SKUX HEOOXITHO BXXHUTH
IIOJI0 PU3HKIB 3aBajl, OB SI3aHUX 13 00’€KTUBHO MepeadadyBaHUM BUKOPUCTAHHSIM
BUpOOY MiJ Yac crenuiyHuX JIarHOCTHYHUX TOCIIKEHb, OLIHIOBaHb, Tepamii abo
IHIIUX TPOILENyp, TAKUX SK EJICKTPOMArHiTHI 3aBajid, sIKI CTBOpIOE BUPIO Ta sKi
BIUTMBAIOTH Ha 1HILIE O0JIaIHAHHS,

- SIKIIO BUPIO MpU3HAYEHUN JJIsI BBEJEHHS JIKApChKHX 3ac001B, TKAHUH a00
KJIITHH JIFOJICBKOTO YM TBAPUHHOT'O MOXOKEHHS, a00 iX MOXIIHUX a00 O10JIOTTYHHX
pEUYOBHUH, Oy/1b-sKI OOMEKEHHS Y BUOOP1 TAKUX PEUOBHH UM 1X CYMICHOCTI,

- TIOTEPE/KEHHsI, 3amoODKHI 3axoau Ta/abo OOMEKEHHs, IIOB’s3aHl 3
JIKApCHhKOIO PEUYOBUHOIO YK O10JIOTIYHUM MaTepiajioM, siKi BKIIIOUEHI J0 BUPOOY SK
HOTo HEB1J €MHA YaCTHUHA; Ta

- 3anoOXKHI 3aX0/JH, MOB’sA3aHl 3 BKIIOUYEHUMH 10 BUPOOy Marepianamu, siKi
MICTATh KaHILIEPOTE€HHI, MYyTareHHI a00 TOKCHYHI JJsi PEnpOIyKTUBHOI (PYHKIII
pedyoBrHN (CMR-pe4oBUHM) UK PEYOBHHH, SIKI pyHHYIOTh EHIOKPHUHHY CHUCTEMY, 200
CKJIQJIAI0ThCA 3 TAKUX PEUYOBUH, a00 PEUOBHUH, SIKI MOXKYTh BUKJIUKATH B MaI[l€HTa YU
KOpPHCTYyBaua CEHCUOUTI3alliI0 YU aJepriuHy PEakKiliio;

20) y Bunaaxky BupoOiB, 110 CKJIAJAIOTHCS 13 PEYOBUH UM MTOETHAHb PEUOBHH, SIK1
MPU3HAYEH]1 JIJIsl BBEICHHSI B OPTaHi3M JIIOJJUHU Ta a0COpOYIOThCA JIFOICHKUM TLIOM 200
JIOKAJIbHO TOTJIMHAIOTHCA B HHOMY, MOMEPEIPKEHHS 1 3alI001KHI 3aX0/1, 3aJIEKHO Bijl
BUIAJIKY, TIOB’S13aH1 3 3arajbHUM MpodiieM B3aeMojii BUpOOy Ta HOTo MPOIYKTIB
MeTaboJ13My 3 IHIIMMH BUPOOAMH, JTIKAPCHKUMH 3ac00aMU Ta 1HIIUMHA PEUOBUHAMU,
a TaKoX MPOTHUIOKa3aHHs, HeOakaHi TMOOIYHI ePEeKTH Ta PHU3UKH, TOB’sI3aHI 3
Nepe103yBaHHSIM;

21) y Bumagky BuUpPOOIB, SKI IMIUIAHTYIOTh, 3arajibHy SIKICHY W KUIBKICHY
1H(pOopMaIlito PO MaTeplaau il peYOBUHU, BIUIMBY SIKUX 3a3HAIOTH MALll€HTH;

22) momnepeKeHHS YM 3amo0DKHI 3aX0Id, SKUX NOTPIOHO BXHUTH IS
CIpouIeHHs 0e3Me4HOi yTUili3allii BUpoOy, oro akcecyapiB Ta BATPATHUX MaTepialliB,
Kl 3 HUIM BHUKOPUCTOBYIOTb, 32 HASIBHOCTI. 3aJI€KHO BiJl BUMAJKY, Taka 1HQOpMAaLis
MOBUHHA OXOIUTIOBATH:

- 1H(QexuiHi Ta MIKpOOHI HeOe3NMeKH, Taki SK EKCIUIAHTaTH, TOJKU Ta
XIpypriui 1HCTPYMEHTH, 3a0pyJHEHI TMOTEHIIMHO 1H(PEKIIMHUMH pPEUYOBUHAMU
JIOACHKOTO MOXOKEHHS, Ta

- (bi3uuH1 3arpo3u, HAMPUKIIA, BiJ] TOCTPUX MIPEIMETIB.

Sxmo 3rigHo 3 miamyHkToM 4 miamyHkty 23.1. myHkty 23 posainy I mporo
JOJIaTKy, THCTPYKII 13 3aCTOCYyBaHHSI HE € 000B’SA3KOBMMHM, 3a3HA4YCHA 1HQOpMAIIis
MOBUHHA HAJ[aBaTHCs KOPUCTYBAUy 3a 3alUTOM;

23) nns BupoOiB, NpPHU3HAYEHUX JJIsI BHUKOPUCTAHHS HECIEIialiCTaMH,
00CTaBHHH, 32 SIKUX KOPUCTYBa4d MTOBUHEH 3BEPHYTHUCS IO MEIUIHOTO MPaIliBHUKA;
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24) nna BupoOiB, MO MIAMANAIOTH MIJ M0 MHOTO TEXHIYHOTO PETJIaMEHTY
3TiAHO 3 MyHKTOM 3 1150r0 TEeXHIYHOTO perjiaMeHTy, iH(hOpMallilo MIOA0 BiACYTHOCTI
KJIIHIYHOT KOPHCTI Ta PU3HKIB, TTOB’I3aHMUX 13 BUKOPUCTAHHIM BUPOOY;

25) maty BUIYCKY IHCTPYKIIi 13 3aCTOCYBaHHS 4, SIKIIIO 11 Meperisiiany, 1aTy
BUITYCKY 1 TO3HAYEHHS OCTaHHBOT peJaKilii IHCTPYKIIi 13 3aCTOCYBaHHS;

26) mam’ATKy AJi1 KOpHCTyBada Ta/a00 Mali€eHTa Mpo Te, 0 Oyab-sKHii
CepHO3HUHN 1HIMJEHT, SKUM TpamuBCs 13 BUPOOOM, MOBHHEH OYTH TMOBITOMIICHUMN
BUPOOHUKY 1 BIJMIOBITHOMY OpraHy JAep>KaBHOT'O PUHKOBOTO HAIJISAY;

27) iHdopmariito, IKy HaJalOTh MAIIEHTY 3 IMIJIAHTOBAHUM BHPOOOM 3T1IHO 3
nyakTamu 101-103 nporo TexHIYHOrO perjaaMeHTy;

28) s BUpoOIB, 10 BKIIOYAIOTh €JIEKTPOHHI MPOTpaMOBaHi CUCTEMH, B TOMY
YHCJII porpaMHe 3a0e3neueHHs, ado MmporpaMHe 3a0e3NeueHHs, IKe € CAaMOCTIMHUM
BUpPOOOM, MiIHIMAJIbHI BUMOTH JI0 amapaTHoro 3abesneueHHs, xapaktepucTtuk [T-
Mepex Ta 3axoniB IT-0e3neku, 30kpeMa, 3aXHCTy BijJl HECAaHKLIOHOBAHOTO JOCTYIY,
Kl € HEOOXIAHUMHU sl 3a0€3MeueHHS POOOTH MPOTPAMHOrO 3a0E3MEUeHHS 3a
TIPU3HAYCHHSIM.

24. Bumoru 10 MOBH 1H(popMaIlli, ika HaTa€ThCs BUPOOHUKOM
24.1. Indbopmartis, sika HaTA€ETbCSI BUPOOHUKOM:

1) IncTpykiii 13 3aCTOCYBaHHsS BHUKJIAAAlOThCA JEPKABHOIO MOBOKO Ta, 3a
HEeOOX1JHOCTI, IHIMMMHA MOBaMH;

2) MapKyBaHHs BUPOOY 31MCHIOETHCA JEP>KaBHOIO MOBOIO Ta, 32 HEOOX1THOCTI,
IHIITUMH MOBAaMU;

3) Ha3Ba Ta ajJpeca BUPOOHUKA, SIKUM HE € Pe3UICHTOM Y KpaiHU, BUKJIATA€ThCS
AHTJIIMCBKOI0 MOBOIO Ta, 3a HEOOXIJHOCTI, IHIIMMH MOBaMHM, SKI JO3BOJISIOTh
JUCTYBATHUCh 13 BUPOOHHKOM.
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JonaTok 2
10 TexHiYHOTrO perjiaMmeHTy

1010 MeINYHUX BUPOOIB

TEXHIYHA JOKYMEHTANIA

TexniuHa mOKyMEHTallisl Ta, SKIIO 3aCTOCOBHO, ii pe3loMe, CKJIaJCHI
BUPOOHUKOM, MOBHHHI OYTHU TpEACTaBIICH] Yy YITKWW, OpraHi30BaHUM, 3pyUHUN IJIs
MOIIYKy W OJHO3HAYHMUM CIOCiO, Ta TIOBHHHI MICTUTH, 30KpeMa, €JIEMEHTH,
nepepaxoBaHi B IIbOMY JIOAATKY.

1. OIUC 1 CHEOU®IKALISL BHPOBY, BKJIIOYAIOUM WKOI'O
MOJU®PIKALII TA AKCECYAPU

1.1. Onuc 1 cnenudikarriss BUpoOy

1) HaliMeHyBaHHS 4YM TOProBe€ HaMEHYBaHHsS Ta 3arajlbHUi omuc BUPOOY,
30KpeMa MOro LIJIbOBE MPU3HAYEHHS Ta IUIbOB1 KOPUCTYBayl;

2) ocHoBuuii UDI-DI, sk 3a3naueHo B vactuHi B nmomatky 6, mpucBoeHUi
BIJIIOBITHOMY BHUpPOOY BHUPOOHUKOM, SIK TUIBKM 1IEHTH(IKALI TAKOr0 BHUPOOY
3nicHIOBaTUMYTh 3a jgomomoroiro cuctemMu UDI, abo wuitka ineHTudikaimis 3a
JOTIOMOT'00 KOJTy BUPOOY, HOMEPY 32 KaTaJIOrOM YH IHIIUX OAHO3HAYHHUX JOBIAKOBUX
JAHUX, K1 320€3MeUyI0Th IPOCTEKYBAHICTD;

3) minpoBa rpyria MarieHTIB 1 MEIMYHI CTaHH, SK1 Iepea0avYeHo J11arHOCTyBaTH,
JIKyBaTU Ta/ab0 BIACTEXKYyBaTH, a TaKOX IHINI YMOBH, Taki K KpUTepii BiAOOpY
MaIl€HTIB, TTOKAa3aHHs, MPOTUITOKA3aHHS, TIOTICPEKCHHS;

4) npuHIMOU poOoTu BUpPOOy Ta MEXaHi3M HOro 1ii, 3a HEOOXIIHOCTI, 13
HAyKOBUM IMIITBEPIKCHHSIM;

5) oOTpyHTYBaHHSI PETYJIATOPHOTO CTaTyCy BUPOOY;

6) KJ1ac pU3UKy BUPOOY Ta OOIPYHTYBaHHS ITpaBUJI Kilacudikailii, 3aCTOCOBaHUX
3T1JIHO 13 JOJAaTKOM &;

7) nosicHeHHs1 Oy1b-IKUX 1HHOBAIIHUX (PYHKI[IH;

8) omuc akcecyapiB AJjig BUpoOy, IHIIMX BUPOOIB Ta IHILOT MPOAYKIIii, IKa HE €
BUPOOAMHU Ta MPU3HAYEHI JUIsl BAKOPUCTAHHS B TIOE€JHAHHI 3 BUPOOOM;

9) omuc uyM MOBHUHM mepenik Bcix Moaudikamiil (koH(irypariii/Bapiariii)
BUPOOY, SIKI IJIAHYIOTh HAJaBaTH HA PUHKY;

10) 3arasbHMII OMHMC KIIOYOBHX (YHKIIOHATBHUX €JEMEHTIB BUPOOY,
HAMPUKJIa], WOro CKJIQJ0BHX YACTHH/KOMIIOHEHTIB (30KpemMa, MpPOrpaMHOrO
3a0e3MeUeHHsI, 38 HEOOX1THOCTI1), HOTO CKIIay, (DYHKIIIOHAILHUX MOXKJIMBOCTEH Ta, 3a
HEOOX1THOCTI, IKICHOTO Ta KUTHKICHOTO CKJIaay. Y BIAMOBIIHUX BUTIAKAX 11€ TOBUHHO
BKJIFOYATH MMpOMapKoBaHi rpadivni 300pakeHHs (Hanpukian, rpadiku, pororpadii ta
KPECIICHHS), Ha SKHX YITKO TO3Ha4YeHl KIIOYOB1 CKJIAJ0Bl YaCTHHH/KOMIIOHCHTH,
30KpeMa, JOCTAaTHE TMOSACHEHHS Il 3a0e3MeyYeHHs] PO3YMIHHS TaKUX KpECJIEHb 1
rpadikis;
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11) onuc cupoBUHM, IO BKIIOYEHA 10 KIIFOYOBUX (PYHKI[IOHAJIHLHUX €IEMEHTIB
Ta 0e3MocepeIHhO UM OMOCEPEAKOBAHO KOHTAKTYE 3 JIFOJICBKUM TLIOM, HAIPUKIIAT, Y
MPOIIECT EKCTPAKOPIOPAIBHOT IUPKYJISILIT PIAUH OpraHi3My;

12) TexuiuHi cnemudikamii, Taki SK (QYHKIII, BUMIpH Ta (PYHKI[IOHAJIBHI
XapaKTepUCTHKU BUPOOY Ta OyAb-saKuX ioro moaudikariil (koHdirypariii/Bapiariiii)
Ta aKcecyapiB, sIKi, SIK TpPaBUJIO, 3TaayioTh, y crHenudikamisix BHpoOy HaJaHUX
KOpHCTyBady, HAPUKJIAA, y Opolrypax, KaTajiorax Ta mogiOHUX myOmiKallisx.

1.2. IlocunanHs Ha MOMEPE/IHI Ta MO/10HI MOKOJIIHHS BUPOOY

1) ornsm mornepeHbOro MOKOIIHHS UM TOKOIiHB BUPOOY, SIKI BUTOTOBIISUIUCH
BUPOOHUKOM, SIKIIIO TaKi ICHYIOTb;

2) orJisa BUSBICHUX aHAJIOTTYHUX BUPOOIB, JOCTYIHUX HA PUHKY YKpaiHU 4H
Ha MDKHAPOJHOMY PUHKY, SIKIIO TaKl ICHYIOTb.

2. IHOOPMAIIA, AKA IIOBUHHA BYTU HAJJAHA BUPOBHNKOM
IloBHUY KOMIUJIEKT:

- E©TUKETKHU YM €TUKETOK Ha BUPOOI1 1 Ha IOro MmaKyBaHHI, TAKOMY SIK [TaKyBaHHS
OJIMHULII, CIIO’KMBYE NMAKyBAaHHS, TPAHCIOPTHE MaKyBaHHS 3a HAsBHOCTI OCOOJIMBUX
YMOB TPaHCINOPTYBaHHS, JEPKABHOIO MOBOIO 3rifHO 13 3akoHOM Ykpainu "IIpo
3a0e3nedeHHs PyHKIIOHYBaHHS YKPaiHChKOI MOBH SIK JIepKaBHO1";

- IHCTPYKIUIM 13 3aCTOCYBAHHS I€PKABHOIO MOBOIO 3T1JHO 13 3aKOHOM Y KpaiHH
"IIpo 3a6e3mneueHHs HyHKIIIOHYBaHHS YKPAaiHChKOT MOBH SIK JIEp>KaBHOI".

3. IHOOPMAIIA IOJ0 ITPOEKTYBAHHA I BUPOGHUIITBA

1) indopmaitisi, sika T03BOJISIE BCTAHOBUTH Ta PO3YyMITH CTajii MPOEKTYBaHHS,
3aCTOCOBHI 70 BUPOOY;

2) moBHa iH(opMarlig 1 crnenudikaiii, 30kpemMa, Mpo BUPOOHUYI MPOIECH Ta
iXHIO BaifaIliio, J10JaTKOBI pEUOBHMHU (a1’ FOBAHTH), O€3MepepBHUN MOHITOPUHT Ta
nepeBipKy KiHIEeBOi mpoaykKiii. JlaHi MOBUHHI OyTH MOBHICTIO BKJIFOUEHI B TEXHIYHY
JIOKYMEHTAIIII0;

3) inentudikaruis ycix o0’ €KTiB, 30KpeMa, MOCTAYAIbHUKIB 1 CyOIiIpsSTHUKIB, 3a
JIOTIOMOTO10 SIKUX 3[1MCHIOIOTh AISUTBHICTD 13 MPOEKTYBaHHS Ta BUPOOHUIITBA.

4. 3AT'AJIBHI BUMOI'U 3 BE3IIEYHOCTI TA EOEKTUBHOCTI

JlokyMeHTaIlisi TOBUHHA MICTUTH 1H(POPMAIIitO 1JIsI IEMOHCTpallii BiAMOBI THOCTI
3arajJbHUM BUMOTaM 3 0€3MEeYHOCTI Ta €()eKTUBHOCTI, BCTAHOBJIEHUM Yy JOJATKy 1,
3aCTOCOBHUM JI0 BUPOOY 3 ypaxyBaHHSM HOTO IIJTLOBOTO MPU3HAYCHHS, a TaKOX
MOBMHHA MICTUTH OOTPYHTYBaHHS, BaJJAIlil0 Ta BepUQIKAIIO PIIICHb, YXBAJICHUX
TS 3a0€3MeUYCHHS BIAOBITHOCTI 3a3HAYCHUM BUMOTaM. JleMOHCTpaIlis BiOBITHOCTI
ITOBHMHHA BKJIFOYATH:

1) 3aranpHl BUMOTH 3 O€3MEYHOCTI Ta €PEKTUBHOCTI, SIKI 3aCTOCOBYIOThH [0
BUPOOY, Ta MOSCHEHHS MPUYWH HE3aCTOCYBaHHS 1HITUX BUMOT;
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2) meton ab0 METOaH, SIKi BUKOPUCTOBYIOTh ISl IEMOHCTpAIlii BiAMOBITHOCTI
KOXHI/ 3aCTOCOBHIN BUMO31 3 6€3MeYHOCTI Ta €(HEKTUBHOCTI;

3) HaIioOHaJIbHI CTaHAapTH, 3araibHi crenudikamii (CS) uu iHII 3acToCOBaHI
pIIICHHS; Ta

4) TouHy iAeHTU(]IKAII0 KOHTPOJIHOBAHUX JOKYMEHTIB, IIO MICTATH JIOKa3u
BIJIMTOBITHOCTI KOKHOMY HaIllOHAJTBHOMY CTaHIapTy, 3aranbHii cnerudikaiii (CS)
ab0 1HIIOMY METOAY, 3aCTOCOBHOMY [IJISi JIEMOHCTpAIIil BiAMOBIIHOCTI, 3arajJlbHUM
BUMOTaM 3 0e3neyHocTi Ta epekTuBHOCTI. [HopMalris, 3a3HaueHa B 1bOMY IYyHKTI,
MOBHHHA MICTUTH MIEPEXPECHE OCUIIAaHHS Ha MICIIe3HAXOKCHHS 3a3HaUYeHUX JJOKa3iB
y TIOBHIM TEXHIYHIA JOKyMEHTaIlli Ta, SKIO 3aCTOCOBHO, B PE3IOME TEXHIYHOI
JIOKyMEHTAITi.

5. AHAJII3 CIIBBIJHOHIIEHHA KOPUCTbH-PU3UK TA VYIIPABJIIHHA
PU3NKAMMU

JlokymeHTallis HOBUHHA MICTUTH 1H(OPMAIIIIO MPO:

1) aHami3 CHiBBIIHOIIEHHS KOPHUCTh-PU3MK, 3a3HAYEHW y myHKTax | Ta 8
po3ainy | nonatky 1, Ta

2) yXBaJIeHI PIlIEHHs Ta pe3yJIbTaTH YNPABIIHHS PU3UKAMU, 3a3HaY€H1 B TyHKTI1
3 po3nuny I nogatky 1.

6. BEPUGDIKAIIIS TA BAJIJIAITS TTPOYKIIIT

JlokymeHTaIlisi TMOBHMHHA MICTUTA Pe3yJbTaTh 1 KPUTHUYHUN aHali3 Ycix
BUNPOOyBaHb Ta/ab0 JOCHIKeHb 13 Bepudikallii Ta Bajijaiii, MPOBEIASHUX IJIs
JIEMOHCTpAIlii BIAMOBIHOCTI BHPOOY BUMOTAM IILOTO TEXHIYHOTO pErjaMeHTy Ta,
30KpeMa, 3aCTOCOBHUM 3arajJbHUM BUMOTaM 3 O€3MeYHOCTI Ta €PEeKTUBHOCTI.

6.1. JloxmHIYHI Ta KIIHIYHI JaHI

1) pe3ynbratu BUNIPOOyBaHb, TAKUX SIK TEXHIYHI, JIJAOOpATOPHI BUMPOOYBAHHS,
BUNPOOYBAaHHS B YMOBax, IO IMITYIOTh €KCIUTyaTalliiHl, Ta BUIPOOYyBaHHA Ha
TBapHHaX, a TAKOX OI[IHIOBAHHS OMYOJIKOBAHOT JITEpPaTypH, IKa € 3aCTOCOBHOIO JI0
BUpOOY 3 ypaxyBaHHSIM HMOro LIILOBOTO MpU3HAYEHHS a00 MOAIOHMX BHUPOOIB Ta
CTOCYETHCS JOKIIHIYHOI 0€3MeYHOCTI BUPOOy Ta MOT0 BIAMOBIIHOCTI cienupiKaIisaMm;

2) nmeranbHa iH(pOpMaIlis 00 METOJIMKH BUIPOOYBaHHS, MOBHI MPOTOKOJIU
BUNPOOYBAHb UM IOCHIIKEHb, METOIM aHAJI3Y IAHUX B JIONOBHEHHS JI0 PE3IOME JaHUX
1 BUCHOBKIB 32 pe3yjibTaTaMu BUIIPOOYBaHb I10]10, 30KpeMa:

- OlosioriuHOi CcymicHOCTI BuUpoOy, B TOMY 4HCHI, 1ACHTH}IKAMil BCIiX
MarepiamiB, SKi TPSAMO YH OIOCEPEAKOBAHO KOHTAKTYIOTh 13 TMAIIEHTOM YU
KOPHUCTYBa4eM;

- BHU3HA4YCHHS (QI3UYHHX, XIMIYHUX Ta MIKpPOOI10OJIOTIYHUX XapaKTEPUCTHK;

- enexkTpoOe3neKu Ta eIeKTPOMArHIiTHOT CyMICHOCTI,

- Bepu(ikamii ¥ Bamimamii mporpaMHOTO 3a0e3neueHHs (OMUC TPOLECIB
MIPOCKTYBaHHS 1 pO3pOOKH MPOTPAMHOTO 3a0€3MEeUeHHS Ta MATBEPIXKEHHS Baliaarii
MIPOTPAMHOT0 3a0€3MeYEeHHs, 1110 BUKOPUCTOBYETHCS Y TOTOBOMY BUPOOi. 3a3HadueHa



125

iH(popMallig, SK TPaBWIO, BKIIOYAE pPE3IOME pPE3yJbTaTiB yCi€l TISIBbHOCTI 3
Bepudikamii, Bamigamii Ta BUMPOOyBaHb, BUKOHAHOI SK BHYTPINIHBO, TaKk 1 B
IMITOBaHOMY CEPEJIOBUIIl PEealbHOTO KOPHUCTyBaya Iepell OCTaTOYHUM BHITYCKOM.
Bona Takox MOBMHHA OXOIUTIOBATH ycCi BapiaHTh Moaudikamiii (KoH}Irypariii)
arapaTHOTo 3a0e3MeUYeHHs Ta, SKIIO 3aCTOCOBHO, ONEPAIliifHIX CHCTEM, BU3HAYCHHX Y
Ha/IaHiii BUPOOHUKOM 1H(opMaIiii);

- CTaOUIBHICTh, BKJIIOYAIOUM TEPMiH 30€piraHHs; Ta
- e(eKTUBHICTh 1 OC3MEUHICTb.

SKkI110 3aCTOCOBHO, TIOBUHHA OYTH MiATBEP/HKEHA BIAMOBIIHICTh MOJIOKCHHIM
HacranoBu «Jlikapcebki 3acobu. Hanexna nabopatopna npaktuka. CT-H MO3Y 42-
6.0:2008», 3arBepxeHoi Hakazom MO3 Bix 16.02.2009 Ne 95.

SIKo KOJHMX HOBHUX BHUIPOOYBAaHb HE MPOBOAWIIM, JOKYMEHTAIlisl MOBUHHA
BKJIFOYATH OOTPYHTYBaHHS TAKOTO PIIICHHS.

[Ipuknagom Takoro OOIpYHTYBaHHS € Te, 11O BUIPOOYBaHHS O10JIOTTYHOI
CYMICHOCTI 1ICHTHYHUX MaTepiaiiB MPOBOJMIIM P BUKOPUCTAHHI TaKUX MaTeplaiiB
y HornepeaHii Bepcii BUpoOy, sika OyJia 3aKOHHO BBEJIEHA B 00IT YU B €KCIUTyaTallllo;

3) 3BIT 3a pe3yiabTaTaMM KJITHIYHOTO OI[IHIOBAHHS 1 HOrO0 OHOBJICHHSI, a TAKOX
IUTAaH KJTIHIYHOTO OLIHIOBaHHS, 3a3Ha4yeHWd y MyHKTI 246 wuporo TexHiyHOTO
perjlaMeHTy Ta 4yacTuHl A gonatky 14;

4) miaH mocTMapKeTUHroBoro kiiHiuHoro Harsay (PMCF) Tta 3BiT 3a
pe3yibTaTaMu HOTO OIlIHIOBaHHS, 3a3HaueHWid B 4acTuHi b gomatky 14, a6o
OOTpYHTYBaHHsSI TOTO, 4OMYy mocTMapkeTuHroBuil kiiHiyHud Harman (PMCF) He
3aCTOCOBYIOTb.

6.2. JlonatkoBa iH(popmarlisi, ika BUMaraeTbCs B OKPEMHX BUIAIKaX

1) Skmo Bupid BKIIOYAE SK HEBII €EMHY YacCTUHY PEYOBHHY, SKa IPHU
BUKOPHCTAaHHI OKpPEMO BBakayjacs O JIKapChKUM 3acO00M y PO3yMiHHI 3aKOHY
VYkpainu "[Ipo nikapceki 3acodu", 30kpema JiKapChbKUM 3aCO00M, OTPUMaHUM 13 KPOBI
YH TUIa3MH JIIOJUHH, SK 3a3HAUYEHO B MepHioMy ab3aii myHKTY 8 mporo TexHIYHOTO
perjiiaMeHTy, 3asBa, B SsKIM BKa3aHO 3a3HaueHud ¢akt. B TakoMy Bumaaxky B
JTOKyMEHTAIli MOBUHHO OyTH BU3HAYEHO JKEPEJIO TAKOi PEYOBHHM Ta MICTUTHCS JIaH1
BUNPOOYBaHb, MPOBEACHUX [JIs1 aHami3zy il Oe3MeYHOCTi, AKOCTI Ta JOLIbHOCTI
BUKOPUCTAHHS 3 YpaxyBaHHSM I[IJIbOBOTO MPU3HAUYEHHS BUPOOY.

2) Axuio BupiO BUTOTOBIICHU 3 BAKOPUCTAHHIM TKAHWH YH KJIITHH JIFOJICHKOTO
YW TBAPUHHOTO IMOXO/KEHHS 200 1X MOXIMHMX 1 MiANAaaae mja Aif0 b0ro TeXHIYHOTro
perjJamMeHTy 3riIHO 3 MIAMYHKTaMH 5 Ta 6 MyHKTY 6 11boro TeXHIYHOTO perJaMeHTy Ta
SKIIO0 BUPIO BKIIIOYAE SK HEBIJ'€MHY YAaCTUHY TKAHWHU YW KIITHHU JFOJICHKOTO
MOXO/PKeHHS a00 1X MOXIJIHI, Jisl SIKUX € J0JIaTKOBOIO 110 Jii BUpoOy, 1 MiMagae I
nit0 mporo TEeXHIYHOTO pErjiaMeHTy 3TigHOo 3 mepmmM ab3anom myHKTy 10 1poro
TexHIYHOTO periaMeHTy, 3asBa Mpo uer (axrt. B TakoMy BuUmajgky B JTOKyMEHTaLli
MOBMHHI OyTHM BU3HA4Y€HI BCl BUKOPUCTAHI MaTepialii JIIOJCHKOTO YW TBApPUHHOIO
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MOXO/DKEHHSI Ta HaJaHa JeTajbHa 1HGOpMAaIlis OO0 BIANOBIAHOCTI BHUMOTaM
nianyskTiB 13.1. a6o 13.2. mynkty 13 posainy Il nonatky 1 BignmosiaHo.

3) V Bunaaky BupoOiB, 10 CKIAAAIOTHCS 13 PEYOBUH UM MOE€JHAHb PEYOBHH, SIK1
pU3HAYEH1 JJIsl BBEJICHHS B OpraHi3M JIIOJUHH Ta a0COpOYyIOTHCS JIIOICHKUM TLIOM 200
JOKAJIbHO TOTJIMHAIOTHCS B HBbOMY, JIeTallbHa 1H(OpMAIlis, BKIIOYAIOYU METOJIUKU
BUIIPOOYBaHb, MOBHI MPOTOKOJIW BUNPOOYBaHb UM JOCHTIIKEHb, METOAM aHATI3y
JaHKUX, a TAKOXK PE3IOMeE JIaHUX Ta BUCHOBKH 32 pe3yJIbTaTaMu BUIIPOOYBAaHb y paMKax
JOCIIJIKEeHb MI0/I0:

- abcopO11ii, po3noainy, MeTaboI13My Ta BUBEJICHHS;

- MOJJIMBOI B3a€MOJii TaKMX PEUYOBMH YW IXHIX MPOAYKTIB MeTabOodI3My B
OpraHi3Mi JIIOJUHU 3 IHIIMMH BUpPOOaMH, JIKApCHKUMHM 3aco0aMu abo0 1HIIUMH
PEYOBMHAMU 3 ypaxXyBaHHSM IJIbOBOI TPy MAIIEHTIB Ta ii MOB’SI3aHUX MEIUYHUX
CTaHIB;

- MICILIEBOi IEPEHOCUMOCTI; Ta

- TOKCUYHOCTI, 30KpeMa, TOKCHYHOCTI TP OJHOPAa30BOMY BBEJCHHI,
TOKCUYHOCTI TIPU TOBTOPHHUX BBEACHHSIX, T'€HOTOKCHUYHOCTI, KaHIIEPOTE€HHOCTI,
PENPOAYKTUBHOI Ta OHTOT€HETUYHOI TOKCHUYHOCTI, SIKIIIO 3aCTOCOBHO, 3aJI€KHO BiJ
PIBHS Ta XapaKTepy BIUIMBY BUPOOY.

3a BIACYTHOCTI TaKUX JOCIIPKEHb IOBUHHO OyTH HaJJaHO OOIPYHTYBaHHS.

4) ¥V Bumajaky BUpoOiB, III0 MICTATh KaHIIEPOTe€HHI, MyTareHH1 a00 TOKCHYHI JJIs
pernpoayktuBHOI (pyHKIIT peuoBuHUu (CMR-peuoBruHM) 4 peYOBUHH, SIKI PYHHYIOTh
EHJOKPUHHY cucTeMy, 3rajani B mianyHkTi 10.4.1. mynkty 10 po3niny Il nomatky 1,
oOrpyHTyBaHHs, 3a3Ha4yeHe B miAnyHkTi 10.4.2 nyakry 10 po3niny II nogatky 1.

5) V Bumagky BUpOOiB, BBEJEHUX B OOIT y CTEPWIHBHOMY UM BU3HAYECHOMY
MIKpOO10JIOTTYHOMY CTaHi, OMHC yMOB BHPOOHHUYOTO CEPENOBUINA HA BIAMOBIIHHX
eTanax BUPOOHUIITBA. Y BUMAIKY BHUPOOIB, SIKi BBOJATH B 00IT y CTEPUIBHOMY CTaHi,
OINKMC BUKOPUCTAHUX METO/I1B IMaKyBaHHs, CTepUIII3allii Ta MIATPUMaHHS CTEPUIILHOCTI,
30KpemMa 3BITH Mpo iX Badifamiio. 3a3HadyeHl 3BITH NPO BalliJalil0 IOBUHHI
OXOIUTIOBATH BHUMPOOYBAHHS MIKPOOIOJIOTIYHOTO HABAHTAXKEHHSI, BUIIPOOYBaHHS
NIPOTr€HHOCTI Ta, SKIIO 3aCTOCOBHO, BUTPOOYBAHHS Ha 3aJIMIIKUA CTEPUIISHTIB.

6) YV Bumagky BBEIEHHA B 00Ir BUPOOIB 3 (DYHKIIEI0 BUMIPIOBAaHHS, OMHC
METOJIB, BHUKOPUCTAHUX JJIsI 3a0€3MEUYeHHST TOYHOCTI, SKa BHU3HAY€HA Yy
crieruikaIisx.

7) Sxmio nmns 3abe3nedeHHss poOOTH BUPOOY 3a MPU3HAYEHHSM HOTO MOTPIOHO
171’ €IHYBATHU JI0 HITUX BUPOOIB, OMUC BIAMOBIAHUX MOE€HAHE/KOHPITYpaIlii, 30kpemMa
JIEMOHCTpallii BIAMNOBIAHOCTI BHUpPOOYy 3arajJilbHUM BHUMOram 3 O€3MeYHOCTI Ta
e(eKTUBHOCTI TIPH TiJ’€THAHHI 0 TAKUX BHPOOIB 13 ypaxyBaHHSM XapaKTEPUCTHK,
3a3HAYCHUX BUPOOHUKOM.
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Hopatok 3
10 TexHiuHOTO perjiaMeHTy

11010 MeINYHUX BUPOOIB

TEXHIYHA JOKYMEHTALIA IOCTMAPKETUHI'OBOI'O HATJIAAY
(POST-MARKET SURVEILLANCE)

TexHiuHa JOKyMEHTAIllsl IOCTMapKEeTHHIroBOro Hariasaay  (post-market
surveillance), ckinageHa BUpoOHUKOM 3T11HO 3 myHKkTaMu 320-328 1iporo TexHiuHOTrO
peryIaMeHTy, IIOBHHHA OyTH TPEACTABJICHA y YiTKHM, OpraHi30BaHHMH, 3PYYHHH IS
MOIITYKY Ta OJTHO3HAYHUH CTOCiO 1 TOBUHHA MICTUTH, 30KpeMa, €JIEMEHTH, OMKCaHl B
IIbOMY J0JIaTKYy.

1. IInan mocTMapkeTHHTOBOrO Harysiny (post-market surveillance), cknanenuit
3TiTHO 3 MYHKTOM 324 11boro TeXHIYHOTO peryiaMeHTy.

VY njaHl MOCTMapKETUHIOBOIO HArJIsly BUPOOHHMK IMOBHHEH JOBECTH, IO BiH
JTOTPUMYETHCS O0OB’s3KIB, 3a3HaueHUX Yy NyHKTax 320-323 mporo TexHIYHOTO
perIamMeHTy.

1) Ilnan moctMapkeTuHroBoro Harisiay (post-market surveillance) moBunen
ONKCYBaTH 30MpaHHA Ta BUKOPUCTAHHS HAsBHOI 1H(POpMaIlii, 30Kpema:

- 1HdopMaIlii Ipo cepiio3H1 IHITUAEHTH, 30KpeMa iH(opMallii 3 OHOBIIOBATBHUX
3BiTiB 10710 O6e3neunocti (PSUR), Ta mpo koperyBaibHi Jii 11070 SKCIUTyaTalliiHoi
0€e3IMeYHOCTI;

- 3amuCIB MPO HECEPI03H1 IHIMICHTH Ta JaHUX MPO Oy1b-9K1 HeOaxaH1 MOO14HI
edekTy;

- 1H(opMarii 3 NOBIAOMJIEHb PO TEHACHIIIT;

- BIJMOBIJIHOI CIEIiai30BaHOI 4YM TEXHIYHOI JiTeparypH, 0a3 JaHux Ta/abo
PEECTPIB;

- 1HQopMalii, 30Kpema, BIATYKIB 1 CKapr, HaJaHUX KOPUCTyBadyamH,
PO3MOBCIOJKYBa4aMH Ta IMIOPTEPAMHU; Ta

- 1H(opMauii nmpo MNOAIOHI MeAU4Hl BUPOOHM, AOCTYMHOI JIA ILIUPOKOL
IPOMaJICHKOCTI.

2) Ilnan moctmapkeTruHroBoro Harysimy (post-market surveillance) moBuHeH
OXOIUTIOBATH IOHAWMEHIIIE:

- TPOAKTUBHUN Ta CUCTEMATUYHHI Tpoliec 30MpaHHs Oyab-aKoi iHdopmarii,
3a3HadeHoi B MiANYHKTI 1 myHkTy 1 mporo momarky. Takuii mpoliec MOBHHEH
JO3BOJISITH  TIPABUJIBHO BCTAHOBJIIOBATH €(QEKTHBHICTh BHUPOOIB Ta MPOBOIAUTH
MOBIPSTHHS MK BUPOOOM 1 TI0/1I0HOIO MTPOIYKIII€I0, 10 HA/TAI0Th HA PUHKY;

- JIi€B1 ¥ BIJIMOBIAHI METOAM 1 IPOLIECH aHATI3y 310paHUX JaHUX;
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- HaJIeKHI MOKAa3HUKH Ta MOPOrOB1 3HAYEHHSI, SIK1 TOBUHH1 BUKOPUCTOBYBATHUCS
y TIpoleci TMOCTIMHOTO TEpEOoliHIOBAaHHS CIIBBIJHOLICHHS KOPUCTh-PU3UK Ta
yIOPaBIiHHS PU3HKAMHU, K 3a3HaY€HO B MyHKTI 3 po3aity I noxatky 1;

- Ji€BI ¥ BIAMOBIAHI METOAW W IHCTPYMEHTH ISl PO3CIITyBaHHS CKapr Ta
aHaJli3y pMHKOBOTO JOCB1ly, OTPMMAHOTO Ha MiCIIfX;

- METOAM 1 TPOTOKOJIW  YNPaBIIHHSA MOJISIMH, BIAOOpaKEHUMHU B
MOBIIOMJICHHSAX PO TEHJCHIII1, K 3a3Ha4deHo y myHkTax 340-341 nporo TexHiyHOTO
perjJaMeHTy, 30KpeMa, METOIU 1 MPOTOKOJH, SIKi BUKOPUCTOBYIOTH IS BUSIBICHHS
OyJIb-SIKOTO CTATUCTUYHO 3HAYYIIOTO 301IbIIICHHS YaCTOTH Y TSHKKOCTI 1HIIMJICHTIB, a
TaKO MepioJl CIIOCTEPEKESHHS;

- METOJM 1 TPOTOKOJU €(dEeKTUBHOI B3a€MOAIl 3 BIAMNOBIIHUM OpPraHOM
Jep’KaBHOTO  PUHKOBOTO  HArJsAAy, NPU3HAYCHUMH OpraHaMu, cyO0’e€KTamu
TOCIIOJIapIOBAHHS Ta KOPUCTYBadaMU;

- TMOCWJIaHHS Ha TpoleAypU [JIsi BHUKOHAHHS OOOB’A3KIB BHUPOOHUKA,
BcTaHoBiIeHUX myHKTaMu 320-324 Tta 326-328 1iporo TexHIYHOTO periaMeHTy;

- CHCTEMAaTU4HI OPOUEIYypH JJisi BU3HAYCHHSI Ta I1HIIIIOBAHHS BIJMOBIIHUX
3aX0/11B, 30KpeMa KOPEryBaJIbHUX JIiif;

- JIl€BI THCTPYMEHTHU JUISl BIJCTEKEHHS U 1aeHTU(IKalli BUPOOIB, IS SKUX
MOKYTb OyTH HEOOXITHUMH KOpPEryBaJlbHI JIii; Ta

- IJIaH TMOCTMapKeTWHroBoro kiiHiuHoro Harysany (PMCF), 3a3naduenuit y
yactuHi b nomarky 14, abo oOrpyHTyBaHHS TOr0o, 4OMYy MOCTMApKETHHTOBUMN
xiiHiuHui Harsin (PMCF) He 3acTOCOBYIOTD.

2. OHoBmOBaIbHMN 3BIT 11070 Oe3meunocti (PSUR), 3a3navenuit y myHKTax
326-328 uporo TexHIYHOTO  perjJamMeHTy, Ta 3BIT 3a  pe3yJibTaTaMu
MOCTMapKETUHTOBOTrO Harsiny (post-market surveillance), 3a3nauenuit y myHkTi 325
11bOTO TEXHIYHOTO pPerJaMeHTy.
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Honarok 4
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

JAEKJIAPALILSA ITPO BIAITOBIAHICTD

Jlexyapariisi Tpo BIAMOBIAHICT NMOBHHHA MICTHTH BCHO 3a3HAYCHY HHXKYE
1H(}opMaIrito:

1. HalimeHyBaHHs, 3apeecTpoBaHE€ KOMEpIlifHE HalWMEHyBaHHS  a0o
3apeecTpOBaHy TOPIOBEJIbHY MapKy Ta e€AuHuil peectpamiiauii Homep (SRN)
BUPOOHHUKA Y CJICKTPOHHOMY pE€eCTpi 0ci0, 110 3a3HaueHui y myHKTax 149-156 mporo
TexHIYHOTO pEerjiaMeHTy, SIKIO BiH YK€ MPUCBOEHHH, Ta, SKIIO 3aCTOCOBHO, MOTO
YIIOBHOBKEHOTO TPEJICTABHUKA, & TAKOX aJPeCH IXHHOTO MICLIE3HAXO/KCHHS, 3a
AKAMU 3 HUMH MOHA 3B’ A3aTHUCSH;

2. 3asBy npo Te, 10 JAeKJapallis Npo BiAMOBIIHICTh CKJIaJeHA MiJ LIIKOBUTY
BI/IMOBIJATIbHICTh BUPOOHUKA;

3. Ocnoruuii UDI-DI, six 3a3HaueHo B yactudi B nogatky 6;

4. HalimeHyBaHHs BUpOOy 1 TOProBe HaiMEHyBaHHs, KOJ NPOAYKIli, HOMEp 3a
KaTaJoroM YW 1HII OJHO3HA4YHI JOBIJKOBI JaHi, SIKi 3a0€3MeuylOTh MOKJIUBICTh
imeHTudIKaIii Ta MPOCTEKYBAHOCTI BHUPOOY, 3a3HAYEHOro B JIEKJIapallii Mpo
BIJIMOBIAHICTD, TaKI1 SK, Y BIAMOBIIHUX BUIIaKaX, (portorpadis, a TAaK0kK HOTO HIJIbOBE
npusHadeHHs. OkpiM HallMEeHyBaHHS BUPOOy dYH TOPrOBOrO HaWMEHYBaHHS,
1H(DopMarris, sika 3a06e31euye MOKIUBICTb 17IeHTH(IKAIT Ta TPOCTEKYBAHOCTI BUPOOY,
Moke HamaBaTtucs y (opmi ocHoBHoro UDI-DI, 3a3HaueHoro y myHKTI 3 1bOTO
JOJIaTKYy;

5. Knac pu3uky BUpoOy 3riJHO 3 MpaBUIIaMH, BU3HAYEHUMU Y TOJATKY §;

6. 3asBy mpo Te, MO BUPIO, 3a3HAUYCHUN Yy JAeKiIapallli, BIANOBIa€ BUMOTaMm

1bOro TeXHIYHOTO PErJIaMEHTY Ta, SIKIIO 3aCTOCOBHO, OY/Ib-SIKOTO 1HIIIOTO TEXHIYHOTO
peryiaMeHTy, sIkuil nependavae CKJIalaHHs AeKiiapallii mpo BiJIMOBIAHICTS;

7. Ilocunanus Ha Oyab-sKi 3aranbHi cnerudikaiii (CS), sxi OyJiu BUKOPUCTaHI
Ta BIAMOBIHICTh SIKUM JICKJIAPYIOTh;

8. Skmo 3acTOCOBHO, HallMeHyBaHHS W 1JeHTU(IKALIMHUI  HOMeEp
MIPU3HAYEHOTO OpraHy, 3a3HAUYCHHSI TIPOBEICHOT MPOIIEIYPH OIIHKU BIAMOBIIHOCTI Ta
imeHTrdikaiiiti 1aHi BUAAHUX CepPTU(IKATIB;

9. SIx110 3aCTOCOBHO, JI0JJATKOBY 1H(MOpPMAIIiIO;

10. Micue 1 gaTy cKiamaHHsa Jekiaparlii, iM’si Ta mocaxy ocobw, ska TIi
miJnucana, a TakoX 3a3Ha4eHHsI TOTO, BiJf IMEHI 1 32 TIOPYYEHHSIM KOTO Taka ocoba
iIHcaTa IeKIaparito, i IIwc.
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Jonarok 5
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

MAPKYBAHHS 3HAKOM BIIITOBIAHOCTI

1. 300paxkeHHs1 3HAKa BIJMOBIJTHOCTI TEXHIYHUM pErilaMeHTaM BUKOHYETHCS
3riHO 3 (hOPMOI0, 3aTBEpKEHOI0 ocTaHoBo0 Kabinetry MinictpiB Ykpainu Big 30
rpyaas 2015 p. Ne 1184 “IIpo 3aTBepmkeHHs (OpMHU, OMKCY 3HAKa BIAMOBITHOCTI
TEXHIYHUM periiaMeHTaMm, IpaBui Ta YMOB Horo HaHeceHHs (OQimiiiHuii BiCHUK
VYkpainu, 2016 p., Ne 6, ct. 299).

2. Po3Mmip 3HaKy BIAMOBITHOCTI TOBUHEH CTAHOBUTH HE MEHIIIE HIXK 5 MM.

JlommyckaeTbCcsl 3MEHUIEHHS pPO3MIpY 3HAaKy BIANOBIAHOCTI Jii BHPOOIB
MaJIeHbKHX PO3MIpIB.

V pasi 3MeHIeHHs a00 301IbIIEHHS PO3MIPY 3HAKY BIAMOBIIHOCTI IOBUHHI OyTH
JOTPUMaHI MPoHopuii HOro GopmH.
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Jopatok 6
10 TexHiuHOTO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

THOOPMALISA, AKY NOJAIOTH JJ151 PEECTPALII BAPOBIB TA
CYB’EKTIB 'OCIIOJAPIOBAHHA 3I'TTHO 3 ITYHKTAMM 145 TA 149-
156 HbOI'O TEXHIYHOTI'O PEI'JTAMEHTY; KJIIOUOBI JAHI, SAKI
HAJIAIOTbH 10 BA3U JTAHUX UDI PA3OM I3 UDI-DI 3I'T/THO I3
ITYHKTAMM 138-145 HbOI'O TEXHIYHOI'O PEI'JIAMEHTY, TA
CUCTEMA UDI

YACTHUHA A

ITH®OOPMALISA, AKY NOJAIOTH JJ151 PEECTPAIIIl BUPOBIB TA
CYB’EKTIB I'OCIHIOJAPIOBAHHA 3I'ITHO 3 ITYHKTAMM 145 TA 149-
156 HbOI'O TEXHIYHOI'O PEI'JIAMEHTY

Bupobnuku abo, SIKIIO 3aCTOCOBHO, YIOBHOBAXKEHI MPEICTABHUKHU Ta, SKIIO
3aCTOCOBHO, IMITIOPTEPH, TOBUHHI MOJaTH 1HPOPMAIIi0, 3a3HAYEHY B IMYHKT1 | YaCTHUHU
A 1pOT0 0ATKY, 1 3a0e3medynTH, o0 iHpopMallis Mpo iXHI BUPOOH, 3a3HAUYCHA B
MyHKTI 2 4YaCTHHU A IIbOTO J0JaTKy, Oyja MOBHOIO, MPAaBUJIBHOIO 1 OHOBJIIOBAJIACH
BI/IMOBITHOIO CTOPOHOIO.

1. Tndopmariist o0 cy0’€KTIB TOCIOAAPIOBAHHS

1.1. Tun cy0’exra rocnogaproBaHHs (BUPOOHUK, YIIOBHOBAKEHUI MPEICTABHUK
abo imMmoprep),

1.2. HaiimeHyBaHHs, aJpeca Ta KOHTAaKTHI JJaHl Cy0’€KTa rocroJaprOBaHHs,

1.3. skmo iHdopMallito B iIMEHI CyO’€KTIB TOCIOJApPIOBAHHS, 3a3HAUYCHUX Y
mianyHKTI 1.1 1bOro MyHKTY, O/Ia€ 1HIIa 0c00a, HaltMEeHyBaHHS, aJipeca Ta KOHTAaKTHI
JlaHl TaKoi 0co0Owu;

1.4. naliMeHyBaHHs, ajpeca Ta KOHTAKTHI JaHi oci0, BIAMOBIAAJIBHHUX 3a
JOTPUMAaHHS PETYJIATOPHUX BUMOT, 3a3HaYCHUX Yy MyHKTax 82-87 mporo TexHIYHOTO
perjameHry.

2. Inopwmarris oo BUpoOy
2.1. ocuosuuii UDI-DI;

2.2. TUN, HOMEp, Jara 3aKiHUYEeHHsS TEepMIHY Mii cepTudikara, BUAAHOTO
MPU3HAYEHUM OPraHoM, a TaKOX HallMEHyBaHHS Ta 1IeHTU(]IKAIHHUI HOMEP TaKOTro
MPU3HAYEHOTO OpraHy, MOCUJIaHHS Ha 1H(OpMAaIlito, 1110 MICTUThCS B cepTU(IKATI 1
BHECEHA MPU3HAYEHHM OpPraHOM B €JEKTPOHHY CHUCTEMY MPU3HAYEHUX OpraHiB 1
cepTudikaris;
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2.3. K1ac pu3uKy BUpOOY;
2.4. moBTOpHO O00POOICHMI BUPIO OAHOPA30BOTO BUKOPUCTAHHS (TaK/Hi);

2.5. HasABHICTb PEYOBMH, SIKI TPU BHUKOPUCTAHHI OKPEMO BBaXKamucs O
JIKapChbKUM 3ac000M, 1 HaWMEHYBaHHS TaKHX PEUOBUH;

2.6. HasfBHICTb PEYOBMH, SIKI TPU BHUKOPUCTAHHI OKPEMO BBaXKamucs O
JIKapChbKUM 3aCO00M, OTPUMAHMUM 13 KPOBI UM TIa3MHU JIIOIUHY, 1 HAWMEHYBaHHS TAKUX
pPEUOBUH;

2.7. HagBHICTh TKAHWH YM KJITUH JIOJCHKOrO IOXO/KEHHS a00 1X MOXITHHUX
(Tak/Hi);

2.8. HagBHICTh TKAHWH YW KJITUH TBAPHMHHOTO MOXO/KEHHS a00 X MOXiTHUX
(Tax/Hi);

2.9. K10 3aCTOCOBHO, 1ICHTU(DIKAIHUN HOMEP KIIIHIYHOTO JOCTIIHKCHHS M
JTOCITIJIKEHHSI, POBEACHOTO 1010 BUPOOY, a00 MOCHIIAHHS Ha PEECTPAILIII0 KITHIYHOTO
JOCJTIKEHHS B €JIEKTPOHHIN CUCTEMI KITHIYHUX JOCIIII>)KEHb,

2.10. nyiga BUpOOIB, MepenidyeHux y 1oAaTky 16, 3a3Ha4eHHs TOTO, Y € LIJIbOBE
NpU3HAYEHHS BUPOOY 1HIIUM HIK MEIMYHE TPU3HAYEHHS;

2.11. nns BUpoOIB, CIPOEKTOBAHUX YW BUTOTOBJIEHUX 1HIIOK FOPHIUYHOIO YH
G13u4HOI0 0CO0010, SIK 3a3HAUYEHO y MYHKTI 55 1poro TeXHIYHOro periamMeHty,
HallMEHYBaHH4, aJjpeca Ta KOHTAKTHI JaHl TaKO1 FOPUANYHOI 4M (Pi3nyHOi 0co0H;

2.12. nns Bupo6iB kiacy III um BupoOIB, sIKI IMIUIAHTYIOTh, pE3IOME 3
0e3MeYHOCTI Ta KIIIHIYHOT €()eKTUBHOCTI;

2.13. craryc BUpoOy (BBeAcHUI B O0Ir, BUBEJCHUN 3 00ITYy, BIIKIUKAHHUU,
1HIIIMOBaH1 KOPETYBaJIbHI i1 00 eKCIUTyaTaIliiHO1 O€3MeYHOCT1).

YACTHUHA b

KJIIOYOBI JAHI, AKI HAJAIOTH 10 BA3U JAHUX UDI PA3OM 13 UDI-
DI 3I'ITHO I3 IYHKTAMM 139-146 HbOI'O TEXHIYHOI'O
PETJIAMEHTY

BupoOnuk Hagae 1o 6a3u nanux UDI UDI-DI, a Takox Taky iH(opmaiiito mo10
BUPOOHUKA 1 BUPOOY:

1. KinbKICTh y BapiaHTi (KOH(Irypalii) nakyBaHHS;
2. ocnoBHuii UDI-DI, sk 3a3nHavueHo y nyHkrax 142-145 mporo TexHiuHoro
periameHnty, Ta 0yab-axi qogaatkosi UDI-DI;

3. cnoci® KOHTPOJIIO BUTOTOBIIGHHS BUPOOY (aTa 3aKiHYCHHS TEPMiHY
MPUIATHOCTI UM J1aTa BUTOTOBIICHHS, HOMED MapTii, CepiitHMIT HOMEp);

4. gaxuo 3actocoBHO, "omuHuIO BukopucTtaHHs" UDI-DI (saxmo UDI ne
MPOMApKOBAaHO Ha BUPOOI HA PiBHI "OAWHUII WOTO0 BUKOPUCTaHHA", "OIUHUIIA
BukopuctanHa" UDI-DI moBuHHa OyTH mpHCBOEHA TaKUM YHWHOM, 100 TOB’S3aTH
BUKOPUCTAHHS BUPOOY 3 MAIIEHTOM);
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5. HaliMeHyBaHHS Ta aJpecy BUPOOHUKA (SIK 3a3HAYCHO HA €TUKETIII);

6. enunuit peectpauiituuii Homep (SRN) BUpoOHHKA Y €IEKTPOHHOMY PeeCTpi
0ci0, mpucBoeHMi 3r1iHO 13 MyHKTOM 150 11p0ro TexHIYHOTO periiaMeHTy;

7. SIKIII0 3aCTOCOBHO, HAMMEHYBAHHS Ta aJIPeCy YIIOBHOBAKEHOTO MPEACTaBHUKA
(sIk 3a3HAYEHO HA €TUKETII);

8. KOJl MEIMYHOTO BUPOOY 3T1HO 3 HOMEHKJIATYPOIO, K Mepe10aueHo MyHKTOM
126 1iporo TexHIYHOTO periaMeHTy;

9. KJ1ac pu3UKy BUPOOY;
10. sIK1110 3aCTOCOBHO, HAWMEHYBAaHHS YU TOPTOBE HAMEHYBaHHS;

11. gKm0 3acTOCOBHO, MOJACIH BUPOOY, THII, JOBIJKOBI JaHI YU HOMEp 3a
KaTaJoroM;

12. aK1110 3aCTOCOBHO, KITHIYHUM po3Mip (BKIItOUa0UH 00’ €M, JOBXKHUHY, Kaiop,
JiaMeTp);

13. nonaTtkoBuii onuc BUpoOy (HE0OOB’SI3KOBO);

14. ax110 3aCTOCOBHO, YMOBH 30€piranHs Ta/ado MOBOIKEHHS (K 3a3HaYEHO Ha
€TUKETLI YU B IHCTPYKI[ISX 13 3aCTOCYBaHH);

15. sK1110 3aCTOCOBHO, JI0JATKOB1 TOProBl HAMEHYBaHHS BUPOOY;

16. BUp106 MapKOBaHO K BUPIO OJJHOPA30BOT0 BUKOPUCTAHHS (TaK/H1);
17. K110 3aCTOCOBHO, MAaKCUMAJIbHY KUIBKICTh TOBTOPHUX BUKOPUCTAHb;
18. Bupi® MapKkOBaHO SIK CTEPUIIHLHUH (TaK/Hi1);

19. HEoOX1AHICTh CTEpUIII3AIlii IEpe]l BUKOPUCTAHHAM (TakK/Hi);

20. MICTUTB JaTeKc (Tak/Hi);

21. K110 3aCTOCOBHO, 1H(OpPMAaIlit0, MapKOBaHy 3riIHO 13 miamyHkTom 10.4.5.
nyHkty 10 po3niny Il nogatky 1;

22. nocunanns (URL) mis oTpuManHs 107aTKOBOI 1H(oOpMaIllii, HampuKIa,
CJIEKTPOHHUX THCTPYKIIiH 13 3acTOCcyBaHHs (HEOOOB’ A3K0BO);

23. SKILO 3aCTOCOBHO, KPUTUYHI ONEPEKEHHS Y1 MPOTUIIOKA3aHHS;
24. craryc BHUpOOy (BBedeHUM B OOIr, BHUBEJACHUU 3 O0ITy, BIAKIMKAHUU,
1HIL1OBaH1 KOPEryBaJIbHI JIii 11010 eKCIUTyaTaliiHoi 0€3MeYHOCT1).
YACTHUHA B
CUCTEMA UDI
1. Tepminu Ta BU3HAYEHHS
ABtoMatuyHa igeHTHdiKaris 1 30upanss ganux (AIDC)

AIDC — 1ie TexHOJIOris, SIKY BUKOPUCTOBYIOTh JIJIi aBTOMAaTUYHOTO 30UpaHHs
nanux. Texnonorii AIDC BkIIOYarOTh IMTPUX-KOJU, CMApPT-KapTH, OIOMETPiI0 Ta
RFID.
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Ocuosuuit UDI-DI

Ocnouuii UDI-DI — nie mepBunHMil inenTHdikatop moaeni BupoOy. Lle DI,
PUCBOEHUI HA PIBHI OJUHUII BUKOPUCTAHHS BUPOOY. BiH € OCHOBHMM KITtOYEM /10
s3amuciB 'y 0a3i gaamx UDI; mocunaHHSs Ha HBOTO BKJIIOYAIOTH Y BIAMOBITHI
ceprudikaty 1 JekIaparii Mmpo BIAMOBIIHICTH BHUMOTaM IbOTO TEXHIYHOTO
perjJameHry.

Onunung BukopuctanHsa DI

Onuanisg BukopuctanHs DI cityrye a1t BCTaHOBJICHHS 3B’ 513Ky Mi’K BUPOOOM i
naiieHToM y Bumajkax, koimu UDI He MapkoBaHO Ha OKpeMOMYy BHpOOi1 Ha pPiBHI
OJIMHUIII BUKOPUCTAHHS, HAPUKJIIA/I, KOJIU KiJIbKa OJIMHUIH OJHOTO BUPOOY yIakoBaHi
pazom.

Bupi0, sikuit KOHPITypyrOTh

Bupi0, sxuii KOoHPIrypyroTh — 1€ BUpPIO, IO CKJIAIAETHCA 3 JCKUIBKOX
KOMITOHEHTIB, SIKI MOXYTh OyTH 310paHi BUPOOHHMKOM Yy NEKUIBKOX KOH(]Iryparisx.
Taki okpeMi KOMIIOHEHTH MOXKYTb OyTH CAMOCTIMHUMH BUPOOaMHU.

J1o BUpOOiB, sIKI KOHPITYPYIOTh, HAJIEKATh CUCTEMHU KOMIT FOTEpHOT TOMOrpadii
(KT), cucremu ynabTpa3ByKOBHX JIOCHIIKE€Hb, CHCTEMH aHECTe3ll, CHUCTEMHU
(1310JI0TTYHOTO MOHITOPUHTY, pEHTIeHOJI0r14H1 iH(dopmaniiiHi cuctemu (PIC).

Koudiryparis

Kondirypariis — me komOiHaiisl €JIeMEHTIB OO0JaJHaHHS, K 3a3HA4€HO
BUPOOHMKOM, SIKI TPALIOIOTh pa3oM SIK BHUPIO JJIsi JOCSTHEHHS I[UIbOBOTO
npu3HayeHHs. Taka koMOiHaIls €eMEHTIB MOKe OyTH 3MiHEHa, HajamToBaHa abo
aJlanToBaHa JJIs 3aJI0BOJICHHS CTICIIM(PIYHUX MOTPEO.

Kondirypariii Bk/1t04aroTh, 30Kpema:

- TeHTpl, TPyOKHU, CTOJIM, KOHCOJII Ta 1HII €JIEMEHTH OO0JIaIHaHHS, K1 MOXKYTh
Oyt KoH(]IrypoBaHi/mO€IHAHI JIJIi BUKOHAHHS IIJIbOBOI (YHKIII B KOMIT IOTEpHIN
Tomorpadii.

- JUXallbHI amapaTtH, [WXaldbHl KOHTYpH, BHUIIAPOBYBaul, MO€AHAHI JUIs
BUKOHAHHS 1[JIbOBOI (DYHKIIIT B aHECTE3I.

UDI-DI

UDI-DI — ue ynikansHuil tudpoBuii un OyKBEeHO-LIUPPOBUI KO, TPUCBOEHUN
Mo/ieJli BUpOOY, SIKHIl BAKOPUCTOBYIOTh TaKOX SIK "KJTI0Y JOoCTyIy" A0 iHdOopMallii, o
30epiraerbes B 6a3i manux UDI.

YurabenvHa s moaunu iHnTepnperaiis (HRI)

HRI — e inTepnperariis cuMBOIiB JaHUX, 3aKkoaoBanux y Hocli UDI, sky moxe
3YNTYBATH JIFOJANHA.

PiBH1 makyBaHHs

PiBHI makyBaHHS — II€ pi3HI PiBHI MaKyBaHHSA BUPOOY, LIO MICTATh INEBHY
KUIBKICTh BUPOOIB, TaKi SIK KApTOHHA KOPOOKa a0 SIIIHK.
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UDI-PI

UDI-PI — ne uudposuit abo OykBeHO-UM(POBHI KO, L0 IACHTHPIKYE
BUPOOHUYY OJTUHUIIIO BUPOOY.

Pizai tumum UDI-PI BkmiouwaroTe cepiiiHUA HOMEp, HOMEp MapTii,
imeHTudikaiiiiHi JaHi MmporpaMHOTO 3abe3meueHHs 1 JaTy BHUTOTOBIEHHS, JaTy
3aKIHYEHHS TEPMiHY IpUIATHOCTI a00 0OMIBI 1aTH.

PamiowactotHa inentudikaiis (RFID)

RFID — e TexHOJIOTis, sIka BUKOPUCTOBYE 3B’ 30K HA OCHOBI Pa/IlOXBHIIb JIJIs
OoOMIHY TaHUMHU MK 3UYMTYBaueM 1 €JIEKTPOHHOIO MITKOIO, PO3MIIIIEHOI0 Ha 00’ €KTI, 3
METO0 1IeHTU(IKAITI].

TpancnopTHi KOHTEHHEPH

TpancnopTHUil KOHTEHHEpP — 116 KOHTEHHEP, MOMKIIUBICTh BIJACTEKEHHS SKOTO
KOHTPOJIFOETHCSI TUM YU THIITUM CHEIU(IYHUM MTPOLIECOM JIOTICTUYHOI CUCTEMH.

VYHikanbaui 11eHTUdiKaTop BUpoOy UDI

UDI — ue cepis undpoBux un 0ykBeHO-IIM(POBUX 3HAKIB, CTBOPEHA HA OCHOBI
NPUIHATUX HA MIXXKHAPOJHOMY PIBHI CTaHAAPTIB 11eHTU(DIKAIi Ta KOJyBaHHS BUPOOIB.
Bin no3Bossie 4iTKO iAeHTH(IKyBaTH neBHUIM BHpiO Ha puHKy. UDI ckiamaetscs 3
UDI-DI ta UDI-PI.

CnoBo '"yHikanbHH" He mependauvae BUIUIECHHS (cepiai3aliio) OKpEeMHUX
BUPOOHUYHUX OJUHUIIG Y MAPTIi.

Hociit UDI

Hociit UDI — ue 3aci6 mepenaui UDI 3 Bukopuctanasm AIDC Ta, skiio
3actocoBHO, HRI.

Hocii UDI BkmrouaroTs, Mix iHIImM, ID/nmiHiiHMA mTpux-Koa, 2D/MaTpuaHuit
wmtpux-koa, RFID.

2. 3arajgbHl BUMOTH

2.1. Hanecenns UDI € 10aaTkOBOIO BUMOTOIO, SIKa HE 3aMIHIOE YKOJHHUX 1HIITHUX
BUMOT 1110/10 HAHECEHHSI 3HAKIB Y MapKyBaHb, BCTAHOBJICHUX Y JOJIATKY 1.

2.2. BupobHuk moBuHEH mnpucBoroBaTh yHikagbHi UDI cBoiM BupoOam Ta
YOPABJISITH HUMH.

2.3. JIue BupoOHUK Mosxe po3MiiryBatu UDI Ha BupoOi uu ioro nakyBaHHI.

2.4. MoxyTh OyTH BUKOpPHUCTaHI JIMILIE CTAHIAPTH KOJyBaHHsA, MependaveHi
OpraHaMy BHUaul, MPU3HAYEHUMH BIAMOBIAHO 10 NMyHKTY 128 mporo TexHiyHOTO
perjameHry.

3. UDI

3.1. UDI noBuHeH OyTH MPHUCBOEHUN caMOMy BUpPOOy abo HOro makyBaHHIO.
HactymHi piBHI naKkyBaHHs MOBUHHI MaTH cBoi BiacH1 UDI.
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3.2. Bumora, 3a3HaueHa y miamyHKTi 3.1. bOTO MyHKTY, HE MOUIMPIOETHCA Ha
TpaHcnopTHI koHTeWHepu. Hanpuximan, UDI He moTpiOHO IPUCBOIOBATH JIOTICTHYHIN
OJIMHUII; SIKIIO HajJaBad MOCIYT OXOPOHHU 3[0pPOB’Sl 3aMOBIIE€ KiJIbKa BHUPOOIB 13
BukopuctanuaMm UDI uu Homepa Mojieni okpemMux BUpoOiB, a BUPOOHHUK MOMIIIA€E TaKi
BUPOOU B KOHTEHHEP I TPAHCIIOPTYBAHHS 200 3aXUCTY 1HANBIAYaTbHO 3alIaKOBAHUX
BUpOOiB, BuMoru 1moa0 UDI He mommprooThesl Ha TakKuil KOHTEHHEp (JIOTICTUYHY
OJIMHULIIO).

3.3. UDI cknanmaernes 3 nBox yactud: UDI-DI ta UDI-PI.
3.4. Ha xo>kHOMY piBH1 IaKyBaHHs noBuHeH OyTH yHikainsHU UDI-DI.

3.5. SIkuto HOMEp MmapTii, cepitHUN HOMED, 1IeHTU(IKAIIIIH] JaH1 TPOTPAMHOTO
3abe3reueHHs a00 J1aTa 3aKIHUCHHS TePMIHY NMPUJIATHOCTI HAHECEH1 Ha €TUKETKY, BOHU
noBuHHI OyTtu wactuHoro UDI-PI. SIkmo Ha eTwkermi 3a3HadyeHa TaKOX JaTa
BUTOTOBJICHHS, 1i He MoTpiOHO BkItouatu B UDI-PI. fkmio Ha eTukerii 3a3HadyeHa
JIMIIIE J1TaTa BUTOTOBJIEHHS, BOHA TOBUHHA BUKOpucToBYBaTHCs sik UDI-PI.

3.6. Ko’)kHOMy KOMIIOHEHTY, SIKHW BBa)XKatOTh BUPOOOM 1 SAKUH JTOCTYIHUM IS
IPOJAXy CaMOCTIITHO, TOBUHEH OyTH NpucBoeHUil okpemuil UDI, okpiM BUNAJAKIB,
KOJIM KOMIIOHEHTH € YaCTHHOIO BUPOOY, SIKH1 KOHPITYPYIOTh, MAPKOBAHOI'O BIACHUM

UDI.

3.7. Cucremam Ta TIpoleTypHHM HabopaMm, SK 3a3Ha4eHo y myHkTax 116-120
11b0T0 TeXHIYHOTO perjlaMeHTy, MOBUHEH OyTH npucBoeHui ixHii BiaacHuit UDI, sxuit
MOBUHEH OYTH HAaHECEHUI Ha HUX.

3.8. BupoOnuk noBuneHn mpucBotoBatu UDI BupoOy BIAMOBIAHO A0 BUMOT
BIJITTOBITHOTO CTaHAAPTy KOJTYBaHHS.

3.9. Hosuii UDI-DI € 060B’43K0BUM Yy BHUIIQKy BHECEHHS 3MiH, SIKI MOXYTh
MPU3BECTH [0 HEMPABWIBHOI 1eHTU(IKAIli BUpOOy Ta/abo 10 HEOJHO3HAYHOCTI Y
roro mpocrexyBaHocTi; 30kpema, HoBuit UDI-DI € 060B’s13k0BUM y BUMAAKy Oyab-
SAKUX 3MIH B OJJTHOMY 3 TakKux eJeMeHTiB 6a3u nanux UDI:

1) HaliMeHyBaHHI YM TOPrOBOMY HallMEHYBaHHI,

2) Bepcii uu Mozeli BUpoOy,

3) MapKyBaHHI SIK BUpOOY OJTHOPa30BOr0 BUKOPHUCTAHHS,
4) cTepuIIbHOCTI MMaKyBaHHS,

5) HeoOX1HOCTI cTepuIi3alii nepes; BUKOPUCTaAHHSM,

6) KIJIbKOCT1 BUpOOIB y TaKyBaHHI,

7) KpUTHYHUX TONEPESIHKCHHSAX YU TMPOTUIIOKA3aHHAX: HAIPHUKIIAJA, MICTUTH
narexkc uu DEHP.

3.10. BupoOHuKkH, sSiKi MOBTOPHO MaKyIOTh (NIEPEMaKOBYIOTh) Ta/ab0 TOBTOPHO
MapKyITh BUPOOU CBOEIO BIACHOIO €THKETKOI, MMOBMHHI 30€piratv BiIOMOCTI PO
UDI BupobOHHKa OpUTIHATBEHOTO BUPOOY.

4. Hociit UDI
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4.1. Hociit UDI (y dopmati AIDC Ta HRI) nmoBunen OyTu po3miiieHuid Ha
ETUKETIIl a00 Ha camMoMy BUpOOi Ta Ha BCIX HACTYTHUX PIBHAX MaKyBaHHS BUPOOY. Jlo
HACTYITHUX PIBHIB MMaKyBaHHS HE HAJIEKaTh TPAHCIIOPTHI KOHTEHHEPH.

4.2. SIxmo po3Mip MaKyBaHHS OJWHHIII BUKOPHUCTAHHS CYTTEBO OOMEKCHHM,
Hociit UDI moxe Oyt po3MilieHHit Ha HACTYITHOMY PiBHI aKyBaHHS.

4.3. JIns Bupo6iB ogHOpa3oBoro BuKopucTaHHs kiaciB | Ta Ila, ymakoBaHux 1
MapKOBaHMX 1HAUBIAyasbHO, HOCI UDI He moTpibHO po3MilryBatu Ha MaKyBaHHI,
MIPOTE BiH MOBUHEH OYTH PO3MIILICHUN HAa HACTYITHOMY PIiBHI NTaKyBaHHs, HAITPUKJIIA],
Ha KapTOHHIM KOpOOIl, sIka MICTHTh KiJbKa IHAMBIAyaJlbHO yNaKOBaHUX BHUPOOIB.
PazoMm i3 mium, sKIIo He mepeadayeHo, 1Mo HagaBad MoCIyT OXOPOHH 3I0pPOB’Sl MATHUME
JOCTYT IO HACTYITHOTO PiBHS MaKyBaHHS, SK Y BUMAIKy HaJIaHHS MEIAIHOI JOITOMOTH
Broma, UDI noBuHeH OyTH po3MillleHU Ha MTaKyBaHHI OKPEMOT0 BUPOOY.

4.4. J1ns BupoOiB, MPU3HAYECHUX BUKIIOYHO IS po3/ipioHOi Toprismi, UDI-Pl y
¢dopmari AIDC He noTpiOHO HAHOCUTHU Ha MAKyBaHHS JIJISl TOUKH MPOJAXKY .

4.5. Komm nocii AIDC, iamn Hix Hociid UDI, € yacTuHOIO MapKyBaHHS BUpOOy,
Hociit UDI mae OyTH nerko 1i1eHTu(Q1KOBaHUM.

4.6. Sx10 BUKOPUCTOBYIOTH JiHIMHI Tpux-koau, UDI-DI ta UDI-PI moxyTh
Oyt 00’e€qHaHi ab0 He 00’elHaHI y JBa a00 OUIbIIE MITPUX-KOAU. YCl1 CKIIQJIOBI
YaCTUHU ¥ €JEMEHTH JIHIMHOrO ITPUX-KOAY IOBMHHI OYTH TIOMITHI ¥
11IeHTU(IKOBaHI.

4.7. 3a HassBHOCTI iIcTOTHUX 0OMeskeHb Y po3mitieHHl 1 AIDC, 1 HRI na eruxerri,
000B’s13k0BUM noBuHEH Oyt juiie popmat AIDC. Pazom 13 ium, y BUmaaky BUpoOiB,
MPU3HAYEHUX JIJI BUKOPUCTAHHSA 11032 MEIMYHUMH 3aKJIaJaMH, TAKUX SIK BUPOOU IS
HaJlaHHS MeaudHoi qonomoru BaoMa, HRI moBuHeH Oyt po3MilieHUH Ha €TUKETII],
HaBITh SIKIIO B PE3yJIbTaTl I[LOT0 He 3anuimuThes micis 1t AIDC.

4.8. ®opmar HRI nmoBuHeH Bianosinatu npasuiaam oprany Buaadi UDI.

4.9. Sxmo BupoOHHMK BUKOpUCTOBYE TexHosoriio RFID, Ha eTukeTiii moBUHEH
OyTH po3MilleHu# diHIHHUKA a00 2D mTpHuX-KOJ 3riJHO 31 CTaHJapTaMu OpraHy
BHUIAYl.

4.10. V Bunaaky Bupo0OiB 6araropazoBoro Bukopuctants Hocii UDI moBuHeH
Oyt po3MimeHuid Ha camomy BupoOi. Hociit UDI na BupoOax OGararopa3zoBoro
BUKOPUCTaHHSA, WI0 TMOTPeOYyIOTh OYHMIIEHHs, JAe3iHdeKii, crepuisamnii ado
BIJIHOBJICHHSI T€peJ] BHUKOPHUCTAHHSIM HACTyITHUM TMAI[IEHTOM, TIOBHHEH OyTU
HE3MHUBHUM 1 YHUTA0EIBHUM TIICIS KOXKHOTO TMPOIECY, SKUW 3MIMCHIOIOTH ISt
M1TOTOBKH BUPOOY JI0 TIOIATIBITIOT0 BUKOPUCTAHHS, MPOTATOM YChOTO MIepe10a4eHOTO
CTPOKY Ciy>k0u BupoOy. BuMoru 1mporo posisy HE MOBHHHI 3aCTOCOBYBATHCS JIO
BUPOOIB Y TAaKMX BUIAJIKAX:

1) Oynmp-sxuii THm Oe3MOCcepeHhOTO MApKyBaHHS HETAaTUBHO BIUIMHE Ha
0e3MevyHICTh Y €PEKTUBHICTH BUPOOY;

2) MapKyBaHHSI HE MOXKe OyTH HaHeceHe Oe3rocepeIHbO Ha BUPiO, TOMY IO 1€
TE€XHOJIOTTYHO HEMOKJIIUBO.
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4.11. Hoci#t UDI noBuHeH OyTH ynTabeIbHUM NIPU HOPMATbHOMY BUKOPHCTAHH1
BUPOOY MPOTATOM HOTo mepeadadeHoro CTPOKY CIIyKOu.

4.12. Sxmo nociit UDI moxna npounrtatu ado, y Bunaaky AIDC, BiackanyBatu
Kpi3b MaKyBaHHs BUPOOyY, po3mimnyBaTu Hociit UDI Ha makyBaHH1 HE MOTPiOHO.

4.13. V BUmagky OKpeMHUX TOTOBUX BUPOOIB, IO CKIAMAIOTHCA 3 JCKITBKOX
YacTHH, SKI MOBUHHI OyTW 3'€HaH1 Tepelx MepIIMM BUKOPUCTAHHSIM, IOCTATHBO
po3mictutu Hociit UDI nuie Ha oHiNi 9acTHHI KOXKHOTO BUPOOY.

4.14. Hociit UDI noBuHEeH OyTH PO3MIIICHUH TaKMM YHWHOM, 1100 JIOCTYH J0
AIDC 0yB MOXJIMBHI MPpU HOPMAJILHUX POOOTI a00 30epiraHHi.

4.15. Hocii mtpux-koxaiB, mo wmictare UDI-DI Tta UDI-PI, MoXyTh Takox
MICTHTH JIaH1, HEOOX1JIHI JIs eKCILTyaTalli BupoOy abo 1HIII JIaHi.

5. 3araneHi npuHiumm 6a3u ganux UDI

5.1. baza manux UDI moBuHHa MiATpUMYyBaTH BUKOPHCTAHHS BCIX OCHOBHHUX
enemMeHTiB gaHux 0a3u ganux UDI, 3a3nauenux y yactusi b nporo gonartky.

5.2. BupoOHMKU BIJNOBIAAIOTh 3a TEPBUHHE HAJAaHHS 1IEHTU(IKAIIHNHOI
1H(opMaIIii i 1HIIKUX eJIEMEHTIB JaHUX Mpo BUPiO 10 6a3u nanux UDI Ta ix OHOBIICHHS
y Takiii 6a31 JaHuX.

5.3. TloBuHHI OyTH BOPOBAPKEHI BIJAMOBIAHI METOIU/MPOLETYPH Badigari
HaJJaHUX JaHUX.

5.4. BupoOHUKM MOBUHHI NEPIOAUYHO BepU(DIKYyBaTH MPABMWIBHICTh YCIX JaHUX
PO BUPOOM, BBEACHI HUMHU B 00iT, 32 BUHATKOM BUPOOIB, SIK1 O1IbIIIE HE HAAAIOTh Ha
PUHKY.

5.5. Hassuicte UDI-DI BupoOy B 6a3i ganux UDI He o3Hauae, mo Bupiod
BIJIMOBia€ BUMOTaM 1IbOro TeXHIYHOTO perjaMeHTy.

5.6. baza naHux MOBHMHHA JO3BOJISITH BCTAHOBUTH 3B 30K MK yCiMa PIBHAMH
MaKyBaHHS BUPOOY.

5.7. Hauni moao HoBux UDI-DI noBuHHI OyTH TOCTYNHI HA MOMEHT BBEJICHHS
BUpOOY B 0OIr.

5.8. BupoOHMKY MOBUHHI OHOBJIIOBATH BIAMOBIAHI 3anmucu B 6a31 ganux UDI
npotsrom 30 IHIB 3 MOMEHTY BHECEHHSI 3MiH B €JIEMEHT, IKUI HE BUMArae MpuCcBOECHHS
nosoro UDI-DI.

5.9. ¥V 6a3i nanux UDI ,3a MOKJIMBOCTI, TOBUHHI 3aCTOCOBYBATHCSI BU3HAHI Ha
MDKHApOIHOMY PIBHI CTaHIApTH HaJaHHS Ta OHOBJICHHS JaHUX.

5.10. Intepdeiic xopuctyBaua 6a3u nanux UDI moBuHeH OyTH HOCTYIMHUM
JiepKaBHOIO MOBOO. KUTbKICTh MOJIIB JIJ1s1 BBEICHHS IOBIJIBHOTO TEKCTY MOBUHHA OyTH
MiHIMI30BaHa sl 3SMEHIIIEHHST 00CATY TePeKIIaIiB.

5.11. Jlani BupoOiB, siki O1JIbIlIe HE HAIAIOTh HAa PUHKY, IIOBUHHI 30€pIiraTuch B
6a3i ganux UDI.

6. [IpaBuna nsis IEBHUX TUIIB BUPOOIB
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6.1. BupoOu, siki IMITAHTYIOTb:

6.1.1. Bupobu, ki IMIUIaHTYIOTh, IOBUHHI OYTH 1IeHTU(IKOBaHI YN MapKOBaHi
UDI (UDI-DI + UDI-PI) 3a monomororo AIDC Ha ixHROMY Haimepriomy piBHi
naKyBaHHs (ITaKyBaHHI OJMHHIII).

6.1.2. UDI-PI noBuHeH MaTH 1IOHaWMEHIIIE TaKi XapaKTePUCTUKU:
1) cepiiiHuii HOMep AJsl aKTUBHUX BUPOOIB, K1 IMIUIAHTYIOTh;
2) cepiitHMiA HOMEp Y1 HOMEP MapTii I IHIIUX BUPOOIB, K1 IMIJIAHTYIOTb.

6.1.3. UDI Bupo06iB, siki IMIUIaHTYIOTb, TIOBUHEH OyTH 17€HTHU(IKOBAaHUM 0
IMILTaHTAaI].

6.2. BupoOu Oaratopa3oBOro BHUKOPUCTAHHS, SKI TMOTPEOYIOTh OYHUIIEHHS,
ne3iHdexiii, crepuiizalii a00 BiTHOBJICHHS Mepe]l HACTYITHUM BUKOPUCTAHHIM

6.2.1. UDI takux BupoOiB MOBHHEH OyTH PO3MIIICHUI HA BUPOO1 1 OyTH JIETKO
MPOYUTAHUM TICIS KOXKHOI TPOUEAYypHd MIATOTOBKM BHUpPOOY JIO HACTYITHOTO
BUKOPHCTaHHS.

6.2.2. Xapakrepuctuku UDI-PI, Taki sk HOMep mapTii abo cepiiiHuil HOMep,
MOBUHEH BU3HAYATH BUPOOHUK.

6.3. CucteMu Ta npoueaypHi Ha0OpH, K 3a3HaUCHO Y MyHKTax 116-120 uporo
TexHIYHOrO perjiiaMeHTy

6.3.1. ®i3uyHa yu puIUYHA 0c00a, 3a3HadyeHa y myHKTax 116-120 mworo
TexHIYHOTO perjiaMeHTy, IMOBHWHHA BIAMOBIAATH 3a 1ICHTU(]IKALIIO CHUCTEMU YU
nporeaypHoro Habopy 3a gonomororo UDI, Bkimrouaroun UDI-DI ta UDI-PI.

6.3.2. Hocii UDI moBunHI OyTH po3MiliieHi a00 Ha caMUX BUPOOax, Ki BXOSATh
JI0 CKJIaJly CUCTEMH YU MPOIEAYypPHOTO HAOOPY, a00 HA iIXHROMY MMaKyBaHHI.

Bussartku:

1) Ha IHAMBIOyaJbHUX BHPOOAX OJHOPA30BOIO0 BUKOPUCTAHHS, CIIOCIO
BUKOPHCTAHHS SKUX € 3araJIbHOBIJOMHM OCOOaM, JJisi BUKOPHCTAHHS SKUMH BOHU
NpHU3HAYCHI, Ta SIKI BXOJIATH JO CKJIaJy CHCTEMH YU IPOLEIYPHOro HAOOpy i He
NpHU3HAYCHI IS IHIUBIAYaJbHOTO BUKOPHCTAaHHS 3a MEXaMH TakKoi CHUCTEMH YU
npoIeAypHOro Habopy, He MOTPIOHO po3MilyBaTH ixHiK BiacHui Hocii UDI;

2) na BupoOax, siki He nmoBuHHI Matu Hociga UDI Ha BiOmoBigHOMY piBHI
NaKyBaHHs, HE TOTP1OHO po3minryBat Hoci UDI 1 nmpu iX BKIIIOYEHH] B CUCTEMY YU
nporeAypHUid HaOIp.

6.3.3. Posmimenns Hocis UDI Ha cucteMax 4u mpoieaypHux Habopax

1) Hociit UDI cuctemu uu nporie ypHOTO HAOOPY, K IPABUIIO, PO3MIIIYIOTh Ha
30BHIUIHII CTOPOHI MaKyBaHHS.

2) Hociit UDI noBunen OyTtu unTabenbHUM a0o0, y BUIAJIKy BUKOPHCTAHHS
AIDC, Takum, SIKHi1 MOHA BIJICKAHYyBaTH, HE3QJICKHO BiJ TOTO, PO3MIIIIEHUI BiH Ha
30BHIIIHIA CTOPOHI MaKyBaHHS CHUCTEMHU ab0 MPOIEIypPHOrO0 HAOOpy UM BCEpEIWHI
MIPO30POTO MAKyBaHHSI.
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6.4. BupoOu, siki KOHQITYpYIOTb:

6.4.1. UDI noBuHeH npucBoroBaTHCS BUPOOyY, KU KOHDITypyIOTh, 3arajioM i
noBuHeH HazuBatucs UDI BupoOy, sikuii KOHQITYpPYIOTb.

6.4.2. UDI-DI BupoOy, sikuii KOH(DIrypyrOTh, IOBUHEH MPUCBOIOBATUCSA TpyHam
KOH(ITypaIliil, a He KOKHIA OKpeMild KoH]irypauii y rpymi. ['pyna xkoHdpirypamit —
e Habip MOXJIMBHX KOHQITypalliid i MeBHOTO BUPOOY, SIK OMHMCAHO B TEXHIYHIN
JIOKyMEHTAIT1.

6.4.3. UDI-PI BupoOy, sxuii KOH]IrypylOTh, IOBUHEH IPUCBOIOBATHUCS
KOKHOMY OKPEMOMY BUPOOY, KU KOHPITYPYIOTh.

6.4.4. Hociit UDI BupoOy, sikuii KOHQITypyrOTh, TOBUHEH PO3MIIIyBAaTUCS Ha
KOMITIOHEHT1 (BYy3J11), SIKUH 13 HAWMEHIIIOI WMOBIPHICTIO OyJie 3MIHCHUH MPOTITOM
CTPOKY CHykOu cuctemu, 1 Oytu ineHtudikoBanuM sik UDI BupoOy, skuii
KOH(DIrypyIOTh.

6.4.5. Ko’)kHOMY KOMIIOHEHTY, SIKMil BBa)KalOThb BUPOOOM 1 KU € HAsSBHUM Y
MPOAAXy OKPEMO, IOBUHEH ITpucBotoBaTrcs okpemui UDI.

6.5. ITporpamue 3a0e3neueHHs BUpOOiB
6.5.1. Kpurepii npucBoennst UDI

UDI mnoBHMHEH MpPUCBOIOBAaTUCS HA CUCTEMHOMY pIBHI POrpamMHOro
3a0e3MnedeHHs. 3a3HaueHa BUMOra MOMIMPIOETHCS JIUIIE HA TPOrpamMHe 3a0€3MeUeHHs,
SIKE€ € HassBHUM Y IIPOJaXXy OKpPEMO, Ta MporpamMHe 3a0€3MeUEHHS, IKE € CAaMOCTIMHUM
BUPOOOM.

[nentudikamiitHi maHi mporpaMHOrO 3a0e3MedYeHHs TOBUHHI BBaXKATHUCS
MEeXaH13MOM KOHTPOJII0 BUpOOHUIITBA 1 O0yTH Binoopaxkeni B UDI-PI.

6.5.2. Hosuit UDI-PI npucBooioTh 3a HasiBHOCTI Mo U (DiKaIliid, iK1 3MIHIOIOTh:
1) mepBUHHI XapaKTEPUCTUKU €(HEKTUBHOCTI;

2) Ge3MeyHICTh UM IIIhOBE MPU3HAYCHHS MPOrPaMHOTO 3a0€3MCUeHHS;

3) IHTEepHpeTaLiio JaHUX.

Taki Moau@ikaiii BKIIOYAIOTh HOBI YM 3MiHEHI aJITOPUTMH, CTPYKTypu 0Oa3
JaHUX, OlepaliiiHl aTt@opMu, apxiTeKTypy abo HOBI 1HTEpdeiicu KopucTyBaya, a
TaKO HOB1 KaHaJU AJi (PYHKI[IOHAJIBHOI CyMICHOCTI.

6.5.3. He3nauni peBi3ii nporpamHoro 3ade3neueHHs Bumaraots HoBoro UDI-PI
1 He BuMararotb HoBoro UDI-DI.

He3snauni peBi3ii nmporpaMHOro 3a0e3nevyeHHs 3a3Bu4aii MoB’s3aH1 3 YCYHEHHAM
nedeKTiB, MIABULICHHSIM 3pYYHOCTI KOPUCTYBaHHS, HE TOB’A3aHUM 13 OE€3MEYHICTIO,
YCYHEHHSIM ypa3JIMBOCTI UM OIEpaIiiHO0 e(DEeKTUBHICTIO.

Hesnauni peBi3ii mporpamMHoOro 3a0e3nedyeHHsT MOBUHHI 17€HTU(IKYBATHCS
creriaabHOr0 hopMoto ieHTrudiKkarii BUpoOHUKA.

6.5.4. Kpurepii po3mimenas UDI qis nporpamHoro 3a0e3mnedeHHs
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1) six1io mporpamue 3a0e3nevYeHHs Halane Ha (pi3ngHOMY Hocii, Hanpukiag, CD
a6o DVD, Ha koxeH piBeHb MaKyBaHHS MOBHUHEH OyTu HaHeceHuil moBHuit UDI y
dbopmari, sIKAA JIETKO MOKe MpounTaty JoauHa, Ta hopmati AIDC. UDI, nanecenuii
Ha (I3WYHUIA HOCIHM, IO MICTHTH MpOorpaMHe 3a0e3MeueHHs, Ta WOro MaKyBaHHS,
noBuHeH Oytu imeHTnyHUM UDI, TOpHCBOEHOMY CHCTEMHOMY MPOTPaAMHOMY
3a0e3IeYeHHIO;

2) UDI noBuHeH OyTH mpeacTaBlIeHUH Ha JIETKOAOCTYITHOMY JIJIsi KOpUCTyBada
€KpaHi B 3py4YHOMY JIJIs YUTaHHS Y TEKCTOBOMY dopmarTi, Takomy sk (aitn "about", a6o
PO3MIIIIEHU HA CTAPTOBOMY €KpaHi;

3) mporpamHe 3a0e3leyueHHs, sike HEe Mae 1HTepdeiicy KopucTyBaya, Take sK
NPOMIXKHE TIporpaMHe 3a0e3ledeHHs] JUisi KOHBepTalli 300paxeHb, IMOBUHHE
no3BossiTH nepenaatu UDI yepes npuxinanuuii nporpamuuit intepdeiic (API);

4) Ha eNeKTPOHHUX JAUCILIESX POTrPaMHOI0 3a0e3MeueHHs TIOBUHHA Ha/1aBaTUCS
muiie yactuHa UDI, sky moske npountatu moauHa. 3azHadatu UDI y ¢popmati AIDC
Ha CJICKTPOHHUX JUCIUIeSX, TakuX SK MeHIo "about", ekpaH-3acTaBka TOIIO, HE
NOTP10HO;

9) dopmat UDI anis mporpaMHoro 3a0e3neueHHs, SKuid MOKe OyTH MPOYUTAHUMA
JIOJIMHOIO, TIOBMHEH BKJIOYaTH 1feHTH(ikaTopu nporpamu (Al) cranpmapTy, sKuii
BUKOPHUCTOBYIOTh OpraHd BHJAAyi, Ui HaJaHHS KOPHCTyBady JOINOMOTH B
inenTudikaiii UDI 1 Bu3HaueHHI cTaHaapTy, BUKOPUCTAHOTO i cTBopeHHs: UDI.

6.6. [nuBiTyanbHi BUpOOH
6.6.1. KonTakTHi JIiH3U
6.6.1.1. CtanaapTHI KOHTAKTHI JIIH3U

UDI-DI npusHayaeTbcsi CTaHAApPTHUM KOHTAaKTHUM JIiH3aM, $IKI MaloTh
OJIHAKOBY KOMOIHAIIII0 TMapaMeTpiB KOHCTPYKINi KOHTAaKTHHUX JIIH3, BKIIOYAIOUU
npuHaiiMH1 6a30BYy KpuBy Ta niametp («Master UDI-DI»).

Ha nogaTox 10 BUMOTH, BUKJIQJICHOI B MIAMYHKTI 3.9. MyHKTY 3 1[bOTO JOAATKY,
HoBui Master UDI-DI moBuHEH BUMaraTucst KOXKHOTO pa3y, KOJIM BIIOYBAETHCS 3MIHA
B KOMOIHaIlli MapaMeTpiB KOHCTPYKIIi, 3a3HAYEHUX Yy MYyHKTI | 1IbOro 10AaTKY.

6.6.1.2. BUroTOBIEHHS KOHTAKTHUX JIIH3 HA 3aMOBJICHHS

UDI-DI nmpu3HavaeThCcsi BATOTOBJICHUM Ha 3aMOBJICHHS KOHTAKTHUM JIIH3aM, SIK1
MalTh OJIHAKOBY KOMOIHAI[II0 KOHCTPYKTHMBHUX HapaMeTpiB KOHTAKTHUX JIH3,
BKJIFOYAIOYM MPUHAWMHI 0a30BY KpuBY Ta miameTp («Master UDI-DI»).

Ha nonmarok 10 BUMOTH, BUKIIAJEHOT B MIAMYHKTI 3.9. MyHKTY 3 1IbOTO J0JIATKY,
HoBuit Master UDI-DI noBruHeH BumMaratucst KO>kHOTO pa3y, KOJIH Bi10yBaeTbCs 3MiHA
B KOMOIHaIIIi mapaMeTpiB KOHCTPYKIIi, 3a3HaYEHUX Yy TMyHKTI | IIbOTO TOAATKY.
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Jonarok 7
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

CIHHEIIAJIBHI BUMOI'A 10 TIPU3HAYEHUX OPT'AHIB

1. OPT AHIBAIIIHI TA FA30BI BUMOI'M
1.1. IIpaBoBwHii cTaTyc Ta opraHizaiiiiHa CTpyKTypa
1.1.1. KoxeH nmpu3HaueHU opraH MOBUHEH OyTH PE3UJCHTOM Y KpaiHH.

1.1.2. Skmo npu3HA4YeHU OpraH € IOPUANYHOI0 0CO00I0, KA € YaCTHHOIO
OUIbIIOT oOpraHizamii, MISUIBHICTH TaKOi OpraHizaii, a TakoX 1ii oOprasizaiiiiHa
CTPYKTYypa 1 yIpaBJiHHS Ta BIAHOCUHU 3 MIPU3HAYCHUM OPraHOM MOBUHHI OyTH YITKO
3aJIOKyMEHTOBaHI. Y TaKuX BHUIAJKaX BUMOTU MIAMNYHKTY 1.2. OO MYHKTY €
3aCTOCOBHUMH SIK JI0 NPU3HAYEHOTO OpraHy, Tak 1 JO Oprasisauii, 10 [KOi BIH
HaJICKUTh.

1.1.3. Sxmo mnpu3HayeHWW oOpraH TMOBHICTIO a00 YacTKOBO BOJIOJIE
IOPUIUIHAMH  0CO0aMHU, 3apEeECTPOBAaHUMH B YCTAHOBIICHOMY 3aKOHOJABCTBOM
VYkpainu nopsiiKy, ado SKIO TAKUM NMPU3HAYEHUM OPTraHOM BOJIOJIIE 1HIIA IOPUANYHA
oco0a, TOJl AISUILHICTh Ta BIAMOBIMAIBHICTh TAKUX FOPUAUYHUX OCI0, a TaKOXK 1XHI
mpaBoBI Ta PoOOYl B3a€EMOBIJIHOCMHU 3 TPU3HAYEHUM OPraHOM, IMOBHUHHI YITKO
BCTAHOBIIOBATHCS Ta JOKyMEHTyBaTHCs. Ha mepconan 3a3HaueHuX opraHi3aliii, SKui
3MIIMCHIOE JTISUTBHICTD 3 OIIHKY BIAMOBIAHOCTI 3T1HO 3 UM TEeXHIYHUM PETIaMEeHTOM,
MOIIUPIOETHCS 1Sl 3ACTOCOBHUX BUMOT IILOTO TEXHIYHUM PETJIaMeHTYy.

1.1.4. Opranizaiiiiina CTpyKTypa, po3no/iiy 000B’sI3KiB, CTPYKTypa MiA3BITHOCTI
Ta (YHKIIOHYBaHHS MPU3HAYEHOIO OpraHy TMOBUHHI OyTH TakuMmH, 1100
3a0e3MnedyBaTi BIIEBHEHICTh B KOH(]IACHLIMHOCTI poOOTH NMPHU3HAYEHOTO OpraHy 1
pe3yJiibTaTax JAisSIbHOCTI 3 OL[IHKH BIJMOBIIHOCTI, SIKY BIH 31HCHIOE.

1.1.5. Tlpu3HaueHuii oprad HOBUHEH YiTKO JOKYMEHTYBATH CBOIO OpraHi3aliiny
CTPYKTYpY 1 (yHKIIi, OOOB’SI3KM 1 NMOBHOBAXXEHHS CBOTO BHILOIO KEpPIBHUITBA, A
TAaKOX IHIIOTO TIE€PCOHANy, SIKMUA MOX€E BIUIMBATH HAa €QEKTHBHICTH POOOTH
MPU3HAYEHOTO OPraHy 1 pe3yabTaTH MOTo JISTIBHOCTI 3 OLIIHKU B1JIMOBITHOCTI.

1.1.6. [lpu3zHauenuii opraH MOBHHEH BU3HAYUTH CEPEJ BUIINOTO KEPIBHHUIITBA
0ci10, Ikl MaIOTh CIIJIbHI TOBHOBAXEHHS 1 HECYTh CIUIBHY BIJIMOBIATBHICTD 3a:

- HaJlaHHS HaJCKHUX PECypCiB sl 3a0€3MEUEHHs MISUIBHOCTI 3 OIlHKH
BIMOBIAHOCTI;

- pO3pOoOKy IpoLeayp 1 MONITHK AISUTHHOCTI MPU3HAYEHOTO OpTraHy;

- HarJIsI 3a BIPOBA/KEHHSIM TPOIEYP, TOJITHUK 1 CUCTEM YTPABIIHHS SIKICTIO
MIPU3HAYEHOTO OPTaHYy;

- Harsa 3a pilHaHCAMU MTPU3HAYEHOTO OpraHy;
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- JISUTbHICTh TMPHU3HAYEHOTO OpraHy Ta YXBaJ€HI HUM pIIICHHS, 30Kpema
KOHTPAKTHI YTO/IH;

- JIeNIeTYBaHHS TMOBHOBAXKEHb 31 3MIMCHEHHS MEBHOI MiSUIBHOCTI MEpCOHAITY
Ta/ab0 KOMITETaM, 3a HEOOX1HOCTI;

- B3A€EMOJIII0 3 OPTraHOM, IO MpU3HAYa€, OOOB’SI3KM IMIOAO0 KOMYHIKamii 3
THIITMMHU KOMIIETEHTHUMH OpraHaMU Ta 1HIIMMH MPU3HAYCHIUMH OpPTaHAMH.

1.2. He3zanexHICTh Ta HEYTIEPEIKEHICTh

1.2.1. [Ipu3naveHuii oprad MOBUHEH OYTH TPETHOIO CTOPOHOI0, HE3AJICKHOIO BiJ]
BUPOOHHKA BUPOOY, MO0 SKOTO BiH 3/IMCHIOE JISUIBHICTH 3 OIIIHKH BiAMOBIIHOCTI.
[Tpu3HaveHuii opraH TMOBHHEH OyTH HE3AJICKHUM TaKOX BiJl OyAb-sSIKUX 1HIIUX
Ccy0’€KTIB TOCIOJapIOBaHHS, 3alHTEPECOBAHMX Yy BHUPOOI, a TaKOX BiJ OyIb-IKUX
KOHKYpPEHTIB BUpOOHUKA. lle He BHKIIOYaE MOXKIMBOCTI MPU3HAYEHOTO OpraHy
3MIICHIOBATHU JISUTBHICTD 3 OI[IHKH BIATIOBIIHOCTI BUPOOHHUKIB-KOHKYPEHTIB.

1.2.2. Opranizaiiss NpPU3HAYEHOTO OpraHy Ta YNPaBIIHHA HUM IOBHUHHI
3a0e3MeuyBaTH HE3AJICKHICTh, 00’ €KTUBHICTh 1 HEYNEPEIKEHICTh MOT0 AISIIBHOCTI.
[Ipu3naueHuit opraH TOBHHEH 33JI0KYMEHTYBATH 1 BIPOBAAUTH CTPYKTYpY 1
IpoleAypH AJsi 3a0e3NeyYeHHs] HEeYNepeXEeHOCTI Ta MPOCyBaHHS 1 3aCTOCYBaHHS
MIPUHIIUIIB HEYNIEepeHKEHOCTI 10 BC1M CBOIM opraHizaiiii, cepejl CBOro rnepcoHany Ta B
JISTIBHOCTI 3 OLIHKM. 3a3HadyeHi MpoUeAypy IMOBHMHHI 3a0e3MeuyBaTd BHSBJICHHS,
pOo3CHiAyBaHHs Ta BUpPINIEHHS OyAb-sIKUX BUIIAJIKIB, MOB’S3aHUX 13 KOH()IIKTAMU
IHTEpECIB, 30KpeMa y4acTi0 B HaJaHHI KOHCYJIbTAI[IMHUX MOCIYT y cdepi BUPOOiB
nepes IMpaleBlaliTyBaHHAM Yy TpU3HAYeHOMY oprasi. Po3cnigyBaHHs, #Horo
pe3yibTaTH 1 yXBaJeHE 3a WOro pe3yJbTaTaMd pINICHHS T[OBUHHI OyTH
32JIOKyMEHTOBaHI.

1.2.3. Tlpusnauenuii opraH, HOro BHUIE KEPIBHUIITBO Ta IEPCOHAI,
BIJMOB1AAJIbHUI 32 BUKOHAHHS 3aBIaHb 3 OLIHKU BIAMOBIAHOCTI, HE IOBUHHI:

1) OyTu po3poOHUKOM, BUPOOHUKOM, MTOCTAYaTbHUKOM, TTOKYIIIIEM, BJIACHUKOM
ab0 CTOPOHOIO, BIAMOBIAAIBHOIO 32 BCTAHOBJICHHSI YU OOCITYyrOByBaHHSA BHPOOIB, SIKI
BOHHU OI[IHIOIOTh, a00 YMOBHOBa)XEHHM IMPEICTABHUKOM OYyIb-AKOi 13 3a3HAYEHUX
cTtopiH. lle oOMexeHHs He BUKIIIOYAE MOKIMBOCTI NPHUI0aHHS 1 BUKOPUCTAHHS
OLIIHEHUX BHUPOOIB, HEOOXIAHUX [JIs1 pOOOTH MPU3HAYEHOrO OpraHy Ta 31MCHEHHS
OI[IHKH BIJIMOBITHOCTI, 800 BUKOPUCTAHHS TAKMX BUPOOIB JJIsI OCOOMCTHUX ITIJIEH;

2) Opatu y4acTh y po3poOili, BUTOTOBJIEHHI YW KOHCTPYIOBaHHI, peasisarii,
MOHTaX1, BUKOPUCTaHHI YM 00CIyroByBaHHI BUPOOIB, 11010 SIKUX BOHH MpPH3HAYEHI,
a00 TIpeACTaBISITH Oy Ib-SIKY 31 CTOPIH, siKa Oepe y4acTh y il MisUIbHOCTI;

3) OpaTtu yuacTh y OyIb-sKii JiSTILHOCTI, SIKA MOXE CYyTNePEUUTH HE3ICKHOCTI
iXHIX pimeHs abo iXHIH JOOPOYECHOCTI B MISIILHOCTI 3 OIIIHKH BIIIIOBIIHOCTI, IS
BHKOHAHHS SIKOi BOHH IPHU3HAYEHI;

4) mporoHyBaTH YW HAJaBaTU MOCIYTH, SIKI MOXYTh CTaBUTH MiJ 3arposy
BIIEBHEHICTh Yy 1XHIH HE3aJ€XKHOCTI, HEYNEePEIHKEHOCTI a00 00’ €KTUBHOCTI. 30KpeMma,
BOHM HE TIOBUHHI HajJaBaTh KOHCYJIbTAIlIMHI TMOCAYTH BUPOOHUKY, WOro
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YIIOBHOBKEHOMY TPEICTABHUKY, MOCTAYaIbHUKY 200 KOMEpILIHHOMY KOHKYPEHTY
I0JI0 TIPOEKTYBaHHS, PO3pOOKH, KOHCTPYIOBaHHS, peami3ailii abo o0CIyroByBaHHS
BUPOOY UM MPOIIECIB, Ki BOHU OILIHIOIOTh; Ta

5) 6yTu MOB’A3aHOIO 3 OpTaHi3alli€lo, sKa Ha/lae KOHCYJIbTAIlIIHI MOCITYTH, K
3a3HaueHO B MIANYHKTI 4 miamyHkry 1.2.3. mianyHkty 1.2. myHKTy | 1[bOTO AOAATKY.
3a3HaueHe OOMEXEHHS HE BHUKIIOUAE MOXJIMBOCTI MPOBEICHHS 3arajibHHUX
HaBUYAJBHUX 3aXOiB, SKi HE CIPSMOBaHI HAa KOHKPETHOTO KIIEHTA 1 CTOCYIOTHCS
peryJiroBaHHs BUPOOIB UM BIAMOBIAHUX CTaHIAAPTIB.

1.2.4. Ydactpb y HajaHHI KOHCYJIbTAIIHHUX TOCIyT y cdepl BUPOOIB mepen
IpaleBIallTyBaHHIM Yy IPU3HAYEHOMY OpTaHi Mae OyTH MOBHICTIO 3aI0OKYMEHTOBaHa
MiJT 4Yac TMpaleBIalliTyBaHHsA, a TMOTCHIINHI KOHQIIKTH 1HTEpPECIB IOBHHHI
BIJICTEKYBATHUCS Ta BPETYJIbOBYBATHUCS 3T1HO 3 UM AojaTkoM. [lepconarn, sikuii OyB
mparieBIalTOBaHUN IEBHUM KIIIEHTOM a00 HajJlaBaB KOHCYJIbTAIlIHI OCIyTH y cdepi
BUPOOIB NIEBHOMY KJIIEHTY IEpe] MPALEBIAIITYBAHHAM Y MIPU3HAYEHOMY OpraHi, He
MOBUHEH NPU3HAYATHCS JUIsl 3A1MCHEHHS MiSUTBHOCTI 3 OI[IHKH BIJMOBIAHOCTI
3a3HAYCHOTO KJII€HTA YW KOMITaHIH, 10 HaJIeXaTh J0 WOTO TPYIH, MPOTITOM TPHOX
POKIB.

1.2.5. TloBuHHa OyTH TrapaHTOBaHa HEYIEPEIKEHICTh MPU3HAYEHUX OPraHiB,
iXHPOTO BMILOIO KEPIBHUIITBA Ta MEPCOHANY, KM 3aiiMaeThbcs OIiHKO. Oruiara
paili BUIIOr0 KEPIBHUIITBA Ta MEPCOHATY, SIKUM 3aiiMa€EThCS OLIIHKOIO, TPU3HAYEHOTO
OopraHy, a TakOX CyOMiAPATHUKIB, AKI OEpyTh y4acThb Yy MISUIBHOCTI 3 OIIIHKH, HE
MOBMHHA 3aJieKaTH BiJl Ppe3yJbTaTiB OIUHKHU. [Ipu3HaueHi oOpraHu MOBUHHI
OTIPUJTIOJTHIOBATH JIeKJIaparlii mpo BiACYTHICTh KOH(IIKTY 1HTEPECIB iXHHOTO BHUIIIOTO
KEpIBHUIITBA.

1.2.6. Sxmo npusHaAYeHU OpraH HAJICKUTH ACPKABHOMY MIiANPUEMCTBY,
yCTaHOBI Ta oOpradizaiii, TNOBMHHAa OyTu 3a0e3neueHa ¥ 3aJ0KyMEHTOBaHa
HE3JIEKHICTD 1 BIICYTHICTh KOH(MJIIIKTY IHTEPECIB M1’ OpraHoOM, 10 MpU3HayYae, Ta/ado
BI/IMOBIJTHUM KOMIIETEHTHUM OPraHOM 3 OJHOr0 OOKY 1 MPU3HAYEHHM OPraHoOM 3
1HIIIOTO OOKY.

1.2.7. Tlpu3HaueHuil opraH MOBHHEH 3a0e3leuyyBaTH 1 JOKYMEHTYBAaTH, IO
JUSTBHICTh WOTO JTOYIPHIX MIANPUEMCTB YU CYONIAPSIAHMKIB 200 OyIb-SIKMX I1HIIUX
MOB’sI3aHUX OPraHiB/0Ci0, 30KpeMa MOro BJIACHUKIB, HE BIUIMBAE HA HE3AJICKHICTb,
HEYTEePEKEHICTh a00 00’ €KTUBHICTh MOTO AISUTHHOCTI 3 OILIHKH BIJMOBITHOCTI.

1.2.8. Ilpu3navyeHuii opran MOBUHEH AISITH BIAMOBIIHO 10 HA0OPY MOCITIIOBHHUX,
CHpaBeUIMBUX Ta OOTPYHTOBAHMX YMOB 1 MOJIOKEHb, 3BaXKAIOUH HA IHTEPECH MaJHX 1
CEpEeIIHIX MiAMPUEMCTB B YaCTHHI BAPTOCTI TTOCIIYT 3T1IHO 13 3aKOHO/IaBCTBOM.

1.2.9. Bumoru, BCTaHOBJIEHI IIMM PO3AUIOM, HE BHUKIIOYAIOTh MOMJIHBOCTI
OOMIHY TEXHIYHOIO 1H(POpPMAIIEI0 1 PEryJSTOPHUMH KEPIBHUMH TMOJIOKEHHIMU
(HacTaHOBaMM) MDK MPU3HAYCHUM OPTaHOM 1 BUPOOHHMKOM, SKUH TMOJaB 3asBYy PO
MPOBEJICHHS OLIHKU BiAMOBITHOCTI.

1.3. KondinenmiitHicTh
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1.3.1. Ilpu3Hayenuit opraH MOBHHEH MaTH 33aJJ0KyMEHTOBaHI1 MPOLEIypH, SKi
3a0e3neuytoTh (akT AOTPUMAHHS WOTO0 TIEPCOHAJIOM, KOMITETaMH, IOYipHIMH
MiIPUEMCTBAMH, CyOMAPSATHUKAME Ta OYIb-IKUMU TTOB’I3aHUMH 3 HUMHU OpTaHAMH
a00 MmepcoHaIOM TPETIX CTOpiH KoHpiAeHIIIITHOCTI 1H(hOpMaIlii, sika Oya HajgaHa B iX
PO3MOPSKEHHS MPOTSATOM BUKOHAHHSI HUMHU 3aXO/lIB 3 OIIIHKU BiJAMOBIAHOCTI, OKPIM
BUIAJKY, KOJIM TaKe PO3TOJIOIICHHS] BUMAra€ThCs 3aKOHOM.

1.3.2. Ilepconan mnpu3HA4YeHOrO0 OpraHy NOBHHEH 30epiratu mnpodeciiiHy
TAEMHUITIO TIPY BUKOHAHHI CBOIX 3aBJaHb 3TiHO 3 UMM TEeXHIYHUM periIaMeHTOM, 3a
BUHSATKOM BHIIaJKIB PO3KPHUTTA ii OpraHoM, [0 MpHU3HAYAE, Ta BiAMOBIIHUM
KOMIIETEHTHUM opraHoM. lIpaBa BimacHocTi moBuHHI OyTH 3axuiieHi. [IpusHauenuii
OpraH MOBMHEH MAaTH 3aJJOKYMEHTOBaHi MPOLEAYPHU OO TOTPUMAHHSA BUMOT I[LOTO
pO3ILTY.

1.4. BianoBiganbHICTh

1.4.1. TlpusHaueHi oOpraHd TMOBHHHI YKJIACTU JOrOBIp CTpaxyBaHHS
BIIMOBIAAIBHOCTI TEpeJ TPETIMHM Oco0aMU Ha 4Yac 3IIMCHEHHS ISUIbHOCTI
MPU3HAYEHOTO OpPTraHy.

1.4.2. OGcsr i 3aranpHa (DiHAHCOBA BApTICTh CTPAaxyBaHHS BiAMOBIJAIBHOCTI
MOBUHHI BIIMIOBIIATH PIBHIO Ta reorpadiyHOMY OXOIUIEHHIO AISUIbHOCTI IPU3HAYEHOTO
opra”y Ta OyTH HpPONOPLIAHUMHU PU3HKY BUPOOIB, CEPTU(PIKOBAHUX MPU3HAYEHUM
opranoM. CTpaxyBaHHsl BIJIOBIIaJbHOCTI OXOIUIIOE€ BUIAJAKH, KOJM MpPU3HAYECHUN
opraH Mo)ke OyTH 3000B’Si3aHHMI BIJKIMKATH, OOMEXUTH a00 MNPU3YNHUHUTH JiI0
cepTudikaris.

1.5. ®igaHCOBI BUMOTH

[Ipu3znauenuii opraH TOBHHEH MaTH Yy CBOEMY pO3MOPSKEHHI (DiHAHCOBI
pecypcH, HeoOX11H1 IS 3A1HCHEHHS HOT0 AiSIbHOCTI 3 OLIIHKY BIJIIMTOBITHOCTI y MEXKax
chepu #oro mnpu3HAYEHHS Ta TMOB’S3aHUX JUIOBUX omepaiiid. BiH moBHUHEH
33JIOKYMEHTYBaTH Ta HaAaTH MIATBEP/KEHHS CBOro (IHAHCOBOTO CTaHy Ta
JIOBrOTEPMIHOBOT €KOHOMIYHOI CTIMKOCTI 3 ypaxyBaHHSM, y BIANOBIJHUX BUIAAKAX,
OyIp-sKkuX crieuriuHuX 00CTaBHH HA MOYaTKOBOMY €Tarll poOOTH.

1.6. Yuactp y KoOpAuHALIHHINA JISIIBHOCTI

1.6.1. Ilpu3HaueHuii opraH MOBHHEH OpaTH y4acTb y OyJb-iKiil BIANOBIIHIN
JUSTTBHOCTI 31 CTaHAAPTU3AIII] Ta Y JiSJIBHOCTI MIXKCEKTOPAIbHOI TPyNU MPU3HAYEHUX
opraniB, 3ragaHoi y mnyHkTax 189-198 wnporo TexHiyHOro perjameHty, abo
3abe3neunTH, o0 HOro MepcoHall, SKUi 31ACHIOE OIIHKY Ta MpUHWMae pieHHs, OyB
noiH(GOPMOBaHHM PO BC1 BIJMOBIIHI 3aKOHOAABY1 aKTH, HOPMAaTUBHO-TIPABOBI aKTH,
HACTaHOBU (KEpiBHI IOKYMEHTH) Ta JOKYMEHTH 3 HAJEKHOI MPAKTHUKU, MPUUHATI B
pamkax 1boro TexHIYHOro perjJamMeHTy.

1.6.2. Tlpu3naueHuit oOpraH TIOBHHEH BpPAXOBYBAaTH HACTaHOBH (KEpiBHI
JIOKYMEHTH) Ta JIOKYMEHTH 3 HAJIEKHOI MPAKTUKH.

2. BUMOI'M OO YITPABJIIHHA AKICTHO
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2.1. TlpusHaveHuii opraH MOBUHEH CTBOPUTH, 3aIOKYMEHTYBATH 1 BIPOBAIUTH
CUCTEMY YMPABIIHHS SKICTIO, IO BIAMOBIAAE XapakTepy, cepi Ta mMacmrady HOro
TISTTBHOCTI 3 OIIHKK  BIAMOBIAHOCTI, 34aTHAa 3a0e3medyBaTv MiATPUMaHHSI ¢
JIEMOHCTPYBAaTH TOCHIIOBHE BHKOHAHHS BHUMOT LBOTO TEXHIYHOTO pETJIaMEeHTY,
(GYHKIIIOHYBaHHSI TaKOi CHCTEMHU YIPAaBIiHHS SAKICTIO Ta 3IIACHIOBATH YIPaBIIIHHA
HEIO.

2.2. Cuctema ynpaBiiHHS SKICTIO IPU3HAYEHOTO OPraHy MOBUHHA OXOILTIOBATH
IOHaNMEHILIE TaKe:

- CTPYKTYpPY 1 JOKYMEHTAIIII0 CUCTEMH yIPaBIIHHA, 30KpeMa MOJITUKH U 11U
HWOTO0 MISVILHOCTI,

- TMOJIITUKH II0JI0 PO3MOALTY JISIILHOCTI Ta BIANOBIIAILHOCTI IIEPCOHATY;

- TPOIIECH OLIHKHU 1 IPUNHATTS PillIcHb BIAMOBIAHO J0 3aB/IaHb, 000B s3KIB Ta
poJIieii IepCoHaITy 1 BUIIIOTO KEPIBHUIITBA,

- IUJIaHYBaHHS, MPOBEICHHS, OLIHIOBAaHHA 1, 3a HEOOXITHOCTI, aJanTalliio
MPOIIEAYP OIIHKH BIJIMIOBIIHOCTI;

KOHTPOJIb JJOKYMEHTAIIIT;

- KOHTPOJIb 3aIUCIB;

- aHayi3 3 00Ky KepIBHUIITBA,;

- BHYTpILIHI ayUTH;

- KOperyBaJIbHI i 3a1I001KHI Jii;
- CKapr i ameJsiii; Ta

- Oe3mepepBHE HaBYAHHS.

SIKII0 BUKOPHUCTOBYIOTH JIOKYMEHTH PI3HUMHM MOBAaMH, MPU3HAYECHHN OpraH
MOBUHEH 3a0€3MeUNTH 1 MPOKOHTPOIOBATH, III00 BOHU MaJIM OJHAKOBUM 3MICT.

2.3. Bumie kepiBHHMITBO NMPHU3HAYEHOTO OpraHy MOBUHHE 3a0e3medyuTH (HakT
MOBHOTO PO3YMIHHS, peami3aiii Ta MIATPUMKHA CHUCTEMHU 3 YIMPABIIHHS SKICTIO
BCEpEAMHI BCi€l OpraHizaliifHOi CTPYKTYPH NPU3HAYEHOTO OpraHy, BKIIOUYAOUU HOro
JOYIpHI MIJNPUEMCTBA Ta CYONAPANHUKIB, 3aly4eHMX [0 MPOUEAYp OLIHKH
BIIMOBIHOCTI 3T1JIHO 3 UM TEXHIYHUM PErIaMeHTOM.

2.4. Ilpu3HadeHuii oprad MOBUHEH BUMAraTH BiJl yCbOTO EpCcOHaITY O(DiliitHOro
NPUUHATTS Ha ce0e 000B’SI3KIB HIITXOM MIAMKUCY a00 €KB1BAJIEHTHOTIO I1ITBEPIXKSHHSI
JOTPUMAaHHS HHUM TIPOILEIyp, BHW3HAYCHUX TPHU3HAYCHHM OpPraHOM. 3a3HAdCHE
3000B’s13aHHS TIOBHHHE OXOIUTIOBATH ACIEKTH, SKI CTOCYIOTHhCS KOH(DIICHIIMHOCTI U
HE3aJICXKHOCTI B1Jl KOMEPIIIHUX Ta IHIUX IHTEPECIB, a TAKOXK OyIb-IKUX TOTOYHUX YU
MUHYJUX 3B’S3KIB 13 KJi€HTaMu. Bix mepcoHany MOBMHHE BHUMAaraTucsi 3allOBHEHHS
MUCHMOBHX 3asB MPO JOTPUMAHHS MPUHITUIIB KOH(DIIEHIIIHHOCTI, HE3aJIEKHOCTI Ta
HEYTEePeIKEHOCTI.

3. BUMOI'M 1100 PECYPCIB

3.1. 3arajibHi BAMOT'H
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3.1.1. [Ipu3Hayeni opraHy MOBHUHHI OyTH y 3MO31 BUKOHYBaTH BCl 3aBJIaHHS,
MOKJIaICHI Ha HUX 3a UM TEeXHIYHUM pErIaMeHTOM, 13 3a0€3MeUeHHSIM HAWBHUIIIOTO
piBHS TpodeciitHoi 70OpOUYECHOCTI Ta HEOOX1THOI KOMIETEHTHOCTI y BiJIOBITHIN
cdepi, He3aJIeKHO BiJI TOTO, YU BUKOHYE 111 3aBJJaHHS caM MTPU3HAYECHUN OpraH, Y4 1HII1
CTOPOHHM BiJ HOTO IMEHI 1 Mi] HOTO BiMOBIIATLHICTb.

30kpema, TpU3HAYEHI OpraHW TOBMHHI MAaTH HEOOXIOHHM mepcoHan M
oOnagHaHHg, 3aco0M Ta KOMIIETEHINI, HEOOXIJHI IS HAaJIE)KHOTO BHUKOHAHHS
TEXHIYHMX, HAYKOBMX Ta aJMIiHICTPAaTUBHHMX 3aBJlaHb, IMEpeA0AaYCHHX Yy paMKax
JISJTBHOCTI 3 OIIIHKY BIJIMOBIAHOCTI, /1711 BAKOHAHHS SIKO1 BOHU IIPU3HAYEH1, 200 MaTH
JIOCTYT JI0 TaKoro o0JiaJHaHHsI, 3aC001B Ta KOMIIETEHIIIH.

Taka BuMora nependavae, 1Mo B OyAb-AKH 4ac 1 I OyJb-IKO1 MpoLeaypu
OIIIHKH BIAMOBITHOCTI Ta KO’KHOT'O TUITY BUPOO1B, II0JI0 IKKX OpraH OyB MPU3HAUCHUH,
BIH Ma€ y MOCTIHHOMY PO3MOPSI>KEHHI aIMIHICTPATUBHHM, TEXHIYHUN Ta HAYKOBUU
NepcoHaj, KWW Ma€e JIOCBIA 1 3HAHHS IIOJO0 BIAMOBIAHUX BHUPOOIB 1 BIAMOBIIHUX
TE€XHOJIOT1i. KUJIBKICTh TAKOTO MepCcoHaTy NOBUHHA OyTH IOCTATHBOO J1JI1 BUKOHAHHS
MPU3HAYCHUM OpPraHOM 3aBJIaHb 3 OIIHKHU BIJIMOBIIHOCTI, 30KpeMa OIlIHKa MEIUYHUX
(GyHKIN, KIIHIYHUX OIIIHIOBaHb Ta OIIHIOBAaHHS €()EKTUBHOCTI U OE3MeYHOCTI
BHUpPOOIB, II0J10 AKUX BiH OYB IPU3HAYEHUH, 13 YpaXyBaHHIM BUMOT IbOTO TE€XHIYHOTO
peryiaMeHTy, 30KpeMa THX, 1110 BCTAHOBJICHI B J0JIaTKy 1.

CykyIiHa KOMIIETEHIIIsl MPU3HAYEHOTO0 OpraHy TMOBUHHA JIO3BOJISATH HOMY
OILIIHIOBATH BUAM BUPOOIB, IIOAO SKUX BIH Mpu3HaueHud. [IpusHauenuit oprax
MOBUHEH MATU JIOCTATHIO BHYTPIIIHIO KOMIIETEHTHICTD JJI1 KPUTHYHOT'O OLIIHIOBAHHS
aHaji3y, TPOBEACHOTO 30BHIIIHIMH €KCIepTaMHu. 3aBJaHHSA, BUKOHAHHS SKHX
MPU3HAYEHUHN OpPTaH HE MOKE JI0OpYyYaTH CyOMiapsITHIKAaM, BU3HAUCHI B TIAMYHKTI 4.1.
MYHKTY 4 IbOTO JOJATKY.

[Tepconai, mo Oepe y4acTh B yNpaBIliHHI JiSUTBHICTIO TPU3HAYEHOTO OPraHy 3
OI[IHKY BiATIOBITHOCTI BUPOOIB, MOBUHEH MaTH BIJIMOBIIHI 3HAHHS JJIsI CTBOPEHHSI Ta
YOPABIIHHSA CHUCTEMOIO U1 BIAOOpPY MEpPCOHANy, BIAMOBIJAIBHOTO 3a OILIHKY 1
MIJTBEP/PKCHHS, MEPEBIPKA MOro KOMIETEHIIi, WOro JOMYCKy 1 PO3MOALLY HOTro
3aBJaHb, JJIsl OpraHizailii Horo NepBUHHOTO Ta OE3MePEePBHOTO HABYAHHSI, BA3HAUCHHS
Horo o0OOB’A3KIB 1 MOHITOPUHTY TaKOTO IMEPCOHAYy 3 METOK 3a0e3MeyueHHs
KOMIIETEHTHOT'O BUKOHAHHS HUM 3aBJlaHb, K1 Ha HbOT'O MOKJIa/ICHI.

[Ipu3nauenuii opraH MOBMHEH BU3HAYUTH IMIOHANMEHIIIE OJHY 0CO0y 31 CBOTO
BUIIOTO KEPIBHUIITBA, HA 5Ky Oy/e MOKJIAJEHO 3arajbHy BIANOBIJANbHICTH 32 BCIO
JISUTBHICTD 3 OIIHKW B1AMOBITHOCTI BUPOOIB.

3.1.2. [IpusHaueHuii opran MOBUHEH 3a0e3MeunTH, 100 MEPCOHAN, SIKUil Oepe
y4acTh y JISUTBHOCTI 3 OLIHKHM BIAMOBITHOCTI, MIATPUMYBaB CBOIO KBasi(ikaiiro i
eKCIIepTHI 3HAHHS INUIAXOM  BIPOBA/DKCHHS CHCTEMH OOMIHY  JOCBIIOM,
Oe3mepepBHOTO HABYAHHSI Ta OCBITHIX MTPOTpaMm.

3.1.3. Ilpu3HayeHuil OpraH MOBUHEH YITKO JIOKYMEHTYBaTH OOCAT 1 MEXI
000B’sI3KIB 1 BIAMOBIIAILHOCTI, @ TAKOXK PIBEHb MOBHOBAKEHb MEPCOHAITY, 30KpEMa



148

CyOmiApAIHUKIB 1 30BHIIIHIX €KCHEPTiB, SKi OepyTh y4acThb y AISUIBHOCTI 3 OLIIHKHU
BIJIMTOBITHOCTI, a TAKOXK HAJaBaTH TAKOMY TEPCOHATY BIAMOBIIHY iH(MOpMAIIiTO.

3.2. KBamidikariiiHi KpuTepii 11010 epcoHaIy

3.2.1. [Ipu3Hayenuii opraH NOBUHEH BCTAHOBUTHU 1 3aI0KyMEHTYBAaTH KpUTEPIil
kBasTiikarii 1 mporeaypu st BigOOpy Ta YIOBHOBaXKEHHS 0ci0, sIKi O€pyTh y4acTb y
TiSTTBHOCTI 3 OIIHKK BIAMOBIIHOCTI, 30KpeMa IIMOJO0 3HaHb, JTOCBIAY Ta I1HIIUX
HEOOXITHUX KOMIIETEHIIA, a TaK0oX HEOOXIJHOTO TMEPBHHHOTO 1 Oe3mepepBHOTO
HaBuaHHsA. Taki kpuTepii kBasiikaiii TOBUHHI OXOILIIOBATH Pi3HI QYHKIIIT y mpolieci
OIIIHKM BIJIMOBIIHOCTI, TakKi SK ayJWT, OIIHIOBaHHS YW BUIPOOYyBaHHS BHUPOOY,
nepeBipKa TEXHIYHOT JOKYMEHTAIlli, IPUUHATTS PillieHb, a TAKOXK BUPOOH, TEXHOJIOT11
Ta cdepu, Taki sAK OloJIOTIYHA CYMICHICTh, CTEpHWJIi3allisd, TKAaHWUHM 1 KIITHHU
JIFOJICBKOTO 1 TBAPUHHOTO MOXOPKCHHS Ta KJIIHIYHE OI[IHIOBaHHS, 10 HAJEXaTh 0
chepu NMpu3HAYCHHS.

3.2.2. Kpurepii kBamiikauii, 3a3HadeHi y miamyHkTi 3.2.1. mianyHkty 3.2.
NYHKTY 3 1IbOT0O JOJATKY, MOBUHHI BiANOBIAATH c(epl MPU3HAYEHHS MPU3HAYEHOIO
oprasy, 13 3a0€3ne4eHHsIM JOCTATHBOI AeTali3alii KBadi(ikaliil, HeOOX1JHUX Y MEXax
chepu NpU3HAYCHHS.

[ToBrHHI OyTH BH3HA4Y€HI CHeliaNbHl KpuTepii KBami(ikamli moHaiMeHIe s
OILIIHIOBAHHS:

JIOKJIIHIYHOT'O OI{IHIOBAHHS,

- KJIIHIYHOTO OIlIHIOBAHHS,

- TKaHUH 1 KJIITHH JIOJICBKOTO Ta TBAPUHHOTO MOXOYKESHHSI,
- (byHKITIOHAIBHOT OE3MEYHOCTI,

- TMPOTrpamMHOTO 3a0e3MeUeHHS,

- TaKyBaHHS,

- BUPOOIB, HEB1JIEMHOIO YaCTHHOIO SIKUX € JIIKAPChKUH 3acio,

BUpPOOIB, MI0 CKJIAJAIOThCA 3 PEUOBUH YU TMOEJHAHb PEYOBUH, SKi
a0bCcopOyIOThCS JTFOJICBKUM TUIOM a00 JIOKAJIbHO MOTJIMHAIOTHCSA B HHOMY, Ta

- PI3HMX BU[IB MPOLIECIB CTEPUIIIZALLII.

3.2.3. Ilepconaii, BiiMOBIJAIbHUN 32 BU3HAYEHHS KBaJI(DiKAIHHUX KPUTEPIiB 1
JIOTYCK 1HIIIOTO MIEPCOHAITY JI0 3/[1CHEHHS TIEBHOI JiSJTbHOCTI 3 OI[IHKY B1AMOBITHOCTI,
NOBMHEH OyTH IWITaTHUM IMEPCOHAIOM IMPU3HAUYEHOTO OpraHy 1 He Moxe OyTH
30BHINIHIMHA €KCIIEpTaMU 4 CYOMiIpsSAHUKaMU. Takuil MepcoHall MOBUHEH MAaTH
MTBEPKCHUI PIBEHb 3HAHB Ta JIOCBITY B yCiX cepax mio/0:

- 3aKOHOJABCTBA Ta BiJINOBIIHUX HACTAHOB (KEPiBHUX JOKYMEHTIB) CTOCOBHO
BUPOOIB;

- TpoIenyp OIIHKA BIAMOBIAHOCTI, BCTAHOBJICHUX IUM [EXHIYHUM
perIaMeHTOM;
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- MIMPOKOI 6a3u 3HaHb MPO TEXHOJIOT1i BUTOTOBJIEHHS BUPOOIB, @ TAKOXK 1100
MIPOCKTYBAHHS 1 BUTOTOBJICHHS BUPOOIB;

- CHCTEMH YIPAaBIIHHA SKICTIO MPU3HAYEHOTO OpraHy, MOB’sI3aHUX MPOLETYP
Ta HEOOX1THUX KpUTEPiiB KBami(iKarlii;

- BIAMOBIIHOI MATOTOBKH MEPCOHAITY, 0 Oepe y9acTh y AISUTBHOCTI 3 OIlIHKH
BiJIITOBITHOCTI BUPOOIB;

- HaJEXHOTO JOCBIAY OIIHKK BIAMOBIAHOCTI 3TiAHO 3 UM TeXHIYHUM
peraaMeHToM abo paHillie 3aCTOCOBHOTO 3aKOHOJaBCTBA Y MPU3HAYCHOMY OpraHi.

3.2.4. Ilpu3HaueHWi opraH IIOBUHCH MaTH B CBOEMY IIOCTIHHOMY
PO3IOPSAIKEHH] JIOCTaTHIO KIJIBKICTh TEPCOHAy 3 BIAMOBIIHUMH KIIHIYHUMU
CKCIIEPTHUMH 3HAHHSIMH, 1, 32 MOXKIIMBOCTI, TAKUW ITEPCOHAJ [IOBUHECH OyTH IIITATHUM
MepCOHAJIOM IIPU3HAYECHOT0 OpraHy. Takui nmepcoHall MOBUHEH OyTH 1HTETPOBAHHUH y
MIPOIIEC OIIHKY Ta MPUHHSATTS PIIICHb MPU3HAYEHUM OPTaHOM JIJIS:

- BHM3HAQYEHHS HEOOXIJHOCTI ydacTi (axiBIiB B aHadi3l KIIHIYHOIO
OI[IHIOBAHHS, SIKE Ha/IaHO BUPOOHUKOM, a TaKOK BU3HAUCHHS €KCIIEPTIB 13 HAJIEKHOIO
KBai(hiKalli€ro;

- HAJIEKHOI MiJTOTOBKHM 30BHIIIHIX KJIIHIYHUX E€KCIEPTIB I[0JI0 BUMOT I[bOTO
TexHiyHoro perjiameHTy, 3araibHux crenudikamii (CS), HacTaHOB (KepiBHUX
MOJIOXKEHb) Ta HAIIOHAJBbHUX CTAaHJApTIB, a TaKOX 3a0€3MEeYeHHS MOBHOI
noiH(GOPMOBAHOCTI 30BHINIHIX KIIHIYHUX E€KCHEPTIB MPO YMOBH U HaCHIIAKU
MIPOBE/ICHOT HUMU OIIHKM Ta HaJaHUX HUMH PEKOMEH/IAIIN;

- 3a0e3NeYeHHs] MOXKJIMBOCTI BUBYATH 1 OCIIOPIOBATH 3 HAYKOBOI TOUKH 30DPY
KJIIHIYHI JaHl B paMKax Oy/Jb-SKOT0 KIIIHIYHOTO OIIIHIOBAHHS Ta 1HIIMX IOB’S3aHUX
KIIHIYHUX JIOCTIDKEHb, 1 HaJIeKHUM YHMHOM CKEPOBYBAaTH 30BHIIIHIX KIHIYHUX
EKCIIePTIB y MPOIIeCi aHai3y KIIHIYHOTO OI[IHIOBAHHS, MPECTABICHOTO BUPOOHUKOM;

- 3a0e3nedYeHHs] MOXJIMBOCTI OIIHIOBaTH 3 HAYKOBOi TOYKH 30py 1, 3a
HEOOXITHOCTI, OCKap>XyBaTH TIPEACTaBIEHE KJIIHIYHE OI[IHIOBAHHS, a TaKOX
pe3yJbTaTH aHAJI3Y KITHIYHOTO OIIHIOBAHHS BUPOOHHUKA, SIKE TPOBEECHO 30BHIIIHIMU
KJIIHIYHUMHU €KCIepTaMu;

- 3a0e3ne4YeHHs] MOKJIMBOCTI MIATBEPXKYBATH MOPIBHSIHHICTD 1 Y3TOMKEHICTb
aHani3y KJIIHIYHUX OL[IHIOBaHb, IPOBEICHOIO KJIIHIYHUMHU €KCIIEPTAMH;

- 3a0e3ne4YeHHs] MOXKJIMBOCTI MPOBECTH aHAI3 KIIHIYHOTO OILIIHIOBAHHS
BUPOOHMKA 1 BUCHOBKY KJIIHIYHOTO OIIHIOBAaHHS, HAJAHOTO 30BHIIIHIM €KCTIIEPTOM, a
TaKOX Ha/TaHHs PEKOMEH/IaIlii 0co01, sika IpuiiMae pilleHHs B MPU3HAYEHOMY OpTaHi;
Ta

- 3a0e3nedYeHHs] MOXJIMBOCTI CKJIAJaTH 3BITH Ta 3amucu (MPOTOKOJH), SIKi
JEMOHCTPYIOTH (DaKT HAJIEKHOTO BUKOHAHHS HUMH 3aXO/IIB 3 OI[IHKU BiJMOBITHOCTI.

3.2.5. Tlepconan, BiAMOBIAAJIbLHUIA 3a MPOBEACHHS MEPEBIPOK, MOB’SI3aHUX 13
MPOIYKII€I0 (CIEHialiCT 3 MEePEBIPKHU MPOAYKIIIT), TAKUX SIK TEpPeBIpKa TEXHIYHOI
JIOKYMEHTAIli UM eKCIIepTHU3a TUITY, 30KpEMa TAKMX aCEKTIB SIK KJI1HIYHE OI[IHIOBaHHS,
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OlonoriuHa Oe3MevHiCTh, CTepUiIi3allis, Badijalis MPOTrPaMHOTO 3a0e3MeUeHHs,
MOBUHEH MaTH BC1 3a3HauU€H1 HIDKYE MiATBEPKEH1 KBamiikari:

- HABYaHHS B YHIBEpCUTETI ab0 pIBHOIIHHY KBati(iKalilo y BiAMOBITHIN
cdepi, Takii K MenuIrHa, (hapMmaitis, iIHKEeHepis ado 1HII BiAMOBIIHI JUCITUTUIIHY;

- YOTUPH POKH MPO(DeciHHOTO TOCBIAY poOOTH y chepl MeAUIYHUX BUPOOIB 260
MOB’SI3aHOI JTiSTTBHOCTI, TaKOT SIK BUPOOHUIITBO, ayUT YU AOCITIHKCHHS, 3 SKUX JIBA
poku — y cdepl MpoeKTyBaHHS, BUPOOHHUIITBA, BHIPOOYBAaHHS a00 BHUKOPHUCTAHHS
BUPOOIB YM TEXHOJOTIM, SIKI MiJISITal0Th OIlIHII, YM TOB’S3aHI 3 HAYKOBUMH
acIeKTaMH, K1 MJISATraloTh OI[IHIOBAHHIO;

- 3HaHHA 3aKOHO/JABCTBA MO0 BHPOOIB, 30KpeMa 3araJbHUX BUMOT 3
0€3MeYHOCTI Ta €PEKTUBHOCTI, BCTAHOBJICHUX Y JOAATKY 1;

- HaJIe)KHE 3HAHHS HaIllOHAJBLHUX CTaHJAPTIB, 3aranbHuX crnenudikamiit (CS)
Ta HACTAHOB (KEPIBHUX JIOKYMEHTIB) 1 JOCB1J] pOOOTH 3 HUMH;

- HaJIeXHE 3HAHHS YNPaBIIIHHS PU3UKAMM, [IOB’SI3aHUX CTAHIAPTIB 1 HACTAHOB
(KeplBHUX JIOKYMEHTIB) 11010 BUpPOOIB, a TAKOXK JAOCBIJ y 3a3Ha4€HIi cdepi;

- HaJeXHI1 3HaHHA 1 JOCB1 Y c(epl KIHIYHOTO OLIIHIOBAHHS;
- HAJIC)KHE 3HAHHS BUPOOIB, SIK1 BIH OLIHIOE;

- HaJeXHI 3HaHHSA 1 JOCBII y cdepl mpoueayp OLIHKH BiAMNOBIAHOCTI,
BCTAHOBJIEHUX y HoAaTkax 9—11, 30kpemMa THX acneKTiB TaKuX MpOLeayp, 3a Kl BIH
BIJIMOBIIa€, a TAKOK HASBHICTH ITpaBa Ha 31HCHEHHS 3a3HaYEHUX OI[IHIOBaHb;

- BMIHHS CKJIQJIaTH TIPOTOKOJW 1 3BITH, IO JEMOHCTPYIOTh 3J1HCHECHHS
BIJIIIOBIIHOT AISJTBHOCTI 3 OLIHKH BIJITOBIAHOCT] HAJIEKHUM YHNHOM.

3.2.6. Ilepconas, BiiMOBIATLHUMN 3a MMPOBEJACHHS ayAUTIB CUCTEM YIPAaBIIIHHS
AKICTIO BUPOOHMKIB (ayIMTOPH Ha MICISIX), TIOBUHEH MAaTH BCi 3a3HA4€HI HIKYE
MIITBEPKCHI KBamdikairii:

- oQIimiifHUI JOKYMEHT TPO YCIIIIIHE 3aBEPIICHHS HaBUYAHHS B YHIBEPCHUTETI
a00 piBHOLIIHHY KBaji(ikalio y BIANOBIAHIN cdepl, Takiid Sk MeauuuHa, dhapMmaris,
1HeHepist a00 1HIII BIAMTOBIIHI JUCHUILIIHMY;

- YOTHUPHU POKH NMPOPECiiHOTO A0CBIY podOoTH Y chepl MeanuHnX BUpOOIB 200

MOB’SI3aHOI JTISJIBHOCTI, TAKOI SIK BUPOOHUITBO, AyJIUT YU JOCTIIKEHHS, 3 SAKUX J1Ba
poKu — y cdepl ynpapiHHS SKICTIO;

- HaJeXHEe 3HaHHS 3aKOHOJABCTBA NPO BUPOOM, a TaKOX HAIIOHATBHUX
CTaHAapTiB, 3aranbHux cruerudikariii (CS) Ta HacTaHOB (KEPIBHUX TIOKYMEHTIB);

- HaJeXXHE 3HAHHS yNPaBIiHHS PU3UKAMH, TIOB’sI3aHUX CTAHJIAPTIB 1 HACTAHOB
(kepiBHUX JTOKYMEHTIB) 11010 BUPOOIB, a TAKOXK JOCBI/I y 3a3Ha4CHIN cdepi;

- HaJeXXHE 3HAHHSA CHUCTEM YIPaBJIIHHS SKICTIO Ta TOB’S3aHUX CTaHAAPTIB 1
HACTaHOB (KEPIBHUX JIOKYMEHTIB);
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- HaAJEXHI 3HAHHA 1 JOCBIA y cdepi Mpouenyp OLIHKMA BIAMOBIIHOCTI,
BCTAHOBJICHUX y fojaTkax 9—11, 30kpeMa THX acleKTiB TaKUX MPOIEaAyp, 3a SKi BiH
BIJIMIOBI/Ia€, a TAKOXK HASIBHICTH MpaBa Ha 3/11MCHEHHS 3a3HAUYCHUX ay/IUTIB;

- TIATOTOBKAa y cdepi TEXHIK ayAuTy, IO JO3BOJIAE KPUTUYHO OIIHIOBATH
CUCTEMH yTPABIIHHS SKICTIO;

- BMIHHS CKJIaJaTH TPOTOKONHM 1 3BiTH, M0 JACMOHCTPYIOTh 3MIHCHEHHS
BIJIITOBITHOT AISTIBHOCTI 3 OIIHKY BIIIOBITHOCTI HAJIEKHUM YUHOM.

3.2.7. Ilepconan, Ha sKUH TMOKJIaJcHa 3arajibHa BIANOBIIAIBHICTh 34
IIPOBEJICHHSI OCTATOYHHMX IIEPEBIPOK Ta MPUUHATTSA PIIICHL IOA0 cepTHdikarii,
MOBUHEH OyTH INTaTHUM IIEPCOHAIOM IIPU3HAYCHOTO OPraHy 1 HE MOXe OyTH
30BHIIIHIMK EKCIIEPTaMH Yd CyOmapsaHuKaMu. Takuil mepcoHan y CyKYIHOCTI
MMOBUHEH MaTH MiATBEPPKEH1 3HaHHS 1 BCEOIYHUN JOCBIJ IIOJI0 BCHOT'O 3a3HAYEHOIO
HIKYE:

- 3aKOHOJIaBCTBa MPO BUPOOHU 1 BIJIMOBITHUX HACTAHOB (KEPIBHUX JIOKYMEHTIB);
- OLIHKH BIAMOBIAHOCTI BUPOOIB 3riAHO 3 MM TEeXHIYHUM PErjJaMeHTOM;

- BIJANOBIAHOI KBasi(ikamii, JO0CBily Ta €KCIEPTHUX 3HAHb, HEOOXITHUX IS
OIIHKH BIJIITOBIIHOCTI BUPOOIB;

- IMUPOKOi 0a3u 3HaHb MPO TEXHOJOTIi BHUPOOIB, 30KpeMa AOCTaTHIA JOCBIA
OLIIHKY BIAMOBIAHOCTI BUPOOIB, 3 METOIO CEPTU(IKALILT, IHTYCTPIIO MEAUIHUX BUPOOIB,
a TaKOXX MPOEKTYBAHHS 1 BUTOTOBJICHHS BUPOO1B;

- CHUCTEMHM YIPaBJIIHHS SKICTIO MPU3HAYEHOTO OpraHy, MOB’S3aHUX 13 HEIO
poLeyp 1 HeOOXITHUX KBaTi(iKallii 3aTy4eHOT0 TIepCoHay;

- BMIHHS CKJIQJIaTH TPOTOKOJW 1 3BITH, IO JEMOHCTPYIOTh 3J1HCHECHHS
TISUTBHOCTI 3 OIIHKY BIAIIOBIAHOCT] HAJIEKHHUM YHMHOM.

3.3. JlokymenTartis 1on0 KBamiikailii, MIATOTOBKM Ta YIMOBHOBAKCHHS
MIepPCOHAITY

3.3.1. Ilpu3HayeHuid oOpraH IOBHHEH MAaTH NpPOLEAYpYy [JIsi TOBHOIO
JTOKYMEHTYBaHHS KBaJli(pikalli KOXKHOTO 31 CBOIX CIIBPOOITHUKIB, AKUI Oepe y4acTh y
JISJIBHOCT1 3 OILIIHKM BIJIMOBIAHOCTI, @ TaKOX MOTO BIAMOBIIHOCTI KBami(iKalliiHUM
KpUTEpIsAM, 3a3HAYEHUM Yy MIAMYHKTI 3.2. OMyHKTY 3 UbOro JoAarky. Skimio, y
BUHSTKOBUX  BHMAJKaX, BIJAMNOBIJHICTh TMEBHUX CHIBPOOITHUKIB  KpUTEPIsM
KBaiQikailii, BUSHAYEHUM Yy MIAMYHKTI 3.2. MyHKTY 3 LbOTO JA0AAaTKy, HE MOXe OyTU
NOBHICTIO MIATBEpPIKEHA, NpPHU3HAUYEHUN OpraH TIOBMHEH HAJaTH OpraHy, IO
npu3Haydae, oOIPYHTYBaHHS 1X YIOBHOBa)KEHHS Ha BUKOHAHHS AISUIBHOCTI 3 OLIHKU
B1IITOBITHOCTI.

3.3.2. Jlna ycporo mepcoHally, 3a3HayeHoro y miamyHkrax 3.2.3.-3.2.7.
HIAMYHKTY 3.2. MyHKTY 3 IbOTO JOJATKy, MPU3HAYEHUI OpraH MOBUHEH CTBOPUTHU Ta
OHOBJIIOBAaTH:

- MATPHUITIO 3 OMKUCOM MTOBHOBAXEHB Ta BIMOBIJAIBHOCTI IEPCOHAITY B PaMKax
JISTIBHOCTI 3 OLIIHKH BIAITOBIJTHOCTI;



152

- 3amucH, MO JEMOHCTPYIOTh HAasSBHICTh HEOOXIMHWUX 3HAHb 1 JOCBIAY IS
3MIMCHEHHS TISUTHHOCTI 3 OI[IHKH BiMOBIAHOCTI, IO SKOi TAKUI IEPCOHAI JOIMTYIIEHO.
Taxi 3anmucy MOBUHHI MICTUTH OOTPYHTYBaHHSI BU3HAUYCHHS CcepH BiAMOBIAATBHOCTI
KOXXHOTO CITIBPOOITHUKA, IO 3alMAaEThCS OIIIHKOIO, a TaKOoX 1H(OpPMAIII0 PO
TISTTEHICTD 3 OIIHKY BiATOBIAHOCTI, 3IIMCHEHY KOXXHUM 13 HUX.

3.4. CyOomiapsIHUKY Ta 30BHINIHI €KCIIEPTH

3.4.1. [Ipu3HaueHi opraHu MOXKyTh, 0€3 0OMEKEHHSI MOJOXKEHb MIAMYHKTY 3.2.
NYHKTY 3 UBOTO JIOAATKY, AOPYYaTH BUKOHAHHS MEBHUX YITKO BU3HAYEHUX YACTHUH
JISJIBHOCT1 3 OINIHKHM BIAMOBIAHOCTI cyOmiapsanukam. [lepegada Ha cyOmiaps Beiel
JISJIBHOCT1 3 TIPOBEJCHHS ayJWTIB CHUCTEM VIIPaBIIHHS SKICTIO YU IEPEBIPOK,
OB’ s13aHUX 13 BUp0oOaMu, HE J03BOJICHA; OJHAK CYOITIAPSIHUKY 1 30BHIIIHI ayUTOPH
Ta €KCHEPTH, sIKI MPAIIOIOTh BiJ IMEHI Ta 3a JOPYYCHHSIM IPU3HAYECHOTO OpraHy,
MOKYTh BUKOHYBATH MEBHI CKJIaJIOBl YaCTUHH TaKoi AisuibHOCTI. [Ipu3Hauenuii opran
MOBUHEH HECTHM IUIKOBUTY BIANOBIJAIBHICTh 32 MOXJIMBICTH  HAJIEKHOTO
NIATBEPKEHHSI KOMIIETEHIli CyOMiIPAIHUKIB 1 €KCIEPTIB y BUKOHAHHI IEBHUX
3aB/IaHb, 32 NIPUWHATTS PILIEHb HA IIJCTaBl OLIIHIOBAHHS CyOMiIPSIHUKA, a TAKOXK 32
po0OOTYy, BUKOHAHY CYOIIIPSATHUKAMHU i €KCIIepTaMHU Bij] IOT0 IMEHI.

[Ipu3HaueH1 opraHu HE MOKYThb AOPYUYaTH CyOMAPATHUKAM TaKy JISIIbHICTb:

- TnepeBipKy KBaii(ikaliliii Ta MOHITOPUHT POOOTH 30BHIIIHIX €KCIEPTIB;

- JUSIBHICTD 3 ayauTy 1 cepTudiKarlii, Ko CyOmAPAIHUK € OpraHi3all€ro 3
ayJIuTy 4d cepTudiKarlii;

- JIOPYYCHHS BUKOHAHHS IIEBHOI T1S7ILHOCTI 3 OI[IHKH BiATOBITHOCTI 30BHIIIHIM
eKCcIepTaM;

- OCTaTOYHY MEPEeBIPKY Ta MPUUHATTS PIIICHb.

3.4.2. SIkmo mpuU3HAYEHHW OpraH JIOpy4Ya€ BUKOHAHHS MEBHOI IiSIILHOCTI 3
OIIIHKY BIJMOBITHOCTI opraHizaiiii uu (i3uyHiii 0coO1, BiH MOBUHEH MAaTH MOJITUKY, B
K1 OMKCaH1 YMOBH, 3a IKUX MOMUIMBUN CyONiapsi, a TaKOX 3a0e3MeYuTH, 00:

- CcyOmiJIpsIHUK BIJIMOB1IaB BUMOTaM, 3a3HAYCHUM Y IIbOMY JI0JaTKY;

- CyOmiAPAIHUKY Ta 30BHILIHI €KCIIEPTU HE MEeperopyyail BUKOHAHHS poOIT
THIIIUM OpTaHi3allisiM Yu MIepCoHaNy;

- (i3uyHa 4yM rOpuaAMYHA 0co0a, sKa Mojana 3asBy MPO MPOBEACHHS OLIHKH
BIJIOBIJTHOCTI, OyJsia moiHdopMOBaHa NMPO BUMOTH, 3a3HAaU€HI B a0d3alax Apyromy Ta
TPETbOMY LIOTO MIAMYHKTY.

Bynp-sikuii cyOmiapsi; uu KOHCYIIbTAITi1 3 30BHIIIHIM TEPCOHAIOM MTOBHUHHI OyTH
HAJIe)KHUM YMHOM 33J0KYMEHTOBAaHI1, He TOBUHHI nepeadayaTH yyacTi MOCEpEeTHUKIB,
a TaKOX MOBUHHI OyTH OQopMIIEHI B MTUCHMOBIN yroJi, IO PETYIIOE, Cepe] 1HIIOTO,
MUTaHHS KOHQIACHIIHHOCTI Ta KOHIIKTY iHTepeciB. [Ipu3HaueHuii opran MOBUHEH
HECTH IIJIKOBUTY BIJMOBIJAIBHICTH 32 3aBJIaHHS, SIKI BAKOHYIOTHCS CYOITiIPSAHIKOM.

3.4.3. Skmo mnpuzHaueHWl OpraH 3alydae CyOMAPATHUKIB YU 30BHIIIHIX
€KCIEPTIB y MPOLEC OLIHKUA BIAMOBIIHOCTI, OCOOJMBO I1HHOBAIIMHUX BUPOOIB YU
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TEXHOJIOT1#, BiH MOBUHEH MATH JOCTATHIO BHYTPIITHIO KOMIIETEHTHICTh 010 KOXKHOT
cdepu, 1m0A0 SIKO1 BiH MPU3HAYEHUH, AJI1 HAJIEKHOTO YHPABIIHHS MPOLIECOM OI[IHKU
BIJIIOBITHOCTI 3arajioM, MepeBipKU MPaBUILHOCTI i YNHHOCTI BUCHOBKIB €KCIIEPTIB Ta
NPUMHATTS PillIEHb CTOCOBHO cepTU]iKaIlii.

3.5. MOHITOPUHT KOMIIETEHTHOCTI, HAaBYaHHS Ta OOMIHOM JIOCBiIOM

3.5.1. Ilpu3HaueHnii Oprad NOBUHEH 3alIPOBAJUTH MTPOLEAYPH ISl HIEPBUHHOTO
OLIIHIOBaHHS ¥ MOCTIMHOIO MOHITOPUHTY KOMIETEHTHOCTI, MISJIBHOCTI 3 OIIIHKHU
BIJIMOBIHOCTI Ta pOOOTH BCHOTO BHYTPIIITHBOTO 1 30BHIIIHBOTO MIEPCOHATY, 110 Oepe
y4acTh B OIIIHII BIJIMTOBITHOCTI.

3.5.2. Ilpu3HadyeHi opraHd TMOBHHHI PETYJISPHO TEPEBIPSITH KOMICTCHTHICTH
CBOTO IIEpCOHAITY, BU3HAYATH HEOOXiHICTh Y HABYAHHI Ta CKJIAJaTH IIJJaH HaBYaHHS,
HEOOXTHUHN I MIATPUMaHHS HEOOXigHOro piBHSA KBamidikailii 1 3HaHb KOXKHOTO
criBpoOiTHHKA. Taki TEpeBIpKM TOBHHHI IIOHAWMEHINE MiATBEP/KYBaTH, IO
TIEPCOHAJ:

- 3Ha€ YMHHE 3aKOHOJABCTBO, $IKE€ CTOCYEThCS BUPOOIB, BIANOBIAHI
HalllOHAJIbHI ~ cTaHAapTH, 3aranbHi cnenudikamii (CS), HacTaHOBM (KEpiBHI
JIOKYMEHTH) 1 Pe3yJbTaTH CKOOPAMHOBAHOI JIISJILHOCTI, 3a3Ha4€HO1 B MIAMYHKTI 1.6.
IyHKTY | IpOTO 1ONATKY;

- Oepe ydacTb B OOMIHI JOCBIIOM Ha BHYTPIIIHBOMY pIBHI Ta MIpOrpami
Oe3repepBHOrO HaBYAHHS, KA 3a3HaueHa y mianmyHkTi 3.1.2. mianyHkry 3.1. myHKTY 3
LbOTO JOJATKY.

4. BUMOI' OO0 IMTPOLIECIB
4.1. 3arajpHi BUMOTH

[Ipy3HayeHuii opraH MOBHHEH MaTH 3aJIOKYMEHTOBAHI MPOIECH 1 JTOCTaTHHO
JTOKJIaHI TPOIEAYpPH JUIS 3JIMCHEHHS KOXXHOTO BHAY MISJIBHOCTI 3 OINIHKH
BIJIMOBIHOCTI, IIIOJI0 SIKOTO BiH MPU3HAYEHUM, 30KpEMa OKPEMHX €TarliB, TOYNHAIOYH
3 AISUIBHOCTI, IO Mepeaye MOJAHHIO 3asBH, 1 3aKIHUYIOYM NPUNUHATTAM PILICHb 1
HarJIJI0M, 3 ypaxyBaHHSM, 32 HEOOXI1THOCTI, BIAMOBIHOI cieliu(iku BUPOOiB.

BukoHaHHS BUMOT, BCTAHOBJICHUX y MiANyHKTax 4.3., 4.4., 4.7. ta 4.8. nyHKTY
4 uporo n04aTKy, MOBUHHE BIAOYBAaTHCS B paMKaxX BHYTPINIHbOI AiSUIBHOCTI
MPU3HAYCHUX OPraHiB, 1 HE MOXe OyTH nepefaHe CyoniapsIAHUKY.

4.2. 1liHOB1 MpoOMO3uIlli MPU3HAYEHOTO OpraHy Ta MisJIbHICTh, IO MEpeaye
MMOJIAHHIO 3asiBU

[Ipu3HaueHui OpraH MOBUHEH:

1) onpwItOMHUTHA JOCTYIHUN ISl MIAPOKOI TPOMAICHKOCTI OIMKC TMPOIEIyPH
MOJaHHS 3as1BU, 3a JIOTIOMOT'0I0 SIKOi BUPOOHUK MOXKE OTPUMATH HOro cepTudikar. Y
TaKOMYy OINHCI TOBMHHO OYyTHW 3a3HA4Y€HO, SKMUMHU MOBaMHU MoOXe OyTH mojaHa
JIOKyMEHTAIlis 1 HajiaHa OyIb-sKa MOB’ 13aHa KOPECTIOHCHITIS;

2) MaTd 3aJ0KyMEHTOBaHI MpOLEAypU Ta 3aJ0KyMEHTOBaHY JI€TalbHY
iH(dOpMaIlilo 100 BapTOCTi, sIKa MIAJIATAE CIUIATI 3@ MEBHY AISUIBHICTH 3 OLIIHKHU
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BIJIMTOBITHOCTI, Ta OyJb-IKUX IHIIUX (PIHAHCOBUX YMOB, TIOB’SI3aHUX 13 HISUTHHICTIO
NPU3HAUYCHUX OPraHiB;

3) MaTu 3aI0KyMEHTOBaHI MPOILEIYypH PEKIaMyBaHHS CBOIX IMOCIYT 3 OLIHKHU
BianoBiAHOCTI. Taki mporenypu MOBUHHI 3a0e3MevyBaTty, 00 pekiiaMma 9u MPOMOIis
(IIATBHICTH 13 TPOCYBAHHS HAa PUHOK) OpraHy >KOJHUM YMHOM HE mependadana i He
HABOJWJIA HA MPUITYIIEHHS TPO T€, 110 OIIHKA BiAMOBIAHOCTI MEBHUM MPU3HAYCHUM
OpraHom 3a0e3neunTh BUPOOHUKAM IIBUIINMA JOCTYT O PUHKY a00 Oyje HIBUAIINM,
MPOCTIIITUM YU MEHIII BUMOTJIMBHUM, HIXK Y 1HIIMX MPU3HAYEHUX OPTaHIB;

4) MaTH 3aJJ0KyMEHTOBaHI MPOIEIYPH, III0 BUMAraroTh MepeBipky iH(opMmairii,
HaJaHOI Ha eTaITi, 0 TMepeIy€e MOJaHHIO 3asiBH, 30KpeMa JEMOHCTpaIlis TOro, o Ha
IPOIYKIIIFO MOMIUPIOETHCS JIisl BOTO TEXHIYHOTO periiaMeHTy Ta WOro Kjacy, mepes
HaJIaHHSIM BUPOOHHUKY Oy 1b-sIKOT IIIHOBO1 MPOIO3HUIIii 1100 IIEBHOI MPOLIETYPH OIIIHKH
BIJIIIOB1AHOCTI;

5) 3abe3neuyBaTH, 100 yCi KOHTPAKTH, MOB’s3aHl 3 JISUIBHICTIO 3 OLIHKHU
BIJIIOBIJTHOCTI IIbOMY TEXHIYHOMY perjiamMeHTy, OyJu YKJIaJeHl 0e3M0CcepeHbO MIXK
BUPOOHHMKOM Ta MPU3HAYEHUM OPraHoM, a He 3 Oyb-SKOI0 1HIIOK OpraHi3ali€ro.

4.3. Po3risan 3a8BU Ta KOHTPAKT

[Ipu3HaueHuii oprad MOBUHEH BUMAraTy NOJaHHs OPIIAHOT 3asBH, T1IUCAHOI
BUPOOHMKOM YM YINOBHOB&KEHHM NPEICTABHUKOM, SIKa MICTUTh YCIO 1H(OpMAIIO 1
JeKiIapailii BHUpOOHWKa, HEOOXiMHI JUIS BIAMOBIAHOI OINIHKK BiATOBITHOCTI, SIK
3a3HaueHo B Joaarkax 9—11.

KoHTpakT Mk mpu3HaYE€HUM OPTaHOM 1 BUPOOHUKOM TTOBUHEH Oy TH YKJIaJICHHM
y (hopMi MUCBMOBOI Yyroau, mianucanoi oooma cropoHaMu. BiH moBuHeH 30epiraTtuch
MPU3HAYEHUM OpPTaHoM. Takuil KOHTPAKT MIOBUHEH MICTUTH YITKI yMOBH Ta 000B’SI3KH,
K1 JO3BOJISIIOTH MPU3HAYEHOMY OpTraHy JiSITH BIJMOBIIHO 10 BUMOT I[LOTO TEXHIYHOTO
perjiaMeHTy, 30KkpemMa 000B’ 130K BUPOOHUKA 1HPOPMYBATH MPU3HAYCHHM OpTaH 11070
3BITIB 3a pe3yJbTaTaMU CIIOCTEepeXeHHs 3a BupoOamu (vigilance), mpaBo
MPU3HAYEHOTO OpraHy MPU3YIIUHUTH, OOMEXHUTH ab0 TMPUIUHUTH IO BUIAHUX
cepTudikariB Ta 000B’S30K MPHU3HAYEHOTO OPraHy BHKOHYBATH CBOI 3000B’s3aHHS
1010 1H(pOPMYBaHHS.

[Ipu3HaueHuid opraH MOBMHEH MAaTH 3aJ0KYMEHTOBAaHI MPOLEAYpH IS
PO3IIIALY 3a51B, Kl OXOIUTIOIOTh:

1) MOBHOTY Takux 3asB IOJO BHUMOT, BCTAHOBIICHUX y paMKax o0OpaHoi
MPOLIETypH OIIIHKH BIAMOBIIHOCTI, SIK 3a3HAYEHO y BIAMOBIAHOMY JOJATKY, 3a SKOIO
Oy/ie TPOBOJUTHUCH OIIIHKA;

2) mepeBipKy BiJHECEHHS MPOJYKIlii, 3a3HAUEHOT y TaKWX 3asiBax, /10 BUPOOIB
3TiJIHO 3 UM TEeXHIYHUM PErIaMeHTOM, Ta IXHIO Ki1acupiKalliio;

3) mepeBipKy NPaBWIBHOCTI 3aCTOCYBAaHHS OOpaHMX 3asBHUKOM IMPOIEAYD
OIIIHKY BiJIMOBITHOCTI BUPOOY BUMOTAM IIbOTO TE€XHIYHOTO PErJIaMeHTY;

4) 3maTHICTh MPU3HAYEHOTO OpraHy OLIHUTH 3asiBy 3riAHO 3 Horo cdeporo
pU3HAYCHHS, Ta
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5) HasIBHICTh TOCTATHIX 1 BIATIOBITHUX PECYPCIB.

PesynapTar po3riAgy KOKHOI 3assBM TOBHHEH OyTH 3aJOKYMEHTOBAHHIA.
[npopmarniss mpo BiaxuieHHS a00 aHYJTIOBaHHS 3asiB IMOBHHHA BHOCUTHCH JO
CJIEKTPOHHOI CHCTEMH, 3a3Ha4eHOl y myHKTax 227-228 uporo TexHIYHOTO
perjJamenTy, Ta OyTH JOCTYMHOIO 1HIIUM MPU3HAYCHUM OpraHaM.

4.4. Po3nozin pecypciB

[Ipusnauenuii oprad TOBUHEH MaTH 3aJ0KyMEHTOBAaHI MPOIEAYpH IS
3a0e31eueHHs 31IMCHEHHS BCI€T N1SUTbHOCTI 3 OI[IHKH BIIMOB1AHOCTI ITEPCOHATIOM, SIKHIT
Ma€e HaJe)KHI MOBHOBaXKEHHs 1 KBamidikallii, a TakoXX JOCTaTHIA JOCBIJ B OILIHII
BUPOOIB, BIJIMOBIIHUX CUCTEM, IIPOIIECIB 1 MTOB’A3aHO01 JTJOKYMEHTAIIl1, K1 MIJJIATal0Th
OLIHII BIAIIOBIIHOCTI.

J171s1 KO’KHOT 3as1BU IPU3HAYCHUH OpTraH MMOBUHEH BUSHAYUTH HEOOX1AH1 pecypcu
Ta OHY 0co0y, BIJIOBIIAJIbHY 3a 3a0e3IMeueHHs] IPOBEACHHS OIIHKH BIAMOBITHOCTI
3TiTHO 3 BIAMOBIIHUMH TIPOIEAypaMU Ta BUKOPHCTAHHS IS BUKOHAHHS KOXKHOTO
3aBJIaHHS B XOJI1 OL[IHIOBaHHS BIANOBIAHUX PECYpPCIB, 30KpeMa nepcoHany. Po3noain
3aBJaHb, SIKI MalOTh OYTHM BHMKOHAHI y XOJ1 OIIIHKM BIJAMOBIJHOCTI, Ta OYyAb-fKl
MOJAJIbII1 3MIHM B TAKOMY PO3IO/1JII MIOBUHHI OyTH 33JJ0KYMEHTOBAHI.

4.5. IiINbHICTD 3 OLIHKYU BIIITOBIIHOCTI
4.5.1. 3araiabH1 BUMOTH

[Ipu3nauenuil opraH 1 WOro TMEpPCOHAN MOBUHHI 3I1MCHIOBATU ISJIBHICTD 3
OLIIHKK  BIAMOBITHOCTI 13 3a0€3MEUEHHSM HAWBUINOTO piBHSA MpodeciitHoi
J0OOPOYECHOCTI Ta HEOOX1JHOT TEXHIYHOI Ta HAYKOBOT KOMIIETEHTHOCTI y BiJIITOBITHUX
ctepax. [Ipu3Hauenuii oprad MOBUHEH MaTH JOCBIJI, 00IaJHAHHS Ta 3aJ0KyMEHTOBaHI
MPOICAYPH, JOCTATHI JUIS 3IMCHEHHS JISJIBHOCTI 3 OIIHKH BIJMOBITHOCTI, OO SKOT
BiH MMPU3HAYEHUH, 3 ypaXyBaHHSAM BIAMOBIIHUX BUMOT, BUBHAYCHHX y JofaTkax 9—11,
Ta 30KpeMa BUMOT IIO0:

- HaJIC)KHOI'O INTaHYBaHHA BUKOHAHHS KOKHOT'O OKPEMOI'0 IIPOCKTY,

- (QopmyBaHHS CKJaay TPYI 3 OIIHKK TaKUM YUHOM, 1100 Oynu 3abe3rneueHi
JIOCTATHIM JIOCB1J IIOJO BIAMOBIJHHMX TEXHOJIOT1HM, 00’ €KTUBHICTH 1 HE3AJIEKHICTD, a
TaKOX POTallis YWIEHIB TPYIH 3 OL[IHIOBaHHS Yepe3 BIAMOBIIHI MPOMIKKHU Hacy,

- OOIpyHTYBaHHS BCTaHOBJICHHS TE€PMIHIB BUKOHAHHS MISUTBHOCTI 3 OLIHKHU
BIJIIIOB1HOCTI,

- OIIIHIOBAHHS TEXHIYHOI JOKYMEHTAIlli BAPOOHUKA 1 PIIIEHb, YXBAJICHUX HUM
JUTsT 3a0€3MeUeHHs B1/IMOBITHOCTI BUMOTaM, BCTAHOBJICHUM B JTIOAATKY 1,

- Teperyiaay TpoleAyp Ta JOKyMEHTalli BUPOOHWKA, $KI CTOCYIOTHCS
OIIIHIOBAHHS JOKJIIHIYHHMX aCIIEKTIB,

- Teperyiaay TmpoleAyp Ta JOKyMEHTalli BUPOOHWKA, $KI CTOCYIOTHCS
KJIIHIYHOT'O OIlIHIOBAHHS,

- BHUBYCHHS B3a€MOJIil MK MPOIIECOM YIPaBJIIHHS PU3UKAMH BHUPOOHHMKA, 1X
OIIIHKOIO, aHaJI30M JOKJIIHIYHOIO 1 KJIIHIYHOI'O OIlIHIOBAHHS, a TAaK0)K OI[IHIOBAHHS
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iXHBOT JOCTATHOCTI /TSI IEMOHCTPAITIT BiMOBITHOCT] 32aCTOCOBHIM BUMOTaM JIOAATKY
1,

- BUKOHaHHS ''criemiajbHUX Npoueayp', BKa3aHMX Yy MiANyHKTax 5.2.-5.4.
nyHKT1 5 posainy Il gonatky 9,

-y BUnaaky BupoOiB kiacy Ila a6o IIb, ouiHOBaHHS TEXHIYHOI JOKYMEHTAIIi1
0OpaHUX pernpe3eHTaTUBHUX BUPOOIB,

- TJIAaHYBaHHS 1 IEPIOIMYHOTO MTPOBEACHHS BIAMOBIIHUX HATJISIOBHX AyIUTIB
1 OIlIHIOBaHb, MPOBEJACHHS a00 3amUTyBaHHsS INEBHUX BUMPOOYBaHb JJIsA MEPEBIPKU
HAJIC)KHOTO (DYHKITIOHYBaHHS CHUCTEMH YIIPABIiHHS SKICTIO, a TaKOX IPOBEICHHS
ayJIUTIB Ha MicCIli 6€3 TonepeHKEHHS,

- BigOOpy BHUPOOIB, MEPEBIPKH BIAMOBIAHOCTI BUPOOY BUPOOHHKA TEXHIUHIN
JIOKYMEHTAIIli; TaKi BAMOTH MOBUHHI BKJIFOUYATH BHU3HAYCHHS BIIMOBITHUX KPHUTEPIiB
B1100pY 3pa3KiB 1 MpoIeayp BUIIPOOYBaHb, 1110 MEepeaye BIIOOPY,

- OLIIHIOBaHHS 1 NEPEBIPKU NOTPUMaHHS BUPOOHMKOM BHUMOT BIJIOBIIHUX
JIOJATKIB.

VY BIANOBIAHMX BUNAAKaX MPU3HAYEHUN OpPraH NMOBUHEH BPAaxOBYBaTH HasBHI
3araipHl cnienudikamii (CS), HacTaHOBH (KEp1BHI JOKYMEHTH) Ta JOKYMEHTH OO
HaJIEKHOI MPAKTUKH, a TAaKOXX HalllOHAJbHI CTaHAAPTH, HABITh SKIIO BUPOOHUK HE
3asIBJISIE PO CBOIO BIJAIMOBIIHICTh BUKJIAICHUM Y HUX BUMOTaM.

4.5.2. AyIuT CUCTeMH YIIPaBIiHHS SKICTIO

1) ¥V pamkax OIIHKK CUCTEMHU YMIPABIIHHS SIKICTIO MPU3HAYCHUN OpraH Inepes
ayJIUTOM 1 3T1JHO 31 CBOIMH 33JJOKyMEHTOBAaHUMHU NPOLIEypaMU TOBUHEH:

- OLIHHUTH JOKYMEHTAIIi10, IOJIaHy 3T1AHO 3 BIAMOBITHUM J0JIATKOM IIPO OIIIHKY
BIJIMTOBITHOCTI, CKJIACTH TIpOTpamy ayauTy, B sIKiid OyIyTh YITKO BU3HAYECHI KIJIBKICTb 1
MOCTIAOBHICTD JIIM, HEOOXITHUX IS JACMOHCTpAIlii IMOBHOTH OXOIUICHHS CHCTEMH
YIpaBIIiHHS SKICTIO BUPOOHMKA Ta BHU3HAYCHHS 11 BIAMOBIAHOCTI BHMOTaM ITbOTO
TexHIYHOTO perjiaMeHTy;

- BHM3HAUYUTH 3B’A3KA Ta PO3MNOJLT OOOB’SI3KIB MIK PI3HUMHU BHPOOHHUYHUMH
JTUTBHULISIMA  BUPOOHUKA, BIAMOBIIHUX TMOCTAYaJIbHUKIB Ta/a00 CyOmiapsIHUKIB
BUPOOHHKA, & TAKOXK PO3MVISIHYTH HEOOXIAHICTh MTPOBEACHHS OKPEMOTO aAyIUTy OyIb-
SKOTO 13 3a3HAYEHUX MOCTAYaIbHUKIB, CYONIAPSIAHUKIB 200 1 THX, 1 IHIIIUX;

- YITKO BH3HAYHMTH JJI1 KOXHOI ayJIUTOPCHKOI TEPEBIPKH, BKIIOYEHOI 0
nporpaMu ayauTy, LT, KpUTEPii Ta MpeIMET ayInuTy, a TAKOX CKJIACTH IUIaH ayJIuTy,
KWW HAJICKHUM YHHOM OXOIUTIOE Ta BPaXxoOBY€ cHernuiuyHi BUMOTH JI0 BIIMOBITHUX
BUPOOIB, TEXHOJIOTIH Ta MPOIIECIB;

- ausa BupoOiB kiacy Ila Ta kmacy IIb ckmactu Ta oHOBIIOBATH IJIaH BiAOOpY
3pa3KiB JJIs OILIHKK TEXHIYHOI JOKYMEHTallii, K 3a3Ha4€HO B JojaTkax 2 Ta 3, i3
OXOITUICHHSIM DSTy BIATOBIIHMX BHUPOOIB, 3a3HAYEHOr0 y 3asBl BUpoOHMKA. Takwuii
IJIaH TOBMHEH 3a0e3MedyBaTH OXOIUICHHS BHUOIPKOIO YChOTO psiy BUPOOIB, IO
MIJMaJal0Th i Ai0 BIAMOBIAHOTO cepTudikaTa, MPOTIrOM TEPMIHY Jii TaKoro
ceprudikara, Ta
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- BIAIOpaTH 1 MPHU3HAYUTH MEPCOHAN 13 BIAMOBIAHMMM KBadi(ikalieo Ta
JIOTIYCKOM JIJIsl TIPOBEICHHA ayauTiB. BianmoBiaHi poii, 000B’S3KU Ta MOBHOBAKEHHS
YJICHIB TPYIU MOBUHHI OYTH YiTKO BU3HAYECHI i 3aI0KyMEHTOBAHI.

2) 3rigHo 13 CKJIAJIEHOI0 MPOTPaMOIO ayAuTy, NMPU3HAYCHUNW OpPTaH MOBHHCH
BIJIMTOBITHO /IO CBOIX 33JI0KyMEHTOBAHUX IMPOIIETY]:

- TPOBECTH ayAUT CUCTEMHU YIPABIIHHS SIKICTIO BUPOOHMKA AJsi MEPEBIPKU
3a0e3MeYeHHs] TaKOI0 CHCTEMOIO YMPAaBIIHHS SAKICTIO BIAMOBIIHOCTI OXOTIUICHUX
BUPOOIB EBHUM IOJOXKEHHSAM LIBOTO TEXHIYHOTO PErJIaMeHTy, 3aCTOCOBHUM JI0 HUX
Ha KOXXHOMY €Talmli, BiJI MPOEKTyBaHHS JO OCTaTOYHOTO KOHTPOJIO SKOCTI W
MOCTIHOTO HArJIsAy, a TAKOXK BU3HAUUTH, YA TOTPUMAaHI BUMOTH IIbOT0 TEXHIYHOTO
perjIaMeHTy;

- Ha OCHOBI BIJMOBIAHOI TEXHIYHOI JOKyMEHTallli Ta IS BU3HAYCHHS
BI/IMOBITHOCTI BUPOOHMKA BHMOTAM, 3a3HAYCHUM Yy BIATOBITHIM MPOIEAYpl OIIHKH
BIJIIOBIJTHOCTI, IPOBECTH MEPEBIPKY U ayAUT MNPOLECIB 1 MIJCUCTEM BUPOOHUKA,
30KpeMa JIsl:

- MPOEKTYBaHH: 1 PO3POOKH,

- KOHTPOJIIO BUPOOHUIITBA Ta MPOLIECIB,

- JIOKyMEHTAalli Ha IPOIYKIIIO,

- 3aco01B KOHTPOJIIO 3aKyIiBelb, 30KpeMa BepuQikauii npua0aHux BUPOOiB,

- KOpEryBaJIbHUX 1 3aM001KHUX Jil, 30KpeMa IOCTMApKETUHTOBOT'O HATJISITY
(post-market surveillance), Ta

- TMOCTMapKeTuHroBoro kiiHiyHoro Harsay (PMCF),

- TMPOBECTH OIJIA] Ta ayJUT BUMOT 1 IOJOXKECHb, MPUUHATHX BUPOOHHKOM,
30KpeMa THX, IO IOB’S3aHi 3 BHKOHAHHSAM 3arajbHUX BUMOI 3 O€3MEYHOCTI Ta
¢(heKTUBHOCTI, BCTAHOBIICHUX Y AOJATKY 1;

- BIgOIp JOKyMEHTAIlli TOBUHEH 3JIMCHIOBATUCS TAaKUM YHHOM, 11100
BIIOOpa)kaTW PpU3UKHU, TIOB’SI3aHI 3 BUKOPHUCTAaHHSIM BUPOOY 3a LUJIBOBUM
NPU3HAYEHHSM, CKJIQAHICTh TEXHOJIOTIH BUPOOHUITBA, ACOPTUMEHT 1 KIJacH
BUTOTOBJICHUX BHUPOOIB, a TaKOX OyIb-sIKy HasBHY 1H(OpMallilo, OTpUMaHy 3a
pe3ybTaTaMu MOCTMAapKETHHIOBOTO Harsiny (post-market surveillance);

- SKIIO II€ HE MepeadavyeHo MPOrpaMor0 ayauTy, IPOBECTH ayIUT KOHTPOIIIO
MpoIIeCiB HAa 00’€KTaX MOCTAa4aJIbHUKIB BUPOOHHUKA, SKIIO BIAMOBIIHICTH TOTOBOIO
BUPOOY ICTOTHO 3aJICKHUTH BiJl JISTILHOCTI TOCTaYaIbHUKIB, 30KpEeMa SIKIII0 BUPOOHUK
HE MO IIATBEPIUTH HASBHICTh JOCTATHHOTO KOHTPOJIIO CBOIX ITOCTAaYaIbHHUKIB,

- TIPOBECTH OIIHKY TEXHIYHOI JOKyMEHTallli Ha OCHOBI IJIaHy ii BimOopy 3
ypaxyBaHHSAM TOJIOKEHb MAMYHKTIB 4.5.4. Ta 4.5.5. mianyHkry 4.5. myHKTY 4 1IbOTO
JOJIaTKy 010 TOKJIIHIYHOTO Ta KJIHIYHOTO OIIHIOBAHHS, Ta

- TPU3HAYEHUW OpraH TOBUHEH 3a0€3MeYWTH HAJICKHY Ta TMOCITIJOBHY
KJacu(ikaliiro BUCHOBKIB ayJUTy 3T1AHO 3 BUMOTaMH IIbOTO TE€XHIYHOTO perjIaMeHTy
Ta BIJIMOBIIHUMU CTaHAapTaMH a00 3T1IHO 3 JOKYMEHTAMH 11010 HAJIEKHOI TPAKTHUKHU.
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4.5.3. Bepudixkaris BupoOy
Or1riHKa TEXHIYHOT JOKYMEHTAIIi1

3 METOI OIHKK TEXHIYHOI JOKyMeHTarlii 3rimHo posniny Il momatky 9,
MpPU3HAYEHUN OpraH MOBWHEH MaTH JOCTAaTHI €KCIEPTHI 3HAHHS, OOJIaTHAHHS Ta
3aJIOKYMEHTOBaHI MIPOIIETyPH JIJIS:

- TPU3HAYEHHS IEPCOHATY 3 BIANOBIIHOIO KBaTi(PiKAI[€I0 Ta TOBHOBAKEHHSIMU
JUIS TIEPEBIPKA OKPEMHX AacCIeKTIB, TaKUX SIK BUKOPUCTaHHA BHPOOy, OloJjoriyHa
CYMICHICTb, KJIIHIYHE OIIHIOBaHHS, YIIPABIIHHS PU3UKAMU Ta CTEpUIIi3allis, Ta

- OIIHKAa BIATOBIJHOCTI MPOEKTY BUMOTaM LbOro TeXHIYHOro perjiaMeHTy Ta
BpaxyBaHHs BUMOT MIAMYHKTIB 4.5.4.-4.5.6. mianyHKTy 4.5. IyHKTY 4 1IbOTO JOAAaTKY.
Taka oIiHka TMOBMHHA BKJIIOYATH TEPEBIPKY peaiizallli BUPOOHMKAMHU TEPBUHHUX,
MOTOYHUX 1 OCTATOYHHUX TEPEBIPOK Ta IXHIX PE3yNbTaTiB. SIKIIO MJIg OIIHKH
BIIMOBIAHOCTI BHMOraM IIbOTO TEXHIYHOTO perjaMeHTy IOTpiOHI J0JaTKOBI
BUMPOOYBAHHS YM 1HII JOKa3W, NMPU3HAYEHUWA OPraH MOBUHEH NPOBECTH HAJICKHI
¢13uuHiI Ta JabopaTopHi BUMPOOYBaHHS BUPOOYy a00 3BEpPHYTHCS 13 3alIUTOM MIPO
IPOBE/ICHHS TAKUX BUIPOOYBaHb 10 BUPOOHHUKA.

Excneptusu tumy

[Ipu3HayeHuii opraH MOBUHEH MaTH 3aJOKYMEHTOBaHI MPOLEAYpPU, TOCTATHI
EKCIEPTHI 3HAHHS Ta 00JaJHAHHS JIJIsl POBEJICHHS €KCIEPTU3 TUITY BUPOOIB 3T1THO 3
nonatkom 10, 30kpema OyTH y 3MO3i:

- TEPEBIPATH U OLIIHIOBATHU TEXHIUHY JOKYMEHTAIIIIO 3 ypaXyBaHHSAM MOJIOKECHb
mianyHkTiB 4.5.4.-4.5.6. mignyHkty 4.5. nmyHKTYy 4 1BOrO JOJaTKy, a TaKoX
MEpPEeBIPUTH, IO BIAMOBIAHUIA TUI BUPOOIB OyB BUTOTOBJICHUH 3TiHO 3 TaKOIO
JTIOKYMCHTAITI€I0;

- CKJIaJIaTH IJIaH BUNIPOOYBaHb, y AKOMY BU3HAUEHI BC1 BIJMOBIHI Ta KPUTHYHI
napameTpu, SKi MOBUHHI OyTH TIEpeBIpeH! MPU3HAYEHHM OPraHoM YW Tij] HOro
B1JIITOB1JAJIbHICTD;

- JIOKyMEHTYBAaTH CBO€E OOTPYHTYBaHHS BUOOPY TaKUX MapaMeTpiB;

- MPOBOJWTU BIJAMOBIAHI TEPEeBIpKM 1 BUIPOOYyBaHHA JUisl Bepudikarlii
BIJIOBIJTHOCT] YXBaJ€HUX BUPOOHUKOM PIllIeHb 3arajlbHUM BUMOT'aM 3 O€3MeYHOCTI Ta
e(EeKTHUBHOCTI, BCTAHOBJICHUM y N0AaTKy 1. 3a3HaueHi mepeBipku 1 BUMPOOYBaHHS
NMOBMHHI BKJIIOYAaTH yCl1 BUIPOOYBaHHS, HEOOXiAH1 [y Bepuikaiii (HhakTUIHOTO
BUKOPUCTAHHS BUPOOHUKOM OOpaHUX HUM BIAMOBITHUX CTaHJAPTIB;

- Y3rOJKyBaTH 13 3asBHUKOM MICIIe MPOBEACHHS HEOOXITHUX BHUMPOOYBaHb,
SKIIO X HE MPOBOAUTHME O€3MOCEepeIHRO MPU3HAUYCHUN OpTaH; Ta

- Opatu Ha ce0e LIKOBUTY BiJIMOBIAANBHICTH 32 PE3yJbTaTH BUIPOOYBaHb.
3BITH 3a pe3yibTaTaMu MPOBEACHHS BUMPOOYBaHb, MOJAHI BHPOOHHKOM, MOBHUHHI
BPaxOBYBATHCs JHINE Yy pasi, SKIIO BOHW Oyid CKJIQJCHI OpraHamMu 3 OI[IHKU
BIJIMOBITHOCTI, SIK1 € KOMIIETCHTHUMH Ta He3aJIe)KHUMH BiJl BUPOOHHMKA.

Bepudikarist misixoM nepeBipky il BAPOOYBaHHS KOXKHOI MPOAYKIIIT
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IIpr3HayeHnnii Oprad MOBUHEH:

1) MaTu 3aJ0KyMEHTOBaHI MpOIENypH, AOCTAaTHI EKCHEpTHI 3HAHHA Ta
oOnamHaHHs Ui Bepu]ikalli NUIIXOM MEepeBipKH 1 BUMPOOYBaHHS KOXKHOI mapTii
MPOIYKIIii 3T1IHO 3 YacTuHOIO b momatky 11;

2) CKJIaCTH IJIaH BUNIPOOYBaHb, B AIKOMY BU3HA4YEHI BC1 BIAMOBIIHI Ta KPUTHYH1
napaMeTpH, SKi MOBHHHI OyTHM BUMPOOyBaHI MPU3HAYEHUM OPraHOM UM Tija HOro
BiITOBITAJILHICTD, JJIS:

- y Bumaaky BupoOiB kimacy IIb, Bepudikariii BiAMOBIAHOCTI BUPOOY THITY,
ONMHCaHOMY B cepTH(]iKaTi eKCIEepTU3U TUITYy, a TAKO)X BUMOTaM IhOro TeXHIYHOTO
perjaMeHTy, skl 3aCTOCOBHI JI0 ITUX BUPOOIB,

- y Bumaaky BupoOiB kiacy Ila, aemMoHcTpallis BIAIOBIIHOCTI BHUPOOY
TEeXHIYHIN JTOKyMEHTaIlli, 3a3Ha4eHIN y JojaTkax 2 Ta 3, a TaKOX BUMOTaM IIbOTO
TexHIYHOTO perjlaMeHTy, sIKi 3aCTOCOBHI JIO TAKMX BUPOOIB,

3) 3a40KyMEHTYBAaTH OOIDYHTYBaHHS BHOOpY MapaMeTpiB, 3a3HAYEHUX Y
NIAIYHKTI 2 mMANYHKTY 4.5.3. manyHkTy 4.5. yHKTY 4 bOro JOJATKY;

4) wMatu 3aJ0KyMEHTOBaHI MPOUEAYpPU MJIA TPOBEACHHS BIJIMOBIIHUX
OLIIHIOBAHb 1 BUIIPOOYBAaHb 3 METOIO NIEPEBIPKHU BIAMOBIIHOCTI BUPOOY BUMOT'aM LIbOT'O
TexHIYHOrO pEeriaMeHTy LUISIXOM IEpPEBIPKH 1 BUNMPOOYBAHb KOXKHOTO BUPOOY, SIK
BKa3aHo B MyHKTI 15 yactunu b nogatky 11;

5) MaTu 3aJOKyMEHTOBaH1 MPOLETYPHU JJIs MOTOJKEHHS 13 3aIBHUKOM MMHUTAHb
yacy 1 MiCIl NpPOBEJEHHS HEOOXIJHUX BUIPOOYBaHb, SIKIIO iX HE MPOBOJUTH
Oe3mocepeTHbO caM MPU3HAYCHHU OpTaH;

6) Opatu Ha ce0Oe LITKOBUTY BIJIMOBINAJIBHICTh 32 PE3yJbTaTH BUIPOOYBAHb
3TITHO 13 3aJIOKYMEHTOBAHUMHM TPOIIEAypaMu; 3BITH 3a pe3yjbTaTaMu IPOBEIICHHS
BUNIPOOYBaHb, MTO/1aH1 BUPOOHUKOM, IOBUHHI BPAXOBYBATHCS JIUIIIE Y pa3si, SIKIIO BOHU
Oynu CKJaJeHl OpraHaMu 3 OIIHKK BIJMOBITHOCTI, SIKI € KOMIETEHTHUMHU Ta
HE3aJIEXKHUMU B1Jl BUPOOHHMKA.

4.5.4. Agani3 TOKIIHIYHOTO OI[IHIOBAHHS

[Ipu3HaueHuid opraH MOBMHEH MAaTH 3aJ0KYMEHTOBAaHI MpOLEAYypH IS
neperisay npoueAayp Ta AOKYMEHTAlll BUPOOHHKA, SIKI CTOCYIOThCS OLIHIOBAHHS
JTOKJIIHIYHUX acnekTiB. [Ipu3HaueHuid opraH MOBUHEH NEPEBIPUTH, BaliyBaTH Ta
BepU(DIKyBaTH HAJIEKHE OXOIUJICHHS IPOLEYPaMHU 1 JOKYMEHTAII€I0 BUPOOHUKA!

1) mnanyBaHHs, TPOBEJACHHS, aHATI3Y Ta, Y BIAMOBIIHUX BUIAIKaX, OHOBJICHHS
JOKJIIHIYHOTO OIIHIOBAHHS, & TAKOXK 3BITYBaHHSI PO HHOTO, 30KpeMa:
- momryKy iH(opmarlii B HayKOBIiH JiTepaTypl Mpo AOKIIHIUHI JOCIIKEHHS, Ta

- TIPOBEACHHS JIOKJIIHIYHOTO BUIPOOYBAaHHS, HAMPUKIAJ, J1abOpaTOPHOTO
BUIMPOOYBaHHs, BUIOPOOYBaHHA B YMOBaxX, IO IMITYIOTh €KCIUTyaTalliiHi,
KOMII’ FOTEPHOTO MOJICJIFOBaHHS, BAKOPUCTAHHS MOJACIIbHUX TBAPUH,

2) xapakTepy 1 TPUBAJIOCTI KOHTAKTY 3 TLJIOM Ta CIICNU(IYHUX OB’ I3aHUX 3 ITUM
010JIOTTYHUX PU3HKIB,
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3) B3aeMoii 3 MpoIIecCOM YNpaBIiHHS PU3UKAMH, Ta

4) ouiHIOBaHHS 1 aHAI3Yy HAsIBHUX JTOKIIHIYHUX JAaHUX Ta IXHBOI PeIeBaHTHOCTI
JUTSL IEMOHCTpAIIi] BiAOBITHOCTI 3aCTOCOBHUM BUMOT'aM JIOJIAaTKY 1.

AHami3 mpomemyp MIOKIIHIYHOTO OIlIHIOBAaHHS Ta JOKYMCHTAIlii, SKUi
MPOBOJUTh TIPU3HAYCHUN Oprad, ITOBUHEH OXOIUTIOBATH PE3YJbTATH IMOIIYKY
iH(hOpMaIlii B TiTepaTypi, a TAKOXK yCIO MPOBEACHY MISUTHHICTH 3 Baiiaamii, Bepudikarrii
1 BUnpoOyBaHHS Ta BIAMOBITHI BACHOBKH Ta, SIK IPABHUJIO, TOBHHEH BKIIIOYATH PO3TJISI
MO>KJIMBOCTI BUKOPUCTAHHSI allbTEPHATUBHUX MaTepialiB i pEYOBHH Ta BPaXOBYBATU
O0COOJIMBOCTI IMAaKyBaHHS 1 CTaOUIBHICTh, 30KpeMa, CTPOK EKCILIyaTallli TOTOBOIO
BUpOOyY. SIKIO BUPOOHHWK HE MPOBOJUTH KOJHUX HOBHUX BHIIPOOYBaHb a00 SIKIIO
ICHYIOTh BIIXWJICHHS B1J TPOIEAYp, BIAMOBIAHUN NPU3HAYCHUH OpraH NOBHWHEH
KPUTHUYHO OI[IHUTU OOTPYHTYBaHHS, HaIaHE BUPOOHUKOM.

4.5.5. AHani3 KIHIYHOTO OL[IHIOBAHHS

[Ipu3HaueHuii oprad MOBUHEH MaTH 33JOKyMEHTOBaH1 MPOLIEYPH, OB’ A3aHI 3
aHai30M MpoueAyp 1 [HOKyMEHTallli BUPOOHWKA, $KI CTOCYIOTHCS KJIIHIYHOIO
OI[IHIOBAHHS SIK JIJI1 MEPBUHHOTO, TaK 1 JJIsl TIOTOYHOTO OI[IHIOBAHHS BIJMIOBIIHOCTI.
[Ipu3HaueHuii opraH MOBUMHEH NEPEBIPUTH, BaNiyBaTU Ta BEpU(DIKYBATU HAJEKHE
OXOIUICHHSI MPOLEAYPaMH 1 JOKYMEHTAIlI€F0 BUPOOHHUKA:

- IUIaHyBaHHS, IPOBEJICHHS, aHATI3y T4 OHOBJIECHHS KJIIHIYHOTO OI[IHIOBAHHS, a
TaKOX 3BITYBaHHS PO HHOTO, SIK 3a3HAYEHO B JI0AATKY 14,

- TMOCTMAapKETUHIOBOTO HarJIsay (post-market surveillance) Ta
nocTMapkeTuHroBoro kiiHiuHoro Harysiny (PMCF),

- B3a€MO/IIi 3 IPOIIECOM YTIPABIIIHHS PU3UKAMH,

- OUIHIOBaHHS W aHANI3y HASBHUX KIIHIYHUX JaHUX Ta iXHBOI BIJMOBIIHOCTI
JUISL IGMOHCTpAIIli BiAMOBITHOCTI 3aCTOCOBHUM BHMOTaM JIOJaTKy 1, Ta

- BHUCHOBKIB, 3pOO0JICHUX IOJ0 KIIHIYHHMX JO0Ka3iB, Ta CKJIaJaHHS 3BITYy 3a
pe3yJibTaTaMu KJIIHIYHOTO OLIHIOBaHHS.

[Iponenypu, 3a3HaueHi B TiepmioMy ab3aill IbOro MIAMYHKTY, ITOBUHHI
BpaxOBYBaTH HasBHI 3araibHi cnienudikamii (CS), kepiBHI JOKYMEHTH (HACTaHOBH) Ta
JIOKYMEHTH II0A0 HAJEKHOI MPAKTUKH.

AHani3 KJIIHIYHOTO OI[IHIOBaHHS MPU3HAYEHUM OpPraHoM, $IK 3a3HA4€HO B
JONAaTKy 14, TOBUHEH OXOIUIIOBATH:

- BH3HAYCHE BHUPOOHMKOM IIUIbOBE TMPHU3HAYEHHS Ta 3asBJICHI HUM
XapaKTEPUCTUKU BUPOOY,

- TJIaHYBaHHS KJIIHIYHOTO OIIHIOBAHHS,
- METOJOJIOTIIO MOITYKY 1H(pOpMaIIii B JliTepaTypi,

- BIAMOBIIHY JOKYMEHTAIlll0 3a pe3yJdbTaTaMd TMONIyKy iH(opMalii B
JiTeparypi,

- KJIIHIYHI JOCIIIKEHHS,
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- JIMCHICTh 3asBJICHOI €KBIBaJEHTHOCTI IHIIMM BHUpPOOaM, ILCMOHCTpaI_Ill
eKBIBAJICHTHOCTI, JaHl MPO BIAMOBIAHICT Ta BHCHOBKHM IOJO EKBIBAJCHTHHX 1
no/1I0HUX BUPOOIB,

- TIOCTMAapKETUHTOBUH HaTJIS] (post-market surveillance) Ta
nocTMapkeTuHTOBHH KimiHIuHWA Harsg (PMCF),

- 3BIT 3a pe3yabTaTaMH KJIIHIYHOTO OIIHIOBAaHHS, Ta

- OOTpyHTYBaHHS HETPOBEICHHS KITTHIYHUX JOCITIKCHB qu
MOCTMapKETUHTOBOrO KiiHiYHOTrO Harysiay (PMCF).

[Ilo cTrocyeTbcs MaHHMX, OTPHUMAHHUX 3a Pe3yiabTaTaMH KIIHIYHUX JOCIIIKCHb,
BKJIFOUEHHUX Y KJIIHIYHE OI[IHIOBAHHS, MPU3HAYEHUI OpraH MOBUHEH 3a0€3MeYnTH, 11100
BUCHOBKH, 3p0O0JieHI BUPOOHHMKOM, OYJIM TIACHUMH 3TIJIHO 3aTBEPIKEHOTO IUIaHy
KJIIHIYHOTO JOCIIIKEHHS.

[Ipy3Hayenuii opraH MOBUHEH 3a0€3MEUNTH HAJICKHE OXOIICHHS KJIIIHIYHHM
OI[IHIOBAHHSIM BIJIMOBIIHUX BUMOT 3 0€3MEYHOCTI Ta €(PEKTHUBHOCTI, BCTAHOBJICHUX
JOAaTKOM 1, HOro y3roJuKEHICTh 13 BUMOTaMH OO0 YIPABIIHHS PU3UKAMH, HOTrO
MPOBEJEHHS 3TiAHO 13 JgoaaTkoM 14, a TakoX MOro HajexHe BiIOOpaKeHHS B
1H(popMmarlli, IKy HaAarTh 010 BUPOOY.

4.5.6. CneuianabHl IpoLeaypu

[Ipu3HayeHuii opraH MOBUHEH MaTH 3aJOKYMEHTOBaHI MPOLEAYpPU, TOCTATHI
SKCIIEPTHI 3HAHHS Ta 00JaJHAHHS JJISI BUKOHAHHS MIPOIIEAYD, 3a3HAYCHUX Y ITyHKTaX
5 Ta 6 po3ainy Il nomarky 9, mynkti 6 nogatky 10 Tta myHkTi 16 gactTunu b nomatky
11, mom0 sikuxX HOro MpU3HA4YECHO.

VY Bumanaky BHUpOOIB, sIKI BUPOOJIAIOTH 13 BUKOPUCTAHHAM TKAaHWH YH KJIITHH
TBApPUHHOTO TOXO/KCHHS a00 I1X MOXIAHUX, OTPUMAaHUX, HAMPUKIAd, 13 BHIIB,
YYyTIUBUX JI0 TPAHCMICUBHOI r'yOuacToi eHiedanonarii, mpu3HadyeHUu Oprad MOBUHEH
MaTH 3aJ0KyMEHTOBaHI MPOIEAYPH IS 3a0e31eUSHHS BIATIOBITHOCTI BCTAHOBIICHUM
3aKOHOJABCTBOM BHUMOraM Ui TaKuX BHUPOOIB, 30KpeMa JUisl MiATOTOBKH
M1JICYMKOBOTO 3BITY 3a pe3yJbTaTaMu OLIIHIOBAHHS 1Jis1 J{epKIiKcITy KO0u.

4.6. 3BITHICTD
[Ipr3HayeHuii Oprad MOBUHEH:

- 3a0e3MeunTH JOKYMEHTYBAaHHS BCIX €TalliB OI[IHKK BiAMOBITHOCTI TaKUM
YUHOM, 1100 HWOro BHUCHOBKU OYJM 3pO3yMUIMMH, AEMOHCTPYBAIM BIAMOBITHICTH
BUMOTaM IbOTO TEeXHIYHOTO perjiaMeHTy Ta HaJaBald OO0 €KTHUBHI JOKa3W TaKoi
BIJIMOBITHOCTI 0co0aM, siki HEe OepyTh ydacTi B OILIHIOBaHHI OCOOMCTO, HANPHUKIA,
MIEPCOHAITy OpTaHy, 1110 PU3HAYAE,

- 3a0e3NeyuTH HASIBHICTh 3aIHUCIB IMiJ 4Yac ayAWTIB CHCTEMHU YHPaBIIHHS
SKICTIO, TOCTATHIX JIJIs 3a0e3MeueHH sl OOIpYHTYBaHHs Ta JOKa30BOCTI BUCHOBKIB,

- YITKO JAOKYMEHTYBAaTH BHUCHOBKHM CBOTO aHaJi3y KIIIHIYHOTO OI[IHIOBaHHS Y
3BITI1 3a pe3y/bTaTaMy aHaNI3y KJIIHIYHOTO OI[IHIOBAaHHS,
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- JUI1 KOKHOTO OKPEMOTO MPOEKTY HajaBaTH AETaJbHUI 3BIT y CTaHAApTHIN
¢dbopMi, 1110 MICTUTh MiHIMaTbHUI HA01p €EMEHTIB, BU3HAUCHUX [ pyTioro.

3BIT IPU3HAYEHOTO OPTaHy TOBUHEH:

- YITKO JOKYMEHTYBATH Pe3yJbTaTH MPOBEACHOTO HUM OI[IHIOBaHHS/aHAII3y Ta
MICTUTH YiTKI BHCHOBKHM 3a pe3yJbTaTaMH BepHQikallii BiIMOBIIHOCTI BUPOOHHUKA
BUMOTaM I[bOTO TEeXHIYHOTO PEerIaMeHTy,

- MICTHTH PEKOMEHAIIIT 010 OCTATOYHO1 MEPEBIPKH i OCTATOYHOTO PIIICHHS
MIPU3HAYEHOTO OpTaHy; Takli peKoMeHAallli MOBHHHI OYTH MIAMUCAaH] BiANOBIIaIbHUM
CIIBpOOITHUKOM MTPU3HAYEHOT'O OpraHy, Ta

- OyTH HaJaHUM BiJIIOBITHOMY BUPOOHUKY.
4.7. OctaTouHa niepeBipKa
[lepen nmpUUHATTSAM OCTATOYHOTO PIIICHHS MPU3HAYCHUI OpraH MOBUHEH:

- 3a0e3neuyuTH, MO0 MepcoHan, MPU3HAYCHUN A MPOBEACHHS OCTATOYHOI
MEPEBIPKHU Ta MPUUHSITTS OCTATOYHOTO PIIICHHS 32 IEBHUM MPOEKTOM, MaB BIMIOBI/IHI
NOBHOBaXEHHS (JOMYCK) Ta BIAPI3HABCA BIJ MEpPCOHANLy, SKUH IPOBOJIMB
OIIIHIOBaHHs/aHAaJI3,

- MEpEBIPUTU MOBHOTY 1 JAOCTATHICTH 3BITIB Ta CYNpPOBIAHOI JOKyMEHTAIi,
HEOOXITHUX JJIA MPUMHATTS PIIICHHS, 30KpeMa II0JI0 YCYHEHHS HEBIANOBIHOCTEM,
BUSIBJICHUX Y MPOILEC] OLIIHIOBAHHS/aHAMI3Y, 3 YpaXyBaHHAM IIPEIMETY 3asiBU; Ta

- TEPEBIPUTH BIJICYTHICTh HEBIJMOBIAHOCTEH, sIKI HEe OylIM YCYHYTI, IO
MEPEIIKOKAIOTh BUIaul cepTudikara.

4.8. Pimenns 1 ceptudikaris

[IpuzHauenuid opraH TOBMHEH MaTH 3aJ0KyMEHTOBaHI MPOLENYpH IS
MPUIHATTS PIIlIeHb, 30KpeMa 1100 PO3IMOALTY TOBHOBAXKEHD 3 BU1a4l, MPU3YITUHEHHS,
BCTAHOBJICHHSI OOMEXKEHHSI UM MPUMUHEHHS Ai1 cepTudikariB. 3a3Hau€HI MPOIEIYyPH
MMOBHUHHI BKJIFOYaTH BUMOTH JI0 ITOB1JIOMJICHHS, BCTaHOBJIEHI MyHKTamMu 192-235 mporo
TexHiuHOTO pernaMenty. Taki mpoueaypy MOBUHHI HAJaBaTH MPU3HAYEHOMY OPTaHy
MOJIUBICTh:

- BHpILIYBaTH, HA OCHOBI HAsIBHOI JOKYMEHTAIlll 3a pe3yJibTaTaMH aHaji3y Ta
J0JIaTKOBOI 1H(QOpMaLlii, YU JOTPUMaHI BUMOTH OO TE€XHIYHOTO pErIaMeHTy;

- BHpIIIYBaTH, HA OCHOBI PE3yJIbTATIB aHa3y KIIHIYHOIO OI[IHIOBaHHS Ta
yIOpaBIiHHA PU3WKaMHU, YM € IUIaH TOCTMAapKETUHTOBOro Harsiay (post-market
surveillance), 30kpemMa MaH MOCTMAPKETHHroBOro kiiHiunoro Harsimy (PMCF),
BIJIOBIAHNM,;

- BH3HAYaTH KOHKPETHI KOHTPOJBHI MOl JUIsl TMOJANBIIOTO TEPETIIsTy
OHOBJICHUX JIAHUX KJIIHIYHOTO OIIHIOBAHHSI MPU3HAYEHUM OPTaHOM;

- BHW3HAYaTH HEOOXITHICTh BKIIOUEHHS 10 cepTUdIKaTa CreliaJbHuX YMOB YH
IIOJIOJKEHD;



163

- YXBaJllOBATH, BHUXOAAYM 3 HOBU3HM, Kiacudikauii pHU3UKIB, KIIHIYHOTO
OLIIHIOBaHHS Ta BUCHOBKIB 3a pe3yJbTaTaMH aHaIli3y PU3HKIB, OB’ I3aHUX 13 BUPOOOM,
pillIeHHs 100 TepMiHy il cepTudikara, KUl HE TMOBHHEH IEPEBUIILYBaTH I’ SITU
POKIB;

- YITKO JIOKYMEHTYBAaTH €Talld MPUUHSITTS W yXBaJCHHS PIllIeHb, 30KpeMa ix
U CAHHS BiIMTOBIIaJIbHUM CITIBPOOITHHKOM;

- YITKO JIOKyMEHTyBaTH OOOB’SI3KM Ta BIAMOBIJAIBHICTE 1 MEXaHI3MHU
MOBIJIOMJICHHS TIPO DIllIEHHS, 30KpeMa y BHUMAIKaX, SIKIIO OCTATOYHHWMA IiAMUCAHT
cepTudikaTa BIAPI3HIAETHCSA BiJ 0COOM 4YM 0cCi0O, SKI MPUUHSIM pIlICHHSA, a00 HE
BI/IMOBIZIa€ BUMOTaM, BCTAHOBJICHUM Yy MiANYHKTI 3.2.7. mianyHKTY 3.2. MyHKTY 3
IILOTO JTOJIATKY;

- BHUJABaTH cepTUdIKATH BIMOBIIHO 10 MIHIMAJIbHUX BUMOT, BCTAHOBJICHUX Y
nonatky 12, Ha TepMiH, He OUTBIITNH 3a ITATh POKIB, 1 3a3HAYATH, YU ICHYIOTh OCOOJIMBI
YMOBHU U1 OOMEXEHHS, OB’ sI3aHi 3 cepTU(dIiKalli€lo;

- BHJIaBaTH CEPTU(IKATHU JIMILE 3asIBHUKY 1 HE BUIaBaTH CEPTUPIKATIB, A1 AKUX
NOIIMPIOETHCS HA JEK1JIbKA MIANPUEMCTB;

- 3a0e3nedyyBaTH MOBIJOMJICHHS BHPOOHMKAa TIPO pe3yJbTaTH OLIHKK 1
BIJIIOBIJTHE PIIIEHHS, @ TAKOX iX BHECEHHS B E€JEKTPOHHY CHCTEMY, 3a3HAYEHY B
nyHKTax 227-228 niboro TeXHIYHOTO perjiaMeHTy.

4.9. 3minn Ta Moaudikarii

[Ipu3Hauenuii oprad MOBUHEH MaTH 33JJOKyMEHTOBaH1 MPOIEAYPH 1 KOHTPAKTHI
YTOJH 3 BUPOOHUKAMHU, SIKI CTOCYIOThCS 000B’SI3KIB BUPOOHUKIB 11010 1H(HOPMYBaHHS
Ta aHaJi3y 3MiH MIOJO:

- CXBaJICHOI CHCTEMH YIIPABIIHHS SKICTIO YM OXOTUICHOMY PsJli BUPOOIB;
- CXBaJICHOMY IMPOEKTI BUPOOY;

- LUJILOBOMY MPU3HAYEHHI YU BUMOTAX JI0 BUPOOY;

- CXBaJICHOMY THUITy BUPOOY;

- Oynb-gKiii pedyoBHUHI, IO BXOJUTH JO CKJIaay BUpOOy ab0 BUKOpHUCTaHa IS
HOro BUTOTOBJIEHHSA 1 IIOAO SAKOI 3aCTOCOBYIOTH CHELlajbHI MPOLEIYypH 3TIAHO
NIATYyHKTOM 4.5.6. miAnyHKTY 4.5. MyHKTY 4 LbOTO JOJIaTKY.

[Ipouenypu ¥ KOHTpPaKkTHI yroAu, 3a3HauyeHi B ab3all NepuoMy IbOTro
NIANYHKTY, TOBUHHI mependadyatd 3axoAd i TEpeBIpKM 3HAYUMOCTI 3MiH,
3a3HaueHUX y a03alll MepuomMy HbOTO MiAMYyHKTY.

[Ipusnauenuii opras, 3TiTHO 31 CBOIMHU 3aJJOKyMEHTOBAaHHUMH MPOIEAYpPaMH,
IIOBUHEH:

- 3a0e3ne4ynTH MOJaHHS BUPOOHWKAMH Ha TOTEpPETHE 3aTBEPKCHHS IJIAHIB
BHECEHHSI 3MiH, SK 3a3HAYCHO y MEpIIOMYy IyHKTIi, Ta BIAMOBIIHOI 1HGOpMAaIIii, 110
CTOCYEThCSI TAKUX 3MiH;
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- OILIHUTHU 3alpOINOHOBAaHI 3MIHM Ta TEPEBIPUTH, MICIA 11X BHECEHHS,
BIJIMTOBITHICTh CHCTEMH YMPABIIIHHS SKICTIO, a00 MPOEKTY BUPOOY, ad0 THUITY BUPOOY,
BUMOTaM I[bOTO TEeXHIYHOTO PErIaMeHTy;

- TIOBIIOMUTH BHPOOHHKA MIPO CBOE PIIICHHS Ta HAAATU HOMY 3BIT 200, SIKIIO
3aCTOCOBHO, JI0AATKOBUH 3BIT, 1110 MICTUTh OOTPYHTOBaH1 BUCHOBKH 3a pe3ybTaTaMu
IPOBEJICHOTO HUM aHaIi3Yy.

4.10. Harnsan Ta MOHITOPHHT TCHs cepTUdiKarii
[Tpu3HayeHuii opraH MOBUHEH MaTH 3aI0KyMEHTOBAH1 POLIEyPH:

- IIOJI0 BU3HAYCHHS MOPAJKY 1 4acy 3AIMCHEHHS MisUTbHOCTI 3 HarJsaay 3a
BUpOOHUKOM. Taki mpolieaypy MOBHHHI BKJIIOUATH MPaBHIIa MPOBEJICHHS ayIUTIB HA
Micii 0e3 TMorepe/KEHHS BUPOOHMKIB Ta, SKIIO 3aCTOCOBHO, CYOIIJIPSIHUKIB 1
MOCTaYaJIbHUKIB, 13 POBEJCHHSIM BUIIPOOYBaHb BUPOOY Ta MOHITOPUHTOM BUKOHAHHS
OyIIb-IKUX 00OB’SI3KOBUX JJISI BUPOOHHMKIB YMOB, IOB’S3aHUX 13 PIMICHHAMHU IIOAO
cepTudikaliii, HaIPUKIaJ, OHOBJICHHS KIIHIYHUX JIAHUX Yepe3 BU3HAYCHI MPOMIKKU
yacy;

- QU CKPHUHIHTY BIJNOBIJIHMX JDKEpEN HAYKOBUX 1 KIIHIYHMX JaHUX Ta
MIOCTMApKETUHIOBOI 1H(QOpMallii, MOB’s13aHUX 31 cPeporo Horo mpuzHayeHHs. Taka
iH(popMalllss NOBMHHA BPAaxOBYBaTHCA MpH IUIAHYBaHHI 1 31MCHEHHI HarJISII0BO1
JISIIBHOCTI,

- ISl IEPEBIPKU JTAHUX CIIOCTEpPEXKEHHs 3a BUpoOamu (vigilance), 10 SKUX BiH
Ma€ JOCTYIl 3TiIHO 3 MYHKTOM 353 1poro TeXHIYHOro perjaMeHTy, 3 METOIO
BU3HAYECHHS IXHBOTO BIUIMBY, 32 HASBHOCTI, HA YMHHICTh HAsBHUX CEPTU(]IKATIB.
PesynbraTu omiHKy Ta OyIb-sKi pillIEeHHS TOBUHHI OyTH PETEIHHO 3aI0KYMEHTOBAHI.

[licns oTpuMaHHsA BiJl BUPOOHWMKA YU BIAMOBIJHOTO OPTaHy JAEpPKaBHOTO
PUHKOBOTO Harjaany iH(opMaiii Mpo HECHPUSTIMBI BUNAAKA B  paMKax
CIIOCTEepeXEeHHs 3a BUpoOamu (vigilance), npu3HaueHHil opraH MOBUHEH BUPIIIHUTH,
SKUH 13 3a3HaYEHUX HIKYE BaplaHTIB 3aCTOCOBYBATH:

- HE€ BXKHBATH J1i, BUXOASYH 3 TOTO, 110 HECHPUSITIMBUI BUIAJOK y paMKax
crocTepexeHHsi 3a BupoOamu (vigilance) 4YiTKO He TMOB’SA3aHUI 13 HAJaHOIO
cepTudiKali€ero;

- CIIOCTEpIraTy 3a MIsUIbHICTIO BUPOOHHUKA 1 BIAMOBIJHOTO OpPraHy JAep:KaBHOTO
PUHKOBOI'O HArJsiAy, a TaKOX 3a pe3ysbTaTaMHu pPO3CIiayBaHHS BHUPOOHMKA, 11100
BU3HAYHMTH, 3HAXOJUTHCS HajgaHa cepTudikaiis MiJg 3arpo30r 4Yd Oyjio BKHUTO
HAJIC)KHUX KOPETYyBaJIbHUX Aiil;

- BXWUTH HAA3BUYAWHUX HAIVBIIOBUX 3aXOJiB, TaKuUX SK TEpeBipKa
JTOKyMEHTAIlli, ayANT 13 MOMEPEIHKEHHSIM 32 KOPOTKHM TEPMiH 4H O€3 MmomnepeKeHHS
Ta BUMPOOYBaHHS BUPOOY, SAKIINO ICHYE WUMOBIPHICTH TOTO, IO HajaHa cepTudikaris
3HAXOJUTHCS IIi]] 3arp03010;

- 30UIBIIUTH KUTBKICTh HATJISOBUX AYIUTIB;

- TEpEeBIPUTHU OKPEMI BUPOOH 1 MPOIIECH B XO/11 HACTYIHOIO ayIUTy BUPOOHHUKA,
qH
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- BXWTHU Oyb-SIKUX 1HIIUX BiJIMOBITHUX 3aXO0/IIB.

o crocyeTbcss HArMSAOBHX ayAWTIB BHPOOHUKIB, NpPU3HAYEHUN OpraH
MOBHHEH MaTH 33JJ0KYMEHTOBaHI MPOLEypH AJIS:

- TIPOBEACHHS, IMOHANMEHIIIE MOPIYHO HATJSAOBUX AyAWTIB BUPOOHUKA, SKi
NOBUHHI OyTH 3alJIaHOBaHI 1 MPOBOJUTHCS 3TIAHO 3 BIAMOBIIHUMHU BHMOTaMH
HiAMYHKTY 4.5. TyHKTY 4 IbOTO I0AATKY;

- 3a0e3MeyeHHs] HAJIEeKHOTO OIHIOBAaHHS JOKYMEHTallli BUpOOHHMKA Ta
3aCTOCYBaHHs TIOJIOKEHb IIIOJI0 CIIOCTEepeXeHHs 3a Bupobamu (vigilance),
MMOCTMApKETUHTOBOTO Harysiay (post-market surveillance) Ta mocTMapKeTHHTOBOTO
kiiHiyHoro Harnsany (PMCF);

- BigOOpy 3pa3kiB 1 BUIpoOyBaHb BHPOOIB Ta KOHTPOJIO TEXHIYHOL
JOKyMEHTAIlli MiJ Yac ayAuTiB 3TiIHO 3 TMOINEpPeAHhO BU3HAYCHUMH KPUTEPIIMHU
BiIOOpY Ta mpoueAypaMd BHUNPOOYBaHHS g 3a0e3MedYeHHs MOCTIHHOTrO
3aCTOCYBaHHS BUPOOHHKOM CXBAJIEHOI CUCTEMU YIPABIIIHHS SIKICTIO;

- 3a0e3ne4YeHHs] BUKOHAHHS BUPOOHUKOM OOOB’S3KIB IIOJ0 JOKYMEHTYBAHHS
Ta 1H(QOpPMYBaHHS, BCTAHOBJEHUX BIAMOBIIHUMHU JOJaTKaMU I[HOTO TEXHIYHOTO
perjiaMeHTy, a TaKoX YpaxyBaHHS B MOro MpoleAypax HAJIEKHUX HPAKTUK
BIIPOBA/PKEHHS CUCTEM YIIPABIIIHHS AKICTIO;

- 3a0e3Ne4YeHHs] TOro, 110 BUPOOHUK HE BUKOPUCTOBYE CHCTEMY YNPAaBIIIHHA
SKICTIO YU CepTU]PIKATU Ha BUPOOU B OMAHJIUBUM CIIOCIO;

- 30upaHHs J0CTaTHHOI 1H(POpMAIIii I BU3HAYCHHS 101aJIbIIIOT BIIITOBITHOCTI
CUCTEMHU YTPABIIHHA SKICTIO BAMOTaM IIbOTO TEXHIYHOTO PEryiaMeHTy;

- 3BEpHEHHS 10 BUPOOHUKA, Y pa3l BUSBIICHHS HEBIAMOBIIHOCTEH, 13 3alMUTAMU
PO KOpETyBaHHsI, BYXUTTS KOPETyBAJIbHHUX JiH Ta, AKIIO 3aCTOCOBHO, 3alIOOKHHX i,
Ta

- 3a HEOOXIJTHOCTI, YCTaHOBJICHHS CIICI[iaIbHUX OOMEXKEHb Ha BiIMOBIIHUIMA
cepTudikar, HOro NpU3ynUHEHHS Y1 MPUITUHEHHS [ii.

S0 11e BKIIIOYEHO B YMOBH Jii cepTU(iKaTa, MPU3HAYEHUIN OpraH MOBUHEH:

- MPOBOJWUTU MOMNIHOJEHY TEPEeBIpKYy HAWHOBINIOI Bepcii  KIIHIYHOIO
OLIIHIOBAHHSI, OHOBJIEHOT BUPOOHUKOM Ha OCHOBI CBOI'O MOCTMAPKETUHIOBOTO HAIJISIY
(post-market surveillance), moctMapkeTuHroBoro kiiHiuaoro Harisay (PMCF) ta
KJIIHIYHOT JIITEpaTypH, 110 CTOCYETHCS CTaHy, SIKMM JIKYIOTh 3a IOIOMOIO0 BUPOOY,
a00 KJIIHIYHOT JITepaTypH, IO CTOCYETHCS aHATIOTIYHUX BUPOOIB;

- YITKO JOKYMEHTYBAaTH PE3yJIbTaTH MOTJIMOJIEHOT MEPEBIPKU 1 MOBIIOMIISATH
BUPOOHMKA PO Oyab-sKi crienndivHi 3acTepexeHHss ab0 BUCYBaTH 10 HHOTO Oy Ib-5Ki
crenuQivyHi yMOBH;

- 3abe3nedyBaTH, MO0 HaWHOBINMIA BepCis KIIHIYHOTO OIliHIOBaHHS Oyra
HAJIe)KHUM YMHOM B1J100pakeHa B IHCTPYKIISAX 13 3aCTOCYBAaHHSI Ta, AKIIIO 3aCTOCOBHO,
pe3rome 3 0e3MMeYHOCT] Ta €PEeKTUBHOCTI.

4.11. TloBTOpHa cepTudikaris
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[Ipusnauenuii opraH MOBHHEH MAaTH 3aJ0KYMEHTOBAaHI MPOIEAYPH OO
NOBTOPHOI cepTudikamii Ta moHoBieHHs cepTudikaTiB. [loBropHa ceprudikaris
CXBaJICHOI CHCTEMHU YIPAaBIIHHS AKICTIO a00 MOHOBIICHHS CEPTH(IKATIB MPO OLIHKY
TEXHIYHOI OKyMeHTalii 4yi cepTU(IKaTIB eKCIEepTU3U TUIy MOBHUHHA BiIOyBaTHChH
HIOHAWMEHIIIE KOXKHI 11" Th POKIB.

[IpusHaueHuii opraH MOBUHEH MaTH 33J0KyMEHTOBAHI MPOIIEIYyPH, TIOB’s3aHi 3
MOBTOPHOIO cepTudikaiieo (MOHOBICHHAM CepTHU(IKATIB) MPO OLIHKY TEXHIYHOI
JTOKYMEHTAaIlli Ta cepTU(IKaTIB EKCIIEPTU3H THUITY, 1 TaK1 MPOLICTyPH TOBUHHI BUMaraTu
BiJI BIJIMOBIJIHOTO BHPOOHWKA IOJAHHS pPE3lOME 3MiH Ta HAYKOBUX JaHHUX IIOJ0
BUPOOY, 30Kpema:

1) ycix 3MiH 0 TOYaTKOBO CXBaJICHOTO BHUPOOY, 30KpeMa 3MiH, MMPO sIKi IIIe HEe
OyJI0 MOBIIOMJICHO;

2) nOCBiAY, OTPUMAHOTO 32 pe3yJIbTaTaMU TOCTMApKETHHTOBOTO HATJIsA Ly (post-
market surveillance);

3) noCBiAYy, OTPUMAHOIO 32 pe3yJbTaTaMU YIPABIIHHS PU3UKAMH;

4) nocBily, OTPUMAHOI0 3a pPe3yJjbTaTaMH OHOBJIEHHS JOKa31B BiAMOBITHOCTI
3arajJbHUM BUMOTaM 3 O€3MEeYHOCTI Ta €(PEKTUBHOCTI, BCTAHOBJIEHUM Yy TOAATKY 1;

5) nmocBiy, OTPHMMAaHOTO B PE3YJbTATI MEPEBIPOK KIIHIYHOTO OLIHIOBAHHA,
30KpeMa pe3yJbTaTiB OyAb-SKUX KJIIHIYHHUX JOCHIIKEHb Ta MOCTMapKETHUHTOBOIO
kiiHiyHoro Harnany (PMCF);

6) 3MiH y BUMOT'aX, KOMIIOHEHTaX BUPOOy a00 B HAYKOBOMY YH PETYJISITOPHOMY
CePEIOBUIII;

7) 3MiH y 3aCTOCOBAaHMX YM HOBHX HAIIOHAIBHUX CTAHIApPTax, 3arajibHUX
cnerudikaiisax (CS) 4u eKBIBAJICHTHUX JOKYMEHTAaX, Ta

8) 3MiH y MEAMYHUX, HAYKOBUX 1 TEXHIYHUX 3HAHHSIX, TAKUX SK:
- HOBI BUJIU JIIKYBaHHS,
- 3MIHM B METO/IaX BUNPOOYBAHHS,

- HOBI HayKOBI JIaHi IIOJ0 MaTepialliB 1 KOMIIOHEHTIB, 30KpeMa JIaHi 1Moo ixX
010JI0T1YHOT CYMICHOCTI,

- JIOCB1JI, OTPUMaHUM 3a pe3ybTaTaMM JIOCIKEHb MOPIBHIOBAHUX BUPOOIB,

- JIaHl PeeCTpIB Ta OpraHiB PEECTpallii,

- JIOCBi, OTpUMaHMM 3a pe3yjabTaTaMd KJIIHIYHUX JOCHIDKEHb 3
MOPIBHIOBAHNUMH BUPOOAMHU.

[Ipu3nauenuii oprad MOBUHEH MaTH 3aJ0KYMEHTOBAHI MPOIEAYPH ISl OIIHKU
iH(dopmarrii, 3a3HadeHoi y MAMyHKTax 1-8 [bOro MIAMYHKTY, a TaKOX 3BEPTATH
0cOONMMBY yBary Ha KIIHIYHI JaHl, OTpUMaHi 3a pe3yJbTaTaMH AISUIBHOCTI 3
MOCTMapKETUHTOBOTO Harsay (post-market surveillance) 1 mocTMapKeTHHTOBOTO
wiiHiyHoro Harmsany (PMCF), 3miiicHeHoi micis momepenHboi cepTudikaiii ado
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MOBTOPHOI cepTuikailii, 30KkpemMa BIAMOBIAHI OHOBJIEHHS y 3BITaX BUPOOHUKA 3a
pe3ynbTaTaMy KITHIYHOTO OIIHFOBAHHS.

Jlis yXBaJieHHsI PIIICHHS 11010 TOBTOPHOI cepTHdiKallii Mpu3HaYeHU opraH
MOBHUHEH BUKOPHCTOBYBATH Ti caMi METOAM Ta MPHUHIIMIIM, 1[0 BUKOPUCTOBYBAINCS
IIpU yXBaJICHHI MEPIIOTO PilIeHHs Mpo cepTudikallio. 3a He0OXiTHOCTI MTOBUHHI OyTH
CTBOpeHI OKpemi (opMu [JIsi TMOBTOPHOI cepTHdikaiii 3 ypaxyBaHHSIM KpOKIB,
HEOOX1THUX 7S 3A1MCHeHHS cepTu]iKallii, TAKUX AK MOJaHHS Ta PO3TJIIS 3asBU.
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Jlonarok 8
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

MPABUJIA KJIACU®DIKALIIL

PO311J1 1. CHEIIIAJIBHI TEPMIHU TA BUSHAYEHHA, ITOB’A13AHI 3
MPABUJIAMMU KJIACUDIKAIII
1. TPUBAJIICTb BUKOPUCTAHHA

1.1. "TumuacoBuii" 03Hadae, K MPaBWIO, MPU3HAYCHUHN IsI O€3MepepBHOTO
BUKOPHUCTAHHSA MPOTITOM MEHII HiK 60 XBUIIKH.

1.2. "KopoTkorepmiHOBUHI" oO3Hayae, SK MPaBWIO, NPUIHAYCHUN I
0e3MepepBHOr0 BUKOPUCTAHHS MPOTITOM CTPOKY TpHUBANICTIO Biag 60 xBuimuH 10 30
JTHIB.

1.3. "JloBrorepmiHOBHH" O3HauYa€, SK NPABUIO, TMPU3HAYCHUA IS
0e3MepepBHOr0 BUKOPUCTAHHS MPOTATOM O Hi>K 30 THIB.

2. IHBA3MBHI TA AKTUBHI BUPObUA

2.1. "OtBip Tua" 03HaYae OyIb-SKUI MPUPOJHUNA OTBIP Yy TUT, 30BHIIIHIO
MOBEPXHIO OYHOTO A01yKa a00 Oy b-sIKHUM MOCTIMHUM IITYYHUIN OTBIpP, TAKUH K CTOMA.

2.2. XipypriuHo iHBa3uBHUI BUPIO — I1€:

1) iHBa3uBHMI BUPIO, KU MPOHUKAE BCEPEANHY Tija yepe3 WOTro MOBEPXHIO,
30KpeMa uepe3 CIM30B1 000JOHKH OTBOPIB TLIA, B PE3yJIbTATI XIpypridyHOi omepartii
a00 y 3B’SI3KYy 3 TaKOIO OTIepaIli€lo;

2) BUpiO, KU 3A1MCHIOE TPOHUKHEHHS 1HAKIIIE, HI’K Yepe3 OTBIp Tijla.

2.3. XipypriyHuii 1HCTpyMEHT 0araTopa3oBOr0 BUKOPHCTAHHS — IHCTPYMEHT ,
KWW TPU3HAYEHUHN JJI XIPYpPriYHOrO BUKOPUCTAHHS HUIAXOM Pi3aHHS, CBEPIUIIHHS,
NWISHHS, APANaHHs, 31IKpi0aHHs, (ikcalii, peTpakiii, 3aTUCKaHHs a00 MOIOHMX
npouenyp 0e3 MmiIKIIOYeHHS A0 OyAb-SKOro aKkTUBHOIO BUPOOY, Ta SKUH, 3TITHO 13
MPU3HAYEHHSM BUPOOHHKA, MOX€E OyTH MOBTOPHO BUKOPUCTAHUN MICIS MPOBEICHHS
BIIMOBIHUX MPOLIETYP, TAKUX K OUUIIEHHS, 1e31H(EKIIIsA Ta CTepUITi3allis.

2.4. AxTuBHUU BUpiO 1 Tepamii — OyAb-sSKW aKTUBHUN BUPIO, SKHiA
BUKOPUCTOBYIOTh OKPEMO UM y TOE€JHAHHI 3 IHITUMHU BUPOOAMU NJisi MiATPUMAHHS,
3MiHHM, 3aMiHM a00 BIAHOBIICHHA O10J0TIYHUX GYHKIIA YA CTPYKTYp 3 METOIO
JIKYBaHHSI Y TIOJICTIICHHS TIepe0iry XBOpoOH, TpaBMH UM 1HBAJIITHOCTI.

2.5. AxtuBHUI BUPIO IS 1IarHOCTUKU Ta MOHITOPUHTY — Oy b-SIKWI1 aKTUBHUN
BUPIO0, TKUI BUKOPUCTOBYIOTH OKPEMO UM y TIOETHAHHI 3 1HITUMU BUPOOAMH 3 METOIO
HajaHHs 1H(oOpMaIii 1 BUSBICHHS, JIarHOCTUKH, MOHITOPUHTY a0o0 JIKyBaHHS
(b1310JI0TIYHUX YMOB, CTaHYy 3JI0pOB’ s, XBOPOOU 200 BpOKEHUX Ne(EKTIB.
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2.6. llenTpanpHa cucteMa KpoBoOOIry — Taki Cy/IMHU: JIETEHEB1 apTepii (arteriae
pulmonales), Bucxigna aopta (aorta ascendens), myra aoptu (arcus aortae), HU3XiIHA
aopta 0 Micusg Oidypkamii aoptu (aorta descendens to the bifurcatio aortae),
KOpOHapHi aptepii (arteriae coronariae), 3arajibHa COHHa apTepis (arteria carotis
communis), 30BHIIIHSA COHHa apTepis (arteria carotis externa), BHYTPIIIHS COHHA
aprtepis (arteria carotis interna), MO3KOBi apTepii (arteriae cerebrales), mae4eronoBuii
cToBOyp (truncus brachiocephalicus), ceprieBi Benu (venae cordis), JiereHEBI BEHU
(venae pulmonales), BepXHsS MOpOXKHHCTa BeHa (vena cava Superior) Ta HHUXKHS
MOPOKHKCTA BeHa (vena cava inferior).

2.7. llenTpanbHa HEPBOBA CHUCTEMa — MO30K, MO3KOBI OOOJIOHKM Ta CIIMHHUUN
MO30K.

2.8. TlomkopkeHa 1Ikipa 4d Cn30Ba 000JIOHKA — JUISTHKA MIKIPU YU CIU30BOI
000JI0HKH, Ha SIKi{ HasSBHI MATOJIOTTYHI 3M1HM 200 3MIHU BHACIIIOK 3aXBOPIOBAHHS UM
TTOPaHCHHSI.

PO3/ILI I1. MIPABUJIA 3ACTOCYBAHHS KPUTEPIIB KJIACU®DIKAIIII

3.1. 3acTrocyBaHHs mpaBwil Kiacu(ikalii NOBUHHE PETrYJIOBATUCS LIIbOBUM
pU3HAYEHHSM BUPOOIB.

3.2. Sxmo BuUpiO mpU3HAUYEHWH )T BUKOPUCTAHHS Y TMOETHAHHI 3 I1HIIUM
BUpOOOM, MpaBujia Kiacuikaiii TOBUHHI 3aCTOCOBYBATHUCA /0 KOYKHOIO 13 TaKUX
BUPOOIB OKpeMo. Akcecyapu A0 BUpOOiB Ta 10 BUPOOiB, nepeniuenux y Jomatky 16,
MJUISITal0Th - OKpeMii  kimacudikaiii He3aJekHO Bl BHPOOY, 3 SKUM BOHH
BUKOPHCTOBYIOTHCSI.

3.3. Ilporpamue 3a0e3neueHHs, sKe Kepye poOOTOr BUpPOOy UM BIUIMBAE HA
BUKOPHUCTaHHS BUPOOY, HAJEKUTD JIO TOTO CAMOTO KJIacy, 110 1 caMm BUPIiO.

Sxmo mporpamHe 3a0e3neueHHs] He 3aJeKUTh BiJl ’KOJHOTO 1HIIOTO BUPOOY,
BOHO MOBHHHE KJIACU(PIKyBaTHCS OKPEMO.

3.4. Sdxwmo Bupi0 HE MNPU3HAYECHUW MJI1 BHUKOPUCTAHHS BHKIOYHO a0o
NEePEeBAXHO JIJIsl IEBHOI YaCTUHU TL1a, BIH MOBUHEH PO3MIIsiAATHCS 1 KilacuikyBaTucs
Ha OCHOB1 HAMOUTBII KPUTUYHOTO 3a3HAYEHOT'0 CIIOCO0Y BUKOPUCTAHHS.

3.5. Skmo KuIbKa mpaBuil a00 KiUIbKa MOJIOKEHb Yy MeXaX OJHOrO IpaBuia €
3aCTOCOBHUMHU JI0 BHUPOOY BHUXOASYM 3 MOr0 IIJILOBOIO NPU3HAYCHHS, IMOBUHHI
3aCTOCOBYBATHUCS HAiCyBOPIllI€ MPABUIIO Ta MOJIOKEHHS, IKe Nependavyae BiIHECEHHS
BUPOOY 70 BUIIIOTO KJIaCy.

3.6. Ilpu po3paxyHKy TpHUBAJOCTi, 3a3HA4€HOI B MYyHKTI | IBHOTO HOAATKY,
Oe3repepBHE BUKOPUCTAHHS O3HAYAE:

1) mOBHY TpUBAJICTh BUKOPHUCTaHHS BHPOOY, 0€3 ypaxyBaHHS TUMYacCOBOTO
nepepuBaHHs MOTO0 BUKOPUCTAHHS T11]] Yac MEBHOI MPOIETYPH YA TUMYACOBOTO 3HSTTS
JUTSL TAKUX IIJIEH K OYMINEeHHS 4u Ne3iHdekiis BupoOy. Te, 4 € Take nmepepuBaHHS
BUKOPUCTAaHHS a00 3HATTS THMYAaCOBHM, TIOBMHHO BW3HAYATHCS Yy BiJHOIICHHI 0
TPUBAJIOCTI BUKOPUCTAHHA 1O Ta MICJs Mepioay, Ha SKUH BUKOPHUCTAHHS BHUPOOY
NepepuBarOTh a00 Ha SIKUH HOTO 3HIMAIOTh;
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2) cymapHMii TEepMiH BHUKOPUCTaHHS BHUPOOY, MICIAS SKOTO BUPOOHHKOM
nependaveHa HeraifHa Moro 3aMiHa 1IHITMM BUPOOOM TOTO CaMOTO THUITY.

3.7. Bupib BBakaroTh TaKUM, IO J03BOJISIE 31MCHIOBATH MPSIMY JA1arHOCTHKY,
KOJM BIiH CaMOCTIHHO HAJa€ MiarHo3 BIATOBIAHOI XBOpPOOWM 4YM CTaHy abo0 Hajmae
BUpIIIANTBHY 1H()OPMALIiIO 151 BCTAHOBJICHHS JI1arHO3Y.

PO3/L1 I11. IPABUJIA KJACU®IKAILLIL
4. HEIHBA3VBHI BUPOBU1

4.1. ITpaBuio 1

VYci HeiHBa3uWBHI BUPOOW BIAHOCATH 110 Kiacy I, sSKIO KoJaHE 13 HaBEACHUX
HUKYE MMPABUJI HE € 3aCTOCOBHHM.

4.2. IIpaBuno 2

VYci HeiHBa3uBHI BUpPOOU, MpU3HAYEHI JJIsl TPAHCIOPTYBaHHA abo 30epiraHHs
KpOBI, pIIMH OpraHi3My, TKaHWH Y4 KJIIITUH Tij1a, PIAMH YU ra3iB 3 METOIO MOJAJIbIIOL
1H(Yy31i UM BBEJICHHS B OpraHi3M, BIIHOCATH 10 kinacy lla:

- SIKIII0O BOHU MOXYTb OYTH MiJ1€qHAHI 10 aKTUBHOTO BUpoOy kiacy Ila, kiacy
IIb un knacy III; un

- K110 BOHU MPU3HAYEHI JIJISl TPAHCIIOPTYBAHHS UM 30€piraHHs KPOB1 UM 1HIIUX
piAuH opraHizMy abo s 30epiraHHsi OpraHiB, YaCTUH OPraHiB YM KJIITHH 1 TKAaHUH
T1J1a, 32 BUHATKOM KOHTEWHEPIB ISl KPOB1; KOHTEMHEPH JI1 KPOBI KIACU(DIKYIOThCS
sk knac IIb.

B ycix iHmmx Bumaakax 3a3HadeHi BUpoOU BITHOCATH 10 kiacy I.
4.3. IIpaBuio 3

VYci HelHBa3uBHI BUPOOH, MPU3HAUEHI JUTSl 3MIHM O10JI0TTYHOTO 200 XIMIYHOTO
CKJIaAy JIIOJCHKUX TKAaHWH YW KJIITHH, KPOBI, IHIIUX PIIUH OPraHi3My abo I1HIIMX
PIIMH, IPU3HAYCHUX JIJIs IMIUTAHTAIlll Y BBEJACHHS B TiJI0, BITHOCATH 10 Kiacy Ilb,
OKpIM BHUIAJKIB, KOJIM JIKyBaHHA, JUIsl SIKOTO BUKOPUCTOBYIOTh BUpIO, mependadae
¢biapTpalito, UeHTpUPyTyBaHHs, ra3o- ad0 TEIIOOOMiH; B TaKOMY BHUMAJAKy Takxl
BUpPOOU BIAHOCATH 10 Kinacy Ila.

VYci HelHBa3UBHI BUPOOH, 110 CKJIAIal0ThCs 13 pEYOBUHU ab0 CyMIIlll pEeYOBUH,
MPU3HAYEHUX JIJISl BAKOPUCTAHHS 1n Vitro y 6e3mocepeIHbOMY KOHTAKTI 3 JIFOJCHKUMU
TKaHWHAMH, KJIITUHAMHU YU OpTraHaMu, B3SITUMHM 3 T1JIa JIIOJAUHU, a00 BUKOPUCTAHHS 1n
Vitro 3 JIOJCBKMMHM eMOpioHaMU Tepeja iX IMIUIAHTAIll€l0 YU BBEJACHHSM Yy TLIO
JIIOJIMHU, BITHOCATH 10 Kiacy III.

4.4. ITpaBuio 4

VYci HeiHBa3uBHI BUPOOHU, IO KOHTAKTYIOTH 13 TOIIKO/DKEHOIO IIKIPOI YU
CJIM30BOI0 OOOJIOHKOIO BITHOCSITH JIO:

- kiacy I, Ko BOHM MpU3HAYEHI [T BUKOPUCTAHHS K MEXaHIYHUN Oap’ep
JUTst KoMTIpecii abo s abcopOitii eKCy1aTiB;
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- kyacy lIb, sK10 BOHU MpHU3HAYEHI MEPEBAXKHO IS JTIKYBaHHS TPAaBM LIKIPH,
B pe3yJbTaTi SKUX OyJia TOMKOKeHa JepMa YW CIW30Ba OOOJIOHKA, Ta 3/aTHI
3a0e3MevyBaTy 3ar0€HHs JIUILE BTOPUHHUM LUTSIXOM;

- knmacy Ila, sKkm0o BOHM TpU3HAYEH] TEPEBAXHO JUIA yHPABIIHHS
MIKpOCEpEIOBHILIEM TPABMOBAHOI IIKIPU UM CIU30BOI 0O0TOHKH;

- iacy Ila y Bcix iHIIMX BUTIaIKAaX.

Lle mpaBUIIO TAKOXK € 3aCTOCOBHHUM JI0 1HBa3UBHUX BUPOOIB, SIKI KOHTAKTYIOTH 13
TPaBMOBAHOIO CIIM30BOI0 0O0JIOHKOIO.

5. IHBA3UBHI BUPObBU
5.1. IIpaBumno 5

VYci iHBa3uBHI BUPOOM, SIKI MPHU3HAYEH1 JIJIT BBEJEHHS B OTBOPU TiNA, KPIM
XIpypriuHO 1HBa3WBHHX BHUPOOIB, Ta $KI HE NpPHU3HAYCHI IS MIJKIIOYEHHS 0
aKTUBHOTO BUPOOY a00 mpHU3HAYEH1 JJIs MAKIIOYEHHS 10 aKTUBHOTO BUPOOyY Kiacy I,
BIJHOCSTB JI0:

- KJacy I, SKIIIO BOHHU HpI/I3Ha‘—I€Hi AJIs1 TUMYaCOBOI'O0 BUKOPUCTAHHS

- kuacy Ila, K10 BOHM MpU3HAYEHI 17151 KOPOTKOTEPMIHOBOTO BUKOPHUCTAHHS,
OKpIM BHUIIAJKIB, KOJHM iX BHKOPHUCTOBYIOTH y POTOBIA MOPOXKHUHI 1O TJIOTKH, Y
CIIyXOBOMY TpoXxoji A0 OapabaHHOiI MepeTMHKU ab0 B HOCOBIM MOPOXKHHWHI; Taki
BUPOOHU BIIHOCATH 10 Kiacy [;

- iacy Ilb, sKkmo0 BOHM mpHU3HAYEH! AJI1 JOBrOTEPMIHOBOTO BUKOPHUCTAHHS,
OKpIM BHUIIAJKIB, KOJIM iX BHKOPUCTOBYIOTH y POTOBIA TMOPOXKHUHI JO TJIOTKH, Y
CIIyXOBOMY IPOX01i 0 OapabaHHOI IMepeTHHKH a00 B HOCOBIH MOPOKHUHI 1 BOHH HE
MPU3HAYCHI JIJIs IOTJIMHAHHS CIIM30BOI0 000JI0HKOI0; TaKl BUPOOH BITHOCSTH 10 KJIacy
Ia.

VYci iHBa3uBHI BUPOOM, SIKI MPU3HAYEH1 NI BBEJCHHS B OTBOPU TiJa, KPIM
XIpypriuHo 1HBa3WBHHUX BUPOOIB, Ta SIKI MPU3HAYEHI IS MIAKIIOYEHHS O aKTUBHOTO
BUpoOy kiacy Ila, kiacy IIb um knacy IlI, BinHOCATE 10 Kiacy Ila.

5.2. TlpaBwiio 6

VYci  XipypriyHO 1HBa3uWBHI ~BUpPOOHW, TMpHU3HAYEHI JUIsI TUMYacoBOIO
BUKOPHUCTaHHS, BITHOCATH A0 Kiacy Ila, kpiM BUMaiKiB, KOJIX BOHHU:

- MpPU3HAYEHI CHEIlalbHO IJIi KOHTPOJIO, I1arHOCTHKH, MOHITOPUHTY a0o
KOpEKLi MOPOKIB CepIsl YU LEHTPAIbHOI CUCTEMHU KPOBOOOITY MUIAXOM MPSIMOTO
KOHTaKTY 13 [IMMH YaCTUHAMH TiJia; TaKi BUpOOH BiTHOCITH 110 Kiacy III;

- € XIpypriYHUMH I1HCTPYMEHTaMH 0araropa3oBOTO BHKOPHUCTAHHS; TakKi
BUPOOU BIAHOCATH A0 Kiacy [;

- TIPU3HAYEHI CIEIIaTbHO JIJIT BUKOPUCTAHHS B O€3MOCEPETHHOMY KOHTAKTI 3
IEHTPAIBHOIO CHCTEMOIO KPOBOOOITY UM IEHTPAIHLHOK HEPBOBOKO CHCTEMOIO; TaKi
BUPOOU BITHOCATH 10 Kiacy 11
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- TpU3HAYEHI JUIs Mepeaayl eHeprii y BUTIISAA1 10HI3yI0UOTO BUMTPOMIHIOBAHHS;
Taki BUpoOu BigHOCATH 10 kiacy IIb;

- MaroTh 010JIOT1YHUI BIUIMB 200 MOBHICTIO UM YaCTKOBO aOCOPOYIOTHCS; TaKi
BHUpOOU BIAHOCATH A0 Kiacy lIb;

- TpU3HAYEHI JJs BBEACHHA JIIKAPCHhKUX 3ac00iB 3a JIOMOMOTOI0 CHCTEMHU
MO/TaHHSI, SIKITO TaKe BBEACHHS JIKAPCHKOTO 3ac00y BUKOHYETHCS Yy CIOCIO, IO €
MOTEHIIIHHO HEOE3MEUHNM 13 ypaxyBaHHSM CIIOCO0Y 3aCTOCYBaHHS; B TAKOMY BHIIQJIKY
BUPOOH BITHOCATH J10 Kiacy IIb.

5.3. IIpaBuno 7

VYci xipypriyHo 1HBa3MBHI BUpPOOHM, MPU3HAYEHI JII KOPOTKOTEPMIHOBOTO
BUKOPHUCTAHHSA, BITHOCATH 70 Kiacy Ila, kpiM BUTIa KB, KOJIH BOHU:

- MpU3HAYEHI CHEeHiaJIbHO JIsI KOHTPOJIO, JIarHOCTHUKH, MOHITOPHHTY a0o
KOPEKIlli MOPOKIB cepls Yd IEHTPaIbHOI CHCTEMH KPOBOOOITY IIUISIXOM IPSMOTO
KOHTAKTY 13 [IMMH YaCTUHAMH T1J1a; TaKl BUpOOH BiHOCATH 110 Kinacy III;

- MPU3HAYEHI CIEUIAaJbHO JIJIi BUKOPUCTAHHS B O€3MOCEPEIHbOMY KOHTAKTI 3
CepLeM, LIEHTPATBHOKO CUCTEMOIO KPOBOOOITY UM IIEHTPAJIbHOO HEPBOBOIO CUCTEMOIO;
Taki BUpoOU BITHOCATH 110 Kiacy III;

- TPU3HAYEHI JUJIS Iepeiayl eHepril y BUIIISA/Il 10HI3yI0UOr0 BUTPOMIHIOBAHHS;
Taki BUpOOU BITHOCATH 110 Kiiacy Ilb;

- MaroTh O10JIOTIYHHMM BIUIMB a00 IOBHICTIO YU IEPEBAXXHO (31€OLIBIIIOTO)
abcopOyIOThCs; Taki BUpOOH BiHOCTH 10 Kiacy 111,

- TIOBMHHI 3a3HaBAaTH XIMIYHUX 3MIH Yy TiJil; TaKi BUPOOU BIAHOCATH IO KJIACy
IIb, oxpim BupoOiB, K1 PO3MIIIYIOTH Ha/B 3y0ax; ado

- TPU3HAYEHI NIl BBEACHHS JIIKIB; Y TAKOMY BUMNAAKYy BUPOOU BITHOCITH O
kiacy IIb.

5.4. ITpaBuiio 8

Yeci  BupoOM, sKI IMIJIAaHTYIOTh, Ta XIpypriuHO 1HBa3MBHI BUPOOH
JIOBrOTEPMIHOBOTO BUKOPHUCTAHHS BITHOCATS 110 Kiacy [Ib, kpiM BUnaaxiB, KOJIM BOHU:

- TPU3HAYEHI JUIsl pO3MIILIEHHS Ha/B 3y0ax; Taki BUpOOU BIAHOCATH O Kjacy
Ia;

- MPU3HAYEHI CMEUIAJbHO JIJII BUKOPUCTAHHS B O€3MOCEPEIHbOMY KOHTAKTI 3
cepleM, IIEHTPATbHOIO CUCTEMOIO KPOBOOOITY UM IIEHTPAIbHOIO HEPBOBOIO CUCTEMOIO;
Taki BUPOOU BiTHOCATH 10 kiacy [1I;

- MaroTh O10JIOTIYHHMI BIIMB a00 ITOBHICTIO YW IEPEBAXXHO (31€O1IBIIIOTO)
abcopOyIOThCS; Taki BUpOOH BiHOCTH 10 Kiacy 11,

- TIOBMHHI 3a3HaBaTH XIMIYHUX 3MIH y TUIl; Taki BUPOOU BITHOCSTH JI0 KJIacy
II1, xpim BupOOIB, SIKI PO3MIIIYIOTh Ha/B 3y0ax;

- TIPU3HAYEHI JJIs BBEJEHHS JIIKAPCHKUX 3ac001B; Taki BUPOOU BITHOCSTH 0
xiacy I1I;
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- € aKTUBHMMHM BUpPOOaMH, SIKi IMIUIAHTYIOTh, a00 akcecyapamu JJisl HUX; TaKl
BUPOOU BIAHOCATH 10 Kiacy I1I;

- € TPYOHUMH IMIUIAaHTaTaMH YH XIPypriyHUMH CITKaMH; Taki BHpoOOU
BiTHOCATH 70 kiacy III;

- € TIOBHUMHU 200 YaCTKOBUMH 3aMIHHUKAMHU CYTJI001B; Taki BUPOOU BITHOCSTH
no kiacy III, 3a BUHATKOM MOMOMIKHUX KOMIIOHEHTIB, TaKHX $IK: TBUHTH, KJIHHH,
IJTACTUHY Ta THCTPYMEHTH, € IOBHUMH 200 YaCTKOBUMH IMITJIaHTaTaMH CYTJIO01B; Taki
BUPOOH BiTHOCATH 10 Kiacy III, 3a BUHATKOM JOMOMIXKHUX KOMITOHEHTIB, TAKUX SIK:
TBUHTH, KJIWHY, IJITACTHHU Ta IHCTPYMCHTH;

- € IMIUIaHTaTaMu JJI1 3aMiHd MDKXpeOIeBOro Jucka, 4 BUpoOamu, SKi
IMIUTAaHTYIOTh Ta 5IK1 KOHTAKTYIOTh 13 XpeOTOM; Taki BUpoOU BiIHOCATH 110 Kiacy 111, 3a
BUHSITKOM JIOJATKOBUX KOMIIOHEHTIB, TaKUX SK: TBUHTH, KJIMHH, TUIACTUHH Ta
IHCTPYMEHTH.

6. AKTUBHI BUPOBUA
6.1. IIpaBumno 9

VYci akTuBHI BUpoOU AJi4 Tepanii, Ipu3HavyeHi AJis nepenadl eHeprii abo ooOMiHy
HEI0, BIAHOCATH N0 kjacy lla, kpiM BUpPOOIB, XapaKTEPUCTHKUA SKUX JAIOTh 3MOTY
nepeIaBaTh €HEPrito /10 JIFOACHKOTO TijIa a00 3[1MCHIOBATH OOMIH €HEPII€I0 3 HUM Y
NOTEHI1ITHO HEOE3MeYHUH CIoCi0, 3 ypaxyBaHHSIM XapakTepy, IHTEHCUBHOCTI Ta MICI
3aCTOCYBaHHS €HEPrii; B TAKOMY BUIIaJKy BUPOOU BITHOCSTH 110 Kiacy IIb.

VYci akTuBHI BUpOOH, MpU3HAYCHI ISl IIATHOCTUKKA YM MOHITOPHUHTY POOOTH
aKTUBHUX BHUPOOIB st Tepamii kiacy IIb abo ans 3mpificHeHHs Ge3mocepeaHbOTO
BIUTUBY Ha €()EeKTUBHICTH TAaKUX BUPOOIB, BIMHOCATH 10 kiacy Ilb.

VYci akTuBHI BUpOOU, MPU3HAYCHI JIJI1 BUTTPOMIHIOBAHHS 10HI3YI04O1 pamiarii y
TEepaneBTUYHUX IIAX, 30KpeMa BUPOOHU, 5K 3M1HCHIOIOTh KOHTPOJIb Y MOHITOPUHT
TakuX BUPOOIB, a00 MalOTh Oe3mocepe il BIUIUB Ha iXHIO €()EeKTHUBHICTh, BIAHOCSTD
1o kiacy Ilb.

VYci akTHBHI BUpOOM, MPU3HAYEHI JJISi KOHTPOJIO YU MOHITOPUHTY pPOOOTH
aKTUBHUX BUPOOIB, SKI IMIUIAHTYIOTbh, 200 JJIs 3[1HCHEHHS 0€3M10CEPEIHBOTO BILIUBY
Ha IXHIO €()EeKTUBHICTb, BITHOCATH A0 Kiacy 1.

6.2. I[IpaBumno 10
AKTUBHI BUPOOM JIJIs IIarHOCTUKHU Ta MOHITOPUHTY BIAHOCSTH A0 kiacy Ila:

- SAKIIO BOHM TPHW3HAYEHI [JIsS Tiepedadi eHeprii, sika Oyae MOTrJInuHyTa
JIOJICBKUM TLIOM, KpiM BHUPOOIB, MPU3HAYEHUX IS OCBITIEHHS Tijla TAIll€HTa Y
BUJIMMII YaCTHHI CIIEKTPA; TaKi BUPOOH BITHOCITH 10 KJacy [;

- SAKIIO BOHM TPHU3HAYEHI I OTPUMAHHA 300paKEHHS PO3MOILTY
pamiodapMarieBTHIHUX MIPENapariB in vivo;

- SKIIO BOHU MPHU3HAYCHI ISl TIPSMOT JIIaTHOCTUKY YA MOHITOPUHTY KHUTTEBO
BOKJIMBUX (PI310JOTIYHUX TIPOIECIB, OKPIM BHIAJKIB, KOJM BOHHU CIHEIliadbHO
NpPU3HAYEH] JJIi MOHITOPUHIY >KHUTTEBO BAXKIUBUX (PI310JOTIYHUX MOKA3HHKIB,
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XapakTep 3MiH KX MOXE CTBOPIOBAaTH Oe3mocepefHio HeOe3MeKy s MallleHTa,
HANPUKIIAJ, CepUeBOi MiSUIbHOCTI, AWXaHHS, AISUIBHOCTI IEHTPaIbHOI HEPBOBOI
cucTeMu, ab0 BOHHM MPHU3HAYEHI JJS JIarHOCTUKHU Y KIIHIYHUX CUTYallifX, B SKHUX
MaIl€EHT 3HAXOMUTHCS B Oe3mocepenHiii HeOEe3MeYHOCTi; Taki BUPOOH BITHOCATH JO
kiacy IIb.

AKTUBHI BUpOOH, MpU3HAYECHI U1 BUIPOMIHIOBAHHA 10HI3YyIOUOi pasiarii, a
TaKOX JIJISl JTIarHOCTHUYHOI Ta TEPANeBTUYHOI 1HTEPBEHIIIMHOI pajioJiorii, 30KpeMa
BUPOOH, SAK1 371HCHIOIOTh KOHTPOJIb YM MOHITOPUHT 3a3Ha4€HUX BUPOOiB, 400 MAIOTh
Oe3nocepe/Hii BIUTMB Ha iXHIO €()eKTUBHICTh, BITHOCATH J10 Kiacy IIb.

6.3. [IpaBumno 11

[Iporpamae 3a0e3neyeHHs, TMpuU3HAYeHE JUIS HajgaHHA 1HoOpMaIli, sKy
BUKOPHUCTOBYIOTh JIJISI IPUMHSATTS PIIICHB Y JIIATHOCTUYHUX YU TEPANICBTUYHUX ITIIIAX,
BITHOCSTH J10 KJiacy Ila, kpiM BUTIAKiB, KOJIM TaKl PIIICHHS MAlOTh BILIUB, SKUHA MOXE
CIPUYHHUTH:

- CMEpTh YU HE3BOPOTHE MOTIPLIEHHS CTaHy 3J0pPOB’S 0COOW; TaKl BHUPOOH
BiIHOCATH A0 knacy III;

- Cepiio3HE TOTIPIICHHS CTaHy 370pOB’S 0cobu abo HEOoOXIAHICTh
XIpypriuHOro BTpy4YaHHs; Taki BUpoOU BIIHOCATH A0 Kiacy Ilb.

[Iporpamue 3a0e3neyeHHs, MPU3HAYEHE MJII MOHITOPUHTY (P1310JOTTUHUX
mpolieciB, BITHOCATH A0 kiacy Ila, kpiM BHMaakiB, KOJW BOHO NpHU3HAYCHE JIs
MOHITOPUHTY >KUTTEBO BAXKJIMBUX (h1310JIOTIYHUX TMOKA3HMKIB, 3MIHU SKHUX MOXKYTb
CTBOpIOBATH Oe3IocepeaHi0 HeOe3meKy JuIs Malll€eHTa; Taki BUPOOHM BITHOCATH 0
kiacy IIb.

VYce iH1IE MporpamMHe 3abe3meueHHs BiTHOCATD 110 Kiacy 1.

6.4. IIpaBumo 12

VYci akTUBHI BUPOOM, MpHU3HAYEHI JUIsI BBEIEHHS JIIKAPCHKUX 3ac001B, piauH
opratizmy a0o IHIIUX PEYOBUH Y TUIO Ta/a00 BUBEJEHHS iX 13 T1JIa, BIAHOCATH /10 KJIacy
[Ta, kpiM BUIMAAKIB, KOJM Takl omeparii 3[1HCHIOIOTh y CHOCIO, 10 € MOTEHIIIHO
HEOE3NMEeYHUM 3 YpaxyBaHHSIM XapakTepy 3aCTOCOBAaHUX PEYOBUH, BIAMNOBIAHOI
YACTHUHM T1JIa Ta CIOCO0Y 3aCTOCYBaHHS; Taki BUPOOU BITHOCATH 110 Kiacy IIb.

6.5. IIpasumno 13

VYci iH111 aKTUBHI BUPOOU BITHOCATH 110 Kiacy 1.
7. CITELIAJIBHI ITPABUJIA

7.1. ITpaBuno 14

VYci BupoOH, 10 BKIIOYAIOTh K HEBII €MHY YacTHUHY PEUOBHHY, fKa MpHU
BUKOPHCTAaHHI OKPEMO BBaxaiacs 0 JIKapChKUM 3ac000M 3TiHO 13 3aKOHOM Y KpaiHu
"[Ipo mikapceki 3aco0u", 30kpeMa JIKapChKUM 3acOo00M, OTPHUMAaHHUM 13 KPOBI YU

TJIa3MU JIFOJIMHH, 1 SIKa Ma€ JOTTOMKHY 110 10 Jii caMUX BUPOOiB, BIAHOCATH J0 KIIacy
1.

7.2. IlpaBuiio 15
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VYci BupoOwu, siki BAKOPUCTOBYIOTH JIsl KOHTPAIENIIi] UM 3an00iranHs nepeaayi
3aXBOPIOBaHb, II0 MEPENAIOTHCSA CTATEBHM IUIAXOM, BITHOCATH A0 kiacy Ilb, kpim
BUIAJKIB, KOJIM BOHU € BUPOOaMHU, Kl IMIUIAaHTYIOTh, a00 1HBa3UBHUMHU BUPOOAMHU
JIOBrOTEPMIHOBOTO BUKOPHCTAHHS; B TAKOMY BUIIJIKy BUpOOU BiIHOCATH 110 kiacy I1I.

7.3. IIpaBuso 16

Yci BupoOu, crienianbHO IpU3HaueH1 A7 1e31H(EKI1, OUUIIEeHHS, TPOMUBAaHHS
a00, B pa3i moTpeOH, 3BOJIOKEHHS KOHTAKTHUX JIIH3, BITHOCATH 10 Kiacy IIb.

VYeci BupoOM, TpHU3HAYEHI CHEIIalbHO JUIsS JAE31H(EKIlT 4u CcTeprmi3alii
MEJIMYHUX BUPOOIB, BITHOCATH /10 Kiacy Ila, kpiM BUIaaKiB, KOJIM BOHU € PO3YHHAMHU
s Ae3iHGeKIi yu MUMHO-1e31H(PIKyIounMHu 3aco0aMu, MPU3HAYEHUMH CHEIIabHO
TS e31HQeKIni iHBa3MBHUX BUPOOIB K KIHIIEBOTO e€Tamy oOpoOJIeHHS; Taki BUPOOHU
BITHOCATH 10 Kiacy IIb.

Ile mpaBuIO HE 3aCTOCOBYIOTH 10 BUPOOIB, MPU3HAUECHUX JIMILE AJIs (PI3UYHOTO
OUYMIIEHHS BUPOOIB, OKPIM KOHTAKTHUX JIH3.

7.4. IlpaBuiio 17

Bupobu, criemiaibHO TpU3HAYEH1 AJIA 3alUCy T1arHOCTUYHUX PEHTTE€HIBCHKUX
3HIMKIB, BIIHOCSTH /10 Kiacy Ila.

7.5. IlpaBuiio 18

VYci BupoOu, BUTOTOBJEH] 3 BUKOPUCTAHHIM TKaHUH YW KJIITHH JIIOJICBKOTO YU
TBApPUHHOTO IMOXO/DKEHHS a00 iX TMOXIAHUX, SKI € HEeXKUTTE3TATHUMH YHM 3pOO0JIeHI
HEKUTTE3AATHUMHU, BITHOCATH 10 Kiacy III, kpiM BuITankiB, KOJW Taki BHPOOH,
BUT'OTOBJICHI 3 BUKOPHUCTAHHSIM TKAaHWH YM KJITHH TBAPUHHOIO MOXOKEHHS 200 iX
MOX1THUX, K1 € HOKUTTE3MATHUMHU YU 3p00JIeHI HEeXUTTE3MaTHUMH, Ta TIPU3HAYCHI
JUUIS KOHTAKTY JIMIIIE 3 HEMOIIKOKEHOIO MIKIPOFO.

7.6. ITpaBumo 19

VYc¢i BupoOu, sIKi BKIFOYAIOTh HAHOMATEPiaau YM CKIAJal0ThCs 3 HUX, BITHOCSITh
10:

- kiacy 111, k1o BoHM MarOTh BUCOKHI UM cepeAHIN MOTEHI1a]l BHY TPITHBOTO
BILJIUBY;

- kiacy b, sK110 BOHM MatOTh HU3bKUI NOTEHIIIa)I BHYTPIIIHHOTO BIUIUBY;

- kiacy lla, sK1110 BOHU Mal0Th HE3HAYHHUM MOTEHI[1aJ] BHYTPIIIHBOTO BILIUBY.

7.7. IlpaBuiio 20

VYci iHBa3uBHI BUPOOM, SIKI MPU3HAYEHI NIJIT BBEJCHHS B OTBOPU Tija, KPIM
XIpypriuHo 1HBa3UBHUX BUPOOIB, Ta K1 MPU3HAYCHI I BBEJICHHS JIIKAPCHKUX 3aCO01B
IIUISIXOM 1HTaJIAIII1, BITHOCITH 70 Kiacy Ila, kpiM BumajKiB, KoM Crocio iXHBOI 11T Ma€e
1ICTOTHUH BIUIMB Ha €(EKTUBHICTh 1 0€3MEUHICTh BBEJICHOTO JIKAPCHKOTO 3ac00y abo
BOHM TNpU3HAUYEH1 Ui JIIKYBaHHS CTaHIB, L0 3arpOKyIOTh KHUTTIO; Taki BHpOOU
BITHOCSATH 70 Kiacy Ilb.

7.8. IlpaBuio 21
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BupoOu, 110 ckiagaroThCs 13 peYOBUH YH MOE€JHAHb PEYOBHH, SIKI IPU3HAUCHI
JUIS BBEJICHHSI B OPTaHi3M JIIOJIMHU Yepe3 OTBIp Tula abo arurikauii Ha IIKIpy, Ta sKi
a0CcopOYIOTHCS JTIOJCHKHIM TiJI0M a00 JJOKATBHO IMOTJIMHAIOTHCS B HHOMY, BITHOCSTH JIO:

- knacy III, gkmo BOHM YW MPOIYKTH IXHBOTO METabOdI3My CHCTEMaTUYHO
a0COpOYIOTHCS JIFOACHKUAM TIJIOM JIJISl JOCATHEHHS IUTHOBOTO TIPU3HAYCHHS;

- kuacy I, SKmo BOHH AOCATAIOTh CBOTO IUIBOBOTO MPU3HAYCHHS y HUTYHKY
yn HwkHboMy Bigaun KT Ta BoHM uM mOpoaykTd iXHBOTO MeTabomiZMy
CUCTEMATUYHO a0COPOYIOTHCS JIIOJICHKUM TLIOM;

- knacy lIla, skmo ix 3acTOCOBYIOTH Ha IIKipi a00 y HOCOBIM 4M pPOTOBIH
MOPO’KHUHI /IO TJIOTKH, 1 BOHH JOCSATAIOTh CBOTO ILThOBOTO NMPU3HAYCHHS Y TaKHX
MOPOKHUHAX;

- iacy IIb y BCiX iHIIMX BUTIAJKAX.
7.9. IlpaBuiio 22

AKTHBH1 BUpOOU J1J1s1 Tepallii 3 IHTErPOBAHOI0 200 BOYIOBAHOIO A1arHOCTUYHOIO
(GyHKIII€I0, KA ICTOTHO BIUIMBA€ HA HAJIaHHA JOIMOMOIH IMALIE€HTY, TaKl SIK 3aMKHYTI
CUCTEMU YM aBTOMATHUYHI 30BHIIIHI 1ep10puiasTOpH, BITHOCATH 10 Kiacy 1.
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Joparok 9
10 TexHiuHOTO perjiaMeHTy

11010 MeINYHUX BUPOOIB

OLIHKA BLIITIOBIJHOCTI HA OCHOBI CUCTEMM YIIPABJIIHHSI
SKICTIO TA OIIIHKYU TEXHIYHOI JOKYMEHTAIIIL

PO3I1J1 I. CUHCTEMA YIIPABJIIHHA AKICTIO

1. BupoOHMK NOBUHEH CTBOPHUTH, 3aJ0KyMEHTYBATU 1 BIPOBAIUTH CHCTEMY
VIPaBIIHHS SKICTIO, SIK OMUCAaHO Yy MyHKTI 49 1mporo TexHIYHOro periiameHty, Ta
HNIATPUMYBATH i1 €(EKTUBHICTH MPOTITOM YCHOTO >KUTTEBOTO ITUKIY BIAMOBIIHHX
BUpOOIB. BUpOOHMK NMOBMHEH 3a0€3MEUUTH 3aCTOCYBaHHS CHUCTEMH YIPABIIHHSA
AKICTIO, K BKa3aHO y MYHKTI 2 po3ainy | mporo nomarky, i miyisrae ayauTy, K
BCTAHOBJIEHO Yy MiAMyHKTax 2.3. Ta 2.4. myHKTY 2 po3auty | uporo noaarky, Ta Harjsay,
K BKAa3aHO B MyHKTI 3 po3auny I uporo noaarky.

2. O1iHKa CUCTEMU YNPABIIIHHS SIKICTIO

2.1. BupoOHuk nojae 3asBy Npo OLIHKY MOT0 CUCTEMH YIPABIIHHS SIKICTIO 10
IpU3HAUYEHOTo oprany. Taka 3asBa MOBUHHA MICTUTH:

- HailMeHyBaHHS BUPOOHMKA 1 HOTr0 MICII€3HAXOKEHHSI Ta aApecH OyIb-IKUX
JOAATKOBUX BUPOOHUYIMX JIILHUIIL (MICITh IPOBAIKEHHS TOCIIOAAPCHKOI TISTILHOCTI),
K1 OXOIJIEHI CHCTEMOIO YIIPABIIHHSA SIKICTIO, T, SIKIO 3asiBy BUPOOHHKA MOJA€E HOTO
YIIOBHOBOKECHUH MpEJICTAaBHUK, HaMEHYBAaHHS YIOBHOBa)XKCHOT'O IPEJICTaBHUKA Ta
HOro MiClie3HaX0KEHHS,

- YCIO BIJMOBIAHY 1H(OpPMAIIIO MPO BUPIO 4M TPymy BHPOOIB, SIKI OXOIUICHI
CUCTEMOIO YNPABIIHHA AKICTIO;

- THUCHMOBY JEKJapaiil0 Mpo Te, MO 0 KOAHOTO IHIIOTO MPU3HAYEHOTO
oprany He OyJ0 MOJAaHO 1HIIOI 3asBU MIOJAO CUCTEMHU YIPABIIHHS SIKICTIO TOTO XK
BUpOOY, abo0 1H(opmalis npo OyAb-sAKlI NONEepeH] 3asBH II0JI0 CUCTEMHU YTIPABIIIHHS
SKICTIO TOTO K BUPOOY;

- MPOEKT JeKJapallii Mpo BIAMOBIIHICT BUMOTaM IOr0 TEXHIYHOIro
pernamenTy 3rigHo 3 myHkTamMu 104-106 mporo TexHIYHOTO perfiaMeHTy Ta JOaTKOM
4 nns BUpoOiB, OXOIUICHUX MPOIEAYPOIO OIIHKU BiIMOBITHOCTI;

- JIOKyMEHTAIIO 1010 CUCTEMH YMPABIIIHHS SKICTIO BUPOOHUKA;

- 3aJJOKyMEHTOBaHUI OMKC HAsSBHUX MPOLEAYP JUIsl BAKOHAHHS 00O0B’SI3K1B, 1110
BUHUKAIOTh Yy pE3yJbTaTi (PYyHKLIIOHYBaHHS CHUCTEeMH YNPABIIHHSA AKICTIO 1
nepenaOayeHi UM TeXHIYHUM pPErjiaMeHTOM, a TaKoXX 3000B’si3aHHS BUPOOHHUKA
3aCTOCOBYBATH TaKi MPOIETYPH;

- OIKC HAasIBHUX MPOLEAYp AJIsI 3a0€3MEUCHHS BIJMOBIAHOCTI M €PEeKTUBHOCTI
CUCTEMU YIPaBIIHHS AKICTIO, @ TAKOX 3000B’sI3aHHS] BUPOOHHMKA 3aCTOCOBYBATH TaKi

npoueypu;
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- JIOKyMEHTAI[il0 MIOA0 CUCTEMH MMOCTMApPKETHHTOBOTO Harisiny (post-market
surveillance) BupOOHMKA Ta, SKIIO 3aCTOCOBHO, IUIAHYy IOCTMAapKETUHIOBOTO
kiiHiyHOro Harnany (PMCF), a Takox BIpOBaIKeHI MPOIEypy Ui 3a0€3MeUeHHs
BUKOHAHHSI OOOB’S3KIB, IO BHUIUIMBAIOTH 13 TOJIOXKEHH MPO CIIOCTEPEIKEHHS 32
BupoOamu (vigilance), BctaHoBinenux y myHkTax 329-360 mporo TexHiyHOTO
perjJamenry;

- ONHUC HASBHHUX MPOIEAYp I OHOBJICHHS CHUCTEMH IMOCTMAPKETUHTOBOTO
Harsgy  (post-market  surveillance)  Ta,  SKImIO  3aCTOCOBHO,  ILJIaHY
nocTMapkeTuHroporo kiiHiuHoro Harsiay (PMCF), mpouenyp nisi 3abe3nedeHHs
BUKOHAHHS OOOB’SI3KiB, IO BUIUIMBAIOTH 13 TOJOXKEHb MPO CIIOCTEPEKCHHS 32
BupoOamu (vigilance), BcraHoBieHMX y mnyHKTax 329-360 mporo TexHiYHOTrO
perIaMeHTy, a TaKoX 00O0B’sI3KM BUPOOHUKA 3aCTOCOBYBATH TaKi MPOIEAYPH;

- JIOKYMEHTAIIIO 11010 TUTaHy KJIIHIYHOTO OIlIHFOBAHHS, Ta

- OIKC HAsBHUX MPOLEAYpP JJIsi OHOBJEHHS TUIaHY KJIIHIYHOTO OI[IHIOBAHHS 3
ypaxyBaHHSIM CY4aCHOT'O PIBHSI HAYKOBO-TEXHIYHOT'O PO3BUTKY.

2.2. BopoBaIKE€HHS CUCTEMHU YIpPaBIIHHS SIKICTIO MOBUHHE 3a0e3leuyBaTH
BI/IMOBIHICTh BUMOTaM 1bOT0 TEXHIYHOTO PErjiaMeHTy. YCl €JIeMEHTHU, BUMOTH Ta
MOJIOKEHHS, yXBaJIeHI BUPOOHMKOM y paMKax HMOro CUCTEMH YIPABIIHHS SAKICTIO,
MOBUHHI OyTH CUCTEMATUYHO Ta BIOPSAIKOBAHO 33I0KYMEHTOBaH1 y (hOpM1 HACTAHOBH
3 IKOCTI Ta BUKJIQJCHUX Y TUCbMOBIH (hOPMI MOTITHK 1 MPOIEAYP, TAKUX SIK IPOrPAMH,
IUTAHU Ta TPOTOKOIM LIOJI0 SIKOCTI.

OxkpiM 1BOTO, TOKYMEHTAIlisl, SIKY MOJAIOTh ISl OIIHKK CUCTEMU YIPABIIHHS
SKICTIO, TOBUHHA MICTUTH HaJICKHUN OIHKC, 30KpeMa, TaKoro:

1) misteit BUpoOHMKA 11010 SKOCTI;
2) oprasizaiiii rocrnogapchKoi AisUIbHOCTI, 30KpeMa:

- OpraHi3allifHUX CTPYKTYp 13 PO3MOIIIOM OOOB’S3KIB IMEPCOHATY IIO0
KPUTUYHUX TpOLEnyp, 0O0OB’SI3KIB KEPIBHOTO MEPCOHANY Ta MOro opraHizamiiiHuX
MTOBHOBA)KEHBD,

- METO1B MOHITOPHUHTY €(DEKTUBHOCTI pOOOTH CUCTEMH YIIPABIIHHS SIKICTIO, Ta
30KpeMa, 3aTHOCTI 3a3HaY€HOI CUCTEMU 3abe3nedyBaTH OakaHy SKICTh PO3POOOK 1
AKICTh BUPOOIB, 30KpeMa KOHTPOJIb HEBIANOBIIHUX BUPOOIB,

- SAKIIO TPOEKTYBaHHS, BHUTOTOBJIEHHS Ta/ad0 OCTAaTOYHY TMEpPEBIPKY 1
BUNPOOYBaHHS BUPOOiIB, a00 TEBHI eTanu OyIb-IKOTO 13 3a3HAYCHHX IPOIIECIB,
3MIACHIOE 1HINIA CTOPOHA, METOJIB MOHITOPUHTY €(EKTUBHOCTI pOOOTH CHUCTEMHU
YOpPaBIIHHS SKICTIO Ta, 30KpeMa, CIOCO0IB W 00CSATY KOHTPOIIIO, 3aCTOCOBHOTO [0
TaKoi 1HIIIOT CTOPOHH,

- AKIMI0O BUPOOHMK HE MAa€ 3apEECTPOBAHOTO  MICIS  MPOBAIKCHHS
rOCIOAAPCHhKOT AISUTBHOCTI B YKpaiHi, MPOEKT JJOPYYEHHS IMOJAO0 MpU3HAYEHHS
YIOBHOB)XEHOTO TIPEJICTABHHUKA 1 JINCT YIIOBHOBAXKEHOTO MPEACTaBHUKA TIPO HAMIP
MPUIHATH TTOBHOBAKCHHS;
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3) mpouenyp 1 METONIB MOHITOpPHMHTY, Bepu(ikaiii, Bamigamii Ta KOHTPOIIO
MPOCKTYBaHHS BUPOOIB, a TaKOX BIAMOBIAHOI JOKyMEHTAIlli Ta MaHWX 1 3aIuCIB,
OTPUMAaHUX Yy PE3yJIbTaTi 3aCTOCYBAaHHSI 3a3HAYEHUX MPOIEAYP 1 METOIB. 3a3HayeH1
IpOLEAYPH 1 METOIU TOBUHHI OXOIUTIOBATH, 30KpeMa:

- CcTpaTeriro 3a0e3MeYeHHs] JOTPUMaHHS PETYSITOPHUX BUMOT, 30Kpema
MmpolecH JUIsli BW3HAYEHHS BIMMOBITHUX BHUMOT, KBamidikamii, kimacudikarii,
BUPIIICHHS THUTaHb E€KBIBAJICHTHOCTI, BUOOPY Ta JOTPUMAaHHS MPOLEAYp OIHKU
BIJIIIOB1AHOCTI;

- BHM3HAYCHHS 3aCTOCOBHHUX 3araJlbHUX BUMOT 3 0€3MEYHOCTI Ta ¢()eKTUBHOCTI,
a TaKOX pillleHb JUIS JOTPUMaHHS TaKMX BHMOT, 3 ypaXyBaHHSM 3aCTOCOBHHX
3aranpHuX crenudikarii (CS) 1, AK0 00paHo, HAIlIOHATBHUX CTAaHJAAPTIB UM 1HIIHUX
BI/IMOBITHUX PIIICHB;

- YOpaBJIIHHS PU3UKAMHU, K 3a3HAYEHO B IMyHKTI 3 po3nauty | qonatky 1;

- KJIHIYHE OIIHIOBAHHS 3TiTHO 3 TyHKTaMu 236-247 1poro TexHIYHOTO

perjiaMeHTy Ta JO0JaTKoM 14, 30KpemMa MOCTMAapKETUHIOBOIO KIIIHIYHOTO HArJISAY
(PMCEF);

- pIIIeHHS, COPSIMOBaHI Ha JOTPUMAHHS 3aCTOCOBHUX CHELIaTbHUX BHUMOI
1010 PO3POOKH 1 KOHCTPYKIII, BKJIIOYAIOYU BIJMOBIJIHE JOKJIHIYHE OI[IHIOBAHHSI,
30KkpemMa Bumor posaury 11 gogatky 1;

- pIIIeHHs, COPsIMOBAaHI Ha JOTPUMAHHS 3aCTOCOBHUX CHEIlaIbHUX BUMOT
o0 iHdopmarilii, sika MOBUHHA OyTH HajJaHa pa3oM 13 BUPOOOM, 30KpeMa BUMOT
poszainy I nomatky 1;

- mporenypu ineHtudikaiii BUpoOiB, SKI pO3pOOJIAIOTH Ta OHOBIIOIOTH HA
OCHOBI1 KpECJIeHb, crienudikaiiii abo 1HIIO1 BIAMOBIIHOI JOKYMEHTAIlll HAa KOKHOMY
eTari BUpOOHUIITBA, Ta

- yOpaBJIiHHS 3MIHAMH B TPOEKTI UM CUCTEMI YIPABIIHHS SKICTIO;

4) cnoco6iB Bepu(ikailii Ta 3a0e3MeueHHs] SKOCTI Ha eTaml BUPOOHUIITBA,
30KpeMa MpOLECIB 1 MPOUEAYp, SIKI MOBMHHI BUKOPHCTOBYBATHCS, 30KpeMa, Jis
CTepuIIi3allii, Ta BIAMOBIIHY JOKYMEHTAIII0; Ta

5) BIANMOBIOHUX MEPEBIPOK 1 BUMPOOYBaHb, SIKI MOBUHHI MPOBOJUTUCS MEPEN
BUTOTOBJICHHSIM, MiJ] Yac Ta IICJS BUTOTOBJICHHS, YaCTOTH 1X MPOBEACHHSA W
oOJiaiHaHHS JJ1s1 BUTTPOOYBaHb, SIKE BUKOPUCTOBYIOTh; TOBUHHA ICHYBATH MOXJIUBICTh
HAJCKHUM YUHOM TIPOCTEXKYBaTH KamOpyBaHHS Takoro OOJIaqHAHHA IS
BUIIPOOYBaHHS.

OxkpiM 1IbOTO, BUPOOHUK TOBUHEH HAJIATH MPHU3HAYECHOMY OpraHy JOCTYI [0
TEeXHIYHOI JOKyMEHTAIlli, 3a3Ha4€HOi B ToJaTKax 2 Ta 3.

2.3. Aynur

[Ipu3HaueHuit Opral MOBUHEH MPOBECTH ayJIUT CUCTEMHU YIPABIIHHS SIKICTIO 3
METOI0 BH3HAUEHHS ii BIAMNOBIAHOCTI BUMOIaM, BCTAHOBJICHUM Yy MIAMYHKTI 2.2.
MYHKTY 2 IIOTO IOAATKY. SIKII10 BUpOOHMK BUKOPUCTOBYE HAIIOHATHHHIA CTAaHAAPT YK
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3aranbHy crnenudikaniro (CS) moao cucTteMHu YNpaBiIiHHS SIKICTIO, MPU3HAYCHUN
OpraH TIOBHHEH OIIIHIOBaTH BIJMOBIAHICTb TaKOMy CTaHIApPTy YW 3arajbHId
cneuudikaii (CS). [Ipu3Hauenuit opran nOBUHEH BBaXXATH, 1110 CUCTEMA YIIPABIIHHSA
SKICTIO, sIKA BIATIOBITA€ BIAMOBITHUM HAIIOHATLHUM UM 3araJIbHAM CIEIrdiKaIism
(CS), BiamoBimae BUMOTaMm, OXOIUICHHMM TaKHMMH HAIIOHAJLHUMH CTaHAAPTAMHU YH
saragpHuMU  cnierudikarismu  (CS), SKImI0 BiH HAJISKHAM YHHOM HE JIOBIB
IPOTHUIICIKHE.

Jlo ckmamy ayaMTOPCHKOI Tpynu MPU3HAYEHOI'O0 OpPraHy MOBHHHA BXOJUTH
IOHaliMEeHIlle OjJHa o0co0a, sKa Mae TOMEepeaHId JOCBiA OIIHKHA BIAMOBIAHOI
TEXHOJIOT1I 3rigHo 3 mianyHkTamu 4.3.—4.5. nyHkTy 4 noaatky 7. SIKio Takuii JOCBI
He € 0e3rnocepeHbO OYEBUIHHMM YW 3aCTOCOBHUM, IPU3HAYCHUN OpPraH IMOBUHEH
HaJaTh 3aJ0KyMEHTOBaHE OOIPYHTYyBaHHS ckiagy rpynu. Ilporeaypa omiHKH
MOBMHHA BKJIIOYATH ayAUT HA 00’€KTax BHUPOOHHMKA Ta, 32 HEOOXIJTHOCTI, 00’ €KTax
MOCTaYaJIbHUKIB Ta/ab0 CyOMmiApS/HUKIB BUPOOHMKA JJIsI TEPEBIPKU MPOIECY
BUPOOHUIITBA Ta IHIIUX BIJMOBIIHUX MPOIECIB.

Oxkpim 11p0r0, A1 BUpoOi1B Kiacis Ila Ta IIb oninka cucteMu yrpaBiaiHHS SIKICTIO
MOBUHHA CYMNPOBOJKYBATHUCS OI[IHKOIO TEXHIYHOI JOKYMEHTalli Ha BHUpPOOH, SKi
oOpaHi Ha penpe3eHTaTUBHIA OCHOBI, SIK BKa3aHO B MiANyHKTax 4.4-4.8 nyHkty 4
LOTO 10AaTKy. BinOupatouu Taki 3pa3ku JOKYMEHTAIlil IPU3HAYEHU OpraH MOBUHEH
BpPaxOBYBaTH OITyO0JIIKOBaHI HACTAHOBHU (KEPiBHI IMOJOXKEHHA), po3pobiieHi ['pyroro
3rigHo 13 nmyHKTOM 404 nporo TexHIYHOro periaMeHty, Ta, 30KpeMa, HOBU3HY
TEXHOJIOT1i, MOTEHUIMHUA BIUIMB Ha MAIlleHTa 1 CTAaHAAPTHY MEIUYHY MPAKTHUKY,
HOJIOHICTh MPOEKTY, TEXHOJOIl Ta METOMAIB BUPOOHUITBA 1, SIKIIO 3aCTOCOBHO,
METO/IIB CTepUJIi3allii, IUIOBE MPU3HAYEHHS Ta Pe3yIbTaTH OyAb-SKUX BIIMOBITHUX
MOTIEPEIHIX OIIHIOBaHb, SIKI MPOBOAMIINA 3TITHO 3 UM TEXHIYHUM pErJIaMEHTOM.
[Ipu3Hauenuii opran MOBUHEH JIOKYMEHTYBATH CBOE OOIPYHTYBaHHSA B1100OpPY 3pa3KiB.

SAkio cucteMa ympaBJiHHS SKICTHO BIJMOBIJA€ BIAMOBIAHUM TOJIOXKEHHSIM
1p0oro TeXHIYHOro periiaMeHTy, NpU3HAYeHU opraH MOBUHEH BUIATH CepTH(IKAT
BIJIMOBIJTHOCTI CUCTEMHM YIpaBiiHHA sKicTiO. [Ipu3HaueHuil opraH NOBHHEH
MOBIJOMUTH BUPOOHMKA MPO CBOE PIMIEHHS BHJIATU 3a3HayeHUM ceptudikar. Take
pilIEHHS! TOBUHHE MICTUTH BUCHOBKH ayJUTY 1 3BIT 3 OOTPYHTYBaHHSIM.

2.4. BupoOHMK MOBHHEH 1H(POPMYBATH MPU3HAYEHUN OpraH, SAKUH CXBAJIMB
CUCTEMY YIIPaBIIHHS SKICTIO, MPO OyAb-sIKI TJIAHU 11010 BHECEHHS CYTTEBUX 3MiH Y
CUCTEMY YMpAaBIIHHS SKICTIO, YU OXOIUICHI Her BupooOu. I[lpu3HaueHuit opran
MIOBUHECH OIIIHWTH 3aIlpOINIOHOBaHI 3MiHH, BU3HAYMTH HEOOXITHICTH IPOBEICHHS
JOTATKOBUX ayJIMTIB Ta TMEPEBIPUTH BIAMOBITHICTh CHUCTEMH YIPABIIHHS SIKICTIO
BUMOTaM, BCTAHOBJICHUM Y MIAMYHKTI 2.2. MyHKTY 2 I[bOTO JOJATKY, MMICJI BHECEHHS
3MiH. BiH MOBHHEH CMOBICTUTH BUPOOHMKA TIPO CBOE PIIICHHS, IKE TTOBUHHE MICTUTH
BUCHOBKHM 3a pe3yJibTaTaMH OIlIHIOBaHHS, Ta, SKIIO 3aCTOCOBHO, BHCHOBKH 32
pe3yJibTaTaMu J0AaTKOBUX aynuTiB. CXBajeHHs Oy/b-IKUX CyTTEBUX 3MIH Y CHUCTEMI
YOPaBIIHHS AKICTIO YM OXOIUIEHHMM HEI BUpOOaM MOBUHHE Bi1IOYBaTUCS MLISXOM
oopMJIEHHSI TOMOBHEHHS IO cepTu(ikara mpo BIAMOBIIHICTh CUCTEMH YIIPABIIHHS
SKICTIO.
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3. Harmsan

3.1. Meroro Harisay € 3a0e3MeueHHs HAJIEKHOTO BHKOHAHHS BHUPOOHUKOM
000B’sI3KiB, 110 BUILJTUBAIOTH 31 CXBAJICHOI CUCTEMH YIPABIIHHS SKICTIO.

3.2. BupoOHHK OBHHEH HaJaTH MPU3HAYCHOMY OpTaHy J03BLI HA TPOBEACHHS
yCiX HEOOXIIHHUX ayAHTiB, 30KpeMa ayIuTiB Ha MiClll, a TaKOXX HaJgaTH HOMY BCIO
BIJIMOBIIHY 1H(OpMAIIiI0, 30KpeMa:

- JIOKyMEHTAITIFO I0/I0 CBOET CUCTEMH YIIPABIIIHHS SKICTIO,

- JOKYMEHTAIliI0 I0I0 OYyIb-SKUX BHCHOBKIB, 3pOOJICHUX 3a pe3yJIbTaTaMu
3aCTOCYBaHHs ILIaHy IIOCTMapKeTHHroBoro Harasay (post-market surveillance),
30KpeMa IUIaHy [OCTMapKeTUHroBoro kiiHiuHoro Harisgy (PMCF), mono
PENPE3CHTaTUBHOTO 3pa3Ky BUPOOIB, a TAKOXK IMOJIOKEHb IIOJ0 CIOCTEPEKCHHS 32
Bupobamu (vigilance), BuszHaueHux Yy mnyHkTax 329-360 uporo TexHiyHOrO
periamMeHTy,

- JIaHl, 3a3HAY€HI B YAaCTHHI CHCTEMH YNPABIIHHS SIKICTIO, KA CTOCYEThCS
IIPOEKTYBaHHS, TaKl SIK pe3yJIbTaTU aHali31B, PO3PAXYHKIB, BUIPOOYBaHb Ta PIlIEHb,
YXBAJIEHHUX LI0JI0 YIIPABIIIHHSA PU3HKAMHU, SIK 3a3HAYEHO Y MyHKTI1 4 po3auty | nomatky
1.

- JIaHl, 3a3HAY€HI B YAaCTHHI CHCTEMH YNPABIIHHS SKICTIO, SIKa CTOCYETbCA
BUPOOHMIITBA, TAKI K 3BITH 32 PE3yJIbTATAMH KOHTPOJIIO KOCTI Ta J1aHl BUIIPOOYBaHb,
JlaH1 KaliOpyBaHHs, a TAKOXK BIJIOMOCTI MPO KBasi(ikallli BiAMOBIIHOTO EPCOHATTY.

3.3. [Ipu3HaueHuii oprad NOBUHEH MEPIOAUYHO, IITOHANMEHIIIE OJIUH pa3 Ha 12
MICSIIB, TPOBOJAUTH BIANOBIAHI ayJIUTH W OIIHIOBAaHHS 3 METOI0 IMEPEBIPKU
3aCTOCYBaHHS BHPOOHMKOM CXBaJ€HOI CHCTEMH YIMPABIIHHA SKICTIO Ta IUIaHY
MOCTMapKETUHTOBOTO HarysALy (post-market surveillance). Taki ayuTu i oliHIOBaHHS
MOBUHHI BKJIFOUATH ayJUTH Ha 00’€KTax BUPOOHMKA Ta, 32 HEOOXIHOCTI, 00 €KTax
MocTayaaIbHUKIB Ta/ab0 cyOmiIpsaHuKiB BUpoOHUKa. [1i yac ux ayauTiB Ha MICIISIX
NPU3HAYEHUH OpraH IMOBHUHEH, 3a HEOOXIJHOCTI, MNPOBOAMTH ab0 BHMaratu
MPOBECHHS] BUIMPOOYBaHb MJIsl MEPEBIPKU HAJEKHOI pOOOTH CUCTEMH YIPABIIHHS
gkicTio. [Tpu3HaueHuil opraH NMOBMHEH HaJaTh BUPOOHMKY 3BIT 3a pe3yibTaTaMHu
HATJIA0BOTO AyAWuTy Ta, SAKIIO TPOBOAWIUCH BUIMPOOYBAHHS, MPOTOKOIM 3a iX
pe3yibTaTamH.

3.4. [lpuzHaueHuil OpraH NMOBUHEH IOHAMMEHIE OJWH pa3 Ha M’SITh POKIB
MIPOBOJIUTH ayAUTH O€3 MOIEepeKeHHs] Ha 00’€KTI BUPOOHHWKA Ta, Y BIAMOBIIHUX
BUIAJIKaX, Ha 00’€KTax HWOT0 MOCTa4albHUKIB Ta/ab0 CyOMiApSIHUKIB, SIKI MOXKYTb
OyTH MO€HAH] 3 MEPIOANYHOIO HATJISAIOBOIO OIIHKOIO, 3a3HAYEHOI0 Y MAMYyHKTI 3.3.
OYHKTY 3 IbOro JA0AaTKy, abo OyTW MpoBelIeHI Ha JoJady 10 TaKoi OI[IHKH.
[Ipu3Hauenuii opraH MOBHHEH CKJIACTH IUIAH 3a3HAYCHHMX ayJIuTIB Ha MiCIsX 0e3
MOTIEPEKEHHS 1 HE TTOBUHEH PO3KPUBATH HOTO BUPOOHUKY.

VY KOHTEKCTI TaKWX ayJIMTIB Ha MICIIX 0€3 monepeKeHHs TpU3HaYeHU opraH
MOBMHEH NPOBECTH BUMNPOOYBaHHS 3pa3KiB BUTOTOBJIEHMX BHUPOOIB ab0 3pa3KiB,
BWJIYYEHUX 3 MPOIIECY BUPOOHUIITBA, JJIsI TIEPEBIPKU BIAMOBIAHOCTI BUTOTOBJIECHUX
BUPOOIB TEXHIUHIM JOKYMEHTaIlli, 32 BUHSITKOM BHPOOIB, 3a3HAUYCHUX Y APYromMy
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a63ami myHkTy 203 uporo Texniunoro pernamenty. [lepen npoBeneHHAM ayuTIB Ha
MiCIIIX 0€3 TMOTNEepeKEHHS, MPU3HAYCHUH OpraH MOBWHEH BU3HAYHMTH BIATOBIIHI
KpuTepii BiIOOPY 3pa3kiB AJisg BUIIPOOYBaHb Ta MPOLEAYPY BUIIPOOYBaHb.

3amicTh a00 ITOAATKOBO M0 BiAOOpPY 3pasKiB, 3a3HAYEHOTO y MYHKTI 2 IHOTO
JOJIaTKy, TpU3HAYEHl OpraHd MOBUHHI BIAOMpATH 3pa3Kud BUPOOIB 3 PUHKY IS
NEPEeBIPKH  BIAMOBIJHOCTI BUTOTOBJIEHHWX BHPOOIB TEXHIUHIA JOKyMEHTamii, 3a
BUHATKOM BHUPOOIB, 3a3Ha4eHUX y Apyromy ab3ami myHKTY 203 mporo TexHI4HOTO
pernamenty. llepen mpoBeneHHSM Takoro BinOOpY 3pas3KiB NPU3HAYEHUH Opra
MOBUHEH BHU3HAUUTH BUIMOBITHI KpuUTepli BiIOOPY 3pa3KiB Ta MPOUEAYPY
BUNPOOYBaHb.

[Tpu3HaveHuii opraH MOBWHEH HAJaTH BUPOOHUKY 3BIT 32 pe3yJIbTaTaMU ayJUTy
Ha MICUAX, SIKMW MMOBUHEH MICTHUTH, SKIIO 3aCTOCOBHO, PE3yJbTaTH BUIPOOYBAHHS
3pasKiB.

3.5. YV Bumnanky Bupo06iB kiaciB Ila ta IIb HarisioBa oIiHKa MOBHUHHA TaKOX
BKJIFOYATH OLIHKY TEXHIYHOI JIOKyMEHTallli, 1K BKa3aHO MianyHkTax 4.4-4.8 myHKTy 4
OT0 JIOJATKY, BIAMOBIIHOTO BHUPOOYy abo BHUPOOIB, HAa OCHOBI JIOJATKOBHUX
penpe3eHTaTUBHUX 3pa3KiB, B1I1IOpaHUX 3TIIHO 13 33JJ0KYMEHTOBAHUM MPU3HAYECHUM
OpraHoM OOIPYHTYBaHHSM, BIAMOBIJIHO 10 TPETHOT0 ad3ally MiAMYHKTY 2.3. MyHKTY 2
BOTO JOJATKY.

Jlns BupoO6iB kmacy Il HarmsgoBa OIlIHKAa TMOBHMHHA TaKOXX BKIIFOYATH
BUNPOOYBAHHS CXBAJICHUX KOMIUIEKTYIOUMX Ta/a00 MaTepialiB, Kl € BAXXIUBUMU JJIS
[ITICHOCT1 BUPOOY, B TOMY YHCII, y BIAMOBIAHUX BUIAJIKaX, IEPEBIPKY BIMOBITHOCTI
KUIBKOCT1 BUPOOJIEHUX YW MPUI0AHUX KOMILIEKTYIOUUX Ta/ab0 MarepiaiiB KITbKOCTI
rOTOBUX BUPOOIB.

3.6. IIpu3HaveHi opraHnu MOBUHHI 3a0€3MEUNTH, 00 rpyra 3 OIIHIOBAHHS Maja
JIOCTATHIM JOCBI/ OLIHIOBAHHA MO1I0HUX BUPOOIB, BIAMOBITHUX CUCTEM Ta MPOIIECIB,
a TaKOX MOCTIMHY 00’ €KTHUBHICTh 1 HEYNEPEIKEHICTh; 1Ie Ma€ nepeadayaT poTallito
YIEHIB IPYIH 3 OLUIHIOBAHHA 3 BIANOBIAHOIO NEPIOAUYHICTIO. SIK TpaBUiIO, TOJIOBHUMA
ayJUTOp HE TIOBHHEH KepyBaTH ayJuTaMH Ta OpaTH y4acTh y ayAUTax OJHOTO i TOTO
caMoro BUpPOOHUKA MPOTATOM OLIbII HI’K TPHOX POKIB MIIPSIA.

3.7. SIxmo mpu3HAYEHW OopraH BHSIBISE BIIXWICHHS 3pa3ka, BiliOpaHOro 3
BUpOOHMIITBA a00 3 PHUHKY, BiA croenu@ikaniid, BCTAaHOBJICHHUX Y TEXHIYHIN
JOKyMEHTaIli, abo BiJ CXBaJ€EHOTO NPOEKTY, BiH TOBUHEH MPHU3YIUHUTH abo
MPUMMHUTH 110 BIATIOBIIHOTO cepTU(IKATY YU YCTAHOBUTH OOMEKEHHS III0JI0 TAKOTO
ceprudikara.

PO3L1 II. OUIHKA TEXHIYHOI JOKYMEHTALI

4. Ouinka TexHIYHOI AokyMeHTalii Bupo6iB kiaci III Ta IIb, 3a3nauenux y
napyromy ab63aii myHKTY 200 115010 TeXHIYHOTO perjIamMeHTy.

4.1. JlonaTkoBO A0 BUKOHAHHS O0OB’A3KiB, BCTAHOBJIEHOI'O B IYHKTI 2 PO3JILTY
I uporo nopgaTky, BUpOOHHMK MOBHHEH IMOAATH A0 MPU3HAYEHOrO0 OpraHy 3asiBy IMpO
IIPOBE/ICHHSI OLIHKU TEXHIYHO1 JOKYMEHTAallil BUpOOy, SIKU BiH IJIAHY€E BBECTU B 00IT
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YH B €KCIUTyaTarlito, 1 IKWi Tianaaac mig Jit0 CHCTEMH YIPABIIHHS SKICTIO, 3a3HAYEHOT
B IIHKTI 2 po3auty I nporo gogarky.

4.2. Y 3a3HaueHil 3asB1 MOBUHHI OyTH ONMUCaH1 KOHCTPYKIIis, BAPOOHUIITBO Ta
epexkTuBHICTh BUPOOy. BoOHa NOBMHHAa MICTUTH TEXHIYHY JOKYMEHTAIIO, SK
3a3HA4YCHO B JOAATKax 2 Ta 3.

4.3. Ilpu3HaueHuil opraH MOBHUHEH OIIHIOBATH TEXHIYHY JOKYMEHTAIll0 13
3aJy9CHHSIM TIEPCOHATY, KM Ma€ MiATBepPKCHI 3HAHHS Ta JOCBIA B OIIHIOBaHHI
BIJIMOBITHUX TEXHOJIOTIN Ta 1X KJIHIYHOTO 3acCTOCYBaHHs. [Ipu3HaueHuil opran Moxxe
BUMaraT JOMOBHEHHS 3asBU IUISIXOM IPOBEJCHHS JOJATKOBHX BUMPOOYBaHb YU
HaJaHHS JOJATKOBUX JOKAa31B JUIA 3a0e3IeUyeHHs MOKJIMBOCTI OIIHKHU BIJIIOBIIHOCTI1
3TiHO 3 BIAMOBITHUMH BHMOTaMH IIhOTO TexHiuHOTO periameHnty. [lpu3HaueHuii
OopraH MOBUHEH MPOBECTU HaJexkH1 (i3uyHi Ta JabopaTOopHI BUIPOOYBaHHS BUPOOY
a00 3BEpHYTHUCS 13 3aITUTOM MPO MPOBEJICHHS TAKKX BUIPOOYBaHb 10 BUPOOHUKA.

4.4. Ilpu3HayeHUd opraH IMOBHHEH IEPEBIPUTU KJIHIYHI JOKa3W, HaJaHl
BUPOOHMKOM Yy 3BITI 3a pe3yibTaTaMH KIIIHIYHOTO OLIHIOBAHHSA, Ta MPOBEACHE
KJIIHIYHE OLIHIOBaHHA. [ Ie Takoi mepeBipKU MPU3HAYEHU OpraH MOBHHEH
3a]Ty4aTy CIELIaiCTIB 3 EPEBIPKU BUPOOIB, IO MAIOTh TOCTaTHI KIIIHIYHI €KCIEPTHI
3HaHHSA, Ta, 3a HEOOXITHOCTI, 30BHINIHIX KJIIHIYHUX EKCIEPTiB, M0 MaloTh
OesnocepeHId Ta akTyalbHMM JOCBIJ KIIHIYHOTO 3aCTOCYBaHHS BIAIOBIHOTO
BUPOOY.

4.5. SIxkmo KJIiHIYHI AOKa3U MOBHICTIO YU YAaCTKOBO IPYHTYIOTHCS Ha JIaHUX
10]10 BUPOOIB, SIK1 3asiBJIEH1 €KBIBAJICHTHUMH JI0 BUPOOY, 10 MiJJISTAa€E OLIHIOBAHHIO,
MpPU3HAYEHUW OpraH T[OBUHEH OI[IHUTH TPUIATHICT 3a3HAYEHUX JAHUX 13
ypaxyBaHHAM TakuX (paKTOPIB SK HOBI MOKA3aHHS JI0 3aCTOCYBaHHS Ta 1HHOBAIIII.
[Ipu3Hauenuii opraH TOBMHEH YITKO 3aJOKyMEHTYBaTH CBOi BHCHOBKH IIIOJIO
3asBJIEHOI €KBIBAJEHTHOCTI, 4 TAKOK I[OA0 BIAMOBIAHOCTI M JOCTAaTHOCTI JaHUX IJIS
JE€MOHCTpalii BiAMOBIIHOCTI. s OyIb-IKMX XapakTepUCTUK BUPOOy, IO 3asBIICHI
BUPOOHMKOM SIK IHHOBAI[11H1 200 JIsl HOBUX MOKa3aHb /10 3aCTOCYBAaHHS, IPU3HAYECHHI
OopraH TOBMHEH OLIHUTH, HACKIIBKH Il 3asBU MIATBEPIKYIOTHCS KOHKPETHUMU
JOKJIIHIYHUMU Ta KJIIHIYHUMU JaHUMU Ta aHAJI130M PU3UKIB.

4.6. [IpuzHaueHuii oprad MOBUHEH MEPEBIPUTU JTOCTATHICTh KJIIHIYHUX JOKA31B
1 KJIIHIYHE OI[IHIOBAHHS, a TaKOX BHCHOBKM BHUPOOHMKA CTOCOBHO BIJMOBITHOCTI
3aCTOCOBHUM 3arajbHUM BHMOTraM 3 Oe3nedHocTi Ta edekTuBHOCTI. Taka mepeBipka
MMOBUHHA BKJIFOYATH aHAJI3 BiAMOBIIHOCTI BU3HAYCHHS CIIIBBIIHOIIECHHS KOPHCTH-
PU3UK, YIIPABIIIHHS pU3UKAMHU, THCTPYKIIiH 13 3aCTOCYBaHHSI, TIATOTOBKH KOPUCTYBayiB
Ta TUTAHY TIOCTMApKETHHTOBOTO Harisiay (post-market surveillance) BupoOHuKa, a
TaKOXK HEOOX1THOCTI Ta BIJMOBIAHOCTI 3alIPOTIOHOBAHOTO IJIAHY MTOCTMApKETHHTOBOTO
kiiHiyHoro Harmsany (PMCF), sikimio 3acTocoBHO.

47. Ha oCcHOBi CBOTO OIlIHIOBaHHSI KJIIHIYHUX JIOKa3iB, MPU3HAYCHHUA OpraH
MOBUHEH MpOaHaTI3yBaTH KIIHIYHE OI[IHIOBAHHS Ta BU3HAYCHHS CITIBBIIHOIICHHS
KOPHUCTh-PU3HK, @ TAKOK HEOOX1THICTh BU3BHAUYCHHS CTICIIU(DIUHUX KOHTPOJIBHUX MO1H
JUIS.  TIOAANBIIOTO TEPErJialy OHOBJICHUX KIIHIYHMX JIOKa3iB, OTPUMAaHUX 3a
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pesynbTaTaMu  MOCTMapKeTWHTOBOro Harmamy (post-market surveillance) Ta
MOCTMapKETUHTOBOTO KiiHIYHOTO Harmsiny (PMCF).

4.8. ITlpusHaueHuil opraH TOBHMHEH YITKO JOKYMEHTYBaTH pe3yibTaTu
JISUTBHOCTI 3 OLIIHIOBAHHS Y 3BITI 3a pe3yJbTaTaMy aHaNi3y KJIIHIYHOTO OI[IHIOBAHHS.

4.9. Ilpu3HaueHuid opraH MOBUHEH HAJaTH BUPOOHHUKY 3BIT 3a pe3yibTaTaMu
OIIHIOBAHHSI TEXHIYHOI JOKYMEHTaIlli, 30KpemMa 3BIT 3a pe3yJbTaTaMH aHaJi3y
KJIIHIYHOTO OIliHIOBaHHS. SIKIIO BHUpPIO BiJMOBIZA€ BiAMOBITHUM ITOJOXKEHHSIM IHOTO
TexHIYHOTO periamMeHTy, MPU3HAYEHWM OpraH IMOBUHEH BUAATH cepTUdIKAT Mpo
OIIIHKY TEXHIYHOI JOKyMeHTalli. Takuii cepTudikaT MOBUHEH MICTUTH BHUCHOBKH 32
pe3yJibTaTaMu OILIIHKA TeXHIYHOI JTOKYMEHTAIlli, yMOBH YMHHOCTI cepTudikaTy, JaHi,
HEOOX1TH1 11 imeHTrUdIKaIii cXBajJeHOl KOHCTPYKIi (Iu3aiiHy) Ta, y BIAMOBIIHUX
BUIIAJIKaX, OMHKC I1JIOBOTO MPU3HAYEHHS BUPOOY.

4.10. BHeceHHst 3MiH B CXBaJeHHI BUpPIO BUMarae CXBaJICHHS MPU3HAYEHOTO
opray, 1110 BU1aB cepTU(IKAT PO OLIHKY TEXHIYHOI JOKYMEHTAIII1, SIKIO TaKi 3MIHH
MOXXYTh BIUIMHYTHM Ha O€3MEYHICTh 1 €(EeKTHBHICTh BHPOOY a00 BHU3HAYEHI YMOBHU
BUKOPUCTaHHS BUPOOY. SKIl0 BUpOOHUK IJIaHY€ BHECTH 3a3HAYECHI BUIIE 3MiHU, BIH
MOBUHEH NOiH(QOpPMYyBaTU MPO 1€ MPU3HAYCHUN OpraH, 10 BHUJAB BiAMOBIIHUM
cepTudikaT Mpo OLIHKY TEXHIYHOI JoKyMmeHTarli. [Ipu3HaueHuil opraH NOBHHEH
OLIIHUTH 3aIyIaHOBaH1 3MIHM W BUPIIIWUTH, YA BUMAraroTh BOHM MPOBEIEHHS HOBOI
OILIIHKY BIMOBIAHOCTI 3r1HO 3 MyHKTamMu 197-209 nporo TexHiuHOTO periaMeHTy, 4u
MOYTb OyTH BPETyJIbOBaHI NUISIXOM O0()OpMIICHHS TOMOBHEHHS /10 cepTudikaTa mpo
OLIIHKY TEXHIYHOI JOKyMeHTalli. B ocTaHHhOMY BHUIAJKy NpPU3HAYCHHUN OpraH
MOBUHEH OI[IHUTHU BIAMOBIIHI 3MiHH, TTOBIJOMUTH BUPOOHUKA TIPO CBOE PIIIEHHS, 1, Y
pa3i yxBaJeHHS 3MiH, BHJIaTU MOMY JIOTIOBHEHHS 10 cepTu(dikaTa MpoO OILIHKY
TEeXHIYHOI JOKyMEHTAITI].

5. CremianbHi 10AaTKOBI MPOIIETYPH
5.1. Ilpouenypa ouinku neBHux Bupo0OiB kiacy III ta kmacy IIb

1) Ans Bupo6iB kaacy 11, sxi iMIIaHTYIOTh, Ta aKTUBHUX BUPOOIB Kiacy IIb,
MpU3HAYCHUX U1 BBEACHHS Ta/a00 BUBEACHHS JIKAPCHKOTo 3aco0y, SIK 3a3HAYECHO B
nianyHkTi 6.4. (mpaBuio 12) mynkty 6 po3ainy Il nogatky 8, nmpu3HaueHuid oprax
MOBUHEH, MICJId NEPEeBIPKA SKOCTI KIIHIYHUX JaHUX, SKUMH MIJKPIILUIEHO 3BIT
BUPOOHUKA 3a pe3yibTaTaMy KIIHIYHOTO OIIIHIOBAHHSA, 3a3HAYCHUH y MyHKTI 246
nporo TexXHIYHOro perjiiaMeHTy, MIAroTyBaTH 3BIT 3a pe3yJbTaTaMH aHami3y
KJIIHIYHOTO OLIHIOBAHHS, IKUH MICTUTh BUCHOBKH IIOJ0 KIIHIYHUX JOKa31B, HAJaHUX
BUPOOHMKOM, 30KpemMa IIOJ0 BHU3HAYCHHS CITIBBIJHONIEHHS KOPUCTh-PU3UK,
y3rOJUKEHOCT] TaKUX JI0Ka31B 13 LIJIbOBUM MPU3HAYECHHSM, Y TOMY YHUCI MEIUYHUMU
MOKa3aHHSMU JI0 3aCTOCYBaHHS Ta MJIAHOM MOCTMApKETHHIOBOTO KIIIHIYHOTO HATJISTY

(PMCF), sraganum y yHkTi 43 115070 TeXHIYHOTO peryiaMeHTy Ta yactuHi b momatky
14.

[Ipuznauenuid opran mnoBuHeH nepeaatu Jlepxiikciyk01 CBIi 3BIT 3a
pe3yJibTaTaMu aHaji3y KIIHIYHOTO OI[IHIOBAHHS Pa3oM 13 JOKYMEHTAIE€ 00
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KJIIHIYHOTO OIIHFOBaHHS BUPOOHMKA, 3a3HAYEHOIO B MAMYHKTaxX 3 Ta 4 mamyHKTy 6.1.
NYHKTY 6 J01aTKy 2.

Hepximikciny:x0a TMOBMHHA HEralHO TMepeAaTH 3a3HA4eHI JIOKyMEHTU
BIJIMOBIIHIM €KCHepTHiN rpymi, 3ragaHiii y myHkrax 405-417 uporo TexHiuHOTO
perIaMeHTy.

2) Ilpu3HaueHuit opraH MOXYTh IMONPOCUTH HAJATH BIAMOBIIHIA €KCHEPTHIN
rpyni HOoro BUCHOBKH, SIK 3a3HAQYEHO B MIAMYHKTI 1 migmyHKTY 5.1. MyHKTY 5 1BOTO

JO/IaTKY.

3) ExcnieptHa rpyrna mMOBUHHA BHUPIIIUTH, M HArIsIoM JlepximikeayxOu, Ha
OCHOBI TaKMX KPUTEPIiB:

3.1. HOBU3HA BHPOOY YM BIJAMOBIIHOI BUKOPUCTAHOI KIIIHIYHOI MPOIEAYpPU Ta
iXHBOTO MO>KJIMBOT'O 1CTOTHOTO KJIIHIYHOTO BIUIMBY Y BILTUBY Ha 37]0pOB’S;

3.2. ICTOTHUX HETaTUBHUX 3MiH Y CIHIBBIJIHOIIEHHI KOPUCTb-PU3UK TEBHOT
Kareropii 4u Trpynd BUpoOIB, TMOB’S3aHUX 13 HAYKOBO OOIPYHTOBAaHUMH
MEPeCcTOPOTaMy MO0 BIUIMBY Ha 37I0POB’S MEBHUX KOMIIOHEHTIB YU CHPOBWUHU ab0
BIUIMBY Ha 3/I0pPOB’Sl y BUMAJAKYy BIAMOBH BUPOOY;

3.3. iICTOTHOTO 30UIBIICHHS YaCTOTH CEPHO3HUX IHIUACHTIB, MOBIJIOMIIEHUX
3rigHo 3 myHKTaMu 329-339 1poro TexHIYHOTO perJamMeHTy, 010 MEeBHOI KaTeropii
YU TPyNH BUPOOIB;

Yy HaJaBaTH HAyKOBUN BHCHOBOK IIOAO 3BITY NPU3HAYEHOIO OpraHy 3a
pe3yabpTaTaMu aHali3y KIIHIYHOTO OI[IHIOBAaHHS HA OCHOBI KIIHIYHHMX JIOKa3iB,
HaJJaHUX BUPOOHHMKOM, 30KpeMa I110JI0 BU3HAYCHHS CIIBBIAHOMICHHS KOPHUCTh-PU3HK,
Y3TOJIPKEHOCT] TaKMX JI0Ka3iB 13 IIJILOBUM MPU3HAYCHHSIM, Y TOMY YHCIII MEAUYHUMHU
NOKa3aHHSMHU JI0 3aCTOCYBaHHS Ta 3 IUJIAHOM IOCTMapKETHUHIOBOTO KJIIHIYHOTO
Harysany (PMCF). 3a3naueHuii HayKOBUM BUCHOBOK MOBUHEH OyTH HaJJaHUW MPOTSITOM
60 AHIB 3 MOMEHTY OTPUMaHHS JOKYMEHTIB BiJl JlepKiiKkciyxOu, K 3a3HAYEHO B
NIANYHKTI 1 mianyHKTy 5.1. myHKTY 5 11boro qoaatky. O0rpyHTyBaHHS pILIEHHS 100
Ha/JIaHHA HAYKOBOTO BHCHOBKY HAa OCHOBI KpUTEpIiB, BUKJIAJEHUX Yy miamyHKTax 3.1.-
3.3. mianyHKTy 3 miAMYHKTY 5.1. MyHKTY 5 1bOTO 10AAaTKy, HOBUHHE OYTH BKJIIOYEHE
B HAYKOBHI1 BUCHOBOK. K110 HagaHoi iH(GopMallii HEAJOCTATHBO ISl (POPMYJTFOBAHHS
BHCHOBKY €KCIIEPTHOIO TPYIIOI0, 116 Ma€ OyTH 3a3Ha4€HO B HAYKOBOMY BHUCHOBKY.

4) ExcnepTtHa rpyna, mia HariasgoMm JlepkimikcimykOu, MOXe BUPILIUTH HE
HaJ[aBaTH HAYKOBOTO BHCHOBKY Ha OCHOBI KPUTEPIiB, BCTAHOBIICHUX Y IMIAIMYHKTI 3
miAnyHKTy S5.1. OyHKTY 5 1bOro J0JaTKy; y TakOMy BHUIAJKy BOHAa IOBHHHA
noiH(QOPMYBATHU PO i€ MPU3HAYCHUN OpTraH sIKHAUIIBUALIE 1 Y Oy/1b-IKOMY BUMIAAKY
npoTsAroM 21 mHS 3 MOMEHTY OTPUMAaHHS JOKYMEHTIB, SIK 3a3HAU€HO B MIAMYHKTI 1
nianyHkry S.1. myHkTy S5 uporo gomartky, Big JepxumikcayxOu. [Ipotsrom
3a3HAUYEHOr0 CTPOKY EKCIIEpTHA Tpyla MOBMHHA HAJaTH NPU3HAYCHOMY OpraHy 1
Jepxiikciy k01 OOTpyHTYBaHHSI CBOTO PIIICHHS, MICIS YOr0 NMPH3HAYEHUN OpraH
MO3K€e MPOAOBKYBATH MPOLIEypy cepTUdiKallii BIATOBIAHOTO BUPOOY.

5) ExcnieptHa rpyna mpoTsaroMm 21 IHS 3 MOMEHTY OTPUMAaHHS JIOKYMEHTIB,
MOBUHHA MOBIIOMUTH [{epitikeiyk0y uepe3 0a3y JaHuX MPo Te, 1110 BOHA 30UPaAEThCs
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HA/IaTH HAYKOBUU BHCHOBOK 3T1JTHO 3 MiJIYHKTOM 3 MAMYHKTY 5.1. MyHKTY 5 1LOTO
01aTKy abo Tpo Te, 10 BOHA HE 30MPaEThCs HAJaBaTH HayKOBHI BUCHOBOK 3TiTHO 3
HiAMYHKTOM 4 MiANYHKTY 5.1. MyHKTY 5 bOTO AOJATKY.

6) SAxmo npotsirom 60 nHIB He OYJI0 HAaJaHO KOJHOTO BUCHOBKY, IPU3HAUCHUIN
OpraH MO>Ke€ MPOJOBKUTH NPOLEAYPY cepTUdiKallii BiAMOBITHOTO BUPOOY.

7) Ilpu3zHaueHuil opraH NOBUHEH HAJIEKHUM YUHOM BpPaxOBYBaTH ITYMKH,
BHCJIOBJICHI B HAyKOBOMY BHCHOBKY €KCIIEPTHOI TpymH. SIKIIO eKCHepTHa rpyrma
BCTAHOBJIIOE, 110 KJIIHIYHUX JIOKa31B HEJOCTATHHO a00 BUCIIOBJIIOE 3aHETOKOEHICTh
I110/10 BU3HAYEHHS CITIBBIAHOMICHHS! KOPUCTb-PU3HK, Y3TOKEHOCTI TaKUX JOKa3iB 13
[IJTbOBUM MPU3HAYECHHSIM, Y TOMY YHCII MEIMYHUMHU TTOKA3aHHSIMU JI0 3aCTOCYBaHHS
Ta 3 TIJIAaHOM MMOCTMapKeTUHroBoro kiiHiuHoro Harsay (PMCF), npusnauenuit opran
MOBUHEH, 3a HEOOXIJHOCTI, PEKOMEHIyBaTH BUPOOHUKY OOMEXKHUTU I[1IJIHOBE
MPU3HAYEHHSI BUPOOY 10 MEBHUX TPYyN MAIEHTIB YU MEBHUX MEIUYHUX IOKa3aHb
Ta/ab0 yCTaHOBUTH OOMEKEHHS Ha TepMiH [li cepTu(ikaTa, MPOBECTH IEBHI
JOCIIIJIPKEHHSI HA €Tarl NOCTMAPKETUHIoBOro KiiHiyHOro Harisany (PMCF), 3miauTu
IHCTPYKIIIl 13 3aCTOCYBaHHsS YW pe3loMe 3 Oe3MeyHOCTI Ta e(pEKTUBHOCTI abo
YCTaHOBUTH IE€BHI OOMEKEHHS Ha MOTO 3BIT 3@ pe3yJbTaTaMH OL[IHKH BIJIIOBIJHOCTI,
3aJIe)KHO Bija BUMaaKy. [[pu3HaueHuii oprad MOBUHEH HAJaTH MIOBHE OOTPYHTYBAHHS Y
CBOEMY 3BITI 3a pe3yJbTaTaMU OI[IHKM BIAMOBIAHOCTI y BHUIAJKy HEBUKOHAHHS
peKOMEHAIlli eKCIepTHOI Ipynu, a Jlepxkiaikciyxkoba, 0e3 0OMEXEHHs MOJIOKEHb
nyHKTiB 421-424 1uporo TexHIYHOrO perjaMeHTy, IMOBHUHHA OINPIIIOJAHUTH SK
HAyKOBUU BUCHOBOK €KCIIEPTHOI I'PyIH, TaK 1 OOIPYHTYBaHHS, HaJaHe NMPU3HAYCHUM
opraHom, yepe3 6a3y JlaHuX.

8) Jlepxmikcmyk0ba micias KOHCYJNbTAIiif 13 BIAMOBIAHUMH HAyKOBUMH
eKCcIiepTaMu, TIOBHHHA HAJlaTH BKA31BKU JJIsi €KCIIEPTHUX TPYI MIOJ0 Y3TOIKEHOTO
TIYMau€HHS KPUTEPIiB, BUKIAJACHUX Yy MIAMYHKTI 3 MAMYHKTY S5.1. MyHKTY 5 1BOTO
JOJIATKY.

5.2. Ilponieaypa y Bumajaky BUpoOiB, 0 MICTSTh JIKapChKi 3aCO00U

1) Skmo Bupid BKIOYAE SK HEBIJ €EMHY YacTUHY pPEYOBHHY, SIKa MpH
BUKOPUCTAHHI OKpPEMO BBaXkajacsi O JIKApPCHKUM 3acO00M y PO3yMiHHI 3aKOHY
VYkpainu "l[Ipo nikapcbki 3acodun”, 30KkpemMa, JIIKapChbKUM 3aCO00M, OTPUMAHUM 13 KPOBI
YU TUIa3MU JIIOJIMHU, KWW Mae JOMOMDKHY Mif0 10 Ali caMOro BHpOOY, SIKICTb,
O€3MeYHICTh Ta JOIIBHICTh BUKOPHCTAHHS 3a3HAYCHOI PEUYOBHMHU TOBHHHI OYyTH
MepeBipeHi 3a aHAJIOTIEI0 3 MeToJaMu, BU3HaueHMMHU B 3akoHi Ykpainu "IIpo
JKapCchKi 3acoom”.

2) Ilepen BumanHHsSM cepTudikaTy MpPO OINIHKY TEXHIYHOI JOKyMEHTAIlil
MPU3HAYEHUN OpraH, MICIS TMEPEeBIPKU JOIUIBHOCTI BUKOPUCTAHHS PEUOBUHU SIK
CKJIa/I0BOI YaCTHMHH BHUpPOOYy 1 3 ypaxyBaHHSM LIJIbOBOIO NpPHU3HAUYEHHS BUPOOY,
noBuHeH 3BepHyTHCS 10 I «lepxkaBuuii excieptauil nentp MO3 Ykpainw», nis
OTPUMAaHHsI HAyKOBOTO BHCHOBKY IIIOJAO SIKOCTI PEYOBHUHHU, Y TOMY YHCII KOPUCTI YU
PHU3HKY BIJ ii BKIIOYEHHS 10 BUpOOy. SKII0 BUPIO MICTUTh MOXiAHI KPOBI UM IJIa3MHU
JIOJMHU 200 PEYOBHUHY, SIKA MPU BUKOPUCTAHHI OKPEMO BBaXkajacsi O JIKapChKUM
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3ac000M, MPU3HAYEHUI OpraH NOBUHEH 3BEPHYTUCS JIJIsl OTPUMaHHs BUCHOBKY 110 11
«/epxaBuuit excrieptHuil neHTp MO3 Ykpainmy.

3) Haparoun cBiii BucHoBok, Il «/lepxaBHuii ekcneptHuii unentp MO3
YkpaiHn» MOBHHEH BpaxOBYBaTH BHUPOOHWYMIA MPOIEC Ta JaHi, SKi CTOCYIOThCA
JOLUTFHOCTI BKJIIOUEHHS PEYOBHHH Y BUPIO, SIK BU3HAYEHO NMPU3HAYCHUM OPTaHOM.

4) O «/depxaBuuii exciepTauid neHTp MO3 YkpaiHn» NOBHHEH HA/IAaTH CBil
BHCHOBOK NMPHU3HAYEHOMY OpraHy mpoTsroMm 210 aHIB 3 MOMEHTY OTpPUMAaHHS BCIEl
HEO0OX1THOT IOKYMEHTaIli.

5) Hayxosuit BucHoBok JIT «/lepxkaBuuit excrieptHuit nentp MO3 Ykpainny,
Ta Oyab-sKlI MOXJIMBI OHOBJICHHS TaKOTO BHUCHOBKY ITOBUHHI OYyTH BKJIIOUCHI B
JIOKYMEHTAI[I}0 MPU3HAYEHOr0 OpraHy 1moa0 BupoOy. [Ipu yxBajgeHH1 cBOro pillieHHS
MPU3HAYEHUN OpraH MOBUHEH HAJEKHUM YMHOM BPaxOBYBaTU AYMKH, BUCJIOBIICHI B
HAayKOBOMY BUCHOBKY. [Ipr3HadueHuii oprad He MOBUHEH BUJABaTU cepTU(IKAT, SKIIO
HAayKOBUH BHUCHOBOK € HETaTMBHHUM, 1 MOBUHEH MOBIJOMUTH PO CBOE OCTATOYHE
pimenns I «/lepxaBuuii excieptauil neHtp MO3 Ykpainuy.

6) [lepen BHeCEHHAM OyAb-SIKUX 3MIH y TONOMIXHY PEYOBUHY, IO BXOJIUTH 10
ckJagy BUpoOy, 30KpeMa 3MiH, sIKI CTOCYIOThCS MPOLECY il BUPOOHUIITBA, BUPOOHUK
MOBMHEH MOIH(POPMYBATH NP0 TaKl 3MIHU MpU3HA4YeHHU oprad. [IpusHayenuii opran
ITIOBUHEH 3BEpPHYTHUCH 3a BHUCHOBKOM 10 [II «/lepxkaBuuit ekcneptaui nentp MO3
Ykpainw», A1 MiATBEPAXKEHHS TOTO, 110 SKICTh 1 0€3MEUHICTh TOMOMIKHOI PEYOBUHHU
samummucs Heaminaumu. I «/lepxaBHuit excrieptHuit nentp MO3 Ykpainuy,
NOBUHEH BpPaxoBYBaTH JaHi, Kl CTOCYIOTbCS AOLIIBHOCTI BKJIIOYEHHS PEYOBUHU Y
BUpIO, SK BHU3HAYEHO MPU3HAYEHUM OPraHoM, i 3a0e3MeueHHs BiJICYyTHOCTI
HEraTUBHOTI'O BIUIMBY 3MiH Ha MONEPEIHbO BU3HAYEHI PU3UK YU KOPUCThH BKIIOUEHHS
pedoBunHu y BUpiO. I «/lepxkaBuuii excrieptauii nentp MO3 Ykpainu» MOBUHEH
HAJaTH CBIM BUCHOBOK MpoTaromM 60 AHIB 3 MOMEHTY OTpPHUMaHHS BCi€l HEOOXiITHOT
JOKyMEHTAIi oA0 3MiH. [Ipu3HaueHuii opran He MOBUHEH BUJIABATH JOTIOBHEHHS J10
cepTudikata MPO OIIHKY TEXHIYHOI JOKyMEHTaIlli, SIKIIO HAayKOBHH BHCHOBOK,
Haganni JII «/lepkaBHnii excrieptHuii neHtp MO3 VYkpaiHw», € HeraTUBHHM.
[Ipu3HaueHuii OpraH NOBMHEH MOBIIOMUTH NP0 CBO€ ocTtarouyHe pimeHHs JI1
«/lepxaBHui ekcieptHui HeHTp MO3 YKpainm».

7) SAxmo HII «lepxaBuuii exkcrneptHuid 1eHtp MO3 VYkpainu», oTpumye
iH(opMaIliio Tpo MOMOMIKHY PEUOBHMHY, SKa MOKE BIUITMHYTH Ha TOIMEPEIHBO
BU3HAYCHI PU3UK YA KOPUCTH BKIIFOUCHHS PEYOBUHU y BUPI0, BIH TIOBUHEH MOB1JIOMUTH
MpU3HAYEHUN oOpraH Mmpo Te, Y JIHCHO Taka iH(opMaIls MOXe BIUIMHYTH Ha
MOTIEPETHHO BU3HAUYEHI PU3UK YH KOPUCTh BKJIIOYEHHS PEUOBHHU Yy BUPIO.
[Ipu3Hauenuii opraH MOBHHEH BPaxoOBYBaTH Taky iH(OPMAIlI0 TpPU TOBTOPHOMY
aHaJIi31 MPOLIETypH OIIHKH BIATIOBITHOCTI.

5.3. [Iponienypa y BUnaaKy BUpoOiB, siki BATOTOBJICHI 3 BUKOPUCTAHHSAM TKAHUH
Yyl KJIITUH JIFOACBKOTO YW TBAapUHHOTO TIOXO/PKEHHS abo iX MOXITHUX, SKI €
HEXUTTE3AATHUMU YU 3p0O0JICHI HEKUTTE3NATHUMHU, 00 BKIIFOUAIOTh TaKl TKAHUHU YU
KJIITHHU a00 1X MOX1JH1
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5.3.1. TkaHMHYN YU KIITUHHU JFOICHKOTO ITOXOKEHHS a00 1X MOX1IH1

1) Jns BupoOiB, BUTOTOBJICHMX 13 BUKOPHUCTAHHSM TKAaHUH YH KIITHH
JIOACHKOTO TMOXOPKEHHS, SIKI MiAMaNaloTh M 10 HOr0 TEeXHIYHOTO periiaMeHTy
3TiAHO 3 MIAMYHKTOM 6 MyHKTYy 6 1boro TexHIYHOro periiaMeHTy, Ta BHpOOIB, SIKi
BKJIIOYAIOTh, SIK HEB1JI'€MHY YaCTUHY, TKAHUHU Y KIITUHU JIIOJCHKOTO MOXOIKEHHS
a0o X MoXiJHI1, SIK1 MANagaroTh mif Aito [lopsaKy BUTOTOBICHHS, KOHTPOIIIO SIKOCTI Ta
00iry 610IMIUIaHTATIB, 3aTBEPAXKEHOr0 MocTaHoBor0 Kabinety MinicTpiB Ykpainu Bif
24.02.2021 p. Ne 158 (O¢imiitnuit Bicauk Ykpainu, 2021 p., Ne 20, ct. 856) , Ta nig
AKX € JOJAaTKOBOO 710 1i BUpoOy, IpU3HAUYEHUI OpraH, epejl BUaauero ceprudikara
PO OLIIHKY TEXHIYHOI JOKYMEHTAllil, HIOBUHEH 3BEPHYTHUCS JO KOMIIETEHTHOTO OpraHy
3 IUTaHb JIIOJCHKUX TKAHWUH 1 KIITHH 3T1JHO 3 [TopsakoM BUTOTOBIIEHHS, KOHTPOJIIO
SAKOCTI Ta 00Iry O10iMIUIaHTaTIB, 3aTBEP/PKCHUM IocTaHOBOWO Kabinety MiHicTpiB
VYkpainu Big 24.02.2021 p. Ne 158 (Odiuiiinumii BicHuk Ykpainu, 2021 p., Ne 20, cr.
856) nmnas oTpMMaHHS HAyKOBOTO BHMCHOBKY IIOJO acCIeKTiB, IIOB’S3aHHMX 13
JIOHOPCTBOM, OTPUMAHHSAM Ta TECTYBAaHHSIM TKaHUH 1 KJIITHUH JIFOJICHKOTO TTOXOIKCHHS
un iX noxigaux. [Ipu3HadueHuit opran MOBHHEH MOJATH PE3IOME MOMEePEAHBOI OIlIHKA
BIJIIOBIJTHOCTI, SIKE MICTUTbh, CEpEJ IHIIOrO, 1H(OpPMAali0 NPO HEKUTTE3NATHICTDH
BIMOBIIHUX JIIOJICBKUX TKaHWH YH KIITHH, IXHE JOHOPCTBO, OTPUMaHHS Ta
TECTYBAaHHA, & TAKOX PU3UK YW KOPUCTHh BKJIIOYCHHS TKAHWH YW KIIITHH JIIOJICHKOTO
MOXO/KEeHHsI 200 X MOX1THUX Y BUPIO.

2) [Ipotsirom 120 gHIB 3 MOMEHTY OTPUMAaHHS yCi€l HEOOX1IHOT TOKYMEHTAaIii
KOMIIETEHTHUNM OpraH 3 TMUTaHb JIOACHKUX TKAaHWUH 1 KIITUH TOBUHEH HAJaTu
MPU3HAYEHOMY OpraHy CBiii BUCHOBOK.

3) HaykoBuii BUCHOBOK KOMIIETEHTHOT'O OpPTaHy 3 MUTaHb JIIOJCHKUX TKAaHUH 1
KIITAH Ta OyAb-sIKI MOKJIMBI OHOBJICHHS TOBMHHI OyTH BKIJIFOUEHI B JJOKYMEHTAIIIO
MPU3HAYEHOTO OpraHy 1moa0 BupoOy. [Ipu yxBanmeHHi cBOro pillieHHs MPU3HAYECHUN
OpraH MOBWHEH HAJICKHUM YWHOM BpPaxOBYBaTH IYMKH, BHCIIOBIIEHI B HAyKOBOMY
BHUCHOBKY KOMIIETEHTHUM OpraHOM 3 TMHTaHb JIOACHKUX TKAaHWH 1 KIIITHH.
[Ipu3HaueHuii oprad He MOBUHEH BUAABATH CEPTU(IKAT, SIKIIO0 HAYKOBUI BUCHOBOK €
HeraTMBHUM. BiH MOBHHEH MOBIAOMUTH MPO CBOE OCTATOYHE PILIECHHS BIJMOBITHOMY
KOMIIETEHTHOMY OpTaHy 3 MUTaHb JIIOJICHKUX TKAHUH 1 KITITHH.

4) Ilepen BHECEHHAM OYb-SIKHX 3MIH, SIK1 CTOCYIOTbCS HEXKUTTE3AATHUX TKAHUH
YU KJIITHH JIIOJICBKOTO MOXO/PKCHHS a00 X MOX1THUX, BKIIOUYCHHX y BUPIO, 30KpeMa
I0JI0 IXHBOTO JIOHOPCTBA, OTPUMAHHA YW TECTYBaHHS, BHUPOOHUK TOBHHEH
noiHGOopMyBaTH PU3HAYECHUN OpraH Mpo 3aruiaHoBaHi 3MiHH. [Ipu3HayeHuit opraxn
MMOBUHEH MPOKOHCYJIFTYBATUCS 3 KOMIIETEHTHUM OPTaHOM 3 IMUTaHb JIFOJICHKUX TKAaHUH
1 KJTITUH, JUTS TATBEPIPKCHHS 30€peKEeHHS SIKOCTI Ta 0€3MeYHOCTI TKAaHUH M KIIITUH
JIFOJICHKOTO TTOXOKEHHS 200 1X MOX1THUX, BKIIFOYeHUX Y BUpi10. KoMriereHTHuUI opran
3 TIUTaHb JIIOJICBKUX TKAHWH 1 KJIITHH MOBUHEH BPaxOBYBATH JIaHI, SKI CTOCYIOTHCS
IOLILHOCTI BKIIOUEHHS TKAaHUH YU KJIITHH JIFOJICHKOI0 ITOXOKEHHS a00 TX ITOX1IHUX
y BUpIO, SK BU3HAYEHO MPU3HAYEHUM OpTraHoM, JJisi 3a0e3MeuYeHHs] BIJCYyTHOCTI
HETaTHBHOTO BIUIMBY JIOJaBaHHS TKAaHWH YW KJIITHH JIFOJICHKOTO MOXO/KEHHS a00 X
MOXIJIHUX y BUPIO HA MOMEPEAHbO BU3HAYEHE CIIBBIAHOILIEHHS KOPUCTh-pU3HK. BiH
NMOBMHEH HAJAaTH CBIM BHCHOBOK MpOTSIroM 60 1HIB 3 MOMEHTY OTPUMaHHs BCi€l
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HEOOXITHOT JOKYMEHTaIii W00 3arlaHoBaHUX 3MiH. [lpu3Hauenuii opraH He
MOBUHEH BUAABaTH JOMOBHEHHS J0 cepTU(IKaTa Mpo OLIHKY TEXHIYHOI IOKyMEHTAaIlii,
SIKIIIO HAYKOBUI BUCHOBOK € HETATUBHUM, 1 TOBUHEH MOBIJOMHUTH PO CBOE OCTATOYHE
pIIICHHS BIAMOBITHOMY KOMIIETEHTHOMY OpraHy 3 MUTaHb JIFOJICBKUX TKAHUH 1 KJIITUH.

5.3.2. TkaHWHM YU KITITHHU TBAPUHHOTO TIOXO/KEHHS a00 1X MOX1IHi

VY Bumnaaky BUpOOIB, AKi BUPOOJIAIOTH 13 BUKOPUCTAHHSAM TKaHWH TBAPHUHHOTO
MOXO/KCHHS, 3pPO0JCHUX HEKUTTE3NATHUMH, a00 HEKHUTTE3MATHUX IMPOIYKTIB,
OTPUMAaHUX 13 TKAHWH TBAPUHHOTO ITOXOJDKCHHS, NMPH3HAYCHUN OpraH IOBHUHEH
3aCTOCOBYBATH BIJIMOBIAHI BUMOTH, BCTAHOBJICHI 3aKOHOaBCTBOM.

5.4. Tlponieaypa y BHITaIKy BHPOOiB, 110 CKIAAAIOTHCS 13 PCYOBUH YH MTOETHAHD
PEUYOBHH, K1 a0COPOYIOThCS JIOJICBKUM TIIOM a00 JIOKaJIbHO MOTJIWHAIOTHECS B HHOMY

1) SxicTh Ta 6e3MeUHICTh BUPOOIB, 110 CKIIAIAIOTHCS 13 PEYOBHUH YH IMOETHAHD
PEYOBHH, SIK1 MPU3HAYEHI JJI1 BBEJEHHSA B OPTaHi3M JIIOJMHU Yepe3 OTBIp Tija ado
arutikanii Ha IIKIpy, Ta $KI a0copOyrOThCA JIOACBKHM TIJIOM a00 JOKaJIbHO
NOTJIMHAIOTHCS B HOMY, ITIOBUHHI OyTH MEPEBIPEH1 y 3aCTOCOBHUX BHITA/IKaX Ta JIMILIE
y po3pi3dli BUMOI, HE OXOIUICHUX, IUM TEeXHIYHUM pErjiaMeHTOM, 3TiIHO 13
BIJINIOBITHUMH BUMOTaMH, BUKJIaJeHUMHU y 3akoHl Ykpainu "IIpo nmikapcbki 3acooun”
JUIsL  OLIIHKM TOTJIMHAHHSA, PO3MOAUTY, MeTa0odi3My, BHUBEICHHS, MICIEBOI
NEePEHOCUMOCTI, TOKCHYHOCTI, B3a€EMO/I1i 3 IHIIUMH BUPOOAMHU, JTIKAPCHKUMU 3ac00aMu
YM IHIIUMH PEYOBUHAMU Ta MOKJIMBOCTI HEOQKAHUX PEaKIIIi.

2) J10/1aTKOBO, Y BHUIIAJIKY, SIKIIO BUPOOU 200 MPOIYKTU IXHHOTO METa0O0I13My
CUCTEMATUYHO a0COpOYIOThCS JTIOJACHRKUM OPTraHi3MOM JUJIi BUKOHAHHS IILIbOBOTO
MpU3HAYEHHSI TaKuX BUPOOIB, MpHU3HAYEHUN OpraH moBuHEH 3BepHyTucs 10 JII1
«JlepxaBHuii ekcieptHuil ueHTp MO3 Ykpainu».

3) JIT «/lepxaBuwuii excrieptHuit nentp MO3 YkpaiHny» MOBUHEH ITiArOTYBaTH
CBIi BHCHOBOK mTpoTsiroM 150 1HIB 3 MOMEHTY OTpHMaHHS BCi€l HEOOXiTHOI
JIOKyMEHTAIli.

4) HaykoBuii BucHoBoK I «Jlep>kaBuuii excieptHuid 1ieHTp MO3 Ykpainmy,
Ta Oyab-sIKI MOXJIMBI MOrO OHOBJIEHHS MOBMHHI OyTH BKJIIOYEHI B JIOKYMEHTAIIO
MPU3HAYEHOT0 OpraHy 1oa0 BUpoOy. [Ipu yxBaneHHI CBOro pilieHHs MPU3HAYEHUN
OpraH MOBUHEH HAJIEKHUM YMHOM BpPaxOBYBAaTHU TyMKH, BUCIIOBJICHI B 3a3HAYEHOMY
HAayKOBOMY BUCHOBKY, Ta MTOBIJOMUTH PO cBO€ ocTaTouHe pimeHHs A1 «/lep:xaBHuii
excnepTHuil HeHTp MO3 Ykpainmy.

6. IlepeBipka mapTii y BUIAQAKy BUPOOIB, SKI BKJIIOYAIOTh K HEBIJ €MHY
YaCTUHY PEUOBHHY, SIKa TIPU BUKOPUCTaHHI OKPEMO BBaXKajacs 0 JTiKapChbKUM 3aCO00M,
OTPUMAaHMM 13 KPOBI UM IJIa3MU JIFOJIUHH, SIK 3a3HAYEHO y MYyHKTI 8 11boro TexHIyHOTro
perjameHry.

[Ticnst 3aBepIrieHHs] BUPOOHUIITBA KOXKHOI MapTii BUPOOIB, sIKI BKIIOUYAIOTH SIK
HEBIJI’€MHY YaCTUHY pEUYOBWHY, fKa TPHU BHKOPUCTAHHI OKpPEMO BBaxkajacsi O
JIKapChKUM 3ac000M, OTPUMAHUM 13 KpOBI YM IJIa3MH JIIOJMHU, SIK 3a3HAYEHO Y
nepriomMy aobzaimi MyHKTY 8 1mporo TeXHIYHOro perjiaMeHTy, BUPOOHUK IOBUHEH
noiHGopMyBaTH NIPU3HAYEHUIN OpraH Mpo BUITYCK TaKOi MapTii BUPOOIB Ta HAAICIATH
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oMy odiuiiHui cepTUdiKaT U010 BUMYCKY MapTii MOX1THUX MPOAYKTIB 13 KPOB1 Uu
IUTa3MU JIIOJMHH, BUKOPUCTAHUX Yy BUPOO1, BUAAHUMN JIaOOPATOPIEIO MPU3HAYECHOIO IS
3a3HaueHUX wijei 3rigHo 3 3akoHoM Ykpainu "IIpo mikapcbki 3acoOu" YW 1HIIOO
n1abopaTopi€ro, MPU3HAUEHOIO JJS L€l METH JAEp)KaBOI-4JICHOM CBpONENHCHKOTOo
Corozy.

PO3 1 III. AAIMIHICTPATHUBHI ITOJIO’)KEHHSA

7. Bupobuuk abo, SKII0 BHPOOHHK HE € PE3UACHTOM YKpaiHu, Moro
YIOBHOB)XEHUH MpEACTaBHUK, MOBUHEH MPOTIroM moHaiMeHme 10 poki, a y
BUMAAKy BHUPOOIB, 5Kl IMIUIAHTYIOTh, IIfOHaliMeHIe 15 pOKIB IIICIS BBEJICHHS
OCTaHHBOT'0 BUPOOY B 00ir 30epiraTu sl HaJIaHHs BIJTIOBIIHOMY OpraHy JIep>KaBHOTO
PUHKOBOIO HarJsiay:

- JIeKJapaIlito Mpo BiJIMOBIIHICT, BUMOTaM TEXHIYHOTO PETJIaMEHTY;

- JOKyMEHTAll0, 3a3HauyeHy y M’sIToMy al3aml MmInyHKTy 2.1. myHKTy 2
po3nury I mporo nomaTtky, Ta, 30KpeMa, AaHl ¥ 3alUCH 3a pe3yJsibTaTaMu IPOLERyp,
3a3HAYEHUX y MIAMYHKTI 3 MANYHKTY 2.2. MyHKTY 2 po3aity | nporo nonatky;

- 1H(opMalio PO 3MIHHU, 3a3HaY€H1 B MIANYHKTI 2.4. MyHKTY 2 po3auty I uporo
JOJIaTKY;

- JIOKyMEHTalilo, 3a3HaueHy B MANyHKTI 4.2. myHkTy 4 posaury II mporo
NOJATKy, Ta

- pIIeHHS 1 3BITH MPU3HAUYEHOTO OpraHy, 3a3HaueHl B I[bOMY JIOJATKY.

8. JlokyMeHTallis, 3a3HadeHa y myHkTi 7 po3aury Il mporo momarky, moBuHHA
30epiraTuch JJis HaJaHHS BIANOBIJIHOMY OpraHy JEp»aBHOTO PUHKOBOTO HATJISTY
MPOTATOM TEPMiHY, 3a3HAYEHOTO Yy BKa3aHOMY PO3JIiJIi, SKIIO BUPOOHHUK YU HOTO
YIOBHOB)XCHUH MPEICTABHUK, CTAaE OAHKPYTOM a00 MPUMHHSE CBOIO JISUIBHICTH 10
3aKIHUYCHHS 3a3HAYEHOT'0 TCPMIiHY.
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Jopatox 10
10 TexHiYHOTO perjiaMeHTy

11010 MeINYHUX BUPOOIB

OLIHKA BIAITOBIJHOCTI HA OCHOBI EKCIIEPTHU3U TUITY

1. EkcnepTH3a THIY € MPOIECAYpPOI0, y paMKaxX SKOi NpH3HAYCHUI OpraH
nepeBipsie i 3acBIAUYE, 110 BUP1O, 30KpeMa MOro TeXHIYHa JOKYMEHTAIlisl i BIJMTOBIIHI
IPOIIECH HOT0 KUTTEBOTO IMKIY, a TaKOX BIATOBIIHHI pPENpe3cHTATUBHUN 3pa30K
BUPOOY, SKHH MIAHYIOTh BUTOTOBJIATH, BiJIOBIAAIOTh 3aCTOCOBHUM BHUMOTaM IIHOTO
TexHIYHOTO perylaMeHTy.

2. 3asBa

BupoOHuK MOBUHEH MOJATH 3asBY MPO OLIHKY J0 MPU3HAUYE€HOro oprany. Taka
3asiBa MOBUHHA MICTUTH:

- HailMeHyBaHHS BUPOOHHUKA 1 HOTO MICLIE3HAXOIPKEHHS Ta, SKIIO 3asiBY MOJ1a€
YIOBHOBAXKCHUN NPEJACTAaBHUK, HAallMEHYBaHHS YINOBHOBA)XKEHOTO MPEICTaBHUKA 1
HOro MiCIIe3HAXO0KCHHS,

- TEXHIYHY JIOKYMEHTallll0, 3a3HaueHy B JoJaTKax 2 Ta 3. 3asBHUK IMOBHHEH
HAJaTH MPU3HAYEHOMY OpraHy penpe3eHTATUBHUMN 3pa30K BUPOOY, SIKUW MIIAHYIOTh
BUpOoOJIsATH ("TUTIOBUH 3pa3ok"). 3a HE0OX1JHOCTI MPU3HAUYCHUN OpTraH MOKE TPOCUTHU
HaJIaTH 1HIII 3Pa3Ku;

- TMHCHMOBY JIEKJIapaIlil0 Mpo Te€, M0 10 KOJHOTO IHIIOTO MPU3HAYEHOTO
opraHy He OyJI0 ITOJaHO 1HIIOT 3asBH III0JI0 TOTO CaMOT0 THUITY, a00 1H(GOpPMAITIIO TIPO
OyIp-siKi TOTNEPE/IHI 3asiBU IIOJ0 TOTO CaMOTro THUIMY, SIKlI OyJM BiIXWJICHI I1HIIAM
NPU3HAYEHUM OpraHoM ab0 BIAKJIMKAaHI BHUPOOHMKOM 4YHM MOro YINOBHOBaXXEHUM
MPEICTaBHUKOM J0 BUHECCHHS TAKUM TTPU3HAYCHUM OPTaHOM OCTATOYHOTO PIIICHHS.

3. Ouinka
[Ipr3HayeHnii Oprad MOBUHEH:

1) oliHUTH 3asBY 13 3aTyYEHHSIM IEPCOHATY, IKMI Ma€ MiATBEPIKEH1 3HAHHA Ta
JIOCBIJI B OI[IHIOBAHHI BIAMOBIJHUX TEXHOJOTIM Ta iX KIIHIYHOTO 3aCTOCYBaHHS.
[Ipu3HaueHuii opraH MoOK€ BUMAaraTH JOIIOBHCHHS 3asBU IIISXOM TIPOBEICHHS
JOIATKOBUX BUMPOOYyBaHb YM HAJIaHHA JOJATKOBUX JOKa3iB JUIsl 3a0e3TMeUeHHS
MOYKJIMBOCTI OIIHKM BIANOBIZHOCTI 3TIAHO 3aCTOCOBHUMH BHMOTaMH I[LOTO
Texniunoro pernamenty. [Ipu3HadeHuil Opran MOBUHEH MPOBECTH HAICKHI (Pi3UUHI
Ta 1a00paTOpHI BUMIPOOYBaHHS BUPOOY 200 3BEPHYTHCS 13 3alUTOM MPO MPOBEACHHS
TaKuX BUMPOOYBaHb 10 BUPOOHUKA,

2) mepeBipUTH W OLIHUTH BIAMOBIIHICTh TEXHIYHOI JOKyMEHTAIlli BUMOTam
11boro TeXHIYHOrO perjiaMeHTy, 3aCTOCOBHUM JI0 BUPOOY, a TAaKOXK MEPEBIPUTH, 11O
TUIMIOBUM 3pa3oK OyJ0 BHUTOTOBJIEHO 3TiHO 3 TaKOK JTOKYMEHTAll€l0; BIH TaKOX
MOBUHEH BHM3HAYUTU €JIEMEHTH, CIPOEKTOBAaH1 BIAMOBIIHO JO 3aCTOCOBHHX
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CTaHJApTIB, 3a3HAYEHUX Yy NyHKTaXx 35-36 1poro TeXHIYHOrO periiaMeHTy, ado
3acTOCOBHUX 3araybHux crenudikamid (CS), Ta 3ampoTOKOIOBATH BU3HAYCHI
€JIEMEHTH, CITPOEKTOBaH1 HEBIAMOBITHO JO0 3aCTOCOBHUX CTaHAAPTIB, 3a3HAYCHUX Y
nyHkTax 35-36 mporo TexHIYHOro peraamMeHTy, a0o BIAMOBIIHUX 3arajibHHUX
cnerudikarisax (CS);

3) mepeBipUTH KIIHIYHI JOKa3H, Ha/laHI BUPOOHUKOM Y 3BITi 32 pe3yibTaTaMu
KJIIHIYHOTO OLIIHIOBAHHS 3T1IHO 3 MyHKTOM 4 yacTuau A noaatky 14. J{is uinei Takoi
MepeBIPKU MPU3HAYCHHUM OpTraH MOBUHEH 3aJy4aTH €KCIIEPTIB 13 IOCTATHIM KJIIHIYHUM
JIOCBIJIOM 1, SIKIIIO HEOOXI1JIHO, 3a]Ty4aTH 30BHIMIHIX KJIIHIYHUX €KCIEPTiB, IKi MalOTh
OesnocepeHid Ta aKTyaJlbHUH JIOCBIA pOOOTH 3 BIAMOBIAHUM BHpPOOOM abo 3
KJIIHIYHUM CTaHOM, JUIS IKOTO TaKUi BUPIO BUKOPUCTOBYETHCH,

4) SIxuio KITHIYHI IOKa3H MOBHICTIO UM YACTKOBO IPYHTYIOTHCS HA JAHUX II0JI0
BUPOOIB, SIKI 3adBJICHI €KBIBAJICHTHUMH 10 BHUpOOy, IO MiJJIATa€e OIIHIOBAHHIO,
INPU3HAYEHUH OpraH IMOBUHEH OLIHUTH MPUIATHICTh 3a3HAYECHHUX JAHHUX 13
ypaxyBaHHAM TakKuX (PAaKTOPIB SK HOBI MOKA3aHHS 10 3aCTOCYBaHHS Ta IHHOBAIIIi.
[Ipu3Hauennii opraH IOBHHEH YITKO 3aJOKyMEHTYBaTH CBOi BHICHOBKH IIIOJIO
3asIBJICHOI €KBIBAJICHTHOCTI, @ TAKOXX II0/I0 PEJIEBAHTHOCTI M JOCTATHOCTI TaHUX JJIS
JIEMOHCTpaIlli BIJIITOBIIHOCTI;

5) 4ITKO 3aJIOKyMEHTYBaTH pe3yJbTaTH CBOEI MISUIBHOCTI 3 OLIHKHU y 3BITI 32
pe3yabTaTaMu JIOKJIIHIYHOTO Ta KIIHIYHOTO OIIHIOBAHHS, SK YAacTHHY 3BITY 3a
pe3ysibTaTaMu €KCIEPTU3H TUITY, 3a3HAYEHOT0 B MIAMYHKTI 9 IbOTO MYHKTY;

6) Ipu3HAUYEHUN OpraH MOBUHEH IPOBECTH UM OPraHi3yBaTH IPOBEICHHS
BIJINOBITHUX OI[IHIOBaHb Ta HAJCKHUX (I3UUYHUX YU JIAOOPATOPHUX BUIIPOOYBaHb
BUpOOYy, HEOOXimHMUX JIs1 Bepudikamii BIAMOBIIHOCTI  PIIICHb, CXBAJICHUX
BUPOOHHMKOM, 3arajJbHUM BHUMOTaM 3 O€3MEeYHOCTI Ta e()EeKTUBHOCTI, BCTAHOBIICHUM
1M TeXHIYHMM pPErjaMeHTOM, SIKIIO CTaHIAapTH, 3a3Ha4eHl y MyHKTax 35-36 1boro
TexHiyHOTO perjlaMeHTy, uu 3arajibHi crienudikaiii (CS) ve Oynu 3acTocoBaHi. Ko
JUTst 3a0€e3eyeHHs1 poOOTH BUPOOY 3a MPU3HAYEHHSAM HOT0 NOTPIOHO M’ €AHYBATH 10
IHIIMX BUPOO1B, TOBMHHA OYTH HaJlaHa JEMOHCTpaLlisl HOro BIAMOBIAHOCTI 3arajlbHUM
BUMOTaM 3 0€3MeYHOCTI Ta eEKTUBHOCTI MPHU MiA €IHAHHI O 3a3HaYE€HUX BUPOOIB,
K1 MalOTh 3a3Ha4€H1 BUPOOHUKOM XapaKTEPUCTUKH;

7) TpoBECTH YM OpraHi3yBaTH IPOBEACHHS BIAMOBIIHUX OLIHIOBaHb Ta
b13UYHUX YK 1a00paTOPHUX BUNIPOOYBaHb, HEOOX1THUX 11 Bepudikaiiii (hakTHIHOTO
3aCTOCYBaHHS BIATMOBIAHUX HAI[IOHAIIBHUX CTaHJAPTIB, SKIIO BHPOOHWK BUPIIINB
3aCTOCOBYBATH TaKi CTaHIAPTH,

8) ysromuTu 13 3aABHUKOM MICIIE TPOBEACHHS HEOOXITHUX OIIHIOBaHb 1
BUIIPOOYBaHb;

9) ckiactu 3BIT 3a pe3yJibTaTaMUd €KCIEPTU3U THITY, [0 MICTUTH 1H(POPMAIIIO
PO pe3yJIbTaTU OIIHIOBAHb 1 BUMIPOOYBaHb, MPOBEICHUX 3T1IHO 3 MiAMyHKTaMu 1—7
I[bOTO TYHKTY;

4. Ceprudikar
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SIKIo TUMOBUH 3pa30K BIAMOBIZAa€ BUMOTaM IbOr0 TEXHIYHOTO pEryiaMeHTy,
NpU3HAYCHUN OpraH IMOBUMHEH BUAATH CEPTHQPIKAT MPO EKCIepTH3y Tuily. Takwuii
cepTu(ikaT MOBMHEH MICTUTH HAlIMEHYBAaHHA Ta MiCIIE€3HAXOJKEHHS BHUPOOHUKA,
BHCHOBKM 3@ pe3yJbTaTaMU OIIIHIOBAaHHS €KCHEPTU3H THUIY, YMOBHU UWHHOCTI
ceptudikara Ta JaHi, HEOOXIAHI JUIs 1MeHTH(IKALlI CXBaJEHOTO THUITY. 3a3HAYCHUN
ceprudikat moBuHEH OyTH 0hopMIIeHHMI 3TriaHO 3 JomaTtkoM 12. Jlo cepTudikara i Horo
Komii, o ii 30epirae mpu3HAYEHUI OpraH, MOBHHHI OyTH JOJy4Y€H1 BIAMOBITHI
YACTUHU JOKyMEHTALlIi.

5. 3miHu THUITY

5.1. 3agBHUK MOBHMHEH MOIH(GOPMYBaTH MNpPU3HAYCHHUN OpraH, SKuUd BUJAB
cepTu(IKaT Mpo EKCIePTU3y THUITY, IIPO BC1 3aIJIAHOBAH1 3MIHM CXBaJIEHOT'O THITYy a00
HOTO IIIIbOBOTO MPU3HAYECHHS Y YMOB BUKOPUCTAHHS.

5.2. 3MiHM CXBaJIEHOTO BHUPOOYy, 30KpeMa OOMEXKEHHs MOro IiJILOBOTO
NpPU3HAYEHHS W YMOB BHUKODUCTaHHS, BHUMArarmTh JOJATKOBOI'O YXBaJICHHS
IPU3HAYEHUM OPIraHOM, SIKMM BHUJAB CEPTHUPIKAT MPO €KCIEePTU3Y THUILY, SIKIIO TaKi
3MIHM MOKYTh BIUIMHYTH Ha BIJIOBIJHICTH 3arajJbHUM BHMOraMm 3 O€3[E€YHOCTI Ta
e(EeKTHUBHOCTI, a TAKOX Ha repeAdadyeHi yMOBU BUKOpPUCTaHHs BUpoOy. [Ipu3Hauenuii
OpraH TOBUHEH IME€PEBIPUTU 3aIUIAHOBAHI 3MIHM, MOBIAOMUTH BHUPOOHUKA TIPO
yXBaJICHE PIIICHHS 1 HAJJaTH MOMY JIONOBHEHHS /10 3BITY 3a pe3yJIbTaTaMU €KCIEPTU3U
tumy. [loromkeHHs Oyab-sIKHX 3MIH B CXBaJIGHOMY THIII TOBHHHE BIiJOYyBaTHUCS
HUIXOM O(OPMIIEHHS JOTIOBHEHHS 10 cepTu(IiKaTa Mpo eKCIepTU3y TUITY.

5.3. 3MiHU ILOBOTO MIPU3HAYEHHS i1 YMOB BUKOPUCTAHHS CXBAJIEHOTO BUPOOY,
32 BUHATKOM OOMEXKEHb IIJIbOBOTO MPU3HAYEHHS i YMOB BUKOPUCTAHHS, BUMaraloTh
MO/IAHHSI HOBOI 3as1BU PO MPOBEACHHS OIIHKU BiJIMOBITHOCTI.

6. CremiaibHi 104aTKOBI IPOLIETyPH

[Tynkt 5 po3ainy 11 mogarky 9 moBuUHEH 3aCTOCOBYBATHUCS 33 YMOBH, IO OY/Ib-
SKe MOCUJIaHHS Ha cepTU(IKAT MPO OLIHKY TEXHIYHOI JOKYMEHTalli TIyMauyaThb SK
MOCWJIaHHS Ha cepTU(IKAT NpO EKCIEPTU3Y TUITY.

7. AnMiHICTpaTUBHI MTOJOKEHHS

BupobHuk abo, SKIIO BUPOOHUMK HE € PpE3UACHTOM YKpaiHu, Horo
YIOBHOBa)XEHUI MpPEACTaBHUK, MOBUHEH MpOTAroM moHaiimenmie 10 pokiB, a y
BUMAJKY BHUPOOIB, SKI IMIIAHTYIOTh, LIOHaiiMeHIIe 15 pokiB, Miciasi BBEICHHS
OCTaHHBHOT'O BUPOOY B 00IT 30epiraTHl sl HAJaHHS BIMIOBITHOMY OpraHy JAep>KaBHOTO
PUHKOBOI'O HarJisay:

- JOKYMEHTAIlll0, BKa3aHy B a03alll IpyromMy MyHKTY 2 LbOTO JI0JATKY,
- iH(opMaIliro Mpo 3MiHH, 3a3HAYEH] B MTyHKTI 5 MIOTO JIOJATKY, Ta

- Komii cepTudikaTiB IpO eKCHEPTU3Y TUITYy, HAYKOBUX BUCHOBKIB Ta 3BITIB, a
TaKOX JOJATKIB/MOIMOBHEHD 1O HUX.

[loBunen 3actocoByBatucs nyHKT 8 po3aury Il nmomatky 9.
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Jopatok 11
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

OIIHKA BIIITOBIITHOCTI HA OCHOBI IIEPEBIPKH BIIIIOBIJHOCTI
MPOAYKIII
1. MeTo10 OIIHKH BIJIIOBITHOCTI HA OCHOBI IMEPEBIPKH BIAMOBITHOCTI MPOIYKIIii
€ 3a0€3MeUeHHS BIMOBIIHOCTI BUPOOIB THITY, IIOJ0 SKOTO OyB BUJIAHUM cepTUdikat
PO EKCHEPTH3y THUIY Ta 3aCTOCOBHHM JIO0 HHUX TIOJIOKCHHSIM I[bOTO TEXHIYHOTO
perJIaMeHTy.

2. SIkuno cepTudikat mpo eKCIepTU3y TUMY OyB BUJIAHUM 3T1AHO 3 AogaTKoM 10,
BUPOOHMK MOXXE 3aCTOCOBYBaTH a00 WpoOLENypy, BHU3HA4Y€HYy B 4YacTUHI A
(3a0e3neyeHHs1 AKOCTI BUPOOHHUITBA), ad0 MpOIEAypYy, BHU3HAUEHY B 4YacTUHI b
(mepeBipka NpoAyYKIii) OTO A0JATKY.

3. Sk BIACTYI B1J HAaBEJEHUX BUIIE NYHKTIB 1 Ta 2, BUpOOHHKHU BUPOOIB KIlacy
IlTa TakoX MOXyTh 3aCTOCOBYBaTH NpOLIEAYpH, MependaveHi UM JT0AaTKOM Yy
MO€THAHHI 31 CKJIAJJaHHSIM TEXHIYHOI JOKYMEHTAIllli, SIK BU3HaY€HO B JloAaTKax 2 Ta 3.

YACTHHA A
SABE3IIEYEHHA AKOCTI BUPOBHUMIITBA

4. BupoOHUMK TIOBMHEH 3a0€3MEUYUTH 3aCTOCYBaHHS CHUCTEMHU YIIPaBIIHHS
SKICTIO, CXBAJICHOI JJI1 BUPOOHUIITBA BiJIMOBITHUX BUPOOIB, MPOBOJAUTH OCTATOUYHY
NEePEeBIPKY, K BKA3aHO B MyHKTI 6 4aCTUHU A IHOTO JOJIATKY, 1 MUISITaTh HATJSY,
3a3HAYCHOMY B ITyHKTI 7 YaCTUHU A I[bOTO JOJATKY.

5. Sxumo BUPOOHUK BUKOHYE OOOB’SI3KM, BCTAHOBJIEH1 y MYHKTI 4 4YacTUHU A
bOT0 JOAATKy, BIH CKJIajae 1 30epirae Aekiapaliio Ipo BIAMOBIAHICTH 3TiAHO 3
nyHktamMu 104-106 1mporo TexHIYHOTO periiaMeHTy Ta JO0JaTKOM 4 s BUPOOY,
OXOIUJICHOTO TMPOLEIYPOI0 OIIHKK BIAMOBIIHOCTI. BBaxaroTh, 10 CKJIaJar04yu
JEKJIapallito mpo BIAMOBIIHICTh BUMOTraM LbOTO TE€XHIYHOTO pPEerjiaMeHTy, BUPOOHUK
rapaHTye 1 JeKJapye BIAMOBIIHICTh 3a3HAUYEHOTO B HiM BUPOOY THUIly, OIMCAHOMY B
cepTudikarti mpo eKCIepTU3y THUILY, a TAKOK BUMOTaM 1bOTo TeXHIYHOTO perjIaMeHTy,
110 3aCTOCOBHO JI0 TAaKOT'O BUPOOY.

6. Cucrema yrpaBiIiHHS SAKICTIO

6.1. BupoOHUK mosia€e 3asBy Mpo OI[IHKY MOTO CUCTEMU YIIPABIIHHS SIKICTIO JI0
MpU3HAYEHOTO Oprany. Taka 3asiBa MOBUHHA MICTUTH:

- BCI €JI€MEHTH, 3a3Ha4yeHi B MiANyHKTI 2.1. myHKTY 2 po3ainy I nonatky 9,

- TEXHIYHY JOKYMEHTAIlil0, 3a3HaueHy B J0JaTkKax 2 Ta 3, /IS CXBaJCHUX
THIIIB, Ta

- Korii cepTu(ikaTiB MpO eKCNepTU3y TUIlY, 3a3HAUYCHUX Yy MYHKTI 4 10AATKYy
10; sxu10 cepTudikaTi Mpo eKCIepTU3y TUIYy OyJM BHJIaHI TUM CaMUM MPU3HAYECHUM
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OpPraHoM, JI0 SIKOTO MOJAI0Th 3asBY, /10 3asBU MOBUHHI OyTH BKJIIOUEHI MOCHJIAHHS Ha
TEXHIUHY TOKYMEHTAaIII0 Ta il OHOBJICHHS, a TAKOXK BUaH1 cCepTU(IKaTH.

6.2. CucreMa yrpaBiiHHS SKICTIO TOBUHHA OyTH BIPOBA/KEHA TAKUM YHHOM,
mo0 3a0e3nevyyBaTd BIAMOBIIHICTE BUPOOIB THITy, OMHMCAHOMY B CepTH(IKaTi Mpo
eKCIEePTU3y THUIY, a TaKOX TOJOXKEHHSIM IbOro TEeXHIYHOTO pErJaMeHTy,
3aCTOCOBHHUM JI0 TakuWxX BUPOOIB Ha KOXXKHOMY etami. Bci eneMeHTH, BUMOTU Ta
MOJIO’KEHHS, 3aMPOBAKEeH1 BUPOOHUKOM Y paMKaX HOTro CHCTEMH YIPaBIiHHA SKICTIO,
MOBUHHI OyTH CUCTEMATUYHO Ta BIIOPSIKOBAHO 3aJ0KyMEHTOBaH1 y (popMi HaCTaHOB
3 IKOCT1 Ta BUKJIQJIEHUX Y TMCbMOBIH (hOpMi MOJIITHUK 1 MPOIEYP, TAKUX SK MPOTPaMH,
IUTaHU Ta IPOTOKOJIU MIOJI0 SKOCTI.

3a3HayeHa JTOKyMEHTallisd MOBUHHA, 30KpEeMa, BKIIIOYATH HAJICKHUM OIMUC YCIX
€JIEMEHTIB, 3a3HAYCHHUX Y MIANyHKTaxX 1, 2, 4 Ta 5 mianyHKTy 2.2. MyHKTY 2 po3auty I
JTOoaaTKy 9.

6.3. TloBuHHI 3acTOCOBYBaTUCS MIANYHKTH | Ta 2 miANyHKTY 2.3. MyHKTY 2
pozainy I mogatky 9.

Sxmo cucteMa ynpaBiiHHS SKICTIO 3a0e3leuye BIANOBIIHICTH BUPOOIB THITY,
OMMCAaHOMY B cepTU(]IKaTI MpO EKCHepTU3y THUITY, Ta BIANOBIJAE 3aCTOCOBHUM
MOJIOKEHHSIM 11bOro TEeXHIYHOrO perjaMeHTy, MPU3HAYeHUN OpraH MOBUHEH BUJATH
ceptudikar npo 3ade3neueHHs AKOCTi. [Ipu3HayeHui opraH MOBUHEH MOBIIOMUTH
BUPOOHMKA MPO CBOE PIIlIEHHS BUJATU Takuil cepTudikar. Take pillleHHS MMOBUHHE
MICTUTH BUCHOBKH ayJIUTy Ta OOTPYHTOBAHE OIIHIOBAHHSI MPU3HAUYEHOTO OPraHy.

6.4. IToBuHEH 3aCTOCOBYBATUCS MIAMYHKT 2.4. MyHKTY 2 po3aury | momatky 9.
7. Harnan

[ToBuHHI 3acTocOBYBaTHCS MIAMYHKT 3.1. myHkTy 3 po3auty I nonatky 9, ab3aru
NepIIniA, JPYruil Ta 4YeTBepTUH MIANYyHKTY 3.2. myHKTY 3 posminy | gomatky 9,
nianyakTa 3.3., 3.4., 3.6. Ta 3.7. nynkry 3 posniny I nogatky 9.

Jlns BupoOiB kiacy Il Harisin MOBUHEH TaKOK BKJIKOYATH MEPEBIPKY TOTO, IO
KUIBKICTh BUPOOJIEHOT a00 mpua0aHoi CHPOBUHHU a00 KIIFOUOBUX CKJIAJ0BHX YacTHH,
YXBaJICHUX JJIsI BIJMIOBIIHOTO THUITY, BIATIOBIJIA€ KIIBKOCTI TOTOBUX BUPOOIB.

8. IlepeBipka mapTiii y BUIaAKy BHUpPOOIB, SKI BKJIIOYAIOTh SIK HEBIJ €MHY
YaCTUHY PEYOBHUHY, sIKa P BUKOPUCTaHHI OKPEMO BBaXkajacs 0 J1KapChKUM 3aCO000M,
OTPUMAaHUM 13 KPOBI UM TJIa3MHU JIOJUHU, SIK 3a3HAYEHO y MyHKT1 8 boro TexHIYHOro
pErjlaMeHTy.

[Ticnst 3aBepriieHHsT BUPOOHUIITBA KOXKHOI MapTii BUPOOIB, sIKI BKIIOUYAIOTH 5K
HEBIJI’€MHY YaCTHHY pEUOBWHY, fKa TPHU BHKOPHUCTAHHI OKpPEMO BBaxkajacs O
JIKapChKUM 3ac000M, OTPUMAHUM 13 KpOBI YM IUIa3MH JIIOJIMHU, SK 3a3HAYCHO Yy
nepmoMy ab3aii MyHKTYy 8 1boro TexXHIYHOTO perjiiaMeHTy, BUPOOHHMK TMOBUHEH
noiHGOpMyBaTH PU3HAYCHUI OpraH MPO BUITYCK TaKoi MapTii BUPOOIB Ta HaAICIATH
oMy odimiiiHui cepTrudikaT mMoa0 BUMYCKY NapTii MOXiTHUX MPOIYKTIB 13 KPOB1 UM
I1a3MU JIIOJJMHU, BUKOPUCTAHUX Yy BHUPOO1, BUIAHUN JTaOOPATOPI€I0, MPU3HAUECHOIO
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3rigHo 13 3akoHoM Ykpainu "IIpo mikapcbki 3acobu" um i1HIIOW JabopaTopiero,
HPU3HAYCHOIO JIePKaBoI0-wiIeHOM €Bponeiickkoro Coro3y A 3a3HAYCHUX IIiIeH.

9. AaMiHICTpaTUBHI MOJOKEHHS

BupoObHuk abo, SKIIO BUPOOHMK HE € PpE3UACHTOM YKpaiHu, Horo
YIOBHOBaXCHUM MPEICTABHUK, MOBUHEH MPOTAroM MIoHaimenme 10 pokiB, a y
BUMAAKYy BHpOOIB, SIKI IMIUIAHTYIOTh, IIOHAiiMeHIIe 15 poKiB Ticis BBEACHHS
OCTaHHBOT'O BUPOOY B 00ir 30epiraTu JjIsl HaJaHHs BiIMOBIAHOMY OpTraHy JIep>KaBHOTO
PUHKOBOTO HaIJIALY:

- JIeKJapallito Mpo BiJMOBIAHICT, BUMOTaM IIbOTO TEXHIYHOTO perjlaMeHTy,

- JIOKYMEHTAIlll0, 3a3HaueHy y ab3ami II’sSToMy MAMyHKTY 2.1. myHKTY 2
po3miny I mogatky 9,

- JIOKyMEHTaIlil0, BKa3aHy Yy a03aill BOCBMOMY HIAMYHKTY 2.1. myHKTy 2
po3auty I momatky 9, 30kpema cepTudikaT Mpo E€KCHEepTH3y THUIly, 3a3HAYEHUU B
nonatky 10,

- 1H(opMalio Ipo 3MiHHM, 3a3HAYEHI B MIAMYHKTI 2.4. myHKTY 2 po3auny |
JIOOAaTKy 9, Ta

- pIUIeHHS 1 3BITH PU3HAYEHOTO OpraHy, 3a3Ha4eH1 B MIAMYHKTI 2.3. MyHKTY 2
Ta miamyHkrax 3.3.-3.4. nynkry 3 po3auty I nogatky 9.

IToBuHeH 3acTocoByBaTucs MyHKTY 8 po3auny III nomatky 9.
10. 3actocyBanHs 0 BUpoOiB kiacy Ila

10.1. Sk BiACTYN Bif MYHKTY 5 LBOTO JTOAATKY, BBaXAIOTh, 110 CKJIAJAI0UX
JEKJIapalfito Mpo BIJMOBIIHICTb, BUPOOHUK TapaHTye 1 JEKIapy€ BIATOBIAHICTD
BUPOOHMIITBA 3a3HAYCHWX Yy HIA BUpoOIB kimacy Ila TexHiuHii mOKyMeHTalii,
3a3HAYeHIN y JojaTkax 2 Ta 3, a TaKOXX BUMOTaM IbOro TEeXHIYHOTO pErjIamMeHTy,
3aCTOCOBHUM JI0 HUX.

10.2. Jlns Bupo6iB kinacy [la mpu3naueHuit opran moBUHEH OIIHUTH, Y KOHTEKCTI
OLIIHIOBAHHSI, 3a3HAYEHOIr0 B MIAMYHKTI1 6.3. MyHKTY 6 LIbOTO AOJATKYy, YU BiANOBIIa€
TEXHIYHA JOKYMEHTAII1Sl SIK 3a3HA4Y€HO B 10AaTKaX 2 Ta 3, 00paHuX penpe3eHTaTUBHUX
BUPOOIB BUMOTaM I[bOT0 TE€XHIUHOTO perjiaMeHTy.

[Ipu B1a1OOp1 penpe3eHTaTUBHUX 3pa3KiB BUPOOIB MPU3HAUECHUN OpraH NOBUHEH
BpaxOBYBaTH HOBHU3HY TEXHOJOTIi, MOAIOHICTh TPOEKTY, TEXHOJOTii, METO/IIB
BUpPOOHMIITBA Ta CTEepUJIi3allii, IIbOBE IMPU3HAUYECHHS Ta pE3yJbTaTH OYIb-IKUX
BIIMOBIHUX TTONEPEIHIX OIIHIOBAaHb (HANPHUKIAA, (PI3UIHUX, XIMIYHUX, O10JIOTTIHUX
Ta KJIIHIYHUX BJIACTUBOCTEH ), SIKI MPOBOIMIIM 3T1THO 3 MM TEXHIYHUM PETrIIaMEHTOM.
[TpusHaueHuil opraH HOBHHEH JIOKyMEHTYBaTH OOIDYHTYBaHHsS BiIOOpY 3pa3KiB
BUPOOIB.

10.3. ko ouiHOBaHHS, IpoBeAeHE 3riAHO 13 miamyHkToM 10.2. myHkTy 10
IIOTO JOJaTKy, MiATBEPJDKY€E, IO BiAMOBIAHI BuUpoOu kiacy Ila BigmoBigaroTh
TEeXHIYHIN MOKyMEHTaIlli, 3a3Ha4eHIN y JojaTkax 2 Ta 3, a TaKOXX BUMOTaM IIhOTO
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TexHIYHOTO perjiaMeHTy, 3aCTOCOBHHM JI0 HUX, TPU3HAYEHUI OpraH MOBUHEH BUIATU
cepTudikar 3riTHO 3 II€}0 YACTUHOIO ITLOTO J0JaTKA.

10.4. Y KOHTEKCTI HarJIAI0OBOTO OLIHIOBaHHS, 3a3HAYEHOI0 B MYHKTI 7 LIOTO
JOJIaTKy, MPU3HAYCHUN OpPraH MOBHHEH OIIHIOBATH 3pPa3KH, MOJATKOBI J0 THX, IIO
Oymu B3SITI A7l TOYATKOBOTO OI[IHIOBAHHS BiJIMOBIAHOCTI BUPOOIB.

10.5. Sx sBigcTyn BiA TYHKTY 6 IIbOrO J0JATKy, BHUPOOHUK UM HOrO
YHIOBHOBaXCHHUI MPEACTABHUK MOBHHEH MPOTATOM IIoHaiiMeHmie 10 pokiB micis
BBEJICHHS OCTaHHBOTO BUPOOY B 00Ir 30epiratu JJid HaJaHHS BiAIOBIJTHOMY OpraHy
JIEP’KaBHOTO PUHKOBOT'O HATJISITY

- JIeKJapaIlito Mpo BiJIMOBIAHICTh BUMOTaM IIbOTO TEeXHIYHOTO pErjiaMeHTy,
- TEeXHIYHY JOKYMECHTAIIil0, 3a3HAa4YCHY B JI0JIaTKaX 2 Ta 3, Ta
- ceptudikat, 3a3HaueHuil y miamyHkti 10.3. mynkrty 10 mporo nogaTky

[ToBuHeH 3acTocoByBaTucs MyHKT 8 po3ainy Il momatky 9.

YACTHUHA B
MEPEBIPKA MPOAYKIU{

11. IlepeBipky BupoOy — npoiieaypa, B paMKax sikoi BApOOHUK, MICIIS IEPEBIPKU
KO>KHOT'O BUTOTOBJICHOTO BUPOOY, IUISIXOM CKJIJaHHs JAeKIapalii mpo BiAMOBIIHICTb
3rigHo 3 myHKTaMu 104-106 mmporo TexHIYHOTO perjIaMeHTy Ta JOJaTKOM 4, TapaHTye
1 IeKJIapye BIAMOBIIHICTh BUPOOIB, 11010 AKUX OyJia 3/1iCHEHA MPOoIeAypa, BUSHAUCHA
B ITyHKTax 14 Ta 15 nporo A01aTKy, TUIY, OMMCAHOMY B cepTU(IKATI PO EKCIEPTU3Y
THUITy, a TAKOK BUMOTaM IIbOT0 TEeXHIYHOTO pPerjaMeHTy, 10 3aCTOCOBHI JI0 HUX.

12. BupoOHUK MOBUHEH BXKUTH YC1X HEOOX1THUX 3aX0/11B, 1100 3a0€3MEeYNTH, 1110
pE3yabTaTOM BHPOOHHYOTO MPOIIECY € BUPOOH, SIKi BIAMOBIAIOTH THITY, OITMCAHOMY B
cepTudikarti Mpo eKCIepTU3y THUILY, a TAKOK BUMOTaM 1IbOTo TEeXHIYHOTO perjIaMeHTy,
0 3acTOCOBHI J0 HuX. I[lepen modaTkoM BHPOOHHIITBA BUPOOHUK TMOBHUHEH
NIArOTYBaTH JOKYMEHTH, SIKI BU3HAYaOTh BUPOOHUUYHUI MPOIIEC, 30KpEMA B YACTHHI
cTepuiizaiii, 3a HEOOXIAHOCTI, pa3oM 3 YyCIMa PEryJIspHUMH, [ONEPEIHbO
BU3HAUYCHUMH TMPOIEAYypaMH, SIKI MOBUHHI OyTH peasi3oBaHi i 3a0€3MeuYeHHs
OJTHOPIJTHOCTI TIPOJYKIIiT Ta, Y BIAMOBIAHUX BUMAJKaX, BIAMOBITHOCTI BUPOOIB THUITY,
OMMCaHOMY B cepTU(dIKaTI PO EKCIEPTUIY TUITY, @ TAKOK BUMOTaM IIbOTO TeXHIYHOTO
periaMeHTy, 1110 3aCTOCOBHI JIO HUX.

JloJ1aTKOBO /0 I[bOTO, Y BUNIAAKY BUPOOIB, sIKI BBOJATH B O0Il Y CTEPUIBHOMY
CTaHi, 1 JIMIIE MIOJI0 THUX aCIMEKTIB BUPOOHWUYOrO TPOIECy, SKI MPU3HAYCHI IS
3a0e3MeUeHHs] 1 MIATPUMAHHS CTEPUIILHOCTI, BUPOOHUK TOBHHEH 3aCTOCOBYBATU
MIOJIO’KEHHS ITYHKTIB 6-7 IbOTO 10AATKY.

13. BupoOHuk moBHHEH 3000B’s3aTHCS CTBOPUTH Ta OHOBIIOBATH IUIaH
MoCTMapKeTHHToBoro  Harmsamy  (post-market  surveillance), 3o0kpema 1UTIaH
nocTMapkeTuHroBoro kiiHiyHoro Harmsiay (PMCF), a Takox mpouemypu s
3a0e3MeUYeHHs] BUKOHAHHS OOOB’SI3KiB, 1[0 BUIUIMBAIOTH 13 TMOJIOKEHb PO
criocTepexeHHs 3a Bupodbamu (vigilance) Ta cucteMy MOCTMapKETUHIOBOTO HATJISAY



198

(post-market surveillance), BuszHadeHux y myHkTax 320-391 mporo TexHiYHOTO
pErJIaMeHTy.

14. Tlpu3HaueHud OpraH MOBHHEH MPOBOJUTH BIANOBIAHI MEPEBIPKU 1
BUTIPOOYBaHHS 711 Bepu]ikaiii BiAMOBIAHOCTI BUPOOY BUMOTaM 1bOTO TEeXHIYHOTO
perJamMeHTy HUIIXOM MEePEBIPKHU 1 BAIIPOOYBaHb KOKHOTO BUPOOY, SIK BKa3aHO B ITyHKTI
15 uporo nonartky.

[lepeBipku 1 BUpoOyBaHHs, 3a3Ha4YeH] y MepuioMy ad3ari IbOro MyHKTY, HE
MIOBHUHHI 3aCTOCOBYBATHUCS JO BAPOOHUYMX MPOIIECiB, MPU3HAUCHUX I 3a0€3MeUeHHS
CTEPHIHHOCTI.

15. Bepudikariis muissxoM mepeBipku 1 BUIIPOOYyBaHb KOKHOTO BUPOOY

15.1. Koxen BHUpIO NOBUHEH MEPEBIPATHCS OKPEMO, a Uil EKCIEPTU3H
BIJIMOBITHOCTI BUPOOIB THUITYy, ONMMKMCAHOMY B cepTU]PIKATI MPO EKCIEPTH3y THUITY, a
TaKO)X BHUMOTaM IIbOr0 TEXHIYHOrO pErJIaMeHTy, II0 3acTOCOBHI JI0 HHUX, Y
BIJINOBIJTHUX BUMNAJKaX, MOBUHHI MPOBOJUTUCA HEOOX1AHI (p13MUHI YU JTAaOOpATOpHI
BUIIPOOYBaHHS, K BU3HAYCHO Yy BIMOBIAHUX CTaHIApTaxX, 3a3HAYCHHUX y MyHKTax 35-
36 mporo TexHIYHOTO peraaMeHTy, ab0o eKBiBaJIEHTHI BUIIPOOYBaHHS i OLIIHIOBaHHS.

15.2. Ilpu3nayeHuii oprad MOBUHEH HAHECTH CBIH 1IeHTU(]IKaLIHHUI HOMEp a0
3a0€3MeYnTH HOr0 HAHECEHHS Ha KOXEH CXBAJCHWWA BHPIO, a TakKOoX CKIACTU
cepTUdIkaT Mpo MepeBipKy BUPOOY, SKUU CTOCYETbCS MPOBEACHUX BUIIPOOYBAHb 1
OLIIHIOBaHb.

16. IlepeBipka mapTiii y BUMAAKYy BHPOOIB, SIKI BKJIIOYAIOTH SIK HEBIJ €MHY
YaCTHUHY PEYOBHHY, SIKa MPU BUKOPUCTAHHI OKPEMO BBa)Kajacs OM JIIKApChKUM
3ac000M, OTPUMAaHUM 13 KPOBI UM TUTa3MU JIFOJAUHH, SIK 3a3HAYEHO y MYHKTI 8 1IhOTo
TexHIYHOTO perJaMeHTy.

[Ticns 3aBeprieHHsT BUPOOHUIITBA KOXKHOI MapTii BUPOOIB, sIKI BKIIOYAIOTH SIK
HEBIJI’€MHY YaCTUHY pEUYOBHHY, fKa TPHU BHUKOPHUCTAHHI OKpPEMO BBaxkajacsi O
JIKApChKUM 3ac000M, OTPUMAHUM 13 KpOBI YM IJIa3MH JIIOJUHU, SIK 3a3HAYEHO Y
nepuiomMy aoszaii MyHKTY 8 HbOro TEXHIYHOrO pEerjiaMeHTy, BUPOOHUK IMOBUHEH
noiHGopMyBaTH NPU3HAYEHUI OpraH Mpo BUITYCK Takol MapTii BUpOOIB Ta HaAICIATH
Homy odimiiHui cepTudikaT 00 BUMYCKY NapTii MOXIIHUX MPOAYKTIB 13 KPOBI YU
I1a3MU JIFOJIMHHM, BUKOPUCTAaHUX Yy BUPOOl, BUAAHUI J1a0OPATOPIEID MPU3HAYEHOIO
3riiHo 13 3akoHoM Ykpainu "lIpo mikapcbki 3acoOu" 4u 1HIIOK J1abopaTopi€ro,
IPU3HAYEHOIO JIeprKaBor0-uieHoM €Bpornericbkoro Coro3y Ui 3a3Ha4€HUX LIeH.

17. AamiHicTpaTUBHI TTOJIOKEHHS

BupoObHuK uYm ¥OTO YIOBHOBaXEHUW TMPEICTABHUK TOBUHEH MPOTATOM
moHaiimenmie 10 pokiB, a y BUMaAKy BHPOOIB, sIKI IMIUIAHTYIOTbh, IIOHaMeHme 15
POKIB TMICJsI BBEIEHHS OCTaHHBOTO BHpPOOYy B 00Ir 30epiraT i HaJaHHS
BIJIMOBITHOMY OPTaHy JIEPKAaBHOTO PUHKOBOTO HATJISATY

- JIeKJIapaIlito Mpo BIAMOBIIHICTH BUMOTAM IbOTO TEXHIYHOTO PErJIaMEHTY,
- JIOKyMEHTaIli}0, 3a3Ha4€Hy B MyHKTI1 12 11bOro noaaTky,

- ceptudikaT, 3a3HaYeHUH y mAnyHKTi 15.2. myHkTy 15 1poro noaarky,
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- ceprudikaT mpo eKCnepTu3y THILy, 3a3HadeHuil B qoaatky 10.
[ToBuHeH 3acTocoByBatrcs MyHKT § posainy Il momarky 9.
18. 3acTocyBanus 10 Bupo0OiB kiacy Ila

18.1. Ak BigcTyn Bim myHKTY 11 11pOr0 AOJATKy, BBaXalOTh, IO CKJIAJAI0YU
JeKIapalio Mpo BIAMOBIIHICTG, BUPOOHHK TapaHTye 1 JAEKJIapye BiIMOBIAHICTH
BUPOOHUIITBA 3a3HAYEHUX Yy HIM BupoOiB kiacy lla TexHiyHIN AOKyMeHTaIlii,
3a3HaueH1d y nonatkax Il ta III, a Takox Bumoram 1poro TeXHIYHOTO peraaMeHTy, 1o
3aCTOCOBHI JI0 HUX.

18.2. IlepeBipka, mpoBeieHa MPHU3HAYCHUM OPTaHOM 3T1THO 3 MYHKTOM 14 11bOT0
JoAaTKy, MpU3HaYeHa JJIs1 JEMOHCTpaIlli BIAMOBIAHOCTI BUPOOIB Kiacy Ila TexHiuH1N
JOKYMEHTAaIlli, 3a3Ha4eHIi y JoAaTkax 2 Ta 3, a TakoXk BUMOTaM 11boro TeXHIYHOTro
periaMeHTy, 110 3aCTOCOBHI JI0 HUX.

18.3. Sxmro nepeBipka, 3a3Ha4yeHa B miaAnMyHKT1 18.2. myHkty 18 11p0r0 nogaTky,
MIITBEP/IKYE, 10 BiAMOBIAHI BUpoOM kiacy Ila BiANMOBIZAIOTH TEXHIYHIN
JIOKYMEHTAaIlli, 3a3HaueHIi y noaaTkax 2 Ta 3, a TakoX BUMOraM 1boro TeXHIYHOTro
pErJIaMeHTy, 10 3aCTOCOBHI 10 HUX, TPU3HAYEHUI OpraH IOBUHEH BUAATH CEPTU(IKAT
3T1JIHO 3 MMYHKTOM 18 bOT0 A0JaTKYy.

18.4. Ak BigcTtyn Big myHKTY 17 1mbOro A0AaTKy, BHUPOOHHUK YH HOTO
YIOBHOB)XEHUI NPEICTaBHUK IMOBUHEH MPOTIroM IoHaiimeHme 10 pokiB micis
BBEJICHHSI OCTaHHBOTO BUPOOY B 00Ir 30epiraTu JJisi HaJaHHS BIAMOBIAHOMY OpraHy
JIEP’KaBHOTO PUHKOBOT'O HATJISITY

- JIeKJIapaIlito Mpo BIAMOBIAHICT BUMOTAM IIbOTO TE€XHIYHOTO PErIaMeHTy,
- TEXHIYHY JOKyMEHTAIlil0, 3a3Ha4eHy B JoJaTkax 2 Ta 3, Ta
- ceptudikat, 3a3HaYeHUH y miaAnyHkTi 18.3. myHkTy 18 11bOro 101aTKy.

[ToBuHeH 3acTocoByBaTucs MyHKT 8 po3ainy Il momatky 9.
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Jopatox 12
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

CEPTU®PIKATHU, BUJAHI IPUBHAYEHUM OPI'AHOM

PO31J1 1. 3AI'AJIBHI BUMOI'

1. Ceptudikatu CKIIaJal0ThCs I€PHKABHOIO MOBOIO.

2. Koxen ceptudikar CTOCYETbCS JIMIIE OJHIET TMPOLEIYPU OLIHKU
BIJITTOBITHOCTI.

3. CeprudikaT BHUAAETHCS JUIIE OAHOMY BHUPOOHUKY. HaiimMeHyBaHHS 1
MICLIE3HAXO/DKEHHSI BUpPOOHMKA, 3a3HayeHl B cepTU(ikari, MOBUHHI 30iraTucs 3
HallMEHYBaHHSAM 1 MICII€3HAaXO/I)KEHHSAM, 3aPEECTPOBAHUMHU B €JIEKTPOHHINA CHCTEMI,
3a3HaueHid y myHKTax 146-148 miporo TeXHIYHOTO periiaMeHTy.

4. Cdepa aii ceptudikarta mOBUHHA OJHO3HAYHO 1IEHTU(IKYBaTH BUPOOH, HA SIK1
MOIIUPIOETHCS OTO s

1) ceprudikatd PO OIIHKY TEXHIYHOI JOKYMEHTaIlii, CepTH(IKaATH PO
EKCIIePTU3Y THUITy Ta CepTUPIKATU MPO MEPEBIPKY BUPOOY MOBUHHI MICTUTU YITKY
imeHTudikaIio BUpoOiB, 30KpeMa iX HallMEHyBaHHS, MOJENI W TUIH, SIKI BKa3aHl
BUPOOHMKOM B 1IHCTPYKIIISIX 13 3aCTOCYBAHHS Ta 3T1IHO 3 SIKMMH BUPIO OI[IHIOBAJIM B
paMKax TpOoILeIypH OIIHKH BiAMOBIIHOCTI, KiIacu(ikalliro pu3nukiB Ta ocHoBHI UDI-
DI, six 3a3nadyeHo y myHkTi 132 mporo TexHIYHOTO periaMeHTy;

2) ceptudikaTd MNpoO BIANOBIAHICTE CHCTEMH YIPaBIIHHSA SKICTIO Ta
cepTudikatd Tpo 3a0e3MeUeHHs] SKOCTI BUPOOIB MOBUHHI MICTUTH 1IEHTH(IKAIIIO
BUPOOIB UM IrpyIl BUPOOiB, KIacu(IKaIllo PU3UKIB Ta, A1 BUpoOiB kiacy [Ib, miibose
MPU3HAYEHHS.

5. Ilpu3Havenuii oprad MOBUHEH OyTH y 3MO031, 3a 3alIUTOM, IPOJAEMOHCTPYBATH,
Ha SIK1 OKpeMi BUpOOH NOIIUPIOETheA N1 cepTudikaTa. [IpusHaueHnii opran noBUHEH
CTBOPUTHU CHCTEMY, IO JI03BOJII€E BU3HAYMTH BUPOOU, HA SIKI MOLIUPIOETHCSA [is
ceprudikara, 30kpeMa ix kiacudikario.

6. SIK10 3aCTOCOBHO, cepTU(IKATH MOBUHHI MICTUTH BKa3iBKY Ha Te€, IO JUIS
BBEJICHHsI B 00IT BUPOOIB, Ha SIKI MONTUPIOETHCS JTist, HEOOX1THUM 1HIUI cepTudikar,
BHJIAHUH 3T1HO 3 UM TEXHIYHUM PETJIaMEHTOM.

7. CeptudikaTd M0po BIAMNOBIIHICTP CHUCTEMH YIMPABIIHHA SKICTIO Ta
ceprudikatu mpo 3abe3nedeHHs SKOCTI Ha BUPOOW kiacy I, Bujada SKuX BUMAarae
3aJlydeHHs TMPU3HAYEHOro oprany 3rigHo 3 mnyHkToM 202 1mworo TexHiyHOTO
peryiaMeHTy, MOBUHHI MICTUTH 3asBYy PO T€, 1110 ayJUT CUCTEMHU YIIPABIIHHS SKICTIO
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IpU3HAUYEHUM OpraHoM OyB OOMEKEHHUH acmeKkTaMu, siKi mependadeHi 3a3HaueHUM
MYHKTOM.

8. SIkmo cepTudikaT MOMOBHIOIOTH, 3MIHIOIOTH a00 MEepeBUIAIOTh, HOBUU
cepTu(ikaT MOBUHEH MICTUTH MOCUJIAHHS HA TMOMEpEeAHil cepTHdikar 1 AaTy Horo
BH/Ia4l 13 3a3HAYEHHSAM 3MIH.

PO3/ILJI II. MIHIMAJIbHUM 3MICT CEPTU®IKATIB

1. HaliMeHyBaHHs, MICIIE3HAXO/PKEHHd Ta 1ACHTU(DIKAINHUNE  HOMED
MPU3HAYCHOTO OPTaHy;

2. HalilMEHYBaHHS Ta MICIIE3HAXO)KECHHSI BUPOOHHUKA 1, SIKIIIO 3aCTOCOBHO, OTO
YIIOBHOB)KEHOTO TIPEJICTAaBHUKA;

3. yHIKaIbHUH 1IeHTUdIKAIIHHUNE HOMEp cepTudikaTa;

4. enuuuii peectpauiiinuii Homep (SRN) BupoOHUKa, 3a3HayeHnil y myHkti 150
1IbOTO TEXHIYHOTO PETIIAMEHTY, SIKIIO BiH BXKE MPUCBOECHUN;

5. maTa Bujadi;
6. naTa 3aKiHYE€HHs TEPMIHY Ail;

7. naHi, HEOOX1H1 JJ1s1 OTHO3HAYHOI 1IeHTU(DiKallll BUPOOIB, SKIIO 3aCTOCOBHO,
K BKa3aHO B MyHKTI 4 po3auny I uporo noaarkys;

8. SKIIO 3aCTOCOBHO, NMOCHJIaHHA Ha OyJb-siKl momnepenHi cepTUu(ikaTH, SK
BKa3aHO B NYHKTI 8 po3auty I mporo noaarkys;

9. mocunanHa Ha 1ed TexXHIYHMN perjamMeHT Ta JOAATOK, 3TiTHO 3 SKHUM
MIPOBOJIUIIH OLIIHKY BIATIOBIHOCTI;

10. mpoBeneHi MOCHIKEHHS 1 BUNPOOYBaHHS, HAMpPUKIAJ, MOCWUJIAHHS Ha
BiMMOBiMHI 3aranbHi crenudikamii (CS), HaIlOHANBHI CTaHAAPTH, 3BITH 34
pe3yibTaTaMu BUIIPOOYBaHb Ta ay/IUTIB;

11. sKImIO 3acTOCOBHO, IIOCHJIAHHS HA BIAMOBIAHI YacTUHU TEXHIYHOI
JOKyMEHTAIli YM 1HIII cepTU(IiKaTh, HEOOX1IH1 AJi1 BBEIEHHS B 00ir BUpPOOIB, Ha fAK1
MOIIUPIOETHCS 1X ;]

12. axmo 3acTOCOBHO, iH(OpMaIlisi Tpo HArJsA 3 OOKY MPU3HAYEHOTO OPraHy;

13. BUCHOBKM NMPU3HAUYEHOT'O OpraHy 3a pe3yJbTaTaMU OLIIHKU BIJIIMOBITHOCTI 3a
BIJIIOBIAHUM J1OJATKOM;

14. ymoBu a00 0OMEXXEHHSI YUHHOCTI cepTudikara;

15. mianuc ocobu, sika Ji€ BiJ 1IMEHI NPU3HAYEHOTO OpraHy »3TiIHO 13
3aKOHOJaBCTBOM.
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Jopatox 13
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

MMPOLEAYPA JIUIA BUPOBIB, BUT'OTOBJIEHUX HA 3AMOBJIEHHSA

1. Jlns BupoOiB, BHUTOTOBIECHMX Ha 3aMOBIICHHS, BHUPOOHMK YU WOTO
YIOBHOBaXCHHH MPEICTaBHUK MOBUHEH CKIIACTH 3asBY, III0 MICTUTHh YCIO 3a3HAUCHY
HIDKYe 1HpopMalito:

- HaliMCHYBaHHS ¥ MIiCIIe3HAXO/DKCHHSI BHPOOHHMKA Ta aJpecH yCiX HOro
BUPOOHUYUX JTIHHUILD,

- SIKIIO 3aCTOCOBHO, HaliMEHYBaHHS W MICI€3HAXO/KEHHSI YIIOBHOBAXXEHOTO
MPEJICTABHUKA,

- JIaHl, 0 AO3BOJISIOTH 11€HTU(IKYBaTH BUPIO,

- 3asBy MpO T€, IO BUPIO MPU3HAYEHUHN AJI 1HAUBITyalbHOTO BUKOPUCTAHHS
BUKJIFOYHO TEBHUM MAlIEHTOM YH KOPHCTYBAaueM, 1IEHTHU()PIKOBAaHUM 3a IPI3BUIIEM,
1M’ sIM, 110 OaTHKOBI (32 HAsIBHOCT1), a00 abpeBiaTyporo, a00 YUCIOBUM KOJIOM,

- TMpi3BHUILE, 1M s, IO 0AaTHKOBI (32 HASABHOCTI) OCOOM, SKa BUJAja PELEMNT,
YIIOBHOB)KEHA Ha II€ 3TIHO 13 3aKOHOAABCTBOM, Ta, SKIIO 3aCTOCOBHO, HAa3BY
BIJIMOBITHOTO 3aKJIay OXOPOHHU 370POB’ s,

- creuudivyHi XapaKTepUCTUKUA BUPOOY, K1 BABHAYEHO B PELICTITI,

- 3asABy MpO BIAMOBIAHICT, BUPOOY 3araJisHUM BUMOTaM 3 O€3MEYHOCTI Ta
¢()eKTUBHOCTI, BCTAHOBJICHUM Yy JOJATKy 1, 13 3a3Ha4€HHSAM, SKIIO 3aCTOCOBHO,
3arajbHUX BUMOT 3 0€3MEeYHOCTI Ta €()eKTUBHOCTI, sIKI HE OYJIM MOBHICTIO JOTPUMAaHI1
Ta OOIPYHTYBaHHS 1IbOTO,

- SIKIIO 3aCTOCOBHO, 3a3HAYEHHS TOTO, IO BHUPIO MICTUTh YM BKIIIOYAE
JIKApChbKUi 3aci0, B TOMY YKCII MOX1AHUA TPOAYKT 13 KPOBI UM IJIA3MH JIFOAUHHU a00
TKaHWUHU YU KJIIITUHU JIOJICBKOTO YH TBAPUHHOTO MOXOIKEHHS.

2. BupoOHuk 3000B’s3aHUN 30epiraTu Jisl HaJaHHS BiANOBIJHOMY OpraHy
JIEeP>KaBHOTO PUHKOBOTO HATJISAy AOKYMEHTAIll0, Ika MICTUTh 1H(OopMaIlio npo i#oro
BUPOOHUY1 AUTHHUIII 1 JO3BOJISIE OTPUMATH YSBJICHHS PO PO3POOKY, BUTOTOBJICHHS Ta
(GyHKIIOHYBaHHS BUPOOY, 30KpeMa HOro oviKyBaHy €()eKTUBHICT, JIJIs 3a0€3MeUeHHs
MO>KJIMBOCTI OIIIHKH BIATMOBITHOCTI BUMOTaM ITbOTO TEeXHIYHOTO PETJaMeHTYy.

3. BupoOHHK MOBHHEH BXKHUBATH YCIX 3aXO01B, HEOOXIAHUX I TOTO, II00 i
yac BHUPOOHMYOTO TIpoliecy Oyid OTpuMaHi BUPOOW, BUTOTOBJIEHUX 3TiTHO 3
JIOKYMEHTAII€10, 1110 3a3HaY€HO B MYHKTI 2 I[bOTO JI0JIaTKY.

4. 3asBa, 3a3HayeHa y ab3all mepuioMy MyHKTY | LbOTO J0AATKY, NOBHHHA
30epiratucss npoTaroM moHaiMeHme 10 pokiB micis BBeIE€HHS BUpoOOy B 00ir. Y
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BUMAAKYy BHPOOIB, $KI IMIUIAHTYIOTh, 3a3HAUYE€HUNW TEPMIH MOBHHEH CKJIAJaTd
nioHaiimenIe 15 pokis.

[ToBuHEeH 3acTocoByBaTuCs MyHKT 8 po3ainy Il momatky 9.

5. BupoOHUK MOBHUHEH MEPETIsiiaTi Ta JOKYMEHTYBAaTH JOCBi, OTpUMaHui Ha
MOCTMApPKETUHTOBOMY €Talli, 30KpeMa 3a pe3yiabTaTaMd MOCTMAapKETHHTOBOTO
wiiHigHoro Harsiny (PMCF), sk 3asmadeHo B wactuHi b gomatky 14, Ta
BIIPOBAKYBATH BIAMOBIIHI IHCTPYMEHTH JJIS 3aCTOCYBAaHHS OyIb-SKUX HEOOX1THUX
KOperyBajgbHUX Jiil. Takok BiH TIOBHMHEH 3BITYBaTH BIJMOBIAHOMY OpraHy
JIepKaBHOT'O PUHKOBOI'O HATJISy PO Oy/b-sIKi Cepio3HI IHIIUACHTH Y1 KOperyBajbHI
T 110710 eKCIUTyaTaliitHoi 6e3neyHocTi abo 1 Te, 1 1HIIIe, MOWHO HOMY CTa€E PO HUX
B1JIOMO, 3T1JIHO 3 MyHKTOM 329 116010 TeXHIYHOTO perjiaMeHTy.
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Honaroxk 14
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

KJTHIYHE OLIHIOBAHHS TA IOCTMAPKETHUHT OB KJITHIYHUIA
HATJISI (PMCF)

YACTHHA A
KJIIHIYHE OINIHIOBAHHA

1. Jns turanyBaHHsS, O€3NEpEepBHOIO TMPOBEACHHS Ta JOKYMCHTYBaHHS
KJIIHIYHOTO OIIHIOBAHHSI BUPOOHMK ITOBUHEH:

1) cTBopUTH ¥ OHOBIIIOBATH IUIAH KJIIHIYHOTO OLIHIOBaHHS, SKUW TMOBHHEH
BKJIFOYATH MIOHAWMEHIIIE:

- BHM3HAYEHHS 3arajbHUX BUMOT 3 0€3MEYHOCTI Ta €PEKTUBHOCTI, K1 MOTPIOHO
MITBEPAUTH BIAMOBITHUMHU KJITHIYHUMH TaHUMU;

- BU3HAYCHHS [JILOBOTO MPU3HAYEHHS BUPOOY;
- YITKE BU3HAYEHHS LIbOBI TPYIH 13 MOKAa3aHHAMU 1 IPOTUIIOKA3aHHSIMH;

- BCTAHOBJICHHS JIOKJIAJIHOTO OIKCY TNepen0ayeHoi KIIHIYHOT KOPUCTI IS
MAII€HTIB 13 BIMOBIAHUMH Ta BUBHAYEHUMH MapaMeTpaMH KITHIYHOTO Pe3yibTaTy;

- BCTAHOBJICHHS METOJIIB, 5IK1 OyIyTh BUKOPHUCTAHI1 JJIsl IEPEBIPKU KUTbKICHUX
Ta AKICHUX ACTMEKTIB KIIHIYHOI O€3MEeYHOCT] 13 YITKUM MOCHUJIAHHSM Ha BU3HAYCHHS
3aJIMIITKOBUX PU3UKIB Ta MOOIYHUX €(EKTiB;

- BHM3HAYEHHS OPIEHTOBHOTO MEPEIIKY 1 crieudiKaIlio mapaMmeTpis, siki Oy 1y Th
BUKOPHUCTaHI, 3 YpaxyBaHHSIM Cy4YacHOTO PIBHS PO3BUTKY B MEIMYHIA ramysi, AJis
BCTAHOBJICHHSI CIIBBIIHOIICHHS KOPUCTh-PU3HUK JUIsl PI3HUX TIOKa3aHb Ta JJIs
L1JIbOBOTO MPU3HAYEHHS UM LIJILOBUX MPU3HAYEHb BUPOOY;

- 3a3HayeHHS, SK BHUPIIIYBATUMYThCS MUTAHHS CIIBBIJHOIICHHS KOPHUCTh-
PU3UK, OB’ A3aHi1 31 CIeU(PIYHUMU KOMIIOHEHTaAMH, TAKUMHU SIK JIIKAPChKI1 3ac00M a00
HEXUTTE3NATHI TKAHWUHU TBAPUHHOTO YH JIFOJICHKOTO MOXOJIKEHHS;

- IUIaH KJIHIYHOTO PO3BUTKY, IO BU3HAYA€ TepexiJ BiA AOCHITHUIIBKUX
BUNPOOYBaHb, TaKWX SK JOCHIDKEHHS TIEPIIOro 3acTOCYBaHHS Ha JIFOJWHI,
IOCHIJUKEHHS 3  OIIHKM  3OIMCHEHHOCTI Ta  IJOTHI  JOCHIIUKEHHS, 10
MIATBEPKYBAILHUX BUMPOOYBaHb, TAKUX SK, KJIFOYOBI KIIHIYHI JOCHIDKCHHS Ta
noctMapkeTuHroBuit kimiHIYHNN Harmsg (PMCF), gk 3a3HaueHO B 4acTHHI IBOTO
JIOJIaTKy 3 3a3HAYCHHS OCHOBHUX €TAIliB 1 ONMUC MOTEHIIWHUX KPUTEPIiB IPUHHATTS;

2) ineHTrdIKYBaTH JOCTYITHI KJIIHIYHI JJaH1, sSIKI MAlOTh BiTHOIICHHS JJIsl BUPOOY
Ta HOT0 IIIbOBOTO MPU3HAYEHHS, & TAK0X OyAb-sIKl MPOTANMHU Y KITHIYHHUX JJOKa3ax
3a JOMOMOT'OI0 CUCTEMAaTUYHOI'O aHaJl13y HAyKOBOI JIITepaTypu;
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3) omiHIOBaTH BC1 BIAMOBIAHI KIIIHIYHI JaHI HUISXOM OIIHIOBAaHHS IXHBOI
NPUIATHOCTI JJI BU3HAUCHHS O€3MEeYHOCTI Ta e(heKTUBHOCTI BUPOOY;

4) reHepyBaTH, 3a JOMOMOIOI0 HAJIEKHUM YMHOM OPTaHI30BaHMX KIIHIYHHX
JOCITIIKEHD 3TAHO 3 TUTAHOM KJIIHIYHUX JOCIIKEHb, Oyab-AKi HOBI M JOJATKOBI
KJTIIHIYHI JaH1, HCOOX1IH1 IJIs BUPIIIIEHHS TTPOOIeM, sIKi He OYJI YCYHEHI;

5) aHami3yBaTH BCi BiANOBIAHI KIiHIYHI AaH1 Uit (OPMYITIOBaHHS BUCHOBKIB 3
0€3MeYHOCTI Ta KIiHIYHOT €()eKTUBHOCTI BUPOOY, 30KpeMa HOTo KIIHIYHOT KOPHUCTI.

2. KiiHiuHE OIliHIOBaHHS TIOBUHHO OyTH pETEIbHHM 1 OO0 €KTUBHUM Ta
BPAXOBYBATH SK CIPHSTIMBI, TaK i HecnpusaTnusi nani. Moro rimbuua Ta obcsr
MOBUHHI OyTH TMPONOPIIAHUMHU 1 BUANOBIIHUMM JO XapakTepy, Kiacudikariii,
I[iJThOBOTO TIPHU3HAYEHHS Ta PU3HMKY BHPOOY, a TAaKOX BHUMOT, IO BCTAHOBJICHO /O
BUPOOY BUPOOHUKOM.

3. KiiHiyHEe OIIIHIOBaHHS MOXKE TPYHTYBaTHCS Ha KIIHIYHMX JaHUX MO0
BUpOOy, AKUH € MIATBEPIKEHUM EKBIBAJIEHTOM BUPOOy, IO AOCIHIIKYIOTh. g
NIATBEPAKEHHS €KBIBAJICHTHOCTI IMOBUHHI BPaXOBYBATUCS TaKi TEXHIYHI, O10JIOT14HI
Ta KJIIHIYHI XapaKTEPUCTUKHU:

- Texniuni: BUpIO Mae NOMIOHY KOHCTPYKIIIO; HOTr0O BHKOPHUCTOBYIOTH Y
noa10HUX YMOBAX; BIH Ma€ MOJA10H1 XapaKTEPUCTUKH Ta BJIACTUBOCTI, 30KpeMa (pi3uKo-
XIMIYHI ~ BJIACTUBOCTI, Taki SIK €HEPrOCIOXUBAaHHS, MIIHICTh, B SA3KICTb,
XapaKTEepPUCTUKU TOBEPXHI, JOBXHHA XBWJ, Ta aJIrOPUTMU MPOrPAMHOIO
3a0€3MeUeHHs; y BIAMOBITHUX BHUIIAJKaX Ma€ IMOJIOHI METOAM BCTAHOBJIICHHS; Mae
no10H1 MPUHIUIY (YHKIIIOHYBAaHHS 1 KPUTUYHI €KCIUTyaTaIlliiHI BUMOTH;

- biomoriuni: y BUpoO1 BUKOPUCTaHI Ti caml Marepiajd Yd PEUYOBHUHHU, SKi
KOHTaKTYyIOTh 13 THUMH CaMUMH TKaHHMHAMHU YW PIIUHAMH OPTaHI3My JIOUHU Y
noaiOHMii crocid MpOTATOM MOAIOHOTO Yacy; BUPIO Mae MoAiOHI XapaKTePUCTUKH
BUBUIHHEHHS PEUOBUH, Y TOMY YMCII POYKTIB pO3Naay i BUMHUBAHHS;

- KininiuHi: BUpiO BUKOPUCTOBYIOTH JIsE TOTO CAMOTO KJIIHIYHOTO CTaHy YM Ti€l
caMoi KJIIHIYHOI 111, 30KpeMa XBOpOOU MOI0HOT TSHKKOCTI UM Ha MOJIIOH1M cTaill, B
TiM camiil 4YaCTUHI TiJIa, JJIsl Ti€T caMoi MOMYJIAIi, 30KpemMa 3a BIKOM, aHATOMIEIO Ta
¢13io0Ti€r0; BUPIO Mae TOM caMHMil TUI KOPUCTyBaya; Ma€ MOAIOHI MOKa3HUKU
e(heKTUBHOCTI pOOOTH B pO3pi3i KIHIYHOTO e(deKTy sl crenu(iqyHoro IijaL0BOro
MIPU3HAYCHHS.

XapakTepuCTUKU, NEpeiueHl B ab3anax IpyroMmy, TPETbOMY Ta YETBEPTOMY
OT0 MYHKTY, MOBUHHI OyTH MOAIOHUMH y Takid Mipi, 00 HE ICHYBaJIO KJIIHIYHO
3HAUYMIOi BIAMIHHOCTI B O€3MEeYHOCTI W KIiHIYHIN edeKTUBHOCTI BupoOy. Kpurepii
€KBI1BAJICHTHOCTI MTOBUHHI I'PYHTYBATHCS HAa HaJEKHOMY HAyKOBOMY OOIPYHTYBaHHI.
[ToBuHHO OYyTHM YITKO MiATBEP/IKEHO, 110 BUPOOHMKH MAalOTh JIOCTaTHIA pPIBEHb
JOCTYITYy IO JAHUX, SIKI CTOCYIOTBHCSI BUPOOIB, IMIOA0 SKUX 3asBJICHA €KBIBAJICHTHICTD,
JUIsL OOTPYHTYBAHHS IXHIX 3a5B LI0JI0 €KBIBaJEHTHOCTI.

4. PesynpTaTu KJIIHIYHOTO OIIHIOBAHHS Ta KIIHIYHI JOKa3W, Ha SKUX BOHO
IPYHTYETBCS, IOBUHHI OyTH 33JIOKYMEHTOBAHI Yy 3BiTl 3a pe3yjbTaTaMu KJIIHIYHOIO
OI[IHIOBAHHSI, SIKUM MOBUHHE OyTH MiJKPIIUICHA OLIHKA BIAMOBITHOCTI BUPOOY.
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Kniniynai 1okasu, pa3oM 13 HEKIIHIYHUMH JaHUMH, OTPUMAHUMH B PE3yJIbTaTI
BUKOPUCTAHHA METOMIB HEKJIIHIYHOTO BHUNPOOYBaHHS Ta 1HIIOI BIAMOBITHOL
JIOKYMEHTaIlli, TTOBUHHI JTO3BOJIATH BHUPOOHHUKY MPOJEMOHCTPYBATH BiJIMOBIAHICTD
3arajJbHUM BUMOTaM 3 0€3MEeYHOCTI Ta €pEeKTUBHOCTI 1 OyTH BKIFOYCHUMHU JI0 CKIIATY
TEXHIYHOI TOKyMEHTAIlii BUpOOy.

TexniyHa AOKyMeHTAIlisi TOBHMHHA BKJIIOYATH SK CIOPUSATIMBI, Tak 1
HECTIPUATIINBI JaHi, MpoaHaIi30BaHl B X0/1i KJIIIHIYHOTO OI[IHIOBaHHSI.

YACTHUHA B
MOCTMAPKETHHI OB KJITHIYHUANA HATJISI (PMCF)

5. Moctmapkerunrouit kiU Harmsg (PMCF) o3nauae GesnepepBHMIA
mpoliec, KK OHOBJIIOE KIIIHIYHE OIIHIOBAHHS, 3a3Ha4eHe Y MyHKTax 236-247 1poro
TexHIYHOTO perjiaMeHTy Ta 4YacTHUHI A IOTO JO0JATKYy, 1 PEryJIIO€ThCS IUIAHOM
NIOCTMapKeTHHTOBOoro  Harisiay — (post-market — surveillance) BupoOHuka. Ilpu
MPOBEJICHHI MOCTMapKETUHIOBOro KJiHIYHOTO Harfisixy (PMCF) BUpOOHUK OBHUHEH
MPOAKTUBHO 30UpaTh ¥ OIIHIOBATU KJIIHIYHI JIaH1 1010 BUKOPUCTAHHS Ha JIIOMSIX
BHUpOOY, II0 MApKOBAHUI 3HAKOM BIJIIIOBITHOCTI 1 BB€ZICHUH B 00IT UM B €KCILTyaTalllo,
32 WOro UITbOBUM NPHU3HAYEHHSAM, SK BKA3aHO Yy BIANOBIAHIN MpoueAypl OLIHKU
BIIMOBIJHOCTI, 3 METOI JEMOHCTpallii 0e3meyHocTi Ta €(QEeKTUBHOCTI MPOTATOM
OUYIKyBAaHOTO CTPOKY CIIY>KOM BHpOOy, 3a0e3nedeHHs NPUHUHATHOCTI BU3HAYCHHUX
PHU3HKIB Y IUHAMIII Ta BUSBJICHHS HOBUX PU3HUKIB HA OCHOBI (DAKTUYHHUX JTOKA31B.

6. [Moctmapkerunrosuit kiiHiuHui Harsin (PMCF) moBuneHn mpoBomuTucs
3T1JTHO 13 33IOKYMEHTOBAaHUM METOJIOM, BCTAHOBJICHUM Y IJIaH1 TOCTMapKETUHTOBOTO
kiiHiyHoro Harnany (PMCF).

6.1. Y mnani noctmapketuHrooro kiaiHiyHoro Harisay (PMCF) noBunHi OyTH
BU3HAUYCHI METOAM 1 TPOLEAYpU [Jis MPOAKTUBHOTO 30MpaHHS 1 OI[IHIOBAHHS
KJIIHIYHUX JaHUX 3 METOIO:

1) nemoHcTparii Oe3meyHocTi Ta E(PEKTUBHOCTI BHUPOOY MPOTATOM HOTroO
OUIKYBaHOTO CTPOKY CITyKOH,

2) BU3HAYEHHS HEBIJIOMUX paHille NOOIYHUX €QEeKTIB Ta MOHITOPUHTY
BU3HAYEHUX MOOIYHUX €(EKTIB 1 IPOTUIIOKA3AHb,

3) BU3HAYEHHS Ta aHAJI3y HOBUX PU3HMKIB HA OCHOBI (DAKTUYHUX JaHUX,

4) 3a0e3neueHHs MPUUHATHOCTI CIIBBITHOIICHHS] KOPUCTh-PU3UK, 3a3HAUYEHOTO
B myHKTax | ta 9 po3niny | nogatky 1, y nunamiri, Ta

5) BuU3HAYCHHS MOXJIUBUX CHCTEMATHUYHUX BHUIIAJKIB HEMPABUIHHOTO
BUKOPUCTaHHSA BUPOOY ab0 HWOTro BHUKOPHUCTAHHS Yy CHOCIO, sIKif He mepeadadeHuit
THCTPYKITI€I0, JJIs IEPEBIPKH MPABUIILHOCTI IIThOBOTO MPU3HAYCHHS.

6.2. [1nan moctmapkeTuHTOBOTO KiIiHIgHOTO Harysany (PMCF) moBuHeH MiCTHTH
HoHalMeHiIie iHpopmaIlio npo:
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1) 3aranbHi METOAM 1 MPOLEAYPU MOCTMAPKETHHTOBOTO KIIHIYHOTO HArJsiay
(PMCF), sxi moBuHHI OyTH 3acTOCOBaHi, Taki SK 30upaHHs iHpopMaIi mTpo
OTPUMAaHHM KJITHIYHUNA TOCBIJ, BIATYKIB KOPUCTYBaYiB, MOMIYK iHGOpMaIlii B HAyKOBii
JITEpaTypi Ta IHIINX JPKepeIax KIHIYHAX JaHUX;

2) crieruivHI METOAHM 1 MPOLIETYPH TOCTMAPKETUHTOBOTO KIIIHIYHOTO HArJISAy
(PMCEF), sixi moBuHHI OyTH 3aCTOCOBaHI, TaKi K OI[IHIOBAHHS BIIMOBIIHUX PEECTPIB
YH JTOCJIIHDKEHb Ha eTarli MOCTMapKeTUHroBoro kiiHigHoro Harmsiay (PMCF);

3) oOrpyHTyBaHHS BIAMOBIAHOCTI METOAIB 1 TPOIEAYp, 3a3HAYCHUX Y
nianmyHkTax 1 ta 2 mianyHkTy 6.2. nyHKTY 6 9acTuHU b 11boro 101aTKys;

4) mocuJiaHHS Ha BIAMOBIAHI YaCTUHHU 3BITY 3a pe3yJibTaTaMU KJIIHIYHOTO
OILIIHIOBaHHS, 3a3HAYEHOTO0 B MYHKTI 4 YacTUHU A IBOTO JIOJATKy, T4 CHCTEMH
yIpaBJIIHHS pU3UKaMHU, 3a3Ha4€HOI B MMyHKTI1 3 po3auny I noxarky 1;

5) cmeuuiunHi 1M, AKI TMOBUHHI OyTH OXOIUIEHI MOCTMapKETHHTOBUM
kiiHIYHUM Harsgom (PMCEF);

6) OI[IHIOBAHHS KJIIHIYHUX JJAHUX 11010 €KBIBAJICHTHUX YM MOIIOHUX BUPOOIB;

7) mocwiaHHd Ha OyIb-fKl BIAMOBIAHI 3arajibHi creuu@ikailii, HalioOHaJIbHI
cragaaptu (CS), 3a yMOBU iX BUKOPHCTAHHS BUPOOHHMKOM, Ta BIJAINOBIJIHI KEPIBHI
MOJIOKEHHS IIOJ0 MOCTMAPKETUHIOBOro KiiHiyHOro Harsay (PMCEF);

8) neTanbHUI Ta HAJISKHUM YMHOM OOIPYHTOBaHU rpadik JISIIbHOCTI B paMKax
nocTMapkeTuHroBoro kiiHigyHoro Harmsany (PMCF) (Hanmpukian, aHamizy JaHUX
nocTMapkeTuHroBoro kiaiHigyHoro Harsny (PMCF) Ta 3BiTyBaHHS), sSika TOBUHHA Oy TH
3/11MiCHEHa BUPOOHHUKOM.

7. BupoOHMK TIOBUHEH aHali3yBaTH BHCHOBKM 3a  pe3yJIbTaTamu
noctTMapkeTuHroBoro kiiHigHOro Harsany (PMCF) 1 mokymMeHTyBaTH pe3yibTaTH Yy
3BITI 3a pe3yJibTaTaMH OILIHIOBAaHHS TMOCTMAPKETHHIOBOTO KIIHIYHOTO HATrJsioy
(PMCF), sikuii MOBUHEH BXOJIUTH JI0 CKJIaay 3BITY 3BIT 3a Pe3yJIbTaTaMH KIIIHIYHOTO
OI[IHIOBAHHS 1 TEXHIYHOI IOKYMEHTAIi.

8. BuHCHOBKM, BHKJaJ€HI Yy 3BITI 3a pe3yJbTaTaMH  OLIHIOBAHHS
noctMapkeTuHrooro kiiHiuHoro Harisgy (PMCF), moBuHHI OyTH BpaxoBaHi mpu
MPOBEICHHI KJIIHIYHOTO OIIHIOBaHHS, 3a3HAYEHOT0 Yy MyHKTax 236-247 1mporo
TexHIYHOTO periiaMeHTy Ta 4acTHHI A IbOTO JOJATKY, a TAKOX B XOJI1 YIpaBIlHHSI
pU3MKaMu, 3a3HayeHOro B MyHKTI 3 po3ainy | gomarky 1. Sxmio y mporeci
nocTMapkeTuHroBoro kiiHigHOro Harsiny (PMCF) BusiBsit0Th HEOOXITHICTD BXKUTTS
3armo01KHUX Ta/ab0 KOperyBaabHUX Jliii, BAPOOHUK TOBUHEH BKUTH iX.
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Hoaparok 15
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

KJIHIYHI JOCJIIIXKEHHSA

PO3LJI 1. 3BATAJIBHI BUMOI'
1. ETruni npuHIUIU

Kosken etan KIHIYHOTO JOCTIKEHHS, B1I TOYaTKOBOI'O aHaIi3y HEOOX1JHOCTI
Ta OOIPYHTYBaHHS JOCIHIDKCHHS, O ONIPHIIOJHCHHS pe3yjbTaTiB, ITOBHHCH
3MIMCHIOBATHCS 3T1IHO 13 BU3HAHUMH €TUYHUMU MMPHUHIIUIIAMHU.

2. Metoan

2.1. KiiHiuH1 JOCHIIKEHHSI TMOBHUHHI MPOBOJUTUCS HAa OCHOBI BIJIOBIAHOTO
IJIaHy, KUK BiOOpakae HAWHOBIII HayKOBO-TEXHIYHI 3HAHHS 1 CKJIAJEHUM TaKUM
YUHOM, 100 MIATBEPAUTH ab0 CHPOCTYBATHU 3asBU BUPOOHUKA I0J0 O€3MEYHOCTI,
e(EeKTHUBHOCTI Ta aCIEKTIB, Kl CTOCYIOThCS CIIBBIIHOIIEHHS KOPUCTh-PU3UK BUPOOIB,
SK 3a3HaY€HO Yy MyHKTI 248 1poro TeXHIYHOTO peryiaMeHTy; KIIHIYHI JOCIHiIKCHHS
MOBUHHI BKJIIOYATH HAJEKHY KUIBKICTh CIIOCTEPEXKEHb, 10O TapaHTyBaTH HAyKOBY
OOTPYHTOBaHICTh BHUCHOBKIB. OOrpyHTYBaHHS [M3ailHy Ta OOpaHOi CTaTHCTHUYHOI
METO/I0JIOTIi MOBUHHI OYTH TPEACTABJICHI SK 3a3HAYEHO HUXKYE y MIAMYHKTI 3.6.
nyHkTy 3 po3ainy Il iboro qonatka.

2.2. Tlponienypu, Ki BAKOPUCTOBYIOTh ISl TPOBEICHHSI KIIIHIYHUX JTOCITII>)KEHb,
MOBUHHI OYTH BIAMOBIIHUMH JIJIs1 BUPOOY, IIOAO SKOTO MPOBOASTH TOCIIIPKCHHS.

2.3. Meroxonorii IOCHIKEHb, $AKI BHKOPUCTOBYIOTH [JiIsi TPOBEACHHS
KJIIIHIYHUX JOCTIIKEHb, MOBUHHI OYTH BIANOBIIHUMH JJIi BUPOOY, W00 SKOTO
MPOBOAATH JOCIIIIPKCHHS.

2.4. KniHi4H1 JOCTIIKEHHS TOBUHHI MPOBOJIUTUCS 3T1HO 13 MJIAHOM KIITHIYHUX
JOCIIIJKEHb JOCTAaTHBOIO KIIBKICTIO IIJIbOBUX KOPUCTYBAayiB y KIIHIYHOMY
CEepEeNOBUII, SIKE € peNpe3eHTAaTUBHUM [Jis MependauyeHuX HOPMaJbHUX YMOB
BUKOPUCTAaHHA BUPOOYy B ULUIbOBIM momyJsiii mnamieHTiB. KiiHIYHI JOCHIIKEHHS
MOBUHHI OYTH Y3TrOJ[’KEH1 3 TIJIAaHOM KJIIHIYHOTO OI[IHIOBAaHHS, SIK 3a3HAYEHO B YACTHHI
A nopatky 14.

2.5. VYci BiAmoBimHI TexHIYHI ¥ (yHKIIOHAIBHI XapaKTEPUCTHKU BUPOOY,
30KpeMa Ti, 0 CTOCYIOThCA 0€3MEeYHOCTI Ta €(heKTUBHOCTI, a TAKOXK 1XHI OYiKyBaHI
KJIIHIYHI pe3yslbTaTd TOBMHHI OYTH HaJIEKHUM UYHWHOM OXOIUIEHI MPOEKTOM
nociimkeHHs. [loBuHeH OyTH HaBeJAGHMU MEpeNiK TEXHIYHUX 1 (PYHKIIOHAJIbHHUX
XapaKTEPUCTHK BUPOOY Ta MOB’A3aHUX KITIHIYHUX PE3yJIbTATIB.

2.6. KiH11eB1 TOYKH KJIIHIYHOTO JOCHIKEHHSI TOBUHHI CTOCYBATHCS 11JIbOBOTO
MPU3HAYEHHS, KITHIYHOI KOPUCTI, €(hEeKTUBHOCTI Ta Oe3neyHocTi BUpoOy. Taki KiHIEBI
TOYKA TIOBUHHI BH3HAYaTUCA 1 aHANI3yBaTHUCS 13 BUKOPUCTAaHHSAM HAYKOBO
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oOTpyHTOBaHMX MeToaoJorid. OCHOBHA KiHIIEBA TOYKA MOBHHHA OyTH BIIMOBITHOIO
11 BUpoOy Ta KIIHIYHO BiMOBIIHOIO.

2.7. JlocnigHUKA TOBUHHI MAaTH JOCTYII J0 KJIIHIYHUX 1 TEXHIYHUX JAHHUX 100
BupoOy. Ilepconan, mo 6epe ydacTs y MpOBEACHHI JOCHIKEHHS, TOBUHEH MPOUTH
HaJIC)KHI HABYaHHS ¥ MIATOTOBKY IOAO0 HAJEKHOTO BUKOPUCTAHHS JOCIIIKYBAHOTO
BUpOOyY, MJIaHy KJIIHIYHOTO TOCHIPKEHHS Ta HAJEXKHOI KIIIHIYHOI MpakTUKU. Taka
HOiArOTOBKa MMOBMHHA OyTH BepH(pikOBaHA Ta, 3a HEOOXITHOCTI, OpraHizoBaHa
CIIOHCOPOM 1 HaJIS)KHUM YUHOM 33JJ0KyMEHTOBAHA.

2.8. 3BIT 3a pe3yJbTaTaMu KJITHIYHOTO JTOCTIHKEHHS, MAMUCAHUN TOCIITHUKOM,
MMOBUHEH MICTUTH KPUTHUYHE OIIIHIOBAHHS YCIX JIaHHMX, 310paHUX Yy XOJI KJIIHIYHOTO
JOCITIKEHHS, Ta BKJIFOYATH OYy/1b-5IK1 HETaTUBHI BUCHOBKH.

PO3I1J II. IOKYMEHTALIA JISA IOJAHHSA 3AABUA ITPO
HPOBEAEHHS K/ITHIYHOI'O JOCJIIIKEHHSA

JIist mocmimHuX BUPOOIB, SKI MIANAAAIOTh Mif if0 MyHKTIB 248-254 1poro
TexHIYHOrO periiaMeHTy, CIIOHCOpP IMOBMHEH CKJIACTH 1 TOJAaTH 3asiBy 3TITHO 3
nyHKTamu 272-279 nuporo TexHIYHOTO permamMeHTy, 10 K01 MOBUHHI OyTH A0AaH1 Taki
JTIOKYMEHTH:

1. ®opma 3asBU

dopma 3asiBU MOBHHHA OyTH 3allOBHCHA HAJICKHUM YHMHOM 1 MICTUTH TaKy
1H(DopMmaIrito:

1.1. HaitmeHnyBaHHs, apecy Ta KOHTAKTHI JJaH1 CIOHCOpa Ta, AKIIO 3aCTOCOBHO,
HallMEHYBaHHS, aJ[peCy Ta KOHTAKTHI JIaHI MOTO0 KOHTAKTHOI OCOOM YW 3aKOHHOTO
MpeAcTaBHUKA 3riqHO 3 MyHKTOM 249 1p0r0 TexXHIYHOTO periameHTy, SKHi
3HAXOAMUTHCS B Y KpaiHi;

1.2. sxmo Taki gaHi BIAPI3HSIOTHCSA Bl 3a3HayeHUX y MiANYHKTI 1.1. 1qporo
MyHKTY, HAUMEHYBaHHSI, aJJpecy Ta KOHTAKTHI JJaHI BUPOOHUKA BUPOOY, IIOAO SKOTO
IUIaHYIOTh TPOBOJUTH KIIIHIYHE JOCHIIKEHHSA, Ta, SKIOIO 3aCTOCOBHO, WOro
YIOBHOBA)XEHOTO MPEICTABHUKA;

1.3. Ha3By KJIIHIYHOTO JOCTIKEHHSI;

1.4. cratyc 3asBU PO MPOBEICHHS KJIIIHIYHOTO JOCHIKEHHS (IToJaHa BIEpIIe,
M0J/IaHa MOBTOPHO, BHECEHI 1CTOTHI 3MiHH);

1.5. BimoMocTi mpo Ta/ab0 MOCHIIaHHS Ha IIaH KIIHIYHOTO OIIHIOBAHHS,

1.6. sxmo 3asiBa € TMOBTOPHOIO 3asBOI0 IMOJO0 BUPOOY, IOAO SKOTO YKe
MO/IaBAJIH 3asIBY, JaTH Ta PEECTPAIiiTHI HOMEPH MOMEPeIHIX 3asB a00, y pa3i BHECEHHS
ICTOTHUX 3MiH, MOCHJIaHHS Ha IMOYaTKOBY 3asiBy. CIOHCOp NMOBHHEH BKa3aTH YCi
BIJIMIHHOCTI BiJ] TIOTIEPEHKOI 3asBU, a TaKOX OOTPYHTYBATH TaKl 3MiHHU, 30KpeMa
3a3HaYUTH, YU Oyiau OyJb-AKi 3MIHM BHECEHI Yy BIJINOBIIb HAa BHCHOBKHM 3a
pe3yJibTaTaMu PO3MJIsIAy 3asBU JepKIIKCIIyKOO00 YU KOMITETOM 3 ITUTaHb €TUKH,



210

1.7. sK1110 3a8By MOAAIOTH MapalieIbHO 13 3asBOIO PO MPOBEACHHS KITHIYHOTO
JOCTiKEeHHs (BUMPOOYBaHHs) JIIKapChKOT0 3ac0o0y 3rifHo 13 3akoHoM Ykpainu «IIpo
JIKapCchKi 3aco0m», TMOCWIAHHA Ha OQIINAHUI peecTpaliiHuil HOMEp TaKoro
KIHIYHOTO JOCTIKEHHS (BUIPOOYBaHH);

1.8. imenTtudikamiiHi naHi KpaiH, B SKUX IUIAHYIOTh MPOBOJUTH KIiHIYHE
JOCTIPKEHHS y paMKax 0araToreHTpOBOTO JOCIIHPKEHHS Ha MOMEHT TOJJaHHS 3asBU;

1.9. xopoTkuii omuc AOCTIAKYBaHOTO BUPOOy, Horo kiacu@ikailis Ta 1HIIA
iHdopMalris, HeoOXiaHa 1 11eHTHdIKaIli BUpoOy Ta Horo TUIy;

1.10. iHpopmariiro mpo Te, U BKIIFOYAE BUPIO JIIKAPChKY PEUYOBHUHY, B TOMY YHCIII
MOX1AHUHN MPOAYKT 13 KPOB1 UM IJIa3MU JIFOJAUHU a00 MPO T, YU BUTOTOBJIICHUH BIH 13
BUKOPHUCTAHHSAM HEXUTTE3IaTHUX TKAHWH YW KIITHH JFOJACHKOTO YW TBAapHUHHOTO
MMOXOXKEHHS a00 1X MOX1THUX;

1.11. pe3toMme IIaHy KJIIHIYHOTO JOCIIDKEHHS, SIKE BKJIIOYA€ MOro I,
KUIBKICTB Ta CTAaTh Cy0’ €KTIB, KpUTEPIi BIAOOPY CyO’ €KTIB, HASIBHICTH Cy0’ €KTIB BIKOM
1m0 18 pokiB, AW3aiH MOCIIIKEHHS, TaKl K KOHTPOJhOBaHI Ta/abo paH/I0MI30BaHi
JOCJIIKCHHS, 3aIlJIAHOBAH1 JJaTH MOYaTKY 1 3aBEPIICHHS KITHIYHOTO JOCIIII>)KEHHS;

1.12. sakmo 3acTocoBHO, 1HpOpPMAII0 TPO BUPIO TMOPIBHSIHHA, WOTrO
Kiacuikanilo Ta 1HMY 1HQOpMaLil, HEOOXIOHY Uil 1AeHTU(IKalli BUPOOY
MOPIBHSHHS;

1.13. miaTrBepaKeHHSI CIIOHCOPOM TOTO, IO KJIIHIYHMMA JOCITIHUK Ma€ MpaBo
MPOBOAUTH KITIHIYHE IOCHIIKCHHS, a JOCIHIIHUM IEHTP € MPUJIATHUM JJIi HOro
MIPOBEICHHS 3T1AHO 13 TIJIAHOM KIJIIHIYHOTO JOCTKEHHS,

1.14. BiIOMOCTI TIpO 3arjiaHOBaHy JaTy MOYaTKy 1 TPUBAIICTh JOCIIIKCHHS;

1.15. BimoMocCTi, HEOOX11HI /IS 1IeHTU(DIKaIlli TPU3HAYEHOTO OPTaHy, SIKIIO BiH
yKe 3aJlydeHUI Ha eTalrl MOJIaHHs 3asiBU PO MPOBEICHHS KIIIHIYHOTO JOCIIIKESHHS;

1.16. migTBepmKeHHS 0013HAHOCTI CIIOHCOpPAa TPO MOKJIUBICTH 3BEPHEHHS
JepaImiKeyK0u 10 KOMITETY 3 MUTaHb €TUKU, SIKUW OIIHIOE UM BXKE OI[IHUB 3asBY;

1.17. 3asBy, 3a3HaueHy B miANyHKTI 4.1. myHkTy 4 po3nuty I nporo nogatky.
2. bpourypa gocnigHuka

bpomrypa nocmignuka (b/[) moBHHHA MICTUTHM KIIHIYHY W HEKIIHIYHY
iH(dopMaIlito Tpo AOCHIKYBaHUM BHUpIO, SKa CTOCYETbCS JOCHIKEHHS Ta €
JOCTYITHOKO Ha MOMEHT TMoJIaHHs 3asiBU. Bci oHoBieHHs1 bporrypu npocmigavka (B1)
YM iHIIa HOBA HEOOXiaHA 1H(OpMaIlis TOBUHHI OYyTH CBOEYACHO JOBENICHI 0 BiloMa
nocmiguukiB. Bbporrypa mocmigauka (B/l) moBuHHa OyTH 4iTKO ineHTH(IKOBaHA i
MICTUTH, 30KpeMa, TaKy iHdopmaIrito:

2.1. Imentudikamiro Ta omuc BUpOOy, 30Kpema i1HGOPMAIIO TPO IIITHOBE
MPU3HAYEHHS, KJIaC PU3HMKY 1 3aCTOCOBHE MpaBUJIO Kiiacuikailii 3riIHO 3 JOJIaTKOM 8§,
KOHCTPYKIIIF0O Ta BUTOTOBJIEHHS BHUPOOY, a TAaKOXX TOCHWJIAHHA Ha TOMEpeaHi W
aHAJIOT1YHI TTOKOJIIHHS BHPOOY.
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2.2. IHcTpykiii BUpOOHHKA 13 BCTAaHOBJIEHHS, OOCIyrOBYyBaHHS, JHOTPUMAaHHS
CTaHJAPTIB TIrl€HW Ta BUKOPHUCTAHHA, 30KpEMa BHMOTHM II0A0 30epiraHHs Ta
o0OpoOIeHHs, a TaKOK, 32 HASIBHOCTI, 1H(pOpMaIlito, ska TOBUHHA OyTH po3MillleHa Ha
eTHKETIIl, Ta IHCTPYKIIii 13 3aCTOCYBaHHS, SIK1 TUIaHYIOTh HaJaBaTH 3 BUPOOOM IIPU HOTO
BBeJIeHH]1 B 00ir. OKpiM 1bOTO MOBUHHA OyTH HajmaHa iH(opmaiis moao0 Oyab-aKoi
HEOOX1TIHOT MiATOTOBKH.

2.3. JlokJIiHIYHE OI[IHIOBAaHHS HA OCHOBI BIINOBIJHOIO JOKJIIHIYHOIO
BUTIPOOYBAHHSI Ta EKCIIEPUMEHTAIBHUX JaHHUX, 30KpeMa I0JI0 PO3paxyHKiB Ha eTarli
MIPOCKTYBaHHS, BUIPOOyBaHbL In Vitro, BUIPOOyBaHb €X Vivo, BHUIPOOYBaHb Ha
TBapWHAX, MEXaHIYHI YM €JICKTPUYHI BHUIPOOYBaHHs, Badifalii crepuiizari,
Bepudikarii ¥ Bamigamii mporpaMHOro  3a0€3MEUeHHS, eKCIUTyaTallliiHOTO
BUNPOOYBaHHSI, OIIHIOBAaHHS O10JI0T1YHOI CYMICHOCTI Ta 010JI0T14HOI O€3IeYHOCTI, Y
3aCTOCOBHUX BUIAIKAX.

2.4, HasBHi KJIiHIYHI JaH1, 30KpeMa:

- 13 HasBHOI HAYKOBOI JIITEpaTypH 1010 0€3MeYHOCTI, €(DEeKTUBHOCTI, KJIIHIYHOI
KOPHUCTI JUIsl TALI€HTIB, XapaKTEPUCTUK KOHCTPYKUIi Ta LIIbOBOTO MPU3HAYEHHS
BUpOOY Ta/ad0 €KBIBAJIECHTHUX YM MOAIOHUX BUPOOIB;

- 1HII JOCTYMHI KJIHIYHI JaHl M[0JI0 0€3MeYHOCTi, €()eKTUBHOCTI, KIJIIHIYHOI
KOPHUCTI ISl TALI€HTIB, XapaKTEPUCTUK KOHCTPYKUIi Ta LIJIbOBOTO MPU3HAYEHHS
€KBIBaJICHTHUX YM MOJIOHUX BUPOOIB TOTO CaMOr0 BUPOOHHKA, 30KpEMa TPUBAIOCTI
nepeObyBaHHs B 00iry Ta aHamizy e(eKTUBHOCTI, KIIHIYHOI KOPHUCTI, IHTaHb,
MOB’SI3aHUX 13 OE3MEUHICTIO, Ta OyAb-SIKUX Y)KUTHUX KOPETYyBaJIbHUX JIIH.

2.5. Pestome aHamizy CHIBBIJHONIICHHS KOPUCTh-PU3UK Ta YIPaBIIHHS
pu3MKamMu, 30KpeMa iH@opMarii Mmpo BigOMI W TPOTHO30BaHI PHU3MKHU, OYIb-AKi
HeOakaH1 Mo01YH1 eeKTH, MPOTUITIOKA3aHHS Ta MOTIEPEHKEHHS.

2.6. Y Bunaaxky BupoOiB, 10 BKIFOUYAIOTh JIIKAPCHKIM 3aci0, 30KpeMa MOX1THUN
MPOAYKT 13 KPOBI1 UM TJIa3MH JIFOJAUHU, 400 BUPOO1B, BUTOTOBJICHUX 13 BUKOPUCTAHHSAM
HEXKUTTE3AATHUX TKAHUH YU KJIITHUH JIOJICBKOTO YU TBAPUHHOTO MOXOJKEHHS a00 X
MOXI1JIHUX, Je€TalbHy 1H(OpMAIiI0 PO BIANOBIAHY PEUOBUHY, TKAHUHU, KIITHHU a00
iX MOXIiJHI, @ TaKoX MpPO iX BIAMOBIJHICTh BIAMOBITHUM 3arajbHUM BUMOTaM 3
0e3meyHocTl Ta €()EeKTUBHOCTI Ta YNPABIIHHA CHCHU(PIYHUMHU pPHU3UKAMH, SKI
CTOCYIOTHCSI PEUOBUHM UM TKAHUH, KJIITUH, 200 1X MOX1AHUX, a TAKOXK M1TBEPIKEHHS
JI0JTaHOT BapTOCTI BKJIFOUCHHS TAKUX CKJIATHUKIB y BITHOIICHHI /IO KIHIYHOT KOPHCTI
Ta/abo 6e3nevyHocTi BUpoOy.

2.7. llepenik BigoMocCTel MPO AOTPUMAHHS 3araJIbHUX BUMOT 3 O€3MEYHOCTI Ta
e(pEeKTUBHOCTI, BCTAaHOBJIEHUX Yy JOJaTKy 1, 30KpeMa IMOBHICTIO YU YacCTKOBO
3aCTOCOBHUX CTaHAApTIB 1 3arampbHux crenudikamiii (CS), a TakoX OMUC PIIICHb,
CIpSIMOBAaHUX Ha JIOTPUMAaHHS BIATMOBIIHMX 3arajJilbHUX BUMOT 3 O€3MEeYHOCTI Ta
e(eKTHUBHOCTI, SKIIIO TaKl CTaHIAPTH Ta 3araibHi cnerudikaiii (CS) He noTpumaHi, He
MOBHICTIO IOTPUMaHi a00 BIJCYTHI.
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2.8. JleTanbpHH ONKC KIIHIYHUX MPOLETYP 1 N1IarHOCTUYHUX BUIPOOYBaHb, SKI
BUKOPHCTOBYIOTh Y XO/1 KJIIHIYHOTO AOCTIIKEHHS, 30KpeMa 1HpopMaliito npo Oyab-
SIK1 BIIXWJICHHS Bl 3BUYAHOT KITHIYHOT MPAKTUKH.

3. [iiaH KIIHIYHOTO JOCHIIKEHHS

[Mnan xminiynoro nocnimkenHs (I1KJ]) moBuHeH Bu3HauaTH OOIPYHTYBaHHS,
111711, METOJIOJIOTII0 PO3POOKH, 3acaii MOHITOPUHTY, TIPOBEICHHS, BEJICHHS 3aITUCIB Ta
METOJ aHami3y KIIHIYHOTO JOCHIDKEeHHs. BiH TMOBHHEH, 30Kpema, MICTUTH
iH(opMalIlito, BCTAHOBJICHY IIMM JIOJAATKOM. SKIIO YacTHHY Takoi iH(opMaliii ogarTh
B OKpeMoMy JIoKyMmeHTi, Ilman kminiunoro mgociimkenus (ITK/]) moBuHeH MiCTHTH
MOCHUJIAaHHS Ha HBOTO.

3.1. 3aranbHa iHGOpMAaILis

3.1.1. €aunuii 1geHTUdIKAIIAHUA HOMEp KIIHIYHOTO JOCHIIKCHHS, SK
3a3HAYEHO y MYHKTI 272 11boro TeXHIYHOTO PErIaMeHTy.

3.1.2. InenTudikariiini JaHi cHOHCOpa — HaMEHYBaHHs, aJpeca Ta KOHTAKTHI
JIaH1 CIIOHCOpa Ta, Y 3aCTOCOBHMX BHIIaJKaX, HAIMEHYBaHHS, aJipeca Ta KOHTAKTHI1
JaHl MOro KOHTaKTHOI OCOOM UM 3aKOHHOTO MPEACTaBHHMKA 3T1HO 3 MyHKTOM 249
pOro TeXHIYHOTO PerJaMeHTy, SIKUi 3HAXOAUTHCS B Y KpaiHI.

3.1.3. Indopmariist mpo roJOBHUX JOCHIIHUKIB Y KO)KHOMY AOCTIAHOMY LEHTPI,
JOCJTITHUKA-KOOPJIMHATOpA JIOCTI/HKEHHS, ajpeca KOKHOTO JOCTITHOTO IIEHTPY Ta
EKCTPEH1 KOHTaKTHI JaH1 TOJOBHUX JOCIIIHHUKIB Y KOKHOMY JOCIITHOMY LIEHTpi. Y
[Tnani kminigydoro pociimkeHnas (ITKJ1) moBuHHI OyTH 3a3Ha4YeHi poJii, 000B’SI3KH Ta
KBamiiKailii pi3HUX KaTeropiil TOCTITHHUKIB.

3.1.4. Kopotkuii ommc 3acan (iHaHCYBaHHS KIIHIYHOTO TOCHIIKCHHS Ta
KOPOTKHH OIMUC YTOIN MK CIIOHCOPOM 1 IIEHTPOM.

3.1.5. 3aranbHe pe3toMe KITHIYHOTO JTOCIHIIKEHHS JEP:KaBHOO MOBOIO.

3.2. InmentudikamiiiHi gaHi Ta omuc BUPOOYy, 30KpeMa WOro IiIJILOBOTO
MPU3HAYEHHS, HOro BUPOOHUKA, MPOCTEKYBAHICTh, I[1JIOBOI MOIMYJISLil, MaTepiais,
0 KOHTAKTYIOTh 13 TIJIOM JIIOAWHM, MEAMYHUX YU XIPYpPriuHUX MpOLEIyp,
nepeadayeHux JJis oro BUKOPUCTAHHS, Ta HEOOXIAHUX MIATOTOBKHU 1 JOCBIIY MJIS
HOro BUKOPHUCTaHHS, aHajli3 JOBIAKOBOI JIITEpaTypH, Cy4acCHU pIBEHb PO3BUTY Y
BIJINOBIJIHIN c(epl 3acTOCYBaHHA Ta MPOIIOHOBAaHA KOPUCTh HOBOT'O BUPOOY.

3.3. Pusuku Ta KJIiHIYHA KOPUCTh BUPOOY, SAKUM IJIAHYIOTh JOCIHIJKYBAaTH, 13
OOIPYHTYBAaHHSIM BIAMOBIJHUX OYIKYBAHHMX KIIHIYHUX pE3yJNbTaTiB y IUIaHI
KJIHIYHOTO JOCTII>)KEHHSI.

3.4. Onuc BIANOBIAHOCTI KJIIHIYHOTO JOCHIJDKEHHS Y KOHTEKCTI Cy4acHOIO
PIBHS PO3BUTKY KJIIHIYHOT TPAKTUKH.

3.5. il Ta rirmoTe3u KIHIYHOTO JOCHIIKCHHS.

3.6. Po3pobOka KIIHIYHOTO JTOCHIKEHHS 13 MIATBEPIKEHHSIM HOro HayKOBOI
OOTPYHTOBAHOCTI ¥ JOCTOBIPHOCTI.
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3.6.1. 3aranbHa iH(oOpMallis, Taka SIK TUN AOCTIIKEHHS 13 OOTPYyHTYBaHHSIM
BUOOPY TAKOTO THITY, BIAMOBITHUX KIHIIEBUX TOYOK Ta 3MIHHHMX, BU3HAYCHUX Y TUIAHI
KJIIHIYHOTO OIIHIOBAHHSI.

3.6.2. Iudopmamis mpo AochiKyBaHHM BHpIO, Mpo Oyap-siki BUpOOU
MOPIBHAHHSA Ta MPO Oyb-sIKi 1HIII BUPOOH UM JIKHU, SIKI TUIAHYIOTh BUKOPUCTOBYBATH Y
KJIIHIYHOMY JTOCJIIIPKEHHI.

3.6.3. Iadopmamiss mpo cyO’ekTiB, Kputepii BIZOOPY, pPO3MIP JOCIITHOI
MONYJISIT, pernpe3eHTaTUBHICTh JTOCTIAHOI MOMYJIALil y BIJHOIIEHHI JO HUIBOBOL
MOMYJISIIT Ta, SKIIO 3aCTOCOBHO, 1H(OpMAIIs PO BPa3IUBHUX CYyO’ €KTIB, TAKHX SK
JIITH, BariTHI )KIHKH, 0COOH 3 IMYHOIe(PIITUTOM YU OCOOHU JIITHBOTO BIKY.

3.6.4. BimoMocTi mpo 3axo[d, SKUX IUIAHYIOTh Y)KMBAaTH U1 MiHIMi3allii
CHUCTEMHHX ITOMUJIOK, TAKHMX K paHIOMi3allisl Ta yIPaBIiHHSI MOKJIUBUMU (haKTOpaMH
BUKPHUBIICHHS.

3.6.5. Onuc KIHIYHUX OpOUEayp 1 JIarHOCTUYHUX METOMIB, SIKI CTOCYIOThCS
KJIIIHIYHOTO JIOCTI/DKEHHS, Ta, 30KpPEMa, BUCBITJIICHHS OYIb-SIKUX BIIXUJICHb BIJ
HOPMAJIBHO1 KJIIHIYHOT NPAaKTHKHU.

3.6.6. [1naH MOHITOPUHTY

3.7. CratucTU4YHI acCHeKTH 3 OOIPYHTYBaHHSM, 30KpeMa OOYHCIICHHS
MOTYKHOCTI J1JIs1 pO3Mipy BHUOIPKH, SIKIIIO 3aCTOCOBHO.

3.8. YmpaBiiHHS TaHUMU.
3.9. Indopmartis ipo Oyab-ski 3minu B [Inani kiainiunoro gocmimkenns (ITK]T).

3.10. TlomiTuka crocTepekeHHs 3a Oyab-sIKUMH BiaxwieHHsMH Bin [lmany
kiaiHigHoro gocmimkenns (ITKJ) y mocmigHoMy 1IeHTpi Ta yIpaBIiHHSA HUMH, @ TAKOXK
yiTKa 3a00pOoHa BiAMOBH Bia qorpumanss [lnany kminiunoro gocmimkerns (ITK/T).

3.11. Ilim3BiTHICT TI0JI0 BUPOOY, 30KpeMa KOHTPOJIb JOCTYIy 10 BUPOOY,
CIIOCTEPEKEHHS 32 BUPOOOM, SIKMi BUKOPUCTOBYBAIH y KIIHIYHOMY JOCTIIKEHHS Ta
MOBEPHEHHS! HEBUKOPUCTAHUX, IPOTEPMIHOBAHHUX Ta HECIIPABHUX BUPOOIB.

3.12. 3asgBa mpo HOTPUMAaHHS BU3HAHMX E€TUYHHUX NPUHLMIIB MPOBEICHHS
MEIUYHUX AOCIIHKEHb 3a YYacTI JIt0/Iel Ta MPUHLHUIIIB HAJIEAKHOI KIIIHIYHOT IPAKTUKA
y cdepl KITHIYHUX TOCTIKEHb BUPOOIB, a TAKOX 3aCTOCOBHUX PETYJISITOPHUX BUMOT.

3.13. Onuc niporiecy oTpuMaHHs 1HPOPMOBAHOT 3T0JIH.

3.14. IloBimomiieHHS MOAO OE3MEYHOCTI, 30KpeMa BHU3HAUCHHS HEOaKaHUX
MOMi Ta Ceplo3HMX HeOakaHWUX MOJiH, HEJOJIKIB BUPOOIB, MPOIEAYp Ta CTPOKIB
[MOB1TOMJIEHHS.

3.15. Kpurepii Ta npouenypu uig HarjisiAy 3a cy0 €KTaMu MICHs 3aKIHUEHHS,
TUMYAacOBOTO NPU3YNHUHEHHS ab0 JOCTPOKOBOIO MPUMIMHEHHS JIOCIHIIKEHHS,
CIIOCTEPEKEHHS 3a CyO’€KTamH, SIKI MPUMMHWIA Y4YacTb Yy JOCHIJDKEHHI YM CTallud
HEJIOCTYITHUMU JJI CTIOCTepekeHHs. J[11 BUpoOiB, SK1 IMIUIAHTYIOTh, TaKl MPOIIEAYPH
MOBHHHI OXOIUTIOBATH IIOHAWNMEHIIE MPOCTEKYBaHICTb.
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3.16. Omnuc npouenyp i IOTISAY 3a Cy0’€KTaMH MICHs 3aBEPILECHHS y4acTi y
KIIIHIYHOMY JOCIII/KEHH] Y BUTTaIKaX, KOJIM TaKUi TOMATKOBUI TOTIISA € HEOOXITHUM
BHACJIIIOK Y4acTi Cy0’€KTIB y KIIHIYHOMY JOCIIIKEHH] Ta KOJIU BiH BiJIPI3HAETHCS Bl
3BUYAWHOTO JIJIS1 BIMIOBITHOTO MEIMYHOTO CTaHYy.

3.17. IloniTiKa MiATOTOBKH 3BITY 3a pe3yibTaTaMy KIIHIYHOTO JTOCIHIKEHHS Ta
OTIPWJIIOHEHHSI Pe3yJbTaTiB 3TiAHO 3 IOPUAMYHUMHU BHUMOTaMH Ta ETHYHUMHU
NPUHILIAIIAMH, 3TraJlaHuMU Y ITyHKT1] po3ainy | iporo qonatky.

3.18. Ilepemik TexHIYHUX 1 (QYHKIIOHAJIBLHUX XapaKTEPUCTHUK BUPOOY 13
OKPEMHMH 3a3HAYCHHSM THX 13 HUX, SIK1 OXOTUICH1 JOCIIKEHHSIM.

3.19. bibmiorpadis
4. Inma iHdopmaris

4.1. Tlinnucana 3asiBa (PI3UYHOT YK FOPUIMYHOI OCOOHM, BIAMOBIJANIBHOI 3a
BUTOTOBJIEHHS JOCTI/PKYBaHOTO BUpOOy, Mpo Te, IO JOCHIIKYyBaHUN BHUPIO
BI/IMOBIZIa€ 3arajJbHUM BHUMOTaM 3 O€3MeYHOCTI Ta €(EeKTUBHOCTI, 32 BUHATKOM
aCIEKTIB, OXOIUICHUX MPEAMETOM KJIIHIYHOIO JOCIIKEHHS, Ta PO T€, 1110 CTOCOBHO
TaKUX acCleKTIB OyJI0 BXHUTO yCl MOXIIMBHUX 3alOODKHUX 3aXOJIB ISl 3aXUCTYy
3JI0pOB’4 1 0e31eKu cy0’ €KTIB.

4.2. SIku1o 3aCTOCOBHO 3TiJIHO 13 3aKOHOJIaBCTBOM, MalOTh OyTH HaJlaHl KOmii
BHUCHOBKIB BIJIIOBITHUX KOMITETIB 3 NUTAHb €THUKU. SIKIIO 3T1IHO 13 3aKOHOIaBCTBOM
BHCHOBKHM KOMITETIB 3 MUTaHb €THMKHU HE MOTPiIOHI HA MOMEHT IOJaHHS 3asBH, KOIIi
TaKMX BUCHOBKIB ITOBUHHI OyTH HaJlaHi Opa3y MICIs iX OTpUMaHHS.

4.3. TlinTBepKEHHSI HASIBHOCTI CTPAXOBOT'O MOKPHUTTS YU IHIIIOTO MEXaHI3MY
BIJITKOYBaHHS 30UTKIB JIJIsl Cy0’ €KTIB y pa3i 3amoAisiHHS KON iXHROMY 37I0POB’ 10
srigHo 3 myHKkTamu  270-271 1poro TexHIYHOTO perjiaMeHTy Ta 1HIIUM
3aKOHOJIaBCTBOM.

4.4. loxymeHTH JJIs1 OTpUMaHHs 1H(QOPMOBaAHOT 3r0AH, 30KpeMa iHpopMalliifHi
JIMCTKHU TMALI€HTIB Ta JOKYMEHT NPO HaJAaHHs 1H(HOPMOBAHOI 3TOAM.

4.5. Onuc mnpouenayp ajs 3a0e3nedyeHHs JOTPUMaHHS 3aCTOCOBHUX MPaBUII
3aXUCTY 1 KOHQIAEHIIHHOCTI NePCOHATBHUX JTaHUX, 30KpeMa:

- OpraizaiifHUX 1 TEXHIYHUX 3aXOJIB, SIKUX OyJe BXKHUTO JJIS 3aroO0iraHHs
HECaHKI[IOHOBAHOMY JIOCTYITY, PO3KPUTTIO, OLIMPEHHIO, 3MIHI 00 BTpaTi iH(popMmarlii
1 IEpCOHAJIBHUX JIaHUX, SIKI ONPALlbOBYIOTh;

- ONHUC 3aXO0JiB, SKUX OyJe BXKHUTO s 3a0e3neueHHs KOH(IACHITIHHOCTI
3aIlMCIB 1 IEPCOHANBHUX JTaHUX CY0 €KTIB;

- ONHUC 3aXOiB, SKUX OyJle BXHTO y pasl MOPYIICHHS OE3MeKu TaHUX IS
[IOM’SIKIIIEHHS MOYKJIMBUX HeOaKaHUX HACJIIIKIB.

4.6. 3a 3anurom JlepkIikciyk0H, sika po3riisiiae 3aiBy, HOMy MOBHHHA OyTu
HaJaHa TIOBHA 1H(QOpMaIlis MpPOo HAasIBHY TEXHIYHY JOKYMEHTAIlil0, HaMpuKiaj,
JeTaTi30BaHa JOKYMEHTAIllS 100 aHalli3y PU3HKIB/YMPaBIiHHA HUMHU a00 3BITH 3a
pe3yabTaTaMu TIEBHUX BUIIPOOYBaHb.
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PO3A1J III1. IHIIT OBOB’A3KHN CIIOHCOPA

1. Cnoncop nmoBuHeH 3000B’s13aTucs 30epiratu sl HagaHHs Jepkimikemyskoi
Oyab-sIKy JOKYMEHTAI[iI0, HEOOX1HY AJIsl MiKPIMJICHHS JOKYMEHTAIll, 3a3Ha4eHO01 Y
po3aim II mporo momatky. Skmo coHcop HE € (I3UYHOI YU IOPUIUIHOIO 0COOO0I0,
BIJIMTOBIIAJILHOIO 32 BUTOTOBJICHHSI TOCIPKYBAHOTO BHPOOY, 3a3HAYCHHUN O00OB’ 30K
BiJl IMEHI Ta 3a JOPYUYEHHSIM CIIOHCOPa MOKE€ BUKOHYBATH Taka 0co0a.

2. CnoHCOp TOBHMHEH MaTH YToay Ui 3a0e3MeUeHHS MOro CBOEYACHOTO
MOBIJIOMJICHHS TIPO OyJb-K1 CEpHO3HI HECIPUITIMBI MOIT Yh Oyab-SKI 1HII TOAII,
3a3HaueHi y MyHKT1 313 11boro TeXHIYHOTO periaMeHTy, J0CIITHUKAMH.

3. JlokymeHTallisi, 3rajlana y 1iboMy J0JaTKy, IOBUHHA 30€pIraTucsi MpoTArom
noHaiiMenie 10 pokiB Miciisl 3aBepIIeHHS KIIHIYHOTO JOCTIHKEHHS 13 BIAOBITHUM
BUpPOOOM a00, y pa3l MoJalbIIOro BBEJICHHS BUPOOY B OOIT, MPOTITOM IIOHANHMEHIIIe
10 pokiB miciisg BBEAEHHS B 00II OCTAHHBOTO TAaKOr0 BUPOOY. Y BUMAIKy BUPOOIB, K1
IMIUTAHTYIOTh, 3a3HAYEHUN TEPMiH OBUHEH CKJIaAaTH IIOHaMeHIe 15 pokiB.

3a3HayeHy JOKYMEHTAIll0 HEOOX1IHO 30epiratu A HaJaaHHs JepKimKciay ko1
IPOTATOM CTPOKY, 3a3HAUYEHOI0 y a0d3alll NepuioMy UbOro MyHKTY, SIKIIO CHOHCOD YU
MOro 3aKOHHUU MPEJICTABHUK, CTa€ OAaHKPYTOM a0O0 MPUIHUHSE CBOIO IISIIBHICTH 0
3aKIHYEHHS 3a3HAYEHOr0 TEPMIHY.

4. CrnoHCOp TOBHMHEH TPU3HAYMTH HE3AJEKHOTO BiJ JOCIITHOTO IEHTPY
HarsAa4a s 3a0e3neueHHs MPOBEICHHS TOCIKEHHS 3T11HO 3 [[I1aHoM KTiHIYHOTO
nocmimkenns (I[MKJI), npuHIMOAMKM HAJIEXKHOI KIIHIYHOT MPAKTUKA Ta BUMOTaMH
11boro TeXHIYHOTO perjaMeHTy.

5. CrioHCOp MOBUHEH BECTH CIIOCTEPEKEHHS 32 Cy0’ €KTaMM JTOCIIIKEHHS.

6. CrioHCOp MOBUHEH JIOBECTH, 1110 TOCIIIJKEHHS MPOBOJIATH 3T1THO 3 HAJIEKHOIO
KJIIHIYHOIO TPAKTUKOI, HAMPUKIAJ, 3a JIOMOMOTOK BHYTPIIIHBOI YK 30BHINTHBOI
MEPEBIPKH.

7. CnoHcop TOBMHEH MIArOTYBaTHM 3BIT 3a pe3yjbTaTaMU KIIIHIYHOTO
JIOCHIJDKEHHS, IKUM MICTHTD IIIOHAHMEHIIIE:

- TuTynbHY CTOpPIHKY YM CTOPIHKHM, HAa SIKMX 3a3HA4€Hl Ha3Ba JOCIIIKECHHS,
JOCIIIKYBaHUM BUPIO, €qMHUHN 11eHTU]IKaUIiiHUI HOMep, HoMep [lnaHy KiaiHIYHOrO
nociimpkenns ([TKJI) ta maHi # migmucu AOCHTIIHHKIB-KOOPAMHATOPIB 1 TOJIOBHUX
JOCIIITHUKIB Y KOKHOMY JIOCIIHOMY II€HTPI.

- Jlani aBTOpa Ta AaTy 3BITY.

- Pestome mocmimkeHHs 13 3a3HAYCHHSIM HAa3BU, METH Ta OMHCY JOCIIHKCHHS,
HOT0 pO3pOOKHU Ta BUKOPUCTAHUX METOJIIB, PE3YIbTATIB JOCIIHPKEHHS Ta BUCHOBKIB,
3po0JIeHHX 3a Woro pesyibTaTamu. JlaTy 3aBepIlieHHs TOCHIKEHHS Ta, 30Kpema,
JeTanbHy 1H(OPMAIII0 MPO JOCTPOKOBE 3aKIHYEHHS Ta TUMYACOBI MPU3YNUHECHHS
JTOCITIIKEHb.

- Onuc AocaiAKyBaHOro BUPOOY, 30KpeMa, MOro 4iTKO BHU3HAYEHE I[IbOBE
MPU3HAYEHHS.
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- Pestome mnaHy KIIHIYHOTO OCHIDKEHHS 13 3a3HAYCHHSAM IIUICH, AW3aiHy,
SeTUYHHMX AaCIIEeKTIiB, 3acajJi MOHITOPHUHTY Ta TOKA3HUKIB SIKOCTi, KpUTEPIiB BiAOODY,
[ITBOBUX MOMYJISAIIN MaI€eHTIB, po3Mipy BUOIpKH, TpadikiB Tepamii, TpUBAJIOCTI
CTIIOCTEPEKEHHS, CYMYTHBOI Teparii, CTATUCTUYHOIO IUIaHy, B TOMY YHUCIHI TINOTE3,
METO/IIB PO3PaxyHKY po3Mipy BUOIPKHU Ta aHAJI3y 3 BIAMOBIIHUM OOTPYHTYBAHHSIM.

- Pesynpratu KIIHIYHOTO AOCHIIKEHHS 3 TMOSCHEHHSM 1 OOTPYHTYBaHHSM,
BKJIIOYAIOYM JlaHl MpO CyO’ €KTIB, aHali3 pe3yJIbTaTiB, MOB’S3aHUX 13 OOpaHUMU
KIHIIEBUMH TOYKaMH, JaHl aHaTI3y 3a MIArpynamu, iHQopMailio mpo J0TpUMaHHS
[Tnany wiiaiyHoro mociimkenus ([TKJ), a Takoxk pe3yiabTaTd BiICTSIKEHHS JaHUX,
AKUX OpakyBaJlo Ta CIIOCTEPEXKEHHS 3a MallleHTaMu, SKI NPUIHHWIA y4acTh Y
KJIIHIYHOMY JTOCJIIJIPKEHHI YU CTaJIA HEJOCTYITHUMH JUIsl CLIOCTEPEKEHHS.

- PestoMe cepiiozHMX HeOakaHUX TOJMIM, HeOaKaHMX peakiiii Ha BHPIO,
HEJIONTIKIB BUPOOY Ta Oyab-SKHX BIATIOBITHUX KOPETYBaJIbHUX Jiii.

- AmnHamiz Ta 3arajbHI BHCHOBKM IIIOJ0 pPE3yJbTaTIB, SIKI CTOCYIOTHCA
0e3meyHocTI Ta €(PEeKTUBHOCTI, OLIHIOBAHHS PHU3MKIB 1 KJIIHIYHOI KOPHUCTI, aHaJi3
KJIIHIYHOT BIJIMOBIJHOCTI 3 ypaxXyBaHHAM CYYacCHOrO piBHS KIIIHIYHOTO PO3BUTKY,
OyIb-SIKUX CHeUU(pIYHUX 3aMOODKHUX 3aXOJIB JIJII OKPEMHX MOIMYJISIIA Malli€HTIB,
HACIAKIB JIJISl JOCIAKYBAHOT'O BUPOOY, 0OMEKEHb JTOCIIIIKEHHS.
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Jopatok 16
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

MNEPEJIK I'PYII IPOAYKIIII, 11O HE MAIOTH LIIIbOBOI'O
MEJAUYHOI'O INTIPU3HAYEHHS, 3A3HAYEHUX Y IIYHKTI 3 IbOT'O
TEXHIYHOI'O PEI'JIAMEHTY

1. KonTakTHi J1iH3u ab0 1HIII TpeAMETH, IPU3HAYCHI JIJIs1 PO3MIIISHHS B 0111 200
Ha OI1l.

2. ITponykiiisi, mpyu3Ha4YeHa JjIsl IOBHOTO 200 YaCTKOBOT'O BBEJICHHS B OpraHi3m
JIOIMHU 32 JIONMOMOTOI0 XIPYpridyHO 1HBAa3MBHMUX 3ac00iB 3 MeTOl0 Moaudikarii
aHaTomii abo ¢ikcaii YaCTHH TUIa, 32 BUHSITKOM TaTYIOBaHHS.

3. PedoBuHM, KOMOiHaIii pe4oBHMH ab0 MpeAMETH, NpPU3HAYEH] IS
BUKOPUCTAaHHS Ha HIKIpl a00 CIM30BIA OOOJOHII OOJHMYYS YM 1HIIOI YACTHHM TLIa
HUIAXOM MIAMIKIPHOTO, MiJICAM30BOI0 a00 BHYTPIIIHBOIIKIPHOTO BBEAEHHS a0o0
1HIIOTO BBEJICHHS, 32 BUHATKOM THX, 110 IPU3HAYEHI JUIsl TAaTyIOBAHHS.

4. OOnanHaHHs, TPU3HAYEHE JJIsi 3MEHIICHHSA, BUJAJICHHS a00 pyWHYBaHHS
JKUPOBOI TKAaHWHM, HANpUKIaaA, OOJMaAHAHHS JJs JIMOCAKIi, Jinmoaizy abo
JNOTUIACTUKH.

5. O6nannanHs, SiKe MPU3HAYEHE /11 BUCOKOIHTEHCUBHOTO €JIEKTPOMArHiTHOTO
BUIIPOMIHIOBaHHS (HAINpUKIaJ, IHQpauyepBoHE, BUIUME CBITJIO Ta yibTpadioieTose),
MpU3HAYCHE NJIi BUKOPUCTAHHS Ha TUIl JIIOAWHU, B TOMY YHCJI1 KOTE€pPEHTHI Ta
HEKOTEPEHTHI JDKepesia BUIIPOMIHIOBAHHS, 3 MOHOXPOMHHM Ta ITUPOKUM CIIEKTPOM,
TaKl SIK: Jla3epu Ta 00JIaJHAHHS, 110 BUIPOMIHIOE ITHTEHCUBHI IMIYJILCH CBITJIA, JJIS
nutiyBaHHS IIKIPU, BUJAJICHHS TaTyIOBaHHS a00 BOJIOCCS YW 31MCHEHHS 1HIIUX
ormeparliii 3 IOrJIsIAy 3a MIKIPOIO.

6. OOnaagHaHHs, NpHU3HAYEHE JJI1 CTUMYJSLII TOJOBHOIO MO3KY, SKE
BUKOPUCTOBY€E €JIEKTPUYHUN CTpyM a00 MAarHiTHI YU €JEKTPOMArHITHI MOJS, SIKI
MPOHUKAIOTH Y Yepen A MoaudiKallii HeHpOHaIbHOT aKTUBHOCTI TOJIOBHOTO MO3KY.




218

Hopatox 17
10 TexHiYHOTrO perjiaMmeHTy

11010 MeINYHUX BUPOOIB

TABJIMIA BIAITOBIAHOCTI

noJio:kenb Persnamenty (€C) Ne 2017/745 €sponeiicbkoro Ilapiamenty Ta Pagn
Bia S kBiTHs 2017 poky npo MeauyHi BUpOoOH, BHeCEeHHsI 3MiH 10 AnpexkTuBu
2001/83/€C, Pernamenty (€C) Ne 178/2002 i Pernamenty (€C) Ne 1223/2009 ta
ckacyBanHs Aupextuu Paau 90/385/€EC i 93/42/€EC (nani — Periiament (€C)
Ne 2017/745 Ta TexHIYHOI0 perjiaMeHTy L0400 MeAUYHUX BUPOOiB

IHouso:xxkenns Peraamenrty (€C) Ne

Hosoxenns TexHiYHOTO perijiaMmeHTy

2017/745 1010 MeINYHUX BHPOOiB
Crarrs 1 [TynxTu 1-16
nyHktu 1-4, 6-16
Crarra 1 -
IIYHKT 5
- ITynkt 17
Crarts 2 [Tynktu 18-19
Crarrs 3 -
Crarrs 4 [TynkTtu 20-23
CratTs 5 [Tynkt 24-29
Crarts 6 [TynaxTtu 30-33
Crarts 7 [Tynkr 34
Crarrs 8 [TynkTtu 35-36
Crarts 9 [Tynktu 37-40
Crarrs 10 [TynxTtu 41-56
Crarts 10a ITynktu 57-58
Crarts 11 [TynkTn 59-64
MyHKTH 1-6
Crarrs 11 -
IIYHKT 7
Crarts 12 [TyHkT 65
Crarts 13 [Tynktu 66-75
Crarts 14 [Tynktn 76-81
Cratts 15 [Tynktn 82-87
Crarts 16 [Tynktu 88-91
Crartsa 17 [TynaxTu 92-100
nyHKTH 1-9
Crarra 17 -
yHKT 10
Crarts 18 [Tyaxtn 101-103
Crarrs 19 [Tynktu 104-106
OyHKTH 1-3

Crarrsa 19
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Honoxenns Peraamenty (€C) Ne

IHono:xxenHst TexHIYHOrO perjiaMeHTy

2017/745 110/10 MeIMYHUX BUPOOiB
MYHKT 4
Crarts 20 [Tynakrn 107-112
Crarts 21 ITynakrn 113-115
Crarts 22 [Tynktu 116-120
Crarts 23 [Tynkrn 121-122
Crarts 24 [Tynkr 123
Crarts 25 [Tynkrn 124-125
Crarts 26 [Tynkr 126
Crartsa 27 [Tynktn 127-137
nyskru 1-9, 11-12
Crartsa 27 -
nyHKT 10
Crarts 28 [Tynktn 138-141
Crarts 29 ITynkrn 142-145
Crarts 30 [Tynktu 146-148
Crarts 31 ITynkrn 149-156
Crarts 32 [Tynktu 157-159
Crarts 33 [Tynxtu 160-168
Crartsa 34 ITynkrn 169-171
Cratts 35 [Tynkr 172
MyHKT |
Cratts 35 -
MyHKTH 2-8
Crarts 36 [Tynktn 173-175
Crarrs 37 ITynktu 176-180
Crarts 38 -
Crarts 39 -
nyHkTH 1-2, 5-10
Crarts 39 [Tynktn 181-152
MyHKTH 3-4
Crarts 40 -
Crartsa 40
Crarts 41 -
Crartsa 42 -
Crarts 43 -
Crarts 44, [Tynktn 183-184
nyHkTH 1, 3
Crarts 44, -
MyHKTH 2, 4-12
Cratts 45 -
Crarta 46, -
nyHkta 1-2, 4-6
Crartts 46, [TynxTu 185-188
nyHktHu 3, 7-9
Crarta 47 -
Crarts 48 -
Crarts 49 [Tyaxtu 189-190
Crarts 50 [Tynkr 191
Crarts 51 [TyakTn 192-196
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Honoxenns Peraamenty (€C) Ne

IHono:xxenHst TexHIYHOrO perjiaMeHTy

2017/745 110/10 MeIMYHUX BUPOOiB
IIYHKTH 1-5
Crarrsa 51 -
IIYHKT 6
Crartsa 52 [Tynaktn 197-209
nyHKT 1-4, 6-14
Crarts 52 -
MYHKT 5
Crarts 53 [Tynktu 210-214
Crarta 54 [Tynkrn 215-218
nyHkTu 1-4
Crarra 54 -
IIYHKT 5
Crarts 55 ITynkrn 219-221
Crarts 56 [Tynktn 222-226
MyHKTH 1-5
Crarta 56 -
IIYHKT 6
Crartsa 57 [TynkTn 227-228
Crarts 58 [Tynaxtu 229-230
Crartsa 59 ITynkrn 231-233
Crarts 60 [Tynaktu 234-235
Crarts 61 [TynxTu 236-247
nyHktu 1-7, 9-13
Crarrs 61 -
MYHKT 8
CrarTs 62 [Tynktu 248-254
Crarts 63 [TynxTu 255-261
Crarts 64 [TyakTn 262-263
Crarts 65 [TynkT 264
Crarts 66 [TysakT 265
Crarts 67 ITyHkT 266
Crarts 68 [TynkTu 267-269
Cratts 69 [Tynktn 270-271
Crarts 70 [Tynktu 272-279
nysaktu 1-7, 9
Crarrs 70 -
MTYHKT8
Crarrs 71 [Tynktu 280-283
Crarts 72 [TyakTn 284-289
Cratts 73 [Tynktu 290-294
Crarts 74 [Tynktu 295-296
Crarts 75 [Tynaxtu 297-300
Crarts 76 ITynktu 301-304
Crarrs 77 [Tysktn 305-311
Crarts 78 -
Crarts 79 -
Crarts 80 [TyakTn 312-316

nyHKTH 1-3, 5-6

Crartsa 80
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Honoxenns Peraamenty (€C) Ne

IHono:xxenHst TexHIYHOrO perjiaMeHTy

2017/745 110/10 MeIMYHUX BUPOOiB
MYHKT 4
Crarts 81 [Tynkr 317
Crarts 82 ITynkrn 318-319
Crarts 83 [Tyaxtu 320-323
Crarts 84 ITynkr 324
Crarts 85 [Tynkr 325
Crarts 86 [Tynktn 326-328
Crartsa 87 [TynxTn 329-339
Crarts 88 ITynkrn 340-341
Crarts 89 [Tynktn 342-349
nyHKTH 1-8
Crarra 89 -
nyHKTH 9-11
Crartsa 90 ITynkr 350
Crarts 91 [Tynkr 351
Crartsa 92 ITynkrn 352-360
Crartsa 93 [Tynxtu 361-370
nynkru 1-8, 10-11
Crarrsa 93 -
IIYHKT 9
Crartsa 94 ITynkr 371
Cratts 95 [Tynktn 372-377
nyHktu 1-5, 7
Cratts 95 -
MYHKT 6
Crarts 96 -
Crarts 97 ITynktu 378-380
Crarts 98 [Tynxtu 381-384
Cratts 99 [TyakxTn 385-388
Crarrs 100 [Tynxtu 389-391
Crarts 101 -
Crarrs 102 [Tynaxtu 392-393
Crarts 103 [Tynktn 394-402
Crarrs 104 [Tynkr 403
Crarrs 105 [TynkT 404
Cratts 106 [Tynktn 405-417
nyHKTH 1-13
Cratts 106 -
nyHkTu 14-15
Cratts 107 [Tynktn 418-419
Crarrs 108 [Tynkr 420
Cratts 109 [Tynktu 421-424
Crarrs 110 [Tynkr 425
Crarrs 111 [TynxTu 426-427
Cratts 112 -
Crarrs 113 [Tynkr 428

Crarri 114-123

[TynkT 429 (TaGauis BiAMOBITHOCTI)

Honarok [

Homarok 1
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IMono:xkenns Pernamenty (€C) Ne IHono:xxenHst TexHIYHOrO perjiaMeHTy
2017/745 110/10 MeIMYHUX BUPOOiB
Jonarox 11 Jonatok 2
Jonatoxk 111 JlongaTok 3
Honarox IV JlonaTok 4
Jonatox V JlonaTok 5
Jonatok VI JlogaTok 6
Honarok VII Honarok 7
Honatox VIII JonaTox 81
Jonarok IX Jomarok 9
JomaTtok X Jonarox 10
Jonarox XI JonaTox 11
Jonarok XII Jonatok 12
Honatox XIII JonaTtox 13
Honarox XIV Jlonartox 14
Honatox XV JonaTtox 15
Jlonarok XVI Jonarok 16
Honarox XVII -
- Jomarok 17 (TaGnuiis BiIOBITHOCTI)
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BIJT

IIJIAH

3ATBEP/[’KEHO
noctanoBoro Kabinery MinicTpiB Ykpainu

20

p. Ne

3aXO/iB 13 BOPOBADKEHHA TEXHIYHOrO periIaMeHTV 100 MEANYHNX BUPOOIB

. BianosiganbHi
HaiimenyBanHs 3axony CTpoK BUKOHAHHS
32 BUKOHAHHS
1. Po3pobneHHss Ta BOPOBAKEHHS HOPMATHUBHO- MO3,
NPaBOBUX aKTIB Yy BIAMOBIAHICTE 3 TexHIYHMM| iHII HEHTPAIbHI MOCTIHO
periiaMeHToM OopraHu
BUKOHABYO01
BJIaJIU
2. 3mificHEHHA 3ax0iB  IIOJO0 HIATOTOBKHA  JI0 MO3, [IOYMHAIOYU 3
3acTOCYBaHHS TeXHIYHOTO peraaMeHTy cy0’exTH 2025 poky
TOCIOJIapIOBaHHS
3. @®opMmyBaHHS Ta ONPUJIIOAHEHHS IEpeiKy
HAI[IOHAJILHUX CTAaHJAPTIB JUIS IUICH 3aCTOCYBAaHHS MO3 [MOCTIiIiHO
TexHIYHOro periaMeHTy
4. 3actocyBaHHs Cy0’€KTaMH TOCIOJApIOBAHHS ,
TeXHIHOTO PEraMenTy cy0’exTH nounHatouu 3 2030
rOCHOJJapIOBaHHS POKy
5. Tomynspu3zaiisi 3acTocyBaHHS Te€XHIYHOTO MO3,
periaMeHTy 3a JIOIOMOroK  3aco0iB  MacoBOi Hepxikenyx0a, .
iHdopmanii Ta OUIIXOM IIPOBEJCHHS CEMIHapiB, cy0’exTH MOCTIMHO
KOH(epeHIii rOCIOJaPIOBAHHS
6. YrBOpeHHs: CeKTOpaibHOI TPYIH 3 MUTAHb MEAMYHUX
BHPOGIB (maii - ['pyma) MO3 710 2028 poky
7. HaganHs TexHI4YHOI Ta HayKoBO1 miATpuMKkHu ['pymi 1 1
MiATpyTaM, opramisalis 3acilanHs I'pynu 1 1i miarpym, MO3 HoeTiiiHo
y4acTh y TaKMX 3acilaHHIX Ta 3a0e3Me4YeHHS BXKUTTS
BIAMOBIAHHUX MOJAJIBIINAX 3aX0/I1IB
8. 3arsepmkenns [lopsaky mpo Bumady cepTudikaty
BIJIBHOTO MPOJAXY MO3 10 2028 poky
9. Posminienns Ha odiniiHoMy BeOcaiiti MO3 mmocuinanp
Ha eBporeichki 3aranpHi cneuudikanii (CS) mono
3araJlbHUX BHUMOI 3 0e€3MeYHoCTI Ta e(eKTHBHOCTI, .
N .. . MO3 ITOCTINHO
TEXHIYHOI JOKyMEHTallii, KJIIHIYHOTO OIIIHIOBaHHS T4
MOCTMapKeTUHTroBoro kiiHiyHoro Haruany (PMCF),
BUMOT [0 KJIIHIYHAX HOCHIKEHD
10. CTBOpeHHs Ta TpWU3HAYEHHS EKCIIEPTHUX TPYM Ta
CKCHepTHEX na60paTOI:)i171 ’ > MO3 70 2030 poxy
11. Axryam3aimis  HallOH&JIbHOI  HOMEHKJIATypH
MennYHUX BUpoOiB (Ha ocHOBI European Medical Device MO3 MOCTIHO

Nomenclature Ta 3a0€e3IeYeHHS]

(EMDN))
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OE3KOMITOBHOTO JOCTYITY 10 3a3HAYCHOI HOMEHKJIATypH
JUTSL THIIMX 3a1HTEPECOBAHMX CTOPIH

12. CtBopeHHsS Ta  BIPOBADKCHHS  YHIKAJIBHOI
inentudikanii Bupo0OiB (cuctema UDI)

MO3

10 2028 poky

13. IlpuszHayeHHs opraizamii I YIpaBJIiHHA
IPUCBOEHHSM YHIKaIbHUX 1€HTU(]IKATOPIB BUPOOIB

MO3

10 2028 poky

14. 3artBep/pkeHsT TOPSAIKY TPUCBOEHHS — €JHHOTO,
peectpariitHoro Homep (single registration number,

SRN)

MO3

10 2028 poky

15. CrBopenns HamionanbHOi 0a3u MaHUX METUYHHUX
BUPOOIB, SIKa BKIIOYAE TaKi €JICKTPOHHI CHCTEMHU:

1) eneKTpOHHY cUCTEMY peecTpaltii BUpOOiB;

2) 6a3y manux UDI;

3) eneKTpOHHY CHUCTeMy peecTpaiii  Ccy0'eKTiB
TOCIIOIaPIOBAHHS,

4) eNeKTpOHHY CHCTeMYy TMPU3HAYEHHX OpraHiB 1
cepTudikaris;

5) eNneKTpOHHY CUCTEMY KJIIHIYHUX JIOCIiIKEeHb;

6) eJEKTPOHHY CHUCTEMY CIIOCTEPEKCHHS 3a BHUPOOAMHU
(vigilance) Ta MOCTMAapKETHHTOBOrO Harisgy (post-
market surveillance);

7) eNEeKTPOHHY CHCTEMY JIEPKaBHOTO PUHKOBOTO
HaTJIS Y

MO3

2029 BKIIIOYHO

16. 3arBepmxkenns Ilopsaky 1070 BU3HAYEHHS
PETYISITOPHOTO CTATyCy MPOIYKITii

MO3

1o 2027 poky

17. 3atBepmxenns [lopsiaky 11010 BBEICHHS B 00Ir 41 B
eKCIUTyaTaIlll0 MEeBHOTO BUPOOY, MO0 SKOTO HE OyiH
MPOBEJEHI TMPOLEAYpH OI[IHKMA BiAMOBIIHOCTI, ale
BUKOPUCTAHHS SIKOTO HEOOXIJIHE B 1HTEpecax OXOpPOHH
TPOMAJICBKOTO 370pOB'St ab0 X Oe3meKu 4Yu 3I0pOB's
mamieHTa

MO3

1o 2027 poky

18. 3arBepmxennsa Ilopsnaky noctymy Ui MEpeBIpKY;
JTISUIBHOCTI  3aKJIafiB ~ OXOPOHU  3JI0pOB’sl,  SIKI
BUTOTOBJISIFOTH 1 BUKOPUCTOBYIOTh MEJMUHI BUPOOH

MO3

1o 2027 poky

19. 3arBepmxenns [lopsaxky NMpoBeAeHHS PO3paxyHKIiB
po3Mipy IuUIATM 3a HaJaHHS TIOCHYr 3 peecTpaii
BUPOOHUKIB, yINOBHOBaXEHHUX  IPEJICTABHUKIB  Ta
IMIIOPTEPIB METUYHUX BUPOOIB

MO3

1o 2027 poky

20. 3arBepmxenHs llopsinky mnpoBeneHHS KIIIHIYHUX
JOCIIJIKEHb

MO3

10 2027 poky

21. 3arBepmxenns Ilonoxenns npo HauionansHy 6a3y
JAaHUX MEJIUYHHUX BUPOOIB

KMY

1o 2029 poky

22. Po3poOneHHss (QyHKIIOHATBHUX crenudikamii
HarionaneHoi 6a3u JaHUX MEAMYHUX BHPOOIB

MO3

1o 2029 poky

23. 3arBepmkenHsa llopsaxky mpu3HaueHHS oprasizaili
JUIS YOpPaBIiHHS CHCTEMOIO TPHCBOEHHS YHIKAIbHHUX|
1IeHTH(IKaTOPIB METUYHUX BUPOOIB

MO3

1o 2029 poky

24. 3arBepmxenHs [lopanky npu3HayeHHS €KCIIEPTHHUX
rpyn, $KlI TpU3HAYaIOTh [UIsl aHali3y KIIHIYHOTO

OLIIHIOBAHHS Y BIAMOBIAHUX chepax METUIIMHU

MO3

10 2028 poky
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25. 3arBepmxenHs llopsnaky ¢(opMyBaHHS MeEpeTiKy

MoHorpadii

MO3

10 2028 poky




