Hoparok 1

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBnenuyi Ilpotokon kniHiuHoro pocaigpkenHs TAK-935-3003, Bepcis 3 monpaBkoro 1 Big 02
muctornaga 2021 p., axriitickkoro moBow; TAK-935-3003 I[Hdopmariisi ais mnaiieHta i ¢opma
indopmoBaHoi 3roau, /s YKpaiHu, aHI/TiMCbKo MOBOIo, Bepcis 2.0 Big 01 rpyans 2021 p.; TAK-935-
3003 Indopmatiis ans natjienTa i dopma iHdbopMoBaHoi 3roau, AJis YKpaiHu, yKpaiHCbKOK MOBOIO, Bepcisi
2.0 Big 01 rpyaus 2021 p.; TAK-935-3003 Iadopmatiist A5t matjiedTa i ¢dopma iHdbopmoBaHoi 3rofu, s
YKpainy, pociticbkoro MoBoro, Bepcis 2.0 Big 01 rpygus 2021 p.; TAK-935-3003 THdopmatiist i 6aTbKiB
i dopma iHpopmoBaHOI 3roau, Al YKpaiHW, aHT/TiMCbKOI0 MOBORO, Bepcis 2.0 Big 01 rpygus 2021 p.;
TAK-935-3003 Iadopmarisi ans 6atbkiB i ¢opma iHdopMoBaHOI 3roau, st YKpaiHH, YKPaiHCHKORO
MoBow, Bepcisi 2.0 Big 01 rpygus 2021 p.; TAK-935-3003 Iudopwmaiiis gns 6atekiB i (opma
indbopmoBaHoi 3roju, A/ YKpaiHu, pocilicbkkoro mMoBoto, Bepcisi 2.0 Big 01 rpyans 2021 p.; TAK-935-
3003 TIudopmaris i dopma iHdbopMoBaHOI 3roau Ha 30ip JaHMX NP0 BariTHy MapTHEPKY Ta
HOBOHApO/PKeHy OUTUHY, AJi YKpaiHu, aHT/ilcbKo MoBowo, Bepcis 2.0 Bix 01 rpygus 2021 p.; TAK-
935-3003 Indopmariis i dopma iHpopmoBaHOi 3rogu Ha 30ip JaHMX TIPO BariTHY MapTHEPKY Ta
HOBOHapO/pKeHy AUTHHY, A/ YKpaiHH, yKpaiHCbKOH MOBOMO, Bepcig 2.0 Big 01 rpyans 2021 p.; TAK-
935-3003 Indopmariis i dopma iHpopmoBaHOi 3rogu Ha 30ip JaHMX TPO BariTHY MapTHEPKY Ta
HOBOHApO/KeHy AUTHUHY, /51 YKpaiHU, pocilicbkkoro MoBoto, Bepcis 2.0 Big 01 rpyaus 2021 p.; TAK-935-
3003 dopma iHpopmMoOBaHOI 3roAu 0cobu, 1[0 3/AiMCHIOE OIS 3a JOPOC/MM TIAl[ieHTOM, /i YKpaiHu,
aHrJilicekoro MoBoto, Bepcist 2.0 Big 01 rpygns 2021 p.; TAK-935-3003 ®opma iHdbopmoBaHOi 3roau
0co0w, 1110 37iiCHIOE ZOT/ISAZ 3a IOPOC/UM TAlli€EHTOM, /s YKpaiHH, YKPaiHCbKOK MOBOIO, Bepcis 2.0 Bif
01 rpymusi 2021 p.; TAK-935-3003 dopma iHdbopmoBaHOi 3rogu 0cobu, IO 3AiMCHIOE AOTJSA 3a
JIOpPOC/IMM TAaL[ieHTOM, /i1 YKpaiHH, pociichbkor MoBoro, Bepcig 2.0 Big 01 rpyansa 2021 p.; TAK-935-
3003 Indopmatiis gs naijieHTa i popMa iHdbopmoBaHOi 3roAu AJ1si HETIOBHOMITHIX AiTel BikoM Big 14 no
18 pokiB, A1 YKpaiHu, aHrIiMcbKo MOBORO, Bepcis 2.0 Big 02 rpyans 2021 p.; TAK-935-3003
Indopmatiisi gns matieHTta i dopma iHdopmMoBaHOI 3roAu AJis HEMOBHOJIITHIX JiTell BikoM Bif 14 mo 18
POKIiB, /711 YKpaiHH, yKpaiHChKOI0 MoBOt0, Bepcisi 2.0 Big 02 rpyaus 2021 p.; TAK-935-3003 IHdopmariis
Jsi matjieHTa i doopma iHopMOBaHOI 3roiu /1/1s1 HeTIOBHOMITHIX [iTelt Bikom Bif 14 no 18 pokis, s
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Ykpainu, pocitickkoro MoBoro, Bepcis 2.0 Big 02 rpyans 2021 p.; TAK-935-3003 Iadopmariisi gis
raitieHTa i ¢popma iHopMOBaHOI 3roAu A/ Ma/oMiTHIX AiTed BikoM Big 10 mo 14 pokiB, Ans YKpaiHu,
aHrJiificbkkoro MoBoto, Bepcis 2.0 Big 02 rpyans 2021 p.; TAK-935-3003 Iadopwmaiiis Ass maijieHTa i
(opma inopmoBaHoiI 3rofu A1 MasofiTHIX fiTelt BikoM Bif 10 g0 14 pokiB, Aas YKpaiHU, YKpaiHCbKOIO
MoBor, Bepcig 2.0 Big 02 rpyaus 2021 p.; TAK-935-3003 Iudopmaiiis A maiieHta i dopma
iHopmoBaHoO1 3roau g ManoiTHIX AiTedt Bikom Big 10 o 14 pokis, A1 YKpaiHH, pociliCbKOor0 MOBOIO,
Bepcisi 2.0 Big 02 rpyans 2021 p.; TAK-935-3003 Iadopmariisi ans maijiedTa i ¢opma inpopmoBaHoi
3ro/Ix /ISl MasoJIiTHIX fiTel BikoM Big 6 70 10 pokiB, As YKpaiHu, aHT/IiiCbKOI0 MOBORO, Bepcisi 2.0 Bif
02 rpygus 2021 p.; TAK-935-3003 Iudopmariis ans maiiedta i dopMa iHpopmoBaHOI 3rofu Ajis
MasloMiTHIX AiTel Bikom Bif 6 no 10 pokiB, A5 YKpainu, yKpaiHCbKOI MOBORo, Bepcisi 2.0 Big 02 rpyaHs
2021 p.; TAK-935-3003 Iadopmatiis g1s maijieHTta i popma iHpopMoBaHOI 3rofu A/s1 Ma/IO/IiTHIX [liTei
BikoM Bif 6 0 10 pokiB, A1 YKpaiHu, pocilicbkoro MoBoto, Bepcis 2.0 Big 02 rpygus 2021 p.; 3aranbHe
BpaKeHHs1 foryisifadya — BuTpaueHud yac (CareGI-Time), Bepcisi Big 20 >xoBTHs1 2021 p., YKpaiHCBKOIO
MOBOIO; 3arajibHe BpayKeHHSI 0CO0M, siKa 3/ilicHIO€e Jorsi — BuTpadeHni uac (CareGI-Time), Bepcis Biz
20 >xoBTHs 2021 p., pociticbkoro moBoro; Illkana CGI-I 1110710 iHTeHCUBHOCTI Ta TPUBA/IOCTI eMiJIeNTUYHUX
Hama/iB_micas BuXigHoro piBHsA_Bep. Bix 05 Oepesns 2021 p., ykpaiHCbKOW MoBow; OrjiHKa
IHTEHCHMBHOCTI Ta TPMBAJIOCTI CyZOMHOrO HaraZy 3a wkaaow CGI-1 _micas BuxigHoro piBHs_Bep. Bifj 05
6epe3nst 2021 p., pocitickkoro MoBoro; OmmrtyBanbHUK CareGI-I_gis 3acTocyBaHHSI TiC/si BUXiZHOTO
piBHs_Bep. Big 05 Gepe3nst 2021 p., ykpaiHCbKO0 MoBO; OljiHKa 3a mikanorw CareGI-I_micis BuxigHoro
piBas_Bep. 05 Oepe3ns 2021 p., pocifickkoro MoOBOr; OMNUTYBaJbHUK IO/I0 SIKOCTi >KUTTS: OL[iHKa
riopyiieHHs1 fie3gatHocti (QI-Disability). OnuryBanbHUK fAjia fitedt i miasmiTkiB. Bepcis asis 6aTbKiB,
Ne1103745 Bim 2017 p., yKpaiHCbKOIO MOBOO; ITpOTOKOJ/ /i OL[iHKM $IKOCTi >KWATTS TIpU O0OMeXXeHHi
niesgatHocTi (QI-06MeskeHHsT Aie3maTHOCTI). ONMUTYBa/bHUK [/ AiTel i migmiTkiB. Bepcis ans 6aThkiB,
Ne1103745 Big 2017 p., pociticekoro MoBow; LllogeHHUK f/1s1 peecTpallil HamaziB i MpyUiioMy Mpernaparis
TMalieHToM, i1 YKpaiHW, aHIIiMCbKO MOBOIO, Bepcis 2.2.0 Big 24 muctonaza 2021 p.; oaeHHUK Aj1st
peecTpallii HamaziB i MpuiioMy TpenapaTiB MalieHTOM, A1 YKpaiHW, yKpaiHCbKOI0 MOBOIO, Bepcis 2.2.0
Bif 24 nmucronaza 2021 p.; omeHHUK [/1s1 peecTpallii HamaziB i MpUHOMY TperapariB MaljieHTOM, AJIsi
YKpaiHu, pociiicbkkoro MoBoro, Bepcisi 2.2.0 Big 24 mucrtomaza 2021 p.; 3pasok iHdopwmatii, mo Oyge
BUzaHa mnauieHty: EQ-5D-5L «AHKeTa 1040 CTaHy 3/0pOB’s, Iepeksaj, Ha YKpalHCbKy MOBY JJIs
Ykpainu», Big 2010p.; 3pa3ok iHdbopmatiii, mo Oyzae BuaaHa nauieHTy: EQ-5D-5L «OnuTyBanmbHUK PO
CTaH 3/10pOB’$l, BEPCis pOCIKCHKO MOBOIO /11 YKpainu», Big 2010 p.
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[IpocriekTBHe BifikpuTe, OaraTolleHTPOBe [ojaTKoBe AociimkeHHs da3u III gocmimkens dasu 11 s
OLIiIHKM JIOBIOCTPOKOBOI Oe3meuHoCTi Ta repeHocuMocti COTiKiecTaty B SIKOCTi JJ0JaTKOBOI Tepartii y
naifieHTiB i3 cuHapomoMm /[lpaBe abo cunApomoM JleHHokca — I'acto (ENDYMION 2). Bigkpute
JOJaTKOBe MOC/iKeHHs1 3acTocyBaHHs CorTiksectary rpu cuHfpomax [Ipase Ta JleHHokca — ["acTo»,
TAK-935-3003, iHinianbHa Bepcis Bij 06 munHsa 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 ObOmexxeHoto BigmosimanbHicTio «KonTpakTHO-[ocmignuipka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Takeza eBenonment Centep Amepikac, IHk. (TJC Amepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), Cnonyueni I[lITatu AMepuku

CymnyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA IBan 3A/IBOPHUX
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Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. J.M.H., ripod. JIoboga A.M.

KomyHanbHe HekomepriviHe mignpuemMctBo CyMcpKoi obmacHoi pagu «O6sacHa AuTsSYa
K/IiHiUHa JTiKapHsS», iHQeKI[iHHO-00KcoBaHe BiAjineHHs1 AiTeli paHHBOrO BiKy, CyMCbKHH
Jlep’KaBHUM YHiBepcuTeT, Kadezpa nefiatpii, M. Cymu

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTte pocimimkeHHss ¢a3v 2a 3a ydacTi HeMOBJSAT 3 iH(EKI[i€r0 HWKHIX [AuXalbHUX IUISXIB,
BUK/TMKAHOIO peCITipaTOPHO-CUHIUTIaIbHAM BipyCcoM, 3 TIOJa/bIIO TIOABIMHOIO cCJiinoto Tuiarebo-
KOHTPOJIbOBAHOK) ~ YAaCTHMHOK, 3 OLIiHKM 0e3MeyHoCTi, TepeHOCUMOCTi, ¢apMaKOKiHETUKU Ta
npotuBipycHoi gii mpemapatry RV521 (REVIRAL 1)», REVCO003, mnporokon Bepcig 5.0 3
IHKOPIIOPOBAaHOIO IOIPABKOI0 4 Bizg 01 6epe3nst 2021 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CrioHcop, KpaiHa

PeBaiipan JIta, Aurnis [ReViral Ltd, England]

CynyTHi
Marepianu/nperapaTy
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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InenTudikariist cyrreBoi
TIOTIPaBKU

KomnaHig, sika i€ 3a [JOBipeHICTIO, Ky HaJaB CIIOHCOP UM 3asBHMK Ha BBe3€HHS JOC/IiIKyBaHUX
niKapCchKUX 3acobiB Ta cymyTHiX MarepianiB: TOB «Kopekc YkpaiHa»; BK/toueHHsI IOZaTKOBOTO MiCIst
TIPOBe/IeHHs K/TiHIYHOTO BUTIPOOYBAHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. 3aB. Bij. Jlebeauners B.B.

XapkiBcbka K/iHiYHa JiKapHS Ha 3ami3HMYHOMY TpaHcropTi Nel @inii «LleHTp oxopoHu
3I0pOB’s1» aKL[IOHEPHOTO TOBapMCTBA «YKpaiHCbKa 3asli3HULs», 1 HEBPOJIOTiUHe BiJ/i/eHHs,
M. XapkKiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomiszoBane, Bigkpute, OaratorjeHTpoBe hasu III mocsipkeHHsT HeMeHIOi edeKTUBHOCTI Yy
rapasie/lbHUX Tpymnax [Jii  BHUBUeHHS (apMaKoKiHeTHKH, (apMakoguHamiky, Oe3reuHocTi Ta
PEHTIeHOJIOTiYHUX i KTiHIYHUX eeKTiB 3acToCyBaHHs MiAMKipHOT opMu OKpesisymaly y TOpiBHSIHHI 3
BHYTPIlIHLOBEHHOI) (POPMOIO OKpesti3yMaly y TarfieHTiB i3 po3cisHuM ckiepo3om», CN42097, Bepcis 1
Biz 21 ciung 2021 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHOI0 BiMoBizambHICTIO «Porr YKpaiHa»

CrioHcop, KpaiHa

@.Xoddmann-JIs Pour Jita, [Beiiuapis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. I.M.H. Kupuuenko A.T.

KomyHanbHe mianpueMcTBo  «/IHinmporeTpoBchbka o6nacHa [AWTsda KIiHIYHA JTiKapHS»
[HinporeTpoBcbKOI 00/lacHOi pajgu», HeHpoXipypriuHe BiAfieHHS 3 HEBPOJIOTIYHUMU
JIDKKaMu, M. [THirpo

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi30BaHe, MoABilHe cJiiTle AOCTiIKeHHs 3 TiAO0opy Ta MOPiBHSAHHS /103 Ta OLIiHKM Oe3meuHoCTi i
edeKTUBHOCTI BHUCOKOI /103U ETerutipceHy, 3 momepeiHiM MepioZioM JIiKyBaHHS 3i 30i/blIeHHSIM /03U Y
BiIKDUTOMY pEXWMi Yy Malli€HTiB i3 M’s30BOI0 AucTpodicto [lrolieHa 3 AefeliitHUMM MyTallisMHy, SKi
i ThCs TiKYBaHHIO METO/IOM MPOMYCKY ek30HY 51», 4658-402, Bepcis 8 (morpaBka 7) Bij 18 uepBHs
2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmosizanbHicTio «KonTpakTHO-[ocmigauipka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Sarepta Therapeutics, Inc. (Capenta Tepar’toTikc, [HK.), USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTr0 BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. I.M.H., mpod. MakegoHcbKkuii 1.O.

KomyHanbHe HekomepriiiiHe TignpueMcTBo «Mickka OararompodisbHa KiTiHiUHA JHiKapHs
Marepi Ta guTUHU iM. mpod. M.D.PyaHeBa» [IHINPOBCHKOI MiCbKOI pajy, MejiaTpuuHe
BifzisieHHs1, M. JTHINpo

Howmep Ta faTa Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«Bigkpure pocnmimkeHHs 3 HepaH/OMi30BaHOIO (a30i0 TMPUHOMY OJHOPA30BOi [03M y TMAalli€HTIB i3
nizo3proBaHUMU  abo TiATBepI)KeHUMH iH(eKIisiMA, BUKIMKAHAMH aepoOOHHMMH TrpaMHeraTUBHUMU
OakTepisiMu, 3 MMO/ANBIIOK PAHZOMI30BaHOIO (a30k0 AOC/TiHKeHHs 6araTopa3oBOro MpUOMY Tperiapary
i3 KOHTpPO/JIeM aKTMBHUM TIperapaToM Y MalfieHTiB i3 Mio3pioBaHo0 ab0 MiATBEP/AKEHOI YCK/IaZHEHOIO
inpexuiero ceuoBuBimHux 1wsxiB (yICII), rocmitanbHoro mHeBMoHiero (I'TT) abo BeHTUISTOP-
acorfifioBaHoto THeBMOHi€to (BAII), ansi omfiHKM 06e3reyHoCTi, TepeHOCHMMOCTi i (hapMaKOKiHeTUKH
tedizepokoy y rocritanizoBHUX IeJiaTpUYHUX MAal[ieHTiB BiKOM Bij 3 MicsLIiB /10 MeHIlle Hi>XK 18 pokiB»,
1704R2133, Bepcis 8, nornpaBka 7 Bifg 19 tpaBHsg 2021p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CnoHcop, KpaiHa

[Mionompxki bi.Bi. [Shionogi B.V.], Hinepnangu

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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Inentudikariis cyrreBoi
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3asy4eHHsi I0/IaTKOBUX MiCLlb TIPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS:

Ne
/11

[1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1.

[.M.H., ipo¢. ®Pexis O.1.
OO6siacHe KOMyHalbHe HeKOMepIiiiiHe TTignpueMcTBO «YepHiBeljbka oOslacHa KiTiHiuHa
JIIKApHSI», TIPO3/ia racTpoOeHTepoyiorii, M. YepHiBii

2. K.M.H., gou. Konecnuk I1.0.
JIiKyBa/IbHO-ZIilaTHOCTUYHUM  L[eHTP «3aKaprnaTCbKUM LeHTP XIPYpPriuHWX IiHHOBaLil
«AcTtpamen» TOBapucTBa 3 OOMeXeHOI BiAmoBiganbHiCTIO «KitiHika 370poBOi  poAuHU
«AcTpame», M. YKTopoz,

3. K.M.H. OMesibsiHeHKO O.B.

KomyHanbHe HeKoMepIliliHe TMiANMpUEMCTBO XapkiBchbKoi 06macHoi paau  «ObmacHui
K/IiHIUHUW Crieljia/li3oBaHUM [WCIIaHCep PpajlialliiHOro0 3axXWCTy HacesleHHs», XipypriuHe
Bi/i/lisIeHHs1 3 OHKOJIOTIYHHMMM JIiXKKaMH, M. XapKiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1722 Biz 11.08.2021

Ha3ga ky1iHiuHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«Bigkpure ¢a3u 2, AOBrocTpoKoBe PpO3IIMpPeHe JOC/ipKeHHs Oe3rnekd bBpa3nkymaly y TaljieHTiB 3
BUPA3KOBUM KOJITOM Bifi cepefHboro A0 Baxkoro ctyneHs akTUBHOCTI (EXPEDITION OLE)»,

D5272C00002 (ITortepeaniii Koz 3151-202-008), morpaeka 2, Bepcist 3.0 Bizg 29 6epesns 2021

3asBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»
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CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

AstraZeneca D5272C00001 (romepegniti Ne 3151-201-008) IHcTpykiist 3i 300py 3pa3ka Kanmy mjist
amOysiaTopHUX TaiieHTiB, pepakuis 1.0.5 Big 07.09.2021 p.; KapTka yuacHuMKa AociifkeHHs JIokaibHa
Bepciss Homep 1.1 a1 YKpaiHM yKpaiHCBKOIO MOBORO, fAata Bepcii 21 BepecHsi 2021 poKy Ha OCHOBi
Macrep Bepcii Homep 1.0 Bim 25 OGepe3ns 2021 poky; 3anyueHHs [JOJAaTKOBUX MICIb TIPOBe/I€HHS
KJIiHIUHOTO BUNPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/11 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. I.M.H., npod. Pexis O.1.

ObnacHe KOMyHanbHe HeKOMepljiiiHe miAnpueMcTBO «UepHiBeljbka o0OsiacHa KiliHiuHa
JIIKapHs», MiAPO3ALUI racTpoeHTepoJorii, M. YepHiBLi

2. K.M.H., gou. Konecnuk II. O.

JlikyBanbHO-/1larHOCTUYHUM  LIEHTP  «3aKapnaTCbKUM LIeHTp  XIipypriyHuX iHHOBaL|ii
«AcTpamen» TOBapuCTBa 3 OOMEXeHOH BifmoBizambHicTIO «KiiHika 370poBOi  poavHU
«AcTtpame», M. YKropoz,

3. K.M.H. OMesbsHeHko O.B.

KomyHanbHe HeKoMepliiliHe TMiAnpueMcTBO XapkiBcbkoi o06macHoi paau  «O6smacHui
K/IIHIUHMAW Criewiajgi3oBaHuM [UCMaHCep PpajialiiHOro 3aXWCTy HaceleHHs», XipypriuHe
Bi/I/liJIeHHS1 3 OHKOJIOTIYHHMMM JTi>KKaMH, M. XapKiB

Howmep Ta faTta Hakasy
MO3 100 3aTBepKeHHs
KJIiHiUHOTO BUTIPOOYBaHHS

Ne 2707 Big 28.12.2019

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«54-TwKHeBe, OaraToIleHTPOBE, paH/I0Mi30BaHe, MO/BiliHe CJiine, TUIaleb0-KOHTPO/IbOBAHE AOC/TiPKEHHS
da3u 2 B mapane/NbHUAX TPyIax [ OLHKK edeKTHUBHOCTI Ta Oe3meky bpasnkymaly y mMallieHTiB 3
BUpa3KOBUM KOJITOM BiJj cepeHbOro A0 Ba)KKOro cryreHsi akTuBHOCTi (Expedition Lead-in)»,
D5272C00001 (ITorrepeaniii ko 3151-201-008), moripaBka 5, Bepcist 6.0 Biz 26 6epe3nst 2021 poky
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3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»
CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTok 8
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

Po3zin «SfIkicTb» cripomieHoro [Jlocke mianebo A0 JAOCTiKyBaHOTO JIiKapChbKOTo 3aco0y HaBiTOK/IAKC,
Bepcis 2.0 Bix 03 rpyans 2021 poky; 3anyueHHs1 J0JaTKOBOI opraHisallii, fiKiii CIOHCOp [JenieryBaB CBOI
000B’s13KM Ta QyYHKIIi1, TTOB’s13aHi 3 MpOBeieHHsIM KiiiHiuHoro BunpoOyBaHHsi, — WCG Frankfurt GmbH,
Himeuunna (cepBic «ThreeWire»); Martepianu pas Bigbopy cy6’ekrtiB  mocmimkenns: Koiniuni
nmocutimkeHHs: HaBiTokmakcy Transform 1 i Transform 2, siki mpoBoguTh Kommaniss AbbVie, Bepcis 1.0 ans
Yxpainu Biz 18 >)koBTHsA 2021 pOKy, yKpaiHCbKOI MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzomizoBaHe mopBiliHe citinme TwIAlE00-KOHTPO/bOBAHE [JOCTiMKeHHs 3 (a3 3 BUBUEHHS
HaBIiTOK/IaKCY B TIOEJHAHHI 3 DYKCOMITHHIOOM TOpPiBHSHO 3 PYKCOMITHHIOOM Yy TaljieHTiB i3
Miesodiobpozom (TRANSFORM-1)», M16-191, Bepcis 4.0 Big 27 TpaBHst 2021 poky

3asiBHUK, KpaiHa

«E66Bi biodapmachktoTikan3z 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

«E66Bi Tnk», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

3anydyeHHs1 HOBUX MiCLlb TPOBe/IeHHs K/IiHIiUHOTO BUMTPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. I.M.H., npo¢. Tatapuyk T.®.

ToBapHCTBO 3 0OMEXKEHOIO BiIIOBiIaIbHICTIO «MeauuHui 11eHTp «Bepym», M. KuiB

2. I.M.H., npod. Koceli H.B.

HepxaBHa YcraHoBa «IHCTUTYT TiefiaTpii, akyllepcTBa 1 TiHEKOJIOril iMeHI akazemika
O.M. Jlyk’ssHoBoi HarllioHanbHOT akazemii MeAWYHMX HAyK YKpaiHW», BiAJiJieHHS
eH/JJOKPMHHOI riHekosiorii, m. Kuis

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[loppiltHe  cjlirle, TIPOCTIEKTHBHE, paHJOMi30BaHe, I1arjeb60-KOHTPObOBaHe, OaraTorjeHTpoBe
nmocrimkenns 111 dha3u, 1110 MPOBOAUTECS 3 METOIO OIiHKM edeKTHUBHOCTI Ta Oe3mneku Lleripa (Cevira®) y
MAaL[i€HTIB 3 LePBIKalbHOK TiCTOJOTIYHO TMiATBEPI)KEHOK BHUCOKO BHUPaKEHOK TJIOCKOKJIITUHHOKO
iHTpaernitenianbHO Heomasier (HSIL)», YHGT-CEV-R1, Bepcis 1.0 Big 24.04.2020

3asiBHUK, KpaiHa

Ornepa Kontpakt Picepu Opranizeiiiin CPJI, Pymyniss/Opera Contract Research Organization SRL,
Romania

CrioHcop, kpaiHa

Acipic MegiTek Ko., JITa., (Asieris MediTech Co., Ltd), Kuraii

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

Indopmarisi Ans naijiedta ta ¢opma iHbopmoBaHOi 3rofu s YKpaiHM aHIJIiHCBKOI MOBOM, 6.0 Bif
20 rpyans 2021 p.; Indopmauis A natieHTa Ta dopma iHhopMoBaHOI 3rou /s YKpaiHU YKpaiHChKOIO
MoBo1, Bepcis 6.0 Big 20 rpyans 2021 p.; [Hdopmariisi asis naijienta Ta popma iHdhopMoBaHOT 3rofu AJis
Ykpainu pociiicbkoro MoBoto, Bepcis 6.0 Big 20 rpygus 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, paHJOMi30BaHe, TOABiMHe Ciille, y Tapajie/lbHAX TPYyIax, miareb0-KOHTPOIbOBaHe
pocmimkerHs ¢asu 11 asis oriHku eekTMBHOCTI Ta Ge3meyHocTi npernapaty RO6889450 (PanmitapoHT) y
MOpiBHSHHI 3 Twlanebo y maijieHTiB i3 mm3odpeHiero abo 3 mmM30aQeKTUBHUM pO3/1aZioM Y CTafil
3aroctpeHHs», BP41743, Bepcis 5 Big 06 xoBTHs 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHow BianorizanpHicTio «KoHTpakTHO-[ochigHumnpka Opranizanis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

@. Xopdmann-JIs Pou JIty, Iseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

Inentudikaris cyrreBoi
TIOTIPaBKU

3HiMKM ekpaHy 3 muaHmeta (eCOA) QLQIL127 (EORTC IL127), Bepcia 1.00 Bix 16 rpyzusa 2021p.,
aHTJIiiCbKOK MOBOIO Ta IepeK/a/, YKpaiHChKOK MOBORO; 3HIMKU ekpaHy 3 ruiaHiiera (eCOA) QLQIL127
(EORTC IL127), Bepcis 1.00 Big 04 ciunst 2022p., aHT/1iiCKOI0 MOBOIO Ta TepeK/aj pOCiliCbKOK MOBOLO;
3HiMKku ekpany 3 riaHiieTta (eCOA) EQ5SD5L (AHkeTa 1miof0 ctany 340poB’s (EQ-5D-5L). Ilepeknan Ha
YKpalHCbKy MOBY A5 YKpainm), Bepciga 1.00 Bix 29 rpyans 2021p., aHrIilCbKOIO MOBOIO Ta IepeKsaf,
YKpaiHCbKOIO MOBORO; 3HIMKMU ekpaHy 3 muaHilera (eCOA) EQSDSL (OnuTyBaibHUK IIOAO0 CTaHy
3nopoB’s (EQ-5D-5L). Bepcisi pociiicbkkoro MoBoOw Ajisg YKpainu), Bepcis 1.00 Big 15 rpyans 2021p.,
aHTJIiICbKOI0 MOBOIO Ta TepeKa/, pPoCiiChKO MOBO; 3HIMKM ekpaHy 3 maHiieta (eCOA) FACTGPS
(FACT-GP5), Bepcis 1.00 Big 09 rpyans 2021p., aHr/1iliCbKOIO MOBOIO Ta Iepek/iaj, yKpaiHCbKOI MOBOIO;
3uiMku ekpaHy 3 muiaHieta (eCOA) FACTGPS (FACT-GP5S), Bepcis 1.00 Big 09 rpyans 2021p.,
aHIVIICbKO0 MOBOIO Ta TepeKsaZ pOCilChbKOH MOBOM; 3HIMKM eKpaHy 3 ruiaHiueta (eCOA) MMASS
(MMAS-8), Bepcis 1.00 Biz 09 rpyans 2021p., aHT/iliCbKOIO MOBOIO Ta Mepeksiafi yKpaiHCbKOK MOBOIO;
3HiMKHM ekpaHy 3 TiiaHimiera (eCOA) MMAS8 (MMAS-8), Bepcis 1.00 Big 09 rpyaus 2021p.,
aHTJIiICbKOI0O MOBOIO Ta TepeK/aj pOCiiicbKo MOBOIO; 3HIMKM ekpaHy 3 ruiaHimera (eCOA) PGIC
(IlTkama OI[iHKM MAal[ieHTOM 3arajbHOro Bpa)keHHs mpo 3MiHy (PGIC) nobiunux edekTiB miKyBaHH:),
Bepcisi 1.00 Big 18 >koBTHs 2021p., aHI/iMCHKOK MOBOK Ta Tepek/aZ, YKpPaiHCbKOI MOBOI; 3HiIMKHU
ekpany 3 ruiaHileta (eCOA) PGIC (Illkana ouLiHKM MaljieHTOM 3araJbHOr0 BpakeHHs1 po 3MiHy (PGIC)
nobiunnx edekriB nikyBaHHs), Bepcisg 1.00 Big 18 >xoBTHs 2021p., aHI/TiMCEKO0 MOBOIO Ta TiepeKa
POCiiCbKOI0 MOBOR; 3HIMKU ekpaHy 3 raHiietra (eCOA) PGIS (Illkana OL[iHKM MaljieHTOM 3arajbHOro
BpakeHHs TIpo TsDKKicTh (PGIS) mobiunux edekriB sikyBaHHs1), Bepcis 1.00 Bix 18 >xoBTHs 2021p.,
aHIJIIMCBbKOK0 MOBOIO Ta IepeK/af yYKpaiHCbKOI MOBOI; 3HIMKM ekpaHy 3 IuiaHuera (eCOA) PGIS
(IlIxasa OLiHKM TAI[iEHTOM 3arajJbHOr0 BpakKeHHs TIPO TsKKiCcTh (PGIS) mobiunux edekTiB JyliKyBaHHs),
Bepcig 1.00 Big 18 >xoBTHsi 2021p., aHI/IiMCHKOK MOBOK Ta TepeK/aj POCiHCbKOK MOBOH; 3HIMKU
ekpany 3 maHiiera (eCOA) PROCTCAE (PRO-CTCAE), Bepcis 1.00 Big 09 rpygus 2021p.,
aHIJIIKCbKOK MOBOIO Ta TNepek/aZi YKpaiHCbKOI MOBOIO; 3HIMKY eKpaHy 3 TiiaHieta (eCOA)
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PROCTCAE (PRO-CTCAE), Bepcisi 1.00 Big 09 rpyans 2021p., aHI/IiMCbKOIO MOBOKO Ta TMepeKsaf,
pocilicbkoro MoBOIO; 3HIMKU ekpaHy 3 muaHiietra (eCOA) QLQBR23 (QLQ-BR23), Bepcis 1.00 iz 09
rpyAHa 2021p., aHI/IiMCBKO0 MOBOIO Ta MepeksaZ, YKpalHCbKOI0 MOBOR; 3HIMKM eKpaHy 3 IUlaHIleTa
(eCOA) QLQBR23 (QLQ-BR23), Bepcis 1.00 Big 09 rpyans 2021p., aHr1iliCbKOIO MOBOIO Ta MepeK/af,
pOCiiicbKOI0 MOBOIO; 3HIMKU eKpaHy 3 maHmeTta (eCOA) QLQC30 (QLQ-C30), Bepcis 1.00 Big 09
rpyAHs 2021p., aHI/ilCbKOIO MOBOIO Ta Tepeksaj YKpaiHCbKOK MOBOH; 3HIMKM eKpaHy 3 TUlaHIleTa
(eCOA) QLQC30 (QLQ-C30), Bepcisi 1.00 Bix 09 rpyans 2021p., aHI/IiMCHKOKO MOBOK Ta TepeK/aj
pocilicbkkoro MoBOI0; 3HIMKU ekpaHy 3 muaHiiera (eCOA) Sanofi EFC16133 Reminder Icon (3Hauok
HaragyBaHHs1), Bepcisi 1.00 Big 09 rpyaus 2021p., aHIJIiCbKOO MOBOKO Ta TiepeK/aZi YKpPalHChKORO
MOBOM; 3HiMKM ekpaHy 3 raHiieTta (eCOA) Sanofi EFC16133 Reminder Icon (3Hauok HarajyBaHHS),
Bepcis 1.00 Bix 09 rpyans 2021p., aHr/1ilCbKO0 MOBOIO Ta MepeKsiaji poCiiicbKO MOBOK; ONUTyBaTbHUK
EORTC QLQ - BR23, Bepcis 1.0 Big 1994 poky, yKpaiHCBKOIO Ta pOCiiCbKOIO MOBaMU; AHKeTa 1110710
crany 370poB’si (EQ-5D-5L). Tlepeknas Ha ykpaiHCBKy MOBY AJisg YKpaiHu, Bepcisi Bix 2010 poky;
OnuTyBanbHUK 1070 cTtaHy 310poB’st (EQ-5D-5L). Bepcisi pociiicbkoro MOBORO [i71s1 YKpaiHu, Bepcisi Bif
2010 poky; OnuryBanbHUK GP5 (Version 4), Becisi Big 28 numHsi 2009 poKy, yKpaiHCbKOK MOBOIO;
OnutyBanbHuk FACT-G (Version 4), Becis Bix 23 xoBTHf 2012 pOKy, PpOCIMCbKOIO MOBOIO;
OnutyBameHuk EORTC IL127, Bepcia Bif 2021 poky, yKpaiHCBKOIO Ta pocikcbkoro MoBamy; [llkana
OLIiIHKY Mal[ieHTOM 3arajbHoOro BpakeHHs 1po 3MiHy (PGIC) nobiunux edekTiB /liKyBaHHs, Bepcis Big 19
motoro 2021 poky, YKpaiHCBbKOIO Ta PpoOCiicbKOr MoBamy; Illkana OLIiHKM MallieHTOM 3araabHOro
BpakeHHs TIpo TsDKKicTh (PGIS) mobiunux edekTiB mikyBaHHsl, Bepcis Bing 19 motoro 2021 poky,
YKpaiHCBKOI0 Ta pociiicbkoro moBamy; OnurtyBanbHUK EORTC QLQ-C30 (version 3), Bepcis 3.0 Big 1995
POKY, ykpaiHcbkoro MoBow; OmutyBanbHMK EORTC QLQ-C30 (Bepcist 3), Bepcis 3.0 Big 1995 poky,
pociiicbkoto MoBoro; CkpiHmotu gopatka e-labeling EFC16133, ykpaiHcbKoro MoOBORO; CKpiHILIOTH
nonarka e-labeling EFC16133 (ripenapaT ropiBHSIHHS), YKpaiHCbKOI0 MoBO; OnutyBanbHUK NCI PRO-
CTCAE ™ ITEMS, Bepcis 1.0 Big 30 numnuHs 2021 poKy, yKpalHCBKOR Ta pOCIMCbKO0 MOBaMU;
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OmuryBanbHuK SFI MMASS, nepeksnaz ykpaiHCbKOrO MOBORO Bif 20.09.2021 poky; OnuryBanbHUK SFI
MMASS, mnepeknaj pocilickkoro MoBoro Bifg 20.09.2021 poky; 3MiHa Ha3BU Miclid MpPOBeJeHHS
KJIIHIYHOTO JOC/Ti/PKEHHS:

BYJIO CTAJIO

I.M.H., ipod. Jyaniuerko O. C. IO.M.H., ipod. Jyaxiuenko O. C.

HepxaBHa ycraHOBa «IHCTUTYT 3aranbHOl Ta | lep)kaBHa ycTaHoBa «IHCTUTYT 3araipHOI Ta
HeBiZknazHoi  xipyprii imeni B.T.3alieBa | HeBigkiagHoi  xipyprii imeni B.T.3aiieBa
HarionanbHoi  akazemil  MeguuHux — Hayk | HarjioHanpHOl  akazemii  MeAMYHMX — HaykK
YKkpainu», BiagineHHs rHiHoi xipyprii Ha 25 | YkpaiHu», BiafineHHs xipypriunux iHdekuiii ta
JIDKOK 3 T1a/laTOX0 IHTeHCHMBHOI Teparii Ha 6 | yCK/JaJHEHOI OHKOJIOTiYHOI mnaTosiorii Ha 25

JIDKOK, XapkiBCbKa MeJuYyHa akazemis | TDKOK 3 TIajlaTOK0 iHTEHCHUBHOI Teparii Ha 6
TMiC/SAUTIZIOMHOI OCBIiTH, Kadeapa OHKOJIOTII Ta | JTi’KOK, XapkiBCbKa MeIUYHa aKazieMist
JWATSYOI OHKOJIOTiT, M. XapKiB MiCSAUTIZIOMHOI OCBiTH, Kadeapa OHKOJOTIl Ta

JUTSIY01 OHKOJIOTi1, M. XapKiB

Howmep Ta faTa Haka3y Ne 132 Big 20.01.2022

MO3 o0 3aTBepyKeHHS

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOrO «PanziomizoBaHe, OaraTolleHTpOBe, TIOABiliHe crire AOCTipkeHHS a3y 3 3 BUBUEHHS IIperapary
BUTIPOOYBaHHS, KO/, amueHectpaHT (SAR439859) y mopiBHsHHI 3 TaMoKcubeHOM [/s1 JIiKyBaHHSI TAal[ieHTiB 3 TOPMOH-
BepCis Ta zaTta PeLIenTOP-TTI0O3UTUBHIM, HETaTUBHUM a00 TIO3UTHBHUM 3a PEIIeNTOPOM elliZiepMa/ibHOTO (aKTOPY POCTY

JIOUHU 2-TO TUIy PakKOM MoJIoyHOl 3ano3u crazil [IB-III, #ki npunuHuaM aja'toBaHTHY Tepariito
iHribiTopoM apomarta3u uepe3 TOKCUYHICTb, TOB's3aHy 3 jikyBaHHsiM», EFC16133, Bepcis 1 Big 02

BepecHs1 2021 poky
3asiBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»
CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesiornMaH, OpaHifisi)
CynyTHi —
Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikaiiis cyrreBoi BKJ/TIOUEHHST I0/IaTKOBUX MIiCITh TPOBEIEHHS K/TiHIYHOTO BUIIPOOYBAHHSI:
TIOIIpaBKU Ne I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. gupextop Ilamamapuyk I1.B.

KomyHanbHe HeKOMepIfiiiHe ITiIPUEMCTBO «XepPCOHChKUM 00/IacHUM 3aKiaj 3 HaJaHHS
TICUXiaTPUYHOI JOMOMOTrM» XepCOHCHKOI 00/1acHOI pajiv, YosIoBiUue MCHUXiaTpUUHe BiJfi/IeHHS
Ne3, xiHoue ncuxiaTpuyHe BigzgisieHHs: Nel0, m. Xepcos, c. CrenaHiBka

2. 3aB. Bijl. Bite6cbka T.B.

KomyHaneHe HekoMmepijiviHe mignpueMcTBO «KuiBCbKa MiCbKa MCHUXOHEBPOJIOTIUHA JIiKapHS
Ne2» BukonaBuoro opraHy KwuiBcekoi Micbkoi pagu (KuiBcbkoi MicbKoi JeprkaBHOL
afMiHicTpallil), KOHCYy/IbTaTUBHe BifgiseHHs, M. KuiB

3. reH. gupekrop Muxaimokosuy O.K.

KomyHanbHe HekomepuidiHe miarnpuemMctBo «Ogecbka obsacHa TicuxiaTpuyHa JiikapHs Ne2»
Opecbkoi obsacHOl pagu, ricuxiarpuude BigzaiieHHs Nel6, Omecbka 0671., JIMMaHCBKUN p-H,
c. OnekcanjpiBka

Howmep Ta fata Hakasy —
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Has3ga kiiHiuHoro «Bigkpure momaTkoBe MAOCTiKeHHS [/ OL[iHKA [JOBrOTPWBaiOi 0e3reuyHoCTi Ta I1epeHOCHMOCTi
BUMPOOYBaHHs, KO/, nperniapary KarXT sk af'toHKTMBHOI Teparlii y Marji€eHTiB i3 HeJOCTaTHbO KOHTPO/IbOBAHUMU CUMITTOMaMU
BepCis Ta faTa mm3odpenii», KAR-013, Bepcis 2.0 Big 18 »koBTHs 2021 poky
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3asiBHUK, KpaiHa TorapuctBo 3 OOMmexkeHow BianosigansHicTio «KonTpakTHO-ocmiguuipka Oprasizaifiss IHHOGapM-
YxpaiHa»

CnoHcop, KpaiHa «Kapyna TepanbtoTikc, Ink.» (Karuna Therapeutics, Inc.), CIIIA

CynyTHi —

MaTepianv/ripernapaTi

CyNyTHBOI Tepartii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

Hocnimpxenns: 18748_Indopmatis As naiieHta Ta ¢popma iHpopmoBaHoi 3roau_sepcis 1.1 Big 13 ciuns
2022p. anis Ykpainu Ha ocHoBi [Hdopmaii as narieHTa Ta dopmu iHhbopMoBaHOi 3rofiv, 0OCHOBHOI BepCii
nJociimpkenHs 6.0 Big 25 mucronazga 2020p., yKpaiHCBKOIO i POCiHCBKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Panziomi3zoBaHe, 1oBiliHe criirne, I/ale00-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/IPKEHHS /I OL[iHKH
Oe3rieku Ta eheKTUBHOCTI iHAWBIZyasmbHO TUTPOBAHUX TEPOPATBLHUX /03 PYHKAIWI'yaTy y TAli€eHTiB 3
K/TiHIYHAM [1iarHO30M XPOHIYHOi XBOPOOW HUPOK 3 LIyKpOBUM [iabeTom Ta/abo rinepreH3ieto, Ta xoua O
OJIHIEI0 CepLeBO-CYAUHHOI CyIyTHLOK Tarosoriero», No. BAY1101042 /18748, Bepcia 3.0 3
Mi>KHapoHO nonpaBkoro 2 BiJ 09 uepBHst 2021 poky

3asBHUK, KpaiHa

TOB «batiep», YkpaiHa

CnoHcop, KpaiHa

baviep AI', HimeuunHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

Inentudikaris cyrreBoi
TIOTIPaBKU

3HiMKU ekpaHy 3 TuiaHiieta (eCOA) ACQ-6 (OnuTyBanbHUK 3 KOHTPOJIO acTMmM), Bepcis 1.00 Bif
09 rpygust 2021p., aHr/IilICEKOK0 MOBOIO Ta Mepek/aj YKpaiHChbKOK MOBOIO; 3HIMKHU eKpaHy 3 TUIaHIIeTa
(eCOA) ACQ-6 (OnutyBa/bHUK 3 KOHTPOJIO CUMIITOMIB OpoHxianbHOi actmu), Bepcis 1.00 Big 01
rpyAHs 2021p., aHT/iCBKOIO MOBOIO Ta TepeK/aj, POCiiiCbKO MOBOIO; 3HIMKM eKpaHy 3 I/aHIleTa
(eCOA) ADSD (ADSD, BeuipHii mjoaeHHuk), Bepcisi 1.00 Big 10 mucrtomaza 2021p., aHIIiMCBKORO
MOBOIO Ta Mepek/iaZi yKpaiHCbKOI MOBOIO; 3HIMKM ekpaHy 3 ruiaHiieta (eCOA) ADSD (ADSD, BeuipHiii
moaeHHuK), Bepcis 1.00 Big 10 sucromaza 2021p., aHI/IiMCBKOIO MOBOK Ta TMepeKsaj, POCihChKOR
MOBOM; 3HiMKU ekpaHy 3 miaHiera (eCOA) ANSD (ANSD, pankoBuii mjo/jeHHUK), Bepcisi 1.00 Big 10
mucronaza 2021p., aHI/iMCBKOK MOBOIO Ta MepeK/as, YKpaiHCbKOI0 MOBO; 3HIMKU eKpaHy 3 IUIaHIlIeTa
(eCOA) ANSD (ANSD, pankoBuili miozieHHUK), Bepcisi 1.00 Big 10 mucromaza 2021p., aHTriMCBKORO
MOBOIO Ta MepeK/az, poCiiCbKOI MOBOIO; 3HIMKU ekpaHy 3 raHueTa (eCOA) AQLQ(S) (OnutyBanbHUK
SIKOCTI YKUTTsI XBOPUX Ha aCTMy i3 cTaHAapTU30BaHUMHU BuAaMu AisinbHocTi AQLQ(S)), Bepcis 1.00 Big 09
rpyAHa 2021p., aHI/IIMCBKO0 MOBOIO Ta MepeksaZ YKpalHCbKOI0 MOBOR; 3HIMKM eKpaHy 3 IUlaHIleTa
(eCOA) AQLQ(S) (OmutyBanbHUK 3 SIKOCTi >KUTTS TIpM OpOHXianbHiM acT™Mi i3 CTaHAAPTU30BaHUMMU
Buzamu gissibHocTi AQLQ(S)), Bepcisi 1.00 Big 09 rpygusi 2021p., aHI/IiMCbKOIO MOBOIO Ta TepeKsaf
pocilicbKor0 MOBOO; 3HIMKM ekpaHy 3 miaHiieTa (eCOA) EQSD5L (EQ-5D-5L, AHKeTa cTaHy 340pOB’f,
repekKsiaj, Ha YKpaiHCbKy MOBY A/l YKpainu), Bepcis 1.00 Big 10 mucrtonaza 2021 p., aHr1ilCbKO0 MOBOKO
Ta Tepekaa] yKpaiHCbKOK MOBOW0; 3HIMKM ekpaHy 3 TuiaHiera (eCOA) EQS5DSL (EQ-5D-5L,
OnuTyBaibHUK TIPO CTaH 3[0POB’sl, BepcCis POCIMCbKO MOBOKO s YKpainu), Bepcisi 1.00 Big 10
mucronaza 2021 p., aHI/iCbKOO MOBOIO Ta Tepek/iaZi pOCiiiCbKOK MOBOIO; 3HIMKHM €KpaHy 3 TUIaHIIeTa
(eCOA) HH Training Module (HaBuanbHuii MoJy/ib i3 KOPUCTYBaHHS MMOPTaTHBHUM TIPUCTPOEM), BepCist
1.00 Big 17 rpyans 2020 p., aHT/IiiiCbKOIO MOBOIO Ta MepeK/aj YKpaiHCbKO MOBOH; 3HIMKHU eKpaHy 3
riaHera (eCOA) HH Training Module (HaB4anbHuii MOZy/b 10 pOOOTi 3 TIOPTAaTUBHUM TPUCTPOEM),
Bepcisi 1.00 Bixg 11 rpyans 2020 p., aHr/IilCbKOIO MOBOK Ta Tepek/aj POCIHChKOH MOBOI; 3HIMKU
ekpaHy 3 rmaHieta (eCOA) MiniRQLQ (MiHi aHKeTa S$KOCTi >KUTTS TPU PUHOKOH FOKTHUBITI
(MiniRQLQ), anst camocTiitHoro BUKopucTaHHs), Bepcis 1.00 Big 09 rpyans 2021 p., aHI/ilCbKO0
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MOBOIO Ta Iepekaj, yKpaiHCbKOIO MOBO; 3HIMKM ekpaHy 3 muiaHulera (eCOA) MiniRQLQ (Mini-
OMUTYBaJbHUK 3 SIKOCTi >KUTTSI XBOPUX PUHOKOH tOKTHBITOM (MiniRQLQ), 3amOBHIOETHCS MAal[i€eHTOM),
Bepcig 1.00 Bim 09 rpyans 2021 p., aHI/IiMCBKOIO MOBOKO Ta TepeKsiaj, pPOCiMChbKOI MOBOI; 3HIMKU
ekpany 3 muiaHieta (eCOA) Sanofi LPS16676 PGI (PGI-3mina), Bepcisi 1.00 Big 03 ciuns 2022p.,
aHTJIIChKOI0 MOBOIO Ta Tiepeksaj yKpaiHCbKOH MOBOI; 3HIMKM eKpaHy 3 TuiaHiiera (eCOA) Sanofi
LPS16676 PGI (PGI-3mina), Bepcis 1.00 Bim 03 ciuns 2022p., aHIJIiICbKOIO MOBOKO Ta TiepeKsaj
pocilicbkkoro MOBOI; 3HIMKU ekpaHy 3 TuiaHiieta (eCOA) Sanofi LPS16676 PGI Control (PGI-
KonTtposns), Bepcis 1.00 Bix 03 ciunsi 2022p., aHI/iliCbKOI0O MOBOIO Ta Tepekiaj, YKpaiHCbKOK MOBOIO;
3uimMku ekpany 3 ruiaHiieta (eCOA) Sanofi LPS16676 PGI Control (PGI-KonTposs), Bepcisi 1.00 Bix 03
ciung 2022p., aHI/iMCBKOIO MOBOK Ta TepeKksaZ, POCIMChKOW MOBOI; 3HIMKU eKpaHy 3 IUIaHIlIeTa
(eCOA) Sanofi LPS16676 Reminder ICON (3Hauok HaraayBaHHs), Bepcis 1.00 Big 10 sucrornaga 2021p.,
aHTJIiICbKOI0 MOBOIO Ta Tepeksaj yKpaiHCbKOH MOBOM; 3HIMKM eKpaHy 3 ruiaHiiera (eCOA) Sanofi
LPS16676 Reminder ICON (3Hauok HaragyBaHHs), Bepcisi 1.00 Big 10 mucronaga 2021p., aHrniicbKo0
MOBOIO Ta Tepeksaj, pociiicbkoro MOBOM; 3HIMKU ekpaHy 3 miaHiiera (eCOA) Sanofi LPS16676 WPALI
(OnuryBanbHUK 3 MpaLe3/aTHOCTI Ta TMOriplieHHd TOBCSKAEHHOI [JisabHOCTI: actMa V2.3
(WPAI:Asthma)), Bepcis 1.00 Big 03 rpygusi 2021p., aHT/IiliCbKOIO MOBOIO Ta TepeKsaZ, YKpaiHChbKOH
MOBOIO; 3HIMKM ekpaHy 3 maHiiera (eCOA) Sanofi LPS16676 WPAI (OnuryBasbHUK 3i 3HM)KEHHS
MpaLe3ZlaTHOCTi i TIOPYIIIeHHIO TMOBCSAKAEHHOI MAis/bHOCTI: OpoHxiambHa actMa V2.2 (WPAI:Asthma)),
Bepcig 1.00 Big 30 nmucronaza 2021p., aHT/IiCEKOK MOBOKO Ta TepeK/aZi POCIMChKO MOBOIO; 3HIMKU
ekpaHy 3 raHiieta (eCOA) SNOT-22 (OnuryBalbHUK MPO CHHOHAa3adbHi pe3ynbtaTtd (SNOT-22)),
Bepcis 1.00 Bix 10 nucronaza 2021p., aHI/IiMCHKOIO MOBOIO Ta Iepekraj YKpalHCbKOK MOBO; 3HIMKH
ekpaHy 3 raHieTta (eCOA) SNOT-22 (Anketa cuHOHa3anbHOI ouiHKu (SNOT-22)), Bepcist 1.00 Big 10
mucronaza 2021p., aHI/iCbKOI MOBOIO Ta TepeK/aZi poCiiChbKOK MOBOI; OMUTYBa/bHUK 3 KOHTPOJIIO
actmu (ACQ), ykpaiHcbKa Bepcisi i Ykpainu Bix 20 BepecHs 2017p., yKpaiHCBKOIO MOBOIO;
OnuTyBaNbHUK 3 KOHTPOJIIO CUMITOMIB GpoHxianbHOI actMu (ACQ), pociiicbka Bepcist Ayt YKpaiHu Bif
21 nmucromaza 2017p., pociiicbkoo MoBOK0; ONUTyBalbHUK SIKOCTI JKUTTSI XBOPHUX Ha acTMy i3
CTaHjapTU30BaHUMU BUjamu fismbHOCTI (AQLQ(S)), A1 camMoCTiMHOrO BHUKOPHMCTaHHS, YKpaiHChKa
Bepcist Ans Ykpainu Big 06 6epe3nst 2013p., yKpaiHCbKOI MOBOIO; OMUTYBalbHUK 3 SIKOCTi JKUTTS TIPU
OpoHXia/bHIM acTMi i3 cTaHAApTU30BaHUMHM BUAaMu AisyibHOCTI (AQLQ(S)), 3amoBHIOETHCS TALiEHTOM,
pocilicbka Bepcisi Aasi Ykpainu Bif 25 kBiTHa 2013p., pocilicbkkoro MoBoro; EQ5DS5SL AHkeTta craHy
3[I0pOB’sl, TlepeK/iaZl Ha YKpaiHCbKy MOBY g YKpainy, PDA Bepcis; EQ5DS5SL OnuryBanibHYK PO CTaH
3/10pOB’sl, BepcCisg pociiicbkoro MoBor s YKpaiHnd, PDA Bepcis; Illkamu PGA (3aranbHa OIfiHKa
nauieHnToM KotpoJito (PGI-KoHTposib), 3aranbHa o1jiHKa natieHToM 3MiHm), Bepcis 2.00 Bif 28 >)KOBTHs
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2021p., ykpaiHcbkoro MoBow; Illkanu PGA (3aranbHe Bpa)kKeHHs TMallieHTa II0A0 KOTPOJIO
3axBoproBaHHs (PGI-koHTposb), 3aranbHe BpakeHHs MaljieHTa Mpo 3MiHM cTaHy), Bepcisg 2.00 Big 28
>koBTHsA 2021p., pociiicbkoro MOBOIO; MiHi aHKeTa SIKOCTi >KUTTS TpHM pUHOKOH tOKTUBITI (MiniRQLQ),
Ji1s1 CaMOCTIMHOTO BUKOPUCTaHHS, YKpaiHChbKa Bepcisl A1 Ykpainu Bifj 08 uepBHs 2017 p., yKpaiHCbKOIO
MOBO; MiHi-OMUTYBa/SbHUK 3 SIKOCTi >KUTTS XBOPUX PUHOKOH IOKTUBITOM (MiniRQLQ), 3amoBHIOETHCS
MaLjieHTOM, pociiicbka Bepcia A Ykpainu Big 10 kBitHA 2015 p., pocikicekoro MoBowo; IllogeHHUMK
CUMMTOMIB acTMH y AeHHul uyac (ADSD), Bepcisi 1.0 Big 2018 poky, ykpaiHCbKOO MOBOR; l]omeHHUK
JeHHux cumnromiB actmMu (ADSD), Bepcis 1.0 Big 2018 poky, pociiicbkoro MoBorwo; IllomeHHHK
CUMITOMIB acTMu y HiuHuii yac (ANSD), Bepcisi 1.0 Bix 2018 poky, ykpaiHcbkoro MoBoto; I]oneHHUK
HiyHux cumnToMiB actMu (ANSD), Bepcist 1.0 Big 2018 poky, pociiicbkoro MOBO0; ONUTyBalbHUK MPO
cuHOHa3anbeHi pe3ynabTatv (SNOT-22), Bepcis Big 23 TpaBHsi 2013 poKy, yKpaiHCbKOHO MOBOIO; AHKeTa
CcuMHOHa3abHOI oLjiHkU (SNOT-22), Bepcis Bif 23 TpaBHs 2013 poKy, poCiiCbKOr0 MOBOIO; ONUTYBa/IbHUK
3 Mpale3ZaTHOCTI Ta TIOTipILeHHsl MOBCSKAeHHOI AisnbHOCTi: actmMa V2.3 (WPAI:Asthma), Bepcis 2.3
(1993 pik), ykpaiHCbKOIO MOBOW0; OMNUTYBa/bHUK 3i 3HWKEHHS Mpale3faTHOCTI i TMOpYIIeHHIO
MOBCSIK/IEHHOI [Tis/TbHOCTI: OpoHxiambHa actMa V2.2 (WPAI:Asthma), Bepcis 2.2 (1993 pik), pociiicbkoro
MOBOI; 300pakeHHsI yHiBepcanbHOi cTapToBOi KapTku gAozatka ERT eCOA pf/isi MOpPTaTUBHOTO
nipuctporo Moto G9/Lenovo K12, Bepcis Bix 08 6epe3nst 2021 poky

Howmep Ta gata Hakasy Ne 2616 Big 24.11.2021
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ha3Ba kiiHiYHOTr 0O «PaHomi3oBaHe, To/BiMHe criire, TUIalle00-KOHTPOIbOBAaHEe AOCTi)KEHHS 3 OL[iHKK JOBrOCTPOKOBOI'O

BUTIPOOYBaHHS, KO/, BIUVIMBY AyITijiyMaOy Ha TOTepe/pKeHHs] 3HWKeHHs1 (YHKIIii JiereHb y MAalieHTiB 3 HEKOHTPOJIbOBAHOKO

BepCid Ta zaTta OpoHXia/TbHOI0 aCTMOO MOMIPHOTO Ta Ba)XXKKOT'O CTYTIeHs TsDKKOCTi», LPS16676, Bepcis 1 Big 20 ceprHs
2021p.

3asiBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»

CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliiepii e feBesiornMaH, @paHijisi)

CymnyTHi —

MaTepianu/mpernapaTi

CYNyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

3anydeHHs! JOJATKOBOTO /IOC/Ii/PKYBAaHOTO JiKapchbKoro 3acody JIJAHCYP®® 15 mr/6,14 mr, TabneTky,
BKDUTIi TJTIBKOBOIO 000s10HKOI0. BupoOHuk: Jlabopatopii Ceps’e Inmactpi, @paniiis (Les Laboratoires
Servier Industrie, France)

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Big 24.11.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«docnimkennst III dasu MK-4280A (kombiHarlis dae3zenimaby [MK-4280] 3 membponizymabom
[MK-3475]) y nopiBHsiHHI 3i CTaHJapTHWUM JIiKyBaHHSIM TPU paHillle B)Ke JIKOBAHOMY MeTaCTaTUUHOMY
PDL1-no3utuBHOMY KOJIOpeKTa/lbHOMY paky», MK-4280A-007, 3 iHKopriopoBaHow mnoripaBkoro 02 Bif
17 BepecHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

[MopgenHuk mnatjieHTa A5 peectpauii npuiiomy IJITI, Bepcis 9.0 mo PAO5 Big 06 rpyaus 2021 p.,
aHTJIiCbKOI0, YKPaiHCHKOIO Ta POCiMICHKOK MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomisoBaHe, mogBiliHe cire fgociimkeHHs 3 a3y A1 BUBYEHHS] e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
riperiapaTy SAR442168 y mnopiBHsHHI 3 TepudayHomizoMm (O6amkio®) B yUaCHUKIB 3 pelUAUBYIOUNMH
dbopmamu poscisHoro ckineposy (GEMINI 1)», EFC16033, 3 nmonpaBkoto 05, Bepcis 1 Big 18 nucronaza
2021p.

3asBHUK, KpaiHa

TOB «CaHogi-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim Kopnopern, CIIIA)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
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TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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InenTudikariist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBOT'O MiCLisl IPOBe/IeHHsI K/TiHIYHOTO BUTIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. I.M.H. Kupuuenko A.T.

KomyHanbHe mianpueMcTBo  «/IHinmporeTpoBchbka o6nacHa [AWTsda KIiHIYHA JTiKapHS»
[HinporeTpoBcbKOI 00/lacHOi pajgu», HeHpoXipypriuHe BiAfieHHS 3 HEBPOJIOTIYHUMU
JIDKKaMu, M. [THirpo

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[IpocriekTBHe BifikpuTe, OaraTolleHTpPOBe [ojAaTKoBe AociimkeHHs da3u 111 gocmimkens daszu 11 as
OLIiIHKM JIOBIOCTPOKOBOI Oe3meuHoCTi Ta mepeHocuMocti COTiK/iecTaty B SIKOCTi JOJATKOBOI Tepartii y
naifieHTiB i3 cuHapomoMm /[lpaBe abo cunApomoM JleHHokca — I'acto (ENDYMION 2). Bigkpute
JloJaTKOBe MOC/iKeHHs1 3actocyBaHHs CorTiksecrary rpu cuHpomax [Ipase Ta JleHHokca — ["acTo»,
TAK-935-3003, iHiuianbHa Bepcis Bif 06 smnHs 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmosizanbHicTio «KonTpakTHO-[ocmigauipka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Takezna leBenonmeHnt Centep Amepikac, Ink. (TJC Amepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), Cnosiyueni [lITatu AMepuku

CynyTHi
MaTepianv/mpernapaTi
CyMNyTHBOI Tepartii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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Po3’sacHroBanbHMM ucT Big 29 koBTHS 2021 poKy [0 TNPOTOKOMY K/IIHIYHOTO JOC/iJKeHHS
17000139BLC3001, 3 nompaBkoto 2 Bixg 02 cepnHsi 2021 poky aHrilcbkor MoBow; Popma st
24-roguHHOTO 300py ceui ans Ykpainu, Bepcis 4.0 Bix 08 mucromaza 2021 poKy yKpaiHCBKOIO Ta
pocilicbkkoro MoBamy; 3anyueHHs kommanii Scout Clinical (agpeca: 15770 Dallas Parkway, Suite 1075;
Dallas, Texas 75248, USA/ CIIIA) 3 meToro opradi3ailii Ha/laHHSI TPaHCTIIOPTHUX TMOC/AYT Ta/abo
TIPO>KUBAHHS TIi/l Yac TpOBeZieHHs1 K/iHiuHOTO BUTNPOOyBaHHS; [JoroBHeHHs [0 iHhopMaLiiiHOro JTIUCTKA
naijieHTa Ta dopmu iHGOpPMOBaHOI 3ro/iv: OpraHi3ailisi epeBe3eHb yepe3 KommaHito Scout Clinical ans
Ykpainy, Bepcigs 1.0 Big 29 sucromaga 2021 poky yKpaiHCBKOKO Ta PpOCIMCBKOIO MOBamy;
O6cnyroByBanHs marjieHTiB. EnektpoHHe muctyBanHs, Bepcisi 1.0 Bizg 25 >koBTHSI 2021 pOKY YKpaiHCBKOO
Ta POCIMCHKOIO MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«baraTolieHTpOBe paHZOMi30BaHe [OC/ipKeHHsT a3y 3 AJsi oLiHKu edekTrBHOCTI rpernapaty TAR-200 B
KoMOiHaLii 3 1eTpeniMaboM y MOpPiBHSHHI i3 CyMyTHBOIO XimMiopazioTeparii€elo B yYaCHUKIB i3 M’s30BO-
IHBA3UBHOK YpOTe/ia/IbHOK KapLIMHOMOK Ce4oBOr0 MixXypa, SKUM He IIPOBOAWIN pafHKa/lbHY
uucrekToMito», 17000139BLC3001, 3 norpaskoro 2 Bif 02 cepriasa 2021 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI BIJIIIOBIJAJIBHICTIO «®APMACKIOTIKAJT PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Janssen Pharmaceutica NV («flHccen ®@apmatieBTrika HB»), Besnbris

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikaris cyTreBoi
TIOTIPaBKU

OnoBnieHa Oportirypa gociigHuKa, Bepcis 2.0 Big 24 BepecHsi 2021 poky; Kaprtka rpadiky Bi3uTiB Bepcis
1.0 Big 04 yepBHs 2021 (21651/21652/21810 OASIS, Appointment Reminder Card, English core, Version
1.0, 04Jun21); BitanbHa nucTiBKa «[sikyto» Bepcis 1.0 Big 04 uepBHs 2021 (21651/21652/21810 OASIS,
Thank you card, English Core, Version 1.0, 04Jun21); ®ninmuapt Bepcia 1.0 Big 12 nmunna 2021 ans
YkpaiHu ykpaiHCbKOr MOBOwO (21651/21652 OASIS, Patient Consenting Tool Flip Chart, Ukraine
(Ukrainian), Version 1.0, 12July21); ®aimuapT Bepcis 1.0 Big 12 aunas 2021 anas YkpaiHd pocificbKoro
MOBOK (21651/21652 OASIS, Patient Consenting Tool Flip Chart, Ukraine (Russian), Version 1.0,
12July21); Tocibuuk go mocmimxkenHs OASIS Bepcis 1.0 Big 17 BepecHs 2021 ykpaiHCHKOHO MOBOIO
(21652 OASIS, Patient Booklet, Ukraine (Ukrainian), Version 1.0, 17Sep21); ITociOHUK [0 AOCTipKeHHS
OASIS gepcist 1.0 Bix 17 BepecHsi 2021 pociiicbkoro MoBowo (21652 OASIS, Patient Booklet, Ukraine
(Russian), Version 1.0, 17Sep21); AHKeTa /i/isl OLIIHKM SIKOCTi )KUTTS y 3B’S3KY i3 K/liMakcoM Bepcisi Bif 17
mictonaza 2021 pociiicbkoro moBoro (MENQOL One week - Ukraine/Russian - Version of 17 Nov 2021 -
ICON), mo € YaCTMHOI eJIeKTPOHHOTO IIoZileHHHKa; [IoCiOHMK [ijii yYaCHWKIB — eJIeKTPOHHUMN
MOpTaTUBHUI NpucTpiit — Bepcis 3.0 Big 15 rpyans 2021 ykpaiHcbkoro MoBoO (21652 Participant Guide -
Ukraine/Ukrainian - Version of 15 Dec 2021 - ICON); IlocibHUK [y y4aCHWKIB — e/IeKTPOHHUIA
MopTaTUBHUM NpuCTpiii — Bepcist 3.0 Bix 10 ciunsa 2021 pociiicbkoro MoBoto (21652 Participant Guide -
Ukraine/Russian - Version of 10 Jan 2022 - ICON.); HaragyBasibHi 3HaK{ MOPTaTUBHOTO TIPUCTPOIO
Bepcig 1.00 Big 08 rpygus 2021 ykpaiHcekoro MoBowo (Bayer OASIS HH Reminderlcons eCOA
Handheld Screenshots) 3HiMku 3 ekpaHy; HaraayBanbHi 3HaKu mopTaTUBHOrO npurcTtporo Bepcis 1.00 Bix
21 rpypns 2021 pociiicbkoro moBoto (Bayer_OASIS HH Reminderlcons eCOA Handheld Screenshots)
3HIMKHU 3 ekpaHy; MeHw «[laHenp marjieHTa» nmopraTuBHOro rnpuctporo Bepcisg 1.00 Big 23 nmucromnaga
2021 ykpaincekoro MoBoro (Bayer OASIS Patient Connect eCOA Handheld Screenshots) sHimku 3
ekpaHy; Menw «[laHenp marjieHTa» mnopratvBHOro mnpuctporo Bepcig 1.00 Bix 16 mucromaga 2021
pociticbkoto mMoBoto (Bayer_OASIS Patient Connect eCOA Handheld Screenshots) 3HiMKH 3 ekpaHy;
OnutyBanbHuk Illkana gernpeciii beka, apyre BuzaaHHsi, Bepcisi 2.00 Big 12 ciuns 2022 ykpaiHCBbKORO
moBoto (BDI IT eCOA Handheld Screenshots) 3nimMku 3 ekpaHy; OnutyBanbHUK [1Ikana gernpeciii beka,
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npyre BuzaHHs, Bepcis 2.00 Big 11 ciuns 2022 pociticekkoro MoBoto (BDI II eCOA Handheld Screenshots)
3HIMKM 3 ekpaHy; AHKera craHy 370poB’s EQ-5D-5L Bepcis PDA, Bepcig 1.00 Big 21 rpyzgus 2021
ykpaiHcbkoto moBoro (EQ-5D-5L eCOA Handheld Screenshots) 3HiMKu 3 ekpaHy; AHKeTa CTaHy 3/0pOB’si
EQ-5D-5L Bepcis PDA, Bepcisi 1.00 Big 22 mucronaga 2021 pociiicekoro Moo (EQ-5D-5L eCOA
Handheld Screenshots) 3HiMKu 3 ekpaHy; BeuipHili 11j0leHHUK [/ peecTpallii NPUIIUBIB >Kapy BepCis
1.00 Bim 23 nucromaza 2021 ykpaiHcekoio MoBow (Evening Hot Flash Diary eCOA Handheld
Screenshots) 3HIMKM 3 ekpaHy; BeuipHili 110leHHUK A1 peecTpaliii npuruiMBiB >kapy Bepcis 1.00 Bix 16
mictoniazia 2021 pociiicbkoro moBoto (Evening Hot Flash Diary eCOA Handheld Screenshots) 3HimMku 3
ekpaHy; BeuipHili 1[0JileHHUK [/ peecTpallii MPUIUIMBIB >kapy, 3allOBHEHHsS sIKOro OyJio mporyiieHe
Bepcisi 1.00 Bix 23 sucromaga 2021 ykpaiHcekoro moBoio (Missed Evening Hot Flash Diary eCOA
Handheld Screenshots) 3HiMkKu 3 ekpaHy; BeuipHiii II0feHHUK [/s1 peecTpaljii TMpUIIKMBIB Kapy,
3amoBHeHHs siKoro Oysio mpomyineHe Bepcis 1.00 Big 16 mucromaga 2021 pocitickkoro MoBoro (Missed
Evening Hot Flash Diary eCOA Handheld Screenshots) 3HiMKu 3 ekpaHy; PaHKOBUI IOZileHHUK [Jis
peecTpatiii npuruBiB >kapy Bepcist 1.00 Big 23 nmucronaza 2021 ykpaincekoro MoBoto (Morning Hot Flash
Diary eCOA Handheld Screenshots) 3HiMKu 3 ekpaHy; PaHKOBUIA 11[0/IeHHUK [i/Is1 peecTpaLlii MpUI/IKBIB
»kapy Bepcig 2.00 Bix 12 ciuns 2022 pociticekoro MoBoto (Morning Hot Flash Diary eCOA Handheld
Screenshots) 3HiMKY 3 eKpaHy; PaHKOBMI 1110/IeHHUK [1JIs1 peeCTpaLlii TIPUTJIMBIB ’Kapy, 3all0BHEHHS SIKOTO
Oyso nponyieHe Bepcist 1.00 Big 08 rpyans 2021 ykpaincekoro MoBoro (Missed Morning Hot Flash Diary
eCOA Handheld Screenshots) 3HiMku 3 ekpaHy; PaHKOBUI I0[ileHHUK [Jis1 peecTpallii MpUIUIMBIB >Kapy,
3amoBHeHHs sIKoro Oysio mpomyineHe Bepcis 1.00 Big 16 nucromaga 2021 pocitickkoro MoBoro (Missed
Morning Hot Flash Diary eCOA Handheld Screenshots) 3nimMku 3 ekpany; OnuryBanbHUK IHAeKcy
BaXkKKOCTi iHCcOMHiT Bepcist 2.00 Big 12 ciunst 2022 ykpaincbkoi MoBoto (ISI eCOA Handheld Screenshots)
3HIMKM 3 eKpaHy; OnutyBanbHUK [HAeKcy BakkocTi iHcomHii Bepcist 2.00 Big 11 ciunsa 2022 pociiicbKoro
moBoto (ISI eCOA Handheld Screenshots) 3HiMKM 3 ekpaHy; AHKeTa [jisl OL[iHKHM SIKOCTi >KUTTS Y 3B’SI3Ky
i3 knimakcom MENQOL Bepcis 1.00 Big 08 rpygusi 2021 ykpaiHcekoro Mmoot (MenQOL eCOA
Handheld Screenshots) 3HiMKuM 3 ekpaHy; AHKeTa [ OL[iHKM $IKOCTi >KUTTS y 3B’s3Ky i3 K/IiMakcom
MENQOL Bepcis 1.00 iz 23 rpyans 2021 pociticekoro MoBoto (MenQOL eCOA Handheld Screenshots)
3HIMKHM 3 ekpaHy; OnutyBanbHUK PGI-C Bepcis 1.00 Big 23 nucronaga 2021 ykpaincekoro mosoto (PGI-C
eCOA Handheld Screenshots) 3nimMku 3 ekpany; OnuryBanbHUK PGI-C Bepcis 1.00 Big 23 nuctomnaza
2021 pociiicbkoro MoBow (PGI-C eCOA Handheld Screenshots) 31iMku 3 ekpany; OnutyBanibHUK PGI-S
Bepcis 1.00 Big 23 mucronaza 2021 ykpaincbkoro MoBoro (PGI-S eCOA Handheld Screenshots) 3HiMKu 3
ekpaHy; OnutyBanbHUK PGI-S Bepcis 1.00 Big 16 mucronaza 2021 pociiicbkoro MoBow (PGI-S eCOA
Handheld Screenshots) 3nimku 3 ekpany; OnurtyBanbHuk [lopyliiieHHs: cHy KopoTka ¢opMa 8 b Bepcist 1.00
Bif 23 nmucronaza 2021 ykpaincekoro MoBoto (PROMIS SD SF 8b eCOA Handheld Screenshots) 3HimMKY 3
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ekpaHy; OnutyBanbHUK [lopyiieHHs cHy kKopoTka ¢opma 8 b Bepcis 1.00 Bix 06 rpygus 2021
pociticekoro moBoto (PROMIS SD SF 8b eCOA Handheld Screenshots) 3HiMKu 3 ekpaHy; OnUTyBaibHUK
[Ikana conmuBocti Bepcisg 1.00 Big 23 muctomaza 2021 ykpaiHcekoro mMoBoto (Sleepiness Scale eCOA
Handheld Screenshots) 3nimMku 3 ekpany; OnutyBanbHuK Illkana connuBocti Bepcis 1.00 Bixg 16
mucrornaza 2021 pociticbkoro MoBoto (Sleepiness Scale eCOA Handheld Screenshots) 3HiMKM 3 ekpaHYy;
[Mponyuienuii mogeHHUK «lllkana conmuBocti» 1.00 Big 23 nucromaga 2021 ykpaiHCBKOIO MOBOIO
(Missed Sleepiness Scale eCOA Handheld Screenshots) 3HiMKu 3 ekpaHy; IlpomyiijeHui 1110J€HHHUK
«IIIkana conmuBocti» 1.00 Bix 16 mucronaza 2021 pocitickkoro moBoro (Missed Sleepiness Scale eCOA
Handheld Screenshots) 3HiMKu 3 ekpaHy; ONUTYBa/JIbHUK I[0/I0 TIPUHMOMY JOC/TiZ>KyBaHOTO TMperapary
Bepcisi 1.00 Bix 23 nucronaga 2021 ykpaincbkoro moBoro (Study Medication Intake eCOA Handheld
Screenshots) 3HiMKH 3 eKpaHy; ONUTyBa/bHUK 11100 TIPUMOMY [IOC/Ti/PKyBaHOTO Tiperapary Bepcis 1.00
Bif 16 nucromaga 2021 pociiickkoro MoBoro (Study Medication Intake eCOA Handheld Screenshots)
3HIMKM 3 ekpaHy; OMUTyBa/JbHUK ITIOZI0 TMPUHOMY [OC/i/PKyBaHOTO Tiperiapaty - [lpomyiieHuid 3ammc
Bepcis 1.00 Bix 23 nucromnaga 2021 ykpaiHcekoro MoBoto (Study Medication IntakeME eCOA Handheld
Screenshots) 3HiMKM 3 ekpaHy; OMNUTYyBaJbHUK L[0J0 TPUMOMY [OC/i/[)KyBaHOTO TMperapary -
[Mponyuienuii 3anmc Bepcis 1.00 Big 23 mucromaza 2021 pociiickkoro moBoro (Study Medication
IntakeME eCOA Handheld Screenshots) 3HimMku 3 ekpaHy; OnUTyBaIbHUK PO A0CTimKeHHs Bepcis 1.00
Bif 23 nucronaga 2021 ykpaincekoro moBoro (Participant Feedback Survey eCOA Tablet Screenshots)
3HIMKM 3 eKpaHy; OnuTyBaibHUK Npo fgociifpkeHHs Bepcisg 1.00 Big 16 snucronagza 2021 pocikCbKOrO
moBoto (Participant Feedback Survey eCOA Tablet Screenshots) 3HiMku 3 ekpaHy; HaBuanbHe Bifeo fjisi
yuacHUKiB Bepcisi 1.00 Big 23 mucronaza 2021 ykpaiHcekoro MoBoro (Participant Training Video eCOA
Handheld Screenshots) 3HiMku 3 ekpaHy; HaBuanbHe Bifjeo Assi yyacHukiB Bepcisi 1.00 Bix 16 nucronaza
2021 pociiicbkoro MoBoto (Participant Training Video eCOA Handheld Screenshots) 3HiMKM 3 eKpaHy;
CueHapiii HaBuUasnbHOTO Bifleo A7 yuacHuLb Bepcisi 1.00 Bixg 03 uepBHs 2021 yKpaiHCHKOI MOBOIO;
CueHapiii HaBYa/sibHOrO BiZieo nis1 yuacHulb Bepcisi 1.00 Big 03 uepBHs 2021 pOCiICBKOO MOBOIO;
3anuTaHHa [J11 YYaCHUKIB 3 MeTOH TepeBipKd ofepkaHux 3HaHb Bepcis 1.00 Big 08 rpyans 2021
ykpaiHcekoo MoBowo (ParticipantTraining Quiz eCOA Handheld Screenshots) 3HiMKM 3 ekpaHy;
3anuTaHHs [/ YUaCHUKIB 3 MeTOH MepeBipKM ofepykaHuX 3HaHb Bepcis 1.00 Bix 23 mucromaga 2021
pociticekoro MoBoto (ParticipantTraining Quiz eCOA Handheld Screenshots) 3HiMKku 3 ekpany
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2947 Big 30.12.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[TopgiliHe crmirne, paHAoMi3oBaHe, Maleb0-KOHTPO/IbOBaHe OaraToLieHTPOBE JOCTiPKEeHHS [/ OL{iHKH
eeKTUBHOCTI Ta Oe3reKy eliH3aHeTaHTy /IS JIIKyBaHHS Ba30MOTOPHUX CUMIITOMIB MPOTIToM 26 THIKHIB
y XIHOK y roctMeHomnay3i» , BAY 3427080 / 21652, Bepcis 2.0 Big 15 uepBHs 2021

3asgBHUK, KpaiHa

TOB «bariep», YkpaiHa

CnoHcop, KpaiHa

baitep Konceromep Kep AT, IlBeinapis

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

3pasok iHdopmatiii, 1m0 Oye BuaHa Mal[ieHTy Ha eJIeKTPOHHOMY Hocii «Subject Facing Screen report»,
Bepcis 1 Big 19 nucronaza 2021 poky, Aast YKpaiHy, poCcilicbKO MOBOIO.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 132 Big 20.01.2022

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«E®EKTUBHICTb 1 BE3IMEYHICTb KOMBIHOBAHOI TEPAIIII TIO3EJIIMABOM 1
OEMIVCUPAHOM VY IIALOIEHTIB 13 T'EHEPAJII3OBAHOIO MIACTEHIEKO TPABIC I3
KVITHIYHMU TTIPOABAMM», R3918-MG-2018, inkopriopoBaHui mnomnpaBkorwo 1 Big 13 unHA
2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoto BianorizanpHicTio «KoHTpakTHO-[ochigHumpka Opranizanis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

«Pemkenepon ®apmacktotikanc, [HK.», Crionyueni IlItatu Amepuku (Regeneron Pharmaceuticals, Inc.,
United States of America)

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepanbsHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa BiJITIOBiaIbLHOTO /TOC/IiTHUKA B MiCIli MPOBe/IeHHsI BUTIPOOYBaHHS:

bYJIO

CTAJIO

K.M.H. Kiznosa H.M.
[TpuBaTHe MaJsie MiANPUEMCTBO, MeIUUHUN LIEHTP
«[lynbc», TepaneBTUYHe BifAineHHs, M. BiHHuUL

supektop Mocrosou FO.M.
[IpuBaTHe Mase MiANPUEMCTBO, MeIUUHUMN 1IEHTP
«ITynbc», TepaneBTHYHE BifAisieHHs, M. BiHHULS

Howmep Ta fata Haka3sy
MO3 100 3aTBepyKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«Bigkpure po3mmpeHe JOCTiPKeHHs i3 criocTepe)keHHSAM Oe3eKHW TalfieHTiB 3 XBOpoOOH KpoHa B
aKTHBHIl (pa3i BiJ cepeiHHOTO /IO TSYKKOTO CTYIIEeHsI BaKKOCTI, sIKi paHillie MpuiiMaiy yuyacThb y MPOTOKOTi
eTpoJtisymab da3za III gocmimkenns GA29144», GA29145, Bepcis 6 Biz 29 kBiTHs 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHLicto «AMKTOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«®. Xopdmann-JIsa Pou JIta», [Betinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary

(¢apmaneBTHUHOr0 3a0€3neYeHHA

IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

AHketa ctaHy 370poB’ss EQ-5D-5L, Bepcis Bij 2022p. yKpalHCBbKOO MOBOR; ONUTYBa/IbHUK «3arajibHe
BpakeHHs maijieHTa Big 3MiHu — B wninomy (PGIC — GENERIC)», Bepcis 1 Big 04 ksitHs 2019
YKpalHCbKOI MOBOIO; ONMTYBa/lIbHUK «3arajbHa OLiHKa IMallieHTOM CTYyIeHs TSHKKOCTI OHKOJIOTIYHOIO
3axBoproBaHHs (PGIS-CANCER-4-ITEM), Bepcisg Bix 2022p. ykpaiHCbKOIO MOBOI; ONUTyBanibHUK
«3aranpHa OLjiHKa MaijieHToM nepeHocuMocTi mikyBaHHs (PGI-TT), Bepcis 1 Big 28 ciuna 2019
YKpPaiHCBKOH MOBOR; ONMUTYBaIBHUK [/Is1 OL[iHFOBaHHS CUMITOMIB HeJPiOHOKIITUHHOTO paky JiereHiB
(NSCLC-SAQ), Bepcis 1.0 Big 2022p. ykpaiHcbKkoro MoBoro; OnuryBanbHUK «EORTC QLQ-C30», Bepcid
3 Bix 2022p. ykpaiHcbKor0 MOBOR; KapTka nmogsku 3a yyacts y gociaimpkeHHi D9078C00001, Bepcis 1.0
Bif 15 rpyzgHsa 2021p. yKpaiHCBKOK MOBOIO; 3alyuyeHHsl [OAATKOBUX MiCLib IIPOBeJeHHs K/IiHIYHOIOo
BUTIPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUIMPOOYBaHHS

1. K.M.H. ["'onobopogpko O.0.

KomyHanbHe HekoMepLiiiiHe MiANPUEMCTBO «3aropi3bKUi perioHaJbHUM TPOTHITYXJIMHHUN
1[eHTp» 3aropi3pKoi 00/1acHOI pajy, BifieHHs OHKOXiMioTeparii 3 JeHHHWM CTalliOHApOM,
M. 3aropixoKs

2. nikap Kymuk C.O.
MeauuHu# [IeHTP TOBapUCTBa 3 oOMexkeHOro BifgmnosifanpHicTi0O « BDKH ITAPTHEP», M. KuiB

3. sikap Manuenxko /1. B.

JliKyBa/IbHO-ZIilaTHOCTUYHUN  1[eHTP «3aKapraTChbKWM  I1[eHTp XipypriyHux iHHOBaLlii
«AcTpamen» TOBapuCTBa 3 OOMEXeHOI BifmoBifganpHicTIO «KiiHika 370poBOi poaMHU
«AcTtpame», M. Y Kropog,

4. sikap Tapacenko T.€.
MeauuHUi 1IEHTP TOBAapHUCTBAa 3 OOMEXEHOI0 BiAMOBijanbHiCTIO «MeguuHa KiiHiKa

«IHHOBar1isi», KuiBchKa 00/1acTh, BUIITOPOACHKHIA paiioH, C. JIFOTX
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 254 Big 08.02.2022

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«MixHapozHe, 0araTolleHTpPOBe, paH/|OMi30BaHe, TIO/BiliHe cjime, TUIaLEeb0-KOHTPOJ/ILOBAHE,
nmocrimkenHss [lypBamymady pasom i3 Oneknymabom i [lypBamymaOy pasom i3 Monamisymabom y
TMAaIfieHTiB i3 MiClIeBO PO3MOBCIOKEHUM HeorepabelbHUM He[piOHOKTITMHHUM pakom JyiereHbs (HHPJT) 111
cTamii, y sKuX XxBopoba He TiporpecyBana micias JediHITUBHOI OHOYACHOI TUIATUHOBMICHOI
ximiormpomeHeBoi Tepariii (PACIFIC-9)», D9078C00001, Bepcis 2.0 Big 11 nuctonaga 2021 poky

3asgBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoiiypa pocnignvka, Wilate, Buganus 20 Big 9 mucronaga 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1722 Bip 11.08.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Kiniune mocmimkeHHsT A71s1 OIiHKM e(heKTUBHOCTI, (hapMaKOKiHETUKH, iMyHOTeHHOCTi Ta Oe3rmeuHOCTi
nipernapatry Binate (Wilate) y maijienTiB Bikom 10 6 pokiB i3 Baxkkoro (hopMoro xBopobu BinnebpaHga»,
WIL-33, Bepcia 02 Big 31 cepriua 2021

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Octapharma Pharmazeutika Produktionsges.m.b.H., Austria

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBOT'O MiCLisl IPOBe/IeHHsI K/TiHIYHOTO BUTIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. MakeoHCbKa 1.B.
KomyHaneHe HekoMmepLiliHe TMANPUEMCTBO «Micbka [AuTaAda KiiHIiYHA JikapHs Ne6»
JHINPOBCHKOI MiCHKOI paji, HEBPOJIOTiUHe BiJ/i/IeHHS MOJIOJIIOTO BiKy, M. JIHINpo

Howmep Ta fata Haka3sy
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[IpocriekTBHe BifikpuTe, OaraTolleHTpPOBe [ojAaTKoBe AociimkeHHs da3u 111 gocmimkens daszu 11 as
OLIIHKMA JIOBFOCTPOKOBOI Oe3meuHoCTi Ta repeHocuMocti COTiKiecTaty B SIKOCTi JOJATKOBOI Tepartii y
naifieHTiB i3 cuHapomoMm /[lpaBe abo cuHApomoM JleHHokca — I'acto (ENDYMION 2). Bigkpute
JloJaTKOBe MOC/iKeHHs1 3acTocyBaHHs CorTiksecrary rnpu cuHpomax [Ipase Ta JleHHokca — ['acTo»,
TAK-935-3003, iHinianbHa Bepcis Bif 06 mmnHs 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmosimanbHicTio «KoHTpakTHO-[ocmigauinpka Oprasizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Takezna leBenonment Centep Amepikac, Ink. (TJC Amepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), Cnosiyueni [lITatu AMepuku

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

3miHa CrioHcopa kiiHiuHoro BumnpoOyBaHHs AVA-CIT-330 3 «[loBa dapmacbioTikansz» [Dova
Pharmaceuticals], CIIIA Ha «Co6i Iukopropeiiten» [Sobi, Inc.], CIIIA; 3miHa BigmoBizasIBEHOrO
IOCJTi/THMKA Ta Ha3BU MiCIsl TPOBe/IeHHs] K/TiHIYHOTO BUTIPOOYBaHHSI:

BYJIO CTAJIO

K.M.H. Tamyk [.B. nikap Cemeren 10.B.

KomyHanbHa yCTaHOBa «YepHiBewpkuii | ObsacHe KOMYHaJlbHe HeKOMepLiiliHe
o0s1acHUH KTiHIYHUIM OHKOJIOTiYHUIN AUCTIAHCep», | TAMPUEMCTBO «ByKOBUHCBKMI  K/IHIYHUN
BiZIlil/IeHHs JeHHOr o cTpaljioHapy, M. YepHiBii OHKOJIOTIYHUM LIeHTP», CTPYKTYPHUM MiApo3zin
KJIiHIYHOI OHKouIOril, M. YepHiBLi

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1808 Biz 04.10.2018

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«PaHoMmi30BaHe, TOABIMHO ctire, TUIAlle00-KOHTPO/IbOBAHE MAOCTIIKEHHS 3 BiJKPUTUM IO/A/IbIINM
€TaroM 3 OLiIHKA e(eKTUBHOCTI Ta 0e3MevHOCTi 3aCTOCYBaHHs MperapaTy aBaTpoMOorar y iKyBaHHi
TPOMOOIUTOITEHii, BUK/IMKAHOI XimioTeparii€eo, y TMal[ieHTiB i3 HereMaTOJIOTiUHUMU 3JI0SKiCHUMHU
MyXJIMHaMU B akTUBHil Gopmi», AVA-CIT-330, pepakuis 2.0 / nonpaska 1 Big 04 kBitHsi 2019 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«[loBa ®apmaceroTikans» [Dova Pharmaceuticals], CIIIA

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTrO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonaTok 26
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-1026-003, Bepcisi 1.00 Big 19 ciuns 2022 p. ykpaiHCbKOIO MoBOIO, IHdopmariis Ta
JIOKYMeHT T1po iHopMoBaHy 3rofy J/1s nauieHTa; YkpaiHa, MK-1026-003, Bepcist 1.00 Big 19 ciuns 2022
p. pociiicbkkol0 MOBOO, IH(dopmailis Ta JOKyMeHT Tipo iHbOpMOBaHY 3rofy /[AJsi TallieHTa; YKpaiHa,
MK-1026-003, Bepcis 1.00 Bim 19 ciuns 2022 p. ykpaiHCbKOIO MOBOW, IHQopmaliiiHMii IUCTOK i
JOKYMeHT mpo iHdopMoBaHy 3rofly Ha MaiOyTHe GiomeauuHe mocsimkeHHs; YKpaina, MK-1026-003,
Bepcisi 1.00 Big 19 ciuns 2022 p. pociiicbkoro MoBOIO, IHQopMaliiiHUl JUCTOK i JOKYMEHT Mpo
iHpopMOBaHy 3rofly Ha MalOyTHe GiomeauuHe mocsimkeHHs; YkpaiHa, MK-1026-003, Bepcist 00 Big 19
ciunsg 2022 p. ykpaiHCbKOrO MOBOIO; IHdopMallis Ta JOKyMeHT Tpo iHhopMOBaHy 3rofy [i/s Malli€eHTa -
KoropTa I; Ykpaina, MK-1026-003, Bepcis 00 Big 19 ciuns 2022 p. pocitickkoto MoBoto, [HdopMaiiisi Ta
JIOKYMeHT Tpo iHhopMOoBaHy 3rofly AJis maijieHTa - Kkoropta |

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Biz 15.09.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«docnimkenns II da3u orjinku edekruBHOCTI Ta 6Gesneynocti MK-1026 y marjieHTiB 3 reMaTo/ioriYHUMHU
3JIOSIKICHUMM 3axBOproBaHHsAMU», MK-1026-003, 3 inkopriopoBaHorw romnpaBkoro 02 Big 01 rpygHs
2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 27
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

bpomypa mocnigauka AB-836, Bepcis 3.0, Big 11 ciuns 2022 poky, aHI/TiICbKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[ToxBiliHO crire, paHAOMi30BaHe, I11alle00-KOHTPOIbOBaHe [JOCTIHKeHHS 3 OJHOKpaTHUM i
OaraTokpaTHUM 3acToCyBaHHsM Tiperapaty AB-836, KarcugHoro iHribitopa BipycHoro rematuty B, ais
OLIiIHKM MOTO 0e3rmeyHOCTi, TepeHOCUMOCTi Ta hapMaKOKiHEeTUKH Y 3/I0POBUX YUaCHHKIB Ta B YUaCHUKIB 3
XPOHIYHOIO iH(eKLi€to BipycHoro renatuty B», AB-836-001, Bepcis 1.1 Big 14 ciunsg 2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

ApbyTtyc Biodapma Kopropetimn, CIIIA/ Arbutus Biopharma Corporation, USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 28
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJ KJTiHIUHOTO BUTPOOYBaHHs, Bepcisi 4 Big 14 BepecHst 2021 p.; OHoBnena ©opma
indbopmoBaHoi 3rogu, Bepcis 2.0 A/ YKpaiHKM yKpaiHCHKOIO Ta POCiIMCHKOIO MOBaMHU Bif, 22 nucTomnaja
2021 p. Ha ocHoBi maiictep-Bepcii popmu iHpopmoBaHoi 3roau s gocaimkeHHss GN41851, Bepcist 3 Bif
14 BepecHsi 2021 p.; [opaBaHHsS TarnepoBUX Bepcili MarepianiB [/si yuyacHUKIB fgociifkeHHs: Illkana
OL[iHKM TSDKKOCTi cyinuay Komymbitickkoro yHiBepcutety (C-SSRS) Buxinni mganxi/Bepcis s
OLIiHIOBaHHSI, Bepcis Bif 14 ciuns 2009 p. ykpaiHCBKOIO Ta pociiicbkoro MoBaMy; LlIkana OI[iHKY TSHKKOCTI
cyiuuay komymbiticekoro yHiBepcuteTy (C-SSRS) 3 MOMEHTY OCTaHHBOTO Bi3WTy, Bepcis Big 14 ciuHs
2009 p. yKpaiHCBKOIO Ta POCiiCbKOI0 MOBaMU; AHKeTa 111070 cTaHy 370poB’s EQ-5D-5L ykpaiHChKOIO Ta
POCIHCBKOI0O MOBaMH; AHKeTa PO BIUIMB PO3CisHOro cknepo3y (MSIS-29 v2) ykpaiHCBKOIO MOBOLO;
[ITkana BMJIMBY PO3CiSIHOTO CKiepo3sy, Bepcisi 2 (MSIS-29v2) pociiicbkoto MOBO; JKypHas 1110/IeHHOTO
npuiioMy npenapartiB. Bepcis 1.0 gns Ykpainu Big 15 ymucronaga 2021, yKpaiHCBKOK Ta POCIMCHKOIO
MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«BATATOLIEHTPOBE PAHIOMI3OBAHE TIOABIMHE CJIIIIE JOC/IDKEHHS ®A3U 11 Y
[TAPAJIEJIbBHUX TPYIIAX 3 TIIOABIMHUM KOHTPOJIEM IUIALIEBO [JJI OLIHKU
E®EKTUBHOCTI TA BE3ITEUHOCTI ®EHEBPYTUHIBY I[TOPIBHAHO 3 TEPU®JIIYHOMIIOM Y
OJOPOCJIMX TTALIEHTIB 3 PEHUAVMBYHOUUM PO3CIAHUM CKJIEPO30M», GN41851, Bepcis
2 Big 21 cepriag 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHUI POTOKOJT K/TiHIYHOTO BUMNpoOyBaHHs, Bepcisi 3 Bif 28 xxoBTHs 2021 p.; Popma iHbopmMoBaHOi
3rogu, Bepcisg 3.0 A/ YKpaiHM yKpaiHCBKOIO Ta pocCiiicbkoro mMoBamu Bif 23 rpygHs 2021 p. Ha ocHoBi
MaticTep-Bepcii popmu iHdbopmoBaHoi 3roau Ass gAochimkeHHs BN42083, Bepcis 3, Big 27 »xoBTHs 2021
p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Big 09.11.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTolieHTpOBe, paH/|0Mi30BaHe, TMO/BiliHe Cjimne, KOHTPOIbOBaHe AociimkeHHs dasu IIIb aas ouiHku
edeKTUBHOCTI, Ge3reyHocTi Ta ¢apMaKOKiHETUKU BUILMX /03 OKpesizymaly y A0pOC/uX 3 MepBUHHUM
MPOTPeCyUNM PO3CisTHUM cKyiepo3om», BN42083, Bepcis 2 Bix 29 6epe3ns 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHiCcTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 30

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBnenuti Ilpotokon kaiHiyHOro pgocmimkeHHs TACTI-003, Bepcis 1.3 Big 05 >xoBTHa 2021,
aHrJiiceKor MoBowo; bporrypa gocnignuka Pembrolizumab, KEYTRUDA®, Buzanus 21 Big 02 BepecHs
2021 poKy pOKYy, aHT/TiHCbKOK MOBOIO; [ToChe AOC/iKyBaHOTO Jylikapchkoro 3acoby Eftilagimod Alpha
(IMP321) Bepcist 6.0, Big 17 nmucronaza 2021 p., aHriicbkoo MoBorw; [HdbopmalliiHui JMCTOK /st
narjieHTa i gopma iHndopmoBaHoi 3roau, Bepcis 2.1 Big 31 ciuns 2022 poky, i YKpaiHM, Ha OCHOBI
Matictep-Bepcii IHdopmariitiHoro mucTka /s naijieHTa i popmu indbopmoBaHoi 3roau, Bepcis 1.2, Big 29
»koBTHs1 2021 poky, Ha ocHOBI [Tpotokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.3, Bif,
05 >xoBTHs 2021 poKy, aHT/TiMCHKOIO Ta yKpaiHCbKOIO MoBamu; [logaTok Ao IHdopmaliiiHOro aucTka AJis
narjieHTa i gopmu indopmoBaHoi 3roau, Bepcia 2.1 Big 31 ciuna 2022 poky, A YKpaiHd, Ha OCHOBI
Matictep-Bepcii IHpopMmaliiiiHoro /McTKa A/ TaijieHTa i dopmu iHbopMoBaHoi 3roau, Bepcis 1.2, Bif
29 xoBTHA 2021 poky, Ha ocHOBI [Ipotokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.3,
Bi 05 >xoBTHA 2021 poKy, aHT/IiMCHKOIO Ta YKpaiHCbKOI MoBamu; CKpiH ans Apyky AHketu EORTC
QLQ-C30 i H&N 43, (Bepcisa 3) ykpaiHcbKoro MoBow; CkpiH gmis Apyky Ilocionuk ePRO Bix 26
mucroniaga 2021 p., didanbHa Bepcisi 1.0, aHrnilicbkkoro MoBowo; CKpiH /sl APYKY LiTbOBOI CTOPIiHKH.
OnuryBansHuku IBM My Clinical Diary EORTC QLQ-C30 i H&N43 aHrnilicbkoro Ta yKpaiHChKOHO
MoBamu; CkpiH ass npyKy Enekrponna nomra IBM Clinical Development, ABToMaThuHe CHOBIll|eHHS,
YKPaiHCbKOH MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

TACTI-003 («[IBa aKkTuBHi iMyHOTepareBTHUHi 3aco0u»): bararoljeHTpoBe, BifKpuTe, paHJOMi30BaHe
nmocrimkenns I da3u /1 OL[iHKK 3aCTOCYBaHHS pO3uMHHOrO riopuaHoro 6imka LAG-3, edrunarimogy
anbda (eptu; IMP321), y kombiHatiii 3 membpostisymabom (aHtaronictom PD-1) st epiuoi JiiHii Teparii
MaLli€HTiB 3 Hepe3eKTabelbHOI peLUIMBHOI0 ab0 MeTacTaTMYHO TJIOCKOK/IITUHHOK KapLTHOMOIO
rosiosu Ta i (ITKKT'L). , TACTI-003, Bepcis 1.2 Big 07 uepBHs 2021




2 NpozoBXKeHHd fogartka 30

3asgBHUK, KpaiHa TOB «ApeHncisa Exkcruiopatopi Megicin», YKpaiHa
CnoHcop, KpaiHa Immutep S.A.S. / ImmyTten C.A.C., @panyjis
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Hopnatok 31

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJ KiTiHiyHOrO BumpoOyBaHHss M18-868, Bepcisi 3.0 Bimg 15 muctomaga 2021 poky;
Inpopmariisi s maijieHTa Ta iHpopMOBaHa 3rojla Ha ydYacTb Yy HAayKOBOMY [IOC/i/DKEHHI Ta
HeobOO0B’sI3KOBOMY IoCiKeHHi, Bepcisg 2.0 ans Ykpainu Big 14 rpyans 2021 poky, yKpaiHCBKOIO Ta
POCiiCbKOI0 MOBaMH; 3rofia Ha yuacThb y TIOTiepeiHbOMY BiZi00Di /it HAYKOBOTO 0C/Ti/KeHHs], Bepcist 1.0
ans  Ykpainm  Big 31 rpygHs 2021 pokKy, YKpaiHCBKOIO Ta  POCIMCBKOIO  MOBamy;
3pa3ku 300pakeHb e€KpaHy e/IeKTPOHHOTO TPUCTPOIO [jisi BUKOPUCTAaHHS: OTNUTyBa/lbHUKA /IS OL[iHKH
sakocti xurra  EORTC QLQ-C30, Bepcis 3.0, yKpalHCBKOKO Ta POCIMCBKOIO MOBamy;
OnuryBanbHUKa [J/151 OLIIHKU SKOCTI XKUTTA nalieHTiB 3 pakoM jeredis EORTC QLQ-LC13, ykpaiHCbKOIO
Ta POCIMCHKOIO MOBaMM; AHKeTU 11070 cTaHy 370poB’ss EQ-5D-5L, nepeksaz, yKpaiHCbKOIO MOBOIO ISt
YKpaiHu Ta TiepeKsaj; poCiiChKOK MOBOIO it YKpaiHu; AHKeTH /s 300py Bij maijieHTiB iHpopmarii
mozo cumnTomiB Ta mobiunnx suiy (NCI PRO-CTCAE™ ITEMS), Bepcis 1.0 Big 31 Gepesnst 2021
POKY, YKPaiHCBKOIO Ta pOCilicbkor MoBamu; OnUTyBanbHUKA «3arajibHe BpaKeHHS MallieHTa Mpo 3MiHU
roro crany (PGIC)», ykpaiHCBbKOIO Ta POCIMCbKOO MoBaMH; OTUTyBa/bHUKA «3arajibHe BpaKeHHs
nanieHTa o0 TsKKocTi ioro craHy (PGIS)», ykpaiHCbKOlO Ta pOCiHiCbKOWO MoOBamu; 3MiHa Ha3BU
MIPOTOKOJTY KJ/IiHIYHOTO BUMPOOYBaHHS:

bYJIO

CTAJIO

«Bigkpute paHZiOMi30BaHe KOHTPOJIbOBaHe
MiKHapoAHe AocChifkeHHs1 3 (a3u [l BUBUEHHS
Tenmizory3ymaby BemotuHy (ABBV-399) 'y
TOPIBHAHHI 3 JIOLIeTakCe/JiOM Y MAL{i€HTIB i3
paHilie JIIKOBaHUM
MiCL|eBOIOLLIMPEeHUM/MeTaCTaTUYHUM
HETVIOCKOK/IITUHHUM HeZIpiOHOK/TITUHHUM pPakoM
nereHiB i3 HajeKcripeciero perjentopa ¢akropa
pocty renarouTiB (c-Met+) Ta HasBHICTIO
pelieriTopa  emijlepMasibHOTO  (hakTopa  pOCTY
(EGFR) HemMmyTareHHOT0 TUIy»

«Bigkpute  paHAOMi30BaHe  KOHTPOJ/IbOBaHe
MiKHapo/He AoCmipKeHHs 3 ¢asu [/isi BUBUEHHS
Temizory3ymaby BemotTuHy (ABBV-399) vy
TOPIBHAHHI 3 [IOL|eTAaKCeJIOM Y TIal{i€HTIB 13
paHilie JIIKOBaHUM
MiCLIeBOIOIIMPEHUM/MeTaCTaTUYHUM
HeTVIOCKOK/TIITUHHUM HeJpiOHOKIITUHHUM DPakoM
JleTeHiB i3 Haziekcrpeciero peljentopa ¢akropa
pocTty remaTouuTiB (c-Met) Ta HasBHICTIO
pelieriTopa  ermiZiepManbHOro  (haktopa pocTy
(EGFR) HeMyTareHHOT0 TUITY»
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 132 Big 20.01.2022

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«Bigkpure paHZOMi30BaHe KOHTpOJIbOBaHe MDKHApOJHe JocmifpkeHHS 3 (¢da3u /[l  BUBYEHHS
Testi3oTy3ymaly BesoTrHy (ABBV-399) y nopiBHSIHHI 3 []011eTaKCe/IOM Y TIAI[iEHTIB i3 paHillle JiKOBaHUM
MiCI[eBOTIOIITMPEHUM/METAaCTATUYHUM  HEeTJIOCKOK/IITHHHUM ~ HeZIpiOHOK/IITUHHAM pakoM JieTeHiB i3
HaZleKCIipeciero  perienitopa ¢akTopa poCTy rematoluriB (c-Met+) Ta HasBHICTIO peLienTopa
enigepmanbHoro gakrtopa pocty (EGFR) nemyrtarenHoro tumy», M18-868, Bepcisi 1.0 Bix 21 kBiTHA
2021 poky.

3asiBHUK, KpaiHa

E66Bi Biodapmacerorikansz 'm6X, I1IBeiiiapis

CrioHcop, KpaiHa

«E66BI Ink», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuii IlpoTtokon kniHiuHoro BumpobyBaHHs SGN22E-003, 3 mompaBkoro 4 Bifg 11 jucromaga
2021 poky; OnHoBnena bpoirypa gocmifHuKa /751 JOC/TiIPKYBAHOTO JIiKapcbKoro 3aco0y ITembposizymab
(MK-3475), Buzanns 21 Big 02 Bepechs 2021 poky; IHdopmatiis asis nauieHTa Ta ¢dopma iHdhopMoBaHOT
3rogu, Mogenb s Ykpainu, Bepcist 4.0 Big 16 rpygHsi 2021 poky, YKpaiHCBbKOIO Ta POCiMCbKOI0 MOBaMU;
Indopmarisi Ta popma iHhopMoBaHOI 3rofu i BariTHOI MapTHEPKM yuaCHHWKa AOCTiIpKeHHs, Mojenb
nns Ykpainu, Bepcis 3.0 Big 09 rpyans 2021 poky, yKpaiHCBKOKO Ta pocilicbkoro MoBamu; OHOB/eHi
3pa3Ku MapKyBaHHs st nperniapaty Kap6ornatun (Carboplatin) 450 mr/45 mi (10 mr/mit), KapToHHa
yrnakoBKa Ta ¢uiakoH; OHOB/eHi 3pa3ku MapKyBaHHs /s npenapaty Llucnnatun (Cisplatin) 100 mr/100
w1 (1 Mr/mit), KapTOHHA yTakoBKa Ta (1akoH; OHOB/IeHi 3pa3ku MapKyBaHHS /1S ripernapaty ['eMuuTabin
(Gemcitabine) 1000 mr/¢iakoH, KapTOHHA yIaKOBKa Ta (IakoH

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«Bigkpure, pangoMi3oBaHe, KOHTPO/IbOBaHe, 3 (a3u JocimkeHHsT eH)OpTyMady BeJOTUHY B KOMOiHarlii
3 mnemOposmizymaboM y TIOpiBHSHHI 3 JMIIe XimioTepari€ro TIpU paHillle He JIIKOBAaHOMY
MicLieBorouMpeHoMy abo MeTacTaTUYHOMY yporTesnianbHOMY paky», SGN22E-003, mompaBka 3 Big 10
mortoro 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Cimpxen IHK.»/ Seagen Inc., CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

22.02.2022 Ne 356

InenTudikaris cyTreBoi
TIOTIPaBKU

OHOB/IeHUH TIPOTOKO/ KJTiHIUHOTO A0C/ifKeHHs1 3 ronpaBkoro 02, Bepcia 1 Big 23 nmucronaza 2021p.,
aHTJIifickKoro MoBolo; TecTyBaHHSI Ha SIKicTh crmpuiHATTS 3amaxy (The Smell Identification Testw),
YKpalHCbKOIO MOBOMO; [locifpkeHHs siKicHoro posmni3HaBaHHs 3amaxiB (The Smell Identification Testm),
pOCilicbKOI0 MOBOIO; OnMTyBa/ibHUK 3 KOHTpo/t0 actMu (ACQ), yKpaiHCbKa Bepcis AJjid YKpaiHu Bif
20 BepecHs 2017p., yKpaiHCbKOIO MOBOI; OMUTYBa/bHUK 3 KOHTPO/IIO CUMITTOMIB OpOHXia/bHOI acTMHU
(ACQ), pociticbka Bepcis Ay YKpainu Bif 21 nucrtonaga 2017p., pociicbkoro MOBOR; OTNUTYBaTbHUK
Mpo CHMHOHa3anbHi pe3ynbratd (SNOT-22), Bepcisi ansg Ykpainu Bix 23 TpaBHs 2013p., yKpaiHCBKORO
MOBOIO; AHKeTa CHHOHa3aibHOI OLiHKA (SNOT-22), Bepcisi ans Ykpainu Big 23 TpaBHs 2013p.,
POCiliCbKOI0 MOBOIO; 3HIMKK ekpaHy 3 ruiaHiiera (eCOA) ACQ-6 OnuTyBaabHUK 3 KOHTPOJIHO aCTMH
(ACQ), Bepcis 1.00 ans Ykpainu Big 10 mmcromaga 2020p., aHIVIIMCBKOO MOBOKO Ta TepeKsaj
YKpalHCbKOIO MOBOIO; 3HIMKM ekpaHy 3 tuiaHimiera (eCOA) ACQ-6 OnuTyBaJbHUK 3 KOHTPOJIIO
cumnTomiB  OponxiasbHOi actmMu (ACQ), Bepcis 1.00 ans Ykpainu Big 06 smicromaza 2020p.,
aHTJIiICbKOI0 MOBOIO Ta TMepeK/aj pocCiiicbkoro MOBO; 3HIMKU ekpaHy 3 ruiaHiieta (eCOA) Reminder
Icon (3nauok HarazayBaHHs), Bepcisi 1.00 Bix 21 BepecHs 2020p., aHI/TiMCHKOIO MOBOK Ta MepeKsaj
YKpaiHCbKOIO MOBOMO; 3HIMKU ekpaHy 3 raHiieTta (eCOA) Reminder Icon (3Hauok HaragyBaHHs), Bepcisi
1.00 Big 28 Bepecns 2020p., aHI/IiMCBKOK MOBOIO Ta MepeK/aZ, pOCIMChKOI MOBO; 3HIMKU eKpaHy 3
rnaHueta (eCOA) Rhinosinusitis VAS (Ouinka puHocunycuty 3a BAIL), Bepcis 1.00 Big 21 BepecHs
2020p., aHI/IiMCBKOK0 MOBOIO Ta MepeKsaZ, YKpalHCbKOK MOBO; 3HIMKU ekpaHy 3 maHuerta (eCOA)
Rhinosinusitis VAS (Ouinka punycunycuty o BALL), Bepcist 1.00 Big 28 BepecHsi 2020p., aHI1ilCbKOIO
MOBOIO Ta IepekKsaj poCiiCbKO MOBOW; 3HIMKM ekpaHy 3 ruiaHulera (eCOA) AFRS Morning Diary
(PankoBuii miofeHHMK), Bepcisi 1.00 Bixm 22 rpyans 2021p., aHI/IiMCbKOIO MOBOK Ta MepeK/aj
YKpalHCbKOIO MOBOM; 3HIMKM eKpaHy 3 ruiaHuiera (eCOA) AFRS Morning Diary (PaHKoBMI 11[0/IeHHYK),
Bepcis 1.00 Bix 22 rpyans 2021p., aHr1iMicbKOIO MOBOIO Ta Nepeksiaj, POCiliCbKO MOBOO; 3HIMKU eKpaHy
3 muiaHuieta (eCOA) AFRS PGIC (OnutyBanbHMK [/ 3arajibHOi OLIIHKM 3MiHHA CTaHy 3Z0pOB’s
narfientom (Patient Global Impression of Change, PGIC) y 3B’s3ky 3 ajiepriuHum rpuOKOBUM
puHocuHycutom), Bepcist 1.00 Big 22 rpygus 2021p., aHI/IiMCBKOIO MOBOIO Ta MepeksaZ YKpalHChbKORO
MOBOM; 3HiMKU ekpaHy 3 maHiiera (eCOA) AFRS PGIC (3aranbHe BpakeHHs MaLli€eHTa PO 3MiHY
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(PGIC) anepriuHoro rpu6KoBoro puHOCHMHYcHTY), Bepcisi 1.00 Big 22 rpyzans 2021p., aHrmiiiCbKOMO
MOBOIO Ta TiepeK/iaj, pOCiiCbKOI0 MOBOW; 3HiIMKM ekpaHy 3 1uiaHimieta (eCOA) AFRS PGIS
(OnutyBanbHUK A1s1 3arafbHOI OL[iHKK TSHKKOCTI 3axBoproBaHHs mailieHToM (Patient Global Impression of
Severity, PGIS), y 3B’s13Ky 3 ajiepriuHum rpuOKOBUM PUHOCUHYCUTOM), Bepcis 1.00 Big 22 rpyaus 2021p.,
aHIJIIMCBbKOK MOBOIO Ta Nepeksiaj, YKpaiHCbKO MOBOR; 3HIMKM ekpaHy 3 miaHiieta (eCOA) AFRS PGIS
(3aranbHe BpakeHHs1 TaijieHTa Tpo TsoKKicTe (PGIS) anepriuHoro rpubKoOBOro pUHOCHHYCHUTY), Bepcis
1.00 Big 22 rpygusi 2021p., aHI/IiKCbKOO MOBOIO Ta TepeK/af POCiMChKOK MOBOI; 3HIMKU eKpaHy 3
rnaHieta (eCOA) AFRS Practice Diary (HaBuanbhuii 1joieHHUK), Bepcisi 1.00 Big 22 rpyaus 2021p.,
aHIVIICbKOK0 MOBOIO Ta Mepek/aj, YKpaiHChbKOI0 MOBORO; 3HIMKM ekpaHy 3 ruiaHileta (eCOA) AFRS
Practice Diary (TpenyBanbHuii 1mjo/eHHUK), Bepcisg 1.00 Big 22 rpyans 2021p., aHr/1iMicCbKOIO MOBOIO Ta
repeKsaj, poCiiCbKOI0 MOBOI; 3HIMKM ekpaHy 3 maHuera (eCOA) SNOT-22 (OnuTyBajibHUK IpO
CUMHOHa3anbHi pe3ynbratu), Bepcis 1.00 Big 14 >xkoBTHsi 2020p., aHIJIIACBKOO MOBOK Ta TMepeKsaj
YKpalHCbKOIO MOBOM; 3HIMKM ekpaHy 3 IiaHiueTta (eCOA) SNOT-22 (AHKeTa CMHOHA3a/bHOI OLIIHKH),
Bepcisi 1.00 Bixg 14 >xoBTHs 2020p., aHI/TiMCHKOIO MOBOIO Ta TepeK/aZ, poCiiicbkoro MOBOIO; BkatoueHHs
IOJJaTKOBUX MiCLIb TIPOBEJIeHHS KJIIHIUHOTO JOC/IiIyKeHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Komaiko H.A.

KomyHanbHe HekoMepiiliHe TianpreMcTBo «ObsacHa KitiHiuHa ikapHs [BaHO-PpaHKiBCHKOI
obsiacHOi pagu», BiaginenHs: mikpoxipyprii JIOP-opranis, M. IBaHo-®PpaHKiBCbK

2. nikap Bacunenko K.O.

MeauuHuii 1[eHTpP TOBapuCcTBa 3 O0OMe)KeHOw BifmoBizambHicTIO «EgenbBeiic Memikc»,
JiKyBasbHO-TIpoGiIaKTUUHUM TiApo3in, M. Kuis

Howmep Ta fata Haka3sy Ne 2947 Big 30.12.2021
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Has3Ba Ki1iHiYHOTO «PanyiomizoBaHe, mo/BiliHe crirne, rale60-KOHTPOIbOBaHE AOC/IKEHHs] B Mapase/bHUX Tpynax /s
BUTIPOOYBaHHs, KO/, OL[iHKM e()eKTHBHOCTI Ta Oe3revHoCTi AyminymMady y NaLjieHTiB 3 a/epriydiuM TpUOKOBUM PUHOCUHYCHUTOM
BepCis Ta faTa (AT'PC)», EFC16724, 3 nonpaBkoto 01, Bepcis 1 Big 30 6epe3nsi 2021 poky
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3asiBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»

CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliiepiil e feBesiornMaH, OpaHifisi)
CymnyTHi —

MaTepianv/rpernapaT1

CyNyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




