Hopartok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0pPOB’ Sl
Ykpainu «IIpo npoBeseHHs KITiHIYHUX
BUTPOOYBaHb JIiKapChKUX 3acobiB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPAaBOK 0
MPOTOKOJIiB K/IiIHIYHUX BUITPOOYBaHb,
BHeCeHHs 3MiHM 710 fojaTtka Ne 8 10 Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHu
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

Ha3Ba kiHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCis Ta fara

«Bigkpure 6ararorjeHTpoBe gociimpkeHHs ¢a3u 1/2 gns  oniHkyd  nperapaty  GEN3014
(HexaBody®-CD38) mpu pernuauBytouiii abo pedpakrepHili MHOXXWHHINA Mi€omi Ta iHIIMX
reMaToJ/IOTiYHUX 3/I0KiCHUX YTBOPEHHsAX», Kog, pocaimkeHnHs GCT3014-01, [ToripaBka 3, Bepcis
5.0 Bix 18 mortoro 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

«I'enmab FOEc, IHK.»/Genmab US, Inc., Cnionyueni IT1ITatu AMepuku

[Tepesik BOC/I)KYBaHUX JTIKAPCHKUX
3aco0iB mikapceKa dopma,
[103yBaHHSI, BUPOOHUK, KpaiHa

GEN3014 (HexaBody®-CD38, HexaBody-CD38) (GEN3014; GEN3014); KonueHTpaT s
po3unHy g5 iHdy3ik (20 ma/1 dnakon; 400 mr/¢nakon); 20 mr/mia (Migirpam/minisiitp); Vetter
Development Services USA, Inc.,, CIIIA; Vetter Pharma-Fertigung GmbH & Co. KG,
Hiveuunna; Vetter Pharma-Fertigung GmbH & Co. KG, Himeuunna; Vetter Pharma-Fertigung
GmbH & Co. KG, HimeuunHa; Vetter Pharma-Fertigung GmbH & Co. KG, Himeuunna; LONZA
BIOLOGICS PLC, Bemuka bpuranig; INTERTEK PHARMACEUTICAL SERVICES
MANCHESTER, Benuka bpuranist; Genmab A/S, Hanist; KLIFO A/S, lanis

Bignosiganeuutii (i) gocaigHuk (1)
Ta MicLe (s1) NpoBe/leHHs
BUIIPOOYBaHHs B YKpaiHi

1) k.m.H. KapHabeza O.A.
MeguuHuii 11eHTP TOBapucCTBa 3 OOMEXeHOH BiAMOBizampHICTIO «ApeHcis Ekcruiopatopi
Mepicin», BigJia KJIiHIYHUX J0C/TipKeHb, M. KuiB

[Tpenapaty MOpiBHSIHHS, BUDOOHUK
Ta KpaiHa

HNaparymymab po3unH i migmkipHoro BBefeHHs (Daratumumab, Daratumumab SC,
DARZALEX SC, DARZALEX® SC, DARZALEX FASTPRO®) (Daratumumab, 443500,
JNJ-54767414; mopceke MOHOK/IOHasbHe aHTUTLIO [gGlk mpotu  aHtMreny CD38;
daratumumab; DARA; Daratumumab); Po3uun s in'ekuivt (15 m/1 duiakon, 1800 mr/dnakon);
120 mr/mn (minirpam/mininitp); KLIFO A/S, Hdanis; Janssen Biologics B.V., Hinepnangu; Cilag
AG, lIBetijapis

CynyTHi MaTepianv/miperiapatu
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa fi€ 3a
JIOBIDEHICTIO, SIKY HaJlaB CIIOHCOP Y




TPOJIOBXKEHHs lofaTka 1

3asiBHUK Ha BBe3€HHS
JOCTTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

B.o. HauanLHHUKA
dapManeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigrmc)

(Bnacue im’s TTIPI3BUILIE)



Homatok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0pPOB’ S
Ykpainu «I1po nipoBeieHHs KTiHIUHNX
BUTIPOOYBaHb JTiKapChKUX 3aco0iB Ta
3aTBep/I)KeHHs CYTTEBUX ITONPABOK 10
MPOTOKOJIiB KJTiHIUHMX BUTIPOOYBaHb,
BHeCeHHs 3MiHU J10 fogaTtka Ne 8 10 Hakasy
MiHicTepcTBa OXOPOHH 370POB’sl YKpaiHu
Biz 26 ymunHs 2023 poky Ne 1355»
17.08.2023 Ne 1470

HasBa kniHiyHOTrO BUNPOOYyBaHHH,
KO[I, Bepcis Ta jarta

«Bigkpure, TopiBHs/IbHEe, OaraTOLIEHTPOBe, paH/OMi30BaHe K/iHiUHe AOCTiKeHHS 3 OL[iHKU
edeKTUBHOCTi, TMepeHOCMMOCTi Ta Oe3reku TiperapatiB PayTWKa3oH, Ma3b, BHUPOOHHIITBA
AT «KuiBmegnpernapat» (YkpaiHa), i KyriBelt™, Mma3b, BupoOHULTBa «I'nakcoCmiTKsiin
®apmacerotikani C.A., Tlonbma»/»endapm Ilo3nans C.A., Tlonbla», y Mali€HTIB 3
aZiepriyHuM KOHTAaKTHUM JiepMatuTom», koA goctimkenHss FLUARO, Bepcid 1.1 Big 30.03.2023

p.

3asgBHUK, KpaiHa

TOB «APTEPIYM JIT/», Ykpaisa

CrioHCOp, KpaiHa

AT «KuiBmejriperniapar», YKpaiHa

[Tepetik goC/iyKyBaHUX JTiKapCbKUAX
3acobiB mikapcbka opma,
[l03yBaHHsI, BUDOOHMUK, KpaiHa

OJITYTUKA3OH (fluticasone); ma3sb; 50 Mkr; AT «KuiBmeamnpemnapat», YKpaiHa

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) MpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Ilyrau M.M.

MeauuHUI 1[eHTp TOBApHCTBA 3 00OMEXKEeHO0 BiJMOBifanbHiCcTI0O « MenuHa KiiHiKa «biaromesn,
JIIKyBaJIbHO-1iarHOCTUYHUM TiApo3aia, M. KuiB

2) 3aB. Big. 'anarypuu O.M.

JIikyBa/IbHO-IiarHOCTUYHUM LIEHTP TPUBATHOTO MiANPUEMCTBA «ACK/eMii», BiJOKpeMIeHU
CTPYKTYypHUH mifpo3ain (BigaineHHs) Nel, M. JIbBiB

3) A.M.H., ipod. AHzpaiko FO.B.

JIikyBa/nbHO-/1iarHOCTUYHUM 1|eHTP TPUBATHOrO TANPUEMCTBA «ACKIIemMiii»,
BifisieHHs, M. Y>Kropo[,

4) k.M.H. 'ycak O.C.

MeuuHUH 1]eHTP TOBapUCTBa 3 0OMEeXXeHOI BiJNoBigabHICTIO «MeauuHuii 11eHTp «KoHCuIiym
Mepnikan», KJTIHIKO-KOHCYJIbTaTUBHE BifiieHHs], M. KHiB

MOJIiK/IiHIUHe

[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa

KYTIBEWT™ (fluticasone); Ma3b; 50 Mkr; I'nakcoCmiTKnsitn ®apmackiotrkans C.A., TTosbia;
Hendapwm IMo3nasub C.A., Tlosbiiia

CynyTHi MaTepianu/miperiapati
CYITyTHBOI Teparii/FopuaudHa abo




TPOJIOBXKEHHs lofaTka 1

¢isuuHa ocoba, siKa fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP YU
3asiBHUK Ha BBe3eHHS
JOCTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

B.o. HauanLHHUKA
dapManeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigrmc)

(Bnacue im’s TTPI3BUILIE)



HopaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHUH TIPOTOKO/ KiiHiuHOTO BUMpoOyBaHHs, Bepcis 4 Big 14 6Gepe3ns 2023 p.; OHOBeHa
dopma iHbopmoBaHoi 3roau, Bepcis 5.0 Ast YKpaiHu yKpaiHCbKOI0 MOBOIO Bif 13 uepBHs 2023 p.
Ha ocHoBi maticTep-Bepcii opmu iHpopMoBaHOi 3roau Ass gociaiakeHHss W0O42633, Bepcist 5 Bif,
15 6epe3nst 2023 p.; OnuTyBa/bHUK 3BOPOTHBOTO 3B’S13KYy 3 yuacHUKOM gociimkeHHsi (SPFQ)
Bepcis 1.0 ykpaiHCBKOIO Ta pociiicbkoro MoBamu; WO042633 [Hdopmaliitinuii GrosieTeHb Jjist
y4acHUKiB gociigpkeHHss ASTEFANIA, sunyck 2, Bif mrororo 2023 poky; Jozpatok 1, Bif yuepBHs
2023 go 6pomrypu gocnignvka ans Tpacty3ymaby emtancuHy (RO5304020, Kazcina®), Bepcis
17, rpynens 2022 p.

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1012 Bif 24.05.2021

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, mozBiliHe ciire, T/1arie00-KOHTPO/IbOBaHe A0CipKeHHs dasu I aas oriHKu
edeKTHBHOCTI Ta Oe3MevHOCTi a/’ FOBaHTHOI Teparii aTe3o/1i3ymaboM abo miaiebo y kKombiHargii 3
TpacTy3ymaboM eMTaHCHHOM Yy maljieHTiB i3 HER2-mo3UTHBHUM pakoM MOJIOUHOI 3a7034 3
BUCOKMM DH3UKOM peLMMBY TC/as TepefornepauiiHoi Tepamii», W042633, Bepcis 3 Big 23
motoro 2022 p.

3asgBHUK, KpaiHa

ToBaprCTBO 3 0OMeXXEeHOI0 BiZIMOBiaIbHICTIO «PoIll YKpaiHa»

CrioHCOp, KpaiHa

@.Xoddmans-JIs Pou JITa, [HBelitapis

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




Hopatok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Onopienuii mpoTokon KiiHiuHoro gociimkeHHss CLI-06001AA1-04, Bepcisti 5.0 Bix 03 Gepesns
2023 poky aHrminceKoro moBow; OHoBieHe [ocke pociimkyBaHoro mnperapaty CHF 6001
(NEXThaler®) (kog mokymenty CCD-IMPD-6001-003-FAP-0075), Bepcis 8.0 Bixg 13 rpyans
2022 poky; IlomoBxeHHsI TepMiHy NPUAATHOCTI AociigKyBaHoro mnpenapaty CHF 6001
(NEXThaler®) 3 18 go 24 micsauis; OHoBieHe [loChe AOCIIiPKyBAaHOTO TMperapary ruiariebo zo
CHF 6001 (NEXThaler®) (kox mokymenty CCD-IMPD-6001-004-FAP-0094), Bepcisi 6.0 Bix
21 Gepe3ns 2023 poky; IHdpopmaritiauii TUCTOK yuacHWKa Ta Popma iHhopMOBaHOI 3roAu Ha
yyacTb y KIiHiuHOMYy gociigkenHi 3 kogom CLI-06001AA1-04, nocnigkenns PILASTER, Bepcis
4.0 Big 28 6epe3nst 2023 poKy aHIJIiHCHKO MOBOO; [H(OpMaIlliliHMii TMCTOK yUyaCHHUKA Ta
®opma iHdopmoOBaHOI 3roiM Ha y4acThb y K/aiHiuHOMY fAociizkeHHi 3 kogom CLI-06001AA1-04,
nocrimkennss PILASTER, Bepcis 4.0 Big 28 Oepesnsi 2023 poky yKpaiHCBKOK MOBOIO;
CLI-06001AA1-04_JIuct po mnikaps 3arasbHOi mpakTWKM_B3.0_OcraTouHa MalicTep-Bepcisi_
14 Oepe3ns 2023 p. anrmilicekkoro MoBow; CLI-06001AA1-04_Jluct g0 Jikaps 3arajbHOi
npakTukyi_B3.0_OctaTtouHa wMmaiictep-Bepcis_14 Oepe3ns 2023 p. yKpaiHCbKOIO MOBOIO;
CLI-06001AA1-04_Byknet anst otpumanHs 3rogu_epcis 3.0_31 6epe3nst 2023 p._yKpaiHCBHKOIO
MoBoto i Ykpainu; CLI-06001AA1-04_Jluct fgo nikapsi_Bepcis  3.0_23  Gepe3Hs
2023p._yKpaiHCBKOIO MOBOK /[yid YKpalHd; 3MiHa BiANOBifAA/JBLHOIO [JOCTIAHUKA Y MiCLi
MIPOBe/IeHHsI KJIiHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
3aB. Big. Cmonsamit O.I1. sikap HoBocwkosnosa FO.€.
KomyHaneHe HekoMmepiiviHe mignpueMcTBo | KoMyHanbHe HeKOMepLiliHe —TiIPUEMCTBO
«Opecbka  obmacHa — KimiHiuHa — jtikapHsi» | «Omecbka — obmacHa — KIIiHIUHA — JTiKapHSI»
Opecbkoi 00s1acHOI pagu», MyabMOHO/OTiuHe | OzmeckKoi 06/1acHOT pajy», MyJbMOHOJIOTiUHe
BifzinieHHs, M. Ofeca BiaziieHHs, M. Ofeca




TPOJIOBXKEeHHs flofaTka 1

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUNPOOYBaHHS

Ne 833 Big 28.04.2021

Has3ga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«52-TwKHeBe, paHJOMi30BaHe, I0/BiliHe Cire, TUIAleb0 KOHTPO/IbOBaHe [OC/i/HKEHHS Y
rapasie/IbHUX Tpyrnax 3 MeTOH OLIHKKA e(eKTUBHOCTI Ta 0e3MmeyHoCTi [JBOX /103 TMpernapary
CHF6001 y ¢opMi cyxoro nopouiky AJs iHrassLii, 10 JoAarTbCs 40 MiATPUMYH0UO0l MOTpiitHOT
Tepartii y MarfieHTiB i3 XpOHIYHUM OOCTPYKTUBHUM 3aXBOPIOBaHHM JjiereHb (XO3JI) Ta XpOHIYHUM
6ponxitom», CLI-06001AA1-04, Bepcis 4.0 Bix 18 6epe3nst 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 oOMexeHow BignosiganpHicTIO «/JIABKOPIT KIJITHIKAJI JEBEJIOIIMEHT
YKPATHA»

CnoHcop, KpaiHa

«K’e3i @apmarietiui C.r.A.» [Chiesi Farmaceutici S.p.A.], ITanis

B.o. HauaNIbLHHUKA
dapManeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TIPI3BUIIIE)




HopaTtok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0pPOB’ Sl
Ykpainu «IIpo npoBeseHHs KITiHIYHUX
BUTPOOYBaHb JIiKapChKUX 3acobiB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPAaBOK 0
MPOTOKOJIiB K/IiIHIYHUX BUITPOOYBaHb,
BHeCeHHs 3MiHM 710 fojaTtka Ne 8 10 Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHu

Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

[neHTudikallisi CyTTEBOI MOMpPaBKU

3MiHa KUIBKOCTI Aoc/iigKyBaHux B YKpaiHi 3 50 go 150; BxiroueHHSI [0JaTKOBHUX
TIPOBEIEHHSI K/TiHIYHOTO BUIPOOYBaHHSI:

MicCLlb

Ne I1.I.b. BiAMOBia/IBLHOT'O TOC/TIiJHUKA
n/m Ha3sBa Micuist ipoBeieHHs1 KJIiHIYHOTO BUIIPOOYBaHHS

1. sikap bapanenko B.M.

BiZimoBifanbHicTIO «KanuTtan», KIIHIKO-KOHCYJIbTaTUBHE BifliyieHHs], M. KWiB

MeauuHuii 1IeHTp «YHiBepcanbHa KiiHiKa «OO0epir» ToBapucTBa 3 0OMEXeEHOIO

2. | nikap Bosikos A.O.

KomynanbHe  mignpuemctBo  «JlikapHsg ~ Nel»  JKUTOMMPCBKOI  MiCBKOIL
KOHCY/IbTaTUBHO-JIiKyBa/lbHe  BiffisieHHs  «HayKoBO-AOC/HiJHULBKUM  LIeHTP»,
JKuromup

pajy,
M.

Howmep Ta gara Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT O
BUIIPOOYBaHHS

Ne 2616 Bif 24.11.2021

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«PaHgomi3oBaHe, mo/BiliHe crirne, marebo-KOHTPO/IbOBaHe KiiHiuHe gocutimpkeHHs dasu 11 ans
OL[iHKM e()eKTMBHOCTI Ta Oe3meyHocCTi KOOiTO/MMOAY K iHAYKIIMHOI Ta MiATPUMYOUOi Tepartii B
YUaCHUKIiB 3 aKTHBHMM JIiBOOiYHMM BHPA3KOBHUM KOJIITOM TIOMipHOTO ab0 TSDKKOTO Tiepe0iry»,

CSUC-01/21, Bepcig 2.1 Bix 09 yepBHsa 2021 poky

3asiBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

In/lexkc @apmactorikan3 Ab, [IIBewisi / InDex Pharmaceuticals, Sweden

B.o. HauanLHHUKA
dapManeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO




TPOJOBXEHHs JoaaTka 1
(migrmc) (Bnacue im’s TTIPI3BULLIE)



Hopatok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTEBOI MOMpPaBKU

3MiHa Ha3BM MiCIb TIPOBe/IeHHs] BUTIPOOYBaHHST:

bYJIO

CTAJIO

a.M.H. ['onoBuenko O.I.
Mepuunnii  1eHTp TOB «Xenc KiiHik»,
MeauuHuil KTiHIYHUM JOCTiAHULIbKUANA 1[eHTD,

a.M.H. ['onoBuenko O.1.
ToBapucTBO 3 00MEXeHOI Bi/IMOBiIambHICTIO
«Meguunuii Llentp Xenc Kninik», Meanunuii

MPOKTOJIOTiYHe BiaiieHHs, M. KUiB

BifZIi/T TacTPOEHTEepOJIOrii, TremnaTosorii Ta | KIIHIUHUKA  JOCTIIHULIBKAW  LIeHTp, BiAJin

€H/JIOKPUHOJIOTi1, M. BiHHHMLIS racTpOeHTepOoJIOrii, rernaTosorii Ta
eH/JOKPHHOJIOT11, M. BiHHuULII

K.M.H. /lyboBuii B.A. K.M.H. /lyooBuii B.A.

KuiBcbka wMickka KiiHiuHa JikapHa Nel8, | KomyHanbHe HeKOMepLiiliHe —IiATIPUEMCTBO

«KuiBcbKa MicbKa KiiHiyHa JiikapHsi Nel8»
BUKOHABYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBcbKoi MicbKoOi Ziep)kaBHOI afiMiHicTpatiii),
TPOKTOJIOTiYHe BiffiieHHs, M. KUiB

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUNPOOYBaHHS

Ne 211 Big 07.02.2018

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, MozBiliHO-CTiMe, T1arie00-KOHTPOIbOBAHe JOCTiHKeHHs (a3u 2 A1 OLIIHKU
TECTUKYJISIPHOI Oe3meuHoCTi GinroTiHiOy B JOpPOCIMX YOJIOBIKIB i3 aKTUBHUMHM 3amnaJbHUMU
3aXBOPIOBAHHSIMU KHUIIIKIBHUKA BiJ] TOMIDHOTO /10 B&’KKOT'O CTYTIEeHIO TsKKOCTi», GS-US-418-4279,




TPOJIOBXKEeHHs flofaTka 1

rioripaBka 6 Biz 09 BepecHs 2022 poky

3asIBHUK, KpaiHa TOBAPMICTBO 3 OBMEXEHOIO BIJIIOBIJAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnioHcop, KpaiHa Galapagos NV, Benbris

B.o. HauanibHMKaA
dapMaLeBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)




Hopartox 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

KopoTka xapakTepucTHKa jiKapchbKoro 3aco0y Rybelsus Bix 03 tpaBHs 2023 p., aHI/TiMCHKOO
MOBOI0; 3MiHa Bi/ITOBiIa/IbHOTO OC/TiZIHAKA MiCIIsl TPOBeZIeHHs] BUNIPOOOBYBaHHS:

bYJIO

CTAJIO

J.M.H., ipo¢. baunHceka H.1O.

[epxaBHa ycraHOBa «[HCTUTYT repOHTOJIOTIT
imeni [].®. YeborappoBa HAMH VYkpainu»,
Bigzin BikoBoi (isiosiorii Ta matonorii
HEpBOBOI cucTemMu, M. KH1iB

K.M.H. XomiH B.O.

[epxaBHa ycraHOBa «I[HCTUTYT T'epOHTOJIOTI]
imeni [].®. YeborappoBa HAMH Ykpainu»,
BifAin BikoBoi (isiosorii Ta maronorii
HEepBOBOI cucTtemMu, M. K1iB

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«PaHgoMmi3oBaHe TMO/BiliHe cJiinie MIale00-KOHTPO/IbOBaHe KITiHiUHEe AOCTiKeHHs, 1[0 BHBYAE
edeKTHBHICTb Ta Oe3MeKy 3aCTOCYBaHHS IMePOPaJbHOr0 CEMarjyTHAYy Y Malli€HTiB i3 MOUaTKOBOIO
cragiero xeopobu Anblreiivepa (EVOKE)», NN6535-4730, dinanbHa Bepcis 10.0 Big 20 rpyaHs

2022 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)



HopaTtok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

dopma iHdopMoBaHoi 3roau, Bepcis 6.0 a1 YKpaiHu yKpaiHCbKOIO MOBOO Bif, 15 uepBHs 2023 p.
Ha ocHoBi maiictep-Bepcii dopmu iHpopmoBaHoi 3rogu Ajis gAoctimkeHHss GN41791, Bepcis 7 Bif,
12 TpaBHs 2023 p.; 3MiHa Ha3BU MicClisg IPOBe/IeHHsT BUTIPOOYBaHHSI:

BYJIO CTAJIO
K.M.H. XaByHka M.A. K.M.H. XaByHka M.A.
KomyHanbHe HekoMepLiiHe mignpueMcTBo | KomyHanbHe HeKoOMepLliliHe —TMiAPUEMCTBO
«5-a Micbka KiiHIYHA JikapHsa M. JIbBOBa», | «J/IbBiBCbKe TepyuTopiajbHe MeJuuHe
HEBPOJIOTiYHe Bifi/iyieHHs, M. JIbBIiB 06°enHaHHs1 «KumiHiuHa JliKapHS TIJIAaHOBOTO

nmiKyBaHHsSI, pea0imitariii Ta  TasiaTUBHOI
JIOTIOMOTM», BiJJOKpeM/IeHUM TiIpo3zin «5-a
JlikapHsi»,  HeBpOJIOTiYHe  BiJJUJIEHHS 3
MeZIMUHOO peabinitariieto, M. JIbBiB

3MiHa MicClis TPOBe/IeHHs] BUTIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Kanbbyc O.1. I.M.H., ipod. Kansoyc O.1.
KomyHanbHe nignpyUeMcTBO | BijlokpeMneHuii  CTPYKTypHUM — Mifpo3zin
«/JHIrponeTpoBChKa obsacHa K/IiHIUHA | «YHiBepcUTeTChbKa KiliHiKa» [IHINPOBCBKOIO
JIiKapHs im. LI MeuHuKOBa» | lep’KaBHOTO MeUYHOT 0 YHIBepCUTeTY,
JTHITIpOoreTpOBCHKOL ob6sacHoi paju», | BiamineHHs HeBpOoJIOrii, JHINpoBChKUM
BigginenHs HeBposiorii  Nel, [lep)kaBHUM | Jilep)KaBHUM MeJWYHUI YHiBepcuTeT, Kadezapa
3aKsaz, «/JHInporieTpoBChKa MeJIMuHa | HeBpoJIorii, M. [IHirpo

aKajieMist MO3 YKpaiHu», Kadezpa
HeBpoJIorii, M. [THInpo

Howmep Ta gata Hakazy MO3 nipo

Ne 2554 Big 09.11.2020




TPOJIOBXKEeHHs flofaTka 1

TNpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

HasBa kniHiuHOTO BUNPOOYyBaHHH,
KO/I, BepCisi Ta faTa

«BATATOLIEHTPOBE PAH/IOMI3OBAHE IMOABIMHE CJIIIE JOC/IIKEHHSA ®A3M III
Y TIAPAJIEJIBHMX T'PYTIAX 3 TIOABIMHMM KOHTPOJIEM IUIALIEBO IJIA OLITHKU
ED®EKTNBHOCTI TA BE3ITEYHOCTI OEHEBPYTHUHIBY [TOPIBHAHO 3
OKPEJII3SYMABOM Y [JOPOC/IMUX ITALIEHTIB 3 IIEPBMHHVM IIPOI'PECYIOUUM
PO3CIAHNM CKIJIEPO30M», GN41791, Bepcis 6 Big 08 mrotoro 2023 p.

3asgBHUK, KpaiHa

ToBapHUCTBO 3 0OMEXXEeHOI0 BiZIMOBiaMbHICTIO «Polll YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pouu JITg, IIBeiiiapis

B.o. HauaNIbLHHUKA
dapManeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TIPI3BUIIIE)




HopaTtok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/IITOBiTaIbHOTO TOC/TiZTHMKA Ta MiClLis TTPOBe/IeHHS KIiHIYHOTO BUTTPOOYBaHHS:

«Miceka nikapHs NelO» 3amopi3bKoi MiCBKOI
pajy, TeparneBTUYHe BiffineHHs, [lep)kaBHUM
3aK/aj, «3aropisbka MeJuyHa  akazjeMis
MiC/IS AUTIZIOMHOT OCBITH MiHicTepcTBa
OXOPOHM 3710pOB's YKpaiHu», Kadezpa Tepartii,
K/IiHiuHOI (hapMakoJsiorii Ta eH/JOKpHUHOJIOTII,
M. 3aropixoKs

BYJIO CTAJIO
I.M.H., ipod. @y1reii [.M. K.M.H. YabanHa O.C.
KomyHa/ibHe HEKOMepIiiiiHe mMmignpueMcTBO | KoMyHa/ibHe HEKOMeEpLiiiHe  ITiJIPUEMCTBO

«Miceka nikapHs NelO» 3amopi3pKoi MiCbKOI
pajy, BifiilIeHHs Tepariil, M. 3aropixoKs

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«FLOW — BB cemar/iyTH/y B TOpiBHSIHHI 3 Tiarie00 Ha piBeHb MOTipuieHHs] QyHKIii HUPOK Y
XBODUX Ha I[yKpOBHWM fiabeT Tum 2 pa3oM i3 XpOHiUHOI XBOp0oOOr HHMpOK», NN9535-4321,

¢inanbHa Bepcis 4.0, Bizg 11 nucronaza 2020

3asiBHUK, KpaiHa

TOB «Hoso Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)



HopaTok 10

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTEBOI MOMpPaBKU

OnossnieHa Bpomypa gocnigauka (Cemiplimab (REGN2810)), Bepcisi 10 Big 14 6epesns 2023 p.,
aHI/TiICBKOK MOBOKO

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1050 Big 04.09.2017

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«MixHapo/iHe, paH/[0Mi30BaHe, BifikpuTe AocimKkeHHs da3u 3 A/s oliHku npernapaty REGN2810
(anTUTiNa 10 PD-1) nopiBHSIHO 3 XiMioTeparti€ro Ha OCHOBI MperiapaTiB IJIaATUHU SIK Tepartii repiioi
MiHii B Tali€HTiB i3  pO3MOBCIO/KeHMM abo  MeTtacTaTUUHUM  PD-L1-mo3suTMBHUM
HeZIPiOHOK/TITHHHUM pakoM JjiereHb», R2810-ONC-1624, 3 iHKOpPIIOpOBaHOI TIOMPaBKOO 9 Bif
13 tpaBnsa 2020 p.

3asiBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHss AMKOH», YKpaiHa

CnoHcop, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ PegykeHepon ®@apmaceroTikaic, IHk., CIITA

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




Hopatok 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Onosnena Bporypa gocmigavka (Cemiplimab (REGN2810)), Bepcist 10 Big 14 6epesnst 2023 p.,
aHrMicbKOr MOBOIO; [To/10B)KeHHS TPUBAJIOCTI K/IiHiUHOrO BUNIPOOyBaHHs B YKpaiHi Ta B CBiTi 70
30 yepBHs 2025 poky

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1808 Big 04.10.2018

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«PanziomizoBane mocsimkeHHs 3 ¢a3u, 1[0 CKIAZAEThCA i3 IBOX YaCTUH, KOMOiHaIlil 1emiriiMady
(anTu- PD-1 aHTWTiNIA) Ta IBOKOMIIOHEHTHOI CXeMH XiMioTeparii MOXiJHUMM T/IaTUHU y Teparii
nepiioi JIiHil maijieHTaM i3 pO3MOBCIOKEHHM ab0 MeTacTaTUUHUM HepiOHOK/TITUHHUM pakoM
nereHb», R2810-ONC-16113, 3 nonpaBkoro 5 Bij 16 kBiTHs1 2020 poky

3asgBHUK, KpaiHa

TOB «KniniuHi focnigkeHHss AMKOH», YKpaiHa

CrioHCOp, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemykenepon ®@apmackioTikanc, Iak., CIITA

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/IiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




Hopatok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0pPOB’ Sl
Ykpainu «IIpo npoBeseHHs KITiHIYHUX
BUTPOOYBaHb JIiKapChKUX 3acobiB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPAaBOK 0
MPOTOKOJIiB K/IiIHIYHUX BUITPOOYBaHb,
BHeCeHHs 3MiHM 710 fojaTtka Ne 8 10 Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHu
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

[neHTudikallisi CyTTEBOI MOMpPaBKU

[TpoTokon kiiHiuHOro BUIpOOyBaHHs MK-3475-B68, 3 iHKopriopoBaHow TonpaBkoio 04 Bif
06 uepBHa 2023 poKy, aHIVIIMCBKOKO MOBOH; 3MiHa Ha3BM MICLsl TIPOBEJEHHS KJIiHIUHOTO
BUTIPOOYBaHHS:

bYJIO CTAJIO
I.M.H., mpod. Kpsiuok [.A. J.M.H., ipod. Kpsiuok [.A.
HarjioHampHUM  IHCTUTYT paky, HaykKoBO- | lep)kaBHe  HeKOMepLijiiHe  MiJTIpPUEMCTBO
JOoCIiHe BiliIeHHSA ximiotepanii | «HailioHanbHUI iHCTUTYT pakKy», HayKOBO-
reMo0/iacTo3iB  Ta a/i’tOBAaHTHUX METOJIB | AOCTiIHe BifiieHHs ximioTeparii
MiKyBaHHS, Bifi/lileHHsT OHKOreMarosiorii 3 | reMob6sacTo3iB  Ta af’FOBAaHTHUX METO[IB
CeKTOPOM aJi’F0BaHTHUX METOZIB JIIKYBaHHS, | JIKYBaHHs, BiAJiJleHH OHKOreMaroJorii 3
M. Kuis CEeKTOPOM a/’F0OBaHTHUX MeTOZIB JIiKyBaHHs,

M. KuiB

Howmep Ta gata Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT O
BUIIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«Hdocmimkennst 11 ¢da3u membponizymaby (MK-3475) KoxkHi

6 TWXKHIB Yy TaLi€eHTiB 3

peLIMBYIOUOI0 abo pedpakTepHOI KiacMyHO diMpomoro XomkkiHa abo y Talji€eHTiB 3
peLiuByloUol0 abo pedpakTepHOI TEePBUHHOI Me/iaCTUHANIbHOI B- KpYMHOK/IITHHHOO
nimbomoro», MK-3475-B68, 3 inkopriopoBaHoro riorrpaBkoro 03 Bif 16 BepecHst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXKeHO0 BifgnoBigampHicTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

B.o. HauanLHHUKA
dapManeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigrmuc)

(Bnacue im’s TTIPI3BUILIE)




HopaTok 13

[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30pPOB’S
Ykpainu «I1po npoBefeHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX I10IIPaBOK /0
MIPOTOKOJIIiB K/TiHIYUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 10 fogaTtka Ne 8 1o Haka3zy
MiHicTepcTBa OXOPOHHU 37J0pOB’S YKpaiH!
Biz 26 yurHsa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTEBOI MOMpPaBKU

OnoBneni po3aimm S.7.1 «Pe3tome 11070 cTtabisbHOCTI Ta BUCHOBKU» (S.7.1 - RIM-REGQUAL-
144258 v1.0), S.7.2 «IIpoTokon TicaspeecTpaijifHOro BHBUYEHHsS CTabibHOCTI Ta 3000B’sI3aHHS
mozo crabimpHOCTI» (S.7.2 — RIM-REGQUAL-144263 v1.0), S.7.3 «/laHi mpo cTabiibHICTb»
(5.7.3 - RIM-REGQUAL-144262 v1.0), P.8.2 «[IpoTokos mMic/sipeecTpaijiitHoro BUBYEHHS
cTabinbHOCTI Ta 3000B’s13aHHS 1010 cTabibHOCTI» (P.8.2 - RIM-REGQUAL-144270 v1.0) mocbe
JocmiKyBaHoro Jiikapcbkoro 3aco0y — Tiparosymab, KOHLIeHTpaT [as PO3UMHY /ISt
BHYTpilIHbOBeHHUX iHQY3ii, 600 Mr/10 mn

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBAHHS

Ne 2917 Bip 15.12.2020
Ne 1360 Big 10.06.2020

HasBa kniHiyHOTO BUTNPOOYyBaHHS,
KO[I, Bepcis Ta jarta

«PaHgomi3oBaHe, nofgitiHe crine, miaebo-KoHTposiboBaHe (da3u 111 gocimkeHHs: are3omizymady
B moefHaHHI 3 Tiparomymabom (aHTU-TIGIT anTtuTi/io) abo 6e3 Tiparosymaly y mMmaijieHTiB i3
Hepe3eKTabe/bHOI  TUIOCKOKJIITUHHOK —~ KapLMHOMOKO — CTpaBOXOJly, UHWs KapLuWHOMa He
rporpecyBasa Iic/is paJyKaabHOI XiMiorpoMmeHeBoi Teparii», YO42137, Bepcia 6 Bix 08 rpyans
2022 p.;

«PanziomizoBaHe, nozBikiHe ciiinie, raie60-KoHTpoboBaHe dasu 111 gocsimkeHHs Tiparoaymaby
(autu-TIGIT anTHTiNIO) B KOMOiHaLil 3 aTe30/1i3ymMaboM y MopiBHsHHI 3 m1anebo B KOMOiHarlil 3
aTe30/1i3yMaboM y TIAIiEeHTIB i3 paHillle HeJiKOBAaHUM MiCI[eBO-TIOIIUPEHUM Hepe3eKTabeTbHUM
abo metactaTuuHuM PD-L1-ceneKTHBHUM HepiOHOKTITUHHUM pakoM JiereHb», GO41717, Bepcis
5 Big 04 mucromnaga 2022 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXXEHOI0 BiJNoBifambHICTIO «Polll YKpaiHa»

CrioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [Belitiapis

B.o. HauanLHHUKA
dapManeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(migrmc) (Bnacue im’s TTIPI3BUILIE)




Hopartox 14

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0pPOB’ Sl
Ykpainu «IIpo npoBeseHHs KITiHIYHUX
BUTPOOYBaHb JIiKapChKUX 3acobiB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPAaBOK 0
MPOTOKOJIiB K/IiIHIYHUX BUITPOOYBaHb,
BHeCeHHs 3MiHM 710 fojaTtka Ne 8 10 Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHu
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

[neHTudikallisi CyTTEBOI MOMpPaBKU

306i/bIIIeHHS 3aryIlaHOBAHOI KiTbKOCTI MallieHTiB 4151 YKpaiau 3 90 cKpMHOBaHUX TaljieHTiB fo 120
CKPUHOBAHUX TallieHTiB; ITpo/IOBKeHHSI TPUBA/IOCTi K/IiHIYHOTO BUIIPOOyBaHHS B YKpaiHi 10
30 uepBHs 2024 poKy; 3anyuyeHHs JOAATKOBUX MiCIlb MPOBe/IEHHs KJIiHIYHOTO BUITPOOYBaHHS:

/11

Ne I1.1.B. BiATOBiAABEHOTO AOCTITHUKA
Ha3Ba Miclist TpoBe/ieHHsI KTiHIUHOTO BUTIPOOYBaHHS

1. | k.men.H. MockoBko I'.C.

MeauuHU 1]eHTp TOBapHCTBa 3 OOMEKEHOW BiJToBifambHICTIO «MeAUUHUM IIeHTp
«CasmoTeM», JIiIKyBalbHO-TIPOGMiTaKTUUHUN Bifin, M. BiHHUI

2. | nikap Muxainosceka H.O.

MeuuHuii 1]eHTP TOBapucTBa 3 0OMeXeHOH BiAMoBifanbHiCTIO «MeguuHuii 1ieHTp
«KoHcusiym Megikan», craijioHapHe BifjiieHHs, M. KruiB

3MiHa Ha3BM MiCLisi IPOBe/IeHHsl K/IiHIUHOro BUMTPOOYBaHHS:

bYJIO

CTAJIO

I.M.H., ipod. [lemueHko A.B.

HaBuanbHO-HayKOBHMM ~ MeAWYHMM  LIEHTP
«YHiBepCUTeTChbKa KJIHIKa 3OMY»,
HEBPOJIOTiYHe BizineHHs, LIeHTp

BereTaTUBHUX PO3JIaJ(iB, M. 3aOPiKs

Ja.mMeq.H., ipod. JemueHko A.B.
HaBuanbHO-HayKOBUMM ~ MeAWYHMM  LIEHTp
«YHiBepCUTEeTCbKA  KJIiHIKa»  3aropi3bKoro
Jlep’KaBHOT O Me/IMKO-(papMaLleBTUUHOTO
YVHIBEDCUTETY, HEBPOJIOTiYHEe  BiAJiJeHHS,
LIeHTP BereTaTUBHUX PO3/a/liB, M. 3alIOPIXIKS

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUNPOOYBaHHS

Ne 2947 Bif 30.12.2021

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«®a3za II, mopgiiiHe cutine, paH[OMi30BaHe, T1aleb0 KOHTPOJIbOBAaHe, Y TMapasjielbHUX TpyIiax,
JIOCJTi/I)KeHHsI 3 MeTOI0 BHBUEHHs TMOTeHLIIMHUX aHTUAMCKiHeTUUHUX BiactuBocTelr CPL500036
(iari6itop PDE10A) y marjiedTie i3 xBopoboro ITapkiHCOHa, $IKi CTpa)k[JalOThb BiJl AUCKiHe3ii,




TPOJIOBXKEeHHs flofaTka 1

cripyurHeHoi JIleBogornoro», 03PDE2020, Bepcis 2.0. Big 16 yunag 2021 poky

3asgBHUK, KpaiHa TOB «CT AKAJEMIfI», Ykpaina

CrnioHcop, KpaiHa Celon Pharma S.A, ITonbia

B.o. HauaibHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA Onexkcanap I'PINEHKO

(miggmuc) (Bnacue im’s TTPI3BUIIIE)




HopaTok 15

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/INOBIIAILHOTO AOC/TiIHUAKA:

TIPOTUTTYX/TUHHUM LeHTp» Opecbkoi obacHoOi
pajM, BifgieHHs ximioTeparii, m. Ozneca

BYJIO CTAJIO
K.M.H. Tpyxiu [I.B. nikap Kpacuorpyzs FO.C.
KomyHaneHe HekoMepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —MiJIPUEMCTBO
«Opecbkun perioHaJbHAN KIiHiuHuk | «OmecbKuit perioHabHUN KJIIHIYHUA

MIPOTUMYX/JIMHHUN 1]eHTp» OjechbKoi o6acHOl
paaM, BifiieHHs ximiorteparii, M. Ozneca

3MiHa Ha3BM MiClis TTPOBe/IeHHS KJIiHIYHOTO BUTTPOOYBAHHS:

M. KuiB

bYJIO CTAJIO
A.M.H. Kpsuok [LA. I.M.H., ipod. Kpsiuok [.A.
Kninika HarjionaneHOro IHCTUTYTY paxky, | [lepkaBHe — HeKOMepLiiiHe  MiJTIPUEMCTBO
HayKOBO-ZIOC/TiHe BiAjineHHs ximioTepamnii | «HallioHanbHUI IHCTUTYT pakKy», HayKOBO-
reMo0/1aCTO3iB  Ta  aj'FOBAaHTHUX METOJIB | AOCTiHe BifineHHs ximioTepartii
MKyBaHHS, BifgineHHsT OHKoreMaTosiorii 3 | reMo0/sacTo3iB  Ta a/i’tTOBAaHTHUX METOZIB
CeKTOPOM a/'tOBAHTHUX METOJIB JIIKYBaHHs, | JIKYBaHHs, BiAJiJleHH OHKOreMaroJsorii 3

CEeKTOPOM a/’F0OBaHTHUX MeTOZIB JIiKyBaHHs,
M. Kuis

Howmep Ta gara Hakasy MO3 npo
TpOBe/leHHs KJIIHIYHOT O
BUIIPOOYBaHHS

Ne 1277 Big 20.10.2017

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO[j, BepCid Ta jara

«PaHngomizoBaHe, Bigkpute KiaiHiuHe mocmimkeHHs III ¢da3u mopiBHsSHHS MeMmOposnizymaby Ta
OpeHTyKCcMMaly BeZIOTHMHY Yy TMAl[i€HTiB 3 pPelUANBYIOUOI0 ab0 pe3UCTEHTHOI /0 JiKyBaHHS
K/lacuuHoro mimdomoro XomkkiHa», MK-3475-204, 3 iHkKoprnopoBaHOow TmonpaBkor 06 Bif

24 yepBHs 2022




TPOJIOBXKEeHHs flofaTka 1

3asaBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBifanbHicTi0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

B.o. HauaILHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miggmuc) (Bnacse im’st TIPI3BUIIE)




HopaTtok 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MPOTOKOJIiB K/IiIHIYHUX BUITPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

[Tporokon EX6018-4758, Bepcisa 11.0, ¢inanbHa, Bif 17 TpaBHsa 2023 p. (Protocol EX6018-4758,
version 11.0, Final, dated 17 May 2023); [lonoBHeHHs1 I 10 mporokony: ['obanbHUE mepestik
K/TIOUOBMX CITIBPOOITHUKIB Ta BiAmoBiAHUX Biafdinie, Bepcis 6.0, diHambHa, Big 23 TpaBHs 2023 p.
(Protocol Attachment I. Global list of key staff and relevant departments and suppliers of clinical
relevance, version 6.0, Final, dated 23 May 2023); HoBi Ta OHOBJeHi po3Aind [A0CHE
JoCimKyBaHoro yikapcekoro 3acoby NN6018 Ziltivekimab subcutaneous administration (CMC
update): Po3ain 3.2.S.2 «Drug Substance. Ziltivekimab. Manufacture. Drug Substance Process C»,
Bepcis 1.0, diHanbHa, Bix 11 TpaBHsa 2023 (v.1.0, final, dated 11 May 2023); Po3gin 3.2.S.3 «Drug
Substance. Ziltivekimab. Characterisation», Bepcis 3.0, diHambHa, Big 29 6epesns 2023 (v.3.0,

final, dated 29 March 2023); Po3gin 3.2.S.4 «Drug Substance. Ziltivekimab. Control of
Drug Substance. Drug Substance Process C», Bepcis 1.0, diHanbHa, Bif 23 nuctonaza 2022 (v.1.0,
final, dated 23 November 2022); Po3gin 3.2.S.5 «Drug Substance. Ziltivekimab.

Reference Standards or Materials», Bepcist 4.0, dinanbHa, Big 12 kBiTHa 2023 (v.4.0, final, dated 12
April 2023); Po3pin 3.2.S.6 «Drug Substance. Ziltivekimab. Container Closure System. Drug
Substance Process C», Bepcisi 1.0, diHanbHa, Big 23 muctomaga 2022 (v.1.0, final, dated 23
November 2022); Po3gin 3.2.S.7 «Drug Substance. Ziltivekimab. Stability», Bepcisi 2.0, ¢iHanbHa,
Big 03 TpaBHs 2023 (v.2.0, final, dated 03 May 2023); Po3gin 3.2.P.1 «Drug Product. Ziltivekimab
C. Description and Composition of the Drug Product», Bepcis 1.0, dbiHanbHa, Biz 28 6epe3ns 2023
(v.1.0, final, dated 28 March 2023); Po3ain 3.2.P.2 «Drug Product. Ziltivekimab. Pharmaceutical
Development», Bepcisi 2.0, dinanbHa, Big 29 6epe3ns 2023 (v.2.0, final, dated 29 March 2023);
Po3gin 3.2.P.3 «Drug Product. Ziltivekimab C. Manufacture», Bepcis 2.0, ¢diHanbHa, Bim 28
6epe3ns 2023 (v.2.0, final, dated 28 March 2023); Po3gin 3.2.P.5 «Drug Product. Ziltivekimab C.
Control of Drug Product», Bepcis 2.0, ¢inanbHa, Big 03 kBiTHs 2023 (v.2.0, final, dated 03 April
2023); Pozgin 3.2.P.7 «Drug Product. DV3430 pen-injector. Container Closure System», Bepcis




TPOJIOBXKEeHHs flofaTka 1

1.0, ¢inanbHa, Big 28 mucromaza 2022 (v.1.0, final, dated 28 November 2022); Po3gin 3.2.P.8
«Drug Product. Ziltivekimab C. Stability», Bepcis 2.0, dinanbHa, Big 29 6epesns 2023 (v.2.0, final,
dated 29 March 2023); Po3gin 3.2.P «Placebo Product. Ziltivekimab C. Placebo», Bepcis 1.0,
dinaneHa, Big 31 6epesnst 2023 (v.1.0, final, dated 31 March 2023); Indbopmaiiist po BUpoOHUUI
[IISTHKY, SIKi 3a/TyueHi B BUPOOHMIITBO JOCTiKyBaHOro jikapckkoro 3acoby: Novo Nordisk A/S;
Site address: Novo Nordisk Park Maélgv, 2760, Denmark; Novo Nordisk A/S; Site address:
Brennum Park, Hilleroed, 3400, Denmark; Novo Nordisk A/S; Site address: Hagedornsvej 1,
Gentofte, 2820, Denmark; Catalent Germany Schorndorf GmbH; Site address: Steinbeisstrabe 1-2,
Schorndorf, Baden-Wuerttemberg, 73614, Germany; Vetter Pharma-Fertigung GmbH and Co. KG,
Site address: Helmut-Vetter-Strasse 10, Schmalegg, Ravensburg, Baden-Wuerttemberg 88213,
Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Site address: Mooswiesen 2,
Untereschach, Ravensburg, Baden-Wuerttemberg, 88214, Germany; Vetter Pharma-Fertigung
GmbH and Co. KG, Site address: Schuetzenenstrasse 87, Ravensburg, Baden-Wuerttemberg,
88212, Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Site address: Eisenbahnstrasse 2-4,
Langenargen, Baden-Wuerttemberg, 88085, Germany; 3pa3ku eTHUKeTOK Ha Tiperapar
nocrimkenss 3intiBekimab C 30 mr/mi / tuiatebo y mmpui-pyukax; [HCTpyKiisi 3i 3acTocyBaHHs
npuctpoto DV3430SDD_A 3 mpenaparom pochiimpkeHHst 3inriBekimab C 30 mr/mn / muiane6o,
Bepcisi DFU_DV3430SDD_A, v.4.0_UA(UK); Indopmauisa ans yuyacHuka ta ®opma 3rogu Ha
yuacth y pochimkenHi 5.0-UA(UK), ¢inanbHa, Bif 26 uepBHs 2023, yKpaiHCBKOIO MOBOIO;
[Hdopmarisi gns yuacHuka Ta Popma 3rofid Ha yuyacThb [ijisi TIOTlepeJHbOr0 CKPUHIHTY, Bepcis
5.0-UA(UK), dinanbHa, Bif 26 uepBHs 2023, yKpaiHChKOK MOBOO; 3MiHa Ha3BU, KOHI|eHTpaLlil Ta
TIePBUHHOI YIIAKOBKH JIOC/TiIKYBAHOT'O TIKAPCHKOT0 3aC00y:

BYJIO CTAJIO
3intiBekimab B 15mr/mn, opHopasoBwuii | 3inriBekimab C 30 wMr/mi, ofgHOpa3oBa
rornepeiHbO 3arioBHeHU wrpuiy (1 mi) rornepeIHbO 3arioBHeHa wrpui-pyuka (0,5 M)

Howmep Ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2237 Bif 18.10.2021

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«ocnimkenns: ZEUS - BrutuB 3inTiBekiMaOy MMopiBHSHO 3 rutarie00 Ha ceplieBo-CyJUHHI HaCTiIKU
B YYaCHUKIB 3 [JiaTHOCTOBAHMM aTepOCK/IePOTUUHMM 3aXBOPIHOBaHHSIM CepLIeBO-CYJUHHOI CUCTEMH,
XPOHIYHOIO XBOPOOOIO HMPOK i CUCTEMHUM 3arajieHHsM», EX6018-4758, Bepcist 9.0, dbiHambHa, Bif
30 muctomnaga 2022 p. (version 9.0, Final, dated 30 November 2022)




TPOJIOBXKEeHHs flofaTka 1

3asgBHUK, KpaiHa

TOB «Hoso Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miggmuc)

(Bnacue im’s TTPI3BUIIIE)



HopaTtok 17

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTEBOI MOMpPaBKU

JIuct-po3’sicienHst Bif, 30 TpaBHsi 2023 poky o IIpoTokosy KiHIYHOrO BHITPOOYBaHHS
BJT-778-001, Bepcis 1.0 Bix 28 >koBTHS 2022 pPOKY, aHI/IilCbKOI0 MOBOMO; JIMCT-pO3’sICHEHHS Bif
08 uepeHs 2023 poky go ITpoTokosy KmiHiuHoro BumnpoOyBaHHs BJT-778-001, Bepcis 1.0 Bif
28 xoBTHS 2022 pOKY, aHIJIIHCHKO MOBOIO; 30i/bIlIeHHS Ki/IbKOCTi TalfieHTiB B YKpaiHi 3 20 710
50 ocib

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 742 Bin 17.04.2023

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«®a3a 1/2a, panHmomizoBaHe, MIal[e00-KOHTPO/ILOBAHE [IOC/II/DKEHHST [JI OLIIHKW Oe3IeKw,
NepeHOCHMMOCTI, apMaKOKiHEeTHKU Ta MPOTUBiIpyCHOI akTUBHOCTI niperniapaty BJT-778 y 3n0poBux
J0OPOBOJIBIIIB Ta TALIEHTIB i3 XPOHIUHOK iH(eKIIier BipycCy renaTuty B, BK/ItOUarOuu Maiji€HTiB
i3 XxpoHiyHotO iHdekieo Bipycy renatuty D», BJT-778-001, Bepcisi 1.0 Big 28 »koBTHs1 2022 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

bmompkel TepanbioTikc, IHK. [Bluejay Therapeutics, Inc.], CIIIA

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 18

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

[HpopmaLiiiHUii JUCT [0 YYaCHUKIB [OCHI[pKeHHS Ha [J0JaTKOBOMY eTari [0/ajbIlIoro
crioctepexkeHHs s YKpainu Big 06 uepBHsa 2023 p., Ha ocHoBi IIpoTtokosny, pemakuis 2 Bif
30 uepBHs 2022 p, oCTaTOUHMI Mepekiaj 3 aHIJIilCbKOI MOBY Ha YKpaiHCbKY MOBY Bif 22 uepBHs
2023 p., ocTaTOUHMM MepeKa/, 3 aHI/IiMCbKOI MOBU Ha pPOCIMCbKY MOBY Bif 22 uepBHsi 2023 p.;
[TogoB)KeHHsI TPUBAJIOCTi MPOBeIeHHs K/TiHiuHOTO BUNIPOOyBaHHs B YKpaiHi fio 31 rpyans 2025 p.

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHgomi3oBaHe KOHTposibOBaHe [ociipkeHHss I ¢a3u 3 MeTow TOpIiBHSUIBHOI —OL[iHKU
nakputuHiOy Ta Tiperapary 3a BUOOpPOM JikKapsi TIpM JIiKyBaHHI TMalli€HTIB i3 TepBUHHUM
mienogibpo3om abo Mienodibpo3om, 10 PO3BUHYBCS TIC/IS CIPaBXHBOI TOMLUATEMil U
eceHIlia/ibHOI TpoMOoIMTeMii, B SKHX Bi/I3HAUa€ThCS TsPKKA TpPOMOOLMTONEHiss (piBeHb
tpombormTiB <50 000/Mk1)», PAC303, pepaxkiiis 2 Big 30 uepBHsi 2022 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOTO BIATIOBITAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«Ci Ti At bio®apma Kopnopetita» [CTI BioPharma Corp.], CIIIA

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 19

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa fociiHuKa [[OC/TiIKyBaHOTO JliKapchbkoro 3aco0y ikneneptuH (BI 425809), Bepcis 13
Big 07 uepBHs 2023 pOKy, aHIJIICHKOIO MOBO; TIOIOBKE€HHSI KJIiHIUHOTO BUTIPOOYBaHHS B
Yxpaini 10 31 ciuns 2025 poky

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1265 Big 23.06.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«PanziomizoBaHe, To/iBiliHe ciiine, mialeb0-KOHTpo/IbOBaHe gocimkenHs 11 dha3u B napanerbHUX
rpyrmax Jijist OLiiHKY e(heKTUBHOCTI Ta 6e31eYHOCTi 3aCTOCYBaHHS Tperapary ik/erepTHHY OZMH pa3
Ha 00y MpoTSIroM 26-TH>KHEBOTO Tepio/y JTiKyBaHHs B malieHTiB 3 um3ogpeHiero (CONNEX-2)»,
1346-0012, Bepcis 2.0 Big 27 »xo0BTHs 2022 poKy

3asgBHUK, KpaiHa

TTignpuemcTso 3 100% iHosemHoro iHBecTHLiclo «AMK’FOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«bepinrep Inrenpxaiim PIIB I'M6X enpg Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH &
Co KG, Austria

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 20

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0pPOB’ Sl
Ykpainu «IIpo npoBeseHHs KITiHIYHUX
BUTPOOYBaHb JIiKapChKUX 3acobiB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPAaBOK 0
MPOTOKOJIiB K/IiIHIYHUX BUITPOOYBaHb,
BHeCeHHs 3MiHM 710 fojaTtka Ne 8 10 Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHu
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

[neHTudikallisi CyTTEBOI MOMpPaBKU

bpomypa gocnignuka Lenvatinib (E7080), Bugannus 20 Big 06 uepBHsi 2023 poKy, aHIJIiMCHKOIO
MOBOI0; 3MiHa Ha3BH MiCIisl IPOBe/IeHHSI K/IiHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
nupektop Ilapamonos B.B. zupektop Ilapamonos B.B.
KomyHanbHe HekoMmepiiiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiiHe —TMiATPUEMCTBO
«UepKacbKui obsiacHui OHKOJIOTiYHMM | «K/TiHIYHMM LIeHTp OHKOJIOTii, TeMaToJIorii,
gucrancep  YepkackKoi  00/1acHOI  paji», | TPAHCIIAHTO/OTII Ta MaliaTUBHOI JIOTIOMOTH
ObmacHuii  1leHTp  KiiHiuHOi  OHKosiorii | Uepkacbkoi o6siacHOT pagu», O6acHuU TIeHTp
(oHKOXiMiOTepaneBTUYHMIT), M. Uepkacu KJIiHIYHOI OHKOJIOTi1
(oHKOXiMiOTeparneBTUUHHUM), M. Uepkacu

Howmep Ta gara Hakasy MO3 npo
TpOBe/leHHs KJIIHIYHOT O
BUIIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCisd Ta jara

«Bigkpure, panzomizoBaHe gociimkeHHsi III da3u ana oriHKKM edeKTUBHOCTI Ta Oe3rneyHocTi
nembpomizymaby (MK-3475) y koMmbiHariii 3 6en3ytudanom (MK-6482) ta nenBatunibom (MK-
7902), abo MK-1308A y kombOiHailii 3 JieHBaTHHIOOM TMOPIiBHAHO 3 TMeMOpomizymabom i
neHBaTWHIOOM B sKOCTi Tmepmioi JiiHii Tepamii /i yYaCHUKIB 3  PO3MOBCIOZKEHOO
CBITJIOK/TITUHHOIO HUPKOBO-K/IITUHHOK KapLuHOMOO», MK-6482-012, 3 iHKOpPIOpOBaHOO
nonpaBkoro 04 Bif 12 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXKeHO0 BifgnoBigampHicTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

B.o. HauanLHHUKA
dapManeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)




Hopatok 21

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0pPOB’ Sl
Ykpainu «IIpo npoBeseHHs KITiHIYHUX
BUTPOOYBaHb JIiKapChKUX 3acobiB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPAaBOK 0
MPOTOKOJIiB K/IiIHIYHUX BUITPOOYBaHb,
BHeCeHHs 3MiHM 710 fojaTtka Ne 8 10 Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHu
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

[neHTudikallisi CyTTEBOI MOMpPaBKU

bpomypa gocnignuka Lenvatinib (E7080), Bugannus 20 Big 06 uepBHsi 2023 poKy, aHIJIiMCHKOIO
MOBOI0; 3MiHa Ha3BH MiCIisl IPOBe/IeHHsI K/IiHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
nupekTop Ilapamonos B.B. aupektop Ilapamonos B.B.
KomyHanbHe HekoMmepiiiliHe mignpueMcTBo | KomyHanbHe HeKOMepLliiHe —TiANpPUEMCTBO
«UepKacbKuii obnacHUiA OHKOJIOTiYHMM | «KUIiHIYHMM LIeHTp OHKOJIOTii, TeMaToJIorii,
mucriaicep  YepkacbKoi  067acHOI  paju», | TPAHCILIAHTOJOTII Ta Ma/iaTUBHOI JOTTIOMOTH
obsacHMii  UeHTP  KiiHiYHOI  OHKosorii | Yepkachkkoi obsacHOi pagu», 0b1acHUN TIeHTP
(oHKOXiMiOTepareBTUYHMIT), M. Uepkacu KJIiHIYHOI OHKOJIOTi1
(oHKOXiMiOTepaneBTUUHUIA),
M. Yepkacu

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBAHHS

Ne 187 Bip 05.02.2021

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«Bigkpute kmiHiuHe pociimpkeHHs 11 ¢das3u, 1110 NPOBOAUTHCS B OAHIM Tpymi /s OL[iHKA
nemMOposti3ymaby B KoMOiHallii 3 JieHBaTMHIOOM B SIKOCTi TepINOi JIiHii JIiKyBaHHS B yYaCHUKIB 3
PO3IOBCIO/)KEHOK / MeTacTaTUYHOK HEeCBITVIOK/IITUHHOI HUPKOBO-K/IITUHHOK KapLMHOMOO
nupku (HckHKKH) (KEYNOTE-B61)», MK-3475-B61, 3 iHkoprniopoBaHoto morpaBkoto 03 Bif

04 cepnns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO BifnoBifanpHicTI0O « MC/I YKpaiHa»

CnoHcop, KpaiHa

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

B.o. Haua/ILHUKA
dapManeBTUYHOT0 YIPaB/IiHHA

Onexkcanap I'PINEHKO

(mignuc)

(Bnacue im’st TIPI3BUIIIE)



Hopatok 22

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bporypa pocnigavka Aenymab (MSB0010718C), Bepcis 13 Bix 09 uepBHsi 2023 poky; 3MiHa
Ha3BM MiCIIsl TPOBeIeHHsT BUTIPOOYBaHHS:

BYJIO CTAJIO
rou. jikap Cokyp [.B. nupekTop Cokyp L.B.
KomyHasbHUE 3aKknaj, XepcoHChKOi 006sacHOi | KoMyHa/mbHe — HeKOMepIIiiiHe — ITiJIIPUEMCTBO
paau «XepCOHCHKUI 00/1aCHUM OHKOJIOTiUHUM | « XepCOHCHKUM perioHabHUM OHKOJIOTiUHUH
[TUCTIaHCep», XiMiOTeparieBTUUHE BiJfi/ieHHs], | eHTp»  XepCcoHChKOi  obmacHoi  pajw,
M. XepCOH, CMT. AHTOHIBKa BifiiizieHHs1 XimioTeparii Ta OHKOreMaroJiorii,
M. XepCoH, CMT. AHTOHIBKa

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1277 Big 20.10.2017

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«bararorientpoBe, Bigkpute gocmimkenHs III  ¢a3u 3acTocyBaHHS TIperapaTy aBeaymab
(MSB0010718C) y mopiBHSIHHI i3 3aCTOCYBaHHSIM [BOXKOMIIOHEHTHOI KOMOiHaIlii Ha OCHOBI
rpernapariB IUIaTUHU sK Teparii nepmioi JjiiHil npu PD-L1-no3sutuBHOMY, peLyguByrOUOMY
He/IpiOHOK/TITUHHOMY paky JjereHi abo HeApiOHOKMTUHHOMY paky JereHi IV crazii»,
EMR 100070-005, Bepcis 6.0 Big 03 ciung 2019 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3emHor0 iHBecTHiero «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck KGaA, Himeuunna

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 23

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignuka Lenvatinib (E7080), Buganus 20 Big 06 uepBHsi 2023 poKy, aHT/IiNCHKOIO
MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«bararorjeHTpoBe, paHZIOMi30BaHe, MO/[BiliHe CJjiille, KOHTPO/JbOBaHe 3a JJOTIOMOIOK) AKTHBHOI'O
npernapary KiiHiuHe gocmimpkeHHs: 111 da3u s oniHky Gesneku Ta eeKTUBHOCTI JIEHBAaTUHIOY
(E7080/MK-7902) 3 membpomnizymabom (MK-3475) y moeaHaHHI 3 TpaHcapTepiaTbHOMO
ximioemboizarjiero (TACE) mopiBHsHO 3 mnpoBefeHHssM Tinbkh TACE y yuyacHukiB 3
HEeBWIIKOBHOIO / HeMeTaCTaTUYHOI TreraroletosipHo0 KapuuHoMmoro (LEAP-012)», MK-7902-
012, 3 inKkopriopoBaHot0 norpaskoro 05 Biz 28 nucromnaga 2022 poky

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifnoBifampHicTIO «MCJ/I YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




Hopnartox 24

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignuka Lenvatinib (E7080), Buganus 20 Big 06 uepBHsi 2023 poKy, aHT/IiNCHKOIO
MoBOrO; bpomypa gna  mangienta, MK-7902-014_PB_EMEA_ykpaiHCbKOIO  MOBOIO_JJIS
Ykpainu_V05.1

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2237 Big 18.10.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«PanzpomizoBane gocmimpkenHss I da3su  fAng  oOLiHKM  edeKTHMBHOCTI Ta  0e3meuHOCTi
nembponizymaby (MK-3475) y kombinHauii 3 nenBatrni6bom (E7080/MK-7902) i xiMmioTeparti€to
TOPIiBHAHO 31 CTaHJAPTHUM JIIKyBaHHSM B $KOCTI IMepliol JIiHil Tepamii [/ y4YacCHUKIB 3
MEeTaCTaTUYHOI0  KapIMHOMOIO  cTpaBoxoay», MK-7902-014  (E7080-G000-320), 3
IHKOPITOPOBAHOIO MOIPaBKOI 07 Big 17 6epe3nsi 2023 poky

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifnoBifampHicTIO «MCJ/I YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 25

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bportrypa gocnigauka Ontamalimab, Buganns 12.0 Big 02 uepBHsi 2023 poKy, aHI/iHCbKO0 MOBOIO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 466 Big 13.03.2018

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«JloBrocTpokoBe po3iIupeHe AoCTipKeHHs $ha3u 3 A/is oLiHKu Oe3nevHocTi npernapaty SHP647 y
MaIfieHTiB i3 BHUpa3KoBMM KoiiToM abo xBopoOoio KpoHa cepefHbOrO Ta Ba)KKOT'O CTYITEHS
TsDKKOCTI (AIDA)», SHP647-304, Bepcis 3 nonpaskowo 4 Bif 21 BepecHst 2020 poky

3asiBHUK, KpaiHa

ToeapuctBo 3 OOmexeHoro BignoBiganeHicTio «KonTpakTHO-[ocmiguuipka OpraHi3ariist
IHHOdapM-YKpaiHa»

CrioHCOp, KpaiHa

«IIlatiep XbtomaH /IxeHeTik Tepami3, IHK.» (Shire Human Genetic Therapies, Inc.),USA

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




HopnaTtok 26

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/ITIOBiIaIbHOTO TOC/TiIHMKA; 3MiHa HAa3BM MiClis ITPOBe/IeHHs KJIiHIYHOTO BUTTPOOYBAHHS:
bYJIO CTAJIO
3aB. Bia. [lleBns C.IL. MeanuHuid aupekTop CnobosHiok T
KomyHanbHe HekoMmepiiitiHe mignpueMcTBo | KoMyHanbHe HeKOMepIiiiiHe — MiANpUEMCTBO
«[Topinbcekuii perioHanbHUM 1JeHTP OHKOJIOTIT | «[TofibChbKUM perioHa/bHUM LIEHTP OHKOJOTiT
Binnuipkoi obmacHoi  paauw», BiagineHHs | BiHHUI[BKOI obacHoi pagu»,
ximioTteparii, M. BiHHuLg XiMmioTepaneBTUUHe BiJiJIeHHA 3 JIDKKaMu
JleHHOT0 repebyBaHHS MAaIli€EHTIB, M. BiHHUIs

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 687 Big 21.06.2017

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«MixkHapo/iHe, 6araTorjeHTpOBe, PaH/J0Mi30BaHe, BiZIKPHUTe, MOPiBHS/IbHE JOC/TiKeHHs da3u 3 1o
BU3HaueHHIO edekTtuBHOCTI [ypBasyma0by uu kKombGiHarjii [lypanymaby i Tpemenimyma0Oy i3
[JIATUHOBMICHOKW  XimioTepamiero i 1-1 iHil JiKyBaHHA IALIEHTIB 3 MeTacTaTUYHUM
HepiOHOKMiTHHHMM pakom nereHiB (HKPJT) (POSEIDON)», D419MCO00004, Bepcis 7.0 Bif
13 rpyans 2022p.

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




Hopatok 27

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

[TogoB)keHHs TpUBasoCTi KiiHiuHOro BurpoOyBaHHs CL3-95005-007 B Ykpaini g0 30 »KOBTHS
2023 poky

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 187 Bip 05.02.2021

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«Binkpure pangomizoBaHe pgocnigpkeHHs III ¢as3u, sike mopiBHIOE TPUQIYpUIUH / TUMipaLua y
NoeiHaHHI 3 OeBar3ymMaboM Ta MOHOTepari€r TPUQGIYPUAWH / TUMIpalUia y TMali€HTiB i3
pedpakTepHUM MeTacTaTMUHUM  KOJIOpeKTa/ibHUM  pakoM  (gocmigykeHHs SUNLIGHT)»,
CL3-95005-007, dinanpHa Bepcis 2.1 Big 27 uepBHs 2022 p.

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifnoBifampHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

IHcTuTyT Mi>dkHapogHux pociifpkeHb «CEPB’E» (Institut de Recherches Internationales Servier
(LR.L.S.)), ®paniiis

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopnaTok 28

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa gocnigavka S 95005 (TAS-102, Lonsurf®), Bepcist Ne 10 Big 09 TpaBHst 2023 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHgomizoBaHe, BifkpuTe KiaiHiuHe gocsimpkenss 111 ¢asu tpudaypuauny/tunipamuty (S 95005)
y KoMmOiHariii 3 6eBar3ymMaboM y TIOpPiBHSIHHI /10 KarneriutabiHy y KombiHarlii 3 6eBaijuzymabom y
repLIiy JIiHil JIIKyBaHHSl TMalli€HTIB 3 MeTaCcTaTUUHUM KOJIOPEKTaJlbHUM pakoM, $Ki He €
KaHAugaTaMu Jst iHTeHcuBHOI Tepartii (gocmimkenHs SOLSTICE)», CL3-95005-006, dinanbHa
Bepcig 5 Bif 12 xoBTHa 2022, 3 IHKOPIIOPOBAHOK CYTTEBOIO IOIpPaBKOX Ne 5, Bif 12 >KOBTHS
2022 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHOI0 BizinoBiganpHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

IHCcTUTYT Mi>)kHapoaHux gocmimkeHb «CEPB’E» (Institut de Recherches Internationales Servier
(I.R.L.S.)), ®panuis

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




HopaTok 29

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Kaptka g5 maijieHta «OHOB/eHHsT 1[oA0 Ballloro KiaiHIYHOrO AOC/iIKeHHs», Bepcis 1.0 Bif
2023_05_09p. yKpaiHCbKO MOBO; 3MiHa Ha3BU MiCIls TPOBeZIEHHs K/TiHIYHOTO BUNPOOYBaHHSI:

MaJ/IOiHBa3UBHOI Ta eH/O0CKOITYHOI Xipyprii,
IHTepBeHLIHOI pagiosorii, M. Kuis

BYJIO CTAJIO
K.M.H. Ocrarnenko FO.B. K.M.H. Ocrarnenko O.B.
HauioHaneHuli IHCTUTYT paky, BiggineHHs | epkaBHe  HeKOMepLjiiHe  MiANPUEMCTBO

«HarjioHanbHul IHCTUTYT paky», BiAJileHHS
MaJIOiHBa3UBHOI Ta €eHJOCKOINIYHOI Xipyprii,
iHTepBeHLIiiHOI pagiosorii, M. KuiB

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1388 Big 08.11.2017

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«PaHgomi3oBaHe, BigKpuTe, 0OaraTolleHTPOBE

TpemeniMyma0y B SIKOCTi TepIIoi /iHii JiKkyBaHHsI TIALIIEHTIB 3 TIOIIMPEHUM TeraToLeTFIIPHUM
pakoM (HIMALAY A)», D419CC00002, Bepcisi 7 Bizi 22 BepecHsi 2021 poky

pocmimkennss III  ¢asu  [dypBanymaby Ta

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)



HopaTok 30

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa gocnigavka S 95005 (TAS-102, Lonsurf®), Bepcist Ne 10 Big 09 TpaBHst 2023 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Bigkpure paHgomizoBaHe fgociimkeHHs I ¢a3u, sike mopiBHIOE TPUQPIYPUIUH / TUMTipal[Ua y
noefHaHHi 3 OeBal3ymMaboM Ta MOHOTepari€r TpUGIYPUAVH / THUMipalWi y TAaIjieHTiB i3
pedpakTepHUM  MeTaCTaTUYHUM  KOJOpeKTajibHUM pakoMm  (mocmimkeHHss SUNLIGHT)»,
CL3-95005-007, dinansHa Bepcisi 2.1 Bijg 27 uepBHs 2022 p.

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHOI0 BizinoBiganbpHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

[HCcTUTYT Mi>)kHapoaHux gocmimkeHb «CEPB’E» (Institut de Recherches Internationales Servier
(LLR.L.S.)), ®paHuis

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/IiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




Hopatok 31

[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30pPOB’S
Ykpainu «I1po npoBefeHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX I10IIPaBOK /0
MIPOTOKOJIIiB K/TiHIYUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 10 fogaTtka Ne 8 1o Haka3zy
MiHicTepcTBa OXOPOHHU 37J0pOB’S YKpaiH!
Biz 26 yurHsa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTEBOI MOMpPaBKU

3MiHa Bi/INOBiIa/IbHOTO IOC/TiTHMKA; 3MiHa Ha3B MiCIlb MIPOBe/IeHHSI KJIiHIYHOTO BUIIPOOYBaHHS:

BifzisieHHs1 XimioTeparii, [lep>kaBHUM 3ak/aj
«/IHInporeTpoBChKa MeauyHa akazemis
MiHicTepcTBa OXOpPOHMU 370pPOB’Sl YKpaiHW»,
kadeapa oHKomorii i meauuHoi pafionorii,
M. JIHinpo

BYJIO CTAJIO

3aB. Big. [lleBus C.II. nikap Cno6opstiok I'.T'.

KomyHanbHe HekoMmepliiiHe mifnpuemMcTBo | KomyHanbHe HeKOMepLiiliHe —MiANPUEMCTBO
«IlofimbChKU perioHanbHUM LieHTp OHKOMOTil | «[TofinbChbKUil perioHasbHUM LIEHTP OHKOJIOTIl
Binnmipkoi  obmacHoi  Pagu», BigginenHs | BiHHUI[BKOI obsacHoi Pamu»,
ximioTeparii, M. BiHHuLs xiMmioTeparnieBTU4YHe BiJJieHHS 3 JIDKKaMU

JIeHHOTO TlepeOyBaHHS MALli€EHTIB, M. BiHHUIS

I.M.H., ipod. BoHgapenko .M. I.M.H., ipod. BoHgapenko .M.

KomyHanbHuii  3aknazg  «/JHinporieTpoBcbka | KomyHanbHe  HeKoMepliiliHe — MiANPUEMCTBO
Micbka OaratonpodisibHa KiiHiuHa JikapHs | «MicbKa KiiHiuHa JjiikapHst Ned» JIHIMpOBCHKOT
Nod»  JIHITIPOTIeTPOBCHKOI  00/1aCHOI  pajiv», | MiCBKOI pajiy, XiMioTeparieBTUUHe BiJ|fiIeHHs

3 JIeHHUM CcTaunioHapoM, [IHINpOBCHKUA
Jlep)KaBHUN MeJWYHUM yHiBepcuTeT, Kadezpa
OHKOJIOTIi Ta MeUYHOI paziosorii, M. JJHIinpo

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBAHHS

Ne 545 Big 19.05.2017

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«PanzomizoBaHe, H6araTolieHTpOBe, BiIKpuTe, OpiBHs/IbHe focsimkeHHs 11 dha3u A/ BU3HaueHHst
edektrBHOCTI [lypBanymaby uu kombiHariii [lypBanymaby i TpemeniMmymady y komOiHarii 3
M7IaTUHOBMICHOIO ~ XiMiOTepami€ro y mMepiiii JiiHil
npibHOKTiTHHHUM pakoMm JtereHiB ([IPJT) (KACITIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns

2020 p.

JIIKyBaHHS TIAL|I€HTIB 3 IIOLIWPEHUM




TPOJIOBXKEeHHs flofaTka 1

3asaBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(migruc)

(Bnacue im’s TIPI3BUIIIE)



Hopatok 32

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa goctiiHUKa JOCTiIKyBaHOTO TiKapCchKOro 3acoby Ikca3omib (Ixazomib), BuganHs 16 Bif
19 TpaBHs 2023 poKy, aHI/IiHCHKO0 MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PanzomizoBaHe, 11aie60-KOHTPO/ILOBaHE, TIO/BiliHe CJiine JOC/TimpKeHHs a3y 3 MiATPUMYYOTro
nikyBaHHs1 [kcazomibom Llurpatom (MLIN9708) asisi epopajbHOrO 3aCTOCYBaHHS y TIAL[iEHTIB 3
MHOKMHHOIO MI€JIOMOFO TIiC/Isi TPaHCIUIaHTaLlii ayToMOTiyHUX CTOBOypoBUX KimiTuH», C16019,
Bepcis i3 nonpaskor 04 Bix 22 sucronaza 2021 p.

3asiBHUK, KpaiHa

ToeapuctBo 3 OOmexeHoro BignoBiganeHicTio «KoHTpakTHO-/ocmiguuipka OpraHi3ariist
IHHOdapM-YKpaiHa»

CrioHCOp, KpaiHa

Takeda Development Center Americas, Inc. (CIIIA)

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 33

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

OnoBneHa [HCTpyKLisi i3 3acTocyBaHHs AOCHi[KyBaHOrO JikapcbKoro mnpenaparty (OJIIT) pns
narjieHTa, pepakuis 4 Big 08 tpaBnus 2023 p.

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2266 Big 12.11.2019

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«docnimpkeHHsi 3 OLiHKKA edeKTHUBHOCTI, Oe3meuHocTi Ta (apMakOKiHETHKW TIPH 3aCTOCYBaHHi
npeniapaty IgPro20 (imyHorymoOymiHy [l TiJIIKipHOTO BBeZieHHs, Xi3eHTpa®) y /10pOCIUX
nauieHTiB i3 gepmaromiosutom (M) - gocimkennss RECLAIIM», IgPro20_3007, nornpaBka 4 Bif
20 >xoBTHs 2022 p.

3asiBHUK, KpaiHa

TOB «ApgBances Kiinikan», YKpaiHa

CnoHcop, KpaiHa

CSL Behring LLC, USA / CiEcEn bepinr EaEnCi, CIIIA

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/IiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




Hopatok 34

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHUH TIPOTOKOJ KiHiYHOTO BUMpoOyBaHHS MK-7339-009 3 iHKOPIOpPOBaHOO TIOMPABKOIO
03 Big 22 TpaBHs 2023 poky, aHrJilickkoro MoBow0; MK-7339-009, [loroBHeHHs A0 iHdopMaliii Ta
JIOKyMeHTy TIpo iH(opmoBaHy 3rofy AJs mnauieHTa, Bepcis 00 Bixg 28 uepBHsi 2023 poky
YKPaiHCbKOK MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PanzmomizoBane Bigkpure gocmimpkeHHss ¢dasu 2 Ta 3 Ognamapuby y KomOiHarii 3
[Tembponizymabom y TOpiBHSIHHI 3 XiMioTeparmielo y KomoOiHariii 3 ITemOposizymabom micsist
iHAyKLil K/TiHIYHOI repeBary 3 MepIioro JiHiero XiMioTepartii y kom6iHatii 3 Tlembposizymabom y
MaIrfieHTiB 3 MiCI[eBO-PeLANBYIOUMM HeorepabenbHUM ab0 MeTacTaTUUHUM — TOTPiMHO-
HeraTUBHUM pakoM MoJjiouHoi 3ano3u  (TNBC) (KEYLYNK-009)», MK-7339-009, 3
IHKOPIIOPOBAHOMO MOMpaBkoro 02 Bif 18 TpaBHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXKeHOr0 BifgnoBifampHicTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




HopaTtok 35

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

OHoBNeHUI TIPOTOKOJ KiiHiuHOro BumpoOyBaHHsi Ne BAY 80-6946 / 17833 Bepcis 8.0 3
inTerpoBaHoto nonpaBkoro 09 Big 21 Gepesns 2023; HocnimkenHs 17833, KopoTka oHoBjeHa
indopmariis a5 naijienta Ta dopma iHdopmoBaHoi 3roau, Bepcisa 1.0 gns Ykpainu Bijg 20 uepBHs
2023 p. yKpaiHCBKOIO Ta POCIHChKOIO MOBaMH Ha OCHOBi KOPOTKOI OHOB/eHOi iHdopmariii s
narjieHta Ta (opmu iHdbopmoBaHoi 3roau, Bepcii 1.0 ans Ykpainu Big 31 Gepesns 2023 p.
(octaTouHa Bepcist ipoTokosy 8.0 Bif 21 6epesnsi 2023 p.)

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1542 Big 06.12.2017

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«®aza III, panmomizoBaHe, TMOABiMiHe CiiirMe, KOHTPOJ/IbOBaHe, 0araTOLIEHTPOBE OC/iIKEeHHS
inribitopa PI3K Komaumiciby 3 BHYTpIllIHbOBEHHMM IIJIIXOM BBeJIeHHST B KOMOiHaljii i3
CTaHJAapTHOK IMyHOXiMiOTepari€l0 B TIOPIBHAHHI 3 CTaHJApTHOK IMyHOXiMiOoTepari€w y
MAal[ieHTIiB 3 pelUANBOM iH/I0/IeHTHOT HexOMKKiHCbKoil jiMpomu (IHXJT) — CHRONOS-4», BAY
80-6946 / 17833, Bepcis 7.0 3 inTerpoBaHoro nonpaBkoro 08 Bix 14 cepriag 2019

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHa

CrioHCOp, KpaiHa

baiiep ATl', HimeuunHa

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTtok 36

[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «I1po npoBefeHHs KIiHIYHUX
BUTIPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX I1OIPABOK /0
MIPOTOKOJTIB KJTiHIYHUX BUTTPOOYBaHb,
BHECEeHHs 3MiHM 10 fogaTka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 370POB’s1 YKpaiHu
Biz 26 murHg 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

Onosnennsi [Ipotokony kiiHiyHOro fAociaimpkeHHs J2G-MC-JZJX, Bepcis 3 nompaBkow (g) Bif
28 kBiTHs 2023 poKy aHriMicbkoro MoBoto; OHoBeHHs TH(opMaLllii 7151 TalfieHTa JoC/i/PKeHHs Ta
@®opmu [HbopMoBaHOi 3roaud A/ yuyacTi y [OC/i/PKeHHi [Ji1 BUKOPUCTaHHSI B YKpaiHi
yKpaiHCbKoro MoBoto, Bepcis Ne 4.0 Bix 30 uepBHs 2023 poky; OHoBneHHsi [Hdopmarii as
naiieHta gocaifkeHHss Ta Popmu IHopmoBaHoi 3roau A ydacTi y [AOCHi[KeHHi s
BUKOPMCTaHHS B YKpaiHi pocilicekoro MoBoto, Bepcist Ne 4.0 Big 30 uepBHs 2023 poky; OHOB/IeHHS
[Hpopmaii ass nauienTa gocrigkeHHs Ta @opmu [HPopmoBaHoi 3rogu /s mepexojy Ha iHile
JIKyBaHHS B paMKax [OC/iJ)KeHHs [i/I1 BUKOPUCTaHHA B YKpaiHi yKpaiHCbKOK MOBOIO, Bepcisi Ne
4.0 Big 30 uepBHs 2023 poky; OHoBnieHHs1 IH¢opMaliii A/is MmaijieHTa A0CTiyKeHHs Ta
@®opmu IHdopmMoBaHOi 3rozau [/1s Tiepexo/y Ha iHile JiKyBaHHSI B paMKaX JOCJiKeHHs JJisi
BUKOPMCTaHHS B YKpaiHi pocilicbkoro MoBoto, Bepcisi Ne 4.0 Big 30 yepBHs1 2023 poky; OHOB/IeHHs
Indopmarii g5 natienTa gocnigkenHs: Ta ®@opmu IHdopmoBaHoi 3roju [/ yuacTi y npotiefypi
TIoTiepeJHHOT0 BiZIbOpY [0 AOCTiMKEeHHS /71 BUKODUCTaHHS B YKpaiHi YKpaiHCBKOH MOBOO,
Bepcisi Ne 4.0 Big 03 ymumuHs 2023 poky; OHoBneHHs: [Hpopmariil /s maljieHTa AOCTiKeHHs Ta
dopma IHdhopmoBaHoi 3roau Ayist yyacTi y porieiypi mornepeAaHbOro Bii00PY /0 JOC/TiIKeHHs AJist
BUKOPMCTaHHS B YKpaiHi pocilicbKOr M0OBOO, Bepcist Ne 4.0 Big 03 munHs 2023 poky

Howmep ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IiIHIYHOTO
BUTIPOOYBaHHS

Ne 1265 Bif 23.06.2021

Ha3Ba kiHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCisd Ta fara

«LIBRETTO 432: ITnaie60-KOHTpOIbOBaHe MOABilHe cilire paHAzoMi30BaHe JoC/ipKeHHs 3 (a3u
[U1s1 OL[iHKM aJi’ FOBAaHTHOI Tepartii cesimepKaTUHIOOM ITiC/isl paZiMKaIbHOI JIOKOperioHapHOi Tepartii y
MalfieHTiB 3 HeApPiOHOKIITUHHUM pakoM JiereHi crazii IB-IIIA 3 HasBHicTIO TriOpuUAHOTO TeHa
RET», J2G-MC-JZJX, Bepcis 3 nonpaskoto (f) Big 03 ceprins 2022 poky




TPOJIOBXKEeHHs flofaTka 1

3asiBHUK, KpaiHa «Eni Jlinai Bocrok CA», llIBelitapis

CrnioHcop, KpaiHa Eni Jlinni ey Kommnani, CIIA / Eli Lilly and Company, USA

B.o. HauaibHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA Onexkcanap I'PINEHKO

(miggmuc) (Bnacse im’st TIPI3BUIIE)




Hopatok 37

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0pOB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHKUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOIMPAaBOK /0
MPOTOKOJIIiB KJTiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHu
Biz 26 yurHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHHH TIPOTOKOJ KiiHiuyHOTO BUMpoOyBaHHs MK-3475-905, 3 iHKOPITIOPOBaHOIO TIOTIPABKOIO
09 Big 29 uepBHsa 2023 poKy, aHI/IiMCHKOIO MOBOIO; 3MiHa Ha3B MiCllb MPOBe/|€HHSI KJIiHIUHOTO

BUITPOOYBaHHS:

BYJIO

CTAJIO

Jupexrtop Ilapamonos B.B.

KomyHanbHe  HekoMepLiiiiHe —MiJTPUEMCTBO
«Hepkacbkuit obacHuiA OHKOJIOTIYHUA
qucriaHcep» Yepkacbkoi obsiacHOI  pasin»,
obmacHUM  UEeHTp  KIIiHIYHOI  OHKOJIOTil
(oHKOXiMiOTepareBTUYHMIT), M. Uepkacu

pupekrtop IlapamoHos B.B.

KomyHanbHe HeKoMepljiliHe —Ii/INPUEMCTBO
«K/miHIYHMM LeHTp OHKOJIOrii, TemaToJorii,
TPAHCIUIAHTO/IOTIT Ta TasiaTUBHOI [JOMOMOTH
Yepkacbkoi 00s1acHOI pajin», 00/IaCHUNA TIEHTP
K/IiHIUHOT OHKOJIOTi1
(oHKOXiMioTepaneBTUUHMIA), M. Yepkacu

nupektop Cokyp L.B.

KomyHanmpHe HekoOMepLiiiHe MiATIPUEMCTBO
«XepCcoHCBKMM ~ 00/lacHUN  OHKOJIOTiUHMA
mucraHcep»  XepcoHCBKOI  00/slacHOT  paji,
XiMioTepaneBTHUYHE BiJfieHHs, M. XepPCOH

nupektop Cokyp [.B.

KomyHanpeHe HekoMepLjiiHe — MiZJIIPUEMCTBO
«XepCOHCbKUM perioHa/lbHUM  OHKOJIOTiUHUM
LleHTp»  XepCOHChKOi  obsacHoi  pajw,
BiiliyIeHHs1 XiMioTepariii Ta OHKOreMarToJioril,
M. XepCoH

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PangomizoBane pocmimpkenss 111 dasu s olliHKK [UCcTeKTOMil B KOMOiHaIlii 3 mepioneparfiiHum
3aCTOCYBaHHSIM MeMOposiizymMaly Ta /i OI[iHKM LIMCTeKTOMili B KOMOiHallii 3 repiomnepariiiHum
3aCToCyBaHHSIM eH(hOpTyMaly BefOTHHY Ta TeMOposi3yMalOy TMOpIiBHSHO 3 TIPOBe/IeHHSIM Ti/IbKU
LIUCTEKTOMII /i y4YaCHHMKIB 3 M’SI30BO-iHBa3MBHUM DAaKOM CEUOBOr0 MixXypa, fIKMM He MOXKHa
MPOBOJIUTA JTIKYBaHHSI LMCIUIATUHOM ab0 $Ki BiMOBUIMCSA BiJ JIKyBaHHS IUCIIATHHOM
(KEYNOTE-905/EV-303)», MK-3475-905, 3 iHkopriopoBaHoto noripaBkoto 08 Big 01 ysimcronaza




TPOJIOBXKEeHHs flofaTka 1

2022 poky

3asgBHUK, KpaiHa

ToBapuCcTBO 3 00MeXXeHOr0 BinoBiganbHicTi0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miggmuc) (Bnacue im’s TTPI3BUIIIE)




HopnaTok 38

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTEBOI MOMpPaBKU

Ononenwuii ipotokon (Bepcis 1.4 Big 03.07.2023); OHoenenuii CuHoncuc Ao npotokosny (Bepcis
1.4 Big 03.07.2023); OnosneHa Indopmauis ana mnaiienta ta ®opma IHdopmoBaHoi 3roau
naljieHTa Ha y4acTh y K/iHiuHOMy gochigkeHHi (Bepcis 1.3 Big 03.07.2023); 3miHa KiJIbKOCTI
JOCIipKyBaHUX B CBITI Ta YKpaiHi:

BYJIO CTAJIO
36 40
3MiHa KOHTAaKTHOI 0c00H1 CIIOHCOpa:

BYJIO CTAJIO
KepiBHUK YTipaB/iHHS MeJAUUHOIO CyNpoBOAY | KepiBHMK IIpOeKTy YmpaBiiHHA KJIHIYHUX
TOB «biogapma I11a3ma» BUTIPOOYBaHh Ta MEQWUUHOTO  CYIPOBOZY
Kebenenko fApocsnas I'eopritioBuy TOB «biogapma I1nazma»

Mariibox Codist BosogumupieHa

Howmep Ta gata Hakazy MO3 1ipo
TpOBeleHHs KJIIHIYHOrO
BUIIPOOYBaHHS

Ne 333 Big 17.02.2022

Ha3Ba k/iHiuHOTO BUTIPOOYBaHHS,
KO/, BepCisi Ta fara

«Bigkpure, 0araTorieHTpOBe, MiKHapO/AHEe JOCTiHKeHHST e(deKTUBHOCTI, Oe3mevHocTi Ta
repeHocuMocTi mperniapaty bioBeH, BupoOHMIITBAa TOB «biodapma Ilna3ma», y mopocimx
MaIfieHTiB 3 XPOHIUHOI TMEPBUHHOI iMyHHOI TpoMmboruToneHiero (ITIT)», 2021-BV-ITP-BP,
Bepcis 1.3 Big 12.12.2022




TPOJIOBXKEeHHs flofaTka 1

3asaBHUK, KpaiHa

TOB «BIOD®APMA IIJTA3SMA», Ykpaina

CrioHcop, KpaiHa

TOB «BIO®APMA IIJTA3SMA», YKpaina

B.o. HauanLHHUKA
dapmaneBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PINEHKO

(miggmuc)

(Bnache im’st TIPI3BUILIE)



HopnaTok 39
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 26 yunHa 2023 poky Ne 1355»
17.08.2023 Ne 1470

InenTudikallis CyTTeBOI MOMpaBKU

[Mpoueaypa AUCTaHLIIMHOTO OTpPUMaHHs iH(GOPMOBaHOI 3rofW AJsl [OAATKOBOTO [1OC/iKeHHs
aBesymaby (MS100070_0176), V1.0UKR(uk)1.0 Big 07 uepBHst 2023 poKy, YKpaiHCHKOI MOBOIO;
[Mpoueaypa AUCTAHLIIMHOTO OTpUMaHHs iH(GOPMOBaHOI 3roAW A/s1 [OAATKOBOTO [1OC/iKeHHs
aBesymaby (MS100070_0176), V1.0UKR(ru)1.0 Big 07 uepBHsi 2023 pOKy, pOCiiiCHKOIO MOBOIO;
3MiHa Bi/IMTOBiZIA/TbHOTO TOC/Ti THUKA MICIisl TIPOBeZIeHHsI BUIIPOOYBaHHSI :

«[TofinbCbKUM perioHaJbHUM LEHTP OHKOJIOTIl
BiHHMIBKOI obsacHo1 paju»,
XiMioTeparieBTUYHe BijziseHHs, M. BiHHULS

BYJIO CTAJIO
A.M.H. Hlampan B.A. K.M.H. Mamesceka O.B.
KomyHanbHe HeKkoMmepijiliHe mignpueMcTBo | KoMyHanbHe HeKOMepIijiliHe —TiJJIIPUEMCTBO

«[ToginbChbKUI perioHasbHUN LEHTP OHKOJIOTIl
BinaMIBKOI obs1acHo1 pajin»,
XiMioTeparieBTUUHe Bij/ineHHs, M. BiHHULg

3MiHa Ha3BM MiClisl TTPOBe/IeHHS] BUTIPOOYBaHHS:

BiJjiJieHHs1 XiMioTepariii Ta OHKOremaToJIorTil,
M. XepCOH, CMT. AHTOHIBKa

BYJIO CTAJIO
zupekrtop Cokyp L.B. nupekrtop Cokyp L.B.
KomyHanbHe HekoMmepLiliHe TMignpueMcTBo | KoMyHanbHe HeKOMepLjiliHe TiJIIPUEMCTBO
«XepCcoHCHLKMM ~ 00/IaCHUH ~ OHKOJIOTiUHMM | «X€epPCOHChKUM perioHa/IbHUH OHKOJIOTiUHUN
JUCraHcep» XepCOHChbKOI 06nacHOi pag, | eHTp»  XepcoHChKOi  obmacHoi  paju,

BiJjiJleHHs1 XiMioTepariii Ta OHKOremaroJIorii,
M. XepCoH, CMT. AHTOHIBKa

Howmep Ta gata Hakazy MO3 npo
MpOBeZleHHs KJIIHIYHOrO
BUTIPOOYBaHHS

Ne 1415 Big 7.08.2023

Has3Ba K/iHiYHOTO BUTIIPOOYBaHHS,

«Bigkpute, 0OaraToIleHTPOBe  OC/i/KEeHHs

TIOJJA/IBITIIOTO  CTIOCTEPEXKEHHs1 i 300py




TPOJIOBXKEeHHs flofaTka 1

KO[|, BepCis Ta zara

JIOBFOTEPMIHOBMX [JlaHMX [P0 YYaCHHUKIB JEKi/JIbKOX KIiHIYHUX [JOC/i/pKeHb aBenymaly
(MSB0010718C)», MS100070_0176, 1.0 Biz 30 xoBTHs 2018 poky

3asiBHUK, KpaiHa

ITigrnpremcTso 3 100% iHo3eMHoto iHBecTHIlicto «kAMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Merck KGaA, Himeuyunina

B.o. Haua/IbHUKA
dapMaLeBTUYHOT0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)




