3ATBEP/[2)KEHO
Haka3 MinicTepcTBa OXOpOHHU
3/10poB's YKpaiHu
3 xoBTHs 2022 poky Ne 1786

CyTT€BI NONPaBKH 10 MPOTOKOJIiB KIIHIYHUX BUNIPOOYBaHb

InenTudikanis cyrreBoi
HOTIPaBKU

Jlocke pociimpKyBaHOTo JiKapehkoro 3aco0y Etpacimon, Bepcis 15 Bix 29 kBiTHs 2022 poKy, aHTIIHCHEKOIO
MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 762 Bin 20.04.2021
Ne 1896 Bin 27.08.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baraToneHTpoBe, paHAOMI30BaHE, MOABIHHE CITIIE JOCIIHKSHHS, IO POBOIUTHCS B MAPAICITLHUX TPYIIax
JUISL OIIIHKK e(EeKTUBHOCTI Ta Oe3MeYHOCTI MEepOpalibHOTO €TpaciMoay MpH HOTOo 3acTOCYBaHHI IS
IHAYKIIAHOI Ta MiATPUMYBAIBHOI Tepamii mpH JTiKyBaHHI akTHBHOI XBopoOu KpoHa Bim mOMipHOTO 110
BaXKOTO CTymeHs TshKkocTi», APD334-202, 3 inkopniopoBaHoro nonpaskoro 2.0 Bix 11 uepBus 2020 poky;
«Binkpure po3mmMpeHe AOCHIKEHHS €TpaciMOJy B MAalll€HTIB 13 aKTUBHUM BUPa3KOBUM KOJIITOM BiJ
MOMIPHOTO JI0 BaXXKOTO CTymeHs TsbKkocTi», APD334-303, 3 inkopnopoBaHoto mnompaskoro 3.0 Bix 07
TpaBHs 2021 poky

3asiBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

Crnoncop, kpaina

«Apena @apmacerotikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

InenTudikanis cyrreBoi
TIOTIPABKH

OHOBNIEHUH MPOTOKOJI KIIIHIYHOTO BUIIPOOYBaHHs, Bepcist 5 Bia 23 yepBHs 2022 p.; Homatok no Gpopmu
iH(opMOBaHOI 3roaM MijA Yac Kpu30Boi cuTyauli B Ykpaini ans nociimpkens GO42661, sepcia 1.0 ans
VYkpainu ykpaiHChKOIO Ta pocilicbkoro MoBaMu Bif 16 ceprnst 2022 p. Ha ocHOBI MaiicTep-Bepcii JoaaTka
1 o ®I3 mig yac kpu3oBoi cuTyarii B Ykpaini, Bepcist 2.0 Bix 15 uepBus 2022 p.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 614 Bin 01.04.2021




Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, moxABiHHE ciine, Tuane00-KOHTpoaboBaHe, Ga3u Il JochimkeHHS 3aCTOCYBaHHS
aTe30i1i3yMady y moenHaHHi 3 6eBanmm3symaboM abo 6e3 Oeanu3ymaly y KoMOiHaIli 3 [UCIUIATHHOM Ta
reMIuTa0iHOM y TAIli€HTIB 13 paHille HeJIIKOBAaHUM IOIIMPEHUM PakoMm OimiapHoro Tpakty», GO42661,
Bepceis 4 Bin 14 rpyans 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiANOBiAaIbHICTIO «Pomr Ykpainay

Cnouncop, kpaina

®.Xodpdpmann-JIs Pomr JIta, HIseitnapis

CynytHi
MaTepiaiu/mpenapari
CYNYTHBOI Tepamnii

InenTudikamis cyrreBoi
MOIPaBKU

Omnosiniena bpomrypa Jlocigauka, nmepopaibHui ceMarayTul, mpoekT NN9924, niaber 2-ro TUITy, BUJAHHS
14, dinanpua Bepcis 1.0 Bixm 04 nunus 2022 poky, anrimiiicekoro moBoro (Investigator's Brochure Oral
Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 14; Final version 1.0; dated 04 July 2022)

Howmep ta nara Hakasy
MO3 11010 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«JlociKeHHs BIUIMBY CEMAarJyTHly Ha CEpLIeBO-CYyIMHHI YCKJIaJIHEHH y MAIIEHTIB 3 LIyKPOBUM JiabeToM
2-ro tumy (SOUL)»., EX9924-4473, ¢inansHa Bepcis 3.0, Bix 17 nmucronana 2020 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopnick Ykpaina»

CrnoHcop, kpaina

Novo Nordisk A/S, Denmark

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

InenTudikaris cyrreBoi
MONpPaBKU

OnoBneHU TPOTOKON KJIiHIYHOTO BUlpoOyBaHHs, Bepcis E Bix 30 BepecuHs 2021 p.; Jonatox 3 no popmu
iHpopMoBaHoi 3roau, Bepcis 1.0 ans Ykpainu ykpaiHChbKOIO Ta pociiicbkoro MoBamu Bif 20 uepsHs 2022 p.
Ha ocnosi [lonaTka 3 1o maiictep-Bepcii hopmu iHbopMoBaHoi 3rou Bepcii 6 ams nocnimkenns BO25126,
Bepcis Bia 24 xoBtHA 2021 p.; Homatok a0 ¢popmu iHpopMOBaHOT 3roju MijJ 4ac KpU30BOi CHUTyallii B
Vkpaiai g gocmimkerss BIG 4-11/BO25126/TOC4939g, Bepcis 1.0 nns Ykpaiaum ykpaiHCBKOIO Ta
pociiicbkoro MoBamH Bif 26 nunHsa 2022 p. Ha ocHoBi maiictep-Bepcii Jlonatka 1 o ®I3 mix yac kpu3oBoi
cutyauii B Ykpaini, Bepcig 2.0 Big 15 uepsns 2022 p.




Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, 0araToleHTPOBE, MOJBiHE-CIINe, IUIae00-KOHTPOIbOBAHE JOCHIIKCHHS, y SKOMY
MOPIBHIOKOTHCS XIMIOTEpaITisl IUTIOC TPacTy3ymad IUII0C M1anedo Ta XiMioTepallis IUTI0C TPacTy3yMad IIToc
nepry3ymad, 0 MPU3HAYAOTHCS y SKOCTI aJ’IOBaHTHOI Tepamii y mamieHTiB 3 onepabenbauM HER2-
MO3UTUBHUM TIEPBUHHUM pakoM MOJOo4HOi 3ano3u», BIG 4-11/B0O25126/TOC4939¢g, Bepcis D Bin
02 mrotoro 2015 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHO0 BiAmoBiganbHICTIO «Pom Ykpainay

CnoHcop, kpaina

®. Xodpdmann-Jla Pomr JIta (Hoffman La Roche Ltd), [1IBeiimapis

CynyTtHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBieHUH TPOTOKON KJIiHIYHOTO AociimkeHHs MK-3475-826 3 inkopnopoBaHoto nomnpaBkow 08 Bix
10 wepBHs 2022 poKy, aHTIIHCHKOIO MOBOIO; Ykpaina, MK-3475-826, Indopmaris Ta TOKyMEHT mpo
iH(popMOBaHy 3rofy Juisd naimieHta, Bepcis 3.02 Big 25 munas 2022 p., yKpaiHCBKOIO MOBOIO; YKpaiHa,
MK-3475-826, Indopmariist Ta TOKyMeHT Ipo iHGOpMOBaHy 3roy Ui naiienTa, Bepcis 3.02 Bix 25 numas
2022 p., pOCiiiCBKOIO MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2313 Big 12.12.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PannomizoBaHe, mojABiiiHE ciine, MIanedo-koHTposiboBaHe pociikeHHs Il ¢a3su nopiBHAHHA
nemOponizymady (MK-3475) 3 ximioTepari€ro Ta XiMioTepaiero 3 mianedo i Tepartii nepiioi JiHii npu
NEPCUCTYIOUOMY, pPEUUAMBHOMY abo MeractatmuyHoMy paky muiiku wmatkn (KEYNOTE-826)y,
MK-3475-826, 3 inkopnopoBanoro nonpaskoto 07 Bix 05 ciunst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»

CrnoHcop, kpaiHa

TOB Mepk Ilapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTHi
MaTtepiaiu/mpenapaTi
CYNMYTHBOI Tepamii
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Inentudikarist cyrTeBoOi
MOTIPaBKH

ITporokon mocmimxenns EX9536-4388, sepcis 7.0, dinanpHa, Bix 09 mrororo 2022 p. (Protocol
EX9536-4388, version 7.0, Final, dated 09 February 2022); bpomypa Jlocmigauka, Semaglutide
subcutaneous administration, Projects: NN9536, EX9536; Wegovy®, Semaglutide s.c. 2.4 mg for
Weight Management, Buganns 8, ¢inansaa Bepcig 1.0 Big 30 uepsus 2022 (Investigator's Brochure
Semaglutide subcutaneous administration, Projects: NN9536, EX9536, Wegovy®, Semaglutide s.c. 2.4
mg for Weight Management; Edition 8; version 1.0, final, dated 30 June 2022); Indopmartis mst
yuacHuKa 1 @opma 3roiu Ha BUKOPUCTAHHS 3pa3ka KPOBi ISl PO3MIUPEHOTO KAPTYBAHHS TEHETUYHOTO
koxy, Bepcis 2.0-UA(UK), dinansha, Big 01 ceprast 2022 p., ykpaiHChKOI0 MOBOI; OHOBIIEHAa KOPOTKA
XapaKTepuUCTHKa Ha Jikapchkuit 3acid (SmPC) iHcymin Ozempic, mo po3mimeHa Ha caiti EMA —
Product information: Ozempic - EMEA/H/C/004174 - IB/0029/G (Last updated: 27 June 2022;
OHOBJICHI PO3JIUIN JOCKE JOCHIKYBAHOTO JTiKapchkoro 3aco0y Cemarnytun (CMC update): po3min
3.2.P.3 «Drug Product. Semaglutide 3.0 mg/ml. Manufacture», Bepcis 3.0, ¢inanpHa, Bix 29 KOBTHA
2021 (v.3.0, final, dated 29 Oct 2021); po3ain 3.2.P «Drug Product. Semaglutide. Placebo, Bepcist 11.0,
binaneHa, Big 29 xostas 2021 (v.11.0, final, dated 29 Oct 2021); 3mina Ha3B MiCIb IIPOBEICHHS
KJIIHIYHOTO BHITPOOYBaHHS (B 3B’S3KY 3 NepeiiMEHyBaHHSIM) Ta 3MiHU BIAMOBITAIIBHUX JOCIIIHHUKIB Y
MICIISIX MPOBEACHHA KIIHIYHOTO BUIPOOYBAHHS:

byno Crano

K.M.H. 3omoTtaiikina B.1. 3aB. Bia. Jleonimosa B.1.
KomynanpHuit  3akimax  oXopoHH  3710poB's | KomyHanbHe HekoMepuiliHE MiANpUEMCTBO
«XapkiBcbka MicbKa KiIIHIYHA JikapHA Ne27y, | «Micbka KIIIHIYHA JIKapHs Ne27»

BIJUTIIEHHS IHTEHCUBHOI Teparii, M. XapkiB XapkiBcbkoi  MiICBbKOi  paad, BiIAUICHHS
IHTEHCUBHOI Teparii, M. XapKiB

n.M.H. IcaeBa I'.C. nikap bypsikosebka O.0.

HepxxaBHa ycraHoBa «Harionanbauii iHCTUTYT | JlepkaBHa yCTaHOBA «Harmionanbuamit

tepanii iM. JI.T. Manoi HAMH Vkpainuy, Bigain | incturyt tepamii iM. JL.T. Manoi HAMH
KOMIUIEKCHOTO 3HIDKEHHSI PH3WKY XPOHIUYHUX | YKpaiHW», BIAIT KOMIUIEKCHOTO 3HMKCHHS

HelH(EeKIIHUX  3axBOplOBaHb  Ha  0asi | pU3UKY XPOHIUYHUX He1H(eKIIHHIX

TEpaneBTUYHOTO BIUICHHS, M. XapKiB 3aXBOPIOBaHb Ha 0asi BIJUTIJIEHHS
racTpPOeHTEPOJIOTii Ta Tepamii, M. XapKiB

n.M.H. pod. Moctosoii FO.M. I.M.H., mpod. Pacmyrina JI.B.

Micbka kmiHiyHa JikapHs Nel, TepaneBTHuHe | KoMyHanbHe HEKoMepliiiHEe MiANPHEMCTBO

BITIICHHS, Binuunskuii HalioHaabHUM | « BiHHUIIbKA MiChbKa KIIHIYHA JikKapHs Nely,

MeanuHui  yHiBepcuteT iM. M.L.  [luporosa, | TepaneBTHYHE BIIIIJIEHHS, Biguuiskuii

HAI[lOHAJIbHUN MEIUYHUN YHIBEPCUTET 1M.




Kadenpa MPONENEBTUKH
MeAUIHA, M. BiHHUIS

BHyTpimHBOi | M.I.  Tluporoma, kadempa mNpoNEACBTUKH

BHYTPIITHHOI MEIUITMHY, M. BiHHUIIS

Howmep ta nara Hakasy
MO3 o0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bin 29.10.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«SELECT - BIumMB ceMariyTuy Ha CEpIeBO-CYIMHHI YCKIIAIHCHHS y JIFOICH 3 HAIJIUIIIKOBOIO Barow abo
oxxupinHam», EX9536-4388, dinanbna Bepcis 6.0 Big 04 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopuick Ykpainay

CnoHcop, kpaina

Novo Nordisk A/S (danis)

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Tepamnii

Inentudikarnis cyrreBoi
MIOTPaBKH

[TonpaBka 10 A0ChE AOCTIIKYBaHOrO Jikapcekoro 3aco0y LY3484356, Bepcis Bin numas 2022 p.,
anrmiiicekoro Moot (UA-Imlunestrant-JZLC-CMC Amend-2022 07)

Howmep Ta nata Hakazy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«EMBER-3: PannomizoBane, Binkpute nociipkeHHs Il ¢a3u ans mopiBHSHHS JIKyBaHHS MpenapaToM
LY3484356 Ta nikyBaHHS €HJOKPUHHOIO Tepami€ro 3a BUOOPOM JOCHIAHMKA Yy TMAlLlI€HTIB 3 MICIEBO-
MOMIMPEHNM 200 METACTATUYHUM PAaKOM MOJIOYHOT 321031 3 TIO3UTUBHUM CTaTyCOM PEIENTOPIB ECTPOTCHY
Ta HeratTuBHUM ctarycoM HER2, ski paHimie oTpuMyBain eHIOKpHHHY Tepamito» , J2J-OX-JZLC, Bepcis
1.0 Big 15 Gepesns 2021 poky

3asiBHUK, KpaiHa

«Eni Jlinm Bocrox CAy, llBeitmapis

CrnoHcop, kpaiHa

Emi Jlinni enn Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii




Inentudikarist cyrTeBoOi
MOTIPaBKH

3MiHa Ha3BU MICIIsl MPOBEICHHS KJIIHIYHOrO BUIIPOOYBaHHs; 3MiHa BIAMOBIIaIbHOIO JOCIIAHHUKA!

byno

Craio

n.M.H. Cakano A.B.

KomyHnaneHe  HekoMepuiiiHEe  MiANPHEMCTBO
«KuiBchkHil MICBKUHA KITIHIYHUNA OHKOJOTTYHUN
LEHTP» BUKOHABYOTrO opraHy KuiBcbkoi Michkoi
paau (KuiBchkoi MiCBKOT Jep>KaBHOT
aaMiHICcTpaIii), ypOJIOTiuHE BiOIIIEHH,
HepxaBHa  ycraHnoBa  «lHctutyr  ypomorii
HamionanpHoi  akajgemii  MeOMYHUX  HayK
Ykpainuy, Bigai1 oHkoyposorii, M. Kuis

n.M.H. Cakaino A.B.

KomyHnanene  HekoMepuiiiHEe  HiANPHEMCTBO
«KuiBcpkuii MICHPKUN KITIHIYHUNA OHKOJOTTYHUN
LEHTP» BUKOHABYOro oprany KuiBcbkoi MichKoi
paau (KuiBcpkoi MICBKOT Jep>KaBHOT
anMiHicTparii), ypoJoriuHe BiJILJICHHS,
JepxaBHa ycTtaHoBa «[HCTUTYT yposorii iM. aKaj.
O.®. BosianoBa  HamionaneHoi  akazgemii
MEAMYHUX HayK YKpaiHu», BIIALT OHKOYPOJIOTii,
M. KuiB

3aB. Big. HamOaunsaa T.A.

KomyHnanbHe  HekoMepuiiiHEe  MiANPHEMCTBO
«O0nacHU IEHTP OHKOJIOTIi», OHKOYpPOJIOTiuHE
BiJUTUICHHS, M. XapKiB

nikap Kigix S.T.

KomyHaneHe ~ HEKOMepuiHE  MIiANPHEMCTBO
«O06nacHUl LIEHTP OHKOJIOTIi», OHKOYpPOJIOTiYHE
BiJUTUICHHS, M. XapKiB

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 833 Bin 28.04.2021

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, nongiiiHe ciine pocuimkeHHs I ¢asu nemOponizymaby (MK-3475) y xomOinamii 3
€H3aJIyTaM1IOM IOPIBHSIHO 3 €H3aJyTaMiJoM 3 Ijanedo y y4JacHHKIB 3 METaCTaTUYHUM KacTpaliiiHo-
3amo3u  (MCRPC) (KEYNOTE-641)y,

PE3UCTEHTHUM paKOM IepeaIMiXypoBOi

MK-3475-641,

1HKopriopoBaHoto nonpaskoto 07 Bix 02 uepsHs 2022 poky

3asBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIcTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«TOB Mepk Hlapn eng JJoym, CIIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

Inentudixkamis cyrreBoi
MOTPaBKHU

JonaTtok 10 popmu iHHOpMOBaHOI 3T0/11 11T Yac KPU30BO1 cuTyalii B YKpaiHi Juist fociikeHHs Y 042137,
Bepceis 1.0 a1 Ykpainu ykpaiHCBbKOIO Ta pociiicbkoro MoBaMu Bif 05 cepriasa 2022 p. Ha ocHoBi MalicTep-
Bepcii nonatka 1 o @13 mix yac kpu3oBoi cutyalii B Ykpaini, Bepcis 2.0 Bix 15 uepsus 2022 p.; Memo Big




28 ciunga 2022 p. momo mepeniky CYNyTHIX MarepiaidiB Juisl MOKpameHHS KoM(pOpTy Yy4YacHHUKIB
nocrimkenHas YO42137 mig yac Bi3UTIB, aHMIIIHCHKO0 MOBOKO; 3MiHA BIAMOBITAIBHOTO IOCIITHUKA Y MICIIi

MIPOBEJICHHS KIIHIYHOTO BUIPOOYBAHHS:

byno Crano
n.M.H. Cxopuit [1.1. nikap Jleonosa B.B.
Komynanpne  HexomepuiiiHe — mianmpueMcTBo | KomyHanbHe — HekoMepiiiiHe — HiANPHEMCTBO
«O06nacHU TEHTP OHKOJIOTII», OHKOXipypriune | «OO0JacHUN LIEHTP OHKOJOTI», OHKOXIpypriuHe
BIJVIVICHHS ~ OpraHiB TPYAHOI  TOPOXHUHM, | BIIIUJICHHS ~ OpPraHiB  TPYOHOI  MOPOXHUHH,
M. XapKiB M. XapKiB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2917 Big 15.12.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
BepcCis Ta JaTa

«PanmomizoBaHe, mojBiliHE ciine, rianedo-koHTpoasoBane ¢aszu Il gociimkenHs are3onizymaldy B
noeaHanHi 3 TiparonymaboMm (aHTtu-TIGIT anTutino) abo 6e3 Tiparomymaly Yy MaLi€eHTIB 13
HEpe3eKTa0eIHbHOI0 TUIOCKOKIII THHHOIO KapIIMHOMOIO CTPABOXO/Y, YHsl KapIIMHOMA HE IIporpecyBalia micis
paluKaibHOI XiMionpoMeHeBoi Tepamii», YO42137, Bepcis 5 Big 27 cepnns 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBiAAIBHICTIO «Pomn YkpaiHa»

Crnoncop, kpaina

®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

10.

InenTudikanis cyrreBoi
TIOTIPABKH

Jluct-po3’sicHenHs Uit Ykpainu Bifg 19 snumas 2022 p. 10 NPOTOKONY KITIHIYHOTO BUIPOOYBAaHHS
1245-0202, Bepcis 2.0 Big 20 kBiTHs 2022 p., aHTIIHCHKOI0 MOBOIO; [lo/1aTOK 70 iH(GOpPMAIIIHOTO JTUCTKA
Ta popMu 1HPOPMOBAHOI 3rOAM AJIsl YUACHUKIB JOCIHIIKEHHS, YKPAaTHCHKOI0 MOBOIO JJIsl YKpaiHH, Bepcis
1.0 Bix 02 cepnust 2022 p.; Jonmatox no iHdopmariitHoro nuctka ta Gopmu iHQOPMOBAHOT 3roAu IS
YYaCHHMKIB JIOCIIPKEHHs, pOCiiicbkoto MOBOIO 11t YKpainu, Bepcist 1.0 Bix 02 ceprnus 2022 p.

Howmep Ta nata Hakazy
MO?3 1010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 833 Big 28.04.2021
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Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta JaTa

«OnTuMizoBaHe, OaraTollEHTPOBE, paHIOMI30BaHE, TMOJABIHHE ciine, IIane00-KOHTPOIhOBaHE
JOCHIJDKEHHS y TIapalielIbHUX TpyMHax i3 BUBYCHHS BIUIMBY eMNarii(pio3uHy Ha 4acTOTy TOCHiTaii3arii 3
MIPUBOY CEPIIEBOi HEIOCTATHOCTI Ta BIUIMBY Ha PIBEHb CMEPTHOCTI y MAIIEHTIB 13 TOCTPUM iH(DAPKTOM
miokapaa», 1245-0202, Bepcis 2.0 Bix 20 kBiTHs 2022 poKy

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MEkKEHOI0 BianoBinansHicTIo «JIABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPATHA»

Cnouncop, kpaina

Boehringer Ingelheim International GmbH, Himeuunna

CynytHi
MaTepiaiu/mpenapari
CYNYTHBOI Tepamnii

11. | InenTudikarmis cyrreBoi Bpomrypa nocnigauka, TL-895, Bepcis 6.0, 16 gepBHs 2022 poky, aHTIiCBKOI0 MOBOIO; [H(opMmamiitHuit
MTOIIPaBKH JUCTOK JUIs maimieHta Ta ¢opma iHbopmoBaHoi 3roam: «Kaprtoc Tepam'torike, Ink.» KRT-232-
114 OcnoBua @I3, maiicrep-Bepcis_ Bepcis 6.0, 19 munas 2022 poxky YKP Bepcis 4.0 27 numnas
2022 poky, yKpaiHChKOI0, POCIMCHKOI0, aHTTIHCHKOI0 MOBAMH
Howmep ta nata Hakasy Ne 1012 Big 24.05.2021
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
Ha3ga iiHiuHOTO «Bigkpute, 6araToreHTpOBE MOCTIKEHHS 2 (a3u i OIIHKU 0e3MeYHOCTI Ta e(PeKTUBHOCTI Mpenapary
BUINIPOOYBaHHS, KOJI, KRT-232 a6o TL-895 y nauieHTiB 3 Mies10giOpo30oM, sKi paHille He OTPUMYBAJIHU JIIKYBaHHS 1HT101ITOpaMu
BepCis Ta JaTa sayc-kina3z» , KRT-232-114, [Tonpagka 3, 07 6epesnst 2022 poky
3asiBHUK, KpaiHa ToBapucTBO 3 06MesKeHOIo BianosinanshicTio «MEJITTEVC YKPATHA»
CnoHcop, kpaina «Kaproc Tepan'totike, [nk.» [Kartos Therapeutics, Inc], CILIA
CynyTHi —
MaTtepiaiu/mpenapaTi
CYNMYTHBOI Tepamii
12. | InenTudikaiis cyrTeBol BxuroueHHs JOJaTKOBOTO MiClisl TPOBEICHHS KITHIYHOTO BUTPOOYBAHHS

MTOIIPaBKHU

No I1.1.B. BiAIIOBIAILHOTO JOCIITHUKA
n/m HasBa micus mpoBeieHHs! KJIIHIYHOTO BUITPOOYBAaHHS

1. K.M.H. ['omo6oponpko A.A
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KomyHnansHe HekoMepiiiiiHe mianpueMcTBO «Ojecbka oOnacHa KiiHIYHA JiikapHs» Onechbkoi
oOmacHOi paauy, BiaaiieHHs Helipoxipyprii, M. Oneca

Howmep ta nara Hakasy
MO3 o0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1118 Big 28.06.2022

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«bararoneHTpoBe, IPOCTe, BIAKPUTE, POLUIMPEHE 0ATKOBE JIOCIHIIKEHHS Ui OLIHKH JTIOBIOCTPOKOBOI
0e3nedHOoCTi Ta e(heKTUBHOCTI OKpeITi3yMaly y MAIIEHTIB 3 PO3CITHUM CKiIepo3om», MN43964, Bepcis 1 Bix
25 mucronana 2021 poky

3asiBHUK, KpaiHa

[TinnpuemcTBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaina

«®. XOOOMAHH-JIA POIL JIT», lsetinapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Tepamnii

13.

Inentudikarnis cyrreBoi
MIOTPaBKH

Omnosnena Opoiypa gociiiHuKa 3 npenapary Purykcuma0, Bepceis 28 Big uepBHs 2022 poky

Howmep Ta nata Hakazy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1055 Big 04.06.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararonieHTpoBe, paHI0MI30BaHe, MOABIMHO cliine, Tanedo-KoHTposiboBane nociimxenus 111 dhazu ms
NOPIBHSAHHS e(QEeKTHUBHOCTI Ta Oe3meyHocTi mnpemnapary Ilomary3yma®d BemoTHMH Yy KoMOiHamii 3
Purykcumabom ta CHP (R-CHP) 1 Purykcumabom ta CHOP (R-CHOP) y mamientiB i3 nudy3Horo
KPYIMHOKIIITUHHOIO B-KiiTuHHOIO NiM(dOMOI0, sIKi paHille He OTpUMYBalH JikyBaHHD», GO39942, Bepcis
7 Bin 18 rpyans 2020 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MekKEHOI0 BifnoBinanbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrnoHcop, kpaiHa

®. Xoddpmanu-JIa Pomr JIta., [F. Hoffmann-La Roche Ltd], Iseiinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii
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14.

Inentudikaris cyrreBoi
MOTIPaBKH

VYkpaina, MK-3475-B15, Bepcis 1.02 Big 1lcepmus 2022 p., yKpaiHCBKOI MOBOMO, iH(popmarllis Ta
JOKYMEHT TMpo iH(OpMOBaHy 3rofay JUIs Talli€HTa, CTBOPEHa HAa OCHOBI IJIOOAJIBHOrO MIAOJIOHY
MK-3475-B15 nmomnpaBka 01, Bepcis 1.02 Bix 22 numas 2022 p; OHOBIIEH] 3pa3Ku MapKyBaHHSI JIIKAPCHKHUX
3aco0iB: MK-3475 Kit, Bepcig 2.0 Big 26 nunHs 2022 poky, aHTTIHCHKOIO Ta YKpaiHCHKOI MOBaMHU;
MK-3475 Vial, Bepcis 2.0 Bix 26 aunus 2022 poky, aHTIIIHCHKOIO Ta YKpaiHChKOO MoBaMu; Gemcitabine
(as gemcitabine hydrochloride) Kit, Bepcist 2.0 Bix 26 maumus 2022 poky, aHTTIHCHKOI0 Ta YKPaiHCHKOIO
moBamu; Gemcitabine (as gemcitabine hydrochloride) Vial, Bepcis 2.0 Bim 26 mumas 2022 poky,
AHTJIIHCHKOIO Ta YKPAiHCHKOI0 MOBaMH; 3MiHa BiJIOBIAAILHOTO JIOCIIITHUKA!

byno Crano
3aB. Big. Hanbannsn T.A. nikap Kimix S.T.
KomynaneHe  HekomepuiliHe — mianmpueMcTBo | KomyHanpHe  HEKOMEpIiiHE  MiIPHEMCTBO

«O0macHUl LEHTP OHKOJIOTi(», OHKOYpOJOTiduHEe
BIIJTIJICHHS, M. XapKiB

«O0macHUl IEHTP OHKOJIOTI(», OHKOYpOJIOTiYHE
BIIIIJIEHHS, M. XapKiB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 516 Bin 22.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane, Bigkpute nociaipkeHHs Il ¢asu s omiHKKM mepiomepamiifHOro 3acTOCyBaHHS
eHpopTymaly BeJOTHHY y KoMmOiHauii 3 memOponizymabom (MK-3475) nmopiBHSHO 3 HEO0a'TOBaHTHOIO
Tepamni€o TeMUUTa0lHOM Ta HUCIUIATUHOM y YYacHMKIB 3 M'I30BO-1HBa3MBHHM PaKOM CEYOBOI'O MiIXypa,
npuaatHuX st gikyBanHs iucruiatuaoM (KEYNOTE-B15 / EV-304)», MK-3475-B15, 3 iHKOpITOpOBaHOIO
nonpaskoro 02 Big 04 xkBiTHS 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»

Crnoncop, kpaina

TOB Mepk Iapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTHi
MaTtepiaiu/mpenapaTi
CYNYTHBOI Tepamii
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15. | InenTudikaris cyrTeBoi MK-3475-585, Ykpaina, [npopmariist Ta TokyMeHT nipo iHhopMoOBaHy 3roay s marmienTa Bepeis 05 Big 15
MONPaBKH cepras 2022 p. ykpaiHchKor0 MOBO10; MK-3475-585, Ykpaina, [npopmartist Ta tokyMeHT rpo iHpopMoBaHy
sroay auis namienta Bepcis 05 Big 15 ceprias 2022 p. pociiicbkoro MOBOO; YKpaiHa, MK-3475-
585, Bepcis 01 Big 13 munas 2022 p. yKpaiHCPKOIO MOBOIO, iH(pOpMallis Ta JOKYMEHT Hpo iHHOpMOBaHYy
3roJy Ha HaJlaHHs HEOOOB’SI3KOBUX 3pa3kiB; YkpaiHa, MK-3475-585, epcis 01 Big 13 mumusa 2022 p.
POCIliCEKOI0 MOBOO, iH(oOpMaris Ta JOKYMEHT MHpo iH(OpPMOBaHy 3roJy Ha HagaHHS HEOOOB’SI3KOBHUX
3pa3kiB; 3MiHa BiJMOBIJAIILHOTO JOCHITHUKA; 3MiHAa HA3BU MICIIsS MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS
byno Crano
aupekrtop, A.M.H. Ckopwuit 1.1 nikap Inein €.0.
Komynanpne  HexomepmiiiHe — miampueMcTBO | KoMyHanmbHe — HEKOMepIiiiHE  HiATPHEMCTBO
«O0nacHUl LIEHTP OHKOJOTii», OHKOXipypriune | «OOIacHUI IEHTP OHKOJOTIi», OHKOXIpypridHe
BI[UIVICHHS ~ IIIYHKOBO-KWIIKOBOTO  TPAaKTy, | BIIIUICHHS OpraHiB 4YepeBHOI  MOPOXKHUHH,
M. XapKiB M. XapKiB
Howmep ta nata Hakasy Ne 662 Big 16.03.2020
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
Ha3sa kiiHiuHOTO «PannomizoBane, mnojBiiiHe-ciine kiaiHIuHE mociimxkeHHs Il ¢aszu memOponizymady (MK-3475) ta
BUINIPOOYBaHHS, KOJI, ximiotepanii (XP a6o FP) B mnopiBHsHHI 3 1uiane6o Ta ximiorepamieto (XP abo FP) B sxocti
BepCis Ta JaTa HEOA'IOBAHTHOIO / aJ'TOBAaHTHOTO JIKYBaHHS Mall€HTIB 3 aJ€HOKapLMHOMOIO HUIYHKY Ta HUIYHKOBO-
ctpaBoxignoro 3‘emHanHs (IIIC3) (KEYNOTE-585)», MK-3475-585, 3 1HKOpPIOpPOBAHOI IMOMPABKOIO
08 Big 16 xBiTHsA 2021 p.
3asiBHUK, KpaiHa ToBapucTBO 3 0OMexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»
CnioHcop, kpaiHa TOB Mepk Ilapn enn JJoym, CIIA (Merck Sharp & Dohme LLC, USA)
CynyTHi —
MaTtepiaiu/mpenapaTu
CYNMYTHBOI Tepamii
16. | ImenTudikaris cyrreBoi Jluct «lllanoBH1 ociagHuKU BUlipoOyBanHs 64264681 LYM1002!», Bix 28 nunus 2022 poKy, aHTTIHCHKOIO

IOIIpaBKHU

Ta yKpalHChbKOI MoBaMmu; [lpunuuenHss HaOopy mamieHTiB y YactuHy A Ta HeBinkputTTs Yactunu B
OCIIKEHHS
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 833 Bin 28.04.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute pocmimkenns 1b ¢a3sum 3 omiHku Oe3neyHocTi, (GapMaKOKiHETHKH 1 (hapMaKoAMHAMIKA
npenapary JNJ-64264681 y kxombOinarii 3 npenaparom JNJ-67856633 B y4acHUKIB 3 HEXO/KKIHCHKOIO
TiM(POMOI0 Ta XPOHIYHUM JIIM(OIUTApHUM JeiiKko3oMy», 64264681LYM1002, nonpaska 2, Big 15 numHs
2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIIIOPATOPI MEIICIH», Ykpaina

CnoHcop, kpaina

Succen-Cinar Inrepueman HB, Benbrist / Janssen-Cilag International NV, Belgium

CynyTHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

17.

Inentudikaris cyrreBoi
MOTIPaBKH

VYkpaina, MK-3475-042, Bepcis 14.0 Bix 21 nunua 2022 poky, yKpaiHChKOIO MOBOIO, iH(opmalis Ta
JOKYMEHT TMpo 1HGOPMOBaHY 3TOAY JUIsl TAIi€eHTa; 3MiHA HAa3BU MICI MPOBEICHHS KIIHIYHOTO
BUIIPOOYBAHHS:

byno Crano

k.M.H. Tpyxin /.B.

Komynansna ycranoBa «Onecbkuii 00JIaCHUIMA
OHKOJIOTIYHHI JUCHaHcep», CTalioHap ACHHOTO
nepeOyBaHHs JIMCTIaHCEPHO-TIOMIKJIIHIYHOTO
BigmireHusa, M. Omeca

k.M.H. Tpyxin /I.B.

KomyHanpHe  HekoOMepliiiHE  HIANPUEMCTBO
«Onecpkuit perioHabHUN KIIIHIYHUT
NPOTUNYXJMHHUN 1eHTp» Onechkoi o0macHOT
paauy, BiaaUIeHHs XiMioTepanii, M. Oxeca

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PannomizoBane, Binkpute gocuipkeHHs 111 pasu 3aranpHo1 BHXKMBAaHOCTI HAIBHUX (paHillle HEIIKOBAHUX )
naiieHTiB 3 PD-L1-nmo3uTHBHUM mporpecyrounM abo MeTacTa3yloulMM HEMIUTKOKIITHHHUM PAaKOM JIETeHIB
JUIsl TIOPIBHSIHHA JiKyBaHHA mnemOpomiizymabom (MK-3475) ta mpenaparamu ximioTepamii Ha OCHOBI
wiatund (Kinoyt 042)», MK-3475-042, 3 inkopniopoBanoto nonpaBkoro 08 Bix 24 6epesns 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MexeHo10 BianoBiganbHicTI0O «MC/] Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Ilapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)
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CynyTtHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepanii

18.

InenTudikamis cyrreBoi
HOTIPaBKU

Bpormypa nocnigaunka MK-4280/MK-4280A, suaanns 08 Bix 21 uepBus 2022 poky, aHIITIHCEKOI MOBOIO;
3miHa Ha3BH Ta aapecu CrioHcopa!

BYJIO CTAJIO
«Mepk IHapn enx Jloym Kopm.», mgouipue | TOB Mepk Ilapn enx doym (Merck Sharp &
nianpuemctBo «Mepk enn Ko., Ink.», CHIA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict Jlinkonba aBento, 11/c 2000, Paseii,
Merck & Co., Inc., USA) Heio [Ixepci, 07065, CIIA (126 East Lincoln
Anpeca: Mepk [lpaiiB, 1, momroBa ckpunbka 100, | Ave., P.O. Box 2000, Rahway, NJ 07065, USA).
M. Baiirxayc-CreiimH, mrar Heio-/xepci, CILIA
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

Howmep ta nata Hakasy
MO?3 m10/10 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2616 Big 24.11.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docmimxenna 11 ¢asu MK-4280A (xombOinamist ¢asesenimady [MK-4280] 3 mnemOponizymabom
[MK-3475]) y nopiBHsIHHI 3i CTaHAapPTHUM JIIKYBaHHSM IIPH paHIIIe BKE JIKOBAHOMY METACTATHYHOMY
PDL1-no3uTHuBHOMY KOJOpEKTambHOMY paky», MK-4280A-007, 3 iHKOpropoBaHOIO monpaBkoro 02 Bixg
17 BepecHst 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»

CnoHcop, kpaiHa

«Mepxk apn enn Hoym Kopn.», nouipue nignpuemctso «Mepk enn Ko., Iuk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

19.

Inentudixkarmis cyrreBoi
MIONPaBKH

OHOBJICHHH TIPOTOKOJI KITIiHigHOTO BHIIpoOyBanHs MK-3475-A86, Bepcist 3 iIHKOPIIOPOBAHOIO MOMPABKOIO
05 Bix 21 nunasa 2022 poky, aHTIiiicbkor0 MoBOIO; Ykpaina, MK-3475-A86, Indopmariist Ta JoOKyMeHT Npo
iHhopmoBany 3rony ais naimienrta, Bepcig 1.00 Big 15 cepnust 2022 p. ykpaiHCbKOIO MOBOIO; YKpaiHa,
MK-3475-A86 Bepcis 02 Big 16 cepnnst 2022 p. ykpaiHCbKOIO MOBOIO, [HpOpMaLifHUI TUCTOK 1 JOKYMEHT
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npo iH(opMOBaHy 3roay Ha MalWOyTHe OioMenuyHEe MOCHTiKeHHs; YkKpaina, MK-3475-A86, ®opma
iHpopMoBaHOi 3roam acormiiioBanoi ocobu, Bepcis 01 Big 16 cepmHs 2022 p., YKpaiHCHKOI MOBOIO;
-VYkpaina, MK-3475-A86, JlonoBHenHs no I[Hdopmarii Ta IOKyMeHTYy Tpo iHGOPMOBAaHY 3TOAY s
nalieHTa y BUaIKy porpecyBaHHs 3axBoproBaHHs, Bepcis 01 Bix 16 ceprus 2022 p. ykpaiHCHKOIO MOBOIO

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure, pangomizoBane mocmimkeHHs Il ¢a3m s BUBYCHHS (PapMaKOKIHETHKH Ta Oe3IeYHOCTI
neMOpoIi3yMady AJsl MiAMIKIPHOTO BBEJIEHHS MOPIBHSHO 3 MEeMOpOIiZyMaOoM JJisi BHYTPIIIHbOBEHHOTO
BBEJICHHS, B KOMOIHAII1 3 JBOXKOMIIOHEHTHOIO XiMIOTEpami€ro mpenapaTaMu IUIATHHH, B SKOCTI MEPIIoi
miHIT Tepamii Ui y4YaCHUKIB 3 METAaCTaTUYHMM IUIOCKOKIITHHHMM a00 HEeIJIOCKOKIIITHHHUM
HEeIPIOHOKIITUHHUM pakoM JereHiB», MK-3475-A86, Bepcis 3 iHKOpIOpoBaHOIO morpaBkoo 04 Bif
31 6epesns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHoI0 BianoBigansHicTIO «MCJl Ykpaina»

CrnoHcop, kpaiHa

TOB Mepk Ilapn ena Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYNMYTHBOI Tepamii

20.

InenTudikanis cyrreBoi
TIOTIPABKHU

Bbpourypa nocnigauka CBP-307, Bunanus 7.1 Bix 24 tpaBHs 2022 poky, aHTIIHCHKOI0 MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 516 Bin 22.03.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«baratoneHTpoBe, paH/10Mi30BaHe, OJIBIHHE CIile, M1ane60-KOHTPOJIbOBaHE KIIIHIYHE TOCTiKEeHHS (azu
II nnst oninku eexTuBHOCTI Ta 6e3neqnocTi npenapaty CBP-307 y nauienTiB 13 BupazkoBuM koiitoM (BK)
CepeIHbOro Ta Bakkoro crynens», CBP-307CN002, Bepcis 6.0 Bix 25 rpyans 2020 poky

3asiBHUK, KpaiHa

[Tinmpuemcto 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

CrnoHncop, kpaina

Suzhou Connect Biopharmaceuticals, Ltd., China
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CynyTtHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepanii

21

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnena cekuisi P.8.3. Jlocke mocmimkyBaHoro jikapcekoro 3acody Tuparomymad 600 wmr/¢iaxow,
CTEPWIBHUI KOHIIEHTPAT IS pO3UMHY s 1HPY3iH, gani ctabimbHOCTI, cmc409399, aHTMIChKOI0 MOBOO

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2147 Big 04.10.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«DA3A Ib, BIAKPUTE, BATATOUEHTPOBE JOCJIIKEHHA 1JIA BU3HAYEHHSA
OIITUMAJIBHOI J03U 3 METOIO OIIJHKU ®APMAKOKIHETHUKHU, BE3IMEYHOCTI TA
[NEPEHOCHMMOCTI IIJUWKIPHOIO BBEJAEHHS KOMBIHALII THUPATOJIYMABY 1
ATE30JIIBYMABY V¥V TTALIEHTIB 3 MICHEBOIIOIIMPEHUMU ABO METACTATUYHHUMU
[TYXJIMHAMMy, GP43365, Bepcis 4 Bin 21 sxoBTHs 2021 poky

3asBHUK, KpaiHa

TOB «Apencis Excruioparopi Meniciny», Ykpaina

Crnoncop, kpaina

®. Xodpdmann-JIs Pomr JIta, [Hseiinapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

22

InenTudikanis cyrreBoi
TIOTIPaBKH

BkiroyeHHs J107aTKOBOrO BHPOOHMKA, BIJIMOBIAIBHOTO 3a BHPOOHHIITBO, IEPBHHHE IaKyBaHHS,
tectyBaHHs: Pfizer Manufacturing Belgium NV, Belgium mia nocnimkyBanoro sikapcbkoro 3acody PF-
06801591 (PR1), mo BUKOpHCTOBYEThCA y KiliHIUHOMY BunpoOyBanHi B8011007 B Vkpaini

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1636 Bin 20.07.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Binkpure nocmimkeHHs ¢ga3zu 1b/2 3 MeToro OUIHKH (apMaKOKIHETUKH, 0e3MeYyHOCTI, e(eKTUBHOCTI Ta
dapmakonunamiku mnpenapary PF-06801591 (iuribitop PD-1) B ydacHuUKIB i3 pPO3MOBCIOJKEHUMH
37OSIKICHUMU HOBOYTBOpeHHsMI», B8011007, octaTouna Bepcis nporokoiny, [lonpaska 2 Bin 24 4epBHA
2020 poky

3asiBHUK, KpaiHa

[1aiizep Iuk., CIIA

CrnoHcop, kpaiHa

[Naiizep Iuk., CIHA
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CynyTtHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepanii

23

InenTudikamis cyrreBoi
HOTIPaBKU

Bbpomrypa nocnigauka Pembrolizumab (MK-3475), Buganns 22 Bing 13 tpaBus 2022 poky, aHTIIHCHKOO
MOBOIO; 3MiHa Ha3BH Ta ajpecu CrioHcopa:

BYJIO CTAJIO
«Mepk IHapn enx Jloym Kopm.», mouipue | TOB Mepk Ilapn enx doym (Merck Sharp &
nianpuemctBo «Mepk enn Ko., Ink.», CHIA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict Jlinkonba aBento, 11/c 2000, Paseii,
Merck & Co., Inc., USA) Heio [Ixepci, 07065, CIIA (126 East Lincoln
Anpeca: Mepk [lpaiiB, 1, momroBa ckpunbka 100, | Ave., P.O. Box 2000, Rahway, NJ 07065, USA)
M. Baiitxayc-Creitmn, mrat Hero-/[xepci, 08889-
0100, CIIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 342 Bin 26.02.2018

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, Bigkpute aocmimkeHHs I dasu ans oninku nemOpomizymaldy B IKOCTI HEOA FOBAHTHOL
Teparnii Ta B KOMOiHaIlIi 31 CTAaHIaPTHUM JIIKYBAaHHSAM B SIKOCT1 a/I'FOBAaHTHO1 Teparlii npu ornepaderbHOMY
JIOKOPETIOHAIIBHO PO3MOBCIO/KEHOMY IUIOCKOKIITUHHOMY paky rojoBu Ta mmwmi III-IVA craniin,
MK-3475-689, 3 inkopniopoBanoto rmonpaskoro 06 Bix 03 6epesnst 2022 poky

3asBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIicTIO «MCJl Yipaina»

Cnoncop, kpaiHa

«Mepk Illapn Ean Toym Kopm.», mouipue mianpuemctBo «Mepk Ena Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenapaTi
CYNYTHBOI Tepamii

24.

InenTudikarnis cyrreBoi
TIOTIPABKHU

Bbpomrypa mocnigHuka JOCTiIKYBAHOTO JiKapchbKoro 3aco0y Ikcazomi6 (Ixazomib), Bumanus 15 Big 25
TpaBHs 2022 poKy, aHIUIIHCHKOIO MOBOIO
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, mIaneb0-KOHTPOJIbOBAHE, IMOJBIHHE Ccllille AOCTDKEHHS ¢da3u 3 MmiITPUMYIOUYOro
nikyBaHHs Ikcazomibom I[lutpatom (MLN9708) nns mepopadbHOTO 3aCTOCYBaHHS Y TAIlIEHTIB 3
MHOXXHHHOIO MI€JIOMOIO MiCHsl TPaHCIUIAHTalii ayToloriyHux croBOypoBux kiitua», C16019, Bepcis i3
nonpaskoro 04 Bix 22 ymmucronana 2021 p.

3asBHUK, KpaiHa

TosapuctBo 3 OOMexeHoro BinmosimansHicTio «KoHTpakTHO-Jlocaigauieka Opranizamis [HHODapM-
Ykpaina»

Cnoncop, kpaiHa

Takeda Development Center Americas, Inc. (CIIA)

CynyTHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepanii

25. | InenTudikaiiis cyTTeBOi Bbpomrypa nocninnuka Apenymad (MSB0010718C), Bepcis 12 Bix 20 uepsHs 2022 poky
MIOTIPaBKU
Howmep Ta nata Hakazy Ne 1277 Bix 20.10.2017
MO3 oo 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS
Hasga kiiHiuHOTO «bararonentpose, Binkpure nocuimkenss Il ¢a3u 3acrocyBanns npenapaty aseaymad (MSB0010718C)
BUIIPOOYBaHHS, KO/, y MOPIBHSHHI 13 3aCTOCYBaHHSM JBOXKOMIOHEHTHOI KOMOIHAIlli Ha OCHOBI NpenapariB IJIATUHU K Teparnii
Bepcid Ta Jata nepuioi il npu PD-L1-mo3uTMBHOMY, peUMIAMBYIOYOMY HEAPIOHOKIITUHHOMY paKy JiereHi abo
HeApIOHOKIITHHHOMY paky jereHi IV craaii», EMR 100070-005, Bepcis 6.0 Big 03 ciuns 2019 poky
3asBHUK, KpaiHa Iianpuemctso 3 100% iHosemuom0 inBecTHIie0 «AMK’ IOBIA PJIC Ykpaina»
Cnoncop, kpaiHa Merck KGaA, Himeyunna
CynyTHi —
MaTepiaau/npenapaTu
CYNyTHBOI Teparii
26. | ImenTudikailisi cyTTeBoi Bbpomrypa mocnmimHuka IochipKyBaHOTO Jikapchkoro 3aco0y Felzartamab, Bunmanus 16 Big 08 udepBHs

MTOIIPaBKHU

2022 p., anrmiiicbkoro MoBoto; IHdopmanist ans namieHTta Ta opma 1HGOPMOBAHOI 3roAu s YKpaiHu,
aHriiicbkor0 MoBoto, Bepcis 3.0 Big 05 ceprius 2022 p.; [ndopmartis qisa nanienTa Ta popma iHpopMoBaHOi
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3roau s YKpaiHu, yKkpaiHcbKoro MoBoto, Bepcis 3.0 Big 05 cepmas 2022 p.; [Hdopmariis 1y1s narieHTa ta
dbopma iHbopMOBaHOT 3roau Tt YKpainu, pociiicbkoro MoBoto, Bepcist 3.0 Bix 05 ceprius 2022 p.

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1265 Bix 23.06.2021

HasBa kj1iHI4HOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[loxgiiiHe ciine, paHaOMi30BaHe, TIIANE00-KOHTPOJIbOBAaHE, 0araToICHTPOBE KIIIHIYHE AOCTIKEHHS (pa3u
ITa 3 ominku edeKTUBHOCTI Ta Oe3mevyHOCTi ¢enb3apramMady Ha OCHOBI NoJChKHX aHTUTL a0 CD38 y
nikyBanHi IgA-aedponatii — IGNAZ», MOR202C206, Bepcis 3.0 Bix 01 rpyans 2021 p.

3asBHUK, KpaiHa

TosapuctBo 3 OOMexeHoro BinmosimansHicTio «KoHTpakTHO-Jlocaigauibka Opranizamis [HHODapM-
Ykpaina»

CnoHcop, kpaina

MopdoCuc Al', Himequnna / MorphoSys AG, Germany

CynyTHi
MaTtepianu/mpenaparu
CYNyTHBOI Teparii

27.

Inentudixkarnis cyrreBoi
MIOTIPaBKH

3MiHa BIANOBIJAIIBHOIO JOCIIIHUKA Y MICIIl MPOBEIEHHS KIIHIYHOTO BUIIPOOYBAHHS !
byno Crano

3aB. Bi1. Hanbanpasu T.A. mikap Kigik A. T

Komynanene  HekomepiiiiHe — mignmpuemcTtBo | KomyHanbHe — HEKOMepIliiHE — MiAIPUEMCTBO
«O0nacHU IIEHTP OHKOJIOTiI», OHKOypoJoriuHe | «O0IacHUN LIEHTP OHKOJIOTIi», OHKOYpPOJIOTidHE
BiJUTiIeHHS, M. XapKiB BiJlIiIeHHA, M. XapKiB

Howmep Ta nata Hakazy
MO3 om0 3aTBEpaKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 762 Bin 20.04.2021

HazsBa xirigiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«BigkpuTe paHmoMi3oBaHE KOHTPOJIHOBAHE JOCTIIHKEHHS 3 METOIO OIIHKHA €()EeKTUBHOCTI Ta O€3MEeYHOCTI
npenapaty UGN-102, a Takoxx CTifiKOCTI BIJMOBIAlI Ha Tepamilo MOpernapaToM Yy TMOEIHAHHI 3
TPAHCYPETPAITHHOIO PE3EKITIE€I0 CEYOBOT0 MiXypa uu 0e3 Hei B MaIli€HTIB 13 M sI30BO-HEIHBa3UBHUM PaKOM
CEYOBOTI'0 MiXypa HH3BKOI'O CTYIEHS 3JI0SKICHOCTI 3 TPYMU MPOMDKHOTO PU3HKY (KOJOBE MO3HAUYEHHS
nocaimpkenHs: ATLAS)», BL006, penakuis 2.0 Bix 20 rpynus 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTIAJILHICTIO «ITI EC AU-YKPATHA»
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Cnoncop, kpaiHa

«tOpo/lxxen @apma Jlimiten» [UroGen Pharma Ltd.], 3painb

CynytHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepartii

28. | InenTudikaris cyrreBoi JlucT-po3’sscHeHHs crioHcopa 1moA0 KpuTepis HeBkimrodeHH Nel3 Big 11 tpaBast 2022 p.; 3MiHa Ha3BU MiCIIs
MONPaBKHU IPOBEICHHS KJIIHIYHOTO BUMPOOYBAaHHS Ta BIAMOBIAIIHOTO JOCIITHHUKA!
byno Craino
36upax . M. k.M.H. [lerpuna B.O.
Ob6nacHa KiIiHIYHA JiKapHsi, BiaaiaeHHs xipyprii, | KomyHanbHe — HekoMepIiiiHE  MIAIPUEMCTBO
M. [BaHO-DpaHKiBCHK «ObnacHa KiiHIYHA JiKapHs [BaHO-DPpaHKiBCHKOI
o0nacHoi panu», racTPOCHTEPOJIOTiuHe
BijytiieHHs, M. IBaHO-DpaHKiBChK
Howmep Ta narta Hakazy Ne 1275 Big 06.07.2018
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS
Hasga kiiHiuHOTO «baratonieHTpoBe paHmOMi30BaHe, MOJBIHHO ciine, ranedo-koHTposiboBaHe nociimkeHHs I dasu 3
BUIIPOOYBaHHS, KO/, METOI0 OL[IHKH 03aHIMOJTy /Ul NEPOPAIbHOTO MPUHOMY MPU MPOBEACHHI MIATPUMYIOUOI Teparii naieHTam
Bepcid Ta Jara 13 CepeHbOTSKKUM a00 TSHKKUM nepedirom xBopoou Kpona B aktuBHiN popmi», RPC01-3203, penakiis
6.0 Bix 14 yepsus 2021 p.
3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOIO BIJIIOBIJIAJILHICTIO «I1I EC AU-YKPAIHA»
Crnoncop, kpaina «Cenmxen Inrepuennn II Capm» (Celgene International II Sarl), IlIseitapis
CynyTHi —
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii
29. | ImenTudikaiisi cyrTeBoi Jluct xomnanii-croHcopa A0 YYaCHUKIB qociimkenHs Bia 28 mumas 2022 p. (o0 6io1icii TKAHMHHA TOBCTOT

MTOIIPaBKHU

KHIIIKH, TIPOBEICHO1 0€3 HAJICIKHOI 3TO/IH ), OCTATOYHUHN TIepEeKIa] 3 aHTJIIHCHKOT MOBH Ha YKPaiHChKY MOBY
BiJ 24 cepnusa 2022 p., OCTaTOYHUI Hepekyax 3 aHTJiHCbKOi MOBH Ha POCIHCBKY MOBY Bix 24 ceprHs
2022 p.; Jluct-po3’sicHEHHST 10 JOCTIAHUKIB CTOCOBHO TMPOBEACHOI Oiomcii TKAHWHW TOBCTOI KHIIKH Yy
pamkax mporokony gociimkenHs RPCO01-3204 Bin 28 mumas 2022 p.; 3MiHa Ha3BU MICIsSl TPOBEICHHS
KJIIHIYHOT'O BUMPOOYBAHHS Ta BIMOBIATHHOTO JTOCIITHUKA:

byno Crano
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36upak [. M. K.M.H. [Terpuna B.O.

ObnacHa KJiHIYHA JIIKApHS, BiJAUIeHHA Xipyprii, | KomyHanene — HekoMepuiiiHe  HiANPHEMCTBO

M. IBaHO-DpaHKiBChK «O0uacHa kiiHivHA JikapHs [BaHo-DpaHKiBCHKOT
o0macHoi pann», racTpOSHTEPOJIOTIuHE
BiIIIIEHHS, M. IBaHO-DpaHKIBChK

Howmep ta nata Hakazy
MO3 o0 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1275 Big 06.07.2018

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«lomatkoBe OararoreHTpoBe BimkputTe mocmimkeHHs III ¢asum 3 Meror OIIHKKM 03aHIMOAY IS
NEepOpabHOTO MPUHOMY IIPH JIIKYBaHHI MAIlIEHTIB 13 CEPEIHBOTHKKUM a00 TSHKKUM IMepediroMm XBopoou
Kpona B aktuBHiil popmi», RPC01-3204, penaxis 6.0 Big 14 gepsus 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJAJILHICTIO «I1I EC A-YKPATHA»

Cnoncop, kpaiHa

«Cenmxen [nrepuennin II Capn» (Celgene International II Sarl), [IBefinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

30.

InenTudikanis cyrreBoi
TIOTIPaBKH

OHoBNeHUH TPOTOKOJ KiIiHIYHOTO BUNpoOyBanHs GS-US-418-4279, nonpaska 5 Bix 27 yepBHs 2022 poky
aHTJINACBKOI0 MOBOIO; OcCHOBHHMI 1H(GOpMalIiHUN JNHMCTOK JUIsl Malll€eHTa JOCHKEHHA Ta (dopma
iHpopmoBanoi 3roau Bepcis 10.1.0 Big 30 yepBHa 2022 ykpaiHCBKOIO Ta pOCIHCHKOI0 MOBaMH; 3MiHa
CIIOHCOpA TIPOTOKONY KiiHIYHOTO BUMNpoOyBaHHs GS-US-418-4279 3 Gilead Sciences, Inc., CIIIA nHa
Galapagos NV, benbrist; @opma iHGOpMOBaHOI 3ro/1 MApTHEPKU Ha MOIAJIbIIE CIIOCTEPEKEHHS BariTHOCTI,
Bepcis 4.1.0 Big 30 uepBHsa 2022 poky yKpaiHCHKOIO Ta pOCiiichbkor MoBaMu; KapTka marieHTa Ha BUMa 0K
eKCTpeHHuX cutyauiit, Bepcis 4.0 Bix 27 uepBHs 2022 p. yKpaiHCHKOIO Ta pOCIHCHKOI0 MOBaMH; 3arajibHi
IHCTPYKIIIT 100 300py 3pa3ka criepmu s Y kpainu, Bepcis 3.0 aHr1iiCchKO0, YKPaTHCHKOIO Ta POCIMCHKOIO
MOBaMHU

Howmep Ta nata Hakazy
MO3 om0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 211 Big 07.02.2018
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Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, TOABIMHO-CIIINE, TUIAIE00-KOHTPOIbOBAHE JOCHIIKEHHS (a3u 2 i OIIHKH
TECTUKYISApHOI Oe3medHocTi (AroTiHIOy B JOPOCIHMX YOJOBIKIB 13 aKTUBHUMHU 3alaJbHUMHU
3aXBOPIOBAaHHSAMHU KHIIKIBHUKA BiJl TIOMIPHOTO JI0 Ba)XKOTO CTYIMEHIO TshKKocTi», GS-US-418-4279, 3
nonpaBkoro 4 Big 17 6epesns 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJT ~ PICEPY
ACCOVYIIMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

Cnouncop, kpaina

Gilead Sciences, Inc., CILIA

CynyTHi
MaTepianu/mpenapari
CYNYTHBOI Tepanii

31.

InenTudikamis cyrreBoi
MONIPaBKU

OHOBNICHHI TIPOTOKOI KIIiHIYHOTO BUIIpoOyBaHHs MK-6482-005 3 inkopriopoBaHoro nonpaskoro 06 Big 13
munHs 2022 poky, aHTTHCHKOI0 MOBOIO; 30UTBIICHHS TPUBAJIOCTI KIIIHIYHOTO BUIPOOYBaHHS 3 4 pOKiB 110
5,5 pokiB; Ykpaina, MK-6482-005, Indopmarrist Ta JOKyMEHT po iH(OPMOBaHY 3ro1y JJIs ali€HTa, BEpPCist
2.02 Bix 05 ceprns 2022 p., ykpaiHncbkor MOBOIO; Ykpaina, MK-6482-005, Indopmarris Ta 1OKyMEeHT mpo
iH(opMOBaHy 3rofy ais namienta, sepcis 2.02 Big 05 cepmast 2022 p., pociiicbkoro MOBOI0; OHOBIICHHI
3pa3oK MapKyBaHHS JKapChKOTO 3aco0y MK-6482:
MK-6482 Bottle, Bepcis 2.0 Bix 03 uepBust 2022 poky, aHIITIHCHKOIO Ta YKpaiHChKOI0 MOoBaMu; OHOBIIEHUI
3pa30K MapKyBaHHS Jiikapcbkoro 3aco0y EBeponimyc: Everolimus Wallet, Bepcist 2.0 Bix 03 ceprus 2022
OKY, aHIJIIHCHKOIO Ta YKPaiHChKOIO MOBaMU; 3MiHa Ha3BU Ta aapecu CrnoHcopa:

bYJIO CTAJIO
«Mepk IHapn enx Jloym Kopm.», mouipue | TOB Mepk Illapn enn Joym (Merck Sharp &
mianpuemctBo «Mepk enn Ko., Iak.», CIIA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Icr JlinkonsH aBento, m/c 2000,
Merck & Co., Inc., USA) Pageii, Heto JIxepci, 07065, CIIIA (126 East
Anpeca: Mepk [lpaiis, 1, momrosa ckpunbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-Crelimn, mrat Hero-/xepci, 08889- | USA)
0100, CIIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

3MiHa Ha3BH Ta Miclis MPOBEIECHHS KJIIHIYHOTO BUIPOOYBAHHS:

BYJIO CTAJIO
n.m.H. Cakano A.B. n.m.H. Cakano A.B.
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KuiBcbkuii MICBKHMI KIIIHIYHUNA OHKOJIOT1YHMK | KOMyHanpHEe ~ HEKOMEpIiiiHE  MiANPUEMCTBO
LEeHTp, ypoJjoriuae BingiuieHHs, JlepkaBHa | «KUiBCHbKUN MICHKUH KIIHIYHUN OHKOJIOTIYHUI
ycranoBa «lHctuTyT Yyposorii HarionanbHoi | HeHTp» BUKOHaBYOro oprany KuiBcbkoi MichKOT
akajgemii MeIWYHUX HayK YKpalHu», BIIUI | paau (KuiBcbkoi MICBKOT Jep>KaBHOT
oHKOypoJiorii, M. Kui aaMmiHicTparii), ypoJsioridyHe BIIJIIJICHHS,
Jep:xaBHa ycTaHoBa «IHCTUTYT ypoJorii iM. aka.
O.®. BoziamoBa  HamonanpHoi  akagemii
MEIWYHUX HayK YKpaiHu», BiAIT OHKOYPOJIOTii,
M. KuiB

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 767 Bix 02.04.2020

Ha3ssa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure, pangomizoBaHe nociikeHHs 3 ¢asm npenapatry MK-6482 B mopiBHSHHI 3 NpenapaToM
€BEPOIIMYC Y YYACHHKIB 3 MOIMIMPEHUM HUPKOBO-KIIITUHHUM PAKOM, KU IPOrpecyBaB Micis MONepeIHbo1
PD-1/L1 ta VEGF-taprernoi tepamii», MK-6482-005, 3 inkopriopoBaHoro norpaBkoto 04 Bix 16 irotoro
2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

Crnoncop, kpaiHa

«Mepk lapn Exg Joym Kopm.», nodipue mignpuemctBo «Mepk Ena Ko., Tak.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

32.

Inentudixkarnis cyrreBoi
MOTPaBKHU

OHoBNeHHI MTPOTOKOIN KIIiHIYHOTO BUnpoOyBanHs MK-3475-756 3 iHKopmopoBaHOIO mompaBkoto 06 Bix
14 munas 2022 poky, aHriiiicbkoro MoBoro; YkpaiHa, MK-3475-756, Indopmariist Ta JOKYMEHT Mpo
iHdopmoBaHy 3roay ais nauieHTa, Bepcis 2.05 Bix 05 cepnusa 2022 p., yKpaiHCbKOIO MOBOO; YKpaiHa,
MK-3475-756, Indopmariist Ta JOKyMEHT Ipo iHGOpMOBaHy 3roy JUIs naiienta, Bepcis 2.05 Big 05 cepnus
2022 p., pociiicbkoto MoBow; MK-3475-756 Bpomrypa mis yTpuMaHHS TMAIi€HTIB (B KIIHIYHOMY
JOCHiJKeHH1) yKpaincekoro MoBoro v1.1.1.1.1; MK-3475-756 bpomrypa ans yTpuMaHHsS MAalli€HTIB
(B KITHIYHOMY JOCHiKEeHHI) pocilickkoro MoBoro v1.1.1.1.1; MK-3475-756 01 Kaprka mamieHTa ams
MOJAJIBIIOTO CIIOCTEPEKEHHS YKPaiHChbKOIO MOBOIO Juid Ykpainu 23 rpyans 2021 p.; MK-3475-756_01_
Kaprka mamiedTa 1y1st mogaibIioro CoCTepeKEeHHs  POCIMChKOI0 MOBOIO it Ykpaiau 23 rpyaus 2021 p.;
OHoBIIeHI 3pa3ku MapKyBaHHs Jikapcbkoro 3acody Luknodocdamin: Cyclophosphamide Kit, Bepcist 2.0
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Bix 31 G6epesns 2022 poky, aHTIiHCBKOO Ta yKpaiHcbkoro MoBamu; Cyclophosphamide Vial, Bepcist 2.0 Big
31 6epesns 2022 poky, aHITCHKOIO Ta YKPaTHCHKOO MoBaMu; OHOBIIEHI 3pa3Ku MapKyBaHHS JIIKAPCHKOTO
3aco0y MK-3475: MK-3475 Kit, Bepcis 2.0 Big 12 gunas 2022 poky, aHITHCHKOIO Ta YKpaiHCHKOIO
moBamu; MK-3475 Vial, Bepcist 2.0 Bix 12 mgumus 2022 poky, aHIIIACHKOIO Ta YKPaiHCHKOIO MOBaMH;
OHoBIIeH1 3pa3ku MapKyBaHHS Jiikapcbkoro 3aco0y [Takmitakcen: Paclitaxel Kit, Bepcis 2.0 Big 08 nurmHs
2022 poky, aHTITCHKOI Ta yKpaiHchkoro MoBamu; Paclitaxel Vial, Bepcist 2.0 Big 08 mumas 2022 poky,
AHTJIHACHKOIO Ta YKpaiHChKOI MoBaMu; OHOBICHHUH 3pa30K CIPOIIEHOTO MapKyBaHHS 3apPEECTPOBAHOTO B
VYkpaiHni gikapcbKoro 3aco0y, SKUi 3aCTOCOBY€ETHCS B KIIiHIYHOMY BUNpoOyBanHi MK-3475-756, Bepcis 2.0
Big 08 cepmust 2022 poky, yKpaiHCHKOK MOBOIO; OHOBICHHMH 3pa30K MapKyBaHHS OCIiIKYBaHOTO
Jikapcekoro 3aco0y MK-3475 (memOpomizymab) / mamebo Ui JIOKaJbHOTO BUKOPHCTAHHSA B
JOCIITHUIIBKUX IeHTpax, Bepcis 2.0 Bix 08 ceprast 2022 poky, YKpaiHChKOIO MOBOIO; 3MiHA HA3BU Ta MiCIIs
MIPOBEJICHHS KIIHIYHOTO BUIPOOYBAHHS !

Bigminennsa, M. Oxeca

bYJIO CTAJIO
k.M.H. Tpyxin JI.B. k.M.H. Tpyxin /[.B.
Komynanena yctanoBa «Opneckkuii oOnacumii | KomyHanbHe — HekoMmepliiiHe — MiIIPUEMCTBO
OHKOJIOTIYHHH JTUCTIAaHCEP», CTaIlioHap JeHHOro | «OmechKuid perioHanbHUN KITIIHIYHUT
nepeOyBaHHs JTUCIAHCEPHO-TIOMIKIIHIYHOTO | MPOTUIYXJIUHHUN 1eHTp» Opecbkoi oOmacHoOl

paamy, BiauieHHs xiMmiotepanii, M. Oxeca

3MiHa BiAMIOBITAILHOTO JOCIITHUKA'

«OO6nacHU LEHTP OHKOJIOTIi», OOJIACHUH LEHTp
MamoJiorii, M. XapkiB

BYJIO CTAJIO
3aB. ieHTpoM byxTtees JI.C. nikap Otuenam H.M.
KomyHanshe HEKOMepliiiHe nignpueMcTBo | KomyHanbHe HEKoMeplliiiHe H1IPUEMCTBO

«O6nacHU LEHTP OHKOJIOTIi», OOJACHUH LEHTp
MaMoJIorii, M. XapkKiB

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 540 Bix 07.03.2019

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PannomizoBane, nmojBiiiHe ciine nocuimkenHs I dhas3u 1 mopiBHAHHS neMOponizyMady 3 mianedo y
KOMOIHaIIIl 3 He0a/'FOBaHTHOIO XIMIOTEpami€lo Ta a/l'FOBAaHTHOIO €HJOKPUHHOIO TEpaIli€lo MpH JIIKYBaHHI
paKy MOJIOYHOI 3aJI03M 3 HASBHICTIO PELENTOpiB IO €CTPOTeHiB 1 BIJICYTHICTIO JIIOJCHKUX PELENTOpiB
enigepmanbHoro Qaxropa pocty 2 (ER+ / HER2-) na panniil ctanii mpu BHCOKOMY CTYIIE€HI PU3HKY
(KEYNOTE-756)», MK-3475-756, 3 inkopniopoBaHoto nionpaskoro 05 Bin 23 rpyans 2021 poky
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3asBHUK, KpaiHa

ToBapucTBO 3 0OMexeHoo BianoBigabHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

TOB Mepk lapn ean Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynytHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepartii

33.

Inentudikarist CyrTeBoi
MOTIPaBKH

Onosnenuii IIpotokon kminiyHoro pocmimkeHHs TACTI-003, sepcis 1.4 Big 08 mumus 2022 poky,
aHTIHChKOI0 MOBOIO; bpomypa mocmigauka Pembrolizumab, KEYTRUDA®, sunanns 22 Big 13 TpaBHS
2022 poky, aHrmiicbkor0 MoBOM; [Hopmamiitauii nucTok /uig manienTta 1 gpopma iHbGOpMOBaHOT 3rojH,
Bepcis 3.0 Bin 22 numas 2022 poky, s YKpainu, Ha 0CHOBI Maiictep-Bepcii [HpopmartiifHoTro TucTKa 11st
namienTa i ¢popmu iHdopmoBanoi 3roau, Bepcis 1.3, Bin 08 numus 2022 poky, Ha ocHOBI [IpoTokomy
TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.4, Big 08 mumus 2022 poky, aHTJIIHCEKOIO Ta
yKpaiHcbKoro MoBamH; Jlogatok no [ndopmaniiftHoro iuctka ais namieHTa i gopmu iHHOpMOBaHOT 3ro/u,
Bepcis 3.0 Bin 22 numas 2022 poky, s YKpaiau, Ha 0OCHOBI MaiicTep-Bepcii [HpopmartiifHoro mucTka s
namienTa i ¢popmu indopmoBanoi 3roau, Bepcis 1.3, Bin 08 numnus 2022 poky, Ha ocHOBI [IpoTokomy
TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.4, Big 08 mumus 2022 poky, aHTJIIHCEKOIO Ta
YKpaiHChbKOI MOBaMu; JlogaTok 1o iH(opMaiiifHOTO JUCTKA /Ui nalfieHTa i ¢opMu iHPOPMOBAHOI 3ro U
Ha y4acThb y MEAMYHOMY HayKOBOMY JociimkeHH1, Bepcid 1.0 Bix 22 nunua 2022 poky 11t YKpaiHnu, Ha
OCHOBI MaiicTep-Bepcii JoJaTka A0 iH(pOpMaIiifHOro JUCTKa JJis namieHTa i ¢popMu iHGOPMOBaAHOI 3roau
Ha y4acTb y MEJMYHOMY HayKOBOMY JociipkeHH1, Bepcist 1.0 Big 08 munHs 2022 poky, aHIIIIHCHKOIO Ta
YKpaiHChKOK MOBaMH

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Bix 15.09.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

TACTI-003 («/IBa akTuBHI iMyHOTepameBTHYHI 3acoOm»): baratorneHTpoBe, BiIKpHTE, PaHIOMi30BaHE
nociiypkenHs 11 ¢a3u st oliHKM 3acTOCyBaHHS PO3YMHHOrO TiOpuaHoro Oinka LAG-3, edrunarimony
anbda (edptu; IMP321), y xombinanii 3 nemoposnizymadbom (antaronicrom PD-1) nis nepuoi ninii Tepamii
MAIlEHTIB 3 HEPe3eKTa0eIbHOI PEeUUIUBHOI0 ab0 METaCTaTUYHOI IUIOCKOKIITHHHOK KapLUHUHOMOIO
rosioBu Ta i (IIKKT'TI). , TACTI-003, Bepcist 1.3 Bix 05 xoBTHs 2021

3asiBHUK, KpaiHa

TOB «Apencis Excrioparopi Meniciny, Ykpaina

CnoHcop, kpaiHa

Immutep S.A.S. / Immyten C.A.C., @panuis
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CynyTtHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepanii

34.

InenTudikamis cyrreBoi
HOTIPaBKU

OnHoBneHMi MPOTOKON KiiHiYHOTO BUnpoOyBanHs SAMSON-II, Bepcis 5.0 Bim 04 mumus 2022
(anrmificbkoro MOBOI); 3MiHa anpecu Criorcopa (Prestige Biopharma Limited, Cinramnyp; baitorionic Poyn,
21, #04-24/28 Hprokineoc Cays binminr, baitononic, Cinranyp 138567 (21 Biopolis Road, #04-24/28
Nucleos South Building, Biopolis, Singapore 138567)

BYJIO CTAJIO

Prestige BioPharma Limited, Cinramyp, | Prestige BioPharma Limited, Cinramyp, Baiionosic
Caiienc Ilapk [paiiB, 2, Ne 04-13/14, Ecenr | Poyn, 21, #04-24/28 Hsiokneoc Cay3 buiminr,
Tayep b, Caiienc mapk, Cinranyp 118222 baiionosic, Cinramyp 138567 (21 Biopolis Road,
#04-24/28 Nucleos South Building, Biopolis,
Singapore 138567)

Bbpomrypa mocmimauka HD204, Bepcis 6.0 Bim 07.07.2022 anrmilickkoro MoBorw; Popma MHCEMOBOL
iHdopmoBanoi 3roau, Bepcis 4.0 Big 11 munusa 2022, (nepeknaz agantoBaHoi uis Ykpainu Bepcii 4.0 Big
11 munas 2022 Ha ocHoBi 3pa3ka @opmu iHPopMoBaHOi 3roau, Maiictep Bepcis 4.0 Big 06 mumas 2022)
YKpaiHChKOIO Ta pocilicbkoro MoBamu; @opma iHpopMoBaHOi 3roau/[HpopManiiHUI JTUCT A BariTHUX
napTHepiB s YKpainu, Bepcis 3.0, Big 11 nunus 2022, (nepeknaa agantoBaHoi uis Ykpainu Bepcii 3.0
BiJ 11 munus 2022 Ha ocHoBi MaiicTep-Bepcii PI3/1J1 st BaritHux naptHepiB SAMSON-II PISCF v3.0 Bin
11 nmunus 2022) ykpaiHChKOIO Ta pOCIMChKOI MOBaMU; 3pa30K €THKETKH 3 1H(OpMalli€lo po mpenapaTru
yKpaiHChKOI0 MOBOIO; OHOBJIEHA CTHCIA XapaKTEPUCTHKA JOCIIIKYBAHOTO JIKapchbKOTo 3acoly, 110
BUKOPHUCTOBYETbCS SIK Mpernapar NOpIBHAHHS (QHIIIMCHKOIO MOBOO); 3MiHa Ha3BH MICIS NPOBEIECHHS
KJIIHIYHOTO BUITPOOYBaHHSL:

byno Crano

k.M.H. Tpyxin /.B. k.M.H. Tpyxin /I.B.

Komynanena ycranoBa «Opechkuil oOinacHuii | KomyHanbHe — HekoMepliiiHE — MIJIPUEMCTBO
OHKOJIOTIYHHM JAMcCHaHcepy, CTamioHap JeHHOro | «OaechKuii perioHanbHUR KIIIHIYHUT
nepeOyBaHHs JMCIIAHCEPHO-TIOMIKIIHIYHOTO | MPOTUIYXJMHHUN 1eHTp» Onecbkoi o01acHoOl
BiiiieHHs, M. Ofeca panu», BiIJIEHHS XiMioTepanii, M. Oneca

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1804 Big 15.08.2019
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Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, MOJBIiHE CIine, 0araTolEeHTPOBE TOCHTIIKeHHS eKBiBaeHTHOCTI (a3u 111 y mapanenpHuX
rpymnax s TOpIBHSAHHS eQeKTHUBHOCTI, Oe3meku, (apmakokiHeTuku Ta imyHoreHHocti HD204 Ta
ABacTuHy® y TaIli€HTIB 3 METACTaTHYHUM a00 PEIUIUBHUM HEIIOCKOKIITHHHUM HEAPiOHOKIITHHHUM
paxoM serenb», SAMSON-IL, Bepcis 4.0 Bix 26 motoro 2021

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»

Cnouncop, kpaina

Prestige BioPharma Limited, Cinramyp

CynytHi
MaTepiaiu/mpenapari
CYNYTHBOI Tepamnii

B.o. reHepajibHOTO ANpPeKTOpPa
®apMaleBTHYHOTO JTUPEKTOPATY

IBan 3AZIBOPHHUX




