Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Omnosnennii I[Iporokxon wmiHigaOTO nociimkeHHss ACE-536-MDS-002, mompaska 4.0 Big 31 Oepesns
2022 p., aHrmiiceko0 MOBOIO; Jloche mocimimxkyBaHOTo Jikapchkoro 3acody Jlycmarepuent (ACE 536),
Bepcis 8.0 Bix xoBTHS 2021 p., aHTTIHICHKOI0 MOBOIO; 3aTy4€HHS JOJAaTKOBOT BUPOOHNYO1 TUISTHKY BHITYCKY
Ta IMIOPTY JOCTiAKyBaHoro npenapary mycnarepuent (Luspatercept, ACE-536), miodinizar ans po3uuny
i in’ekmii, 25 wmr/37,5 mr aycmarepuenty (50 mr/mur), miodimizar Asis po3dUMHY U 1H €KIH,
75 wmr/87,5 mr aycmarepuenty (50 mr/mi), Bristol-Myers Squibb International Corporation, Belgium
(Parc de I’ Alliance, Avenue de Finlande 4, Braine-1’Alleud, 1420, Belgium)

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

Ne 9 Bin 02.01.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Binkpure, panaomizoBaHe npociuikeHHs Pazu 3 1n8 NOPIBHAHHSA €(QEeKTHUBHOCTI Ta OE3MEYHOCTI
npernapaty aycmnarepuent (ACE-536) Ta emoetnHy anbda Ans JIKyBaHHS aHeMii, CIPUYMHEHOT
MmienoaucmacTiaHuMu cuaapomamu (MJZIC) 3 aye HU3bKUM, HU3bKUM a00 MPOMDKHUM PIBHEM PHU3UKY
3a IPSS-R, y mnamieHTiB, sKi paHille HE OTPUMYBAJIM CTUMYJSATOPH €pPUTPOINOE3y Ta MOTPeOYIOTh
nepenuBanHs epurpouutiBy, ACE-536-MDS-002, mompagka 3.0 Big 23 mortoro 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHow BinmosinaneHicTIo «KOHTpaKkTHO-IOCTiAHUIBKA opraHizamis [HHO®DapMm-
Ykpaina»

Cnoncop, kpaina

Celgene Corporation, USA/ Cenmxen Koprnopetimx, CIITA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Ouaekcanap 'PIHEHKO




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»

20.05.2022 Ne 863
InenTudikarist cyTTeBOi OHoBNeHHI TPOTOKON KiiHIiYHOTO BHUmpoOyBaHHs BAY 3427080 / 21652 Bepcis 3.0 3 iHTErpoBaHOIO
MOTIPaBKU nonpaBkoto 1 Big 10 mororo 2022; OHOBIEHE JOCKE AOCHTIIKYBAHOTO JiKapcbkoro 3aco0y Elinzanetant

(BAY 3427080), Bepcis 02 Bix 08 motoro 2022 («SkicTb»); OHOBIIEHE TOCKE TOCIIIKYBAHOTO JIIKAPCHKOTO
3aco0y Elinzanetant (BAY 3427080), Bepcist 1.0 Bix 25 ciuns 2022 («be3neka ta eeKTUBHICTDY)

Howmep Ta nara nakaszy Ne 2947 Bin 30.12.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro «[logBiiine crmimne, paHAOMI30BaHe, MIANE00-KOHTPOJIbOBaHE OAaraTOLEHTPOBE JOCHIKEHHS IS OI[iHKU
BUIIPOOYBaHHSI, KO/, e(eKTUBHOCTI Ta O€3MeKN eI1H3aHETaHTY JUIsl JTIKyBaHHS Ba30OMOTOPHHUX CHMIITOMIB MPOTATOM 26 THXKHIB
Bepcis Ta JaTa y XKIHOK y mocTMeHomnaysi», BAY 3427080 / 21652, Bepcis 2.0 Bix 15 uepBus 2021

3asiBHUK, KpaiHa TOB «baitepy», Ykpaina

Cnoncop, kpaiHa baitep Koncetomep Kep AT, IlIBeiinapis

CynyTtHi —

Mmarepianu/npenapaTi

CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3MeYeHHS Ounexcanap I'PIHEHKO




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Bbpomypa mocmiganka CNTO1959 (guselkumab), Bumanns 13 Big 14.12.2021 p.; Kaprtka-mam’sitka 3
BITOMOCTSIMU TIPO BI3HUTH, 3amjiaHoBaHi B Mexax npociimxenHs Affinity, CNTO1959PSA2003-UKRO09,
Bepeis 1.0 Bix 08.06.2021 p., ykpaincekoro mMoBoro; Kaptka «lakyemo», CNTO1959PSA2003-UKR10,
Bepcis 1.0 Bix 08.06.2021 p., ykpaincekoro MoBoto; «Kminiune nocnimxenns Affinity [TociOHuk yqacHukay,
CNTO1959PSA2003-UKR18, Bepcis 1.0 Big 08.06.2021 p., ykpaiHChkor0 MOBOIO; «Bimomocti mpo
kiiHiyH1 gocaimkenHs», CNTO1959PSA2003-UKR17, Bepcis 1.0 Bix 08.06.2021 p., ykpaiHChKOIO MOBOIO;
Omnosnennii po3nin 3.2.S mocke JI3 rycenmpkymad (CNTO1959), motuii 2022 p.; OHOBIEHUIH po3ALI
3.2.P pocee IJI3 rycenbkymab (CNTO1959), nonepennbo 3amoBHeHuit mmpuil, 100 mr/mi, mroTHi
2022 p.; Ononennit po3nin 3.2.A nocke JJI3 rycenpkymad (CNTO1959), mrotuii 2022 p.; OHoBIeHUI
posain 3.2.R npocke IJI3 rycenpkymad (CNTO1959), 07.02.2022 p.; BkintoueHHS 10AaTKOBOTO BUPOOHUKA
Catalent CTS, LLC, CIHA mnsa JJI3 ryceabkymad (CNTO1959), pozuun mis iH'ekuiil y monepenHbo
3aroBHEHOMY wmpuii, 1 mi, 100 mr/mi

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

Ne 2237 Bix 18.10.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«bararonieHTpoBe, paHAOMI30BaHe, MOMABIMHE cliMe, Tuanedo0 KOHTPOJIhOBAHE KITIHIYHE JOCTiIKEHHS 2a
dazu 18 OWIHKM e(EeKTHBHOCTI Ta O€3MeYHOCTI MPHU3HAYEeHO! MiAMKIPHO KOMOIHOBaHOI Tepamil
rycesnbkymMaly Ta rojliMmyMaly y Maui€HTiB 3 aKTUBHUM IcopiaTHuHUM apTpuTom», CNTO1959PSA2003, 3
nonpaskoro 1 Bix 06.10.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HBy», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAILIEBTUKA HBy», benbris
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs Ouaexkcanap 'PIHEHKO




Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Bpomypa nocnigauka (bJ1) ans npenapary PF-07104091 (CDK2), PF-07104091, Bepcist 2.0 Bijx arcromnana
2021 poky, anrmiiiicekoro MoBor; ®opma iHPpOopMOBaHOI 3ro/IM HA y4acTh Y AOCHiIKeHH], Bepcis 04/02/00
Big 03 rpymus 2021 p. mis Ykpainu aHrmiiicbkoro MoBoro; @opma iHpOpMOBaHOI 3roau Ha yd4acTb y
nocmimkenni, Bepcis 04/02/00 Bim 03 rpyans 2021 p. mis Ykpainu ykpaiHcbkor MoBow; Popma
iHhopMOBaHOT 3roaM Ha y4actb y gociimkenHi, Bepcis 04/02/00 Bix 03 rpymas 2021 p. mist Ykpainu
pOCIliCbKOI0 MOBOIO; 3pa30oK MapKyBaHHs Ha jikapcbkuid 3aci6 PF-07104091, Bepcis 1.A Bix 10 ciunsa
2022 p. yKpaiHChKOK MOBOIO; 3pa30K MapKyBaHHS Ha Jikapchkuii 3aci6 manoorukiio (PD-0332991-00),
Bepcis 1.A Big 15 rpyans 2021 p. ykpaiHChbKOIO MOBOIO

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

Ne 475 Bin 13.03.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Jocnimxenna ¢azu 1/2a 3 MiABUIIEHHAM J03W, MI00OPOM /103U Ta 3aCTOCYBaHHSM BHOpaHOi J03U
mpenapary B PO3IMIMPEHIH KOropTi JJIS OIHKH O€3MEeYHOCTI, MEPEeHOCUMOCTI, (apMaKOKIHETHUKH,
(dapMakoIMHAMIKH Ta IPOTUITYXJIMHHOI akTuBHOCTI npenapaty PF-07104091 B sikocTi MOHOTepamnii Ta y
ckiaai komOiHoBaHoOi Teparmiin, C4161001, ¢inanpHa Bepcis MPOTOKOIY 3 THKOPIOPOBAHOIO MOIMPABKOIO
3 Bix 04 >xoBTHs 2021 p.

3asBHUK, KpaiHa

[¢aiizep Iuk., CILIA

CrnoHcop, kpaiHa

[Naiizep k., CIIA

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexcanap I'PIHEHKO




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»

20.05.2022 No 863
InenTudikarist cyTTeBOi Indopmartiss s mamienta Ta iHGOpMOBaHAa 3roJja HAa YYacTh y HAyKOBOMY JIOCITI/DKEHHI Ta
MONPABKH HEoOO0B’SI3KOBOMY JocTikeHHi, Bepcist 5.0 mia Ykpainu Big 26 ciuns 2022 poky, YKpaiHCBKOIO Ta

pociiicekoro MoBamu; [H(OpMaIiliHa KapTKa y4acHUKa qociimkenHs, Bepcis 2.0 Bix 26 ciuns 2022 poky,
YKpaTHCHKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep Ta nata Hakazy Ne 1896 Bin 27.08.2019
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «PannomizoBaHe, no/BiiHE ciine, 1aned0-KOHTPOIboBaHe AociikeHHs Da3u 3 11 OLIHKY IpenapaTy
BUIIPOOYBaHHSI, KO/, yHaJauuTUHIO y MIJUNITKIB Ta JAOPOCIMX MAalLlI€HTIB 3 MOMIPHUM Ta TSHXKKUM aTOMIYHUM JE€PMATUTOM,
Bepcis Ta JaTa M16-045, Bepcis 6.0 Bix 28 ciuns 2021 poky

3asiBHUK, KpaiHa «E060B1 biopapmacerorikan3 I'm6X», [1IBelinapis

CnoHncop, kpaiHa AbbVie Inc., USA/ E66BI [uk., CHIA

CynyTtHi —

Mmarepianu/npenapaTi

CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexcanap I'PIHEHKO




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Indopmariitna kapTka ydacHuka nociimkeHss, sepcis 2.0 Big 21 xoBtHs 2021 poky, yKpaiHCBKOIO Ta
POCIHChKOI0 MOBaMHM; 3ajydeHHs JOAATKOBOI oprasizaiii, sIkii CIIOHCOp JejleryBaB CBOi OOOB’S3KU Ta
¢byHkuii, MoB’s3aHi 3 MpoBeAeHHAM KiiHiuHOTO BHIpoOyBaHHS — TOB «lentp Kniniunux [lociimxensb
JITO»

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 132 Binx 20.01.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«Bigkputre paHIOMi30BaHE KOHTPOJIbOBAaHE MDKHApPOJHE JOCHiIKeHHs 3 ¢a3u s BHUBUEHHS
Temizory3ymady Benotuny (ABBV-399) y nopiBHSHHI 3 OIIETaKCEIOM y TAIIEHTIB 13 PaHIIIE JIIKOBAHUM
MICIIEBOTIOTUPEHUM/METACTATUYHUM  HEIJIOCKOKIIITUHHUM HEAPIOHOKIITHHHUM pPaKOM JIETeHIB 13
HaJEKCIPECI€I0 perenTopa pakTopa pocTy renaronuTis (c-Met) Ta HasBHICTIO peLIENTOpa eMiiepMaIbHOIO
daxTopa pocty (EGFR) HemyrarenHoro tuny», M18-868, Bepcis 1.0 Big 21 kBitHsa 2021 poky.

3asiBHUK, KpaiHa

E66B1 biodapmacerorikan3 I'm6X, [lIBeiapis

Cnoncop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexcanap I'PIHEHKO




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

OHoBICHHH TTPOTOKOI KiTiHIgHOrO BunpoOyBanus MK-7902-014 (E7080-G000-320) 3 iHKOpIIOPOBaHOO
nonpaBkoto 05 Bim 01 Oepe3ns 2022 poky, aHITIHCBKOIO MOBOIO; Ykpaina, MK-7902-014
(E7080-G000-320), Iadopmarrist Ta TOKyMeHT mpo iHGOpPMOBaHY 3roay Ui maiienrta, Bepcis 2.00 Big
31 6epesns 2022 p., ykpaiHChKOIO MOBOW; Ykpaina, MK-7902-014 (E7080-G000-320), JlomoBHEHHS 10
iH(popMarii Ta JOKyMEeHTYy Mpo iH()OPMOBaHY 3roAy JJIs Hami€HTa JUIsl JIIKYBaHHS IICIsl TPOTPeCyBaHHs
xBopoOu, Bepciga 1.00 Bixm 31 Gepesns 2022 p., ykpaiHCbKOIO MOBOIO; 3MiHA HA3BH MiClLS MPOBEICHHS
KIIIHIYHOTO BUIIPOOYBAHHS:

byno

Craino

n.M.H., ipod. Hyaaigenko O. C.

HepxxaBHa ycraHOBa «IHCTUTYT 3arambHOI Ta
HeBIAKIaAHOI Xipyprii imeHi B.T. 3aiiuesa
HamionaneHoi  akajgemii  MeAMYHUX  HAyK
VYkpainu», BiAAUIEHHS THIAHOI Xipyprii Ha 25
JKOK 3 AJIATOO IHTEHCUBHOI Teparlii Ha 6 JDKOK,
XapkiBcbka MeAWYHA aKajeMis MICIAIUILIOMHOT
OCBITH, KadeIpa OHKOJIOTIT Ta JUTAU0i OHKOJIOTII,
M. XapkiB

a.M.H., mpod. Hyaaivenko O. C.

[epxaBHa ycraHoBa «IHCTHUTYT 3arajapHOi Ta
HeBIAKIaaAHoi Xipyprii imeni B.T. 3aiinesa
HamionansHol  akagemii MEOUYHHUX  HAYK
Vkpainny, BIAAUIEHHS XIpypriyHuX 1HQeKLid Ta
YCKJIaIHEHOT OHKOJIOT1YHOI MaToNOT1i Ha 25 MikOoK
3 TajJaTol IHTEHCHBHOI Tepamii Ha 6 JDKOK,
XapkiBcbka MeIUYHA aKajeMis ITiCIsIUIIOMHOT
ocBiTH, Kadeapa OHKOJIOTIT Ta JUTIY01 OHKOJIOTI,
M. XapKiB

Howmep Ta nara Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2237 Big 18.10.2021
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HasBa ximiHiuHOTO «PannomizoBane mocmimkeHHs 11 ¢asu mis oninku edekTuBHOCTI Ta Oe3medHOCTI meMOponizymady

BUIPOOYBaHHS, KO/, (MK-3475) y kombiHariii 3 seaBatunioom (E7080/MK-7902) i ximioTeparti€o MOPiBHAHO 31 CTaHIaPTHUM

Bepcis Ta Jara JIKYBaHHSM B SIKOCTI MEpIIOi JiHil Tepamii [uis Yy4aCHUKIB 3 METaCTATUYHOIO KapIIUHOMOIO CTPABOXOY»,
MK-7902-014 (E7080-G000-320), 3 inkopmopoBanoxo romnpaBkoro 03 Bix 05 cepmast 2021 poky

3asBHUK, KpaiHa ToBapucTBO 3 0OMekeHoo BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, KpaiHa «Mepk lapn ean Hdoym Kopm.», nouipHe mianpuemctBo «Mepk ena Ko., Iak.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepanii

B.o. renepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaexkcanap 'PIHEHKO




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Omnosnene Jlocbe T0OCTiKYBaHOTO JiKapchkoro 3aco0y AZD9291 (Osimertinib, TAGRISSO™) Bepcis Bix
motoro 2022 poky; OunoBiena bpomypa pochignuka mo mnpenapary AZD9291 (Osimertinib,
TAGRISSO™), epcist Homep 16.0 Big 17 mrororo 2022 poky; I[Hpopmarliis mpo gocmikeHHsS Ta Gopma
3roJIv AJIsl IOPOCIHUX, JOKallbHa Bepcid Homep 7.0 1 YKpaiHu yKpaiHChKOO Ta pOCiiiChKOI0 MOBaMH, J1aTa
Bepcii 04 kBiTHs 2022 poky, Ha ocHOBI Mactep Bepcii Homep 9 Bix 15 6epesnst 2022 poxy; JlonoBHEHHS 110
dopmu iHDopmoBanoi 3roau (PI3) mono mpoBeneHHs TOCHIIHKEHb 3pa3KiB O010JOTIYHOTO Martepiary
nokaiibHa Bepcis Homep 3.0 s YkpaiHu yKkpalHCHKOIO Ta POCIMCHKOO MoBamH, nata Bepcii 04 KBiTHs
2022 poky Ha ocHOBI Mactep Bepcii Homep 3.0 Big 15 6epeszns 2022 poxy

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

Ne 1005 Bi7 28.09.2016

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«baraTtonieHTpoBe paH/I0OMi30BaHE MOJBiHE ciine Mmianedo KOHTPOJIbOBaHE NOCTKeHHS 3 da3zu uis
OLIIHKM e(QeKTUBHOCTI Ta Oe3neuyHocTi npenapatry AZD9291 y nopiBHsAHHI 3 Iianebo y Mali€eHTIB 3
HepiOHOKIITHHHUM pakoM JiereHs Ib-IIIA cranii Ta myTariieto perenropa eniepMaabHOro (pakropa pocTy
IIPU 3aCTOCYBaHHI MICJIs TOBHOT pe3€KIii MyXIMHU HE3aJIEKHO BiJl MPOBEIECHHS aJ’ FOBAaHTHOI XiMioTepamii
(ADAURA)», D5164C00001, Bepcist Homep 5.0 Bix 25 ciunsg 2021 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CrnoHcop, kpaiHa

«Actpa3eneka Aby, [lIBeris

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexcanap I'PIHEHKO




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTHudikarist cyTTeBOI
HONPaBKU

Omnosiiene Jlocbke MOCIHIKYBaHOTO JiKapchbkoro 3acody PF-06651600 (purnenutuniO) Bix 23 JFOTOTO
2022 p., aHMMCHKOI MOBOI; 3aly4eHHsS JOJATKOBOI HA3BH JOCIIKYBAaHOTO JIKapChKOTO 3acoly

PF-06651600 - putnenutuHi0; [TogoBx)eHHs TepMiHy IPHIATHOCTI JOCHIKYBAHOTO JIIKAPCHKOTO 3ac00y
PF-06651600 (putnenutrni0O) 10 60 MicsIiB

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1207 Big 25.06.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gara

«PannomizoBaHe, mozBiiHe ciine, muane0o-KOHTPOJIbOBAHE JOCTIKEHH Y MapajielibHUX rpynax ¢gasu 2A
JUTSL OLIIHKH €()eKTUBHOCTI Ta 6€3MeYHOCTI epopanbHoi popmu npenapatiB PF-06651600 Ta PF-06700841
B SIKOCTI IHAYKLIHHOI Teparii Ta BIAKpUTE pO3IIKMPEHE JIKyBaHHs Mali€HTiB 3 XBopoOoro KpoHa cepeHboro
ab0 BaXXKOro cTymeHs TsKkocTi», B7981007, ¢dinanpHa Bepcist 3 1HKOPIOPOBAHOIO IMOMPABKOIO 5, Bif
27 nunaga 2021 p.

3asiBHUK, KpaiHa

TOB «Kuniniuni nociipkeHHss AMKOH», YKpaina

Cnoncop, kpaiHa

@aiizep [uk., CIIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexcanap I'PIHEHKO




Jonatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Bpomrypa nocnigauka nociiaKyBanoro sikapeskoro 3acody IMBPYBIKA® (i6pytuni6), Buganns 15 Bin
10 rpyanst 2021 poky anrmiiicekoro MoBoto; [npopmartis 11 nanienta Ta @opma iHGOpMOBaHOT 3roAM IS
VYxpainun, Bepcis 12.0 Bix 9 mrotoro 2022 poky yKpaiHCBKOIO Ta pOCiiicbkoro MoBamHu; [1010BKEeHHS TepMiHY
MIPOBEJICHHS KJIIHIYHOTO BUIIPOOYBaHHA B YKpaiHi 10 29 rpyaus 2027 poky

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 835 Bix 15.08.2016

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«baraTtonieHTpoBe BiAKpUTE JOBIOCTPOKOBE MOJOBXKEHE KIIiHIUHE nochikeHHs 3b ¢a3u mpenapaty
PCI-32765 (I6pyTtuni6)», PCI-32765CAN3001, monpaska INT-6 Bix 13 cepmus 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJIAJIBHICTIO
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

«PAPMACBIOTIKAJI PICEPY

Cnoncop, kpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ouanexcanap I'PIHEHKO




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

OnoByieHnid mpoTokon KiaiHiYHOTO nociimkenas CV181375 (D1680C00019), sepcist 06 Big 07 irotoro
2022 poxy aHTJIIHCHKOI MOBOIO

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

Ne 1467 Bim 21.11.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«26-TxKHEBE, OaraToLIEHTPOBE, paHAOMI30BaHe, I1ae00-KOHTPOJIbOBAHE, MTOIBIHHO-CIIiNe BUPOOYBaHHS
¢da3u 3 B mapayieNbHUX Tpymnax i3 26-THKHEBUM IMOJOBXKEHHM TEPIOJIOM 13 MIpKyBaHb O€3MEeKU IS
OLIIHIOBAaHHS 0e3MnekH i eeKTUBHOCTI Aanariiduio3iny B 1031 5 1 10 Mr Ta cakcarminTiny B 1031 2,51 5 mr
y MAalli€HTIB JUTSYOr0 BIKY XBOPUX Ha LIYKPOBHH J11a0beT 2-To Ty, BikoM BiJ 10 pokiB Ta cTapiue, aje 5Kl
He jocariu 18-piunoro Biky», CV181375/D1680C00019, Bepcis 05 Bix 24 Bepecus 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPAIHA»)

CnoHcop, kpaiHa

AstraZeneca AB / Actpa3eneka Ab, [lIBernis

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Onexcanap I'PIHEHKO




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»

20.05.2022 Ne 863
InenTudikarist cyTTeBOi Onosnennii [Iporokon kiiHiunoro BumpoOyBanus AMT-101-203, Bepcis 4.0 Bix 12 xBitHa 2022 p.,
MTOTIPABKH aHTIiHChKOI0 MOBOIO; 3anydeHHs Immunologix Laboratories, CIIIA
Howmep Ta nara naka3zy Ne 310 Big 23.02.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHigyHOTO «PannomizoBane, miuane00-KOHTPOJIbOBAHE, MOJBIHE Cllille, y NapalelbHUX rpynax, nourykose, ®asa 2,
BUIIPOOYBaHHS, KO/, JocHipKeHHs e(peKTUBHOCTI 1 OGe3neyHocti npenapatry AMT-101 mi1s mepopaibHOro 3acTOCYBaHHS Yy
Bepcis Ta JaTa NO€AHAHHI 3 aJaliMyMa0dOM y Mali€HTIB 3 BUPA3KOBUM KOJITOM CEpEAHbOT0 ab0 TSKKOTO CTYIEHS»,
AMT-101-203, Bepcis 3.0 Bix 26 xoBTHs 2021 p.
3asiBHUK, KpaiHa TOB «biomamnacy», Ykpaina
CnoHcop, Kpaina Applied Molecular Transport Inc. /«Emnaiin Monekptonap Tpencnopt [ak.», CIIHA
CynyTtHi —
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ouanexcanap I'PIHEHKO




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

OHOBNIEHHI TIPOTOKOJ 3 IHKOPHOPOBaHOO TompaBkoio 8 Bix 02 rpyaas 2021 poky aHIITIHCEKOI MOBOIO;
3MiHa CIOHCOPA MPOTOKOMY KiiHiYHOTO BUnpoOyBanusa GS-US-419-3896 3 Gilead Sciences, Inc., CIIIA Ha
Galapagos NV, beunsbris; [npopmaniiinuii muctok ta popma indhopmoBanoi 3roau namieHTa, sepcis 10.1.0
Bix 28 rpyans 2021 poky ykpaiHCBKOIO Ta pocilicbkoro MoBaMu; dopma 3roau mapTHEPKU HA MOJANbIle
CIIOCTEepEKEHHS 3a BariTHiCTIO, Bepcis 4.1.0 Big 05 ciuns 2022 poky yKpaiHCHKOIO Ta POCIHCHKOI0 MOBAMU;
Kaptka mamienra, Bepcis 2.0 Big 09 motoro 2022 poky ykpaiHCBKOIO Ta POCIMCHKOIO MOBaMU; 3pa3ok
MapKyBaHHSI JJIs JTOCHIKYBAHOTO JIiKapchkoro 3aco0y dinrorinié 100 mr abo 200 mr, TabieTKH, BKPUTI
ILJTIBKOBOKO 000JI0HKOM0, Bif 04 mroToro 2022 poKy YKpaiHCbKOK MOBOIO

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

Ne 423 Bin 12.04.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«/loBrocTpokoBe MoAOBKEHE MOCTIIKEHHS AJs OIIHKM Oe3meku (pinroTiHi0y y MaiieHTiB i3 XBOPOOOIO
Kponay», GS-US-419-3896, 3 iHkopriopoBaHo¥0 monpaBkoo 7 Bix 23 6epesns 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVIHIMENTC YKPATHA» (TOB «DPPA YKPATHAY)

CrnoHcop, kpaiHa

Gilead Sciences, Inc., CILIA

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexcanap I'PIHEHKO




Jomarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Honatok 01 Big 01 rpynus 2021 poky mo bpomrypu nociigHuMKa TOCTIIHKYBAHOTO JIKapCHKOTO 3aco0y
@Opemanezymabd (Fremanezumab) (TEV-48125), Bumanns 07 Bim 13 xoBTHa 2021 poky aHImiHCHKOIO
MOBOIO

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

Ne 1143 Big 15.05.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«baraTouieHTpoBe paHAOMI30BaHE MOABINHO ClIiNe M1a1e00-KOHTPOIbOBAHE JTOCIIHKEHHS B TapaJIeIbHUX
rpymnax 13 MOJaibIIUM BIIKPUTHM JOJATKOBUM IEpIOAOM IJs OLIHKH €()EeKTHBHOCTI Ta OE3MeYHOCTI
bpemanesymaly st TpO(UIAKTHYHOTO JIKYBAaHHS MITPEHI B MAIIEHTIB 13 BEJIUKUM JIETIPECUBHUM
posnagom», TV48125-MH-40142, 3 nonpaskoro 04 Big 04 TpaBHs 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANIOBIIAJIGHICTIO «PAPMACBIOTIKAJI PICEPY
ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHncop, kpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., CIITA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Oaexcanap I'PIHEHKO




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

OHOBJICHE JIOCKE JTOCITIHKYBAHOTO JIiKapchkoro 3aco0y Tiparosymabd 60 mr/mi, Bepceis Bin rpynas 2021 p.;
JlonaBaHHs aJIbTEPHATHBHOTO BUPOOHUKA JIOCIIKYBAHOTO JIiKapchKoro 3aco0y Tiparomymad KOHIIEHTpAT
JUIS PO3YMHY Ui BHYTPIIHbOBEHHUX 1HQY3iH (600 mr/10 mur) 60 mr/ma - @.Xodpdmann-JIs Pomr Jltx,
[Beiinapis; JlogaBanHs 3pa3kiB MapKyBaHb JOCIIKYBAHOTO Jlikapcbkoro 3acody Tiparomymad 600 mr/10
Mt abo 1rane6o y ¢rakoni Nel 3 anprepHatuBHUM BupoOHUKOM D. Xoddmann-JIs Pomr JIta, [lIBeiinapis
yKpaiHCcbKor0 MOBOIO Bij 06 kBiTHs 2022 p.

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

Ne 2917 Bin 15.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, mojBiiiHe ciine, ruanedo-koHTponboBaHe ¢asu Il mocnmimkeHHs aTe3oii3ymady B
noeqHaHHl 3 Tiparonymabom (aHtu-TIGIT anTuTino) abo ©Oe3 Tiparoaymaldy Yy Talli€eHTIB 13
Hepe3eKTabeIbHO0 MIOCKOKIIITHHHOIO KapLIMHOMOIO CTPaBOXOAY, YHsI KapIlIMHOMA He MporpecyBaa Mmics
pasuKalbHO1 XIMionpoMeHeBoi Tepanii», YO42137, Bepcis 5 Bin 27 cepnus 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

Cnoncop, kpaiHa

®.Xodpdpmann-JIs Pour JIta, HIseiuapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexcanap I'PIHEHKO




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

bpomrypa nocmigamka Omamapu6 (Olaparib) (AZD2281, KU-0059436), Bumamas 21 Big 31 ciuds
2022 poky, aHrniicekor0 MoBo0; Ykpaina, MK-7339-007, Bepcist 06 Bix 04 kBiTHs 2022 p., yKpaiHCHKOIO
MOBOIO, iH(OpMAITis T2 TIOKYMEHT Mpo iH(HOPMOBaHY 3ro/Ty s Malli€eHTa, CTBOPEHA Ha OCHOBI III00aBHOTO
mabiony st MK-7339-007, Bepcis 06 Big 15 Gepesnst 2022 p., a Takox 11a0JI0HY, 3aTBEPHPKEHOTO s
VYxpainun, Bepcis Big 15 cians 2021 p. ykpaiHChKOIO MOBOIO

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

Ne 2487 Bin 17.12.2019

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
Bepcis Ta Jata

«ocnimxennsa ¢a3u 2 onanapuly y KomOiHamii 3 neMOpoiizymaOoM y NAIl€eHTIB 3 paHILIe JIKOBaAaHUM
PO3MOBCIO/PKEHUM PaKOM 3 MYTAlli€l0 TeHa y CHCTeMi TOMOJIOTIYHOI pekombiHaniiHoi pemaparii (HRRm)
JIHK Ta/a60 3 mopymrenHsM romosorigaaoi pekom6Oinarii (HRD) JTHK», MK-7339-007, 3 iHKOpTIOpOBaHOIO
nornpaskoro 04 Big 04 ceprus 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk Ilapn Enn Joym Kopn.», nouipne nianpuemcto «Mepk Enpg Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap I'PIHEHKO




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikartist cyTTeBOI Bpormrypa nocmigauka JNJ-67896049 / ACT-293987 / NS-304 Uptravi® (selexipag), Bumanus 17 Bin
MOIPaBKU 07.02.2022 p.

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

HazBa kinigiyHOTO «bararonieHTpoBe, 3 OJHMUM pYKaBOM JIIKYBaHHS, BIJKPUTE, [OBrOTpUBalie KJIIHIYHE JOCIIIKEHHS
BUIIPOOYBaHHS, KO/, croctepekeHHs 6e3nedyHocTi Cenekcinary y y4acHHUKIB, Ikl Opajii y4acTb Yy MOIEPEIHbOMY KIIHIYHOMY
Bepcis Ta JaTa nociipkenHi Cenekcinaryy, 67896049PUH3001, 3 ITonpaskoto 1 Big 08.12.2020 p.

3asiBHUK, KpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris

Cnoncop, kpaiHa «1HCCEH ®APMAIIEBTUKA HB», benbris

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ouanexcanap I'PIHEHKO




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Brurouenns qonatkoBoi BupooHuyoi mistaku st JIJI3 AGiparepona anerar, Abiraterone acetate, 3utura,
ZYTIGA; JNJ-212082; (G0002); Tabnerku; 250 mr: Patheon Inc., Kanana

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

Ne 2777 Bin 02.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBane, mianedo0-KOHTPOJIbOBaHE, MOBIMHE Clline KIiHIYHE AOCHiKeHHS 3 ¢a3u mpemnapary
Hipanapu6 B kom0OiHariii 3 abiparepoHa aeraToM Ta MPEAHI30HOM y TIOPIBHSIHHI 3 abipaTepoHa aleraTom
Ta MPEIHI30HOM JJIs JTIKyBaHHS MAIliEHTIB 3 METACTATUYHUM KacTpaT-4yTIMBUM PAKOM IEpeIMiXypOBOi
3ano3u (MCSPC) 31 mKIPTMBOIO TE€PMIHATIBHOIO 200 COMAaTUYHOIO MYTAIlI€I0 TEHIB, IO BIAMOBIAAIOTH 3a
penaparito nuisxoMm romonoriyHoi pexomoOinamii (HRR)», 67652000PCR3002, 3 IlompaBkorwo 1 Bin
21.12.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Oaexcanap I'PIHEHKO




JonaTok 19

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

OnoBneHni TPOTOKOJI KiIiHiuHOTO BUnpoOyBanus P2-IMU-838-UC, ¢inansna Bepcis 6.0 Bix 14 rpymass
2021 poky; OHoBnenuit iHhopmaniiHuil TUCTOK maiieHTa Ta Gopma iHpopmosanoi 3roau (IJIIT/DI3) nns
VYxpainu, dinansna Bepcis 7.0 Bix 31 ciuns 2022 poky Ha ocHOBI (piHanbHOI Maiictep Bepcii 7.0 Bix 19 ciuns
2022 poky aHITIHCHKOI, YKPATHCHKOIO Ta POCIHCHKOI0 MOBaMH; 3MiHA HallMEHYyBaHHs 3asBHUKA B YKpaiHi
3 TOB «KOBAHC KIJIIHIKAJI JEBEJIOTIMEHT YKPAIHA» wa TOB «JIABKOPIT KJIIHIKAJI
JIEBEJIOIIMEHT YKPAIHA; 3mina Ha3BU Micus MIPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS

byno Craio

nikap Ckubano C.A. nikap Ckubano C.A.

KomynaneHe  HekomepiiiiHe — mianpuemcTtBo | KomyHanibHe — HeKoMepliliHE — MIJIPUEMCTBO
«KuiBcbka Micbka KiiHiuHa JikapHs Ne 1» | «KuiBcbka wMichka KiiHiuHA JikapHs Ne 1»
BUKOHaBUOro oprany KwuiBcbkoi MIChKOi paau | BUKOHaB4oro oprany KuiBcbkoi MicbKkoi paau
(KuiBcbkoi Mmichkoi aep:kaBHOi anMiHicTparii), | (KuiBcbkoi Mickkoi nepkaBHOI aaMiHICTparlii),
tepaneBTuyHe BigaiiaeHHs Ne 2, m. KuiB BIJUTIJICHHS KIIHIYHUX JOCHIKeHb, M. Kui

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

Ne 1132 Big 15.06.2018

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«®aza 2, GaraTOLIEHTPOBE, paHIOMi30BaHe, MOJBIHHE clime, MIaned0-KOHTPOIbOBAHE TOCHIHKEHHS 3
METOI0 BH3HAYEHHS 03U JUIsI OIIHKK e(ekTuBHOCTI Ta Oe3meku mnpemapary IMU-838, 1o
BUKOPUCTOBYETHCS B SKOCTI 3aco0y IHAYKIIHHOI Ta MiATPUMYIOUOi Teparii Mpud BUPa3KOBOMY KOJITI
CepEeIHBOTO Ta TSDKKOTO cryneHsy, P2-IMU-838-UC, dinamsna Bepcist 5.0 Big 26 motoro 2021 poky

3asiBHUK, KpaiHa

TosapuctBo 3 oOMexkeHoro BianmoBiganbHicTIO «JIABKOPIT KJITHIKAJI IEBEJIOIIMEHT VKPATHA»
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Cnoncop, kpaiHa

Immunic AG, Himeyunna

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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

Ounexcanap I'PIHEHKO



Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBieHu MPOTOKOJ KiiHiyHOTO BUnpoOyBanHs C4221016, ocratouna Bepcia nmportokony, [lonpaska 2
Big 02 rpymns 2021 poky, anriiiicekoto MoBoto; CtopiHka mignucy npotokorxy C4221016 3 mompaBkoto 2,
nignucana cnoncopom 02 rpyanst 2021 poky; CHHOIICHC TPOTOKOIY KIIiHIYHOTO fociimpkenns C4221016 3
IHKOPIIOPOBAHOIO MOMPABKOI 2 aHTIiHChKOI0 MOBOIO Bix 02 rpymas 2021 poky; CHHOIICHC MPOTOKOITY
KIiHIYHOTO AociimkeHHs C4221016 3 iHKOpIIOpoBaHOO MONPaBKow 1 ykpaiHChKOI0 MOBOIO Bij 02 rpyaHs
2021 poky; ®opma iHpopMOBaHOT 3roAu HAa y4acTh y BBIJHIA YacTUHI JOCITIDKEHHS ISl OI[IHKA
6e3neunocti, Bepcis 3.0 Bix 28 rpynus 2021 p. ans Ykpainu anriiiickkoro MoBoto; @opma iHpopmoBaHOT
3roJ¥ Ha YYacTh y BBiJHIH YacCTHWHI JOCIHIKEHHs Ui OUiHKK OesmevHocti, Bepcis 3.0 Bix 28 rpynans
2021 p. ana Ykpainu pociiicbkoro MOBOI0; @opma iHPOPMOBAHOI 3oy HA y4acTh y BBIJHINA YacTUHI
JOCIIPKEHHS Ul OLiHKM Oe3nedHocTi, Bepcis 3.0 Big 28 rpyans 2021 p. ans YkpaiHU yKpaiHCBKOIO
MoBOI0; Popma iH(HOPMOBAHOT 3rOAM HA yyacTb y JociikeHHi, Bepcis 4.0 Bix Big 28 rpyans 2021 p. mis
VYkpainu ykpaincbkoro MoBoto; dopma iHpopMOBaHOI 3roAM HA y4acTh Y JOCTIIKEHH1, Bepcis 4.0 Bia BiJ
28 rpymns 2021 p. ansa YkpaiHu pociiicekoro MoBoro; dopma iHdopMoBaHOT 3roaM Ha y4acTb y
nociimkenHi, Bepcist 4.0 Bix Big 28 rpyaHs 2021 p. ansg YkpaiHu aHTTICbKOI0 MOBOIO

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

Ne 833 Bin 28.04.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe mojBiiiHE ciine MochipkeHHs ¢a3u 3 eHkopadeHiOy Ta OiHIMETIHIOY B MO€IHAHHI 3
neMOpoIli3yMaboM y TOpPIBHAHHI 10 TMjanebo B TO€AHaHHI 3 TeMOpoiizymMaboM Yy TMAali€HTIB i3
MEeTacTaTUYHOI0 a00 HeorepabeIbHO MICIIEBO MOMUPEHOI0 METAHOMO0, TTIO3UTUBHOIO 710 MyTarliiit BRAF
V600E/K», C4221016, octatouna Bepcist npotokoiy, [lompaska 1 Bix 31 6epesnst 2021 poky

3asBHUK, KpaiHa

[Naiizep Iuk., CIIA
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Cnoncop, kpaiHa

[Iaiizep Iuk., CLIIA

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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

Ounexcanap I'PIHEHKO



JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK J0 MPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»

20.05.2022 Ne 863
InenTudikarist cyTTeBOi OnHoBNeHH IPOTOKOJI KiIiHIYHOTO BUIpoOyBanus MK-7684A-004, 3 iHkopriopoBaHoro monpaskoio 03 Bix
MOIPaBKU 18 mrororo 2022 poxy, aHTIiHCEKOK MOBOFO
Howmep Ta nara naka3zy Ne 1722 Big 11.08.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «Bigkpure gocmimxeHHs dha3u 2 11 orinku 6e3neku Ta edpektuBHOCTI MK-7684A (koMOinamiss MK-7684
BUIIPOOYBaHHS, KO/, [BiOocTomimMa0] 3 MK-3475 [memOponizymal]) y y4acHHKIB 3 pEeLMIMBYIOUMMH abo0 pedpakTepHUMU
Bepcis Ta JaTa reMaTOoJIOTTUHUMH 3JI0KICHUMH HOBOYTBOpeHHsAMMI», MK-7684A-004, 3 iHKOPIIOPOBAHOIO IMONPABKOO
02 Bix 20 BepecHs 2021 poky
3asiBHUK, KpaiHa ToBapuctBo 3 oomexeHoro BianosiaanpHicTI0O «MCJ[ Ykpaina»
CnoHcop, kpaiHa «Mepk Hapn 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. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap 'PIHEHKO




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK J0 MPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiH JI0 HAaKa3zy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 17 TpaBusa 2022 poxy Ne 818»
20.05.2022 Neo 863

InenTudikarist cyTTeBOi
HONPaBKU

Onosnennii IIpotokon ximiniyHOTO BUNpoOyBaHHs SGN22E-003, 3 mompaBkoto 5 Big 29 Oepesss
2022 poky; Marepianu sl y4acHHKIB JOCHipkeHHs: bpomnypa nns namienta (SGN22E-003: EV-302 —
PFM — Patient Brochure), Bepcist 1.0 Big 11 ciuns 2022 poky, yKpaiHCBKOIO Ta POCICHKOI0 MOBaMH;
JoBigauk i3 BizuTiB «Bam JoBigauk mis gociimkenns EV-302» (SGN22E-003: EV-302 — PFM — Visit-
by-visit Guide), Bepcist 1.0 Bix 11 ciuns 2022 poky, YKpaiHCBKOIO Ta pOCIHCHKOO MOBaMH

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

Ne 1586 Bix 29.07.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KOS,
BepcCis Ta Jata

«Binkpure, panaoMi3oBaHe, KOHTPOJIbOBaHE, 3 (ha3u JOCTiKEeHHs eHPopTyMady BeJOTHHY B KOMO1HaIlii 3
nemMOpoI1i3yMaboM y MOPIBHAHHI 3 JIMILE XIMIOTEpaIli€ro MPH paHille He JIKOBAHOMY MiCLI€BONOIIUPEHOMY
abo0 MeTacTaTUYHOMY ypoTeniaasHomy paky», SGN22E-003, 3 monmpaskoro 4 Bix 11 auctomana 2021 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

«CimxeHn [Hk.»/ Seagen Inc., CHIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0€3Me4YeHHS

Oaexcanap I'PIHEHKO




JonaTtoxk 23
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MTONIPABOK J0 MPOTOKOJIIB KIIIHIYHUX
BUNIPOOYBaHb Ta BHECEHHS 3MiH 10 HaKa3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Neo 863

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuii [Iporokon xniHiunoro BunpoOyBanus TP0003 3 mompaBkoro 3 Big 03 rpyans 2021 poky;
Iadopmartis anst yyacHuka nociikenns i @opma iHhopMoBaHOI 3roau Ha ydacTs y gociimkenni TP0003
(myOpportunITy 1), moxens mns Ykpaiuu, Bepcis 5.0 Big 09 rpyaus 2021 poky, yKpaiHCbKOIO Ta
pociiicbkoro MoBamH; [Hhopmarist [u1st yaacHuKa gociimkeHHs 1 Dopma iHPOpPMOBAHOI 3T0IM HA Y4aCTh Y
(dbapMakOreHOMHOMY JIOCIIKEHH1 B paMKax ocHOBHOTO fociimkeHHss TP0003 (myOpportunlTy 1), monens
s Ykpaian, Bepcis 2.0 Bix Big 09 rpyans 2021 poky, yKpaiHCBKOIO Ta pOCiChKOI0 MOBaMu; Matepianu
quist nanieHTiB: Kaprka yuacHuka kminiunoro pocuimkenns (Patient ID Card), Bepcis 3.0 Big 7 rpyans 2021
poky, nara mepeknany 21 rpymas 2021 poxy, YKpaiHCBKOIO Ta POCIMCHKOO MOBaMHu; JIMCTOK-BKJIaJKa B
VIaKoBKYy 3 BakuuHOIO bekcepo mist mochimkenus TP0003 / TP0006, Big 10 muctomama 2021 poky,
YKpaiHCBHKOIO Ta POCicChKOI0 MOBaMu; JIMCTOK-BKIIagKa B yIakoBKY 3 BakiuHow [IpeBenap 13 (Prevenar
13) muisa nocnimpkenHs TPO003 / TP0006, Bix 26 sxoBTHs 2021 poKy, yKpaiHCHKOIO Ta pOCIHCHKOI0 MOBaMH;
301IbIIEHHS] KUIBKOCTI TMAlI€HTIB, SIKI MPUHMAOTh y4acTh y KIIHIYHOMY BHUIPOOYBaHHI Ha TEpUTOPIL
Yxpainu, 3 16 1o 18 ocibd

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

Ne 1246 Bix 26.05.2020

Hazssa kmiaivyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«bararonieHTpoBe, MOJBIiHE Cllille, paHAOMI30BaHe, MIare00-KOHTPOIbOBaHE JOCTIKEeHHS 3 ¢a3u I
OIIIHKK €(EeKTHUBHOCTI, OE3MEYHOCTI Ta TEPEHOCHMOCTI TMpenapary po3aHONIKCI3ymMad y JOpOCIIHX
YYaCHMKIB JIOCITIJDKEHHSI 3 MEPCUCTYIOUOI0 a00 XPOHIYHOIO NMEPBHHHOK IMYHHOIO TPOMOOILIUTOIIEHIEO
(ITIT)», TPOOO03, 3 nompaskoio 2 Bix 29 BepecHst 2020 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHcop, kpaina

KOCibi biodpapma EcApEmn, benbris / UCB Biopharma SRL, Belgium
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CymytHi —
MaTepianu/mpenaparu
CYIyTHBOI Teparii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Ounexcanap I'PIHEHKO




