Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo nmpoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
02.08.2022 Ne 1376

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«Bigkpure gocnimkeHHs nepuoro 3actocyBanns npenapaty GEN1046 y moauHu 3 TiBUIIIEHHSM 03U Ta 3
PO3MIMPEHUMH KOTOPTaMHU, IO TMPOBOJUTHCS 3 MeTOK oliHku Oe3meunocti GEN1046 y xBopux i3
3JIOSIKICHUMU COJIITHUMU NyxauHamMuy, kKo nociipkeHass GCT1046-01, Bepcis 7.0 Big 06 sxoBTHs 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

Genmab US, Inc., CIIIA

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

GEN1046 (DuoBody®-PD-L1x4-1BB); GEN1046; kornenTpar s po3uuny s indy3ii 100 mr y drakoni
5 mi; 20 mr/mi; Genmab A/S, Jlanis; Lonza AG, Lonzastrasse, 3930 Visp, IlIBeiimapis; Baccinex S.A.,
[Beiimapist

Binmosinansumii (1)
JIOCJTITHUK (M) Ta MiCLIe
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) n.m.H., ipod. bongapenko .M.

Komynanbne Hexomepiiiae mignpueMcTBo «Mickka kitiHiuHa JikapHs Nedy J[HIMPOBCHKOI MICBKOI pajiw,
XiMiOTepaneBTUYHE BiJIICHHS 3 ICHHUM CTallioHapoM, JIHIMPOBCHKUA AepyKaBHUI MEIMYHUM YHIBEPCUTET,
kadeapa OHKOJIOTIT Ta MeIUYHOI pajioorii, M. J{Himpo

2) nikap Kynsa6a .M.

Menuunuii nientp ToBapucTBa 3 0OMEXKEHOIO BIAMOBIAAIBHICTIO «ACKJICMIOH», CTAI[lOHAPHUM MiIPO3ILT,
c. XonociBka, KueBo-CsrommHcbkuii p-H, KuiBcbka o011

3) 3aB. Big. [lleBus C.I1.

KomyHnanbHe HekoMmepuiiiHe mianpueMcTBO «IloAinbChKuil perioHalbHUil LEHTp OHKoJOTii BiHHUIBKOI
o0yacHOi paauy, BIIAUIEHHS XiMioTepanii, M. BiHHu1s

4) x.M.H. Ypcon I"."M.

JIikyBaJIbHO-/11arHOCTUYHUI [IEHTP MPUBATHOT'O MiIPUEMCTBA MpUBATHOI BUpoOHNYOI pipMu «ALITHY Cy»,
M. KponuBHuubkuit

[IpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CynyTHi
Mmarepianu/npenapaTi
CyMyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3A/IBOPHUX




JlonaTok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
02.08.2022 Ne 1376

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«Jocmimkennst gasu 3 nns ominku edexTuBHOCTI Ta Oe3neuyHocti npenapaty ARO-APOC3 y ngopocnux
MAIIEHTIB 3 CHHIPOMOM CIMEWHOT XioMikpoHeMii», koa nocuimkenHs AROAPOC3-3001, monpaBka 1 Bix
02 Bepecus 2021 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OGMEKEHOI0 BianosinanbHicTio «MEJIITEMC YKPATHA»

CnoHcop, kpaiHa

Appoyxen @apmaceroTikans, Ink, CIIIA (Arrowhead Pharmaceuticals, Inc., USA)

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

ARO-APOC3 (ARO-APOC3 Injection. ARO-APOC3 B in'ekiisix, ADS-005); Po3uun s iH’eximiid ams
miamKipHOro 3acrocyBanns. diaakon oxHopasoBoro Bukopucranus; 200 mr/mi; Integrity Bio, Inc, CIIIA;
Agilent Technologies, Inc., CIIIA; Pyramid Labs, CIIIA; Nelson Labs, CIIA; RxSource(NJ) Inc., CIIA;
Biotec Services International Ltd (trading as: PCI Pharma Services), UK; Millmount Healthcare Limited,
Ireland;

wiare6o 10 ARO-APOC3 (mtare6o 10 ARO-APOC3); po3unn mist in’exiiin; 0.9% po3uuH HATPirO XJIOPHIY
s 16’ exmii (0.9% Sodium Chloride Solution for Injection); RxSource(NJ) Inc., USA; B. Braun Melsungen
AG, Himeuunna; Biotec Services International Ltd (trading as: PCI Pharma Services), UK; Millmount
Healthcare Ltd, trading as PCI Pharma Services, Ireland

Binmosimansaumii (1)
JTOCJIITHUK (M) Ta MicIIe
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiH1

1) n.m.H. AnTonrok-11lermosa ILA.

HepxxaBHa ycranoBa «lHcTuTyT reponrtosorii imeHi [1.®d. YeboraproBa HarionansHoi akameMii MEIMUYHUX
HayK YKpaiHW», BIAAUT KIiHIYHOI (i310JI0Tii Ta marojiorii BHYTPIIIHIX OPraHiB, 3arajlbHOTEpareBTUYHE
Bigminenns, M. Kuis

2) k.M.H. Kamenceka E.I1.

XapkiBcbKa KJIIHIYHA JIIKapHSA Ha 3aili3HUYHOMYy TpaHcmopti Nel ¢umii «lleHTp oxopoHHM 370pOB’s»
aKI[IOHEPHOT'0 TOBapUCTBa «YKpaTHChKa 3allI3HULA», 2 Kapl10JOT1YHE BIJIIJICHHS, M. XapKiB

3) k.M.H., noueHT ['oB6ax L.O.

KomyHnanbHe HekomepiiiiHe mnignpuemMctBo «Mickka mnouikiiHika Ne9» XapkiBcbkoi MICBKOT paj,
amOynatopist Nel IleHTpy mnepBHHHOI MEIHWKO-CAHITAPHOI JOMOMOTH, XapKiBCbKa MEIWYHA aKajemis
MICISAUIIIOMHOT OCBITH, Kadepa 3aranbHOi MPAKTHUKH - CIMEHHOT METULIMHU, M. XapKiB

4) n.m.H., ipod. Moctooii 10.M.

[TpuBaTHe Mase miANPUEMCTBO, MeIUYHUHN LIeHTp «Ilynbey, TepaneBTHYHE BIUIUICHHS, M. BiHHMISA

5) n.m.H., ipod. bapra O.M.




2 MPOJIOBXKEHHS ToAaTKa 2

MenuyHui IEHTP TOBAapHCTBA 3 OOMEXKEHOIO BiANOBiAaIbHICTIO «IIpeBeHTKIIIHIKA», KOHCYIbTAaTHBHO-
JiarHOCTUYHHH Bigaiia, M. Kuis

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Mmarepianu/npenapaTi
CyMyTHBOI Tepamii

Kowmmanis, sika gie 3a TOBIpEHICTIO, SIKY Ha/IaB CIIOHCOP UM 3assBHUK Ha BBE3CHHS JOCTIPKYBaHHUX JIIKAPCHKUX
3ac00iB Ta cymyTHiX MarepianiB: TOB «Arenmis «CMO-Ykpaina», TOB «CMO-Jlorictukay, TOB «CMO-
I'pyn Ykpainay.

- [Tanikw 3 daitiamMu 471 JOCITI THUKIB;

- JJaboparopni HabOpH Ta BUTPATHI MaTepialid 0 HUX;

- IpykoBaHi Marepiaiy;

- EKT anaparu;

- [nmi cynyTHi Marepianu

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs IBan 3AZIBOPHUX




JonaTok 3

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
02.08.2022 Ne 1376

JneHTu(hiKaLis CyTTeBOT
HONPaBKU

OnoBneHui MPOTOKON KiiHIYHOTO BUnpoOyBanus D4325C00001 3 iHKOPIOPOBAHOIO MONPABKOI 2 BiA
05 kBitHa 2022 poky; Onosiena bpomypa gocnmigHuKa Ijis JOCHIIKYBAaHOTO JIIKAPCHKOTO 3acoly
3i6orenTan, Bumanus 21.2 Big 03 Oepesns 2022 poky; Onosnena cekmisi 2.3 «Clinical Pharmacology,
Clinical Pharmacokinetics, Human Exposure, and Benefit/Risk) Jlocke mocmimkyBaHOTO IiKapChbKOTO
3aco0y 3iborenTan, Bepcis 3; Onosineni Indopmanii npo mocmimkeHHs 1 popmu iHPOPMOBAHOI 3rOIH:
Indopmaris mpo mocaimkerHs i popma iHpopmoBaHoi 3roau, Moaens mis Ykpaiau / Bepcis 3.0 Bifx
25 tpaBHs 2022 poKy, YKpailHCHKOIO Ta POCIHCHKOIO MoBamu; [H(opmallis mpo AOJATKOBE TCHETUYHE
nociimkenHs 1 opma iHpopmoBaHoi 3roau, Moaens ans Ykpainu/ Bepceis 3.0 Big 25 tpaBus 2022 poky,
YKpaiHChKOIO Ta POCIChKOI0 MOBaMH; [HpopMamis npo gociipkeHHs i gopma iHpOpMOBaHOT 3rou IS
BariTHUX MapTHEPOK yYaCHUKIB JOCTimKeHHs, Moaens nis Ykpainu / Bepcis 3.0 Bix 25 tpaBus 2022 poky,
YKpaiHCBKOIO Ta pociiicbkoro MoBamu; OHOBIIEHI MaTepianu Juid namieHTiB: [{oneHHUK Il MOJeHHOTO
3amucy 4yacy npuitomy npenapatiB (Bix Twxkus 0 nocmimkenns no Twxas 12 nocmiakeHHs), Bepcis 2 Bif
06 TpaBus 2022 poxy, YKpaiHCBKOIO Ta pOCIHCHEKOI0 MOBaMH; [H(opMaIltis Jyisl MarieHTiB PO AOCTIIHKEHHS
nocmijpkeHnss ZENITH-CKD, Bepcis 4.0 Bin 06 tpaBHs 2022 poky [252886 UKR Patient Infogetter
20220506 4.0 Ukrainian PA2 D4325C00001], ykpaincbkoro MoBoro; IH(popmariis uis Haii€eHTiB Mpo
nochimkenns nocnimpkenns ZENITH-CKD, Bepcis 4.0 Big 06 tpaBHs 2022 poky [252886 UKR Patient
Infogetter 20220506 4.0 Russian PA2 D4325C00001], pociiicbkoro MoBoto; [HhopMartiitna 6porrypa st
nanieHTiB «Jlocaimkenas ZENITH-CKD: kininiuyHe HayKoBe JoCIiKeHH 1uist roei 13 X XHy, Bepcis 4.0
Bif 06 TpaBHs 2022 poky [252886 UKR Patient Information Brochure 20220506 4.0 Ukrainian PA2
D4325C00001], ykpaincbkoro MoBoto; [Hhopmarriiina 6pourypa ans namieHTiB «/Jocmimkenns ZENITH-
CKD: kniniuHe HayKoBe MociipkeHHs 11 moaei i3 XXHy», Bepceis 4.0 Bix 06 Tpasus 2022 poky [252886
UKR Patient Information Brochure 20220506 4.0 Russian PA2 D4325C00001], pociiicbkO0 MOBOIO;
[MTocrep nocnimxenns ZENITH-CKD, sepcis 2.0 Big 06 TpaBus 2022 poky [252886 UKR Poster 20220506
2.0 Ukrainian_ PA2 D4325C00001], ykpaircbkoro moBoto; [Toctep mocmimkenns ZENITH-CKD, Bepcis




2 MIPOJOBXKEHHA JoJaTKa 3

2.0 Bigm 06 TpaBHs 2022 poxy [252886 UKR Poster 20220506 2.0 Russian PA2 D4325C00001],
pociiicbkkoro MoBow; KapTka-HaragyBaHHS JUIsl TaIlieHTIB gociimkeHHs, Bepcis 4.0 Bim 06 TpaBHs
2022 poxky [252886 UKR Reminder Card 20220506 4.0 Ukrainian PA2 D4325C00001], ykpaiHChKOIO
MoBOI0; KapTka-HaragyBaHHs 1 HaIl€HTIB gociipkeHHs, Bepeis 4.0 Bix 06 TpaBus 2022 poky [252886
UKR Reminder Card 20220506 4.0 Russian PA2 D4325C00001], pociiickkoro MOBOI0; 3MiHa Ha3BH
KJIIHIYHOT'O BUNIPOOYBAHHSI:

bYJIO

CTAJIO

BararonenTpoBe, paHomMi3oBaHe, MOJBIMHE CIIIITE,
iare00-KOHTPOJIbOBaHE JOCIiKeHHsT (a3 2D,
110 IPOBOAMTHCS B MApPAICIEHUX IPyNax 3 METOO
BU3HAYCHHS /Iialla30HY /103, OI[IHKN €()eKTUBHOCTI,
0e3meyHoCcTi Ta mnepeHocuMocTi 3100TeHTaHy 1
Hamnarmi¢no3uHy y TAaIi€HTiB 3  XPOHIYHOIO
XBOPOOOIO HHPOK 3 OI[IHIOBAaHOK IIBUJIKICTIO
KiyooukoBoi  ¢imbrpamii  (ollIK®) Big 20
mi/xs/1,73 M2 no 60 mi/xB/1,73 M2

BbararonenTpoBe, paHa0Mi30BaHe, MOABIMHE CIIiIIe,
3 aKTUBHUM KOHTPOJIEM, JIOCIIKeHHS Ba3u 2b, mo
IPOBOJUTHCA B MNapalelbHUX TIpyHax 3 MeETOI
BU3HAYEHHS J11alla30Hy 103, OIIHKH e()eKTUBHOCTI,
0e3meyHoCcTi Ta mnepeHocuMocTi 3i100TeHTaHy i
HNamarmiguo3uHy y TAIieHTIiB 3 XPOHIYHOKO
XBOPOOOKO HHPOK 3 OI[IHIOBAHOK IIBHJIKICTIO
KI1y00uKoBoi ¢inbrpanii (oLLIK®D) > 20 mn/xs/1,73
M2

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararonieHTpoBe, paHI0Mi30BaHe, MO/IBIIHE ciine, T1ane00-KOHTPOIbOBaHe AOCTIKEHHS ¢a3u 2b, 110
MPOBOJIUTHCS B TapajiebHUX TpyNax 3 METOI BU3HAYEHHS [l1alla30HY 03, OLIHKK e()EeKTUBHOCTI,
6e3meyHoCTi Ta mepeHocuMocTi 3160TeHTany 1 Jlanarni@o3uHy y maieHTiB 3 XpOHIYHOIO XBOPOOOIO HUPOK
3 OL[IHIOBAHOIO MBHJIKICTIO KiIyO0oukoBOi ¢iabTpanii (olLIK®) Bix 20 ma/xs/1,73 M2 no 60 mu/xB/1,73 M2»,
D4325C00001, Bepcis 1.0 Big 14 Bepecnst 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaina

«Actpa3eneka Aby, llIBemis / AstraZeneca AB, Sweden

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHHUX




Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

Inentudikarist cyrTeBoi
MOTPaBKH

Onosnenuii [Iporokon xiiHigyHOTO nMociimkeHHs ALN-AGT01-002, iHKopriopoBaHU# MONPaBKOO 4 Bif
22 6epesns 2022 poky; [ndopmaniiinuii muctok 1 popma indpopmosanoi 3roau, Bepcist V6.0UKR(uk)1.0 Bixg
26 tpaBus 2022 poky, nmepekian ykpaincbkoro MoBoro Bif 10 uepBas 2022 poky; [HdopmartiiiHuii TUCTOK 1
dopma indopmosanoi 3roau, Bepcisi V6.OUKR(ru)1.0 Bix 26 TpaBus 2022 poky, mepekyiag pociichKo
moBoto Bia 10 yepBHsa 2022 poky; Po3kanpyBanHs BcTymHOro Bifeo, Bepcis 3 Big 07 kBitHa 2022 poky,
nepekyan yKpaiHchbkoro MoBoto Bif 13 kBiTHs 2022 poky; Po3kanpyBaHHS BCTYITHOTO BiJJEOpOJIHMKA, BEPCis
3 Bix 07 kBiTH: 2022 poKy, epekia pociiicbkoro MoBoo Bif 13 kBiTHs 2022 poky; [TociOHuK /U1 maiieHTa
1010 aMOyJIaATOPHOTO MOHITOPUHTY apTepianbHoro Tucky (AMAT), Bepcist 1.0 Bix 05 xBiTHS 2022 poKy,
nepeKia yKpaiHcbkorw MoBorO Bia 19 kBiTHs 2022 poky; [TociOHUMK 1715 marieHTa mo0 aMmOylIaTopHOTO
MOHITOpUHTY apTepianbHoro Tucky (AMAT), Bepcis 1.0 Bix 05 kBiTHs 2022 poky, nepekian pociiChbKO0
MoBor0 Bif 19 kBiTHs 2022 poky; [lociOHUK A yuacHUKA JTOCHIIKEHHS MO BUKOPUCTAHHIO MPHUCTPOIO
MOHITOPUHTY apTepialbHOTO THUCKY B AoMaiHix ymoBax (MAT/Y), Bepcis 02 Bix 07 kBitHsa 2022 poky,
nepeksia] ykpaiHcbkoro MoBoro Bif 15 kBiTHS 2022 poky; [lociOHMK A y9acHUKA JOCIHIIKEHHS 1100
BHUMIPIOBAHHS apTepilajibHOTO TUCKY B AoManiHiXx ymoBax (BATIY), Bepcisa 02 Bix 07 kBiTHS 2022 poky,
nepekyajl pociiicbkor MoBoIo Bij 15 kBiTHS 2022 poky

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2147 Bix 04.10.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannomizoBaHe, MoBiiHE ciiine, miuaned0-KOHTPOIbOBaHE, OAraTOLIEHTPOBE JOCIHIKEHHS MO MiAdopy
JI03H JJ1s1 OLIHKU epekTUBHOCTI i Oe3neuHocTi npenapaty ALN-AGTO1 y namieHTiB 3 M'IKOIO Ta IOMipHOIO
aprepianbHoio rineprensiero», ALN-AGTO01-002, inkopmnopoBanuii mnompaBkoro 3 Bix 09 rpyass
2021 poky

3asBHUK, KpaiHa

[Tigmpuemcto 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»
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MIPOJIOBXKEHHS 01aTKa 4

Cnoncop, kpaiHa

Alnylam Pharmaceuticals, Inc., United States

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Isan 3AZIBOPHUX



JonaTok 5

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKapPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.08.2022 Ne 1376

Inentudikariist cyrTeBoi
MIOTIPaBKH

Onosnene Jlocke MOCTIKYBAHOTO JIKapchKoro 3aco0y X842, Bepcist 5.3 Bim 19 tpaBus 2022 poky;
[TomoB)eHHS TEPMIHY IPUIATHOCTI OCIIHKYBAHOTO JIIKapChKOTo 3aco0y X842 25 mr ta 50 mr 3 24 mics1iB
1o 30 wmicsuis; [lomoBxenns tepminy npunatHocti [lnane6o TabneTku A0 TOCHIIKYBaHOTO JIIKAPCHKOTO
3aco0y X842 25 mr ta 50 mr 3 24 micsmiB 10 36 MicsmiB; [logoBkeHHs TepMiny npugaTHocTi [lname6o
KarcyJsu J0 npenapary nopiBHsHHs Jlanconpazon 30 mr 3 24 micsiiB 10 36 MicAiiB

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

PangomizoBane, 3 MOABIHHOIO IMITAIlI€I0 Ta 3 AKTUBHUM KOHTPOJEM JJs Mig00py J03H, MOABINHE Cllie
JTOCJIIJDKEHHS Y TIAIIEHTIB 3 €pO3UBHUM €30(ariToM, CIPUIMHEHUM TacTpoe30darealibHOK pedIFOKCHOIO
xBopobor (I'EPX), crynmens C abo D 3a Jloc-AHkenecbkorw Kiacu(ikalliero, a TaKoX y Malli€HTIB 3
NpUHAWMHI YaCTKOBUMHU CUMITOMaMHU €po3UBHOro e3odarity, cnpuunHeHoro I'EPX, ane 6e3 3aroenss 3a
pe3yabTaTOM €HIOCKOMIYHOTO JOCTIKEHHS MICHIs OTPUMAaHHS HUMH 8-TH)KHEBOTO KypCy 3arorBajbHOT
cTaHaapTHOi Tepamii 1Hrioitopom mnporoHHoi nommu (IIIII), 3agns BuB4YeHHs Oe3neyHOCTI Ta
NEPEeHOCUMOCTI JIIKYBaHHS, HIBUIKOCT1 3arOI0BaHHS €po3iii micis 3acTocyBaHHS X842 abo naHconpa3ony
IPOTATOM 4 THXKHIB, @ TAKOX XapaKTepy 3MiH CUMITOMIB IPOTSATOM HAacCTYMHOTO 4-THXKHEBOTO NEpioay
JiKyBaHHs JaHcompaszonaom, CX842A2201, Bepcis 3.0 3 monpaskoto 2.0 Big 25 arotoro 2022 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

CrnoHcop, kpaiHa

«Cinxnyc @apma ATy, HIseitnapis/ Cinclus Pharma AG, HIBeituapis

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jomarok 6

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

02.08.2022 Ne 1376
InenTudikaris cyrreBoi JonaTok 10 mpoTOKody KiiHiwHOTO mociimkeHHs 64091742PCR3001: KepiBHUITBO 3 MpOBEICHHS
MTOTIPABKH KJIIHIYHOT'O JOCIIIJKEHHS 1] 4ac BeJIMKOro notpscinas Big 01.06.2022 p.
Howmep Ta nata Hakazy Ne 636 Bix 22.03.2019
MO3 11010 3aTBEpAXKEHHS
KIIIHIYHOTO BHITPOOYBaHHS
HazBa kinigiyHOTO «PannomizoBane, miuanedo0-KOHTPOJIbOBAaHE, MOBIMHE CIliNe KIiHIYHE AOCHiKeHHS 3 (a3u mpemnapary
BUTIIPOOYBaHHSA, KO/, Hipamapu6 y xomb0inamii 3 Ab6iparepona Armeratom Ta [Ipennizonom y mopiBHsHHI 3 AGiparepona
Bepcis Ta gaTa Aueratom Ta [IpenHizoHoM AJis IKYBaHHS MAIli€EHTIB 3 METACTATUYHUM PAaKOM MEPEAMIXYPOBOI 321031,
64091742PCR3001, 3 monpaBkoro 6 Bix 30.09.2021 p.
3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HBy, benbris
Cnoncop, kpaiHa «IHCCEH ®APMAIIEBTHUKA HB», benbris
CynyTtHi —
Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

Onosnieni poszaimu 3.2.S.7.1 Stability Summary and Conclusion ta 3.2.S.7.3 Stability Data nocke
JOCJTIJDKYBAHOTO Jlikapchkoro 3aco0y MK-3475 Pembrolizumab SC, Bepcis 07ZBLL Bix 28 mrororo
2022 poKy, aHTJIIHCHKOI MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Bix 02.07.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«Bigkpure, panmomizoBane pocmipkeHHs Il ¢a3u misi BUBYCHHS (PapMaKOKIHETHKH Ta OE3MEeYHOCTI
neMOpoIizyMady AJsl MiIUIKIPHOTO BBEAEHHS IMOPIBHIHO 3 MeMOpoiizymMaboM [isi BHYTPIITHBOBEHHOTO
BBEJICHHS, B KOMOIHAII1 3 JBOXKOMITOHEHTHOIO XiMiOTEpari€o npernaparaMu IUIATHHH, B SKOCTI MEPUIOi
JMiHII Tepamii 78 YYaCHUKIB 3 METACTaTMYHUM IUIOCKOKIITHHHUM a00 HEMJIOCKOKIITHHHUM
HEeIPIOHOKITITHHHNM pakoM JereHiBy, MK-3475-A86, Bepcis 3 iHKOpropoBaHOIO TompaBkoio 04 Bif
31 6epes3ns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 oOMexeHoto0 BianosiaanpHicTIO «MCJ YVkpaina»

CnoHcop, kpaiHa

«Mepxk apn enn Joym Kopn.», nouipre nianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

Onosnena bpomypa nocmimauka PF-06700841 (bpemorutini6), Bepcis 8.0 Bim Oepesnst 2022 p.,
aHTIIMCHKOI0 MOBOIO; 3aUTy4eHHS JIOJaTKOBOT HA3BH JOCIIKYBaHOTO Jikapchkoro 3acody PF-06700841 -
OperonuTiHio

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1207 Bix 25.06.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PangomizoBane, mojBiiiHe ciine, mane00-KOHTPOIHOBAHE JOCTIKEHHS Y MapaellbHUuX rpynax ¢gaszu 2A
JUTS OLIIHKY €(DEKTUBHOCTI Ta O6e31eYHoCT nmepopainbHoi opmu npemnapatiB PF-06651600 Ta PF-06700841
B SIKOCTI IHAYKIIHOI Tepartii Ta BIAKpUTE pO3IIKPEHE JIKyBaHHS Mali€HTIB 3 XBOpoOoro KpoHa cepeaHporo
abo BaxXKOro crymeHs TskkocTi», B7981007, ¢dinanbHa Bepcis 3 1HKOPIOPOBAHOI MOIPABKOIO 5, BiX
27 nunuga 2021 p.

3asiBHUK, KpaiHa

TOB «Kniniuni nociikeHHss AUKoH», YKpaina

CnoHncop, kpaiHa

@aiizep Ink., CIIIA

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHH TPOTOKOJ KiiHIYHOTO BUNpoOyBanHs MK-3475-905, 3 inkopnopoBaHoto nornpaskoo 06 Bif
04 kBiTHs 2022 poKy, aHTIIiIHCHKO0 MOBOIO; bpomrypa nocmigauka JIJ13 endoprymad senotun (Enfortumab
Vedotin; ASG-22CE), Bunanns 11.1 Big 28 0epesnst 2022 poky, aHIJTiiCbKOI MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2006 Bix 02.10.2019

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PannomizoBane nocmimkenHs Il ¢asm ansg omiHkM MUCTEKTOMII B KOMOIHAIl 3 TepionepaniiHuM
3aCTOCYBaHHSAM TNeMOpomnizymaby Ta [ OIIHKM IIMCTeKTOMii B KoMOiHamii 3 mepionepaiiHum
3aCTOCYBaHHSIM e€H(popTymMady BENOTHHY Ta MEeMOpOoi3ymMaldy TMOPIBHSIHO 3 TIPOBEACHHSIM TiTbKU
[UCTEKTOMII /Ui YYaCHHKIB 3 M’SI30BO-IHBa3UBHUM PAKOM CEUYOBOTO MiXypa, SKHMM HE MOXHA IPOBOJUTH
JIKYBaHHS UCIUIATUHOM a00 siKi BigMoBmIHCs Bif jikyBanHs nucriatiHoM (KEYNOTE-905/EV-303)y,
MK-3475-905, 3 inkopnopoBaHoto nonpaskoro 05 Bix 25 ciyns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHoto BianoBiganbHICTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Iapn Exx Jloym Kopm.», godipue mianpuemctso «Mepk Eun Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbsHoro qupexkropa J{upexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

OHOBJIeHI 3pa3KH MapKyBaHHS 30BHIIIHBOI Ta BHYTPIIIHBOI YMAaKOBKH JOCIIXKYBaHOTO JIIKapCHKOTO
3aco0y HLX10 a6o mare6o, 10 Mr/mi1, KOHIIGHTpAT I po3uuny s iHy3i#, Bepcia 2.0 Bix 13 yepBHs
2022 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1360 Big 10.06.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PanyomizoBaHe TOJBilHE ciine OararoneHTpoBe aociikeHHs ¢aszu Il a1 mopiBHSHHS KIIHIYHOT
edextuBHOCTI Ta 6e3neunocTi HLX 10 (pekoMOiHaHTHOTO ryMaHi30BaHOT'O MOHOKJIOHAJIBHOTO aHTHUTLIIA 10
PD-1 (antu-PD-1) mns iv’ekmiif) B KoMmOiHamii 3 Ximiorepamiero (kapOOIIaTHH + €TOMO3W[) Y paHilie
HEJIIKOBAaHUX TMALli€HTIB 3 MOLIMpPeHOw ¢GopMo  ApiOHOKIITHHHOrO paky JereHi (JAKPJD)»,
HLX10-005-SCLC301, Bepcis 4.0 Big 05 mororo 2021 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

Shanghai Henlius Biotech, Inc., China / [llanxait Xenmiyc baiiorek, [uk., Kurait

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikaris cyrreBoi Bpomrypa nociigauka st Pantoprazole (PF-05208751), Bepcist 5.0 Bix uepBHs 2022 poky
TIOTIPABKHU

Howmep Ta nata Hakazy Ne 2243 Bin 05.10.2020
MO3 11010 3aTBEpAKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «Bigkpure OaratoneHTpPOBE JOCTIIKCHHS 3 OIIHKH (PapMaKOKIHETHMKH OJIMHOYHMX Ta Oararopa3oBUX

BUTIIPOOYBaHHSA, KO/, BHYTPIITHPOBEHHUX 03 MAHTONPA30JIy Yy ABOX BIKOBHX KOTOPTax TOCHITANI30BAaHUX NeNiaTpUIHUX

Bepcis Ta gaTa nariedTiB Big 1 mo 16 pokiB, IO € KaHAMIATAMHU JJIs KUCIOTOCyHpecuBHOI Tepamii», B1791089, 3
nornpaskoro 3, Bepcist 1y Ykpainu Big 16 ciuns 2020 poky

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa «Paitzep Ink.», CIIIA / Pfizer Inc., USA

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmariiinuii TUCT mamieHTa CTOCOBHO i B ymoBax manziemii (takoi sk COVID-19) a6o ixmmx
BOKJIMBUX TIOJMIH, sKI BIUIMBAIOTh HAa y4acTh y JociimkeHHl [[adopmariiiHuii JMcT IS y4acHHKA
KIIIHIYHOTO BHIIPOOYBaHH: |, Bepcis mist Ykpainu Big 26 6epesns 2022 poky, yKpaiHCEKOIO Ta POCIHCHKOIO
MOBaMHU

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1468 Bim 21.11.2017

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«PannomizoBane, nojgiiiHe cuine gociimkenus, I das3u, nns nmopiBHSHHS mpenapary YHaJaaluTHHIO
(ABT-494) 3 miane6o ta 3 anaiiMymaOoM y Nali€HTIB 3 AKTUBHUM TICOPIaTUYHUM apTPUTOM, SIKi MAIOTh B
aHaMHe31 HeaJeKBaTHY BIJAMOBIAb MPHUHAMMHI Ha OAMH HEOIONOTiYHUN XBOPOoOO-Moaudikyrounit
npotupeBMatnyanid  npenapat (XMIIPIT) — SELECT — PsA 1», MI15-572, 3 iHKOpHOpOBaHUMH
aaMmi"icTpatuBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ana ['onkonry (Kwuraif)], 7 1 8 Ta [lonpaBkamu 1, 1.01
(st VHP kpain) 2, 3,4, 5, 6 Ta 7 (Juist Bcix KpaiH kpim Anonii) Bix 30 ciunst 2021 poky

3asBHUK, KpaiHa

«E60BI1 biogpapmacsrotikan3 I'moX», lIBeitnapis

CnoHncop, kpaiHa

AbbVie Inc., USA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jomarok 13

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

02.08.2022 Ne 1376
InenTudikarist cyrTeBOi [TogoBKEHHST TPUBAJIOCTI KJIIHIYHOTO JOCTiIKeHHs B YKpaini Ta cBiti 10 30 Bepecus 2022 poky; 3miHa
MOTPABKH HA3BH Ta MICIISl IPOBEACHHSI KJIIHIYHOTO BUNPOOYBaHHS:
BYJIO CTAJIO
k.M.H. [TonomapsoBa O.B. k.M.H. [lonomapsoBa O.B.
KuiBchkuid MichkHi KIIiHIYHHA OHKOJIOTiuHUHN | KomyHanmbHe HEKOMEDIIiifHe T IIIPUEMCTBO
LIEHTP, TOpaKaJibHE BiaaiaeHHs, M. Kuis «KuiBcbKkril MICBKMI KIIHIYHWI OHKOJIOTTYHUHI
IIEHTP» BHKOHABYOrO opraHy KuiBCbKOi MichKOi
paau (KuiBcbkoi MiCBKOT Jep>KaBHOT
aJMiHICTpaIlii), XiMIOTEpaNeBTUYHE BIIITICHHS
Ne 1, m. KuiB
Howmep Ta nara Hakasy —
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS
Ha3zsa xiriniunoro «PannomizoBane, Biakpure gociimkeHHs I pas3u 3aranpHOi BIXKMBAHOCTI HaiBHUX (paHiIlIe HETIKOBAHHX )
BUIIPOOYBaHHS, KO/, nanieHTiB 3 PD-L1-no3uTuBHUM nporpecyrounM abo MEeTacTa3ylouuM HEMIIKOKIITUHHUM PaKkoM JIETEHIB
Bepcis Ta JaTa JUIs TIOPIBHSIHHA JiKyBaHHS mnemOpomizymabom (MK-3475) Ta mpemaparamu XximioTepamii Ha OCHOBI
wiatuan (Kinoyr 042)», MK-3475-042, 3 inkopniopoBaHoto nonpaskoro 08 Big 24 6epesnst 2021 poky
3asiBHUK, KpaiHa ToBapuctBo 3 oomexeHoro BianosiaanpHicTI0O «MCJ[ Ykpaina»
CrnoHcop, kpaiHa «Mepk apn Exnx Joym Kopm.», nodipae nianpuemcto» Mepk Enn Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITIA
CynytHi —
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmariiinuii TUCT mamieHTa CTOCOBHO i B ymoBax manziemii (takoi sk COVID-19) a6o ixmmx
BOKJIMBUX TIOJMIH, sKI BIUIMBAIOTh HAa y4acTh y JociimkeHHl [[adopmariiiHuii JMcT IS y4acHHKA
KIIIHIYHOTO BHIIPOOYBaHH: |, Bepcis mist Ykpainu Big 26 6epesns 2022 poky, yKpaiHCEKOIO Ta POCIHCHKOIO
MOBaMHU

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 403 Bix 04.05.2016

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«PannomizoBane, nojgiiiHe cuine gociimkenus, I das3u, nns nmopiBHSHHS mpenapary YHaJaaluTHHIO
(ABT-494) 3 mmane6o Ta 3 amamiMymMaOoM, y MAIli€HTIB 3 CEPEIHBOTIKKOI ab0 TSHKKOK (Gopmamu
AKTUBHOTO PEBMATOiTHOTO apTPUTY, IO OTPUMYIOTh CTaOUIbHY 0a3UCHY Tepamilo METOTPEKCATOM Ta He
JIOCSITIIA aJIeKBAaTHOI BIAMOBiAI Ha HEl», M14-465, 3 iHKOpHopoBaHOIO AIMIHICTpaTUBHOKO 3MiHOIO | Ta
[TonmpaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Bixg 20 nucronana 2020 poky

3asiBHUK, KpaiHa

«E66Bi biopapmacsrotikan3 'M6X», [lIBeitapis

CnoHcop, kpaiHa

AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa nocnigauka Pembrolizumab (MK-3475), suganns 22 Big 13 tpaBus 2022 poky, aHTTiHCHKOIO

MOBOI0; 3MiHa Ha3BH Ta ajapecu CroHcopa:

bYJIO

CTAJIO

«Mepk IMHapn enn Hoym Kopm.», pouipne
mignpueMctBo «Mepk enn Ko., Iak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Anpeca: Mepk /[lpaiiB, 1, nomroBa ckpunbka 100,
M. Baiitxayc-Creiitms, mrat Hero-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk Ilapn eux Jloym (Merck Sharp &
Dohme LLC)

Anpeca: 126 Ict JlinkonbH aBeHto, 11/c 2000, Paseid,
Hero JIxepci, 07065, CIHA (126 East Lincoln
Ave., P.O. Box 2000, Rahway, NJ 07065, USA)

Howmep Ta nata Hakazy

MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021
No 1586 Bix 29.07.2021
Ne 1102 Bix 02.06.2021
Ne 2107 Bixg 17.10.2019
Ne 1468 Bix 26.06.2020
Ne 1593 Bix 09.07.2019
Ne 2006 Bix 02.10.2019
Ne 2237 Big 18.10.2021
Ne 466 Big 13.03.2018
Ne 516 Bin 22.03.2021
Ne 1205 Bix 09.11.2016
Ne 1277 Bixn 20.10.2017
Ne 80 Bix 19.01.2021




2 MPOJIOBXKEHHA foAaTka 15

Ne 1896 Bix 27.08.2019
Ne 540 Bin 07.03.2019
Ne 727 Bin 04.04.2019
Ne 1773 Bix 20.08.2021
Ne 2313 Big 12.12.2018
Ne 713 Bin 13.04.2018
Ne 662 Bin 16.03.2020

HazBa kinigiyHOTO «baratoueHTpoBe, paHaoMi3oBaHe, moxaBiiHe ciine mpocmimkeHHs III ¢a3um xomOGinamii MK-7684 3
BUNIPOOYBaHHS, KO/, nemOpomizymadbom (MK-7684A) mopiBHSIHO 3 MOHOTEpari€ neMOpoliizyMadoM B SIKOCTI MEpIIoi JiHii
Bepcis Ta gaTa Tepamii ans ydacHUKiB 3 PD-L1-MO3UTHBHUM MeTacTaTUYHUM HEIPIOHOKIITUHHUM PAKOM JIETCHIBY,

MK-7684A-003, 3 inkopniopoBanoto monpaskoro 03 Bix 21 6epesns 2022 poky;

«Jocnimkennst Ib/Il ¢a3su xombiHoBaHOT Tepamii 3 mnemOpomizymabom (MK-3475) mpu nikyBaHHI
METAaCTaTHYHOTO KacTpaliiHO-Pe3UCTEHTHOro paky mepenMmixyposoi 3anozu (MKPPII3) (KEYNOTE-
365)», MK-3475-365, Bepcis 3 iHKOpropoBaHOIo nomnpaskoio 12 Big 29 6epesns 2022 poky;
«Jocnimxenns I dpazu nemOponizymady (MK-3475) koxxHi 6 THXKHIB y TAli€HTIB 3 PEUUAUBYIOYOI0 200
pedpakTepHOIO KIACUYHOIO JiMpoMoro X0 KKiHA a00 y MAIIEHTIB 3 PEIUAUBYIOUOI0 a00 pedpakTepHOIO
NEPBUHHOI0 MeIiacTHHAIBHOW B- KpymHOKIITHHHOIO JNiMpomoro», MK-3475-B68, 3 iHKOpIOpOBaHOO
nomnpaskoro 02 Big 01 rpyans 2021 pokys;

«Jocnimxenns I ¢pazu nns nemOponizymaly y komOiHalii 3 KapOOomIaTHHOM / TAKCaHOM (IakJjiTakcen abo
Ha0-TaKIIiTaKkceN) 3 NOJAIBIIMM BBEICHHIM I1eMOpoi3yMady y KOMOiHaLii 3 MIATPUMYIOUUM JIKYBaHHAM
oslannaprOom abo 6e3 HbOT'0 B SIKOCTI Tepallii MepIioi JiHil y HaIleHTIB 13 METaCTaTUYHUM INTIOCKOKJIITUHHUM
HenpiOHoxmiTHHHUM pakoMm JerediB (HAKPJI)», MK-7339-008, 3 inkoprnopoBaHoto nonpaBkoro 05 Bix
18 motoro 2022 poky;

«Hdocmimxennsa Il ¢asu nmemOponizymadby (MK-3475) y xomOiHamii 3 CymyTHbOIO XiMiOIPOMEHEBOIO
Tepami€o 3 MOAAIBIIMM BBEJACHHSM MeMOposizymady 3 oiamapuboMm abo 0e3 HBOro MOPIBHSIHO 3
CYIyTHBOIO XIMIOIIDOMEHEBOIO TEpami€lo 3 MOAAJBIINM BBEACHHAM JypBallyMaly B YUYacHHKIB 3
HeornepadeTbHUM JIOKAJIbHO PO3MOBCIOKEHUM HeIpiOHOKIITUHHUM pakoM JiereHiB Il cramii (HAPJI)»,
MK-7339-012, 3 inkopniopoBanoto nonpaskoro 06 Big 23 rpyaus 2021 poky;

«[lopsiine cnine gociimkenHs I ¢dasu, mo mpoBoaWTbCS B JBOX Ipymax Juisl OLIHKA Oe3neku Ta
edextuBHOCTI NemoOponizymady (MK-3475) y mopiBHsIHHI 3 Tu1ane0o B SKOCTI a/1 FOBAaHTHOI Tepailii y




3 MPOAOBKEHHS AoAaTka 15

YYaCHHMKIB 13 TeNaTOIeOISIPHOI0 KapIIUHOMOIO Ta IIOBHOIO PaAi0JIOTIYHOIO BiIMOBIIIIO MICIIS XipypriuHoi
pesexitii abo nokanpHOi abssanii (KEYNOTE-937)», MK-3475-937, 3 inkopnopoBaHoto monpaBkoro 06 Bij
22 motoro 2022 poky;

«PangomizoBane mociimkerHs Il ¢a3m mis omiHKM mUCTEKTOMIT B KOMOIHAIIl 3 mepiomnepamiitHum
3aCTOCYBaHHSIM TeMOpoIi3yMaldy Ta i OLIHKK IUCTEKTOMiI B KOMOiHamii 3 TepionepaniiHuM
3aCTOCYBaHHSAM €H(poOpTymMady BEIOTHHY Ta MeMOpoJizymMaldy TMOPIBHIHO 3 MPOBEICHHSAM TUIBKU
IIUCTEKTOMII JJIsl YUaCHHKIB 3 M’5130BO-1HBa3UBHUM PAaKOM CEUOBOI'0 MiXypa, IKUM HE MOKHA MPOBOIUTH
JIKyBaHHS [UACIUIATHHOM a00 sKi BiamoBuincs Bif jdikyBanHs nuciuiatuaoM (KEYNOTE-905/EV-303)»,
MK-3475-905, 3 inkopniopoBanoro nonpaskoro 05 Bix 25 ciunast 2022 poky;

«PannomizoBane pocmikeHHs Il ¢asu mns ominku edexkTuBHOCTI Ta Oe3medHOCTI meMOpoiizymaldy
(MK-3475) y xom6inauii 3 tieaBarunioom (E7080/MK-7902) i ximioTeparii€ro MOPiBHSHO 3i CTAHAAPTHUM
JIKyBaHHSIM B SIKOCTI MEPIIOi JIiHI{ Teparii M YYaCHUKIB 3 METACTaTUYHOIO KapIIMHOMOIO CTPaBOXOAY,
MK-7902-014 (E7080-G000-320), 3 inkoprmopoBanoto mompaskoio 05 Big 01 Oepesus 2022 poxy;
«PannomizoBane moagiiiHe ciine npociuimxkenHs I ¢da3u, mopiBHsHHS KoMOiHaIii nmeMOponizymaldy Ta
immiMymal0y 3 KomOiHamiero memMOpornizymady Ta mianebo y paHille HEeTKOBaHUX TAIli€HTIB 3
METAaCTaTUYHUM HEAPIOHOKIITUHHUM pakoM JjereHb 4 crtaaii 3 PD-L1-mo3uTuBHUMH TyXJIMHAMU
(TPS >50%)(KEYNOTE-598)», MK-3475-598, 3 inkopmnopoBaHowo mnomnpaBkor 06 Bix 11 rpymaHs
2020 poky;

«PangomizoBane, Binkpute mociaipkeHHs Il ¢a3su g1 owiHKKM TepiomepaniifHOro 3acTOCYBaHHS
eHpopTymaly BeJOTUHY y KoMOiHalii 3 nemOpomnizymabom (MK-3475) nmopiBHSHO 3 HEO0aa'IOBAHTHOMO
Tepamni€o reMUUTa0lHOM Ta LUCIUIATUHOM y YYAaCHUKIB 3 M'SI30BO-IHBa3UBHHUM PaKkOM CEUOBOIO MiXypa,
npunatHux uis gikyBanHs nuciuiatuaoM (KEYNOTE-B15 / EV-304)», MK-3475-B15, 3 iHKOpIIOpOBaHO0O
nonpaskoto 02 Bix 04 kBitHs 2022 poky;

«PangomizoBane, Binkpure nociimkenns 11 ¢aszu nms ominku epexTUBHOCTI Ta Oe3neku neMoposizymady

(MK-3475) B xomOiHarlii 3 akciTiHiOOM B MOPIBHSAHHI 3 MOHOTEpAMi€l0 CYHITIHIOOM SIK JIIKYBaHHS HepIIol
JHIT y MaIli€HTIB 3 JIOKAJTBLHO MPOrPeCcyoUYor0 a00 METacTa3yrvo0 CBITIOKIITHHHOK KapIIMHOMOIO HUPKHU
(KEYNOTE-426)», MK-3475-426, 3 inkopmopoBaHoio mnonpaBkor 20 Big 13 mumus 2021 poky;
«PannomizoBane, Biakpure gociimxeHHs 111 pasu 3aranpHOi BUXKMBAHOCTI HaiBHUX (paHiIIe HETIKOBAHHX)
nauieHTiB 3 PD-L1-no3uTuBHUM nporpecyoynuM abo METacTa3yrouuM HEMUJIKOKIITHHHUM PAKOM JIETeHiB




4 MPOJIOBXKEHHA foAaTka 15

IUIL TIOpiBHSHHA JIiKyBaHHs memOpomizymabom (MK-3475) ta mpenapatamu XimioTepamii Ha OCHOBI
miatuHu (Kinoyt 042)», MK-3475-042, 3 inkoprnopoBanoto nomnpaBkoro 08 Bixg 24 Gepesns 2021 poky;
«PangomizoBane, Binkpute KiiHiuHe gochimpkeHHs Il ¢asu mopiBHsHHA neMOponizymaly Ta
OpeHTyKcMMal0y BEIOTHHY y TAIlIEHTIB 3 PEIUIUBYIOUYO0 a00 PE3UCTEHTHOIO JI0 JIIKYBAaHHS KJIACHYHOIO
aimdpomoro Xomxkkinay, MK-3475-204, 3 inkoprnopoBaHoto nomnpaskoto 05 Bix 18 mrotoro 2020 poky;
«PanpomizoBane, nozasiiine ciine mociipkeHHs I da3um mis ominku memOposizymady MOPIBHSAHO 3
ianebo y koMOiHamii 3 aa'IoBaHTHOIO XiMioTepamiero 3 abo 0e3 mpoMeHeBoi Tepamii [Uis JIIKyBaHHS
NAI[iEHTOK 3 HEIAaBHO [IarHOCTOBAaHMM pPAaKOM €HIOMETPisl 3 BUCOKMM DPH3UKOM IIiCisl omeparii 3
nikyBanbHOI Meror (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-enl11 /
GOG-3053, 3 inkopriopoBaHoto nomnpaskoro 02 Bix 13 tpasus 2021 poky;

«PannomizoBane, mojaBiiiHe ciine gociimkeHHs I ¢a3u g omiHKK mepioneparniiHoro 3acTOCyBaHHS
nemOponizymady (MK-3475) y xomOiHamii 3 HeEOa'TOBaHTHOIO XiMIOTepami€ro MOpPIBHSIHO 3
nepionepamifHuM 3aCTOCYBaHHSM TUTale00 y KOMOIHAIIT 3 HE0a ' FOBAHTHOO XiMIOTEpaIi€ro B Y4aCHUKIB 3
M'SI30BO-1HBa3UBHUM PaKOM CEUOBOTrO Mixypa, mpuaaTHux s jtikyBaHHs ucimiatuHoM (KEYNOTE-
866)», MK-3475-866, 3 inkopriopoBanoro nonpaskoro 03 Bix 01 mumas 2021 poky;

«PannomizoBane, nojsiiiHe ciine gociimkeHHs I ¢a3u mig nopiBHsHHS nemOpoiizymaly 3 mianedo y
KOMOiHAaI1 3 HEOaI'FOBAHTHOIO XIMIOTEpaIli€ro Ta a/J'fOBAaHTHOIO €HAOKPHUHHOIO TEPAIi€lo MPH JTiKyBaHHI
paKy MOJIOYHOI 3aJl03M 3 HasBHICTIO PELENTOpiB A0 €CTPOreHiB 1 BIACYTHICTIO JIOJACBKHUX DPELENTOpiB
enigepmanbHoro Qakropa pocty 2 (ER+ / HER2-) na panniil ctanii npu BHCOKOMY CTYIEHI PU3HUKY
(KEYNOTE-756)», MK-3475-756, 3 inkoprnopoBanow momnpaBkoro 05 Bix 23 rpymas 2021 poky;
«PannomizoBane, moasiiiHe ciine gociimkenHs [l ¢a3zu xombinarii nemOponizymady (MK-3475) 3 abo
6e3 nenBaruHi6a (E7080/MK-7902) y panime HeJTIKOBaHHMX TMAI[lEHTIB 3 METacCTaTMYHUM
HeApiOHOoKIITUHHUM pakoM Jieredb (HIKPJI) 3 nmokaznukom nponopiii nyxiaunu (TPS), mo 6inbue ado
nopiBaioe 1% (LEAP-007)», MK-7902-007, 3 inkopmopoBanoto nornpaskoro 06 Bix 15 BepecHs 2021 poky;
«PannomizoBane, TOJBiiiHE crine, Iuane0o-KoHTpodaboBaHe npocuikeHHs Il ¢dasu ang  omiHku
neMOposizymMady TOPIBHSHO 3 TuIanebo sK aa’IOBaHTHOI Teparii Micis omeparlii Ta ONpOMIHEHHS B
YYaCHMKIB 3 MICIIEBO PO3MOBCIOKEHOIO TUIOCKOKIIITUHHOK KapLUUHOMOIO IIKIPH 3 BUCOKHM CTYIEHEM
pusuky (KEYNOTE-630)», MK-3475-630, 3 inkopmopoBanoro monpaskor 07 Bix 09 cepras 2021 poky;
«PanniomizoBane, nojBiiiHe crine, mianedo-KoHTponboBane pocaimxerss [ ha3u mopiBHIHHS
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nemOponizymady (MK-3475) 3 ximioTepamiero Ta XiMioTepari€ro 3 tianedo Uit Teparii nepioi JiHii npu
MEePCUCTYIOYOMY, pPEIUIUBHOMY abo wmertactatudyHoMmy paky mmiku wmatku (KEYNOTE-826)»,
MK-3475-826, 3 inkopniopoBanoro nonpaskoro 07 Bix 05 ciunast 2022 poky;

«PannomizoBane, nojasiliHe-ciine gociimkeHHs 111 ¢ha3m ABOXKOMIOHEHTHOI XiMmioTepanii mpenapaTaMmu
IUIATUHA B KOMOiHawii 3 memOpomizymabom (MK-3475) aGo 6e3 HBOro, B SIKOCTI HEOAa'OBAaHTHOI /
aJI’FOBaHTHOI Teparii JJig Malie€HTiB 3 ornepadebHUM HeApiOHOKIITUHHUM pakoM JereHb I, IITA ta I1IB
(T3-4N2) cramiit (HAPJI) (KEYNOTE-671)», MK-3475-671, 3 inkopropoBaHOw0 monpaBkor 10 Bif
24 6epe3ns 2022 poky;

«PannomizoBane, mojBiliHe-ciine kmHiuHE nociipkeHHs Il ¢asu memOpomizymady (MK-3475) rta
ximiorepanii (XP a6o FP) B mopiBHsHHI 3 mmane6o Ta ximiorepamiero (XP a6o FP) B skocrti
HEO0AI'FOBAHTHOTO / aJ'TOBAaHTHOTO JIIKYBaHHS MAII€HTIB 3 aJCHOKAPUMHOMOIO HUTYHKY Ta HUTyHKOBO-
ctpaBoxignoro 3‘ennanHs (ILIC3) (KEYNOTE-585)», MK-3475-585, 3 iHKOpIOPOBaHOIO MOIPABKOIO
08 Bix 16 xBiTHS 2021 .

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexeHot0 BianoBiganpHicTIO «MC/] Ykpaina»

Crnoncop, kpaina «Mepk apn Exnn Joym Kopm.y, nodipuae nianpuemcto» Mepk Eun Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CymyTHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHHUX




Jomarok 16

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

02.08.2022 No 1376
InenTudikaris cyrreBoi Omnosnena bpomrypa nocminauka (OSE-127 (antu-CD127 MOHOKJIOHANbHE aHTHTLIO)), Bepcis 4.0 Bin
MOIIPaBKU 31 6epesns 2022 p.
Howmep Ta nata Hakazy Ne 2777 Bin 02.12.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «PangomizoBane mojBiiiHe ciine pociipkeHHs I (a3sum 3 OmiHKKM e(EeKTUBHOCTI Ta OEe3MeYyHOCTI
BUTIIPOOYBaHHSA, KO/, 3acrocyBanHsa OSE-127 B mopiBHSAHHI 3 11a11€00 y NAIi€HTIB 3 aKTUBHIM BUPA3KOBUM KOJITOM CEPEIHBOTO
Bepcis Ta Jara ab0 Ba)XKOTO CTYMEHS TSDKKOCTI, 3 HEE(EKTUBHICTIO UM HEMEPEHOCHUMICTIO MOMEPEAHbOTO JTIKYyBAHHS,
OSE-127-C201, Bepcis 2.0 Bix 06 ciuns 2022 p.
3asiBHUK, KpaiHa TOB «Mb KBECT», Ykpaina
Cnoncop, kpaiHa OCE Imynotepanstotikc, CA, ®panuig (OSE Immunotherapeutics, SA, France)
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




Honatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

02.08.2022 No 1376
InenTudikarist cyrTeBOi Bpomypa nmocmigauka Ontamalimab, Buganns 11.0 Big 02 uepBHsa 2022 poky, aHIIIIHCBKOI MOBOIO;
MOTIPABKH [HCTpYKIIis 11010 AiH Y pa3i cyTTEBUX 3001B MPOBEACHHS BUIIPOOyBaHHA 3a mpoTtokoiom SHP647-304, Bin
17 tpaBHs 2022 poKy, aHII1HCHKOI0 MOBOIO
Howmep ta nata Hakazy Ne 466 Big 13.03.2018
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHiuHOTO «/loBrocTpokoBe po3mmpeHe IocHipKeHHs ¢a3u 3 s omiHKk Oe3nedHocTi mpemapaty SHP647 y
BUIIPOOYBaHHS, KO/, MAI[iEHTIB 13 BUPA3KOBUM KOJITOM abo xBopoOoro KpoHa cepenHbOro Ta BajKKOTO CTYHEHS TSXKKOCTI
BepcCis Ta Jara (AIDA)», SHP647-304, Bepcis 3 monpaskoro 4 Bix 21 Bepecus 2020 poxy
3asBHUK, KpaiHa ToBapuctBo 3 OOMmexeHow BianosimanshicTio «KoHTpakTHO-Jlochminnunpeka Opranizanis IHHOGapMm-
Ykpaina»
Crioncop, kpaina «aitep Xwvroman J[xenerik Tepamis, [ak.» (Shire Human Genetic Therapies, Inc.),USA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa nocnigauka Jlymareneposn, sunanss 16 Bix 02 uepBus 2022 poky, aHTIIIHCHKOI MOBOIO; 3MiHa

Ha3eu MIIB:
BYJIO CTAJIO
nupekTop Kocenkona I.B. nupekTop Kocenkona I.B.
Komynanene ~ HexomepmiiiHe — migmpueMcTBo | KoMyHanpHe  HEKOMeEpIiiiHE — MiAIPHUEMCTBO
«Yepkacbka oOnacHa mcuxiaTpuyHa JiikapHs | «Yepkacbka oOJlacHa TICUXiaTpUYHA JIIKapHS

Yepkacbkoi 007acHOT paam», KiHOYE BiIIUICHHS
Nel 1, wonogive Bijmisiennst Ne 12, Uepkacbka 00JI.,
M. Cmina

Uepkacbkoi 00JIacHOT paauy», KiHOYE BiIIIIICHHS
Nell, gonosiue BigminenHs Nel, Uepkacbka 00.I.,
M. Cmina

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2110 Big 16.09.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MojBiiiHE clline, TUIale00-KOHTPOIbOBAaHE, OAaraTOLIEHTPOBE MOCHimKeHHs (azu 3 3
OLIIHKM €()eKTUBHOCTI Ta O€3MEYHOCTI MOHOTEpaIlli TpenapaToM JyMaTenepoH NpH JIKyBaHHI Malli€HTIB 13
BEJIMKMMH JIEIPECUBHUMH €M130[aMH, OB’ A3aHUMU 3 OinossipHuM po3ziagoM I abo I tuny (6inonsipHOIO
JIeTpeciero) abo BEMKHUM JIeTIpecuBHUM posniagom», ITI-007-403, 3 iHKopropoBaHOIO monpaBkoo 3.0 Bijx

30 cepnns 2021 poky

3asiBHUK, KpaiHa

Iignpuemctso 3 100% iHo3emuom0 iHBecTHIiE0 «AMK’ IOBIA PJIC Ykpaina»

CnoHcop, kpaiHna

Intra-Cellular Therapies, Inc. (ITI), CHIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jomarok 19

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

02.08.2022 Ne 1376
InenTudikaris cyrreBoi 3miHa Ha3BU Micis npoBeaeHHs KB:
MOTIPaBKU BYJIO CTAJIO
K.M.H. ¥Ypcox H.b. K.M.H. ¥Ypcon H.b.
XMenbHUIIbKA OOJlacHa JikapHs, peBMaTtonoriyHe | KomyHanbHe HEKOMEpIIiiHe MiITPUEMCTBO
BIIIIIEHHSA, M. XMEIbHUIILKAH «XMenpHUIbKA 00IacHa JTIKapHs» XMEJIbHUIBKOT
obyacHOT pajau, pEeBMATOJIOTIUYHE BIJTIJICHHS,
M. XMeIbHUIILKUN
Howmep Ta nara Hakasy Ne 2266 Big 12.11.2019

MO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «JlocaixeHHs 3 OLIHKU €(heKTUBHOCTI, O0€3MeUHOCTI Ta (papMaKOKIHETHKU MPU 3aCTOCYBaHHI IpenapaTy
BUIIPOOYBaHHSI, KO/, IgPro20 (imyHornoOymiHy s MIJMIKIDHOTO BBEACHHS, Xi3eHTpa®) y [0OpOCIMX MAli€HTIB 13
Bepcis Ta JaTa nepmaromiosuroM (M) - nocnimpkennss RECLAIIM», IgPro20 3007, nompaska 3 Bix 21 nunas 2020 p.
3asBHUK, KpaiHa TOB «AnBancen Kninikany», Ykpaina

CrnoHcop, kpaina CSL Behring LLC, USA / CiEcEx bepinr EnEnCi, CHIA

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

OnoBnenuii nporokoi kiaiHiuHOro nociimkeHHss CFTY720D2311, ocratouna pepakuis 10 Big 20 TpaBHA
2022 p.; CuHONCHUC OHOBJICHOIO MPOTOKOJY KIIIHIYHOTO JOCHIDKCHHS, OCTAaTOYHA pPEIaKilis
10 anrmificekoro MoBoro Bix 20 tpaBus 2022 p., mepekyiaa yKpaiHChkor MOBOO Bix 13 wepsus 2022 p.;
[adopmariis 11 6aTekiB AuTHHH Ta popma iHopMoBaHOT 3rou, octatouHa penakiis Nel2.0 s Ykpainu
Big 14 uwepBHs 2022 p., OCTaTOYHUI MEpeKiIaj] 3 aHTIIMCHKOI MOBH Ha YKPaiHChKY MOBY Bija 28 uyepBHs
2022 p., ocTaTO4HMIA IEpeKIIaj] 3 aHTTIHCHKOI MOBU Ha pociiicbky MOBY Bij 28 uepBHs 2022 p.; [ndopmariis
JUTS TIAIIIEHTIB, SIKi TOCATIIM BiKy 18 pOKiB mijJ 4ac MpOBEACHHS JOCITIKeHHs, Ta Gopma iHhopMoBaHOT
srogu, ocraroyHa pepakiis Nel0.0 mms Vkpainu Big 14 uvepBHs 2022 p., OCTaTOYHHE TIepekiaj 3
AHTJTICBKOI MOBH Ha YKpaiHChKY MOBY Bijx 28 yepBHs 2022 p., OCTaTOUHUI MEepeKIIaj 3 aHTIIIHChKOT MOBU
Ha pociiickky MoBY Bif 28 yepBHs 2022 p.; IHdopmanis g mamienta Ta Gopma 3rogud Ha y4acTb y
JOCTiKeHHI aust gitedl Bikom Big 14 no 18 pokiB, ocrarouHa penakiis Ne7.0 miast ykpaiHCBKHX
JOCIITHUIBKUX LEHTPiB Bia 14 uepBHs 2022 p., OCTATOUHUHN NMepekIaj] 3 aHIIIHChKOT MOBU Ha YKPAiHCBKY
MOBY BiJ 29 uepBHs 2022 p., ocTaTOUYHUH NEpPeKIIaj 3 aHIIICbKOI MOBU Ha POCIMChKY MOBY BiJl 29 uepBHs
2022 p.; Indopmanis ais naimieHTa Ta popma 3roau Ha ydacTb y JOCIIKEHHI JJs AiTel BikoM Bif 12 no
14 pokiB, ocraTouHa penakiiss Ne7.0 1151 yKpaiHCbKUX JOCHITHUIBKUX IeHTpiB BiJ 14 yepBHsa 2022 p.,
OCTAaTOYHMH MNepeKyaa 3 aHIJiHChbKoi MOBM Ha YKpaiHChbKYy MOBY BiJ 29 uepBHs 2022 p., ocTaTOYHMH
NepeKIIaj] 3 aHIJINHChKOI MOBH Ha pociiicbky MOBY Bina 29 yepBHs 2022 p.; [Hopmaris nns naiiedra ta
dbopma 3roJu Ha y4acTh y JOCIIKEHH1 yist iTed BikoM Bia 10 1o 12 pokiB, octaTouna penaxitis Ne7.0 most
YKpaTHCHKUX JOCTIAHUIBKUX IeHTPiB Bif 14 uepBHs 2022 p., ocTaTOUHUHN MepeKiaa 3 aHTIiChKOT MOBU
Ha YKpaiHChbKY MOBY Bij 29 uepBHs 2022 p., 0OCTaTOYHMI NEPEKIIa]] 3 aHIIIHCHKOI MOBH Ha POCIIICHKY MOBY
Bin 29 uepBHs 2022 p.

Howmep Ta nara Hakazy
MO3 om0 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
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HasBa ximiHiuHOTO «/IBopiuHe MOABINHO cllille paHAOMi30BaHE OaraToOIEHTPOBE MOCIIHKCHHS 3 aKTHBHUM KOHTPOJEM, IO
BUIPOOYBaHHS, KO/, MIPOBOJIUTHCS B AITEH 1 MIJUTITKIB 13 PO3CISTHUM CKJIEPO30M 3 METOIO OIIHKH 0€3MeYHOCTI i €(hEeKTHBHOCTI
Bepcis Ta gata (biHTOIIMOY JUTS IEPOPATIBHOTO 3aCTOCYBAHHS OJIMH pa3 Ha A00Yy B OPIBHAHHI 3 iHTephepoHoM [ -1a ms

BHYTPIITHBOM SI30BOT'0 BBEJCHHS OJMH pa3 Ha THXKIEHb (OCHOBHHIA €Tam) i3 JOAaTKOBUM €TarioM Ipu
3actocyBaHHi (hiHroniMoay npotsarom 5 pokiB», CFTY720D2311, ocrarouna penakimist 09 Big 03 rpynHs

2021 p.
3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJAJILHICTIO «I1I EC AU-YKPATHA»
CrnoHcop, kpaiHa «Hogapric ®apma Cepsice3 Al'», IlIBeiinapis
CynytHi —
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

Onosnennii [Iporokon kminiyHoro nocuimkenns TAK-788-3001, Bepcis i3 monpaskoto 07 Bix 03 rpyass
2021 p., anrmiiicekoro MoBoro; TAK-788-3001: JIuct mo sikapiB 10/10 HampaBiIeHHs TMalli€HTiB, Bepcis 3.0,
Bin 17 rpymus 2021 p., anrmidickkoro mMoBoro; TAK-788-3001: Jluct mo mikapiB MIoJI0 HANpaBIICHHS
nanienTis, Bepcis 3.0, Big 17 rpymus 2021 p., nepekian ykpaiHchbkoro MoBoio Bif 20 TpaBus 2022 p.;
Bpoiypa nocniHuka JOCTIKYBaHOTo JliKapchkoro 3aco0y Mobocertinib, Bunanus 6 Bing 24 Oepesns
2022 p., anruiiicbkoro MoBOIO; [HhopMmarlisa mist mamienta ta ¢popma iHGOpPMOBaHOT 3roau A YKpaiHu,
aHTITICBKOI0 MOBOIO, Bepcis 8.0 Bin 27 TpaBusa 2022 p.; [ndopmaris st namienTa Ta popma iHpopMoBaHOi
3roju Juid YKpaiHu, yKpaiHChbKOI0 MOBOIO, Bepcis 8.0 Bix 27 TpaBus 2022 p.; [ndopmariis ans namienra ta
dopma iHpOpMOBaHOi 3romu Uit YKpaiHW, pociiichkoro MoBorw, Bepcis 8.0 Bim 27 tpaBHs 2022 p.;
[adopmaris 1 hopma iHpopMoOBaHOi 3rou Ha 30ip JaHUX MPO BariTHY NapTHEPKY yYaCHUKA JOCIIIKEHHS
Ta HOBOHApPO/UKEHY AWTUHY JUId YKpaiHM aHIMHChKOI0 MOBO, Bepcis 2.0 Bim 19 ciuns 2022 p.;
Indopmartis 1 popma iHPopMOBaHOI 3ro 1 HA 30ip TaHUX MPO BariTHY NAapTHEPKY yYaCHUKA JOCITIJKEHHS
Ta HOBOHApO/KEHY NIUTUHY A YKpaiHu YKpaiHChKOIO MoBoro, Bepcia 2.0 Big 19 ciuna 2022 p.;
Indopmartis 1 popma iHPopMOBaHOI 3ro 1 HA 30ip TaHUX MPO BariTHY NapTHEPKY yYaCHUKA JOCITIJKEHHS
Ta HOBOHAPO/DKEHY AUTHUHY A YKpaiHu pociiickkoro MoBoto, Bepcid 2.0 Bix 19 ciuns 2022 p.; 3pazox
MapKyBaHHsI TOCI1IKYBaHOTO JIiKapchKoro 3aco0y Moboueptunid 1 Ykpainu, epcis Big 04 nuctonana
2021p., yKpaiHChKOIO MOBOIO; 3pa30K MapKyBaHHS IpernapaTy MOpIBHSIHHS AJIMTa JUisi KOPOOKH, IS
VYkpainu, Big 01 mororo 2022p., ykpaiHChKOIO MOBOIO; 3pa30K MapKyBaHHsI IIperapary NOpIBHIHHS AJiMTa
i ¢nakony, s Ykpainu, Big 01 mororo 2022 p., ykpaiHCbKOI MOBOIO; 3pa30K MapKyBaHHs Ipenapary
nopiBHsiHHS Lucnatun mist kopooku, aia Ykpainu, Big 01 arororo 2022 p., yKpaiHCEKOK MOBOIO; 3pa3ok
MapKyBaHHs mpernapary nopiBHsHHS Lucnnatun ansg ¢nakony, ans Ykpainu, Bix 01 mrotoro 2022 p.,
YKpaiHChbKOI0 MOBOIO; 3pa3oK MapKyBaHHsS IpernapaTy mnopiBHsSHHS KapOomnatun nias KopoOku, auis
Vkpainu, Big 01 mrororo 2022 p., yKpaiHCHKOIO MOBOIO; 3pa30K MapKyBaHHS Ipernapary HOpiBHSHHS
Kap6omnarun 1 dnakony, ans Ykpainu, Bix 01 motoro 2022 p., ykpaiHCbKOIO MOBOIO; 3pa3ok
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MapKyBaHHS JIKapChKOTo 3aco0y Jionepaminy Tipoxyiopua, Uit YKpainu, Bepcis Big 09 rpyaus 2021p.,
YKpaiHCbKOIO MOBOIO; JIOBIIHUK 13 BUKOHAHHS BI3HMTIB JUIsl TPYIM OTPUMaHHS XimioTeparii, Bepcis 3.0 Bif
14 ciuns 2022 p., ykpaincbkoro MoBoro; KepiBHunrso mo Bizutam [ 'pyma ximiorepamii, Bepcis 3.0 Bix
14 ciuns 2022 p., pociiicbK0O0 MOBOIO; JIOBIIHUK 13 BUKOHAHHS Bi3WTIB JIJIsl TPYIIH JIIKYBaHHS MPETapaToM
TAK-788, Bepcia 4.0 Bim 4 ciuns 2022 p., ykpaiHcbkoio MoBO; KepiBHUITBO 1o Biduram ['pyma
TAK-788, Bepcis 4.0 Big 4 ciuna 2022 p., pociiickkoro MoBow; CraifioBa mpe3eHTarlis
_ColleagueSlidePresentation, Bepcis 5.0 Bim 14 ciuns 2022 p., ykpaiHncekow MoBow; CraimoBa
npesentariss _ColleagueSlidePresentation, Bepcis 5.0 Big 14 ciuns 2022 p., pOCiCBKOO MOBOIO;
[adopmariitnuii OroneTeHb TOCTIDKEHHS Ui MEIMYHHUX TNpamiBHUKIB, Bepcis 2.0, Bix 04 ciuns 2022 p.,
YKpaiHChKOIO MOBOIO; [H(opmaiiiHuii 61071eTeHb JOCTiIKEeHHS Ui MEIUYHUX MpalliBHUKIB, Bepeid 2.0,
Bix 04 ciunast 2022 p., pociiicbkor0 MOBOI0; KapTka-moileHHUK TaIfieHTa s rmepexpecHoi (a3 MUKy
1 s TAK-788 1 nonepaminy Bepcis 1.1 Bix 09 mororo 2022 p., ykpaiHcbkoro MOBoO0; KapTka-1101eHHUK
narieHTa s nepexpecnoi dazu mukny 1 ams TAK-788 1 nomepaminy Bepcis 1.1 Big 09 mrotoro 2022 p.,
pociiicbkor0 MOBOIO; KapTka-1ioileHHUK NalieHTa Juisl mepexpecHoi ga3u mukiy 2 1 HactynHux st TAK-
788 1 nomepaminy, Bepcis 1.1 Big 09 motoro 2022 p., ykpaiHCEKOO MOBOO; KapTka-1o/IeHHUK MalieHTa
st nepexpecHoi ¢asu mukiny 2 1 HactymHux s TAK-788 1 jomepamimy, Bepcis 1.1 Bix
09 mrororo 2022 p., pocilickkor MoBOt0; KapTka-moneHHuk mamienTta, Tan A _nukia 1 1 2, Bepcist 3.2 Bix
09 mororo 2022 p., ykpaiHChbKOI0 MOBOI0; KapTka-1110/JleHHUK narjienTa, Tun A _1mkiu 112, Bepcist 3.2 Bix
09 moTtoro 2022 p., pociiickkoro MoBot0; KapTka-1onenHuk namienTta, Tun B muknum 3 1 4, Bepcis 3.1 Bin
09 mortoro 2022 p., ykpaiHcbko0 MOBOO; KapTka-moneHHuK nartienTa, Tun B nwmkiu 3 14, Bepcis 3.1 Big
09 moToro 2022 p., pociiickkoro MoBo0; KapTka-monenank namienra, tan C_1mki S 1 nami_Bepcis 3.1 Big
09 mrotoro 2021 p., ykpaiHcbkoro MoBoro; KapTka-monennuk namienrta, tun C mwmki 5 1 gami_Bepeis 3.1
Bix 09 motoro 2021 p., pociiickkoro moBoro; TAK-788-3001 JIncT-3amuT 110,10 30BHIIIHEOTO IMPOBEICHHS
EKI' y nmewp 7 unwmkmy 1 (A7L1), Bepcis 1.0 Bim 17 ciuas 2022 p., aHMINACHKOIO MOBOIO;
TAK-788-3001 Jlucr-3anut 1monao 30BHimHboro nposeaeHHs EKI y aens 7 nukny 1 (A7111), Bepcisa 1.0
Big 17 ciuns 2022 p., nmepeknaa yKpaiHcbkoro MoBoro Bin 18 tpasust 2022 p.; TAK-788-3001: Jluct no
cimeiiHoro mikaps, Bepcist 2.0, 25 ciuns 2022 p., nepekiaa yKpaiHCbKor0 MoBOO Bif 19 TpaBus 2022 p.;
3MmiHa HA3BU Ta KOHTAaKTHUX AaHuX CrioHCopa!
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bYJIO CTAJIO
Millennium Pharmaceuticals, Inc., USA (CILA), | Takeda Development Center Americas, Inc., USA
40 Landsdowne Street, Cambridge, MA, 02139, | (CIlIA), 95 Hayden Avenue, Lexington, MA,
United States; 02421, United States;
KOHT. ocoba-Shengqun (Sharon) Cang; KOHT. ocoba-Bruno Igima;
tein. 857 600 3492; ten. +1 857 998-0021;
e morra-Shengqun.Cang@takeda.com ei1. morrra-bruno.igima@,takeda.com
Howmep Ta nata Hakazy Ne 767 Bin 02.04.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «PannomizoBane, 6araToueHTpoBe, Biikpute gocuipkeHHs ¢aszu |l nns oninku edhekTuBHOCTI Mpenaparty
BUTIIPOOYBaHHS, KO/, TAK-788 B sikocTi Tepartii mepiuoi JiHii y HOpiBHSAHHI 3 XiMIOTepari€ro Ha OCHOBI IpenapaTiB IUIATHHH Y
BepcCis Ta gaTa MAI[IEHTIB 13 HEPIOHOKIITUHHUM PaKoM JIETeH1 3 iHCepUiHHUMU MyTalisiMi y 20-My €K30H1 I'eHa pelenTopa
enigepmanbHoro gakropa pocty (EGFR)», TAK-788-3001, Bepcis i3 monpaskoro 6 Big 22 ciuns 2021 p.
3asBHUK, KpaiHa ToBapuctBo 3 OOmexeHow BinnmosiganeHicTio «KonTpakTHO-Jlochinnunbka Opranizanis [HHODapm-
Ykpaina»
CnoHcop, kpaina Mimnenniym ®apmackrotikans, [ak., CIIA (Millennium Pharmaceuticals, Inc., USA)
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
02.08.2022 Ne 1376

InenTudikarist cyrTeBOi
HONPaBKU

OnoBiieHa Bepcisi MPOTOKONy KiiHigHOro BUNpoOyBanHs C3601002 3 mompaBkoro 2 Bim 18 TpaBHs
2022 poky; ®opma iHGOpMOBaHO1 3TOM HA YIaCTh Y HAYKOBOMY JIOCITIDKeHHI», peaakiis 5.0 Bix 30 TpaBHs
2022 poky, YKpaiHChKOIO Ta POCIMCHKOIO MOBAMHU

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1465 Big 08.08.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«[IpocnexkTHBHE paHIOMi30BaHE OaraTOICHTPOBE BIAKPUTE TMOPIBHsUIBHE IOCTiKeHHS (asu 3, mo
IPOBOJIUTHCS B MapajlelbHUX I'pynax 13 3aciilVIEHUM LEHTPAIbHUM OL[IHIOBAaHHSIM 3 METOI0 BU3HAYEHHS
e(eKTUBHOCTI, OE3MEeYHOCTI Ta TEePEeHOCUMOCTI KoMOiHamii a3rpeoHam-aBibakTam (ATM-AVI)
+MeTpoHinazon (MTZ) y nopiBasiHHI 3 MeponeHemtkonicTiH (MER+COL) s mikyBaHHS cepilo3HUX
1H(eKIiH, 3yMOBJIEHUX I'PaMHETaTUBHUMH OakTEepisiIMM, BKIIOYHO 31 CTIHKMMHU 10 0araTOKOMIIOHEHTHHUX
JIKapChKUX 3ac00iB 30yTHUKaMHM, 110 MPOAYKYIOTh MeTano-Oera-nmaktamasy (MBL), ans skux BapiaHTH
JIKyBaHHsS oOMexeH1 abo BiacyTHi», C3601002, 3 monpaskoro 1 Bixg 05 aunas 2018 poxy

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

«®Daiizep [uk.», CIIA / Pfizer Inc., USA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




