Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii IIpotokon kimiHiyHOTO mociimkeHHs MOR202C206, Bepcis 4.1 Big 10 xoBtHa 2022 p.,
aHTIChKOI0 MOBOI; 3MmiHa CroHcopa KiiHIYHOTO gociimkeHHs 3 MopdoCuc Al, Himeyunna /
MorphoSys AG, Germany Ha X’tomen Immynomomxki biocaiiencis, Ink. (XI-bio), CIIIA / Human
Immunology Biosciences, Inc. (HI-Bio), USA; Bporrypa mociigHuKa J0CHiIKYBaHOTO JIIKapChKOTro 3ac00y
Felzartamab, Bunanns 16.1 Big 05 xoBTHS 2022 p., aHTIIHCHKOI MOBOI; [H(opMaris ans namieHTa Ta
dopma iH(popMOBaHOi 3roau Ui YKpaiHM, aHTTiHCBKOI0 MOBOw, Bepcis 3.1 Big 05 ciuna 2023 p.;
[adopmaris s mamienta ta popma iHPOpMOBaHOT 3roau It YKpaiHH, YKpaiHCEKOI0 MOBOO, Bepcis 3.1
Bix 05 ciuns 2023 p.; [ndopmaris ais namienta ta ¢popma iHGOPMOBAHOI 3TOAM I Y KpaiHH, POCIMCHKOIO
MoBoI0, Bepcis 3.1 Bix 05 ciuns 2023 p; [ndopmarist st namienta Ta gpopma iHpopMoBaHOi 3101 Ha 30ip
JaHUX TPO BAriTHY NAIlEHTKY/BAriTHY MapTHEPKY Ta HOBOHAPO/KEHY IUTHUHY/HEMOBJIS, aHIIIHCHKOIO
MOBOI0, Bepcis 3.1 Big 05 ciuns 2023 p.; [ndopmartis st marienta ta popma inpopmoBaHoi 3roam Ha 30ip
JAHUX TPO BariTHY NAallieHTKY/BariTHy MapTHEPKY Ta HOBOHAPOKEHY JUTHHY/HEMOBIIS, YKPAiHCHKOIO
MoBo1o, Bepcis 3.1 Big 05 ciunst 2023 p.; [Hdopmaris ans naiienra Ta popma iHGOpMOBaHOT 3roAu Ha 301p
JAHUX TIPO BariTHY NAalliEHTKY/BariTHy MapTHEPKY Ta HOBOHAPOIKEHY AUTHUHY/HEMOBIS, POCIHCHKOIO
MoBoto, Bepcis 3.1 Bix 05 ciuns 2023 p.; [Hpopmanis ansa namieHTta ta popma 1HGOPMOBAHOT 3roau IS
KOpUCTYBaHH: nociyramu komnanii «Ckayt Kiinikam» s Ykpainu, aHriiiicbkoro MOBOIo, Bepceis 2.1 Bia
05 ciuns 2023 p.; [npopmarnis s nanienTa Ta popma iHGOPMOBAHOI 3r0 I JUIsl KOPUCTYBAHHS TOCIyraMu
komnanii «Ckayr KmiHikam» mist YkpaiHu, ykpaiHChKOIO MOBOo, Bepcis2.l Big 05 ciuns 2023 p.;
Indopmartis 1t namienTta ta popma iHGOPMOBAHOI 3r0AU ISl KOPUCTYBAHHS MOCTyraMu KommaHii «Ckayt
Kninikam» ans Ykpainu, pociiicbkoro MoBo1o, Bepcis 2.1 Big 05 ciuns 2023 p.; 3pa3ok KapTKU Malli€HTa,
Bepcis 2.0.0 Bix 22 nuctonana 2022 p., gocaimkenas MOR202C206, ykpaiHCbKOIO MOBOIO

Howmep Ta nara Hakazy
MO3 om0 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1265 Big 23.06.2021




2 MIPOJIOBXKEHHS JoaaTka |

HasBa ximiHiuHOTO «[ToxgiiiHe ciine, paHIO0Mi30BaHe, MIANe00-KOHTPOJIbOBAHE, 0araTOEHTPOBE KITIHIYHE TOCIIHKCHHS (a3u

BUIPOOYBaHHS, KO/, ITa 3 ominku edexkTUBHOCTI Ta Oe3mevHocTi (penp3apramady Ha OCHOBI JtoAChKUX aHTHTUT 70 CD38 y

Bepcis Ta Jara nikyBanHi IgA-nedponatii — IGNAZ», MOR202C206, Bepcis 3.0 Bix 01 rpyans 2021 p.

3asBHUK, KpaiHa TomapuctBo 3 OOMexeHoro BimmosimansHicTio «KoHTpakTHO-Jlocmiaauipka Opranizamis [HHODapM-
Ykpaina»

CnoHcop, KpaiHa MopdoCuc AI', Himeuunna / MorphoSys AG, Germany

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. Havanbuuka @apmManeBTHYHOTO YNPABJIIHHA Ouaexkcanap I'PIHEHKO




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHe A0ChE HoCHiKyBaHOro jikapcekoro 3aco0y SULGEN® Spray Phleum pratense, cmpeit
cyOmiHrBanbHUM, Bix XKOBTHA 2022 poKy, aHTJIiHChKOK MOBOI; CrHpolieHe n0oche Ha Iianebo 10
SULGEN® Spray Phleum pratense, cripeii cyonmiHrBanbHUiA, Bi xKOBTHS 2022 poKy, aHTITIHCEKO0 MOBOIO;
OHoBIIeHE MapKyBaHHs JOCIHIDKYBaHOro Jiikapcbkoro 3aco0y ta miuane6o SULGEN® Spray Phleum
pratense, crpeil CyOJIIHTBAIbHHIA, YKPAiHCHKOI MOBON; 3alydeHHS JOJAATKOBOTO MICIS IMPOBEICHHS
KJIIHIYHOT'O BUIIPOOYBAHHSI:

Ne [1.Lb. BiAMOBIAaIBHOTO TOCITITHUKA

/11 Hazpa micus mpoBeieHHs! KJIIHIYHOTO BUITPOOYBAaHHS

1. | nupekrop, k.M.H. Hazapenko O.II.
ToBapucTBO 3 00MexeHO0 BianoBiganpHicTIO «KimiHika imyHos0rii Ta aneproiorii «@OPITIOCT»,
M. KuiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 531 Bin 26.03.2022

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«®aza Il BumpoOyBaHHS Il OLIHKM TNEPEHOCHMOCTI, Oe3neku Ta e(EeKTUBHOCTI CYOIIHIBaJIbHOT

IMyHOTepanii y Malli€HTiB, 0 CTPaXJIAIOTh Ha aJeprilo Ha NWIOK TpaB», SL-351A, Bepcis 4.0 Bix
17.11.2022

3asiBHUK, KpaiHa

POKCAJUI Meninin I'm6X, Himeuunna

Cnoncop, kpaina

POKCAJIJI Menainin I'M6X, Himeuunna

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO



JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmariitnmii muctok i gopma 3romm manoniTHROro marmienta (y Bimi Big 12 go 14 pokiB), Bepcis
V4.0UKR(uk)1.0 Big 13 mumast 2022 poky, nepekiaj ykpaiHcbkoro MoBoro Bia 08 BepecHs 2022 poky;
[adopmarniitnmii muctok i Gopma 3romm manoiniTHROro mamienrta (y Bimi Bim 12 go 14 pokiB), Bepcis
V4.0UKR(ru)1.0 Big 13 mumus 2022 poky, nepekiaa pociiicbkoro MoBow Bim 09 Bepechs 2022 poky;
[adopmarniitnmii TuCcTOK 1 hopma 3roan HEMOBHOJMITHROrO HamieHTa (y Bimi Bix 14 go 18 pokis), Bepcis
V4.0UKR(uk)1.0 Big 13 mumnas 2022 poky, nepeknan ykpaiHcbkoro MoBoro Bif 09 Bepecus 2022 poky;
[adopmariitnuii TUCTOK 1 hopma 3roaM HEMOBHOJITHROTO marieHTa (y Bimi Big 14 mo 18 pokiB), Bepcis
V4.0UKR(ru)1.0 Big 13 munnas 2022 poky, mepekiaj pociiicbkoro MoBoro Bia 09 Bepecus 2022 poky;
[adopmarniitnmii mucTox i ¢popma 3roau ydacHuka nociimkenss, Bepcis VS5.0UKR(uk)1.0 Bix 13 numas
2022 poky, nepekian ykpaiHcbkoro MoBoro Bif 09 BepecHs 2022 poky; Indopmariiitnuii muctok 1 popma
3roam ydacHuka gociimkeHns, sepcis VS.0UKR(ru)1.0 Bix 13 mmmas 2022 poky, mepekia pociichKo
moBoro Bix 09 Bepecus 2022 poky; Indopmaniiinuii nuctok i ¢dopma 3roau uid OaThKiB, Bepcis
V5.0UKR(uk)1.0 Big 28 munuHs 2022 poky, nmepekna] ykpaiHcbkoro MoBoro Bif 09 Bepecust 2022 poky;
Indopmaniitnuii mucrok 1 ¢popma 3roau ans 6ateki, Bepeis VS.0UKR(ru)l.0 Bix 28 nunusa 2022 poky,
nepekiaj pociickkoro MoBoro Bif 09 BepecHs 2022 poky; Jocke DOCTIIKYyBAaHOTO JIKAPCHKOTO 3aco0y
bpiBapanieram (Briviact®), Bix 20 naunng 2022 poky, aHITIHCHKOI MOBOIO; 3MiHA MICISI MPOBEICHHS
BUIIPOOYBaHHS:

BYJIO CTAJIO

K.M.H. Makenoncrka 1.B. K.M.H. MakenoHcrka 1.B.

Komynansue HEKOMepIliliHe nignpueMcTBo | KomyHanbHe HEKOMepIliifHe M1IPUEMCTBO
«Micpka nuTaYa  KmiHIYHA  mikapHI  Ne6» | «Mickka  auTsava  KiHIYHA - JTikapHS  Ne6y
JIHIMPOBCBKOI ~ MICBKOi ~ paau, HeBpoJjoriuHe | JJHIIpoBCbKOi MICHKOT pajy, AUTSYE HEBPOJIOTIUHE
BIIJTIJIEHHS MOJIOJIIIOTO BiKY, M. JIHImpo BiIIIIEHHS, M. JIHIpO




2 IIPOJOBXKEHHS JoJaTKa 3

Howmep Ta nara Haka3sy
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Binx 22.03.2021

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PangomizoBaHe, MiATBEpPKylode, TMOABIHHE ciine, IuIane00-KOHTPOJbOBaHE, OaraToleHTPOBE
JOCIIJKEHHS MiI00pY ONTUMAIBHOI JO3M B MapajelbHUX IPyNax i3 2-eTamHUM aJallTUBHUM JAU3alHOM 1
PaH0MI30BaHOIO BiIMIHOIO ISl OIIHKH €(PEeKTUBHOCTI, O€3MEYHOCTI Ta MEPEHOCUMOCTI OpiBapaleramy B
SKOCTI MOHOTepamii B Mali€eHTiB y Bili Bix 2 10 25 pokiB i3 AUTAYOI0 aOCAaHCHOIO EMUIernciero abo
IOBEHIIbHOIO abcaHCHOW emiernciero», N01269, 3 iHKOpIOpoBaHOK TMOMpaBKow 2 Biax 29 Oepe3Hs
2021 poky

3asBHUK, KpaiHa

[Tinmpuemcto 3 100% 1HO3EeMHOIO iHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

UCB Biopharma SRL, Belgium

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO




Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

Inentudikarist cyrTeBoi
MOTPaBKH

JlokanpHa mompaBka g0 mpoTokony (Aprentuna, bpasumis, Komymo6is, Mekcuka, Pocis, Ykpaina)
BAY 94-8862 (dinepenon) / 20103 Bix 26 xoBTHs 2022; Hocmimkenns 20103 Iadopmariis mis namienra
Ta (hopma iHhopmoBaHoi 3roau, Bepcis 5.0 Bix 28 xoBTHS 2022 pOKy YKPaiHCHKOIO Ta POCIHCHKOI0 MOBOIO
Ha 0a3i [ndopmarii ays mamienTa ta popmu iHGopMoBaHoi 3roau, Bepceis 5.0 mis Ykpainu Big 12 BepecHs
2022 poky; Hocmimxenns 20103 Indopmariis mia namienta/popma iHGOPMOBAHOT 3rOAN BITHOCHO 3MiH Y
npoBeeHH1 gocipkenHs, Bepcis 4.0 Bix 28 sxoBTHA 2022 poKy, YKpaTHCHKOIO Ta POCIHICHKOI0 MOBOIO, Ha
6a3i [ndopmarii ans nmamienta Ta popmu iHPOPMOBaHOT 3rO U BIAHOCHO 3MiH Y POBEICHHI JOCTIIKEHHS,
Bepcii 4.1 nns Ykpainu Big 20 Bepecus 2022 poky; Jocmimxenns 20103 OnuTyBaibHUK /71 AIIEHTIB, 10
3aBepIININ y4acTh B AOCHiKeHH], Bepeia 1.0 Bixg 1 kBiTHa 2022, yKpailHCHKOIO Ta POCIMCHKOI0 MOBOIO, Ha
0a3i OMUTYBAJIbHUKA ISl TAMIE€HTIB, 10 3aBEPIIMIA y4acThb B JOCHTIKeHHI, Bepcii 1.0 must Ykpainu Bin
1 xBitHs 2022; 20103 KonraktHa kaptka, Bepcist 4.1 Bin 21 rpynus 2022 poky yKpaiHCBKOIO Ta pOCIHCHKOIO
MOBOIO, Ha 0a31 KOHTAKTHOT KapTkH, Bepcis 4.0 ais Ykpainu Big 02 uepsHs 2022 poky; OHoBiieHa Opomrypa
nociiHuka npenapary BAY 94-8862 (¢dinepenon), epcis 9.0 Big 26 cepnas 2022 poky

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

Ne 2110 Big 16.09.2020

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

bararoneHnTpoBe, paHaoMi3oBaHe, MOJBIiHE-CiNEe B MapalielbHUX Tpymnax, IUIaned0-KOHTPOIbOBAHE
JOCIIJKEHHS U1 OLIIHKM e()eKTUBHOCTI Ta Oe3nedHocTi (PIHEpPEeHOHY NP 3aXBOPIOBaHHI Ta CMEPTHOCTI
narieHTiB 3 cepreBoro HepocTaTHICTIO (NYHA xnac II-1V) ta ¢pakmiero Bukumy JriBoro nuryHouka >40%
(®BJILI >40%), No. BAY 94-8862 (finerenone) / 20103, Bepcist 3.0 3 iHTErpoBaHOIO MOMPABKOIO 2 Bif
16 TpaBHs 2022 poky

3asBHUK, KpaiHa

TOB «baiiep», Ykpaina

CrnoHcop, kpaiHa

Baiiep AI', HimeuunHna

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO



Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa nocmigauka JNJ-54179060 ImOpysika (I6pytuni6), Buganns 16 six 09.12.2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUTIIPOOYBaHHS, KO/,
BepcCis Ta gaTa

«PangomizoBaHe, MoJBiMiHE ciine, MIaleO0OKOHTPOIbOBAHE KIIiHIYHE AOocTipkeHHs 3 (a3u iHridbiTopa
tuposunkinazu bpyrona (BTK), PCI-32765 (I6pyruni6), y xomOinamii 3 bengamyctuHom Ta
Purykcumabom (BR) y mamieHtiB 13 Bmeplne AiarHOCTOBAHOK JTIMGOMOIO MAaHTIHHOT 30HU»,
PCI-32765MCL3002, 3 [Tonpaskoro INT-8 Bix 27.06.2022 p.;

«PangomizoBaHe, To/BifiHE Ciine, IMIanebdo-KOHTPOIbOBaHE KIIIHIYHE IOCHTiDKeHHs, (a3a 3, iHridiTopa
tuposuHkinazu bpyrona (BTK), PCI-32765 (I6pyruHi®6) B xomOiHamii 3 OJHUM i3 JBOX DPEXHMIB
bennamyctun 1 Putykcumab (BR) aGo Putykcuma6, Luknodocdamin, okcopyOinuH, BinkpucTuH i
[Tpennizon (R-CHOP) y mariieHTIB 13 1HJOJEHTHOIO HEXOKKIHCHKOIO jJiMpomoro (1IHXIJI), sxi panime
otpumyBasu JikyBaHHs», PCI-32765FLR3001, 3 ITompaskoro INT-3 Big 29.08.2022 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. HauanbHuka ®apManeBTHYHOI0 YIPABJIiHHS

Oaexcanap I'PIHEHKO




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mocnigauka T0CHiKYBaHOTO JTiKapchbKoro 3aco0y Pembrolizumab (MK-3475), Bunanns 23 Bix
26 xoBTHs 2022 poky, aHTUIChKOWO MOBOK; Ykpaina, MK-3475-355, Indopmariiss Ta JOKyMEHT PO
iHpopMoBany 3roxy i marieHta, Bepcis 13.0 Bim 30 ciuns 2023 p. ykpaiHCBKOIO MOBOIO; 3MiHA
BiJIMOBIAAILHOTO JIOCIIITHUKA; 3MiHA HAa3B MiCIlb IPOBE/ICHHS KJIIHIYHOTO BUTPOOYBAHHSI:

BYJIO CTAJIO
Kowmicapenko I'.B. nikap Tapacenxo T.€.
ToBapucTBo 3 0OMEKECHOI BIIIMOBIAANBHICTIO | MEAWYHUN IIGHTP TOBapHUCTBA 3 OOMEXKEHOIO
«Mennyna KkiiHika «lHHOBaIig», BiAAIIEHHA | BiAmoBigadbHICTIO «MeauyHa KiiHika «[HHOBaIlisg,
ximioreparii, Kuiscbka 00J1aCTh, | BiJiICHHS ximiorepartii, Kuiscbka 0011,
Bumropoacekuii paiioH, c. JIroTixk Bumropoacekwii p-H., ¢. JIroTik
k.M.H. Tpyxin JI.B. k.M.H. Tpyxin J[.B.
Komynanena ycranoBa «Opechkuii obnacuuii | KomyHanbHe HEKOMepIliiiHe i ITPUEMCTBO
OHKOJIOTIYHHI JHCIIaHCep», CTalioHap JIEeHHOro | «OnecbKuit perioHaIbHUMA KJIIHIYHUNA
nepeOyBaHHs JTUCTIAHCEPHO-TIOMIKIIHIYHOTO | MPOTUIYXJIWHHUHN IeHTp» Oaechkoi obmacHoi paay,
Bigminennsa, M. Oxeca BIIIITIEHHS XiMioTeparii, M. Oneca

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

Ne 70 Bi7 31.01.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannomizoBane, noxgiiiHe-ciine pocnimkeHHs 11 gasu ans nopiBHAHHA JiKyBaHHS 1eMOposizymaboM
(MK-3475) y koM06iHa1ii 3 mpenaparaMu XimioTeparii Ta JiKyBaHHs 1jane0o y komOiHalii 3 mpenapaTaMmu
ximioTepamii y TMali€eHTIB 3 paHIlIe HEIIKOBAHUM MICIIEBO-PELUINBYIOUUM HeomepadensHuM abo
METAaCTaTHYHUM TOTpiHO-HeTaTHBHUM pakoM MoisouHoi 3anmo3u (KEYNOTE-355)», MK-3475-355,
3 IHKOpriopoBaHoto nonpaskoio 07 Bix 17 uepBus 2022 poky

3asiBHUK, KpaiHa

TosapucTBO 3 0OMexkeHoto BianoBiganbHicTIO «MCJl Ykpaina»




MIPOJIOBXKEHHS 101aTKa 6

Cnoncop, kpaina

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

CymnyTHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. HavanpHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Ounexkcanap I'PIHEHKO



Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

31.03.2023 Ne 600
InenTudikarist cyrTeBOi KepiBHHLITBO 11010 MPOBENEHHS IOCTIDKEHHS IMijf Yyac CTUXIHHOrO JHxa / 3HaYHOTro 30010 B poOOTi /
MOTIPABKH nangemii Big 19.05.2022 p.; Iadopmaris mis namienta ta @opma inpopmoBanoi 3roau, Bepcis 7.0

YKpaiHChKOIO MOBOIO st YKpainu Big 27.01.2023 p.; Indopmarist st manienta ta @opma inpopmoBaHoi
3ronu, Bepceis 7.0 pocifickkoro MoBoro 175t Ykpainu Binx 27.01.2023 p.

Howmep Ta nara naka3zy Ne 310 Big 23.02.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

HazsBa kirigiyHOTO «bararorieHTpoBe, 3 OZHHUM pYKaBOM JIIKYBaHHS, BIJKpUTE, TOBTOTpUBAjE KIIHIYHE JOCITIIKECHHS
BUNIPOOYBaHHSA, KO/, crioctepexxeHHs1 Oesnevynocti Cenekcinary y y4acHHKIB, SKi Opajy ydacTh y MONEpPEeIHbOMY KIIIHIYHOMY
Bepcis Ta gaTa nociimkenni Cenekcinaryy, 67896049PUH3001, 3 [Tonpaskoro 2 Bix 26.10.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTtHi —

Mmarepianu/npenapaTH

CYNYyTHBOI Tepamnii

B.o. Havanbuuka @apmManeBTHYHOTO YNPABJIIHHA Ouaexkcanap 'PIHEHKO




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmariitnmii muctok i gopma 3romm manoniTHROro marmienta (y Bimi Big 12 go 14 pokiB), Bepcis
V4.0UKR(uk)1.0 Big 13 mumast 2022 poky, nepekiaj ykpaiHChkoro MoBoro Bia 08 BepecHs 2022 poky;
[adopmarniitnmii muctok i Gopma 3romm ManoniTHeOro marienrta (y Bimi Bim 12 mo 14 pokiB), Bepcis
V4.0UKR(ru)1.0 Big 13 mumnas 2022 poky, mepekiaj pociiicbkoro MoBoro Bia 08 Bepecus 2022 poky;
[adopmarniitnmii TuCcTOK 1 hopma 3roan HEMOBHOJMITHROrO HamieHTa (y Bimi Bix 14 go 18 pokis), Bepcis
V4.0UKR(uk)1.0 Big 13 munus 2022 poky, mepekiaz yKpaiHchbkoro MoBoro Bifg 08 BepecHs 2022 poky;
[adopmarniitnmii TuCcTOK 1 hopma 3roan HEMOBHOJMITHROTO HamieHTa (y Bimi Bix 14 go 18 pokis), Bepcis
V4.0UKR(ru)1.0 Big 13 mumnas 2022 poky, mepekiaj pociiicbkoro MoBoro Bia 08 Bepecus 2022 poky;
[adopmariitnmii mucTok i hopma 3roam ydacHuka pociimkeHHs, Bepcist V4.0UKR(uk)1.0 Big 13 nunas
2022 poky, nepekia ykpaincbkoro MoBoro Bin 07 BepecHs 2022 poky; [ndopmartiitnuii mucTok 1 popma
3roam ydacHuka jgociimkeHns, sepcis V4.0UKR(ru)1.0 Bix 13 mumas 2022 poky, mepekia pociichbKo
moBoro Binx 08 Bepecus 2022 poky; Indopmaniiinuii nuctok i ¢dopma 3roau uid OaTbKiB, Bepcis
V4.0UKR(uk)1.0 Big 28 munus 2022 poky, nepeknaj ykpaiHcbkoro MoBoro Bif 08 BepecHs 2022 poky;
Indopmarniitnuii muctok 1 ¢popma 3roau ans 6atekis, Bepcis V4.0UKR(ru)l.0 Bix 28 aunus 2022 poky,
nepekiaj pociickkoro MoBoro Bif 07 BepecHs 2022 poky; [ocke HOCTIIKYyBAaHOTO JIKAPCHKOTO 3aco0y
bpiBapanieram (Briviact®), Bix 20 nunng 2022 poky, aHTJIHCHKOI MOBOIO; 3MiHA MiCIsl NPOBEICHHS
BUIIPOOYBaHHS:

BVYIJIO CTAJIO
3aB. Big. MakenqoHceka [.B. 3aB. Bijg. MakenoHceska 1.B.
KomynaneHe  HekoMmepiiiiHe — migmpuemcTBo | KomyHanbHe HEKOMepIliiiHe i ITPUEMCTBO

«Micbka nuTA4ya KiiHIYHA JrikapHs Ne 6» | «Micbka auTA4Ya  KIiHIYHA JikapHa  Ne  6»
JIHIMPOBCBKOI ~ MICBKOT  pajau, HeBposioriyHe | JIHIMpOBCHKOI MICHKOI pajau, AUTAYE HEBPOJIOTIUHE
BIIJTIJIEHHS MOJIOJIIIOTO BiKY, M. JIHImpo BiIIIEHHS, M. JIHITpO




2 IIPOJOBIKEHHS AoJaTKa 8

Howmep Ta nara nakazy Ne 422 Bin 10.03.2021

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «baraTonieHTpoBe, BIIKPHUTE MOCTIIHKCHHS 3 OJHIEI0 TPYMOK JIS OLIHKKA JOBIOTPUBATIOl OE3IeKH,

BUNIPOOYBaHHSA, KO/, NEepeHOCUMOCTI Ta e(heKTUBHOCTI OpiBapaneraMy B YYaCHHKIB JOCIHIPKEHHS BIKOM Bix 2 10 26 pokiB i3

BepcCis Ta gaTa TUTSY00 a0CAaHCHOIO EMiJIeNcier0 ado IBEHUIBHOI abcaHCHOMW eminenciero», EP0132, 3 inkopnopoBaHoiO
nonpaBkoto 2 Big 29 6epesnst 2021 poky

3asBHUK, KpaiHa [TinnpuemctBo 3 100% inozemHuoro inBecTuiliero «AK’KOBIA PJIC Ykpaina»

Crioncop, kpaina UCB Biopharma SRL, Belgium

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. Havanbauka @apManeBTUHYHOIO YIIPABJIIHHA Oaexcanap I'PIHEHKO




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikaris cyrreBoi Bpomrypa nocmigamka oxpemnizymady (Ocrevus/RO4964913), Bepcis 21 Big nucromama 2022 poky,
HONPaBKU AHMTIHCHKOI0 MOBOKO

Howmep ta nara nakasy Ne 1118 Big 28.06.2022
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HasBa kiiHiYHOTO «baratoneHTpoBe, MpocTe, BIIKPUTE, PO3IIUPEHE AOAATKOBE JOCIIHKCHHS JUIS OLIHKU JOBFOCTPOKOBOI
BUIIPOOYBaHHS, KOJI, 0e3neYHOCTI Ta eDeKTHBHOCTI OKpeni3yMaly y MAI€HTIB 3 pO3CITHUM cKiiepo3omy», MN43964, Bepcis 1 Bix
BepcCis Ta gaTa 25 mucronana 2021 poky

3asBHUK, KpaiHa IinnpuemctBo 3 100% inosemuoro inBectuiieio «AMK’IOBIA PJIC Ykpainax»

Crioncop, kpaina «®. XOOOMAHH-JIS POILI JITA», Hseiinapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)
CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. Havanbuuka @apmManeBTHYHOTO YNPABJIIHHA Ouaexkcanap 'PIHEHKO




Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Jlocke ocmiKyBaHOTO JIiKapchkoro 3aco0y Macitentan, oHoBneruid posain 3.2.S «Jlikapchka pedyoBHHAY
Bix 01 xoBTHs 2021 p., aHTIIHCEKOI0 MOBOIO; J[OChe TOCHIIKYBAHOTO JIiIKapChKOTO 3aco0y Macitentan,
oHomienuit po3ain 3.2.P «Jlikapcekuit npenapat. TabmeTku, mo nucnepryorbes, 1 mr (GO18) 1 2.5 mr
(GO19)», Big 01 rpymus 2021 p., aHrmiicbKO0 MOBOIO; JlOChE AOCHTIIKYBAHOTO JIIKAPCHKOIO 3aco0y
Macitentan, onoBnenuii po3min 2.3 «Berym» Bim 18 xoBtHs 2022 p., aHrmiicbko0 MoBOIO; Jlocke
JOCTIIKYBAHOTO JIIKapchbKOro 3aco0y Macitentan, onoBneHuit pos3ain 3.2.P «Jlikapcekuii mpemapart.
Tabnerku, mo nucneprytotses, 1 mr (GO18) ta 2.5 mr (GO19)» Bin 14 nmucronana 2022 p., aHTTIHCEKOIO
MoBOw; [lofoBXKeHHST TepMiHy MPHUAATHOCTI JOCHIIKyBAaHOTO JiKapchbKoro 3aco0y Macitentan
(Manirentan, ManutenTtan, ACT-064992), Tabnetku mo aucnepryrotbes, 1 mr ta 2.5 mr 10 30 micsiiB

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

Ne 465 Bin 27.04.2017

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«baraTolueHTpoBe, BIIKpUTE, PaHA0MI30BaHE JAOCTIHKEHHS 3 JTOJATKOBUM TEPIOJIOM, SIKE MPOBOJUTHCS B
OJIHIH IpyMi 3 METOIO OLIHKU (hapMaKOKIHETHKH, O€3MeYHOCT] Ta e()eKTUBHOCTI NpenapaTy MauuTeHTaH B
MOPIBHSHHI 31 CTaHAAPTOM JIIKYBaHHS y JITEH 3 JIETEHEBOIO apTepiajbHOIO TimepTensieo», AC-055-312,
Bepceis 9 Bin 23 nucronana 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OO6MmexxeHow BianosigambHicTio «KoHTpakTHO-Jochminnunpeka Opranizauis IHHOGapMm-
Ykpaina»

Cnoncop, kpaiHa

ACTELION Pharmaceuticals Ltd., Switzerland

CynyTtHi
Mmarepianu/npenapaTi
CyNyTHBOI Tepamii

B.o. HavanpHuka ®@apManeBTHYHOIO YIPABJIIHHSA

Ounekcanap I'PIHEHKO




Jomatok 11

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

OHoBIeHUN TPOTOKOJ KIIiHIYHOTO BUMpoOyBanHs MK-3475-992 3 inkopmnopoBaHoto nomnpaBkoro 04 Bix
15 rpynus 2022 poky, aHTIIIHCHKOI MOBOIO; bponrypa mociigHuka J0CIiKyBaHOTO JIIKAPCHKOTO 3ac00y
Pembrolizumab (MK-3475), Bunanus 23 Bixm 26 xoBTHs 2022 poKy, aHIJIHCHKOI MOBOW; YKpaiHa,
MK-3475-992, Indopmariisi Ta JOKyMEHT po iHGOPMOBaHY 3rojy uig naiieHTa, Bepcis 06 Big 18 ciuns
2023 p., yKpaiHChKOIO MOBOIO; 3MiHA BiJIMOBIJAILHOTO JIOCJIITHUKA:

«O0macHU EHTP OHKOJIOTI(», OHKOYpOJIOTiYHE
BUIJIIJICHHS, M. XapKiB

bYJIO CTAJIO
3aB. Big. Hanbannsu T.A. mikap Kimix S.T.
KomynanbHe  HekomepuiiiHe — mignpuemcTBo | KomyHanbHe HEKoMepLiitHe HiIIPHEMCTBO

«O0nmacHUi LEHTP OHKOJIOTI(», OHKOYPOJIOTiYHE
BUIIITIEHHS, M. XapKiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1143 Big 15.05.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«PangomizoBaHe, MOJIBiiTHE cliiTie, M1ane00-KOHTPOoabr0BaHe KiiHiuHe nociimpkenns [ das3u nyis BuBueHHs
edexTUBHOCTI Ta Oe3neyHocti nemoponizymady (MK-3475) y komOiHalii 3 XiMiOIIPOMEHEBOIO Teparni€ro
(XTIT) y nopiBHsiHHI juiie 3 ximionpomeHneBoro Tepamiero (XIIT) B ydacHUKIB 3 M’S130BO-IHBa3UBHUM
pakom cedoBoro Mmixypa (MIPCM) (KEYNOTE-992)», MK-3475-992, 3 iHKOPIOPOBAaHOIO MOMPaBKOIO
03 Big 23 nucronana 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo0 BianoBiaanbHicTI0O «MC/] Ykpaina»

CrnoHcop, kpaiHa

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

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HavanpHuka ®@apManeBTHYHOIO YIPABJIIHHSA

Ounekcanap I'PIHEHKO




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii [Tporokon xmirigHOTO Hocmimxeras TAK-788-3001, Bepcist 3 iHKOPIIOPOBAHOIO TOMPABKOIO
8 Bix 18 xoBTHs 2022 p., aHITiCEKOI0 MOBOKO; JI0CKHE HOCITIKYBAHOTO JiKapchkoro 3acooy Mobocertinib,
Bepcis 5.0 Big 30 BepecHs 2022 p., aHTTIHCHKOI0 MOBOIO; 3aTydeHHS TOJaTKOBOI IJTBHUII MTaKyBaHHS Ta
MapKyBaHHS TOCIIIDKYBaHOTO JIIKAPCHKOTO 3aco0y Moboueptuni6, kamncysu, 40 mr, Xerimis Inc., USA;
[adopmaris mis mamienta ta popma iHpOpMOBaHOT 3rou A YKpaiHu, aHTTiICbKOI0 MOBOO, Bepcis 9.0
BiJ 24 ciuns 2023 p.; [ndopmarnis nis namienTa ta popma iHpOpMOBaHOT 3rou Ui YKpaiHH, YKPaiHCHKOIO
moBoto, Bepcist 9.0 Bix 24 ciunsa 2023 p.; Inpopmanis ayis namienTa ta popma iHPOPMOBaHOT 3rOIU JUIS
Ykpainu, pocificbkkoro MoBoro, Bepcis 9.0 Bix 24 ciuns 2023 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 767 Bix 02.04.2020

Ha3zsa xiriniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, 6araToueHTpoBe, BiikpuTe AociimkeHHs dasu 11 m1s ominku eeKTUBHOCTI penapary
TAK-788 B sikocTi Tepamii nepioi JiHii y MOpIBHAHHI 3 XIMIOTepari€o Ha OCHOBI MpenapariB IUIATUHU Y
HAIli€HTIB 13 HEPIOHOKIITUHHUM PAaKOM JIETeH1 3 iHCepLiiHUMuU MyTanisiMu y 20-My €K30H1 F'eHa pelenTopa
enigepmanpHoro ¢akropa pocty (EGFR)», TAK-788-3001, Bepcis i3 mompaBkoro 07 Big 03 rpymHs
2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosimanshicTio «KoHTpakTHO-Jlochminnunpeka Opranizanis IHHOGapMm-
Ykpaina»

CnoHcop, kpaiHa

Takeda Development Center Americas, Inc., USA (CIIIA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO




Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600
InenTudikarist cyrTeBOi Indopmaris mis nanienta i @opma inpopmoanoi 3roau, Monens ans Ykpainu, Bepcist 11.0 Bix 10 mororo
MOIIPaBKU 2023 poxy, YKpaiHChKOIO Ta POCIMCHKOIO MOBAMH
Howmep Ta nata Hakazy Ne 1962 Bix 29.10.2018
MO3 11010 3aTBEpAKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3Ba kiiHigyHOTO «PannomizoBane, nojBiitHe ciine, maaned0-KOHTPOJIbOBAHE Ta 3 AKTUBHUM KOHTpOJIEM, OaraToLEeHTPOBE
BUTIIPOOYBaHHS, KO/, JnocmiKeHHsT (a3 2/3, MO0 MPOBOIUTHCA Yy MapajelibHUX TpyHax 3 METOI OIHKH e(EKTUBHOCTI Ta
BepcCis Ta gaTa 0e3mevHoCTI TycenbkyMaly y maiieHTiB i3 XxBopoOoro Kpona B akTHuBHi# ¢a3i BiJl cepeIHbOTO 10 BaXKKOTO
crynens TshkkocTi», CNTO1959CRD3001, 3 monpaskoro 5 Bix 12 munas 2022 poxy
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»
CrnoHcop, kpaiHa Janssen Pharmaceutica NV, Belgium / SInccen @apmanesruxka HB, benbris
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. Havanbuuka @apmManeBTHYHOTO YNPABJIIHHA Ouaexkcanap 'PIHEHKO




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600
InenTudikarist cyrTeBOi 3MiHa BiAMOBIAAILHOTO JOCIIIHUKA B MICI[i POBEJICHHS BUTPOOYBAHHS !
MOTIPaBKU BYJIO CTAJIO
k.M.H. Koposbosa O.C. nikap Cemoxk O.B.
MenuyHuii LEHTp TOBapHCTBa 3 OOMEXeHOKw | MeAWyHMi LEHTp TOBapucCTBA 3 OOMEXKEHOIO
BIJIIIOB1NAJIBHICTIO «Menuuanii IEHTP | BIAMOBiTaNIbHICTIO «Menuunanii neHTp «/{omomora
«Jlomomora -mrocy, M. Kuis ITmrocy, M. Kuis
Howmep ta nata Hakazy Ne 1896 Bing 27.08.2019
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HazsBa kiniHiyHOTO «bararoueHTpoBe, paHa0Mi30BaHe, MOABIHHE cJIine, I1aned0-KOHTPOJIboBaHe nociipkeHHs dasu I1Ib ms
BUNPOOYBaHHS, KO, OIIHKK e(eKTUBHOCTI Ta Oe3medyHocTi mpemapatry Oxpenizymad y JOpPOCIWX TAIll€EHTIB 3 TMEPBUHHO-
Bepcis Ta JaTa IPOTPECYIOUNM po3CisTHUM cKiepo3zom», WA40404, Bepcis S Bix 13 sxoBTHs 2022 p.
3asiBHUK, KpaiHa ToBapuctBo 3 OOMmexeHow BianosimanbhicTio «KoHTpakTHO-Jlochminnunpeka Opranizaunis IHHOGapMm-
Ykpaina»
CnoHcop, Kpaina @. Xodpdhmann-JIs Pour JItn, Hiseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)
CynyTtHi —
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. HavanpHuka dapmManeBTUHYHOTO YNPABJIIHHSA Ouaexkcanap 'PIHEHKO




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Onosnenuii npotokon MS200527_0082, Bepcis 5.0 Bim 08 rpyans 2022 poky; bpomrypa mocninnuka
Evobrutinib (M2951), Bepcist 15.0 Big 10 mucronama 2022 poky, aHTIIIHCHKO MOBOIO; [HpopMaritHui
JTUCTOK marfieHTa i gopma 3roau, Bepcis VS.0UKR(uk)1.0 Bix 10 cigans 2023 poxky, nepexiaj yKpaiHChKO
MoBow Bin 15 motoro 2023 poky; Indopmamiiinmii nuctok mamieHTa 1 (opma 3roau, Bepcis
V5.0UKR(ru)1.0 Bix 10 ciuns 2023 poky, mepekiaa pociiichkoro MoBOr Bin 15 miororo 2023 poky;
[adopmarniitnuii muctok 1 Gpopma 3roau marieHTa sl BIIKPUTOrO PO3MIMPEHOrO MEPioay AOCHTIIKEHHS,
Bepcist V4.0UKR (uk)1.0 Big 27 ciuns 2023 poky, mepexiiaj] yKpaiHChKOr0 MOBOIO Bif 15 mrotoro 2023 poky;
[adopmarniitnuit muctox 1 Gpopma 3roau marieHTa s BIIKPUTOTO PO3LUIMPEHOTO MEPIOAY JOCTiIKEHHS,
Bepcis V4.0UKR(ru)1.0 Big 27 ciuns 2023 poky, nepekiiaa pociiicbkoro MoBoto Bif 15 mororo 2023 poky;
[onennuk yuacuuka, Bepcis [V03 UKR(uk)] Bix 12 tpaBus 2022 poky, ykpaiHcbkoro MoBoro; [loneHHnk
yuacHuka, Bepcis [V03 UKR(ru)] Big 12 tpaBus 2022 poky, pociiicbkoro MOBOO; [10CIOHUK 11 ydacHUKA
nocmimkenns, Bepeis [V03 UKR(uk)01] Bix 05 sxoBTHS 2022 poky, yKpaiHChKOIO MOBO; [TociOHuK asist
yaacHuka gociipkenss, sepeist [V03 UKR(ru)01] Bix 05 sxoBTHS 2022 poKy, pOCICEKOI0 MOBOIO; 3pa3ok
300paXeHHSI Ha €KpaHi eJIEKTPOHHOro MpHcTporo onutyBaibHuKa Work Productivity and Activity
Impairment (WPAI-MS), Bepcis 1.00 Big 05 ciuns 2023 poky, yKpaiHCBKOO MOBOIO; 3pa30K 300paKeHHs
Ha eKpaHi eJEeKTPOHHOro mnpucTporo omuryBanbHuka Work Productivity and Activity Impairment
(WPAI-MS), Bepcist 1.00 Big 05 ciuns 2023 poky, pociiiCbKOI0 MOBOIO; 3pa30K MapKyBaHHS KapTOHHOI
kopoOku JI3 Xonectupamin, Bepcis 4.0 Big 27 rpyans 2022 poky, yKpaiHCbKOIO MOBOIO

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

Ne 1924 Bix 21.08.2020

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta gara

«bararonieHTpoBe, paHAOMIi30BaHe, MO/BIIHE cliMe, 3 MOABIHHOI IMITAIli€l0, KOHTPOIHLOBAHE aKTUBHUM
npenapatoM, nociipkenss 11 ¢asu, mo npoBoauThCcs B mapasnenbHUX Ipynax 3 OLIHKH €()eKTUBHOCTI Ta
6e3meyHoCcTi eBOOpYTHHIOA y MOPIBHAHHI 3 TEPUGIIYHOMIZIOM B YUACHHKIB 13 PELIUIUBYIOUUM PO3CISTHUM
ckiepo3om», MS200527 0082, Bepcist 4.0 Big 03 xBiTHs 2022 poky




2

MIPOJIOBXKEHHS JoaaTka 15

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO iIHBECTHITIEIO «AVK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Merck Healthcare KGaA, Himeuunna

CynyTHi
Mmarepianu/mpenapaTi
CYNyTHBOI Tepamii

B.o. Havaabuunka ®apManeBTUYHOI0 YIIPABJIIHHS

Ouaexkcanap 'PIHEHKO



JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBIIeHI 3pa3ku MapKyBaHHS Jikapchkoro 3aco0y: Endoprymad Bemotun (Enfortumab Vedotin) Kit,
Bepcis 2.0 Bim 03 uvepBHs 2022 poky, aHTUIMCHKOIO Ta yKpaiHChKoro MmoBamu; EHdopTymad Bemotun
(Enfortumab Vedotin) Vial, Bepcis 2.0 Bix 03 gepBast 2022 poKy, aHTTIHCHKOIO Ta YKPaTHCHKOIO MOBaMH

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

Ne 516 Bin 22.03.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBane, Binkpute pocmikeHHs III dasum g1 ominku mepionmepaniifHOTO 3acTOCYBaHHS
eHpopTymaly BenoTMHY y KoMmOiHalii 3 memOpomizymadom (MK-3475) mopiBHSHO 3 HEO0aa'IOBAHTHOIO
Tepamie€0 reMUUTa0iHOM Ta IUCIUIATUHOM y YYaCHHKIB 3 M'SI30BO-IHBa3MBHHUM PAaKOM CEYOBOTO MiXypa,
npuaatHux Juist JikyBaHHs nucriatuaoM (KEYNOTE-B15 / EV-304)», MK-3475-B15, 3 iHKOpIopoBaHO0O
norpaskoro 02 Big 04 kBitHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BianoBiaanbHicTI0O «MC/] Ykpaina»

Cnoncop, kpaiHa

TOB Mepk Ilapm enn JJoym, CIIIA (Merck Sharp & Dohme LLC, USA)

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. HavanbHuka ®apManeBTHYHOr0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnena bpomypa nociinnuka (NT 201), Bunanns XXI, Bepcia 1.0 Bix 24 ceprust 2022 p.; 3amydeHHS
TOB «MenikaBep Inrterpeiiren Kiminikan Cepsicec FOkpeitn» (Medicover Integrated Clinical Services
Ukraine LLC), mo BukoHyBaTUMe (PYHKIIIIO LEHTpaJIbHOI JJabopaTopii; 3MiHa HA3BH MICIS TPOBEICHHS
BUIIPOOYBAHHS:

BYJIO CTAJIO
K.M.H. MakenoHceka [.B. K.M.H. MakenoHcbka [.B.
Komynanene  HexomepmiiiHe — migmpueMcTBo | KoMyHanpHe  HEKOMeEpIiiiHE — MiAIPHUEMCTBO
«Micbka JguTAYa KIiHIYHA JiikapHI Ne 6» | «Micbka jauTSYa KiIiHIYHA JHKapHI Ne  6»
JIHIMPOBCBKOI ~ MICBKOI  pagu, HeBpoJjoriune | JJHIIpoBChKOI MiCHKOT pajy, AUTSYE HEBPOJIOTIUHE
BIIJTIJIEHHS MOJIOJIIIOTO BiKY, M. JIHInmpo BiUTIICHHS, M. JIHINpo

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 749 Bin 04.05.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[IpocriekTBHE paHIOMI30BaHe MOJBiHHE ciine Miaanedo-KOHTPOJIbOBaHE ABOETANHe, 0araTolEeHTPOBE
JOCTIPKEHHS 3 BIAKPUTUM JOAATKOBHM MEPIOJOM JJisi BUBYEHHS €()EKTUBHOCTI Ta O€3MeKu npenapaTry
NT 201 mix yac miKyBaHHS CIIACTUYHOCTI M’5131B HMKHIX KIHIIIBOK Y JiTeHl Ta MiUTITKIB 13 HepeOpaTbHUM
napamiuem», M602011072, Bepcist 1.0 Big 03 Bepecus 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, kpaiHa

Mepu ®@apmackrorikan3 I'M6X, Himeuyunna (Merz Pharmaceuticals GmbH, Germany)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

31.03.2023 Ne 600
InenTudikarist cyrTeBOi 3pa3ok MapKyBaHHS JOCHTIKYBaHOTO Jikapchkoro 3aco0y MK-3475 Kit, Bepcis 2.0 Bix 29 BepecHs
HOIIPaBKU 2022 p., aHIIIHCHKOIO Ta YKPATHChKOK MOBaMM; 3pa30K MapKyBaHHS JIOCIIIKYBAHOTO JIIKapChKOT0 3ac00y

MK-3475 Vial, Bepcis 2.0 Big 29 BepecHs 2022 p., aHTTIHCHKOIO Ta YKPaTHCHKOIO MOBAMH

Howmep ta nata Hakazy Ne 187 Big 05.02.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS

HasBa xmiHigHOTO «Binkpure kiniHigHe qociimkeHHs 11 ¢asu, o mpoBOIUTHCS B OJHIHN TPYII JAJIs OMIHKY IeMOpoizymaly B

BUIIPOOYBaHHS, KO/, KOMOiHaIil 3 JeHBaTHMHIOOM B SKOCTI MEPIIOi JiHIi JIKyBaHHS B YYaCHHUKIB 3 PO3MOBCIOJKEHOI /

BepcCis Ta Jara METAaCTaTHYHOIO HECBITIOKIITHHHOI HUPKOBO-KIITUHHOIO KapimHoMoro Hupkn (HCKHKKH) (KEYNOTE-
B61)», MK-3475-B61, 3 inkopnopoBanoto nonpaskoto 03 Bix 04 cepriust 2022 poky

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexkeHo0 BianoBiaanbHicTI0O «MC/] Ykpaina»

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

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. Havanpauka ®apManeBTHYHOIO YIPABJIIHHSA Onexcanap I'PIHEHKO




JonaTok 19

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

Inentudikarist cyrTeBoi
MOTPaBKH

HaBuansHuii Moaynb 13 KopuctyBaHHs nopratuBHUM npuctpoem (HH Training Module eCOA Handheld
Screenshots), Bepcis 1.00 ykpaiHchbkoro MoBoro uist Ykpaiam Big 17 rpymas 2020 p., Bepcis 1.00
pociiicbkkoro MoBow st Ykpainu Big 11 rpymas 2020 p.; HaBuanbHuii MOAyNnb 13 KOPUCTYBaHHS
ianmeroM (TrainingModuleT eCOA Tablet Screenshots), Bepcist 2.00 ykpaiHCBKOI0 MOBOIO /ISl Y KpaiHH
Bix 25 mucronana 2020 p., Bepcis 2.00 pociiickkoro MoBor i1 Ykpainu Big 06 mucronana 2020 p.; 3miHa
HA3BH MICIIS TPOBEICHHS KJITHIYHOTO JIOCIIIJDKCHHSI:

BYJIO CTAJIO
K.M.H. [Iuporoscekuii B.1O. K.M.H. [Iuporoscekuii B.1O.
KomynanbHe ~ HekomepuiiiHe — mignpueMmctBo | KoMyHanbHe — HekomepliiiHE — HiANPHEMCTBO

KuiBcpkoi oOnacHoi paau «KuiBcbka obsacHa
KJIIHIYHA JIKapHSA», IPOKTOJIOTTYHE BiIIIJICHHS
["acTpoeHTepoIOTivyHOTO IeHTPY, M. KuiB

KuiBcbkoi oOmacHoi pamm «KwuiBcbka oOnacHa
KJIIHIYHA JTIKapHSA», MPOKTOJIOTIYHE BiIIJICHHS,
M. Kuis

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

Ne 1275 Big 06.07.2018

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«baraTolieHTpOBe paH/IOMI30BaHe, MOABIMHO clirne, Tuianedo-KoHTpoiaboBane aociimkeHds I dazu 3
METOIO OL[IHKU 03aHIMOJy /715 TEPOPaIbHOIo MPUIOMY MpH NMPOBEJEHHI MIATPUMYIOUOI Tepallii mamieHTam
13 CepeHBOTKKUM a00 TSKKUM repedirom xsopobu Kpona B aktuBHiN popmin, RPCO1-3203, penaxiis
6.0 Big 14 yepBHs 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTAJILHICTIO «I1I EC AI-YKPATHA»

CrnoHcop, kpaiHa

«Cenmxen [nrepuemnn I Capm» (Celgene International I1 Sarl), [lIsefinapis

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
31.03.2023 Ne 600

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii mpotokon MS200527_0080, Bepcist 5.0 Bim 06 rpyans 2022 poky; bporrypa mocminHuka
Evobrutinib (M2951), Bepcist 15.0 Big 10 mucronama 2022 poky, aHTIIIHCHKO MOBOIO; [HpopMaritHui
JTUCTOK marfieHTa i gopma 3roau, Bepcis VS.0UKR(uk)1.0 Bix 10 cigans 2023 poxky, nepexiaj yKpaiHChKO
MoBow Bin 15 motoro 2023 poky; Indopmamiiinmii nuctok mamieHTa 1 (opma 3roau, Bepcis
V5.0UKR(ru)1.0 Bix 10 ciuns 2023 poky, mepekiaa pociiichkoro MoBOr Bin 15 miororo 2023 poky;
[adopmarniitnuii muctok 1 Gpopma 3roau marieHTa sl BIIKPUTOrO PO3MIMPEHOrO MEPioay AOCHTIIKEHHS,
Bepcist V4.0UKR(uk)1.0 Big 31 ciuns 2023 poky, mepexinaj] yKpaiHChKOr0 MOBOIO Bif 15 mrotoro 2023 poky;
[adopmarniitnuit muctox 1 Gpopma 3roau marieHTa s BIIKPUTOTO PO3LUIMPEHOTO MEPIOAY JOCTiIKEHHS,
Bepcis V4.0UKR(ru)1.0 Bix 31 ciuns 2023 poky, nepekiiaa pociiicbkoro MoBoto Bif 15 mororo 2023 poky;
[onennuk yuacuuka, Bepcis [V03 UKR(uk)] Bix 12 tpaBus 2022 poky, ykpaiHcbkoro MoBoro; [loneHHnk
yuacHuka, Bepcis [V03 UKR(ru)] Big 12 tpaBus 2022 poky, pociiicbkoro MOBOO; [10CIOHUK 11 ydacHUKA
nocmimkenns, Bepeis [V03 UKR(uk)01] Bix 05 sxoBTHS 2022 poky, yKpaiHChKOIO MOBO; [TociOHuK asist
yaacHuka gociipkenss, sepeist [V03 UKR(ru)01] Bix 05 sxoBTHS 2022 poKy, pOCICEKOI0 MOBOIO; 3pa3ok
300paXeHHSI Ha €KpaHi eJIEKTPOHHOro MpHcTporo onutyBaibHuKa Work Productivity and Activity
Impairment (WPAI-MS), Bepcis 1.00 Big 05 ciuns 2023 poky, yKpaiHCBKOO MOBOIO; 3pa30K 300paKeHHs
Ha eKpaHi eJIeKTPOHHOT0 npucTporo onutyBanbuuka Work Productivity and Activity Impairment (WPAI-
MS), Bepcis 1.00 Bix 05 ciuns 2023 poky, pociiicbkol0 MOBOIO; 3pa30K MapKyBaHHS KapTOHHOI KOPOOKHU
JI3 Xonectupamin, Bepcis 4.0 Bix 23 rpynns 2022 poky, yKpaiHCbKOIO MOBOIO

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIIHIYHOT'O BUNTPOOYBaHHS

Ne 1924 Bix 21.08.2020

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta gara

«bararonieHTpoBe, paHAOMIi30BaHe, MO/BIIHE cliMe, 3 MOABIHHOI IMITAIli€l0, KOHTPOIHLOBAHE aKTUBHUM
npenapartoM, nociipkenss 11 ¢asu, mo npoBoauThCcs B mapasnenbHUX Irpynax 3 OUIHKA e(eKTUBHOCTI Ta
6e3meyHoCcTi eBOOpYTHHIOA y MOPIBHAHHI 3 TEPUGIIYHOMIZIOM B YUACHHKIB 13 PELIUIUBYIOUUM PO3CISTHUM
ckiepo3om», MS200527 0080, Bepcist 4.0 Big 03 kBiTHs 2022 poky




2

MPOJIOBXKEHHA foaarka 20

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO iIHBECTHUIIIEIO «AVK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Merck Healthcare KGaA, Himeuyunna

CynyTHi
Mmarepianu/mpenapaTi
CYNyTHBOI Tepamii

B.o. Havaabuunka ®apManeBTUYHOI0 YIIPABJIIHHS

Ouaexkcanap 'PIHEHKO



