Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUTIPOOYBaHHS JIiIKapChKOT0 3aco0y Ta
3aTBep/’KeHHS CyTTEBUX MTONPaBOK»
16.03.2023 Ne 501

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta jlata

«®a3za II-1II BunpobyBaHHs AJ1s1 OL[iHKK e(heKTUBHOCTI Ta Oe3rmeKu MiALIKipHOI K1acTepHoi iMyHOTepartii y
TMAaLli€HTIB, 110 CTPAXXAAKTh ajepri€r0 Ha Kililja JOMAallHbOro MUIy», Kof mociigxeHHss SC-332A, Bepcis
1.1 Bix 21.09.2022

3asgBHUK, KpaiHa

POKCAJUI Mepitin 'm6X, HiMmeuunHa

CrioHCOp, KpaiHa

POKCAJUJT Meginin 'm6X, HimeuunHa

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka opMma,
[I03yBaHHSI, BUPOOHUK,
KpaiHa

CLUSTOID® Dermatophagoides pteronyssinus (Excrpakt anepreHy Dermatophagoides pteronyssinus,
T0/TiMepU30BaHUH 3 T/IyTapasib/erifoM i abcopboBaHUM Ha amtoMiHiM rigpokcui); CycreHsis qyis iH’ €Kil
10,000 TO/mn; INMUNOTEK, S.L./ IHMYHOTEK, C.JI., Maapuz, IcnaHis;

[Tnare6o g0 CLUSTOID® Dermatophagoides pteronyssinus, Cycnensis gns in’ekuiii; INMUNOTEK,
S.L./IHMYHOTEK, C.J1., Magpun, Icnanis;

CLUSTOID® Dermatophagoides pteronyssinus (Exctpakt anepreHy Dermatophagoides pteronyssinus,
T10/1iMePU30BaHUM 3 TJTyTapasib/JeriioM i abcopboBaHMM Ha amoMiHil rizpokcuai); CycrieHsis ass i’ exiiii;
30,000 TO/mn; INMUNOTEK, S.L. / IHMYHOTEK, C.JI., Maapug, IcniaHis;

[Tnae6o g0 CLUSTOID® Dermatophagoides pteronyssinus, Cycnensisi ans in’ekiivi; INMUNOTEK,
S.L./IHMYHOTEK, C.JI., Magpuz, Icrianis;

CLUSTOID® Dermatophagoides pteronyssinus (Excrpakt anepreHy Dermatophagoides pteronyssinus,
TI0/TiIMEepU30BaHUH 3 T/TyTapasb/erifoM i abcopboBaHMM Ha asroMiHiM rizpokcupi); CycrieHsis A iH’ exiin;
50,000 TO/mn; INMUNOTEK, S.L./IHMYHOTEK, C.JI., Maapuz, IcriaHis;

[Tnare6o mo CLUSTOID® Dermatophagoides pteronyssinus, Cycnensis gns in’ekuiii; INMUNOTEK,
S.L./IHMYHOTEK, C.JI., Magpuna, Icnanis;

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) p.m.H. PekanoBa O.M.

HepxaBHa ycraHoBa «HaijioHambHui iHCTUTYT (TU3siaTpili i nyaeMoHosorii iM. @.I'. fHOBCbKOro
HauionanbHoi akaziemMii MeIMYHUX HayK YKpaiHu», KabiHeT imyHomnpodisakTky, M. Kuis

2) n.M.H., ipod. Koanenko C.B.

O6nacHe KOMyHa/lbHe HEKOMeEPIIiliHe MiIpUeEMCTBO «YepHiBel[bKa 00slacHa KJIiHIUHA JIiKapHs», MiApO3/ia
1y 1bMOHOJ10r i1, M. YepHiBLi
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3) a.m.H. ['yk C.A.

Kniniyna nikapHsi «@eodanisi», [lep>kaBHOrO yripaB/iiHHs cripaBaMu, LIeHTp pecriipaToOpHOI MeJULIMHU Ta
aneproJiorii, m. Kuis

4) k.M.H. [lepkau M.I.

KomyHanbHe HekoMmepliifiHe mignpueMcTBo «O6sacHa KiiHiuHa JjtikapHsi IBaHO-®DpaHKiBChKOI 006/1acHOT
pazu», aneproJioriyHe BiazineHHs, M. [BaHo-®paHKiBCbK

5) 3asB. BizA. Amep JL.b.

KomyHanbHe HekoMepLiiiiHe mianpuemMcTBo «Micbka KiiHiuHa nikapHs Ne27» XapKiBCbKOI MiChbKOI pajw,
ajieproJioriyHe BifJiieHHs, M. XapKiB

6) k.mM.H. fIkoBeHko O. K.

KomyHasbHe TianpreMcTBo «BosMHCbKa oOslacHa KiaiHiuHA JlikapHsS» BommHCbKOI 06/1acHOi  pajy,
BiZi/liIeHHs TTy/IbMOHOJIOT1, BommHcbKa 0611, JTylpKuid patioH, c. TapacoBe

7) 3aB. Bif. Cmonsauit O.I1.

KomyHasnbHe HekoMmepiiiliHe mianpueMcTBo «Opecbka obnacHa KiiHiuHa mikapHs «Opechkoi o6/acHOT
pajy», MyJbMOHOJIOTiuHe BifaineHHs, M. Ozeca

8) K.M.H. Murosuu B.B.

KomyHanbHe HekoMmepliliHe MiANpueMCTBO «LleHTpanbHa Micbka K/iHIYHa JikapHS IBaHO-DpaHKiBCHKOI
MiCBbKOI pagu», TepanieBTUYHe BifgisieHHs Nel, M. IBaHO-PpaHKiBCHK

9) nikap Iputyna .B.

YHiBepcuTeTChbKa KiiHiKa BiHHUIIBKOrO HaljiOHa/IBHOIO MeAWYHOro yHiBepcurery iM. M.I. [Iuporosa,
amOyaTopHO-giarHocThuHe BifgzieHHs YKJI BHMY im. M.I. TTuporosa, M. BiHau1iis

[Ipernapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

CynyTHi Marepianu: Po3uun s nepeBipku (Positive control), ALK-Abello Arzneimittel GmbH; Po3uvn
nist mepeBipky (Negative control), ALK-Abello Arzneimittel GmbH; Anepren 6epe3u (Birch), ALK-Abello
Arzneimittel GmbH; TumodiiBku TpaBa (Timothy grass), ALK-Abello Arzneimittel GmbH; Anepren
[Momuui (Mugwort), ALK-Abello Arzneimittel GmbH; Asnepren am6posii (Ragweed), ALK-Abello
Arzneimittel GmbH; Anepren cobaku, ALK-Abello Arzneimittel GmbH; Asnepren kora, ALK-Abello
Arzneimittel GmbH; Anepren Alternaria alternata, LETI Pharma GmbH; Anepren kniumja Bugy
D.pteronyssinus, ALK-Abello Arzneimittel GmbH; Ha3ansHuit npoBokatjitinuii Tect, LETT Pharma GmbH;
Kopo6bka 3 po3unnaukamu it NPT, ROXALL Medicina Espana S.A.; Criipometp, Vyaire Medical GmbH;
HasanbHuii incnipatopuuii ¢uoymetp In-check, Clement Clarke International MPV Medical Ltd; Macku
J1st 00y,
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Intersurgical Ltd; MinimanbHO-MakcuManbHuii TepmMoMetp, TFA Dostmann GmbH & Co.KG; Tectu Ha
BariTHicTh, UltiMed GmbH; TlIpik Tect, ROXALL Medizin GmbH; Jlaniiet, ROXALL Medizin GmbH;
[Minetk, Remy & Geiser GmbH; Ha3zanbHuii fgo3atop, Costertec Sociedad Anonima Italy; Exctpeni
koHBepTH, ROXALL Medizin GmbH; BakrepiansHo-BipycHi ¢inbTpu MicroGard, Vyaire Medical GmbH;
HaszanwHi kiincu, Xiamen Winner Medical Co., Ltd.

B.o. HauanbHuka ®@apMaieBTUYHOIr0 yNpaBJ/liHHA Onekcangp I'PINEHKO




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TomoB>keHHsT TepMiHy MpHUAaTHOCTI Twiarie6o g0 THaBomicuby (GDC-0077), TabneTku, BKPUTI MJTiBKOBOO
060s10HKOI0, 10 60 MicsriB; OHoBneHi po3fimu P.8.1 «Pe3tome 1110710 cTabinbHOCTI Ta BUCHOBKMW» (P.8.1 -
RIM-REGQUAL-122909 v1.0), P.8.3 «[lani npo crabimpHicTe» (P.8.3 - RIM-REGQUAL-093247 v2.0)
nocke are6o go InaBosticuby (GDC-0077)

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomizoBaHe, Tmo/BiliHE crime, TUIale00-KOHTPOILOBaHe JOCTipKeHHsT a3u Il 3  ormiHKM
edekTuBHOCTI Ta Oe3meuyHocTi KomOiHawii iHaBosicMOy 3 manbouukniboM Ta ¢y/aBeCTpaHTOM Y
MOPiBHSAHHI 3 KOMOiHari€o miane6o 3 manbonukiioom Ta ¢yIBeCTpaHTOM y TAIiEHTIB 3 MyTalli€l0 TeHa
PIK3CA, ropmoH-perenitop-rno3utuBHuM, HER2-HeraTMBHUM MiCIieBO-TTOLIMPEHNM ab0 MeTaCTaTUYHUM
PAaKOM MOJIOUHOI 3a5103mu», W0O41554, Bepcis 7 Big 21 xoBTHs 2022 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. HauanbHuka ®apManeBTHYHOI0 yNIpPaB/IiHHA

Onekcangp I'PINEHKO




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnHoBnenuii [IpoTOKON K/iHIUHOTO [OCmifKeHHs, Bepcisd 4.1 Big 23 rpyanHs 2022 poky (aHTJiMCbKOIO

MoOBOR0); IHdopmauiiinuii nUCcTOK matieHTa i dopma iHdopmoBaHoi 3rogu, Bepcis 5.1 Bifg 03 ciuns
2023 poky Ha ocHOBI Bepcii 3.03 Big 12 xoBTHA 2021 poKy (aHIJIIMCBKOIO, YKPaiHChKOIO Ta POCIHCHKOIO
MoBamu); [omaTkoBe LleHTpasi3oBaHe TexHiuHe TMpUMillleHHs, 10 OyJe BUKOPHUCTOBYBATHCh [IJIst
TIPOBe/IeHHs1 KJIiIHIYHOTO BUMPOOYBaHHS, a caMe /I0JaTKOBa LieHTpasibHa Jlaboparopist:

| TOB «MJI «/lina», M. Kui

3MiHa MicCllb TIpOBe/ieHHsI KJIiHIYHOTO BUIPOOYBaHHS;

3MiHa BiJIOBIla/IbHOTO AOC/IiIHUKA:

bYJIO CTAJIO
3aB. Biz. CkpurnueHko [.P. nikap LliBkoBcbka O.0.
KomyHanbHe HeKOMepLliliHe nignpueMcTso | KomyHanbHe HeKOMepL{iliHe MiATPUEMCTBO
XapkiBcbkoi ob6sacHOi paau «Ob6sacHa kiiHiuHa | XapkiBchKoi o6macHoi paau «O6sacHa KiiHiuHA
JIIKapH$», HeBPOJIOTiUHe BijzineHHs, M. XapKiB JKapHs»,  HeBpoJsioriyHe  BiafguieHHs — Nel,
M. XapKiB

J.M.H., npo¢. Mockosko C.IT.

KomyHaneHuii  3aknaj,  «BiHHumpka obsacHa
TICUXOHEeBPOJIOriyHa JiKapHA iM. akag.
O.I. FOweHka», HeBpoJioriuHe BiamiieHHsT Ne3,
BinHuLBbKYM HalliOHa/TbHUM MeIUUYHUN
yHiBepcuTeT imeHi M.I. IluporoBa, kadezpa

HEPBOBHUX XBOP00, M. BiHHUIs

J.M.H., tpo¢. Mockogko C.I1.

MenuyHul LeHTp TOBapuCTBa 3 O0OOMeKeHOI
Bi/ITIOBiJa/TbHICTIO «MeanuHM LIeHTp
«CantoteM», JIiKyBanbHO-TIPO(iTaKTUYHUAN Biaim,
M. BiHnuig
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K.M.H. Xaitos [1.O.

KomyHanbHui 3aknaz «/IHinporneTpoBcbKa MiCbKa
mikapass  Ne5»  JIHimporieTpoBcbKOi — 0OsiacHOl
pagv», HeBpOJIOTiYHe BiAJiIeHHS JIIKyBaHHS
HaCA[KIB  3alaJbHUX  Ta  JIeMUTiHiI3yrouux
3axBoptoBaHb 1IHC, [IHINpOBCHKMM MeJUYHUM
IHCTUTYT  TpajguLilHOI Ta  HeTPaAULIiINHOL
MeJULIMHY, Kadeapa «BHYTpIlIHBOI MeAULIMHU
Nel» (3 KypcoM HelpoHayK), M. JJHirpo

K.M.H. Xaitos I1.O.

MeauyHU LIEHTP KOMYHAa/IbHOTO MiANIPUEMCTBA
«/IHITIpOTIeTPOBCHKMI 00/1aCHUY Crieriai3oBaHui
peabimitaritiauii  1ieHTp  «CoOJIOHUM  JTMIMaH»
[HinporeTpoBCcbKOI 00/1acHOT pajy», BiJfileHHs
BiZJHOBHOI'O JIIKyBaHHfl HAC/IJKIB 3arajbHUX,
JlereHepaTUBHUX, [EMI€JIiHi3yI0unX 3axXBOPIOBaHb
HEpBOBOI cucTeMH, TOBapUCTBO 3 0OMEKEHOIO
Bi/INOBila/IbHICTIO  «/]HIMPOBCBKUM ~ MeJUUYHUI
IHCTUTYT TPaJULIIMHOL i HeTpaJULIiINHOT
MeJULMHW», Kadenpa « BHYTpiliHbOI MeAULIMHU 3
KYpPCOM NpOoGdi/IaKTUUHUX AUCIUIUTIH», M. [THITIpO

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 230 Big 30.01.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«Panziomi3oBaHe, no/BitiHe cine, TIaleb0-KOHTPO/ILOBAHEe, OAraTOIEHTPOBE JOC/iKeHHs (da3u 2 /s
ouiHKY BrumBy npernapaTy IMU-838 Ha akTHMBHICTh 3aXBOPIOBaHHS, fIKa BUMIPIOETbCS 3a pe3y/bTaTaMu

MarHiTHO-pe30oHaHCHOI Tomorpadii (MPT), a Takok Oe3reuHiCcTb i MEPeHOCHUMICTh y TAIli€HTIB 3
peLIMBYOUMM-peMiTytounM po3cisitHuM ckiepo3om (PPPC) (EMPhASIS)», P2-IMU-838-MS, Bepcis 4.0
Biz 30 BepecHs 2021 poky

3asiBHUK, KpaiHa

ToaprcTBO 3 06MeXkeHOr0 BifmnoBigampHicTIO «BEPYM KIITHIKAJI PICEPUY», YKpaina

CnoHcop, KpaiHa

«ImmyHik AIl'», HimeyunHa / Immunic AG, Germany

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apManeBTUYHOIO yIIPaB/IiHHA

Onekcangp I'PINEHKO



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIIs TPOBeIeHHs] BUTIPOOYBaHHST:

bYJIO

CTAJIO

A.M.H. ['onoBuenko O.1.

MeguuHuii L[eHTP TOBapUCTBA 3 0OMeKeHOI
BiAnoBiganeHicTIO «Xesnc KniHik», MeguuHui
K/IHIYHUA ~ JOCTiJHULbKMM  LIeHTp,  BiAgin
KapzioJsiorii Ta peBmaToiorii, M. BiHHuLIS

A.M.H. ['onoBuenko O.1.

ToBaprcTBO 3 00MeEXeHOI BiAMOBiga/MbHICTIO
«Mepguunuit Lentp Xenc KiiHik», MeauuHum
K/IiHIUHUA ~ JOCHIAHUIBKMM  LeHTp,  BiAgin
Kapziosiorii Ta peBmarosiorii, M. BiHHUIH,
Binauibkuii p-H, BiHAUIBKa 00671,

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Bif 29.07.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomisoBaHe, mojBiliHe ciiine, rale60-KOHTpo/bOBaHe, OaraToljeHTpoBe JociimkeHHs1 3b ¢a3u 3
METOI0 OI[iHKM e(heKTHBHOCTI Ta 0e3MeyHOCTi MiAKIpHOTO BBeZieHHSI r'ycenbKyMaly i 3MeHIIIeHHs
O3HaK 1 CUMIITOMIB Ta CIIOBI/IbHEHHSI PeHTI'€HOJIOTiUHO]I Iporpecii y Marji€HTiB 3 akTUBHUM I1COPIaTUUHUM
aptputom», CNTO1959PSA3004, nonpaBka 2 Bij 04 TpaBHsi 2022 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmaijeBtrika HB, Besnbris

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. HauanbHnka ®apManeBTHYHOI0 yNIpaB/IiHHA

Onekcangp I'PIHEHKO




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa pocnigauka Bepcis 14.0 Big 07 rpygusa 2022p.

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1542 Big 06.12.2017

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«®a3za III, pangomizoBaHe, TOZBilHEe Clille, KOHTPOJILOBaHe, OaraToOLlEHTPOBe AOC/iKeHHs iHribiTopa
PI3K komansiciby 3 BHYTpPIlIHbOBEHHHUM IJIIXOM BBefieHHS B KOMOiHalii i3 CTaHAApTHOIO
IMyHOXIMiOTepari€0 B MOPIBHAHHI 3 CTaHJAPTHOK IMyHOXIMiOTepari€r y MNAalji€HTIB 3 peLyJuBOM
iHfoseHTHOI HexopkKiHCbKOI iMpomu (IHXJT) — CHRONOS-4», BAY 80-6946 / 17833, Bepcia 7.0 3
iHTerpoBaHoro nonpaBkoro 08 Bix 14 cepriasg 2019

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHa

CnoHcop, KpaiHa

baiiep AT', HimeuurHa

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. HauanbHnka ®apManeBTHYHOI0 yNIPaB/IiHHA

Onekcanpp I'PINEHKO




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi OnoBnieHa Opomrypa gocmigHuka 3 mperapaty [lonary3ymab Bemotun (RO5541077), Bepcisi 14 Big
TOIpPaBKU >KOBTHS 2022 poky

Howmep Ta gata Hakazy Ne 1055 Big 04.06.2018

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «bararorieHTpoBe, paHJOMi30BaHe, TIOABIMHO cJiine, riarie60-KOHTpoboBaHe gocimkenHs 111 da3u ans
BUIIPOOYBaHHs, KO/, nopiBHsAHHS edeKTUBHOCTI Ta Oe3meuHocTi mperapary Ilosaty3ymab BemoTuH y KomOiHaijii 3
Bepcis Ta JjaTa Putykcumabom ta CHP (R-CHP) i Purykcumabom ta CHOP (R-CHOP) y marieHTiB i3 audy3Hor0

KPYMHOKJIITUHHOIO B-K/TiTUHHOMO J1iM(OMOL0, SIKi paHillle He OTpUMYyBau AiKyBaHHs», GO39942, Bepcis
7 Bing 18 rpyanst 2020 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJIOTIMEHT YKPATHA»
CrioHcop, KpaiHa @. Xobdmanu-JIa Pom JIta., [F. Hoffmann-La Roche Ltd], IIBetitjapis

CynyTHi —

Marepianu/rpernaparu

CYIIYTHBOI Tepamii

B.o. HauanbHuka ®@apManeBTUYHOTO YIIPaB/IiHHA Onekcangp I'PIHEHKO




Hoparok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM TIPOTOKO/ KJIiHIYHOTO JO0C/i[pKeHHs1 3 monpaBkoro 08, Bepcisi 1 Big 12 rpyaus 2022p.,
aHr/IiicbKOor MoBOr0; OcHOBHa iHdopMaliisi Tpo JocifykeHHs i ¢dopMa iHGopMOBaHOI 3roau, Bepcis 12
Bif 23 rpyaus 2022p., aHrniiicbkkoro MoBoto; IHdopMariis /s natjiedTta Ta ¢dopma iHdhopMoBaHoi 3rojy,
Bepcis Ay Ykpainu Ne 10, Big 11 ciuns 2023p. (Ha ocHoBi OcHoBHOI iH(opMallii Tpo AocimKeHHs i
¢dopmu iHpopmoBaHoi 3roau, Bepcis 12 Bifg 23 rpyans 2022p.) ykpaiHCbKOlO MoBO; [Hdopmatlis st
raijieHTa Ta dbopma iHpopMoBaHoi 3roau, Bepcis Ne 10 ans Ykpainu Big 11 ciuna 2023p. (Ha ocHOBi
OcHoBHoi iHdopMaliii po gocnigpkeHHs i popmu iHdbopmoBaHoi 3roau, Bepcis 12 Big 23 rpyans 2022p.)
pociticekoro MoBoro; Popma iHpopMoOBaHOI 3ro/Iy Ha TO/IA/IbIIIe CITOCTEPEXXEeHHS 3a repebiroM BariTHOCTI
napTHepKH, Bepcisi 2 Bif 12 rpyans 2022p., aHrnilicbkoro MoBoro; IHdopMaliist 7151 BariTHOI mapTHepKU
raijieHTa Ta ¢opmMa iHhOpMOBaHOI 3roJj Ha TMoJablile CIIOCTepeXXeHHs, Bepcis A/ YkpaiHu Ne2 Bifg 3
ciuas 2023 poky (Ha ocHoBi Popmu iH(OPMOBaHOI 3ro/iv Ha TIOZAJIbIIIEe CIIOCTEPEXKEHHs 3a Tepedirom
BariTHOCTI MapTHepKH, Bepcis 2 Big 12 rpyaHsa 2022p.), ykpaiHCbKOO MOBORO; IHdopmatiis /s BariTHOL
napTHepKH maijienrta i ¢opma iHdbopMoBaHOI 3rofiu Ha Mojanblile CIIOCTepe)KeHHs, Bepcis A/ YKpaiHu
Ne2 Big 3 ciuns 2023 poky (Ha ocHoBi ®@opmu iH(OPMOBaHOI 3roAU Ha MOAAJbIIE CIIOCTEPEXXEeHHs 3a
nepebiromM BariTHOCTI mapTHepkW, Bepcisi 2 Bif 12 rpyans 2022p.), pociiicbkoro MoBoto; [lomeHHUK
naljieHTa ass peectpauii npuiiomy JIIT, Bepcis 11.0 Big 16 rpyans 2022 p., aHr1iMCbKOO, YKPaiHCHKOIO
Ta pOCiMCbKOI0 MoBamu; KapTka-HarajlyBaHHs TpO Bi3uTu fociigkeHHs Gemini 1, Bepcis 2.0 Bix 16
rpygusi 2022 p., yKpaiHCBKOIO Ta pOCiHChbKOI MoBamu; I[lociOHUK A0 Bi3WTy TalfieHTa B paMKax
JocnigkeHHs Gemini 1, pen. A, Bepcis 3 Bi 13 rpyansa 2022, yKpalHCBKOIO MOBORO; KepiBHULITBO
Jl0 Bi3UTy maljieHTa B pamkax gociifkeHHs: Gemini 1, pea. A, Bepcis 3 Biz 13 rpyans 2022, pocilicbKor0
MOBOIO

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Big 05.10.2020




2 TPOJIOBXKEHHS oJaTKa 7

Hasga kj1iHiuHOTO «PanziomizoBaHe, moBitiHe ciine gocmimpkeHHs: 3 a3y s BUBUEHHS e(heKTHUBHOCTI Ta 0e3rmeuHOCTi

BUTIPOOYBaHHS, KO/, niperiapaty SAR442168 y nopiBHsiHHI 3 TepudayHomigom (O6amKio®) B yUaCHHUKIB 3 PeL[UIMBYIOUNMHU

BepCisi Ta jara dopmamu poscisiHoro cknepo3y (GEMINI 1)», EFC16033, 3 nonpaBkoto 07, Bepcis 1 Bixg 13 BepecHs
2022p.

3asiBHUK, KpaiHa TOB «Canoi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa Genzyme Corporation, USA (I>xen3arim KoprnopetitH, CIIIA)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. HauanbHnka ®apManeBTHYHOI0 yNpaB/IiHHA Onekcangp I'PINHEHKO



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Tpotokon EX6018-4758, Bepcis 9.0, ¢dinanbHa, Big 30 sucromaga 2022 p. (Protocol EX6018-4758,
version 9.0, Final, dated 30 November 2022); HdomnoBHeHHs I mo mporokosy: I'yobanbHuM mepestik
K/TFOUOBUX CHiBpOOITHUKIB Ta BiMoBigHMX BiainiB, Bepcis 5.0, diHanbHa, Big 16 mucromaga 2022 p.
(Protocol Attachment I. Global list of key staff and relevant departments and suppliers of clinical
relevance, version 5.0, Final, dated 16 November 2022); ITpooB)XeHHs1 TepMiHy Habopy marieHTiB o 31
rpyaHs 2023 poky

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2237 Big 18.10.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns: ZEUS - BrimiB 3intiBekiMaOy TOpiBHSIHO 3 Taie00 Ha CeplieBO-Cy[AWHHI HaC/TiKUd B
YYaCHUKIB 3 [1larHOCTOBAHMM aTepOCK/IepPOTUYHUM 3aXBOPIOBAHHAM CepLieBO-CYLUHHOI CUCTeMH,
XPOHIYHOI0 XBOPOOOI HUPOK i cvcTeMHMM 3araneHHsiM», EX6018-4758, Bepcis 5.0, diHambHa, Bif
17 motoro 2022 p. (version 5.0, Final, dated 17 February 2022)

3asiBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOr0 yNpPaB/liHHSA

Onekcangp I'PINEHKO




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa pociigavka (mem6postizyma0), Bepcist 23 Biz 26 >koBTHs 2022 p., aHIJIiicbKOr0 MOBOw; dopma
iHdbopMmoBaHOI 3rofy Ha ydyacTb y focii/pkeHHi, Bepcis 6.0 Bim 01 rpyans 2022 p. ans YkpaiHuy,
aHrJiickkoro MoBoro; dopma iHhopMOBaHOI 3roAiu Ha y4acTh y Joc/impKeHHi, Bepcis 6.0 Big 01 rpyaHs
2022 p. ans YKpaiHW, yKpaiHCbKOK MOBOw; Popma iHhOpMOBaHOI 3rou Ha yuyacTb y [OC/iJKeHHi,
Bepcig 6.0 Big 01 rpyans 2022 p. gns Ykpainu, pociiicbkoro MoBoro; Popma iHdopmoBaHOi 3rofu Ha
y4acTb y BBiZIHil YacTUHI AOC/TiZPKeHHS /17151 OL[iHKK Oe3meuHocTi, Bepcis 5.0 Big 01 rpygHs
2022 p. anst Ykpainu, aHriidicekoro MoBoro; @opma iHdopmoBaHOi 3ro/iv Ha y4yacTb y BBifHIM yacTuHI
JOCTiIKeHHsT /i71s1 OLiHKKU Oe3meuHocTi, Bepcis 5.0 Big 01 rpyans 2022 p. ans YKpaiHd, yKpaiHCHKORO
MoBo1o; @opma iHhOopMOBaHOI 3ro/[1 Ha yyacThb y BBi/IHiH YaCTHHI JOCTiPKEHHS /1J1s1 OL[iHKK 6e3MeuHOCTi,
Bepcid 5.0 Bix 01 rpyHs 2022 p. asisg YKpaiHu, poCiiiCbKOI0 MOBOHO

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane mogBitiHe crtine gocsimkeHHs (a3u 3 eHkopadeHiOy Ta OGiHiMeTiHIOy B moegHaHHI 3
nemMOpostisaymaboM y TIOpiBHSHHI 0 Tulanebo B TMO€AHAHHI 3 TeMOpo/i3ymMaboM y TallieHTiB i3
MeTacTaTUUHOI abo HeorepabenbHOI MiCL[EBO MOLIMPEHOI0 MeTaHOMOI), TO3WTHBHOKO /10 MYyTaljiid
BRAF VG600E/K», C4221016, ocratoyHa Bepcis npotokoiy, ITonpaska 3 Big 08 uepsHs 2022 poky

3asiBHUK, KpaiHa

[Maiizep Iuk., CHIA

CnoHcop, KpaiHa

[Naiizep Iuk., CHIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOT0 YNpPaB/liHHA Onekcangp I'PINEHKO




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUI TIPOTOKOJT KiliHiuHOTO BUNpoOyBanHsi MK-3475-866, 3 iHKopriopoBaHoro rorpaBkoio 05 Bif
04 ciuns 2023 poky, aHIIiCbKOI MOBOM; YKpaiHa, MK-3475-866, Bepcis 3.00 Big 20 ciunsa 2023 p.,
yKpaiHCbKOI MOBOIO, iH(opMaLlisi Ta JOKYMeHT Mpo iHpopMOBaHy 3rofly /s narjieHTa

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzoMi3oBaHe, no/BiiiHe ciine pgociigxkeHHs 111 da3u A1 OLiHKM MepionepaliiHOro 3acTOCyBaHHS
nembpomnizymady (MK-3475) y komOiHalii 3 HeoaA'rOBaHTHOK XiMiOTeparti€l0 IOPiBHSHO 3
nepionepariiiHAM 3aCTOCYyBaHHsIM I1arie60 y KoMOiHallii 3 Heoaz''toBaHTHOI XiMiOTeparli€lo B yUaCHHKIB
3 M'I30BO-iHBa3MBHHUM DAaKOM CEUYOBOr0 Mixypa, NpuAaTHUX AJd jaikyBaHHs pucruiatTiHoM (KEYNOTE-
866)», MK-3475-866, 3 iHKopriopoBaHo norpaBkoro 04 Biz 06 sumnHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOT0 YNpPaB/liHHA

Onekcangp I'PINEHKO




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIisl IPOBe/IeHHsI BUTTPOOYBaHHs, KA BiZi0y1acs y 3B'A13Ky 3 peopraHi3alli€lo:

bYJIO

CTAJIO

K.M.H. ["'apmim O.0.

HepxaBHa ycraHoBa «HallioHanbHUM HayKOBUM
LeHTp «IHCTUTYT Kapgiosorii iMmeHi akajeMika
M.. Crpaxecka» HarjioHampHOT — akazemil
MeJUYHUX HayK YKpalHu, Bififli/ HEKOPOHapHUX
XBOpOO cepiis Ta peBmarosiorii, M. Kuis

K.M.H. ["'apmim O.0.
[HepxaBHa ycraHoBa «HallioHanbHUI HayKOBUI

LeHTp «IHCTMTYT Kapgiosiorii, KiIiHIYHOI Ta
pereHepaTWBHOI MeJWLIMHA IMeHi akaJemika
M.[. Crpaxecka HaujioHaneHol — akazgemil

MeJVYHUX HayK YKpaiHW», Bil[ji1 HEKOPOHApHUX

XBOpOO cepiis Ta peBMaTosiorii, M. KuiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2372 Big 04.12.2019

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«PaHgomi3oBaHe, 1o/BikiHe cJiine, Miareb0-KOHTPO/ILOBaHe, OaraTorjeHTpoBe AOCTiKeHHs ¢asu 2B 3
nizbopy Aiama3oHy /03 /s OLiHKK Tipodito edekTHBHOCTI Ta Ge3meuyHocti mperniapaty PF-06700841 B
YUaCHUKIiB 3 aKTMBHHUM CHUCTeMHUM uepBoHMM BoBuakoM (CUB)», B7931028, c¢inanbHa Bepcis 3
IHKOpITOPOBaHOIO MOIPaBKowo 7, Bif 22 vepsHs 2022p

I[Naiizep Iuk., CHIA

[Maiizep Iuk., CHIA

CynyTHi —

Marepianu/rpernapaTu
CYMyTHBOI Tepariii

3asiBHUK, KpalHa

CnoHcop, KpaiHa

B.o. HauanbHuka ®@apMaiieBTUYHOTr0 yNpaB/liHHSA Onekcangp I'PINEHKO




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi [TofoB)KeHHsI TPUBAJIOCTI K/IiHIYHOTO BUMIPOOyBaHHs B YKpaiHi Ta B cBiTi fi0 30 kBiTHs 2024 poky

TIOTIPaBKU

Howmep Ta gata Hakazy Ne 1050 Biz 04.09.2017

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «MixHaposiHe, paHZOMi30BaHe, Bigkpute pocaimkeHHs ¢a3u 3 ajs ouiHku mnpernapaty REGN2810

BUIIPOOYBaHHs, KO/, (anTuTina fo PD-1) nopiBHSHO 3 XiMiOoTepami€ro Ha OCHOBI MpernapariB MJIATUHU SIK Teparii nepiioi jiHii B

BepcCis Ta jara MarjieHTiB i3 pO3MOBCIOMKeHUM abo MetacTaTiyHuM PD-L1-mo3uTvBHMM HepiOHOK/IITHHHAM DPaKOM
nereHb», R2810-ONC-1624, 3 iHkopriopoBaHor0 nornpaBkoro 9 Biz 13 tpaBHs 2020 p.

3asiBHUK, KpaiHa TOB «KniniuHi gocaifpkeHHs: AUKOH», YKpalHa

CnoHcop, KpaiHa Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon ®@apmachkiotikanc, Iak., CIIIA

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMareBTUYHOr0 yNpaB/liHHSA Onekcangp I'PINEHKO




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT K/TiHiUHOTO BUTIPOOYBaHHS, Bepcis 7.0 Big 13 rpyans 2022p. aHT/IiCHKOI0 MOBOIO;
Indopmariist mpo gocsifkeHHs Ta opMa 3roiu AJisi JOPOC/IUX, JTOKaabHa Bepcist Homep 12.0 asis Ykpainu
YKpalHCbKOK MOBORO, aara Bepcii 30 ciuna 2023 poky Ha ocHOBi Mactep Bepcii Homep 12.0 Bif
22 muctonaza 2022 poky; 3MiHa Ha3BU MiCIsl TPOBe/IEHHS K/TiHIYHOTO BUNTPOOYBaHHS:

OararonpodisbHa  KiiHiuHA ~ JikapHa ~— Ned»
MHinpornieTpoBCchKOI 06/1aCHOI pajii», BiAgineHHs

BYJIO CTAJIO
I.M.H., ipod. BoHaapenko .M. I.M.H., ipod. BoHgapenko .M.
KomyHanbHuit 3aknaz, «IHinporneTpoBchbka Micbka | KomyHanbHe HeKOoMepLliliHe IiAIPUEMCTBO

«Miceka kiiHiyHa sikapHs Ned» [IHIPOBCHKOL
MICBKOI pajy, XiMioTeparieBTUUHe BiJJiJIeHHsS 3

ximioTeparii, [epxaBHuM 3aK/aj | IeHHUM CTalioHapoM, /IHINpOBCHKUN [lep>KaBHUW
«/IHIrporeTpoBCbKa MeauyHa akajemisi | MeJUUHMK yHiBepcUTeT, Kadeapa OHKOJOrii Ta
MiHicTepcTBa OXOpOHU 3[0pPOB’A  YKpaiHW», | MeAU4HOI paziosorii, M. [THirnpo

kadeapa OHKoOJIOTII Ta MeAWYHOI pajionorii,

M. JIHinpo

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 687 Big 21.06.2017

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«MixHaposiHe, 6araTorjeHTpOBe, paH/OMi30BaHe, BiJKpUTe, TOPiBHSAIbHE AOCTiMKeHHS (a3 3 110
BU3HaueHHIO edekTtuBHOCTI [IypBasiymaby uu KombiHarjii [lypBaaymaby i TpemenimymaOy i3
[VIATUHOBMICHOK  XimioTepamiero gng  1-1  jiiHIl  JiKyBaHHA  TALI€EHTIB 3  MeTaCTaTUYHUM
HeZipibHOKMiTHHHUM pakoM JsereHiB (HAKPJI) (POSEIDON)», D419MC00004, Bepcis 6.0 Big 09 mumnHs
2021p.

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden




2 MPOJOBXKeHHA JojaTtka 13

CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. Hauanbuuka ®@apmManeBTUYHOTO yIpaB/IiHHA Onekcangp I'PINEHKO




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOB/IeHHH MPOTOKO/ KiiHiuHOTO BUnpoOyBaHHs MK-3475-A86, Bepcisi 3 iHKOPIIOPOBAHOIO MOMPABKOI0
06 Big 25 ciuns 2023 poKy, aHITilCbKO0 MOBOHO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure, panmomizoBane pocmimkeHHs III ¢a3u aia BUBUeHHsT (hapMakKOKiHETUKHM Ta 0Oe3reuyHOoCTi
neMOpoJTisymMaly AJIs1 TiJIIKipHOTO BBe/I€HHSI MOPIBHSIHO 3 1MeMOposti3yMaboM /ijisi BHYTPIllIHOBEHHOTO
BBeJIeHHs, B KOMOiHarlii 3 JBOXKOMITOHEHTHOIO XiMiOTeparti€lo IperapatamMy IJIaTUHU, B SIKOCTi TIepIoi
MiHii Tepamii [ yYaCHWKIB 3 MeTaCTaTUYHMM IUIOCKOK/IITUHHMM ab0 HerUIOCKOK/TiTUHHUM
He/IpiOHOK/TITHHHMM pakoM JereHiB», MK-3475-A86, Bepcis 3 iHKOprmopoBaHOIO TmorpaBkow 05 Bif
21 nunusa 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOT0 YNpPaB/liHHA

Onekcangp I'PINEHKO




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM TIPOTOKO/ KJIiHIYHOTO JOC/i[pKeHHs1 3 monpaBkoro 08, Bepcisi 1 Big 14 rpyaus 2022p.,
aHr/IiicbKOor MoBOr0; OcHOBHa iHdopMaliisi Tpo JocifykeHHs i ¢dopMa iHGopMOBaHOI 3roau, Bepcis 12
Bif 23 rpyaHsi 2022p., aHrjiiicbkoro MoBowo; IHdopmarisi Ay nmarjieHTa i ¢popma iHpopmoBaHOI 3roay,
Bepcis ansa Ykpainu Ne 10, Big 16 ciuns 2023 p. (Ha ocHoBi OcHoBHOI iHbopMallii Mpo Aoc/ipKeHHs i
¢dopmu iHpopmoBaHoi 3roau, Bepcis 12 Bifg 23 rpyans 2022p.) ykpaiHCbKOlO MoBO; [Hdopmatlis st
raijiedTa i dopma iHpopmoBaHoi 3roau, Bepcis Ne 10 ans Ykpainu, Bif 16 ciuns 2023 p. (Ha oCHOBI
OcHoBHoi iHdopMaliii po gocnigpkeHHs i popmu iHdbopmoBaHoi 3roau, Bepcis 12 Big 23 rpyans 2022p.)
pociticekoro MoBoro; Popma iHpopMoOBaHOI 3ro/Iy Ha TO/IA/IbIIIe CITOCTEPEXXEeHHS 3a repebiroM BariTHOCTI
rapTHepKH, Bepcis 2 Bif 14 rpyansa 2022p., aHrniiicbkoro MoBoto; [HdhopMallis Ajis BariTHOI MapTHEPKU
narjieHTa (popma iHopmMoBaHOI 3ro/iv Ha MoJasblile CIIOCTepeXXeHHsI, Bepcist Ast YKpainu Ne2 Bif 3 ciuHs
2023 poky (Ha ocHoBi @Popmu iHpopMOBaHOI 3roi Ha MoOjasblie CIOCTepe)KeHHs 3a rMepebirom
BariTHOCTI mapTHepkH, Bepcis Ne 2 Big 14 rpygus 2022p.), ykpaiHcbkoro MoBoro; IHdopmatis s
BariTHoi MapTHepKHW maijieHTa ¢gopma iHdopMOBaHOI 3ro/iv Ha TOJAsbIlle CIOCTepeXXeHHs, Bepcisi AJis
Ykpainu Ne2 Big 3 ciung 2023 poky (Ha ocHoBi PopmMu iH(OpPMOBAHOI 3roild Ha TMOAAJBIIIE
CriocTepe)XeHHsT 3a Tiepe0iromM BariTHOCTI TapTHepKH, Bepcis 2 Big 14 rpyans 2022p.), pociiicbKoro
MoBowo; IllofeHHUK mallieHTa A peectpauii mpuiiomy [JITT, Bepcis 10.0 Big 16 rpyans 2022 p.,
aHTTiChKOI0, YKPaiHCHKOIO Ta pociiickkoro MoBamu; KapTka BisutiB y gocsimkenHi Hercules, Bepcis 2.0
Bif 16 rpyaHsa 2022, yKpaiHCbKOIO Ta pOCilicbKOI0 MOBaMH; KepiBHHUILITBO /[0 Bi3UTy MallieHTa B pamKax
nocnimkensst Hercules A, Bepcisi 3 Big 13 rpyust 2022, yKpaiHChKOIO Ta POCiiiCbKOK0 MOBaMH

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

Ne 2243 Big 05.10.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jjara

«PanzomizoBane moagitiHe ciine gocmimpkeHHs: 111 ¢a3u 3 BuUBUeHHs e)eKTUBHOCTI Ta Oe3reuHOCTi
niperiapaty SAR442168 y nopiBHsHHI 3 Tuialjeb0 cepe/; yUaCHUKIB 3 BTOPUHHO-TIPOTPECYIOUMM PO3CisIHUM
cknepo3om 6e3 petpaueie (HERCULES)», EFC16645, 3 nonpaBkoro 07, Bepcis 1 Big 13 BepecHst 2022p.




2 MPOJOBXKEeHHA JojaTtka 15

3asgBHUK, KpaiHa TOB «CaHodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa Genzyme Corporation, USA (I>xen3arim KoprnopetitH, CIIIA)
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. HauanbHuka ®apmaneBTHUYHOr0 yNpaB/IiHHA Onekcangp I'PINEHKO




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onognena bpoiypa Jocnignvka Buganss 18 Big 01 mucrtonaga 2022p., aHrIikcbKOW MOBOIO; 3MiHa Ha3B
MiCIIb TIpOBeZieHHs1 BUMpoOyBaHHS: KoMyHaibHe HeKoMepiiliHe mignpuemMctBo CyMcbKoi obacHoOi pagu
«CyMCbKUM 00/1aCHUH K/TiHIYHWKA OHKOJIOTIUHMM 1[eHTpP», OHKOTOpaKaibHe BiffiseHHs, CyMCbKUMA
Jlep>kaBHUM yHiBepcuTeT, Kadeapa oHKosorii Ta pagiosorii, M. Cymu (Homep MIIB, npuBnacHeHui
Cnoncopom — 803) ta KoMyHanbHe HekoMmepliiiiHe MiANpUEMCTBO «Il1o/iTbCbKUI perioHabHUM LIEHTP

oHkosiorii BiHHMIbKOT 00macHOi pazu», BiagineHHsi OHKoXipyprii, M. Binuung (Homep MIIB,
nipuBacHeHui CnoHcopom — 804):
BYJIO CTAJIO
K.M.H. bosox [1.b. K.M.H. bosrox [I.b.
[MozinbChbKUM perioHasbHUM LIeHTp OHKosorii, | KomyHanbHe — HeKoMepliiiiHe TiITIPUEMCTBO

BifiZli/IeHHs1 OHKOXIpyprii, M. BiHHuUIA

«[TopinbChbKNUM  perioHalbHUK L|eHTP OHKOJIOTil

oHkoviorii, M. Cymu

Binnuibkoi  obslacHoi  pagu»,  BiagineHHs
OHKOXipyprii, M. Binaus
K.M.H. Bunnuuenko 1.0. K.M.H. BuHHMYeHko 1.0O.
Ob6nacuuii KoMyHanbHUM 3aknag «Cymcekuii | KomyHanbHe — HeKoMepiiiliHe TiJTIPUEMCTBO
obmacHUM KITiHIUHUN OHKOJIOTiUHUM qucraHcep», | CyMmcbkoi obmacHoi pagn «CyMcbKuii obacHui
OHKOTOpakKaJjbHe Bijli/TeHHs, CyMCbKUH | K/TiHIYHUM OHKOJIOTiUHUM LIeHTp»,
Jlep>kaBHUM yHiBepcuteT, Kadeapa xipyprii Ta | OHKOTOpakajibHe BifiTiieHHs, CyMcbKui

Jlep>kaBHUM yHiBepcuTeT, KadeApa OHKOJOrii Ta
pagiosiorii, M. Cymu




2 MPOJOBXKeHHA JojaTka 16

Howmep ta faTa Hakasy Ne 146 Bigx 21.01.2019

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3Ba kiiHiuHOIr0 «[TpocniekTrBHe, Mo/BiliHe 3acineHe, nanebo-KOHTPO/ILOBaHe, paHA0Mi30BaHe Aoc/impkeHHs (asu 111
BUTIPOOYBaHHs, KOZ, az'toBaHTHOI Teparii ripertapaty MEDI4736 y marjieHTiB 3 MOBHICTIO BUZA/IeHUM HeApiOHOKTITUHHUM
BepCisi Ta jjara pakowm JiereHiB», BR.31, AamiHicTpaTtviBHe OHOBJIeHHs #3 Bif 19 ciuns 2022p.

3asiBHUK, KpaiHa ToBapuCTBO 3 00OMEeXXEeHOI0 BiZIMOBiabHICTIO « AKOBiIOH», YKpaiHa

CrnioHcop, KpaiHa Kninineiic I'noban JIta., Bemuka bpuranis (Clinipace Global Ltd., Great Britain)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. HauanbHuka ®apmaiieBTUHYHOr0 yIpaB/IiHHS Onekcangp I'PINEHKO




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikallis cyTreBoi bporuypa ans gocnigHvika 3 npernapary SYD985, pegakuis 13.0 Big 27 ciunsg 2023 p.
TOMNPaBKU

Howmep Ta gata Hakazy Ne 662 Big 16.03.2020

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «docnimkenns 11 da3u 3 mMeToro oLiHKK Oe3meuHOCTi ¥ edeKTMBHOCTI Tepartii rperapatom SYD985,
BUIIPOOYBaHHs, KO/, KOH’HOraTOM aHTUTL/Ia Ta JKapCcbKOl pPEeYOBUHM, L0 MPOBOJWUTHCS B OJHIM Tpymi MallieHTOK i3
BepcCis Ta jara peLIAVBHNM, TIOLIMPEHUM ab0 MeTacTaTUUHUM PakoM eHzoMeTpito 3 ekcripeciero HER?2, y skux paHiie

OyJ/10 BUSIB/IEHO TTPOTpeCyBaHHs 3aXBOPIOBAHHS Ha TJIi UM IMiC/Is MPOBEeHHs XiMioTepartii mepiioi JiHil Ha
OCHOBI Ipernaparis m1atiHu», SYD985.003, pepakuisa 3.0 Big 30 BepecHs 2020 p.

3asgBHUK, KpaiHa TOBAPVICTBO 3 OBMEXEHOIO BIZITIOBITAIBHICTIO «I1I EC AI-YKPATHA»
CrnioHcop, KpaiHa «bitionzic B.B.», [Byondis B.V.], Higepnanau

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. HauanbHuka ®@apManeBTUYHOTO YIIPaB/IiHHA Onekcangp I'PIHEHKO




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

BK/TIOUEHHSsT I0/IaTKOBUX CYIyTHiX MatepianiB: Hacocu Crono Super PID (V1 Series 1), mmpwuiii 6e3 roaku
Crono 20 mn (CRN20), indys3itini Habopu NERIA Steel 27G 80cm 8mm

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 614 Big 01.04.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane, mozBiliHe ciinie, TI1alle00-KOHTPObOBaHe [JOCTIHKeHHsT Gasu 2 s OL[iHKK
edeKTUBHOCTI Ta Oe3nekd SAR441344, MOHOK/IOHA/ILHOTO aHTHUTI/IA 0 aHTaroHicta CD40L, y maijieHTiB
3 peLMVBYHOUMM pPO3CisHUM cKiiepo3om», ACT16877, 3 nonpaskoro 01, Bepcia 1 Bix 20 TpaBHs 2021

POKY

3asiBHUK, KpaiHa

TOB «CaHogi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesornMaH, @paHijis)

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMareBTUYHOr0 yNpaB/liHHSA

Onekcangp I'PINEHKO



Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Kopotka iHCTpyKuis ass mnauieHTta. IlopratvBHuii npuctpiid. Bepcis 4.0 Big 21 rpyana 2022 p.
YKPaiHCBKOO Ta POCilICbKOK MOBaMH

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBaHe, mofBiiiHe criirne, TU1aleb0-KOHTPO/IbOBaHe AOCTiHKeHHsS 3 (a3u B Mapasie/ibHUX Ipyrax,
II0 TIPOBOAUTHCS [yl BUBYEHHS e(deKTUBHOCTi, 0e3revyHoCTi Ta TepPeHOCHUMOCTi TIperapary
SAR440340/REGN3500/itertekimab (MOHOK/IOHA/MBHI aHTWTINA, criequdiuni g0 [L-33) y maijieHTiB i3
MOMIPDHUM Ta Ba)XKUM XPOHIUHMM OOCTPYKTMBHMM 3axBOpioBaHHsM JjereHb (XO3J1)», EFC16750,
3 nonpaBKor 01, Bepcist 1 Bix 20 BepecHst 2022 poky

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepii e feBeiornMaH, ®paHifis)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. HauanbHnka ®apManeBTHYHOI0 yNIPaB/IiHHA

Onekcanpp I'PINEHKO




Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM TIPOTOKO/ KJIiHIYHOTO JO0C/i[pkeHHs1 3 monpaBkotro 10, Bepcisi 1 Big 12 rpyaus 2022p.,
aHr/IiicbKOor MoBOr0; OcHOBHa iHdopMaliisi Tpo JocifykeHHs i ¢dopMa iHGopMOBaHOI 3roau, Bepcis 12
Bif 23 rpyaus 2022p., aHrniiicbkkoro MoBoto; IHdopMariis /s natjiedTta Ta ¢dopma iHdhopMoBaHoi 3rojy,
Bepcis gy Ykpainu Ne 10, Big 13 ciuns 2023p. (Ha ocHoBi OcHoBHOI iH(opMallii Tpo AocimpKkeHHs i
¢dopmu iHpopmoBaHoi 3roau, Bepcis 12 Bifg 23 rpyans 2022p.) ykpaiHCbKOlO MoBO; [Hdopmatlis st
raijieHTa Ta dbopma iHpopMoBaHoi 3roau, Bepcis ans YkpaiHu Ne 10 Bix 13 ciuna 2023p. (Ha ocHOBi
OcHoBHoi iHdopMaliii po gocnigpkeHHs i popmu iHdbopmoBaHoi 3roau, Bepcis 12 Big 23 rpyans 2022p.)
pociticekoro MoBoro; Popma iHpopMoOBaHOI 3ro/Iy Ha TO/IA/IbIIIe CITOCTEPEXXEeHHS 3a repebiroM BariTHOCTI
napTHepKH, Bepcisi 2 Bif 12 rpyans 2022p., aHrnilicbkoro MoBoro; IHdopMaliist 7151 BariTHOI mapTHepKU
raijieHTa (opma iHdbopmoBaHOI 3rofu Ha ToJasbllle CIIOCTepeXkKeHHs, Bepcis s YKpaiHu Ne2 Big 03
ciuas 2023 poky (Ha ocHoBi Popmu iH(OPMOBaHOI 3ro/iv Ha TIOZAJIbIIIEe CIIOCTEPEXKEHHs 3a Tepedirom
BariTHOCTI MapTHepKH, Bepcis 2 Big 12 rpyaHsa 2022p.), ykpaiHCbKOO MOBORO; IHdopmatiis /s BariTHOL
napTHepKH maijienrta i ¢opma iHdbopMoBaHOI 3rofiu Ha Mojanblile CIIOCTepe)KeHHs, Bepcis A/ YKpaiHu
Ne2 Bim 03 ciuns 2023 poky (Ha ocHOBi ®opmu iHhOpMOBaHOI 3roAu Ha Tojanbliie
CriocTepeXkeHHsT 3a Tiepe0iroM BariTHOCTI TapTHepKH, Bepcis 2 Big 12 rpyans 2022p.), pociiicbKoro
MoBowo; IllofeHHUK mallieHTa A peectpauii mpuiiomy [JITT, Bepcis 10.0 Big 16 rpyans 2022 p.,
aHIJIIMCBKOI, YKPaiHCbKOIO Ta POCIMCHbKOI MoBaMHu; KapTka-HarajyBaHHSI IO Bi3UTU [OC/IiJKEeHHS
Perseus, Bepcis 2.0 Big 16 rpygus 2022 p., yKpaiHCbKOIO Ta pOCiiiCbKOI0 MoBamH; KepiBHULITBO 3 Bi3WTIB
natjieHTa y mociigkeHHi Perseus, pen. A, Bepcis 3 Bif 13 rpygusa 2022, yKpaiHCBbKORO
MOBOM; KepiBHUL[TBO 3 Bi3UTIB Malji€eHTa B paMKax JocC/aijykeHHs Perseus, pe. A, Bepcis 3 Bif 13 rpyaHs
2022, pociiiCbKOK MOBOO

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Bif 09.11.2020




2 NpozoBXKeHHd fogartka 20

Hasga kj1iHiuHOTO «PanziomizoBaHe, moBitiHe ciine gocmimpkeHHs: 3 a3y s BUBUEHHS e(heKTHUBHOCTI Ta 0e3rmeuHOCTi
BUTIPOOYBaHHS, KO/, niperiapaty SAR442168 y nopiBHsHHI 3 Twialeb0 B YYaCHUKIB 3 TMEPBHHHO-TIPOTPECYIOUMM PO3CisTHUM
BepCisi Ta jara cksiepo3oMm (PERSEUS)», EFC16035, 3 monpaBkoto 09, Bepcis 1 Big 13 BepecHst 2022p.

3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

CrnioHcop, KpaiHa Genzyme Corporation, USA (/I>xen3aiim Kopropetimix, CIIIA)

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. HauanbHuka ®apmaiieBTHYHOT0 YIpaB/IiHHS Onekcangp I'PINEHKO



HopnaTok 21

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM TIPOTOKO/ KJIiHIYHOTO JO0C/i[pKeHHs1 3 monpaBkoro 08, Bepcisi 1 Big 12 rpyaus 2022p.,
aHr/IilcbKor MoBOr0; OcHOBHa iHdopMaliisi TIpo JocifkeHHs i ¢dopMa iHpopMoBaHOi 3roau, Bepcis 11
Bif 23 rpyaus 2022p., aHrniiicbkkoro MoBoto; IHdopMariis /s natjiedTta Ta ¢dopma iHdhopMoBaHoi 3rojy,
Bepcig g Ykpainu Ne 9, Big 11 ciunsi 2023p. (Ha ocHoBi OcHOBHOI iH(dopMaljii Mpo JocC/iKeHHs i
¢dopmu iHpopmoBaHoi 3roau, Bepcis 11 Big 23 rpyans 2022p.) ykpaiHCbKOlO MoBOw; [Hdopmatiis st
raijieHTa Ta ¢gopmMa iHpopmoBaHOiI 3rogu, Bepcis Ne 9 ans Ykpainu Bim 11 ciuns 2023p. (Ha OCHOBi
OcHoBHoi iHdopMaliii po gocnigpkeHHs i popmu iHbopmoBaHoi 3roau, Bepcis 11 Big 23 rpyans 2022p.)
pociticekoro MoBoro; Popma iHpopMoOBaHOI 3ro/Iy Ha TO/IA/IbIIIe CITOCTEPEXXEeHHS 3a repebiroM BariTHOCTI
napTHepKH, Bepcisi 2 Bif 12 rpyans 2022p., aHrnilicbkoro MoBoro; IHdopMaliist 7151 BariTHOI mapTHepKU
raijieHTa Ta ¢opmMa iHhOpMOBaHOI 3roJj Ha TMoJablile CIIOCTepeXXeHHs, Bepcis A/ YkpaiHu Ne2 Bifg 3
ciuas 2023 poky (Ha ocHoBi Popmu iH(OPMOBaHOI 3ro/iv Ha TIOZAJIbIIIEe CIIOCTEPEXKEHHs 3a Tepedirom
BariTHOCTI MapTHepKH, Bepcis 2 Big 12 rpyaHsa 2022p.), ykpaiHCbKOO MOBORO; IHdopmatiis /s BariTHOL
napTHepKH maijienrta i ¢opma iHdbopMoBaHOI 3rofiu Ha Mojanblile CIIOCTepe)KeHHs, Bepcis A/ YKpaiHu
Ne2 Big 3 ciuns 2023 poky (Ha ocHoBi ®@opmu iH(OPMOBaHOI 3roAU Ha MOAAJbIIE CIIOCTEPEXXEeHHs 3a
nepebiromM BariTHOCTI mapTHepkW, Bepcisi 2 Bif 12 rpyans 2022p.), pociiicbkoro MoBoto; [lomeHHUK
naijieHTa js peectpatii npuiiomy JIIT, Bepcist 10.0 Big 16 rpyans 2022 p., yKpaiHCbKOO Ta POCiChKOI0
MoBamu; Kaptka Bi3uTiB pociigpkeHHs Gemini2, Bepcig 2.0 Big 16 rpyzans 2022 p., yKpaiHCBKOIO Ta
pociiicbKor MoBaMu; KepiBHHUIITBO 3 Bi3uTiB AociimkeHHss Gemini 2 /7151 MallieHTa, peJakiiisi A, Bepcis 3
Bif 13 rpyzana 2022, ykpalHCBbKOXO MOBORO; KepiBHULITBO 10 BI3WUTy IaljieHTa B paMKaX [JOCJIi/’KeHHs
Gemini 2, pen. A, Bepcisi 3 Biz 13 rpyans 2022, pocilicbKO0 MOBOIO

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2554 Big 09.11.2020




2 MPOJOBXKeHHA fojaTKa 21

Hasga kj1iHiuHOTO «PanziomizoBaHe, moBitiHe ciine gocmimpkeHHs: 3 a3y s BUBUEHHS e(heKTHUBHOCTI Ta 0e3rmeuHOCTi

BUTIPOOYBaHHS, KO/, niperiapaty SAR442168 y nopiBHsiHHI 3 TepudayHomigom (O6amKio®) B yUaCHHUKIB 3 PeL[UIMBYIOUNMHU

BepCisi Ta jara dopmamu poscisiHoro cknepo3y (GEMINI 2)», EFC16034, 3 nonpaBkoto 07, Bepcisg 1 Big 13 BepecHs
2022p.

3asiBHUK, KpaiHa TOB «Canoi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa Genzyme Corporation, USA (I>xen3arim KoprnopetitH, CIIIA)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. HauanbHnka ®apManeBTHYHOI0 yNpaB/IiHHA Onekcangp I'PINHEHKO



HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUI TPOTOKOJT KiliHiuHOTO BUNpoOyBanHss MK-3475-905, 3 iHKopriopoBaHoro rorpaBkoio 08 Biz
01 nmucromaza 2022 poky, aHrfilickkoro MoBow; bpoiiypa gocniguuka Pembrolizumab (MK-3475),
BUJaHHa 23 Bif 26 >xoBTHA 2022 poKy, aHI/IiMCBKOK MOBOR; YKpaiHa, MK-3475-905, Bepcis 4.00 Bif,
23 rpyaHs 2022 p., yKpaiHCBbKOIO MOBOO, iH(opMmallisi Ta AOKyMeHT Tpo iH(OpMOBaHy 3rofy AJis
narfiedTa; Jlucr-yrouneHHsi Nel Bif 04 ceprias 2022 poky a0 bpoiuypu gocnigauka [JJI3 eHdoptymab
BeziotiH (Enfortumab Vedotin; ASG-22CE), Buganus 11.1 Bix 28 Gepesnsi 2022 poKy, aHIJIiHCBKOO
MOBOI0; 3MiHa Ha3BHM MiCIisl TPOBe/IeHHsI K/IiHIYHOTO BUIIPOOYBaHHS:

bYJIO

CTAJIO

K.M.H. Cakaso A.B.

KuiBcbKUI MIiCbKWN K/IiHIUHHMM  OHKOJIOTiYHUIA
LIeHTp, ypoJioriuHe  BigpgineHHs, [lep>kaBHa
ycraHoBa «lHcTtutyT yposorii  HarjioHanbHOL
akazeMii MeJUUHMX HAyK YKpaiHW», BiAzia
OHKOypoJiorii, M. KuiB

A.M.H. Cakano A.B.

KomyHnanbHe HeKoMeplliliHe MiATIPUEMCTBO
«KUWIBCbKMM MiCbKWM K/TIHIUHAW OHKOJIOTiUYHUH
LIeHTP» BUKOHABYOro opraHy KWIBCBKOI MiCBKOI
pagu (KuiBcekoi MiCBKOI Jlep>kaBHOL
azmiHicTpatiii), ypoJIoriyHe BiiTiIeHHS,
HepxaBHa ycraHOBa «IHCTUTYT ypoOJIOTii imeHi
aKajieMika O.®. BosiaHoBa HaijioHanbHOI
akazemii MeJUUHMX HAyK YKpaiHW», BiAAu1
OHKOYpoJiorii, M. Kui

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019




2 MPOJOBXKEHH J0ojaTKa 22

Hasga kj1iHiuHOTO «PanzomizoBane gocnimkenns II1 ¢a3u ans oliHKM LKMCTeKTOMil B KOMOiHallii 3 mepioreparjiiHum
BUTIPOOYBaHHS, KO/, 3aCTOCYBaHHSIM TeMOposisymady Ta [jis OL[iHKM LUCTeKTOMil B KoMOiHalii 3 TepionepariiHum
Bepcis Ta jjaTa 3aCTOCYBaHHSIM eH(MOpTyMaby BeJOTHHY Ta MeMOposiizymMaOy TOpiBHSIHO 3 TIPOBEZIEHHSIM TiJTbKU

LIMCTeKTOMII [/l YYaCHUKIB 3 M’130BO-iHBa3MBHUM PakOM CEYOBOIO MiXypa, SKUM He MO)KHa IMPOBOJUTU
JKyBaHHS [[UCTIJIATMHOM abo0 siKi BigMoButucs Biz ikyBaHHs rucriatuHoM (KEYNOTE-905/EV-303)»,
MK-3475-905, 3 iHkopriopoBaHO0 nonpaBkoro 06 Bij 04 kBiTHs1 2022 poky

3asgBHUK, KpaiHa ToBapuCTBO 3 00MeXkeHOr0 BinoBizanbHicTI0 « MCJT YKpaiHa»
CrioHcop, KpaiHa TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. HauanbHnka ®apManeBTHYHOI0 yNIpaB/IiHHA Onekcangp I'PIHEHKO



HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOB/IEHHH TIPOTOKOJ1 KJTiHiuHOTO BUIIPOOyBaHHs, Bepcis 11 Big 17 rpyans 2022 p.; OHoBnena ®opma
iHdopMoBaHoi 3ro/iy Bepcis A/ YKpaiHu YKpaiHChbKOIO Ta pOCiiicbkoro MoBamu Bif 17 ciuns 2023 p. Ha
OCHOBi Mojie/ibHOI opmu iHopmoBaHoi 3roau A poctimkeHHs WO30070 Bepcis 11 Big 16 rpyaHs
2022 p.

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1090 Big 19.10.2016

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpoBe paH/[0Mi30BaHe I/1alle00-KOHTPOIbOBaHe AocimkeHHs 11 da3u are3osnizymaby (aHTH-
PD-L1 aHTUTL/I0) B peXXUMi MOHOTeparii Ta B IO€ZHAHHI 3 XiMiOTepari€ Ha OCHOBI I/IaTUHH y MaLli€HTIiB
i3 He/lKOBaHOI MiCIeBO-TIOIIMPEHO ab0 MeTacTaTHUHOK YpPOTesialbHOK KapruHOMor», W030070,
Bepcis 10 Big 10 ciung 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifIMOBiAabHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIty (ILIBeiiLapist)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOT0 YNpPaB/liHHA

Onekcangp I'PINEHKO




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/leHUH TIPOTOKOJ KjiHiyHOTO BumpoOyBaHHS FM-ANTR-22, Bepcis Ne2 Big 01.02.2023 p.,
yKpaiHCbKOIO MOBOIO; [HAMBiAyanbHa peectpaiiiiiHa ¢opma, Bepcis Ne2 Big 01.02.2023 p., yKpaiHCBbKOIO
MoBo10; [lloseHHuk narjienTa, Bepcis Ne2 Bizg 01.02.2023 p., yKpaiHCbKOIO MOBOO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2370 Big 29.12.2022 B pepakuii Hakasy MO3 Ykpainu Nel3 Big 04.01.2023

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«barartorjenTpoBe, mojBiliHe  ciime, paHAOMi30BaHe,  IUIale00-KOHTPOJIbOBaHe  [JOC/Ti/PKEeHHS
e(eKTUBHOCTI Ta MEPeHOCHMOCTI JIiKapcbkoro 3aco0y AHTpanp®, 0,2 T TabseTku, BKPUTI 000J0HKORO,
BupobHuLTBa AT «®Papmak», YKpaiHa y TalLi€HTiB 3 XpOHIYHUM NaHkpeatuTom», FM-ANTR-22, Bepcis
Nel Big 01.08.2022

3asgBHUK, KpaiHa

AT «Papmak», YKpaiHa

CnoHcop, KpaiHa

AT «®apmak», YKpaiHa

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. HauanbHnka ®apManeBTHYHOI0 yNIPaB/IiHHA

Onekcanpp I'PINEHKO




HonmaTok 25

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUTIPOOYBaHHS JIiIKapChKOT0 3aco0y Ta
3aTBep/’KeHHS CyTTEBUX MTONPaBOK»
16.03.2023 Ne 501

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa micls poBeieHHs BUNTPOOYBaHHS:

«Micbka sikapHs Ne9» 3arnopispKoi MiCbKOI paju,
Bifili/IeHHs HeBPOJIOrii, M. 3aropixoKsa

Bi/IMOBIJa/TbHICTIO
Teparii, c. XozgociBka, KueBo-CBATOIMHCBKUN P-
H, KuiBcbka 0071.

BYJIO CTAJIO
K.M.H. HepsinoBa FO.M. K.M.H. HepsinoBa FO.M.
KomyHanbHe HeKOMepLliliHe MiANpUeMCTBO | MeMuHM LIEHTP TOBApUMCTBA 3 OOMEXeHOH

«ACK/Iernion»,

BiiiIeHHS

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararolieHTpOBe, paH/I0Mi30BaHe, MOABiliHe Clife, KOHTPOJbOBaHe AociifkeHHs (a3u I1Ib ans oninku
edeKkTUBHOCTI, Oe3meyHoCTi Ta (apMaKOKiHETUKM BUIIUX /103 OKpesisymMaly y [JOpPOC/IMX Mali€HTIiB 3
peLyvBYHOUMM pO3CisiHUM CKjiepo3oM», BN42082, sepcis 3 Big 27 xoBTHA 2021 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 0OMeXeHOI0 BiIMOBifambHICTIO «Porl YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmanu-JIs Porr JITa, [Betitapis

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

B.o. HauanbHuka ®@apMalreBTUYHOr0 YNpaBJ/liHHA

Onekcangp I'PINEHKO



