IndopmaniiiHa aoBigka
PO CTaH K/AIHIYHUX BUNPOOyBaHb B Y KpaiHi

3 01.01.2022 o 31.08.2022

Hepxanui ekcneptHuit LeHTp (mami — JELl) TpaguiiiHO ONpWIOAHIOE
indbopMmaillito moA0 craHy KaiHiYHMX BurpoOyBaHb (Jani — KB) B YkpaiHi,
iroTossexHy /JlemapramMeHTOM eKCIIepTU3U MaTepiaiB JOK/IIHIYHUX Ta KIIHIYHUX
BUTIPOOYBaHb (Jam — /lermapTamMeHT) Ta YTpaBAiHHAM ayguTy jaabopaTopHOI Ta
kiHiyHoi npakTuku (GLP, GCP).

OCHOBHUMU HarpsiMKaMM y BifijoOpakeHHi cuTyarii Oysu TOpiBHSUIbHI
CTaTUCTWUYHI JlaHi 3 MUHY/JIMMU pOKaMM I0J0 KiJIBKOCTI 3asB Ta KisbKocTi KB,
3aTBep/yKeHuX Hakazamu MO3 Ha mnpoBeseHHds KB gk MiKHapogHUX
GararouieHTpoBUX Tak i KB BiTUM3HSHUX BUPOOHUKIB; TepareBTUYHI HAIPSIMKH
TIpOBe/JieHHsT K/IiHIYHUX BUMIPOOYBaHb; KibKiCTh CyTTE€BUX TorpaBok (pasi — CIT);
[JOTpUMaHHS TepMiHIB IpoBeJleHHs ekcrieptusv MarepianiB KB Ta cyTreBux
rornpaBokK; reorpadis HOBUX Miclb npoBefeHHs1 KB; KinbKicTh TpoBejeHHX
K/IIHIYHUX ayJUTIB Ta IHIII.

Y 3B’83Ky 3 TOBHOMAcCIITaOHOI BilICLKOBOIO arpeci€erd PpocCiiichbKol
denepaniii Ha TepuTOpii YKpaiHM Ta 3anpoBa[pykeHHs YKa3om Ilpe3uzeHTa
Ykpainu Ne 64/2022 Big 24.02.2022 BoeHHOro craHy BCi yuvacHuKd KB
CTUKHYJ/IMCS 3 HU3KOIO TIpo0/ieM, MUTaHb, IKi HeoOXiZHO TepMiHOBO BUpIIITyBaTH.
PaHok 24 mt0TOro CraB Ajisi YKpaiHU He TMPOCTO JIMXOM, a 3yXBa/IUM BUK/IUKOM
J71s1 BCbOTO JIFOZICTBA, 30KpeMa i Hallloi BifIHOCHO BY3bKOi cepH Aisi/TbHOCTI.

Hwxue HaBesieHO iH(popMarlito, sika Bifobpaxkae (ikcyBaHHsA 3MiH B cdepi
ripoBefieHHd KB B YKpaiHi 3a BiCiM MiCAL[IB TIOTOYHOTO POKY, B T.4. 6 MICAL|IB B
yMOBax BiliHH, OCKi/JIbKA TIOpiBHSITbHA aHa/liTUYHO-iH(poOpMalliliHa [0BifKa Yy
3BUUHOMY (pOpMarTi B yMOBaXx BiliHM HeaKTyasbHa.

B Tabmuigx Ta ricrorpamMax HaBeZleHi TIOPIiBHSMBHI  JlaHi  1[07I0
HaAXO/KeHHs 3asiB Ha rnpoBefeHHs KB B YkpaiHi Ta KiJIbKICTb PO3IJISHYTUX Ha
3acizanHax HEP npotokosiB KB 3 pekomeHpaijismu o0 MO3 1miono HajaHHSA
[I03BOJIy Ha TipoBeZieHHs1 KB B YkpaiHi B AuHaMili 110 Micsangx 3a repiog 2020-
2022 p..



KinbkKicThb 3asaB mo/0 nporokosiB KB, aki HagiMmim o
«€puHoro Bikaa MO3»

Micans 2020 2021 2022
1-CiueHb 15 14 22
2-/Iromuli 20 18 12
3-bepeseHb 14 27 0
4-KeimeHb 20 33 1
5-TpaseHb 20 21 3
6-YepgeHb 19 39 0
7-JIuneHb 30 33 4
8-Cepnenb 16 24 0
154 209 42

JAMHaMika no Micauax y surasagi ricrorpamm 2020-2022 p.
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I'icrorpama po3noainy KB no TepaneBTuuHomy npodgiito
2020-2022 p.
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3a BKazaHuM Tiepiof, HaAiuMnuio 3asgB Ha Marepiamu KB BIiTUM3HSIHOTO
BUPOOHMKA 1 TIPOTOKO/; PO3IJISHYTO Ha 3aciganHsx HEP 9 mnportokosiB
BiTUM3HSIHOTO BUPOOHHWKA, 6 3 SKUX BiHOCATHCS [0 MPOTOKOJIiB 10 BHBUEHHIO
bioekBiBanienTHOCTi [1J13 (riepeapeectpariiiiHi KB reHepukiB).

Ins nikyBaHHS Ta/abo mpodisakKTUKKH TOCTpOi pecripaTopHoi iHdekii
COVID-19 posrngHyTo Ha 3acigaHHsax HEP 5 mportokoniB KB 3 pekoMmeHjaLli€ro
[0 3aTBEpP/ KEeHHs; OKPiM TOro, po3risiHyTo Ha 3aciganHsax HTP 26 CII pgo
nipotokoiB KB 3a BKazaHWM npodisieM TiKyBaHHS Ta NMPOQiIaKTHUKH.

[ToBHOMacIITabHa BilicbKOBa arpecisi pociiicbKoi ¢ezepariii Ha TEPUTOPitO
YKpaiHu mana CyTTE€BUM BIUIMB Ha TMOBHOLIIHHE BUKOHAaHHS 3aBJaHb LleHTpoMm B
T.4. wogo KB, nyiaHyBaHHS, NMPOBEJIeHHS Ta 3BITHICTb IKMX Mae€ 37iMCHIOBAaTHCS 3
JOTPUMaHHAM BUMOT Ta pUHLMITIB HanexxHol kiiHiuHOI npakTtuku (GCP).

OcHOBHUM i He3MiHHMM mpiopuTeToM TIipyu TipoBeseHHi KB Oymo i
3a/IMILIKI0Ch JOTPUMaHHS Mi’KHAPOJAHUX eTUYHUX TIPUHLIUIMIB i3 3abe3rmeueHHsIM
3aXMCTy TIpaB, Oe3meKy Ta 6/1aronoyydst JOC/TiPKyBaHUX.



3 24 mOTOro MOTOYHOT'O POKY  CIIOHCOPH, BIATIOBiZa/ibHI [JOC/IiHUKH,
MaljieHTd MawTh 0e3/iu BUK/WKIB, TpobsieM, 3amuTaHb, HeBU3HaueHOCTeH, sIKi

HeoOXiZJTHO BUpIlllyBaTH HeTalHO, 30KpeMa:

» Oe3reka Maili€eHTiB, 3anyueHux B KB:
Bi/IBilyBaHHS CaMTiB;

CIIOCTEPEe’>XeHHA 34 HaL[iEHTaMI/I;

>

>

» GbikcyBaHHS OTPUMaHHX Pe3yJ/IbTaTiB;

» TATaHHS JIOTiCTUKM 11[0/10 3abe3meueHHs AOCIiKyBaHUM JIiKapChKUM
3acobom;

» 306ip i mepezmaua 3pa3KiB /10 BU3HAUeHUX JlabopaTopiii Ta iHIIIi.

Oco6nuBicTIO Mi>kHapoJHUX OaraToileHTpoBUx KB € Te, 1110 /151 JeKiTbKOX
KpalH, BK/IOUAalOUMd YKpaiHy, TOTYE€TbCA 1 HAZAETbCS [0 PpO3L/IsALy Ta
3aTBep/pKeHHs1 €AuHUK npoToKoa KB, 110 BUMarae 4iTKuX, Y3roJpKeHUX ik Bif
yCiX y4aCHUKIB MIpoLiecy.

st 3abe3medeHHs] TMOBHOL[IHHOTO (YHKI[iOHYBaHHSI TipoBefleHHs KB B
YkpaiHi BU3HaueHO JIaHLIFOT KOMYHIKaLlikd MiX:

Perynstop/(JEL, MO3- pobounii opraH) — crioncop/K/JO-BianoBigansHMiA
JIOCJ/II THUK- TIALli€HT;

Cnoncop/KZIO - BiAnoBifjanbHUK AOCHIIHUK - JIOKaJIbHa €TWUYHA KOMIicCis
(JIEK).

CnoHcop npuiiMae pillleHHs i Hece Bi/IMOBiAQ/bHICTD 1I0J0 BCiX 3aXO0[iB, SKi
HUM 3aCTOCOBYIOTHCSI B yMOBax (popC-Maxkopy, a came:

1) 3abe3reueHHs] MaKCHMaJbHO MOXJIMBOI 0e3rmeKku /s BCiX YYaCHUKIB
JIOC/I IPKEHHST;

2) BpaxyBaHHS yCiX PHU3UKiB Ta 3a0e3reueHHs JOTPUMaHHS NpoTokony KB;

3) 3abe3neuenHs ¢ikcallii 3 0OrpyHTYBaHHSIM BCiX BiZIXW/IeHb Bifl IPOTOKOIY;

4) 3abe3neueHds 06’ €KTUBHOCTI, HafiliHOCTI, JOCTOBIpHOCTI pe3ysbTaTie KB
LLIIIXOM HaJIe)KHOTO BUKOHAHHSA BCiX BUIl[eHaBeJeHUX yHKTIB.

Y 3B’s13Ky 3 BUII|eHaBe/IeHUM Ta JJIs1 y3rO/PKeHHs1 [iild, TIPUUHSTUX CIIOHCOPOM,
rnouvHaroun 3 24.02.2022 i Ha JaHWUM MOMEHT, [Jid Ha/le)KHOI KOMYHIKaLlii Mix
crioHcopom/ abo Horo mpeacraBHUKoM — KO Tta OEIl Oynu BufineHi siHii
eJIEKTPOHHOI TOIITH, TOOTO poboTa [lemapTaMeHTy MpakTUUHO Oysa TiepeBeieHa
Ha eJIeKTPOHHY KOMYHIKaLlit0 3 3asiBHUKaMMU:



= dec@dec.gov.ua — ejieKTpOHHA TIOILITA AJ15 BCiX iH(OpMaLliliHUX JIUCTIB, 1[0
CTOCYIOTBCSI TIDOBeZIeHHsI K/TiHiuHUX BUMpPOOyBaHb B YKpaiHi (Harpukiaf,
JIUCTH ITI0/I0 TIOUATKYy, 3aBepIleHHs KIiHIYHOTO BUTIPOOYBaHHS, TIepioANuHi
Ta (piHabHI 3BiTH, 3aNIUTH, TTOBiJOM/IEHHS, iHIIL);

» kv(@dec.gov.ua — eyleKTpOHHA MOIITA [/ HafaHHS 3asB Ha Matepiamu KB
ta CII, cynpoBignux nuctiB ;o MO3, marepiaiB KIiHIiUHMX BUMIPOOYBaHb
Ta MaTepiaiB CyTTEBUX TOMPaBOK KAiHIUYHUX BUMIPOOYBaHb.

= clinic@dec.gov.ua — e/leKTpOHHa TMOIITa /s Ha/laHHS 3BIiTiB 3 0e3reku
(DSUR), noBimomseHb mpo mMoOiuHi peakiiii, 1[0 BUHWKAIOTh ITiJ] 4Yac
TIPOBe/IeHHsI KMiHIYHMX BUMNPOOyBaHb (Oy/ia CTBOpeHa Ha MOMEHT MaHeMil

COVID-19).

3a I niBpiuuga 2022 p. [lenapramMeHTOM OTPUMaHO BXiJHOI KOpeCIIOHZeHL{il
(JincTy 3asIBHUKIB, TOBIJJOMJIEHHS TIPO TepeBefleHHs Malli€HTIiB, 3alUTH, MTOYaToK
KB, 3aBepuieHHs KB, mnepioguuHi 3BiTH, 3aK/HOUHI 3BiTH, IHIUI JIMCTH, IO
crocyroTbcs npoBefeHHst KB) - 2315, B iunHi 357, B ceprHi 436.

Bci smctu  Oynd  HajeXkHUM YMHOM  OMpalibOBaHi  CriBpo6iTHUKaMU
[emapTamMeHTy Ta HaflaHa Bi/ITIOBi/ib €JIEKTPOHHOIO TIOIITOI0 Ta/abo B TariepoBOMY
BuryisiAi uepe3 Cepsicauit 1eHtp JELI.

Po3r/isi] NpuUHATHX CIIOHCOPOM Jid 100 3aTBep/KeHMX HaKa3amMu
MO3 Ta po3noyaTHX K/AiHIYHUX BUNIPOOYBAHb 3 MOYATKY BiMHU B YKpaiHi.

Tak, Ha MOYaTOK BiliHU B YKpaiHi Oy/u Zi03BOJieHi Ta MPOBOJUINCH Ha Pi3HUX
cragisix 794 KB, 3 skux 584 po3mouari KB Ta 210 KB nmo3Boneni MO3 1o
TpOBe/leHHs B YKpaiHi.

Kinbkicts KB cranoMm Ha 24.02.2022

po3no4ari
KB 584

Cranom Ha 01.09.2022 B YkpaiHi 748 KB, 3 skux 553 posnouari KB, 197
3aTBep/pKeHi Hakazamu MO3 [0 TpoBeJleHHs, 1[0 CBi[UMTh TPO BiHOCHY
ctabimpHiCTHL uepe3 6 MicsLiB B ymoBax BitiHu. (https://clinicaltrials.dec.gov.ua).



Kinekicts KB cranoM Ha 01.09.2022

po3noyari
KB 553

BCix KB

748

[ O3BOJIEHi
MO3 197

Hwxkue HaBeZleHUI aHasli3 CTaHy K/IiHIYHUX BUTIPOOYBaHb, siKi Oy/M Ha pi3HUX
CTaisX MPOBe/leHHs Ha I104YaTOK BilHU.

3a Bkazanuii nepiog (01.03.2022 — 31.08.2022) 3i cropoHHM crioHcopa Oymu
TIPUMHATI HACTYMHI Jif [of0 3aTBep/pkeHUX HakazaMu MO3 Ta po3nouatux KB:

» IIpusynuaka nouatky KB.

. 18
Micsanb Bcworo

Bepesens | 16 16
KgiTeHb 16 14
TpaBeHb 4 12
UYepBeHb 2
JIvrneHp 2 10
CepneHb 2
I i B

bepe3eHb KBiTeHb TpaBeHb YepBeHb JlMneHb

o N A O O

» Ilpu3ynuHka HaOopy mnanieHTIiB (MpU3yNMHUHKA CKPUHIHTY MAaLji€HTIB,
Npu3ynuHKa paH/oMi3ailii naiieHTiB).



Micsanp Bcboro
bepesens | 182
KBiTeHb 11
TpaBeHb 4
YepBeHb 2
JIlvuneHb 3
CeprnieHb 0

» JlocTpokoBe 3aBepmenns KB -24.
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Micanb Bcworo
bepezens | 1
KgBiTeHb 0
TpaBeHb 2
UepBeHb 0
JIurieHb 11
CeprieHb 9
Otxe,

12
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bepeseHb KBiteHb

TpaBeHb UYepBeHb JiuneHb

(

244 KB Oynd mpu3yIvdHeHi.

BilHy (16).

23 pocTpokoBO 3aBeplueHi KB
CYyNPOBO/)KYBaJ/IUCh TIOSICHEHHSIMUA CITIOHCOpPA W00 MNPUYMHM 1X 3aBeplIeHHS,
30Kpema: 3MiHa cTparerii po3po6ku [1J13 (4), BiacyTHicTh edeKTHUBHOCTI (3), uepe3

Y pa3si, Konu maiienTd BKatoueHi B KB, To6ro KB po3mnouare (Ha mouaTok

BiltHU 584 KB),
(nepiog 01.03.22 — 31.08.22):

Ta OTPUMYIOTh JIIKYBaHHSI CIIOHCOPOM, MPUMHATI HACTYMHI [ii

» TIpogoBxeHHs TiKyBaHHS B MiCIli mpoBeeHHsT BurpobysanHs (MIIB);
» TlepeBenenHs naijieHTa B iHme MIIB B YkpaiHi, sike 3aTBeppkeHe MO3;



» IlepeBemenns mariieHra B MIIB B inmii kpainm cBiTy, [e mepegOaueHe
rposeJeHHA BianoBiaHux KB.

CmiBpobiTHukamu  [IEMJIKB  6ysno  ompanpoBaHo 190  jucTiB - Bif
crioHcopiB/KIO (150 muctiB 3 24.02.22- 30.06.22 Ta 1o 20 /1MCTIiB 3a JUMeHb Ta
CceprieHb), $IKi CTOCYBa/MCs TepeBeleHHs [AOCIIPKYBaHUX B IHINI MicCls
TIpOBe/IeHHsT BUMNPOOyBaHb B YKpaiHi Ta 3a ii mexxamu. ['eorpadist repeBesieHHs
JOCTi/PKyBaHUX — CKaZae 23 KpaiHM CBiTy, HaWbmwkua - Ilosbiga i
HauBignaneHima — Kanaza.

B Tabmuiii Ta Ha ricrorpaMi mpejcTaB/eHi [laHi IO TIepeMIll[eHHIO
JOCJIiKYyBaHUX, 3alyueHux 0 npoBeseHHs KB, go 3atBepgkenux MO3 wicip
riposesieHHs KB Ta [0 1HILIKWX KpaiH CBITY.

KinbKicTh A0C/I/PKyBaHUX, nepemimenux B iHmi MIIB KB

Bbepesenns | KBitenb | TpaBenb | UepBensb | /Iunens | Cepnenb | Bechoro

Ykpaina 0 43 41 24 44 4 156
[Tosbia 4 34 34 24 5 6 107
Himeuumna |1 3 15 14 4 9 46
®panyis 0 1 3 2 1 0 7
Icnanis 0 6 2 3 1 2 14
Itanis 0 4 0 1 0 3 8
Yropupaa | 0 5 0 0 0 0 5
MonjoBa 0 7 3 0 1 0 11
Yexis 0 3 3 6 2 2 16
Besnbris 0 1 2 1 0 0 4
[Bennapis | 0 1 1 0 0 0 2
PymyHis 0 1 0 1 1 0 3
Ecronis 0 2 0 0 0 0 2
CrnoBayuvHa | 0 1 0 1 0 1 3
I3painb 0 0 1 2 0 0 3
JIlutBa 0 0 0 3 0 0 3
Hipepnangu | 0 1 0 0 0 0 1




E ;ﬁf:;ﬂ 0 1 0 0 1 0 2
[Topryrania | 0 1 0 0 0 0 1
Canada 0 0 2 0 0 0 2
[periist 0 0 2 0 0 0 2
Bosrapist 0 0 1 0 0 0 1
Georgia 0 0 0 1 0 0 1
pd 0 0 0 1 0 1 2
Bcoboro: 5 112 110 87 60 27 401

KinbKicTh A0CIPKyBaHUX, epeMimenux B inmi MIIB KB
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B HactymHiii Tabmuiii HaBOAWTHCS iHdOpPMaIlis I00 TeparieBTHUHOI
obmnacti KB, y sikux BigbyBanucs riepemiliieHHs Tal[i€HTiB:

TepaneBTHYHa Micsaup (3a KOpAOH/B YKpaiHi)
obmacTh
Oepe3eHb | KBiTeHb | TpaBeH | UepBeHb | JIUIeHb | ceprieH | Bcboro
b b

Onkosnoris 4/- 34/37 | 24/19 14/10 7143 2/3 85/112
["emaroJioris -/- 3/- 1/- 1/- 1/- -/- 6/-
I"acTpoenTepoJiorist | -/- 9/- 15/1 8/3 1/- -/- 33/4
(abo mpoKTOJIOTis)
PeBmarosioris -/- 17/2 7/7 4/4 -/1 3/1 31/15
[epmaroJioris -/- 1/2 -/1 -/- -/- 1/- 2/3
Teparmnis -/- /1 -/- -/- -/- -/- -/1
ImyHoJ10TiSA -/- /1 -/- -/- -/- -/- -/1
Hesposoris -/- -/- 17/10 25/6 1/- 14/- 57/16
Kapgionoris -/- 1/- -/- 9/1 3/- 2/- 15/1
[TynbMoOHOOr IS -/- -/- -/1 -/- -/- -/- -/1
EHmOKpUHOIOTIS -/- -/- 1/2 -/- 3/ -/- 4/2
["iHekoJioris -/- -/- 4/- -/- -/- -/- 4/-
OdrampeMonorisi -/- -/- -/- 1/- -/- -/- 1/-
PeBmarosioris -/- 1/- -/- -/- -/- -/- 1/-
(neniatpist)
Hesposoris -/- 3/- -/- -/- -/- -/- 3/-
(neniarpis,
opdan.0
[HdexitiHi 3axBoOp. | -/- -/- -/- 1/- -/- -/- 1/-
[Ncuxiatpis -/- -/- -/- -/- -/- 1/- 1/-
[HIE 1/- -/- -/- -/- -/- -/- 1/-
Bcboro 5/- 69/43 | 69/41 63/24 16/44 | 23/4 245/156
TepaneBTuuHa obsacte | bepesen | Kpiten | TpaBen | UepBen | J/Iumen | CepneH

b b b b b b
OHkooris 4 34 24 14 7 2
["'emaronoris 0 3 1 1 1 0
TactpoenTepoviorisi (abo | 0 15 8 1 0
TIPOKTOJIOTi51)
PeBmarosnoris 0 17 7 4 0 3
Hepmaronoris 0 1 0 0 0 1
Teparis 0 0 0 0 0 0
IMyHonoris 0 0 0 0 0 0
HespoJioris 0 0 17 25 1 14
Kapgionoris 0 1 0 9 3 2
[TynbMOHOOr IS 0 0 0 0 0 0
EH0KprHOJIOTIS 0 0 1 0 3 0
["inekosoris 0 0 4 0 0 0
Odranbmonoris 0 0 0 1 0 0
PeBmarosoris 0 1 0 0 0 0
(mepiaTpist)
Hesposoris (nexiatpis, 0 3 0 0 0 0
op(aH.)




[HdekuiiHi 0 0 0 1 0 0
3aXBOPHOBAHHS
[TcuxiaTpis 0 0 0 0 0 1
[xm1e 1 0 0 0 0 0
Bcroro 5 69 69 63 16 23
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I'icrorpama mopo TepaneBTHuHOI 00/1acTi KB, y AKHX Bif0yBa/mmca
nepeMilleHHs NaljieHTIB B YKpaiHi

TepaneBTHYHA 00/1aCTh

Bepesen
b
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b

TpaBeH
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(meniaTpist)
Hesponoris (meaiaTpis, 0 0 0 0 0 0
opas.)
[Hdexuilini 0 0 0 0 0 0
3aXBOPHOBAHHSI
ITcuxiaTpis 0 0 0 0 0 0
[H11e 0 0 0 0 0 0
Bcboro 0 43 41 24 44 4
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[To3uTrBHI TeHJeHL|il, fKI moyanu 3’SBAATHCA L[OA0 TpoBeneHHs KB B
YkpaiHi, a came:

» Illogo nouarky KB - 55

Micaupb Bcnoro
1-CiueHb 15
2-Jlrotuii |16
3-bepesens |15
4-Kgitenp |0
5-TpaBeHb |3
6-UepBenb |2
7-Jlunens |1
8-Cepriensb |3
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4-KBiTeHb
5-TpaBeHb
6-UepBeHb
7-JIumeHb
8-CeprieHb

0

B sunHi wmicAni HaAiMlid TOBiZOMIeHHS Bix crnoHcopis/KO wmogo
TIOBEepHEHHS TIALiEHTIB B 3aTBep/yKeHHI Miclig BUTpoOyBaHb B YKpaiHi — 10
TaLli€HTIB, B CepIiHi — 1 marjieHT.

NININ |- O

3-6epe3seHb
4-KBiTEHb
5-TpaBeHb
6-4yepBeHb
7-NnMnNeHb
8-cepneHb

Hapa3i icHye Mmo3uTHWBHUI TpeH[ B JIOTiICTHYHOMY HarpsiMKy pob6oTH TI0
3abe3neuenHio KB B YkpaiHi mif yac BiliHY, fKi IPYHTYIOTBHCS Ha iHpopMariii Bij
3asIBHUKIB, a CaMe:

* Ha mifcTaBi noBizoM/ieHb Mpo 3aaydeHHs HOBUX ¢ipMm crioHcopamu /KO
TIOHOBJIEHO JIOTiCTUKY [IOCTaBKM [IOC/Ii/PKyBaHUX JiKapCcbKuxX 3acobiB i
Marepiasis;

e 306ip i mepemaua 3pa3kiB 70 0OpaHUX /1A00paTOpik 3[iMCHIOETHCS IIITXOM
3MiHM JJabopaTopii Ta 3a/ly4eHHSIM JIOKa/IbHUX TabopaTopiii.

3a aHa/li30M BUILEHABEJEHOI0, BBa)KAEMO 3a MOJK/IUBE HaJaTU [JesiKi
pekomeHgarjii Ay THUX CIIOHCOpIB, XTO IulaHye po3mictuty KB B YkpaiHi,
30KpeMa:

v’ HeoOXiZJHO 3aBYaCHO pO3POOMTH Ta MaTH B HAasBHOCTI iHCTPyKLii Ta
CraHgapTHi oriepaljiMHi TpOLEAYPH IIOA0 OL[iHKKM BCiX PHU3MKIB, IO
CTOCylOThCsi Oe3reka TmaljieHTa, sKi MOXYTb BUHUKAaTH TIpU



TPaHCIIOPTYBaHHi,  rpadiky  BiaBigyBaHb  marjientamu  MIIB,
riepei0AUMTH BCi MaTepianu /15 TaI[i€HTIB;

v’ PO3IJIIHYTH OHOBJIEHI JIOTiCTHYHI IUIXHA JOCTABKM Ta PO3IOBCIOPKEHHS
HJI3 mo MIIB Ta m0 nati€eHTa;

v’ onTumisyBaTH 30ip 3pa3KiB Ta MaTepiaqy B Cy4aCHUX peastisix YKpaiHu,
riepe[0AUNTH 3a7yUeHHs JIOKa/IbHUX JTabopaTopiii;

v’ mepebauynTy MOXK/IMBICTh Bi/la/IeHOr0 MOHITOPMHIY TMEPBUHHUX JAHUX
y MaTepianax KB.

Indopmanisa moao cynpoBopkeHHas KB B iXx KUTT€BOMy LHKIy B
YkpaiHi.

CriiBpobiTHUKaMu  [lerapTaMeHTy TIOCTiMHO TMiATPUMYEThCS 3B’S30K i3
3asBHMKaMU 3 METOH HaJjie)KHOro rpoBefeHHss KB B yMOBaxXx BOEHHOI'O CTaHy B
YkpaiHi. Lle BKItoua€e akTUBHY KOMYHIKaLIiO 3 3asiBHUKAMU LIJIAXOM IIPOBEeJeHHS
KOHCY/IbTalliki yCHUX/Tesle()OHHUX, OH-JIaliH, 0(-/aiiH KOHCY/IbTallil, Bi/IMOBi/i Ha
e/IeKTPOHHI JIUCTH.

Ha Terep KB, sKi MpofoBXYyHOTbCS B YKpaiHi, 3aBAsku edheKTHBHUM
KOMYHikaliaMm crioHcopa 3 [JELl miaTpuMyroTeCsd IUIIXOM BHECEHHs CYTTEBUX
rorpaBok o ripotokosy KB, iHdopMmaliisi 11100 KUX Mpe/cTaBaeHa Ha ricTorpami
IK auHaMika mo micsauax 2020-2022 — no kisnbkocti 3asgB CII, ski Hagivuum B
€nune BikHO MO3 Ta 1o KibKocCTi po3rysiHyTix Ha HTP Ta pekomeH0BaHUX /10
3aTBepmkeHHs MO3.

Kinbkictb 3asaB mo/0 CII o nporokosiB KB, aki HagilIIim 0
€aunoro BikHa MO3 (B Ta0/mmii Ta Ha ricrorpami)

Micsub 2020, 2021 | 2022
1-ciueHb 146 | 127 119
2-momull 137 | 153 149
3-6epezeHb 102 | 194 9

4-kgimeHb 196 | 219 116
5-mpaseHb 177 | 173 121
6-uepgeHb 165 | 176 110
7-/1uneHb 163 | 181 141
8-cepnenb 115 | 176 129
1201 1399 894
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Sk mpocniaKoByeTbCs 3 HaBefAeHoi iHdopMaiiii, Kisbkicte CIT 3pocTae 1o
Mipi BigHOBIEeHHS MOYaTKy mnpoBefeHHsT KB, BigHOB/IeHHs HaOopy Malli€HTiB,
BiZIHOBJIeHHS TIPOJOBKeHHs1 KB Ta 1o KibKOCTI 3asiB Ta pO3I/Isily Ha 3acCiJaHHAX
HTP moxe 3piBHATUCA 3 2020 pOKOM, I1J0 € TO3UTUBHUM TPEHZOM Y BiJJHOBJ/IEHHI
KB. 36imbiensss kinbkocti CIT cBigunthk 1mpo 6Ge3mnepepBHUI KOHTPO/B IIOZ0
ripoBeZieHHd KB B 110r0 >KUTTEBOMY LIMK/II Ta BinoBigHicT BUMoram GCP.

IIToxo ipoBeaeHoi iHdopmaniitHoi podoTu:

Tak, ke 01.03.2022 Ha caiiri IEIl 6yna onmy6mikoBaHa iHdbopMailiis «/o
yBarM  CIIOHCOPiB  K/IiHIUHMX  BUIPOOYBaHb/TIPE/ICTaBHUKIB  CITOHCOPIB,
JIOC/TiAHVKIB, KepiBHMKIB MiANPUEMCTB, YCTAaHOB Ta OpraHiszailiii, 3afisiHuX ¥y
TIPOBe/IeHHi K/TiHiYHMX BUMpPOOyBaHb!», OCTaHHE OHOBJEHHs $KOI BimOysocs
01.06.2022.

Tako) MigroToB/ieHi Ta po3MmilleHi pekoMeHfawii «/lo yBaru Komiciu 3
MWTaHb eTHKH, KEepiBHUKIB IiJMPUEMCTB, YCTAaHOB Ta OpraHisaljid, 3aJisHuX y
TIpOBe/ieHH] K/TiHIiUHUX BUMPOOyBaHb!».



BigmOymaca oH-maiH ~ 3ycTpiu  KepiBHUKIB, cmerjiamictiB  OEIl 3
rpeficTaBHUKaMu €Bporieiicbkkoi 0i3Hec acorfialfii, Ha #AKili po3ragHYTI Ta
y3roJyKeHi 3 3alikaB/eHUMU CTOPOHAMH Pi3HOMAHITHI MUTaHHSA, 10 CTOCY€ETHCSA
nozsaui  matepianiB KB Ta CII, 3aknaioueHHsi [OroBOpiB, 0hOpMIIeHHS

JIOBIDEHOCTeW, 10 CIpUSUIO BigHOBAeHHIO Ta miaTpumui KB B YkpaiHi.
HapaBanucs BifIoBifi Ha MMCbMOBI 3anuTy €BA.

OkpiM TOro, rnoroyHa curtyailisg npo cradH KB B YKpaiHi BUCBIT/IHOBaIacs
[emapramMmeHTOM B cepil OH-JIaMiH 3yCTpiuel Mi>KHApOJHOI'O PiBHSA «YKpalHChbKa
iHil[iaTBa MiATPUMKHN K/IiHIYHMX BUMPOOyBaHb Mij Yac BiitHM B YKpaiHi» Ta Ha
BeOiHapi «DIA Direct Webinar: Regulatory Considerations for Clinical Trials
Responding to the War in Ukraine» .

Kuiniuanii ayguT KIiHiYHIX BUNMPOOyBaHb Mijf yac BililHM B YKpaiHi.

[TpoBenenns kmiiHiuHoro ayauty (KA) xiiniuHoro surpobyBanHs (KB)
miKapchbKoro 3aco0y € Ba)K/IMBUM acCIeKTOM rapanTii sikocTi rpoBesieHHs KB Ta
3aXMCTy TIpaB, Oe3meKy Ta 6/1aronoyydst JOC/TiPKyBaHUX.

Y 3B’A3Ky 3 TIOBHOMAcIITabHOIO BiMICBKOBOIO arpeci€ld  pocifichbKoi
(depepawiii MpoT YKpalHM Ta BBeJ€HHSM BOEHHOIO CTaHy Ha BCiM TepUTOPpIi
Ykpainu, npoBefeHHs TaHoBuX KA KB Oyno mpusynuHeHo 3 24.02.2022. 3
METOI TIepPeBipKU JOTPUMAaHHS HOPMAaTUBHUX BUMOT 11040 TipoBefeHHs KB Ta
JIOTPYMaHHSI TIPaB TIAL[i€HTIB, SKi Oy/M TepeBesieHi [0 iHIIMX MiCIb TTPOBEIEeHHS
KB, 3 13.05.2022 6yno noHoBneHo nposeeHHss KA KB.

3a 8 micsriB 2022 poky Oyso ripoeseHo 17 KA, cepep sikux — 8 KA 1110710
[JOTPUMaHHs HOPMaTUBHUX BUMOT I1pY IlepeBe/ieHH] J0C/IiI)KyBaHUX B KJIIHIYHOMY
BUIPOOYBaHHI.

Cepep, 17 npoBesenux KA:

. 9 KA (7 KA wmogo JgOTpMMaHHS HOPMAaTWBHUX BHMOL TpU
repeBeZleHHi  JOC/Ti)KyBaHUX B KJIiHIUHOMY BHUIIPOOyBaHHiI) — 3ayBa)kKeHHS
Bi/ICYTHI;

. 4 KA (1 KA mopo [OTpUMaHHS HOPMaTMBHUX BUMOI TIpU
repeBeZleHHi  JOC/Ti/)KyBaHUX B KJIiHIUHOMY BHUIIPOOyBaHHiI) — 3ayBa)kKeHHS
HeCyTTeBi (BUsIBMeHI HeZOJiKM He BIUIMHY/JM Ha IipaBa, 0Oe3meKy Ta 370pOB’s
JIOCipKyBaHUX Ta LiificHicTh faHux KB);

. 2 KA — 3ayBakeHH$ CyTTeBI (BUSIB/IEHI HEJOIIKA MOXKYTb HETaTUBHO
BIUITMHYTH Ha TpaBa, 0e3reKy Ta 3/0pOB’s JOC/IiKYBaHUX Ta IiJIiICHICT JaHUX
KB);



. 2 KA - 3ayBakeHHSI KpPUTUUHi (BUSIBJeHI HeJO/JIKM HeraTuBHO
BI/IMBAlOTh Ha MpaBa, 6e3rneky abo 370pOB’s AOCHIIKYBaHUX Ta/abo BIUIMBAIOThH
Ha SKiCTb Ta Li/IICHICTh AAHUX KiHIYHOTO AOCTi/pKeHHs ), Habip JoC/TiKyBaHUX Y
KB nipusynuHeHo.

Takum uvHOM, T yac KA 1010 AOTpUMaHHS HOPMAaTUBHUX BUMOT MPU
TepeBeieHHi OC/TiHKYBaHUX B K/IHIYHMX BUITPOOYBaHHAX, JHIIe B 1 BHMAAKY
Oy/no BUSBIEHO HeCyTTeBi Hezomiku. B inmmx 7 KA - mopyiieHb HOpMaTUBHUX
BUMOT BUSIBJIEHO He 0Oyi10.



