3ATBEPI)KEHO
Hakas MiHicTepcTBa 0XOpOHU
3/l0pOB's YKpaiHu
3 xoBTHA 2022 poky Ne 1786

CyTT€Bi MonpaBKHM /10 MPOTOKOJIiB K/IiHIYHMX BUNPOOyBaHb

InenTudikalia cyTreBoi
TIOTIPaBKU

Hocke pocsimKyBaHoro Jjikapcbkoro 3acoby Etpacimon, Bepcis 15 Big 29 xkBitHa 2022 poky,
aHIJIIMCBKOK MOBOO

Howmep Ta fara Haka3y
MO3 11010 3aTBepyKeHHs
KJTiHIYHOTO BUNTPOOYBaHHS

Ne 762 Big 20.04.2021
Ne 1896 Big 27.08.2019

Ha3sa x/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararoneHTpOBe, paHJOMi30BaHe, TO/BiMHE CJiMe [JOCTI[)KeHHs, L0 TMPOBOAWUTbCS B MapasebHUX
rpyriax /s OLiHKM e(eKTUBHOCTI Ta 6e3meuHoCTi IepopanbHOro eTpaciMo/ly TIpU HOro 3aCTOCYBaHHI [ijist
iHAYKI[IWHOI Ta MiATPUMYyBaNbHOI Tepariii Tpy JIiKyBaHHI akTUBHOI xBopo6u KpoHa Bizf momipHoro zo
Ba)KKOI'0 CTYyIleHs TsDKKOCTi», APD334-202, 3 iHkopriopoBaHoro norpaskoro 2.0 Bif 11 yepsus 2020 poky;
«Bigkpute poslMpeHe AOC/IIKeHHS eTpaciMOjy B MAL{l€HTIB i3 aKTMBHUM BUPAa3KOBUM KOJIITOM Bif,
MOMIPHOT0 /10 BaKKOr0 CTymeHsl TsSKKOCTi», APD334-303, 3 iHkoprniopoBaHoto moripaBkoro 3.0 Big 07
TtpaBHs 2021 poky

3asiBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHol0 iHBecTuLielo «AMK FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

«Apena ®apmackroTtikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamil

InenTudikaiiisi cyTTeBoi
TMOTIPaBKU

OHoBJIeHHI TIPOTOKO/ K/iHIUHOTO BUTIPOOYBaHHs, Bepcis 5 Big 23 uepBHs 2022 p.; dogaTok 10 dopmu
iHdopmoBaHoOi 3roAu mij yac Kpu3oBoi cutyalii B YKpaiHi ans gocnigpkens GO42661, sepcis 1.0 gns
YKpainu yKpaiHCBKOIO Ta pocilicbkoro MoBaMH BiJ 16 cepriHs 2022 p. Ha ocHOBi maiicTep-Bepcii AojaTKa
1 po ®I3 iz yac KpU30BOi cuTyawil B YKpaiHi, Bepcis 2.0 Big 15 uepBHs 2022 p.

Howmep Ta faTta Haka3y
MO3 o0 3aTBepyKeHHS
KJTiHIYHOTO BUTTPOOYBaHHS

Ne 614 Big 01.04.2021
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Has3sa k/iHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PanzomizoBaHe, mopBiiiHe ciiine, TwIaleb0-KOHTpO/bOBaHe, (a3 Il mocstipKeHHST 3acTOCyBaHHS
aTe30/1i3ymMady y moegHaHHI 3 OeBal3ymabom abo 6e3 OeBaiy3ymaly y KOMOiHaI[il 3 1UCT/IATUHOM Ta
reMuyTabiHOM y TIALiEHTIB i3 paHillle HeJliKOBaHUM TIOLIMPEHUM pakoMm OimiapHoro Tpakty», GO42661,
Bepcid 4 Bif 14 rpygus 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXEHOI0 Bi/IoBizambHiCTIO «Porm Ykpaina»

CnoHcop, KpaiHa

@.XodpdmauHn-JIs Pouu JITa, [lIBetitapis

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

[nenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnena bpomrypa [ocimigHvka, mepopanbHuii cemariyTtuj, mnpoekt NN9924, miaber 2-ro TwIy,
BUjaHHA 14, ¢inanbHa Bepcig 1.0 Big 04 munns 2022 poky, aHraildcbkoro MoBoro (Investigator's Brochure
Oral Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 14; Final version 1.0; dated 04 July 2022)

Howmep Ta fara Hakasy
MO3 11010 3aTBepKeHHs
KJTIiHIYHOTO BUNTPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3sa ksiHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«/loc/ipkeHHs BIUIMBY CeMarjyTHZy Ha CepLeBO-CYJWHHI YCK/IaJJHeHHS Yy TIaLi€HTiB 3 LIYKPOBUM
niaberom 2-ro tumy (SOUL)»., EX9924-4473, dinansHa Bepcis 3.0, Big 17 nucronaza 2020 p.

3asBHUK, KpaiHa

TOB «HoBo Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamii

InenTudikatiis cyTreBoi
TMOTPaBKU

OHoB/eHHH IPOTOKOJ KiTiHiuHOTO BUNpoOyBaHHs, Bepcisi E Bixg 30 BepecHst 2021 p.; Jomatok 3 go dopmu
iHdopmoBaHoi 3roau, Bepcist 1.0 Ay YKpaiHM YKpaiHCBKOIO Ta poCiiicbKor MoBamH Bif 20 yepBHs 2022
p. Ha ocHoBi [lojaTtka 3 A0 maiictep-Bepcii dopmu iHpopMoBaHOI 3rofu Bepcii 6 Ajs AocC/igKeHHS
B0O25126, Bepcis Big 24 xoBtHa 2021 p.; domarok Ao ¢opmu iHPOpMOBaHOI 3rofu mij yac KpU30BOI
cutyanil B YkpaiHi g pocnimpkeHs BIG 4-11/BO25126/TOC4939g, Bepcis 1.0 gns  YkpaiHu
YKPalHCBHKOIO Ta pPOCiMCbKOK MoBaMmu Bif 26 munHa 2022 p. Ha ocHoBi maiictep-Bepcii [logatka 1 go ®I3
IiJ] yac KpU30BOl cuTyallii B YKpaiHi, Bepcid 2.0 Big 15 uepBHs 2022 p.




Howmep Ta fara Hakasy
MO3 1100 3aTBepKeHHs
KJTiHIYHOTO BUNTPOOYBaHHS

Ha3sa k/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomizoBaHe, GaraTolleHTpOBe, MOABilHe-cIiNe, TUIAleb0-KOHTPO/ILOBAHE [OC/I/KEHHS, Y SKOMY
TIOPiBHIOIOTBCS XiMioTeparisi rroc TpacTy3ymab tuiroc muianiebo Ta ximioTeparisi mroc TpacTy3ymab
TUTIOC TIepTy3yMa0, 10 TPU3HAYalOThCS Y SIKOCTI aJ]'FOBAHTHOI Tepariii y MalfieHTiB 3 orepade/bHUM
HER2-11o3uTMBHUM IepBUHHUM pakOM MOJIOYHOI 3a5103u», BIG 4-11/B0O25126/TOC4939g, Bepcis D Bif,
02 mrotoro 2015 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXEeHOI0 BiJIMOBifa/MbHICTIO «Polll YKpaiHa»

CrioHcop, KpaiHa

®. Xobdmann-JIa Pomr JIta (Hoffman La Roche Ltd), I1IBetitjapis

CynyTHi
Marepianu/rpernaparu
CYTYTHBOI Tepamil

InenTudikaiiisi cyTTeBoi
TMOTIPaBKU

OHoBNeHuM MPOTOKO/ KiiHiuHoro mocnimkeHHs MK-3475-826 3 iHkopriopoBaHowo TonpaBkoro 08 Bif
10 uepBHs1 2022 poKy, aHIiHCBKOIO MOBOI; YKpaiHa, MK-3475-826, Indopmarjisi Ta JOKyMeHT TpoO
iHpopMoBaHy 3rofy A1 maijieHTa, Bepcis 3.02 Big 25 nmunHs 2022 p., YyKpaiHCbKOK MOBOR; YKpaiHa,
MK-3475-826, Indopmarjisi Ta JOKyMeHT mpo iH(opmoBaHy 3rofy [Jjis maijieHTta, Bepcis 3.02 Big 25
qurnHst 2022 p., pociiCbKoro MOBOHO

Homep Ta faTa Haka3sy
MOQO3 110710 3aTBep)KeHHs
KJIiHIUHOTO BUTNIPOOYBaHHS

Ne 2313 Bip 12.12.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanzomizoBaHe, moOABiMHe ciline, TIale00-KOHTpo/bOBaHe gocmimpkeHHs: 111 da3u mopiBHAHHSA
nembOpoytizymady (MK-3475) 3 ximiorepartieto Ta xiMioTeparii€to 3 riaijedo Jjist Tepariii miepiiioi JiiHii mpu
MEepCUCTYIOUOMY, peruauBHOMY abo wmertactatmuHomy paky uwmiikd wMatkd (KEYNOTE-826)»,
MK-3475-826, 3 iHkopriopoBaHor nonpaBkoro 07 Big 05 ciuns 2022 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifinmoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Hlapn eng Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
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InenTudikariis cyrreBoi
TMOTPaBKU

[Tpotokon pocnimkenns EX9536-4388, epcisi 7.0, dinanbHa, Big 09 motoro 2022 p. (Protocol
EX9536-4388, version 7.0, Final, dated 09 February 2022); Bpomypa [locnigauka, Semaglutide
subcutaneous administration, Projects: NN9536, EX9536; Wegovy®, Semaglutide s.c. 2.4 mg for
Weight Management, BugaHHs 8, ¢giHansHa Bepcis 1.0 Big 30 uepBHs 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); Indopmawisi gs
yuacHMKa 1 dopma 3rofu Ha BUKOPUCTaHHS 3paska KpOBiI /g PO3IIMPEHOro KapTyBaHHS
reHetTuuHoro kopy, Bepcis 2.0-UA(UK), dinanbHa, Big 01 cepmus 2022 p., yKpaiHCbKOIO MOBOIO;
OHoB/IeHa KOPOTKa XapaKTeprCTHKa Ha jikapchKuii 3aci6 (SmPC) incynin Ozempic, 1110 po3MiliieHa
Ha caiiti EMA — Product information: Ozempic - EMEA/H/C/004174 - 1B/0029/G (Last updated: 27
June 2022; OHOB/eHi pO3AiMM [0ChE AOCTIKyBaHOTO Jikapcbkoro 3aco0y Cemarmytug (CMC
update): po3zin 3.2.P.3 «Drug Product. Semaglutide 3.0 mg/ml. Manufacture», Bepcis 3.0, diHanbHa,
Big 29 >xoBTHa 2021 (v.3.0, final, dated 29 Oct 2021); po3gin 3.2.P «Drug Product. Semaglutide.
Placebo, Bepcis 11.0, dinanbHa, Big 29 xxoBTHsa 2021 (v.11.0, final, dated 29 Oct 2021); 3miHa Ha3B
MiCllb TIpOBe/leHHSI K/IiHiUHOro BWIIPOOyBaHHS (B 3B’A3Ky 3 TiepeliMeHyBaHHSIM) Ta 3MiHU
Bi/INIOBi/Ja/IbHUX ZIOC/TiTHUKIB Y MiCIISIX TIPOBE/IEHHSI K/IIHIYHOTO BUMPOOYBaHHS:

Bysno Crano
K.M.H. 3o/i0TakikiHa B.1. 3aB. Bia. Jleonigosa B.1.
KoMyHanbHUM  3aK/aJ, OXOPOHU  370pOB 51 | KoMyHa/lbHe HeKOMepIiiliHe ITiINPHUEMCTBO
«XapKiBCcbka MicbKa KiiHiuHa sikapHsa Ne27», | «Micbka KJIiHIYHa JIKapHs No27»
BifiiizieHHs1 iIHTeHCUMBHOI Tepamnii, M. XapkKiB XapKiBCbKOI  MICBKOI ~ pajad, BijggineHHs
IHTEeHCUBHOI Tepariii, M. XapKiB
A.M.H. IcaeBa I'.C. nikap bypsikoBceka O.0.
HepxxaBHa ycraHoBa «HawioHanbHuM IHCTUTYT | [leprkaBHa yCTaHoBa «HaujionansHum

tepamii iM. JL.T. Manoi HAMH VYkpainw», | iHcTUTYT Tepamii im. JI.T. Manoi HAMH
BiZili  KOMIUIEKCHOTO  3HW)KEHHS  PU3MKY | YKpaiHW», BiJJi/1 KOMIUVIEKCHOTO 3HWKEHHS

XPOHIUHMX HeiH(eKLiMHMX 3axXBOpPIOBaHb Ha | PU3UKY XPOHIUHUX HeiH(eKIIMHUX

0a3i TepaneBTUYHOTO BifilineHHs1, M. XapKiB 3aXBOPIOBaHb Ha 6asi BifineHHs
racTpOEHTEepOJIOrii Ta Teparii, M. XapKiB

I.M.H. ipod. MocTogoii FO.M. I.M.H., ipod. PacnyTiHa JI.B.

Miceka kiiHiuHa JjikapHsi Nel, TepaneBTuuHe | KoMyHasbHe HeKOMepLliiiHe —MiiNPUEMCTBO

BiAmineHHs, BinHULBKUIMA HalioHanbHUM | «BiHHUIbKa MicbKa KiiHiuHa JjikapHs Nol»,

MeauuHui  yHiBepcuTeT iM. M.I. [luporosa, | TepaneBTUUHE Bi/I/Ti/IeHHS, BinHULIBbKMI

Kadezipa poreIeBTUKY BHYTPIIIIHbOI MeUITMHY, | HAalliOHA/IbHUWA  MeJIUYHUM  yYHIBEePCUTET iM.




M. Binunng M.I. TluporoBa, kadegpa mpoMeaeBTUKU

BHYTPILLIHbOI MeJULIMHU, M. BiHHULA

Howmep Ta faTa Hakasy
MOQO3 o0 3aTBep)KeHHS
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3sa xsiHiuHOr0
BUITPOOYBaHHS, KO/,
BepCis Ta jara

«SELECT - Br/iMB ceMarayTHly Ha CeprieBO-CyAMHHI YCK/IaZHEeHHS y JII0/iel 3 Ha/[/TUIIIKOBOIO Baroto abo
oxupiHHaM», EX9536-4388, ¢inanvHa Bepcis 6.0 Big 04 ciuns 2021 p.

3asgBHUK, KpaiHa

TOB «Hoo Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S ([danist)

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[ToripaBKa /0 ZOChE [AOCIiPKYBAaHOTO Jjikapchkoro 3acody LY3484356, Bepcia Big qumua 2022 p.,
anrircekoro MoBoro (UA-Imlunestrant-JZLC-CMC Amend-2022 07)

Howmep Ta fjaTa Haka3y
MO3 1100 3aTBepKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3zga kiiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«EMBER-3: PangomizoBane, Bigkpute gociimpkenHs 111 da3u A1 NMopiBHSHHS JIiKyBaHHSI TIperapaTom
LY3484356 Ta nikyBaHHSI eHJOKPDMHHOIO TepaIrti€lo 3a BUOOPOM [OC/ifIHMKA Y TMalli€HTiB 3 MicIieBo-
MOLIMPEHUM ab0 MeTacTaTUUYHHUM pPAaKOM MOJIOYHOI 3a7l03d 3 TO3UTHMBHUM CTaTyCOM peLIeNTOpiB
ecTporeHy Ta HeraTuBHUM crtaTycoM HER2, gki paHillle oTpUMyBaiu eHZOKPUHHY Tepamito» , J2J-OX-
JZ1.C, Bepcis 1.0 Biz 15 6epe3nst 2021 poky

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», [lIBetitjapis

CnoHcop, KpaiHa

Eni Jlinni eng Komnani, CIIIA / Eli Lilly and Company, USA

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii
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InenTudikariis cyrreBoi
TMOTPaBKU

3MiHa Ha3BM MiClisl TTPOBe/IeHHS KTiHIYHOTO BUTIPOO

BaHHS; 3MiHa BiJIOBijaIbHOrO JIOC/Ii/IHUKA:

Byno

CraJso

A.M.H. Cakano A.B.

KomyHanpHe  HekoMepLiiiHe  MiZIPUEMCTBO
«KUWiBCbKUM MIiCBbKMM KTiHIYHUM OHKOJIOTiUHUI
LIeHTP» BUKOHABYOro opraHy KuiBCbKOI MiCBKOI
paau (KuiBcbkol MiCbKOT Jlep>KaBHOT
aamiHicTparii), ypoOJIOTriyHe BiAisieHHs,
HepxaBHa  ycrtaHoBa  «IHCTUTYT  ypoJorii
HarionanbHOi  akafgemili  MeJWUHHMX  HayK
Ykpainu», Bifgis oHKoypoJiorii, M. Kuis

a.M.H. Cakano A.B.

KomyHanmpHe  HekoMeplLiliHe  MiANPUEMCTBO
«KuiBCbKUY MIiCBKMM K/TiHIUHUM OHKOJIOTiUHMI
LIeHTP» BUKOHABYOro opraHy KuiBCbKOI MiCbKOI
pasu (KuiBcbkoi MiCBKOI Jlep>kaBHOI
aaMiHicTpariii), ypoOJIOTiyHe BifiseHHs,
HepxaBHa ycraHoBa «lHCTUTYT yposorii im.
akaz. O.®. BosiaHoBa HarjioHanbHOI akajemii
MeJUUYHUX HayK YKpaiHW», Bifi[li OHKOYPOJIOTii,
M. KuiB

3aB. Bif. Hanbaugsu T.A.

KomyHanbHe  HekoMmepLiiiHe  MiZNIPUEMCTBO
«O06sacHAN LIEHTP OHKOJIOTii», OHKOYpOJIOTiuHe
BifisieHHs, M. XapKiB

nikap Kigik A.T".

KomyHaneHe  HekoMeplliliHe  MiANPUEMCTBO
«O06sacHAM LIEHTP OHKOJIOTii», OHKOYpOJIOTiuHe
BifiZliieHHs, M. XapKiB

Howmep Ta fjaTa Haka3y
MO3 1100 3aTBepKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sa ksiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta Jjata

«PanpomiszoBane, noggitiHe crine gocmimkenHsi 111 dasu nmembposnizymaby (MK-3475) y KombiHargii 3
€H3a/TyTaMiZIoM TIOPiBHSHO 3 eH3a/lyTaMiZioM 3 Tulaneb0 y yYacHUKIB 3 MeTacTaTUYHUM KacTpaL[iiiHO-
pesucTeHTHUM pakoMm TiepegmixypoBoi 3ano3u  (mCRPC) (KEYNOTE-641)», MK-3475-641, 3
iHKopriopoBaHoto norpaBkoro 07 Bizg 02 yepsHs 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHOI0 BifmoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«TOB Mepk lapn eng Joywm, CILIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/rperaparu
CYMyTHBOI Tepariii

[nenTudikatiis cyrreBoi
TIOTIPaBKU

Honatok o ¢opmu iHdopmoBaHOI 3roAu mMifi yac KPWU30BOI cuTyallii B YKpaiHi A/ JOC/igKeHHS
YO42137, Bepcis 1.0 ans YKpaiHM YKpaiHCBKOIO Ta poOCiiicbkoro mMoBamu Bif 05 ceprHsi 2022 p. Ha
OCHOBI MaricTep-Bepcii fozgarka 1 o ®I3 mix yac kpusosol cutyauii B YKpaini, Bepcis 2.0 Bif 15 uepBHs




2022 p.; Memo Big 28 ciung 2022 p. 1070 nepeniky CymyTHiX MaTepiasiB /Jis MOKpallleHHs KoM(opTy
y4acHUKIB pociipkeHHs: YO42137 mig yac Bi3WTIB, aHIVIIMCBKOK MOBOK; 3MiHa BiZNOBiAaNbHOIO
IOC/TiTHAKA Y MICIIi TPOBe/IeHHs KJIiHIYHOTO BUTTPOOYBAHHS:

byno Crasno
n.M.H. Ckoputi [1.1. nikap JleoHosa B.B.
KoMmyHaneHe  HekomepLiiiHe  miAnpueMcTBO | KoMyHanbHe — HeKOMepLiiliHe  MiJANPUEMCTBO
«Ob6nacHUl 1LIEHTP OHKOJIOTii», OHKOXipypriuHe | «O6/acHMM ILIEHTP OHKOJIOTii», OHKOXipypriuHe
BifijileHH  OpraHiB TIPYAHOI  TIOPOXXHWHY, | Bi[ji/IeHHs  OpraHiB TIpyAHOI  IIOPO’KHUHH,
M. XapKiB M. XapKiB

Howmep Ta fjaTta Haka3y
MO3 o0 3aTBepyKeHHS
KJTiHIYHOTO BUTTPOOYBaHHS

Ne 2917 Big 15.12.2020

Ha3zga kiiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanziomizoBaHe, moBiliHe ciirne, Tuialebo-koHTposboBaHe (a3u III mocnipkeHHs aTe3o/i3ymMady B
noeaHanHi 3 Tiparomymabom (aHTU-TIGIT anTHTino) abo 6e3 Tiparosiymaly y marjieHTiB i3
Hepe3eKTabe/TbHOI TJIOCKOK/TITUHHOIO KapLUHOMOIO CTPaBOXO/Y, UMst KapLIMHOMa He MporpecyBara Iic/st
pajyKaabHOI XiMiorpoMeHeBoi Teparnii», YO42137, Bepcisi 5 Bij 27 cepnHsi 2021 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 0OMeXeHOI0 BiIMOBiAaIbHICTIO «Porl YKpaiHa»

CnoHcop, KpaiHa

®.XodpdmauHn-JIs Poiu JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

10.

[nentudikatiisi cyrTeBoi
TOTNPaBKU

Jluct-po3’sicHeHHst [y YKpainu Bing 19 gunna 2022 p. g0 TNPOTOKOJY K/iHIUHOrO BUMPOOyBaHHs
1245-0202, Bepcis 2.0 Bix 20 kBiTHa 2022 p., aHrilCbKOIO MOBOO; [loAaTok Ao iHdopMaLiiiHOro McTKa
Ta (popMU iHPOPMOBAHOI 3roJu /sl YYaCHHUKIB JOC/Ii)KeHHsl, YKPaiHCbKOI0 MOBOMO /i1l YKpaiHu, BepcCis
1.0 Big 02 ceprmus 2022 p.; dopatok o iHdopMmalilHOro McTKa Ta (OpMU iHPOPMOBAHOI 3rofu /s
YYaCHUKIB [IOC/iI>KeHHs, pOCiMCbKOI0 MOBOIO /i1 YKpainu, Bepcis 1.0 Big 02 ceprias 2022 p.

Howmep Ta faTa Hakasy
MOQO3 o0 3aTBepI)KeHHS
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021
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Has3sa k/iHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta JjaTta

«OntuMizoBaHe, 6araTorjeHTpOBe, paH/OMi30BaHe, TIOJBiliHe  cJjiine, TUIalle60-KOHTPOIbOBAaHEe
JIOCTi/PKeHHs1 y Tlapasie/lbHUX IPyrax i3 BUBUEHHS BILIMBY eMmrar/iihI03MHy Ha yacCTOTY rocmitatidaiii 3
TIPUBO/ly CepLieBOI HeJOCTAaTHOCTI Ta BIIMBY Ha piBeHb CMEPTHOCTI y MALli€HTIB i3 rocTpuM iHpapKTOM
MioKapga», 1245-0202, sepcis 2.0 Big 20 kBiTHs 2022 poKy

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MekeHoI0 BiamnosiganeHicTio «JJABKOPIT K/TIHIKAJI JIEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Boehringer Ingelheim International GmbH, HimeuunHa

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

11. | InenTudikauis cyTTeBoi bpomypa pocnignvka, TL-895, Bepcist 6.0, 16 uepBHs 2022 poky, aHI/IilCbKOK MOBO; IH(opMmariitHuii
T10IIpaBKU JMCTOK [i1s mauieHTa Ta Qopma iHpopmoBaHoi 3rogu: «Kaproc Tepam'torike, I[nk.»_ KRT-232-
114 OcnoBHa ®I3, maricrep-Bepcis_ Bepcis 6.0, 19 munuaa 2022 poky YKP_Bepcia 4.0_ 27 nunHa
2022 poKy, YKpaiHCbKO, POCIMCBbKOIO, aHT/IiiCbKOK0 MOBaMU
Howmep Ta faTa Hakasy Ne 1012 Big 24.05.2021
MO3 wo/0 3aTBep/yKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS
Hasga kiiHiuHOTO «Bigkpure, b6araToreHTpoBe AocCTiiKeHHs 2 (a3u s OL[iHKKA Oe3reyHoCTi Ta e)eKTUBHOCTI TIperapary
BUTIPOOYBaHHS, KO/, KRT-232 abo TL-895 y marjieHTiB 3 Miesnohidpo3om, siKi paHillle He OTPUMYBa/IH JIiIKyBaHHS iHTibiTOpamu
Bepcid Ta fjata sHyc-KiHa3» , KRT-232-114, ITonpaeka 3, 07 6epe3Hsi 2022 poky
3asiBHUK, KpaiHa ToBapHCTBO 3 06MeKeHOI0 BifnosiganbHicTIo «MEITIENC YKPATHA»
CrioHcop, KpaiHa «Kaproc Tepam'toTikc, Ink.» [Kartos Therapeutics, Inc], CIIIA
CynyTHi —
Marepianu/mpenaparu
CYyMyTHBOI Tepartii
12. | InenTudikariis cyrreBoi BK/TIOUeHHST I0/IaTKOBOT'O MiCIIsl TPOBeZIEHHS K/TiHIYHOTO BUTIPOOYBaAHHS:

MOMpaBKU

Ne I1.I.B. BiAMOBiAATLHOTO AOCTITHUKA
/1 HasBa miclist mpoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. ['omo6opoasko A.A
KoMyHa/ibHe HeKoMepIiiiiHe MmiqnprueMcTBO «Ozecbka obsiacHa KiiHiuHA JyiKapHs» OechbKoi
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| | o0/1acHOI pajiu», BiJfiiieHHs1 Helpoxipyprii, M. Ozieca

Howmep Ta fara Haka3y
MO3 1100 3aTBepyKeHHs
KJTiHIYHOTO BUTTPOOYBaHHS

Ne 1118 Big 28.06.2022

Ha3Ba k1iHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«bararoLieHTpOBe, IpOCTe, BiIKpUTe, pO3LIMpeHe [0[aTKOBe JOC/KeHHs [ OL[IHKU [JOB[OCTPOKOBOI
Oe3rmeyHoCTi Ta e)eKTUBHOCTI OKpesi3yMaly y MaljieHTiB 3 PO3CisHUM ckiepo3om», MN43964, Bepcis 1
Bizg 25 nmucronaga 2021 poky

3asBHUK, KpaiHa

ITignpuemctso 3 100% iHo3eMHoI0 iHBecTHiielo «AVK FOBIA P/IC YkpaiHa»

CrioHcop, KpaiHa

«®. XOOPDPMAHH-JIA POII JIT1», lHiseiuapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamii

13. | InenTudikanis cyrreBoi OHoBreHa Gpoliypa ZocmiHUKa 3 rpernapary Putykcuma0, Bepcisi 28 Bifg uepBHst 2022 poky
TOTNPaBKU
Howmep Ta faTa Hakasy Ne 1055 Biz 04.06.2018
MO3 wwo/0 3aTBep/KeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
Ha3Ba kiiHiuHOTrO «BaraTolieHTpOBe, paH/[0OMi30BaHe, TIO/IBIMHO cJiiTie, Myiarieb0-KOHTpo/IboBaHe gociimpkenHs 111 dasu mis
BUITPOOYBaHHS, KO/, MOPiBHSIHHS  e(eKTHUBHOCTI Ta Oe3meuyHocTi miperapaTy Ilomaty3ymab BefOTMH y KOMOiHaIfi 3
Bepcis Ta jjaTa Putykcumabom ta CHP (R-CHP) i Purykcumabom ta CHOP (R-CHOP) y marieHTiB i3 audy3sHor0
KPYIHOK/IITUHHOI B-KniTHHHOIO niMdoMoto, sKi paHillle He OTpUMYyBasu JiKyBaHHs1», GO39942, Bepcis
7 Big 18 rpyans 2020 poky
3asiBHUK, KpaiHa ToBapuCTBO 3 06MeXeHOI0 BiamnoBiganeHicTIo «JIABKOPIT K/IIHIKAJI IEBEJIOIIMEHT YKPAIHA»
CnoHcop, KpaiHa @. Xoddmann-JIsa Poui JIta., [F. Hoffmann-La Roche Ltd], I1IBetitjapis
CynyTHi —
Marepianu/mpenaparu
CYIyTHBOI Tepamnii
14. | InenTudikaliisi cyTTeBOI Ykpaina, MK-3475-B15, Bepcisg 1.02 Big 1lcepmusi 2022 p., yKpaiHCBKOIO MOBOO, iH(opMallisi Ta
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MOMpaBKU

JOKyMeHT TMpo iHpopMOBaHy 3rofy [/l Talli€eHTa, CTBOpeHa Ha OCHOBi ri06anbHOro 111ab/I0Hy
MK-3475-B15 nonipaska 01, Bepcia 1.02 Big 22 unHsa 2022 p; OHOBJ/eH] 3pa3ky MapKyBaHHS J1IKapCbKUX
3aco6iB: MK-3475 Kit, Bepcis 2.0 Big 26 sumHs 2022 poky, aHITMCHKOI Ta YKpPaiHCHKOIO MOBaMM;
MK-3475 Vial, Bepcis 2.0 Big 26 numnHs 2022 poKy, aHI/TilChKOI0 Ta YKpaiHCbKOI0 MoBamu; Gemcitabine
(as gemcitabine hydrochloride) Kit, Bepcisi 2.0 Big 26 nunHs 2022 poKy, aHI/IiMCHKOI Ta YKPaiHCHKOIO
moBamH; Gemcitabine (as gemcitabine hydrochloride) Vial, Bepcis 2.0 Big 26 aunHs 2022 poky,
aHIJIIMCHKOIO Ta YKPaiHChKOK MOBaMU; 3MiHa Bi/ITTOBi/IJaTbHOTO AOCTiHUKA:

«O6sacHAM LIEHTP OHKOJIOTii», OHKOYpOJIOTiuHe
BigineHHs, M. XapkiB

Byno Crano
3aB. Bif. Hanbangsu T.A. mikap Kigix A.T".
KoMmyHaneHe  HekomepLiiiHe — miAnpueMcTBO | KoMyHanbHe — HeKOMepLiiliHe  MiJANPUEMCTBO

«O06sacHAM LIEHTP OHKOJIOTii», OHKOYpOJIOTiuHe
BifzisieHHs1, M. XapKiB

Homep Ta faTa Haka3sy
MOQO3 110710 3aTBep)KeHHs
KJIiHIUHOTO BUNIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sa k/iHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PanyomizoBaHe, Bigkpute pocaifkeHHs III ¢a3u s oLiHKKM TepionepaliiiHOro 3acTOCyBaHHS
eHdopTymaby BemoTuHy y KomOiHarii 3 memOpomizymabom (MK-3475) mopiBHSHO 3 Heoa/TOBaHTHOIO
Teparier reMiUTabiHOM Ta IUCIIJIATHHOM Y YUYaCHHUKIB 3 M'Si30BO-iHBa3MBHUM PAakOM CEUOBOTO MiXypa,
npugatHux Ajad  jgikyBaHHd pucriatTuHoM  (KEYNOTE-B15 /  EV-304)», MK-3475-B15, 3
iHKOpnopoBaHo0 1norpaBkoro 02 Bij 04 kBiTHs 2022 poKy

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifinmoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Hlapn eng, Joym, CIITA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

15.

[nenTudikatiisi cyrTeBoi
TOTNPaBKU

MK-3475-585, YkpaiHa, Indopmatriis Ta oKyMeHT po iHopMoBaHy 3rofy A/s naiieHTta Bepcis 05 Bif
15 cepnua 2022 p. ykpaiHcbkoro MoBOw; MK-3475-585, Ykpaina, IHdopmariis Ta [JOKyMeHT mpo
indpopmoBany 3rogy aas mauieHta Bepcisi 05 Biag 15 ceprmHsi 2022 p. pocilicbKOor0 MOBORO; YKpaiHa,
MK-3475-585, Bepcist 01 Bix 13 mumnHs 2022 p. yKpalHCbKOIO MOBOO, iHdopMmallis Ta JAOKYMEHT Mpo
iHdopmoBaHy 3rojly Ha HaJlaHHsI HeoOOB’sI3KOBUX 3pa3kiB; YkpaiHna, MK-3475-585, Bepcisi 01 Big 13
munHs 2022 p. pocilicbKor0 MOBORO, iHopMallis Ta AOKYMeHT Ipo iH(OpMOBaHy 3ro/ly Ha HaJjaHHS
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HeoOOB’SI3KOBUX 3pa3KiB; 3MiHa BiJNOBiJanbHOrO [OC/IJHWKA; 3MiHa Ha3BM MIiCLd TPOBeE€HHS
K/TiHIYHOTO BUTTPOOYBaHHS:
Byno Crano

JvpekTtop, f.M.H. Ckopuit /1 1. nikap Inein €.0.

KoMmyHanbHe  HekoMmepiiiiiHe  mianpueMcTBo | KoMyHanbHe — HeKOMeplliliHe  IMiATIPUEMCTBO
«O0ylacHUN 1]eHTP OHKOJIOTii», OHKOXipypriuHe | «O0siacHUN 1I€EHTP OHKOJIOTii», OHKOXipypriuHe
BifiliIeHHs  LIUVIYHKOBO-KWILKOBOTO  TPAKTY, | BiAJi/IEHHS OpraHiB 4epeBHOI IMOPOXXHWHHU,
M. XapkKiB M. XapkKiB

Homep Ta fara Hakasy
MOQO3 110710 3aTBepyKeHHs
KJIiHIUHOTO BUNIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sa kiiHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PanpomiszoBaHe, mogBitiHe-cine kiiHiuHe gocmimkeHHs 111 ¢dasu membpomnizymadby (MK-3475) Ta
ximiorepamii (XP abo FP) B mopiBHsHHI 3 r1wianie6bo Ta ximiortepamiero (XP abo FP) B sKkocti
Heoa/'rtoBaHTHOI'0 / a/j't0OBAHTHOI'O JIIKYBaHHs MAL{I€HTIB 3 aJeHOKAapLIMHOMOIO LIIYHKY Ta LUIYHKOBO-
crpaBoxigHoro 3‘egHaHHs (ILIC3) (KEYNOTE-585)», MK-3475-585, 3 iHKOpPOpPOBaHOK IOINpPaBKOIO
08 Big 16 kBiTHs 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifinmoBigambHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Hlapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

16.

[nentudikatiisi cyrTeBoi
TOTNPaBKU

Jluct «IllaHoBHI AochifHUKK BurpoOyBaHHs 64264681LYM1002!», Big 28 numHs 2022 poky,
AHTTIMCHKOI0 Ta YKpaiHChKOW MoBamu; [IpumnuHeHHs1 Habopy marjieHTiB y YacTuHy A Ta HEBiJKPUTTS
Yactunu B gocimkeHHs

Howmep Ta faTa Hakasy
MOQO3 o0 3aTBepI)KeHHS
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021
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Has3sa k/iHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta JjaTta

«Bigkpure mocmimkends 1b da3m 3 oriHkKM Oe3meuHocTi, (dapMakoKiHETHKH i (apMaKoaMHaMiKK
nipernapary JNJ-64264681 y kombiHariii 3 mpenapatom JNJ-67856633 B yuaCHMKIB 3 HEXOZPKKiHCHKOIO
niMpoMoro Ta XPOHIUHKUM JIiMOLIUTapHUM JieliKo3oM», 64264681LYM1002, monpaBka 2, Bif 15 aumHs
2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

SAnccen-Cinar Intepuennn HB, benbrisi / Janssen-Cilag International NV, Belgium

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

17. | InenTtudikalis cyTTeBOI Ykpaina, MK-3475-042, Bepcist 14.0 Big 21 nunHa 2022 poky, yKpaiHCBKOIO MOBOM, iH(opMaliis Ta
TIOTIPaBKU JOKYMEeHT TMpo iH(opMOBaHy 3roAy /AJs maljieHTa; 3MiHa Ha3BU MiClsd TIPOBe/leHHs KJIiHiUHOTO
BUTIPOOYBaHHS:
byno Crasno
K.M.H. TpyxiH [I.B. K.M.H. Tpyxiu [I.B.
KomyHanmbHa ycraHoBa «Opecbkuii ob6nacHuii | KoMyHasibHe — HeKoMepiiifiHe — TATIPUEMCTBO
OHKOJIOTiYHMM [WCIIaHCep», CTallioHap JAeHHoOro | «OmecbKuii perioHabHUN K/TiHIYHUN
riepeOyBaHHs JVICTIAaHCEPHO-TIOMIK/TIHIYHOTO | MPOTUITYX/IMHHUE 11eHTp» Opecbkoi 06s1acHOT
Bigminenns, m. Oneca pazii», BigaiyieHHs1 XimioTepanii, M. Ogeca
Howmep Ta faTa Hakasy —
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS
Ha3Ba k1iHiuHOTO «PanyiomizoBane, Bifkpute pocnigkenss 111 ¢asu 3araspHOl BUKMBaHOCTI HaiBHUX (paHillle He/likoBaHUX)
BUTIPOOYBaHHS, KO/, narfieHTiB 3 PD-L1-mo3uTHBHUM TIPOrpecyrournM abo MeTacTa3yourM HeMiTKOK/TiTHHHUM PakOM JIereHiB
Bepcid Ta fjarta IJisl TIOPIiBHSIHHS JIiKyBaHHS mieMOposmizymabom (MK-3475) Ta mpernapaTamMu XimioTeparii Ha OCHOBi
riatiHy (Kinoyt 042)», MK-3475-042, 3 iHKopriopoBaHo10 rornpaBkoro 08 Biz 24 6epesns 2021 poky
3asgBHUK, KpaiHa ToBapucTBo 3 06MeKeHOI0 BiAinoBiganbHicTI0O « MC/] YKpaiHa»
CrnioHcop, KpaiHa TOB Mepk lapn e Joym, CIIIA (Merck Sharp & Dohme LLC, USA)
CynyTHi —
Marepianu/mpenaparu
CYTIYTHBOI Tepamii
18. | ImeHTudikaiiisi cyTTeBoi bpomypa pocnigauka MK-4280/MK-4280A, suaanns 08 Big 21 uepBHsi 2022 poKy, aHT/TiiCEKOI0 MOBOIO;
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MOMpaBKU

3miHa Ha3BM Ta agpecu CrioHCoOpa:

BYJIO

CTAJIO

«Mepk Wapn eHg Joym Kopn.», fo4ipHE NignpruemMcTso
«Mepk eHp, Ko., IHK.», CLUA, (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

Appeca: Mepk [paiiB, 1, nomrroBa ckpuHbka 100,
M. Banrxayc-Crelims, mrat Heto-/Ixepci, CIIA
(One Merck Drive, P.O. Box 100, Whitehouse

TOB Mepk Wapn eHg Aoym (Merck Sharp & Dohme
LLC)

Appeca: 126 Ict JliHkonbH aBeHto, 1i/c 2000,
PaBeii, Hrero [Ixepci, 07065, CIIOA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA).

Station, New Jersey, 08889-0100, USA)

Howmep Ta fjaTa Haka3y
MO3 1100 3aTBepyKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2616 Biz 24.11.2021

Has3sa xsiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«docmimkenns: 111 dasu MK-4280A (kombGiHarjisi ¢daBesenimaby [MK-4280] 3 mem6posizymabom
[MK-3475]) y nopiBHsIHHI 3i CTaHJAapTHUM JIiKyBaHHSIM TIpH paHillle BXe JIIKOBAHOMY MeTacTaTUUHOMY
PDL1-no3utuBHOMY KoOJsIOpeKTanbHOMY paky», MK-4280A-007, 3 iHkopnopoBaHOrO mnonpaBkorw 02 Bif
17 BepecHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHOI0 BifmoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

19.

InenTudikatiis cyrreBoi
TMOTPaBKU

OHoB/eHUH MPOTOKOM KiiHiuHOrO BUpoOyBaHHs MK-3475-A86, Bepcisi 3 iHKOPIIOPOBaHOIO TIOTIPABKOIO
05 Big 21 numnus 2022 poky, aHIJIiMCBKOI MOBORO; YKpaiHa, MK-3475-A86, Indopmatiis Ta JOKyMeHT
ripo iHdopMoBaHy 3rofy A/ natieHTa, Bepcisi 1.00 Biz 15 cepriasg 2022 p. ykpaiHCbKOIO MOBORO; YKpaiHa,
MK-3475-A86 Bepcis 02 Big 16 cepnHs 2022 p. ykpaiHCbKOH MOBOIO, I[HdopmaliiiiHuii AMCTOK i
JOKyMeHT TIpo iH(opMoBaHy 3rofly Ha MaiOyTHe GiomenuuHe AociifpkeHHs; YKpaiHa, MK-3475-A86,
dopma iHpopMoBaHOi 3roau acoliitioBaHoi ocobu, Bepcist 01 Big 16 cepriast 2022 p., yKpaiHCbKOIO MOBOIO;
-Ykpaina, MK-3475-A86, HdornoBHeHHs A0 I[HdopMmalii Ta AOKyMeHTy Mpo iHQOpMOBaHy 3rofy AJsi
TallieHTa y BUIIAJKy MpOrpecyBaHHs 3axBoproBaHH#, Bepcig 01 Bifg 16 cepmHsa 2022 p. yKpaiHCBKORO
MOBOIO
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Howmep Ta fara Hakasy
MO3 1100 3aTBepKeHHs
KJTiHIYHOTO BUNTPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sa k/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«Bigkpurte, panmomizoBane gociimkenHs III ¢dasu ans BUBYUeHHS (apMaKOKiHETUKA Ta Oe3reuyHOoCTi
nemMbposnizymaby 1 MiIIKipHOTO BBeZIeHHs MOPIiBHSHO 3 11eMOpoJsiisymaboM /ijisi BHYTPilLIHBOBEHHOT'O
BBe/IeHHsI, B KOMOiHaI[il 3 /IBOXKOMIIOHEHTHOIO XiMiOTeparii€r mpernapaTtaMy TUIATHHU, B SKOCTi MepIIoi
miHil Tepamii i y4YyaCHMKIB 3 MeTacTaTMUHKMM TUIOCKOKTITUHHAM ab0 HeTIOCKOKTITUHHUM
He/IDIOHOK/TITUHHUM pakoM JjiereHiB», MK-3475-A86, Bepcis 3 iHKOpIIOpOBaHOIO TiorpaBkow 04 Bif
31 6epe3snsi 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn eng Joywm, CIIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYMyTHBOI Tepariii

20. | ImenTudikallis cyTTeBoi Bbpomypa mocnigauka CBP-307, Buganus 7.1 Big 24 tpaBHsa 2022 poKy, aHIIIMCBbKOI MOBOIO
TIOTIPaBKU
Howmep Ta gata Hakasy Ne 516 Big 22.03.2021
MOQO3 110710 3aTBep)KeHHs
KJIiHIUHOTO BUNIPOOYBaHHS
Hasga kiiHiuHOTO «barartorieHTpoBe, paH/jOMi30BaHe, TIO/BiliHe Ciire, T/1alle00-KOHTPOIbOBaHe KJIiHiUHe [JOC/TiKeHHs
BUTIPOOYBaHHS, KO/, da3u II ga ouinku edekTuBHOCTI Ta Ge3meuHocti mperapatry CBP-307 y maifieHTiB i3 BHpa3KoBUM
BepCis Ta jara koJstitom (BK) cepegnboro ta Baxxkoro crynensi», CBP-307CN002, Bepcis 6.0 Bif 25 rpyans 2020 poky
3asiBHUK, KpaiHa ITigrnpuemcTso 3 100% iHosemHoto iHBecTHicto «AMK’FOBIA PIIC Ykpaina»
CrnioHcop, KpaiHa Suzhou Connect Biopharmaceuticals, Ltd., China
CynyTHi —
Marepianu/mpenaparu
CYIyTHBOI Tepamnii
21 | IgenTudikanis cyrreBoi OwnossieHa cekijisi P.8.3. [locke mocimimpKyBaHOTO miKapcbkoro 3aco0y Tuparosymab 600 mr/duiakoH,

TOTIPaBKH

CTepWILHUM KOHIIEHTPAT AJIs1 PO3UMHY Jis iHdY3iH, AaHi cTabinbHOCTi, cmc409399, aHriiiCbKOI0 MOBOIO
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Howmep Ta fara Hakasy
MO3 1100 3aTBepKeHHs
KJTiHIYHOTO BUNTPOOYBaHHS

Ne 2147 Bip 04.10.2021

Ha3sa k/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PA3A Ib, BIAKPUTE, BATATOLUEHTPOBE [OOCJ/IIXEHHA OJId BU3HAUYEHHSA
OIITUMAJIBHOI [JO3M 3 METOIO OIIHKU ®APMAKOKIHETUKM, BE3IIEUHOCTI TA
[NEPEHOCMMOCTI IIAMIKIPHOT'O BBEIEHHA KOMBIHALIII TUPATOJIYMABY 1
ATE3OJII3YMALBY Y MALIEHTIB 3 MICHEBOIIOIIMMPEHMN ABO METACTATUYHUMUAU
MY XJIMHAMMW», GP43365, Bepcis 4 Big 21 xxoBTHsS 2021 poky

3asiBHUK, KpaiHa

TOB «ApeHncisa Ekcruiopatopi Megicin», YkpaiHa

CrioHcop, KpaiHa

®. Xobdbmanu-JIa Pomr JIta, [Isetitjapist / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
Marepianu/rpernaparu
CYTYTHBOI Tepamil

22 | InpenTtudikalis cyrreBoi Bk/toueHHsI [J0/JaTKOBOTO BUPOOHMKA, BiJMOBiabHOrO 3a BUPOOHMIITBO, ITI€PBHHHE ITaKyBaHHS,
TIOTPaBKU tectyBaHHs: Pfizer Manufacturing Belgium NV, Belgium gns mocsimkyBaHoro sikapcekoro 3acoby PF-
06801591 (PR1), 1110 BUKOPHCTOBYEThCS Y KaiHiuHOMY BuripobyBanHi B8011007 B YkpaiHi
Howmep Ta faTa Haka3y Ne 1636 Big 20.07.2020
MOQO3 110710 3aTBep)KeHHs
KJIiHIUHOTO BUNIPOOYBaHHS
Hasga kiiHiuHOTO «Bigkpure mocnimkenHs das3u 1b/2 3 MeTor0 OI[iHKM (hapMaKOKiHEeTUKH, Oe3meuHOCTi, e)eKTUBHOCTI Ta
BUTIPOOYBaHHS, KO/, (dapmakoauHamiku Ttiperiapaty PF-06801591 (inribitop PD-1) B ydYacHUKIiB i3 pO3IOBCIOPKEHUMHU
Bepcid Ta fjata 3JI0SIKICHUMU HOBOYTBOpeHHsAMU», B8011007, ocrarouHa Bepcis nporokosy, ITonpaska 2 Bif 24 uepBHA
2020 poky
3asaBHUK, KpaiHa [aitzep Iuk., CIIA
CrioHcop, KpaiHa [Maitzep Iuk., CIIA
CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
23 | ImenTudikailis cyTTeBoi bpoiirypa gocnignrka Pembrolizumab (MK-3475), Buganns 22 Big 13 tpaBHs 2022 POKY, aHT/TiIMCHKOO

MOMpaBKU

MOBOI; 3MiHa Ha3BM Ta azipecu CrioHcopa:
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bYJIO

CTAJIO

«Mepk Wapn eHpg Joym Kopn.», Ao4ipHE NiANPUEMCTBO
«Mepk eHp Ko., IHK.», CLWA, (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

Appeca: Mepk [lpatiB, 1, nowmroBa ckpuHbKa 100,
M. BaiiTxayc-CreiiiH, wtaT Hbto-/I>xepci, 08889-
0100, CHIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk Wapn eHg Joym (Merck Sharp & Dohme
LLC)

Apnpeca: 126 Ictr JlimkosnbH aBeHto, 1/c 2000,
PaBeit, Hwto [Ixepci, 07065, CIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

Howmep Ta fjaTa Haka3y
MO3 1100 3aTBepyKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 342 Big 26.02.2018

Has3sa xsiHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanpomisoBane, Bigkpure gocmimkenns 111 da3u gys orjinku embpostizymaby B KOCTi Heoa/1'FoBaHTHOI
Tepariii Ta B KOMOiHallii 3i cTaHZAPTHUM JTiKyBaHHSM B SIKOCTi a/'FOBaHTHOI Tepariii 1pu oriepabeibHOMy
JIOKOperioHa/IbHO PO3MOBCIO/)KEHOMY IUIOCKOK/JIITUHHOMY paky rosioBu Ta wwmi III-IVA  crazii»,
MK-3475-689, 3 inkopriopoBaHoto nioripaBkoto 06 Big 03 6epe3nst 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXeHOI0 BifmoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn Exg Joym Kopm.», fouipue nianpuemctBo «Mepk Eng Ko., Ink.» (Merck Sharp & Dohme

Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

24.

InenTudikatiis cyrreBoi
TMOTPaBKU

Bporiypa mociiHUKa AOCTIpKyBaHOTO JliKapchkoro 3aco0y Ikca3zomi6 (Ixazomib), Buganns 15 Big 25

TpaBHs 2022 poKy, aHIJIiNCbKO MOBOKO

Howmep Ta faTa Hakasy
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS
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Has3sa k/iHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PanpomizoBaHe, miarie00-KOHTPOLOBaHe, TO/BiliHE CJjiille AOCTipKeHHS a3y 3 MiJTPUMYIOUOro
nikyBaHHs Ikcazomibom Llutpatrom (MLN9708) asisi mepopasbHOrO 3aCTOCYBaHHSI y TALli€HTIB 3
MHOXMHHOIO Mi€JIOMOIO MTiC/Isi TPaHCIIaHTaLlil ayTooTiyAnX cToBOypoBux KiithH», C16019, Bepcis i3
nioripaBkoro 04 Bix 22 mucronazga 2021 p.

3asiBHUK, KpaiHa

TorapuctBo 3 OOMexxkeHoro BiamosiganbhicTio «KoHTpakTHO-[Iocaigauiibka Opradizanis IHHodapm-
YKpaiHa»

CnioHcop, KpaiHa

Takeda Development Center Americas, Inc. (CIIA)

CynyTHi
MaTepianu/ripernapaTu
CyIyTHBOI Tepariii

25. | InenTtudikatlis cyTTeBoi bporypa gocnigavka ABenymad (MSB0010718C), Bepcis 12 Big 20 uepBHsi 2022 poky
MOMpPaBKU
Howmep Ta faTa Haka3y Ne 1277 Big 20.10.2017
MO3 wo/0 3aTBep/KeHHs
K/TiHIYHOTO BUITPOOYBaHHS
HasBa KiHiuHOTO «bararorientpoBe, Bigkpure gocmimkenns 11 ¢a3u 3acTocyBaHHs npenapary aBenymab (MSB0010718C)
BUTIPOOYBaHHs, KOJ, y TIOpiBHSIHHI i3 3aCTOCYBaHHSM [JBOXKOMIIOHEHTHOI KOMOiHal[il Ha OCHOBi mMperapaTiB TUIaTUHHU SIK
BepCis Ta Jjata Tepariii nepioi miHii mpu PD-L1-103UTHBHOMY, peliiIMBYIOUOMY HeJpiOHOKTITUHHOMY paky JiereHi abo
HeIpiOHOK M THHHOMY paky jereHi IV crazii», EMR 100070-005, Bepcis 6.0 Bizg 03 ciuns 2019 poky
3asBHUK, KpaiHa ITianpuemctBo 3 100% iHo3emHor0 iHBecTuLiieto «AVIK’FOBIA P/IC Ykpaina»
CnoHcop, KpaiHa Merck KGaA, HimeuunHa
CynyTHi —
Marepianu/rpernaparu
CYMyTHBOI Tepariii
26. | Inentudikaris cyrreBoi Bpomypa fpociigHuKa AOCTipKyBaHOTO JikapchKoro 3aco0y Felzartamab, Bumanas 16 Big 08 uepBHs

IMOIrpaBKKU

2022 p., aHrilicbkoro MoBoro; IHGopMaliist Asisg naijieHTa Ta ¢dopma iHdhopmoBaHoOi 3roau /151 YKpaiHu,
aHrmiicekoro MoBorw, Bepcisi 3.0 Big 05 cepmus 2022 p.; IHpopmauis s maiieHTa Ta ¢opma
iH(opMoBaHoi 3rozy A1 YKpaiHu, yKpaiHCbKOrO MOBORo, Bepcist 3.0 Big 05 ceprius 2022 p.; Indopmaris
JJ1s1 matjieHTa Ta ¢oopMma iHpopmoBaHOI 3roau /1 YKpaiHu, pociiickkoro MoBoto, Bepcist 3.0 Big 05 cepriHs
2022 p.
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Howmep Ta fara Hakasy
MO3 1100 3aTBepKeHHs
KJTiHIYHOTO BUNTPOOYBaHHS

Ne 1265 Big 23.06.2021

Ha3sa k/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«[ToxBitine crmire, paHOMi30BaHe, TUIarie00-KOHTPOIBOBAaHe, OAraTOIEHTPOBE KIIiHIUHE [JOC/TiKeHHS
¢asu Ila 3 orjiHKu edeKTUBHOCTI Ta Oe3rneuHoCTi (enb3apTamMady Ha OCHOBI THOCBKUX aHTUTIN o CD38 y
nikyBaHHi IgA-Hedponatii — IGNAZ», MOR202C206, Bepcis 3.0 Big 01 rpygus 2021 p.

3asBHUK, KpaiHa

TorapuctBo 3 OOMmexxeHoro BiamosiganbhicTio «KoHTpakTHO-[Iocaignuiibka Opradizanis IHHOMapM-
YKpaiHa»

CrioHcop, KpaiHa

MopdoCuc AT, HimeuuuHa / MorphoSys AG, Germany

CynyTHi
Marepianu/rpernaparu
CYIYTHHBOI Tepamil

27.

Inentudikaiiisi cyTTeBoi
TMOTPaBKU

3MiHa BiJITTOBiA/TLHOTO TOC/TiTHMKA Y MiCIli TTPOBeIeHHsI K/TiHIUHOTrO0 BUIIPOOYBaHHS:

Byno Crano
3aB. Bif. Hanbangsa T.A. nikap Kigix f. T
KomyHasnbHe ~ HekoMepliiiHe  mignpuemMcTtBo | KomyHasbHe — HeKOMepLiiHe  TiApUEMCTBO

«Ob6nacHuii LeHTP OHKOJIOTii», OHKOYpOJIOTiUHe
BifiisieHHs1, M. XapKiB

«Ob6nacHuid LeHTP OHKOJIOTii», OHKOYPOJIOTiUHe
BiiliieHHs, M. XapKiB

Homep Ta fara Haka3y
MO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3Ba kniHiuHOr0
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«Bigkpurte paHzioMi30BaHe KOHTPO/IbOBaHe JOC/TiKEHHSI 3 METOI OI[iHKM e(D)eKTUBHOCTI Ta Oe3MeyHOoCTi
npenapatry UGN-102, a TakoX CTiMKOCTi BIiJNOBiJi Ha Teparil TperapaTtoM Y TO€AHaHHI 3
TPaHCYPeTPa/IbHOI Pe3eKIIi€l0 CeYOBOro Mixypa uu 6e3 Hei B MAlli€HTIB i3 M’30BO-HeiHBAa3UBHUM PaKOM
CeYOBOr0 MiXypa HHU3bKOIO CTYIeEHs 3/I0SKiCHOCTi 3 TPynM NMPOMDKHOIO PU3MKY (KOJOBe TMO3HAueHHs
pocnipkeHHsi: ATLAS)», BLO06, pepakuisi 2.0 Big 20 rpygss 2021 p.

3asBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHORO BIATIOBIJAJIBHICTTO «ITI EC AU-YKPATHA»

CnoHcop, KpaiHa

«FOpo/Ixen ®apma Jlimitea» [UroGen Pharma Ltd.], I3painb

CynyTHi
Marepianu/mpernaparu
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CYIyTHBOI Tepamnii

28. | Inentudikarisi cyrreBoi JIucT-po3’siCHeHHs CIIOHCOpa 1[of0 KpuTepis HeBkaroueHHs Nel3 Bif 11 tpaBHa 2022 p.; 3miHa Has3BU
TOMPaBKU MIiCIIsl TPOBe/IeHHsI K/TiHiYHOr0 BUIPOOYBaHHS Ta Bi/IMOBiJa/TbHOTO OC/TiTHHKA:
byno Crasno
36upak 1. M. K.M.H. [Terpuna B.O.
ObnacHa KiiHiYHa JIiKapHs, BiffiseHHs xipyprii, | KoMyHanbHe — HekoMepLjiliHe  TIiPUEMCTBO
M. IBaHO-DpaHKiBChK «ObnacHa kiiHiuHa iKapHs IBaHO-PpaHKiBCBKOI
obacHoi pajin», racTpOeHTepoJIoTiuHe
BigiseHHs1, M. IBaHO-®paHKIBCBK
Howmep Ta faTa Haka3y Ne 1275 Big 06.07.2018
MO3 wo/0 3aTBep/KeHHs
KJTiHIYHOTO BUNTPOOYBaHHS
Ha3sga kiiHiuHOTO «barartorieHTpoBe paH/|0OMi30BaHe, TIOABIHHO cJiire, Myane00-KOHTPoIboBaHe AocaimkeHHs 11 ¢a3m 3
BUTIPOOYBaHHS, KO/, METOI0 OLIHKM O03aHiMoJy [Jisi TepopajbHOTO TIpUMOMY TpW TPOBEJeHHI MiJTPUMYHOYOi Teparil
BepCisi Ta jjara MarfieHTaM i3 cepeHLOTSHKKAM ab0 TsHKKHUM Tiepebirom xBopodbw Kpona B akTuBHiM ¢opmi», RPCO1-
3203, pepakuis 6.0 Big 14 uepsHs 2021 p.
3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOO BIZITIOBIJAJIBHICTIO «ITI EC AMI-YKPATHA»
CrnioHcop, KpaiHa «CenmxeH InTepHeins I Capsi» (Celgene International II Sarl), [IBeiitjapis
CynyTHi —
Marepianu/mpenaparu
CYIyTHBOI Tepamnii
29. | IgenTtudikanis cyrreBoi JIucT KOMIaHii-CrioHCopa A0 YYacHHUKIB AociimkeHHs1 Bif 28 murHa 2022 p. (oo 6ioricii TKaHUHU

TOTIPaBKH

TOBCTOI KWIIIKH, TIPOBeZieHOI 0e3 Haje)KHOi 3rofif), OCTaTOUHHWM TepeKsajl 3 aHI/IiKWChKOI MOBH Ha
YKpalHCbKy MOBY BiJ 24 ceprniHsg 2022 p., 0CTaTOYHMI NepeK/a/ 3 aHI/1iCcbKOi MOBM Ha POCIMCBKY MOBY
Bif 24 cepriHg 2022 p.; JIucTt-po3’ssiCHeHHs /10 AOCIIJHUKIB CTOCOBHO TIpOBe/ieHoi Biorcii
TKaHWUHU TOBCTOI KUIIKW y pamKax Ipotokony fgoctigkeHHs RPC01-3204 Big 28 munna 2022 p.; 3miHa
Ha3BU MiCIIsl MPOBeZIeHHsI K/TiHIYHOTO BUNPOOYBAHHS Ta Bi/IIIOBi/Ja/IbHOTO JOC/Ti/THUKA:
Byno Crano

36upak I. M. K.M.H. [Terpuna B.O.
Ob6nacHa KiHiuHA JliKapHs, BifgineHHs Xipyprii, | KomyHasbHe ~ HekoMepliiliHe  TIATPUEMCTBO
M. IBaHO-®DpaHKiBCHK «O6sacHa KniHiyHa siikapHs IBaHO-PpaHKiBCbKOI
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obsacHoi paziui», racTpOeHTepOoJIOTiuHe
BifzinieHHs, M. IBaHO-®PpaHKIBCbK

Howmep Ta faTa Hakasy
MOQO3 o0 3aTBep)KeHHS
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Big 06.07.2018

Has3sa xsiHiuHOr0
BUITPOOYBaHHS, KO/,
BepCis Ta jara

«dopatkoBe OaratorieHTpoBe Bigkpute pocmimkeHHs III ¢a3su 3 MeTol OIiHKM 03aHiMOAy [IJis
TepopaIbHOrO TPUHMOMY TIpH JIiIKyBaHHI Mal[ieHTiB i3 cepeJHbOTHKKMM ab0 TSDKKUM TepebiromM XBopoou
Kpona B aktuBHi popmi», RPC01-3204, pepakuis 6.0 Bix 14 uepBus 2021 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHern I Capn» (Celgene International II Sarl), IIBetitjapis

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

30.

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/leHUH TIPOTOKOJ KiTiHiuHOTrO BHripoOyBaHHsi GS-US-418-4279, momnpaBka 5 Big 27 uepBHs 2022
POKY aHIJIiMCbKOI0 MOBOIO; OCHOBHUM iHbOpMaL|iiHUI JUCTOK [/ MallieHTa AOCTi[KeHHs Ta ¢dopMma
indopmoBanoi 3rogu Bepcisi 10.1.0 Big 30 uepBHsi 2022 yKpaiHCBKOHO Ta POCIHCHKOIO MOBamH; 3MiHa
CTIOHCOpA TIPOTOKOJy KiiHiyHOTO BUrpoOyBaHHsT GS-US-418-4279 3 Gilead Sciences, Inc., CIIIA Ha
Galapagos NV, Benbrisi; ®opma iHbopMoBaHOI 3rofju TapTHEPKM Ha TMOJasbliie CMOCTePe)KeHHs
BariTHocTi, Bepcis 4.1.0 Big 30 uepBHs 2022 poKy yKpaiHCBKOO Ta pociiicbkoro MoBaMu; KapTka natjieHTa
Ha BUMNAaJIOK eKCTPeHUX cUTyarlii, Bepcis 4.0 Big 27 uepBHs 2022 p. yKpaiHCHKOIO Ta POCIHCHKOI MOBaMy;
3arasbpHi iHCTPYKLi 11010 360py 3pa3ka criepMu [yt YKpaiHu, Bepcisi 3.0 aHT/TilCbKOI0, YKPAiHCHKOIO Ta
POCiMICBKOI0 MOBaMH

Howmep Ta faTa Hakasy
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 211 Big 07.02.2018

Has3sa k/iHiuHoro
BUITPOOYBaHHS, KO/,
BepCid Ta JjaTta

«Paniomi30BaHe, TIO/BiMHO-CTiMe, T1alle00-KOHTPO/IbOBAHE MAOCTiKeHHS ¢a3d 2 [/ OI[iHKH
TeCTUKY/SAPHOI  Oe3meuHocTi GinroriHiby B JOPOC/MX YOJIOBIKIB i3 aKTMBHUMH  3amla/lbHUMH
3aXBOPIOBAHHSIMM KMILKIBHHMKA BiJj TIOMIPHOTO [0 BaXXKOTO CTYIeHIO TsDKKOCTI», GS-US-418-4279, 3
niorpaBkoro 4 Biz 17 6epe3ns 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DPAPMACBIOTIKAJI PICEPY
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ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIITA

CynyTHi
Marepianu/mpenaparu
CYMyTHBOI Tepariii

31.

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBJ/IEHHH TIPOTOKOJ1 KJIiHiuHOrO BUIpoOyBaHHs MK-6482-005 3 iHKopriopoBaHOw TioripaBkoto 06 Bif
13 mumas 2022 poKy, aHT/IiACBKOH MOBORO; 30i/blileHHsT TPUBAJIOCTI K/TiHIUHOTO BUNIPOOYBaHHS 3 4 POKiB
1o 5,5 pokiB; YkpaiHa, MK-6482-005, IHdopmatiiist Ta 1OKyMeHT Tipo iHhopMOBaHy 3rofy AJis Talli€eHTa,
Bepcisi 2.02 Bix 05 cepmus 2022 p., ykpaiHCbKOO MOBOR; YKpaiHa, MK-6482-005, Indopmatiis Ta
JIOKyMeHT Tipo iHdopMoOBaHy 3rofy Ajs maijieHrta, Bepcis 2.02 Bix 05 ceprHsi 2022 p., poCiHCBKOO
MOBOIO; OHoBNeHUM 3pasokK MapKyBaHHS JIIKApCBKOTr0 3aco0y MK-6482:

MK-6482_Bottle, Bepcigs 2.0 Bix 03 uepBHs 2022 poKy, aHIJIICbKOIO Ta YKpaiHCbKOIO MOBaMM;
OHoB/eHMH 3pa30K MapKyBaHHs Jiikapcbkoro 3aco0y EBepomimyc: Everolimus_Wallet, Bepcis 2.0 Big 03
cepriHs 2022 poKy, aHIJIIMCBKOK Ta YKPaiHCBbKOK MOBaMH; 3MiHa Ha3BH Ta afpecu CnoHcopa:

BYJIO CTAJIO

«Mepk Wapn eHpg Joym Kopn.», AoYipHE NiANPUEMCTBO
«Mepk eHp Ko., IHK.», CLWA, (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

Appeca: Mepk [lpatiB, 1, nowmroBa ckpuHbKa 100,
M. BaiiTxayc-CreiiiH, wtaT Hbto-/I>xepci, 08889-
0100, CHIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk Wapn eng doym (Merck Sharp & Dohme
LLC)

Appeca: 126 Icr JliHkosibH aBento, 1i/c 2000,
PaBeii, Hoto [Ixepci, 07065, CIIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, USA)

3MiHa Ha3BM Ta MICLisi TPOBEeJ€HHS K/IiHIYHOTO BUIT

pOOYBaHHS:

bYJIO

CTAJIO

A.M.H. Cakano A.B.

KuiBCbKMIM MIiCBKUI K/IiHIUHHMK OHKOJIOTiUHUMN
LIeHTp, ypoJioriyHe BiazdineHHs, [lepkaBHa
ycTtaHoBa «IHCTUTYT yposorii HarjioHanbHOT
akazemii MeAUUYHUX HayK YKpalHW», BiAzina
OHKOypoJiorii, M. Kuis

a.M.H. Cakano A.B.

KomyHanbHe — HekoMeplliiiHe  MiANPUEMCTBO
«KUWiBCbKMH MiCBKUM K/IIHIYHAW OHKOJIOTTUHWH
LIEHTP» BHUKOHaBUOro oprany KuiBCbKoOi MiCbKOT
pajgu (KuiBcbkoi MiCBKOL JlepKaBHOIL
aaMiHicTpatiii), ypOJIOTiYHe BifmineHHs,
HepxaBHa ycraHoBa «IHCTUTYT yposorii im.
akag. O.0. BosiaHoBa HaijioHanbHOI akajaemii
MeIMYHUX HayK YKpaiHW», BiJiJliT OHKOYPOJIOTii,
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| | M. KuiB

Howmep Ta fara Haka3y
MO3 1100 3aTBepyKeHHs
KJTiHIYHOTO BUTTPOOYBaHHS

Ne 767 Big 02.04.2020

Ha3Ba k1iHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«Bigkpure, panfomisoBaHe pocimifpkeHHd 3 ¢a3u npenapaty MK-6482 B mopiBHSHHI 3 TperapaTom
€BepOJIiIMyC Yy YYaCHUKIB 3 TIOIIMPEHWM HUPKOBO-K/JIITUHHUM pakoOM, SIKMA MpPOrpecyBaB IiC/s
nioriepegHboi PD-1/L.1 ta VEGF-tapretHoi teparmii», MK-6482-005, 3 iHkopriopoBaHor0 moripaBkor 04
Biz 16 motoro 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnioHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopm.», fouipae nignpuemctBo «Mepk Exp Ko., IHk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

32.

[nenTudikatiis cyTreBoi
TIOTIPaBKU

OHOB/IeHHH TIPOTOKOJ1 KJTiHiuHOTO BUNpoOyBaHHs MK-3475-756 3 iHKOpriopoBaHOO TioripaBkoto 06 Bif
14 nunusa 2022 poky, aHT/iMCBbKOK MOBOR; YKpaiHa, MK-3475-756, IHdopmaljisi Ta AOKYMeHT Ipo
iHdopmoBaHy 3rozly A/ matjieHTa, Bepcis 2.05 Big 05 cepnnsa 2022 p., yKpaiHCBKOKO MOBOIO; YKpaiHa,
MK-3475-756, Indopmaliig Ta ZOKyMeHT Tpo iH(OpMOBaHy 3rofy AJs mnauieHTa, Bepcig 2.05 Bix 05
ceprias 2022 p., pociicbkor0 MoBor; MK-3475-756_bpomtypa A1 yTpuMaHHs NaLi€HTIB (B KJIIHIYHOMY
JOC/i/pKeHH]) yKpaiHcbkoro MoBow_v1.1.1.1.1; MK-3475-756_bpouiypa a1 yTpuMaHHS Malli€HTIB
(B k/iHiYHOMY [OC/iIpKeHHi) pocitickkoro moBoro_v1.1.1.1.1; MK-3475-756_01_ KapTka natjieHTa n/si
TIO/IAJIBLLIOTO CIIOCTEPeKeHHsI_yKpalHCbKOK MOBOIO_/y1a YKpainu_23 rpygus 2021 p.; MK-3475-756_01_
KapTka maujieHTa /151 MOJanbIIOro CrOCTepeXXKeHHs_POCIMCbKOK MOBOR_/s YKpainu_23 rpygHsa 2021
p.; OHOBJIeHi 3pa3Ku MapKyBaHHs JiiKapcbKoro 3aco0y Lluknodochamia: Cyclophosphamide Kit, Bepcis
2.0 Big 31 6epe3nst 2022 poKy, aHT/IMCHKOI0 Ta yKpaiHCbKoro MoBamu; Cyclophosphamide Vial, Bepcis
2.0 Big 31 Gepesnsi 2022 pokKy, aHIJIIWCBKOIO Ta YKpaiHChbKOH MoBamu; OHOB/eHi 3pa3Ku MapKyBaHHS
nikapcbkoro 3acoby MK-3475: MK-3475 Kit, Bepcis 2.0 Big 12 sunHs 2022 poKy, aHIJIMCBKOIO Ta
yKpaiHcbKoro MoBamu; MK-3475 Vial, Bepcis 2.0 Big 12 nmunHsa 2022 poky, aHI/IiIMCBKOI0 Ta YKPaiHChKOIO
moBamu; OHOBJIeHi 3pa3Ku MapKyBaHHs Jlikapcekoro 3acoby Ilakmitakcen: Paclitaxel Kit, Bepcisi 2.0 Big
08 nurnHa 2022 poky, aHT/IiHMCBKOI Ta yKpaiHCbKoro mMoBamu; Paclitaxel Vial, Bepcisi 2.0 Big 08 numns
2022 poKy, aHI/IMCBKOI Ta YKpaiHCbKOK MoBamM; OHOBJ/IEHMH 3pa30K CHOPOLIEHOr0 MapKyBaHHS
3apeeCcTPOBAHOrO B YKpaiHi JiKapChbKOTo 3aco0y, IKUH 3aCTOCOBYETLCS B K/IiHiUHOMY BUIIpoOyBaHHI MK-
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3475-756, Bepcist 2.0 Big 08 cepriHsi 2022 poky, yKpaiHCbKOH MOBOIO; OHOB/IeHMI 3pa30K MapKyBaHHS

JOCTiKYBaHOTO  JTiKapCchbKoro 3acoby MK-3475

(membpostizymab) / mmanebo st JIOKanIbHOTO

BUKOPUCTaHHS B JOC/IJHULIbKUX LieHTpaX, Bepcisa 2.0 Big 08 cepriHsa 2022 poky, YKpaiHCBKOI MOBORO;
3MiHa Ha3BM Ta MiClisl TPOBe/IEHHsI K/TiHIYHOTO BUMPOOYBAHHSI:

Bigminenus, M. Ozeca

BYJIO CTAJIO
K.M.H. TpyxiH [1.B. K.M.H. TpyxiHn [1.B.
KomyHaneHa ycraHoBa «Opecbkuii ob6sacHuii | KomyHanbHe HeKOMepL{iriHe MiJIIPUEMCTBO
OHKOJIOTiYHMM JucriaHcep», CTaljioHap AeHHoro | «OpecbKui perioHanbHUN K/TiHIYHUN
nepeOyBaHHs JMCTIAaHCePHO-TIOMIK/IIHIYHOTO | MPOTUITYX/IMHHKN 1leHTp» Opecbkoi  o6sacHOI

paju», BifaisieHHs ximioteparii, M. Ozneca

3MiHa BiJNOBIJa/IbHOTO AOC/IiJTHUKA:

«O06sacHUAN TIeHTP OHKOJIOTii», 00JIaCHUH I[eHTp
MamoJIorii, M. XapkKiB

BYJIO CTAJIO
3aB. LjeHTpoM byxtees [1.C. nikap Otuenamt H.M.
KomyHasnbHe HeKoMeplliliHe miagnpuemMctBo | KomyHasibHe HeKoMeplliliHe MiAMPUEMCTBO

«O06sacHUAN 1IeHTP OHKOJIOTil», OOJIaCHWMA LIeHTP
Mamoviorii, M. XapkiB

Howmep Ta fjaTa Haka3y
MO3 1100 3aTBepyKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 540 Big 07.03.2019

Ha3zga kiiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanpomizoBane, nojgiiiHe crine gocmimpkenns 111 da3u g1 nopiBHAHHS eMOpostizymady 3 raiebo y
KoMOiHaIjil 3 Heoa/'’toBaHTHOI XiMioTeparii€ro Ta a/FTOBaHTHOIO eHJOKDUHHOIO Teparti€ro Mpu JIiKyBaHHi
pPaKy MOJIOUHOI 3a/I034 3 HasiBHICTIO peLlenTOpiB [JO0 eCTPOreHiB I BiJCYTHICTIO JIFOACBKUX pPeLerTopiB
eniziepmanbHoro gakropa pocty 2 (ER+ / HER2-) Ha paHHiil cTaii MpyU BUCOKOMY CTYI€Hi PU3HKY
(KEYNQOTE-756)», MK-3475-756, 3 iHKopnnopoBaHoto norpaBkoro 05 Bif 23 rpygHs 2021 poky

3asiBHUK, KpaiHa

TorapucTBO 3 0O6MeXXeHOI0 BifnoBiganbHicTIO «MC/I YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

33.

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnienun Ilporokon xiiHiyHOro pociipkeHHs TACTI-003, sepcia 1.4 Big 08 munnas 2022 poky,
aHIJIiKCbKO MOBORO; bpoiypa gocnigarka Pembrolizumab, KEYTRUDA®, Bupanns 22 Bifa 13 TpaBHs
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2022 poKy, aHI/iWCbKOW MOBOIO; IHdopMaLiliHK TUCTOK A7 nalieHTa i dopMa iHpopmMoBaHOI 3roay,
Bepcis 3.0 Big 22 numnust 2022 poky, /s YKpaiHU, Ha OCHOBi MaiicTep-Bepcii [HpopmariiliHoro yMcTKa
JJ1s natjienTa i ¢dopmu iHdopmoBaHoi 3roau, Bepcis 1.3, Big 08 nunns 2022 poky, Ha ocHOBI [IpoTokony
TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.4, Bixg 08 nunnHsi 2022 poky, aHIVIIMCBKOK Ta
yKpaiHCbKoro MoBamy; lozatok o IHdopmatiiiiHoro nuctka /s nauieHTa i dgopmu indopmoBaHoi 3roau,
Bepcis 3.0 Big 22 nunust 2022 poky, /s YKpaiHU, Ha OCHOBi MaiicTep-Bepcii [HpopmaLiliHoro yMcTKa
JJ1s natjienTa i ¢dopmu iHdopmoBaHoi 3roau, Bepcis 1.3, Big 08 nunns 2022 poky, Ha ocHOBI [IpoTokony
TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.4, Bixg 08 nunnHsi 2022 poky, aHIVIIMCBKOK Ta
yKpalHCbKOIO MoBamu; [lozaTok o iHdopMal|iliHOro JIMCTKA AJis MaLieHTa i popmu iHGOpMOBaHOI 3roiu
Ha y4yacCTb y MeJUYHOMY HAayKOBOMY AOC/iKeHHi, Bepcis 1.0 Big 22 ymunHg 2022 poky A/ YKpaiHu, Ha
OCHOBI MaiicTep-Bepcii fjojlaTKa 10 iHpopMaLliiiHOro TMCTKA JIs TaljieHTa i ¢popmu iHhopmMoBaHOI 3rofu
Ha y4yacTb y MeJUYHOMY HayKOBOMY JociikeHHi, Bepcis 1.0 Big 08 nunna 2022 poky, aHI/IIMCHKOO Ta
YKPaiHCbKOK MOBaMu

Howmep Ta fjaTa Haka3y
MO3 1100 3aTBepKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1966 Biz 15.09.2021

Has3sa xsiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta Jjata

TACTI-003 («/[JBa akTuBHi iMyHOTeparneBTHUHi 3acobu»): BaraToljeHTpOBe, BifKpUTe, paH/[OMi30BaHe
nocimkenHs 11 ¢a3u /1 OLiHKK 3acTOCYBaHHS PO3UMHHOTrO ribpugHoro 6imka LAG-3, edrunarimony
anbta (egtu; IMP321), y kombiHatiii 3 membpostisymabom (aHtaronicrom PD-1) st mepiioi jiiHii Tepartii
TMALli€HTIB 3 Hepe3eKTa0eqbHOI PpelUAMBHOI0 ab0 MeTACTaTUYHOK TUIOCKOK/TITHHHOK KapIiMHOMOIO
rosiosu Ta i (ITKKT'II). , TACTI-003, Bepcis 1.3 Big 05 >xoBTHsA 2021

3asgBHUK, KpaiHa

TOB «ApeHncisa Excruiopatopi Megicin», YKpaiHa

CnoHcop, KpaiHa

Immutep S.A.S. / ImmyTten C.A.C., @panLis

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

34.

InenTudikaia cyrreBoi
TIOTPaBKU

OHoB/leHW# TIPOTOKOJ KiiHiuHOro BuUmpoOyBaHHs SAMSON-II, Bepcis 5.0 Bix 04 mumHa 2022
(anrniiicbkoro MoBOR0); 3miHa azpecu CroHcopa (Prestige Biopharma Limited, Cinramyp; Batiomnosnic
Poyn, 21, #04-24/28 Herokneoc Cay3 binginr, Bationosnic, Cinranyp 138567 (21 Biopolis Road, #04-
24/28 Nucleos South Building, Biopolis, Singapore 138567)

BYJIO CTAJIO
Prestige BioPharma Limited, Cinranyp, | Prestige BioPharma Limited, Cinranyp, Baiiononic
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Caiienc ITapk [paiiB, 2, Ne 04-13/14, EceHT
Tayep b, Canenc napk, Cinramyp 118222

Poyn, 21, #04-24/28 Hetokneoc Cay3 binginr,
bationonic, Cinranyp 138567 (21 Biopolis Road,
#04-24/28 Nucleos South Building, Biopolis,

Singapore 138567)
bpomypa pocnigauka HD204, Bepcis 6.0 Big 07.07.2022 anrnivcekoro MoBoro; dopma mnmceMOBOL
iHopmoBaHoi 3roau, Bepcis 4.0 Big 11 nunus 2022, (nepeknaz afantoBaHoi Aas YKpainu Bepcii 4.0 Bif,
11 nunus 2022 Ha ocHOBi 3pa3ka @opmu iHdopmoBaHoi 3roau, Maiictep Bepcis 4.0 Big 06 numnus 2022)
YKpalHCbKOIO Ta pocilicbKor MoBamu; @opma iHdopmoBaHoi 3roau/IH(opmaLiiiHuii JMCT /11 BariTHUX
napTHepiB A5 YKpainy, Bepcis 3.0, Big 11 nunusa 2022, (nepekniaz, afantoBaHol s YKpainu Bepcii 3.0
Bif 11 numHst 2022 Ha ocHoBi MmaticTep-Bepcii ®I3/1JT gnst BaritTHux naptHepiB SAMSON-II PISCF v3.0
Bif 11 nunHsa 2022) yKpaiHCBKOIO Ta PpOCIMCHKOK MOBamM; 3pa30K eTHMKeTKHA 3 iHQopMmaili€ro Mpo
rperiapatv yKpaiHCbKOIO MOBOIO; OHOB/IeHa CTHC/Ia XapaKTepUCTUKa [OC/Ii)KyBaHOIO JIiKapCbKOI'O
3aco0y, 1[0 BUKOPHUCTOBYETHCS sIK TIperapar IMOPiBHAHHS (aHT/IIMCbKOI0 MOBOK); 3MiHa Ha3BU MicCIs
TIpOBe/IeHHsI KJIiHIYHOTO BUMPOOYBaHHS:
Bysno

Craso

K.M.H. Tpyxiun [I.B.

KomyHaneHe  HekomepLiiliHe  MiANPUEMCTBO
«Opecbkuii perioHasbHUN K/TiHIUHUN
MIPOTUTTYX/TMHHUM  1]eHTp» Opechkoi 0b6sacHOI
pajv», BifisieHHs XimioTteparii, M. Ozneca

K.M.H. TpyxiH [1.B.

KomyHanbHa yctaHoBa «OpmecbKuii 0061acHUN
OHKOJIOTIYHMM [IMCIIaHCep», CTallioHap [eHHOIo
nepeOyBaHHs JIACTIaHCePHO-TI0/IIK/IIHIUHOI 0
Bigminenus, M. Ozeca

Howmep Ta fara Hakasy
MO3 11010 3aTBep)KeHHs
KJTiHIYHOTO BUTTPOOYBaHHS

Ne 1804 Big 15.08.2019

Ha3sa k/iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomizoBaHe, TOABiliHe cJiime, OaraTOIleHTPOBe [OCTIMHKeHHSI eKBiBajeHTHOCTi ¢asu Il y
rapanefbHUX TPyrax [jis TOPiBHSHHS egpeKTUBHOCTi, Oe3reku, ¢apMakOKiHETUKA Ta iMyHOTeHHOCTi
HD204 Tta ABacTHHY® Yy TAaI[ieHTIiB 3 MeTaCTaTUYHUM ab0 perUJUBHUM HerJIOCKOK/Ti THHHUM
He/IpiOHOK/IITHHHUM pakoM JiereHb», SAMSON-II, Bepcis 4.0 Bij 26 roToro 2021

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Prestige BioPharma Limited, Cinramyp

CynyTHi
Marepianu/mpenaparu
CYMyTHBOI Tepariii
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B.o. reHepa/IbHOrO AMpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




