Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
05.09.2022 Ne 1596

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
Bepcis Ta JgaTa

«CydacHe JKyBaHHS TaIli€eHTIB 3 1HTiIOITOpHOIO (opmoro remodinii A - MDKHApOAHE CIIOCTEPEIKHE
nocmikeHHs», ko gocaimkenas MOTIVATE, Bepcis 2.0 Bix 19 mororo 2019 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

HZRM Hamophilie-Zentrum Rhein Main GmbH, Germany (Himeuunna)

[Tepenik mocimimKyBaHUX
JiKapChKUX 3ac00iB
Jikapceka opma,
JI03YBaHHsI, BUPOOHHK,
KpaiHa

Binmosinaneuuii (1)
JTOCJTITHUK (M) Ta Micle
(s1) mpoBeeHHS
BUIIPOOYBaHHs B YKpaiHi

1) x.m.H. Bigsuescrka K.B.
HamionaneHa nutsaya crenianizoBana jdikapusa «OXMATIUT» MO3 Ykpaiau, 1ieHTp naToJorii reMocTasy,
M. KuiB

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Mmarepianu/npenapaTH
CYIYTHBOI Teparii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IMPEKTOpPATy Isan 3AZIBOPHUX




Jomatox 2

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

Onosnenuii [Ipotokon kiiniuHoro BunpoOyBanHss TP0004 3 mompaBkoro 4 Bim 04 kBitHs 2022 poky;
Marepianu s namienTiB: Indopmaris mis yyacHuka gocmikenHss 1 @opma iHpopmMoBaHOi 3roau Ha
yuacte y nociaimxerri TP0004 (myOpportunlTy 3), mogens mis Ykpainu, Bepcis 5.0 Bix 17 yepBHA
2022 poky, YKpaiHCHKOIO Ta POCIHChKOI0 MOBaMu; [HpopMaIliiiHi TUCTKH I CAMOCTIMHOTO MiIIKIPHOTO
BBEJICHHS PO3aHOJIKCI3yMaly B JOMAaIIHIX yMmMoBax, Bepcis 1 Bim kBiTHS 2022 poky, YKpaiHCHKOIO Ta
OCIMICEKOI0 MOBaMH;, 3MiHa BIAIOBIZAILHOTO JOCIIIHUKA.

byno

Crano

n.M.H. [Tepexpecrenko T.I1.

MeauuHuii LEHTP TOBAapUCTBA 3 OOMEKECHOIO
BIJIIOB1NAJIBHICTIO «["apmoHis Kpacmy,
BUIJIIJICHHS KJIIHIYHUX BUNIPOOYyBaHb, M. KuiB

k.M.H. Kaprabema O.A.

MenuyHui LEHTP TOBApUCTBA 3 OOMEKECHOIO
BIIOB1AAJIbHICTIO «["apmoHis Kpacuy,
BIIJIIJICHHS KJIIHIYHUX BUIIPOOYBaHb, M. KuiB

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

Ne 2777 Bin 02.12.2020

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«BigkpuTe m0CTiHKEHHS TOI0OBXKEHHS Teparii AJi1 BABYCHHS JOBTOTPUBAIOI OE3MEUHOCTI, MEPEHOCUMOCTI
Ta e(peKTUBHOCTI IIpenapaTy po3aHoJIiKCi3yMal y NaIli€HTIB 3 HEPCUCTYIOUOI0 a00 XPOHIUYHOO MTEPBUHHOIO
imyHHot10 TpomOoruTonexieto (ITIT)», TP0O004, 3 monpaskoro 3 Big 09 rpynus 2021 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

Cnoncop, kpaina

KOCibi biodpapma EcApEmn, benbris / UCB Biopharma SRL, Belgium

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Bpormrypa pocnigHuka Ui TOCTIIKYBaHOTO JIiKapchbkoro 3aco0y Picankizyma0, Bepcis 8 Big 31 TpaBHs
2022 poky; KopoTka xapakrepuctuka jgikapcbkoro 3aco0y Stelara (Ustekinumab) 130 mr, koHueHTpaT A71s
NPUTOTYBAaHHS pPO3UMHY JUIs iHQY3ii, Bepcis Big 04 kBiTHa 2022 poky

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

Ne 516 Bin 22.03.2021

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jata

«baraToneHTpoBe paHIOMIi30BaHE JOCTIKEHHS 3 (asw, 10 MPOBOAMTHCA Yy CIINOMY JUIsl OIIHIOBa4a
e(eKTUBHOCTI PEXKHUMIi 3 METOI0 BUBUEHHS picaHKi3ymMaly y MOPIBHSIHHI 3 yCTEKIHYyMaOOM IpH JTIKyBaHHI
JIOPOCIUX TAIIEHTIB 13 XBOpoOoro KpoHa cepemHbOBAXKKOTO YU BAXKKOTO CTYIEHIO TSKKOCTI, JJIs SIKMX

Tepamisi TpenapaTtamMd, M0 MPUTHIYYIOTh aKTUBHICTH (DAaKTOpY HEKpO3y MyXJIUHU, BHIBHIACH
HeedexTuBHOO», M20-259, Bepcis 2.0 Big 28 BepecHs 2021 poky
3asBHUK, KpaiHa E66B1 biodapmacerorikan3 I'm0X, [lIBeitapis
CnoHncop, kpaiHa «E066BI Ink», CIIIA / AbbVie Inc., USA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii
B.o. renepajbHOro 1upeKTopa
dapManeBTUYHOIO TUPEKTOPATY Isan 3A/IBOPHUX




Jonmarok 4

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa nocninnuka MK-3475, Bunanns 22 Big 13 tpaBus 2022p., aHrmiicbko0 MOBOIO; YKpaina, MK-
7339-001/ENGOT-0v43/GOG-3036, Tndopmariist Ta ZOKyMEHT Mpo iHGOPMOBaHY 3roay JJIs MAIli€HTa,
Bepceis 2.02 Bix 21 mumas 2022 p. yKpaiHChKOI MOBOIO; 3pa30K MapKyBaHHS JJOCIIKYBAHOTO JIIKAPCHKOTO
3acoby MK-3475 Kit, Bepcis 2.0 Bin 23 uepBHs 2022 poKy, aHIUIIICHKOIO Ta YKPATHCHKOI MOBaMU; 3pa3ok
MapKyBaHHs JOCHIKYBaHOTO Jlikapchkoro 3acody MK-3475 Vial, Bepcis 2.0 Big 23 uepBus 2022 poky,
AHTJIHACHKOIO Ta YKPaTHCHKOI0 MOBaMU; 3pa30K MapKyBaHHs JIOCIIKYBaHOTO JiKapchbkoro 3aco0y Olaparib
or Placebo Bottle, Bepcist 2.0 Bixg 13 TpaBHs 2022 poKy, aHTTIHCHKOI0 Ta YKpaiHCBKOIO MOBaMH; 3MiHa
Ha3Bu Ta aapecu Crnoncopa: TOB Mepk Llapn ean doym (Merck Sharp & Dohme LLC), Anpeca: 126 Ict
JlinkonbH aBento, n/c 2000, Paseii, Hero [xepci, 07065, CIIA (126 East Lincoln Ave., P.O. Box 2000,

Rahway, NJ 07065, USA):

bYJIO

CTAJIO

«Mepk [Hapn enx Moym Kopmn.», nouipHe
nignpuemctBo «Mepk enn Ko., Iak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA).

Anpeca: Mepk /lpaiis, 1, nomrosa ckpunbka 100,
M. Baiitxayc-Creiitin, mrat Hero-/xepci, CILIA
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

TOB Mepk [apn enn doym (Merck Sharp &
Dohme LLC).

Anpeca: 126 Ict JlinkoneH aBenro, m/c 2000,
Pageit, Heto [xepci, 07065, CIIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

Howmep ta nata Hakasy
MO3 mrozo 3aTBEpIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 636 Binx 22.03.2019
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HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, mopasiiiHe cminme npociimkenHs III ¢asu npoBenenns ximiorepamii 3 abo 6e3
neMOpoJTi3ymMaly 3 OAAIBITUM MM ATPUMYIOUYUM JIIKYBaHHSIM ojanapuOoM abo rianedo a1 Tepartii nepioi
JiHI1 y TaIi€HTiB 3 PO3MOBCIOPKEHUM eriTenianbHuM pakoM sieunukiB (EPSI) 6e3 myramiii y reni BRCA
(KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036, 3
iHKopnopoBaHoo nonpaskoro 03 Big 12 6epesnst 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BianoBiganbHicTIO «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk llapn Eng Joym Kopn.», nodipue mignpuemctBo «Mepk Enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepanii

B.o. renepanbHOro 1upeKkTopa
DapMalneBTHYHOIO TUPEKTOPATY IBan 3AJIBOPHUX




Jonatok 5

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

3anydyeHHsl JOCHIKYBaHOTO JiiKapchkoro 3aco0y bennamyctun, 100 mr miodinizoBaHOro NOpOUIKY JUis
po3unHy IS 1HQY31# anbTepHaTnBHOTO BUpoOHUKa Thymoorgan Pharmazie GmbH, Himeuunna

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

Ne 1246 Bin 26.05.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PaHmomi3zoBaHe, BIOKpUTE, OaraTolEHTPOBE JOCHIPKeHHS ¢a3d 3 Juisi BUBYSHHS KOMOiHAIil
3anyopyTiHiOy (BGB-3111) 3 puTykcumaboM y TOpiBHAHHI 3 KOMOiHAIi€l0 OEHIAaMyCTHHY 3
PUTYKCHMaOOM y MAIli€EHTIB 3 paHIlle He JIKOBaHOK MaHTIMHOKIITUHHOIO JiM(OMOI0, IKUM HE TOKa3aHa
TpaHCIUIaHTallist cTOBOYpoBUX KIiTHH», BGB-3111-306, Bepcis 3 nonpaskoro 2.0 Big 16 rpyans 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeKEHOI0 BifnoBiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnoHncop, kpaiHa

beit[Ixen JItn [BeiGene Ltd], CILIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JlonaTok 6

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

CP-4-006 Indopmariitauii auctok i popma 3roau ans mianitkiB (14-18 pokiB) B YkpaiHi A TpUBAIOTO
BiJIKPUTOTO PO3MIMPEHOTO TOCIIKEHHs YKpaTiHCbKOI0 MOBOIO Bepcist 2.0 Bix 11 cepras 2022p. (MOD-4023
| CP-4-006 | CP-4-006_ICF UKR_PIC For Juveniles (14-18) 20220810 UKR_Ukr VV-TMF-212662 |
Version 2.0 dated 11 Aug 2022); CP-4-006 Tudopmartiiinuii uctok i dopma 3romu ans mimtitkis (14-18
POKiB) B YKpaiHi JyIsl TPUBAJIOTO BiIKPUTOTO PO3LMIMPEHOTO JTOCHIKEHHS POCIMChKOI0 MOBOIO Bepcis 2.0
Bigx 11 cepnus 2022p. (MOD-4023 | CP-4-006 | CP-4-006_ICF UKR_PIC For Juveniles (14-18)
20220810_UKR_Rus VV-TMF-212661 | Version 2.0 dated 11 Aug 2022)

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

Ne 915 Bin 08.08.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute pangomizoBaHe OaraToOleHTpOBE JNociijkeHHs (a3 3, TpuBaiicTio 12 MicALiB, 3 OLIHKH
e(eKTUBHOCTI Ta Oe3meuHocTi 3acTocyBanHs npenapaty MOD-4023 onuH pa3 Ha THXKJEHb, Y TOPIBHSAHHI 3
0/IeHHO0 Tepamnieto ['eHoTponiHOM®, y aiTell y npemydepTaTHOMY Billi 3 A€(IIUTOM TOPMOHY POCTY»,
CP-4-006, ITonpaska 2 Bix 06 TpaBast 2018

3asiBHUK, KpaiHa

TOB «KLIP Ykpaina»

Cnoncop, kpaiHa

OIIKO Baitonomxike JIta. (OPKO Biologics Ltd.), I3pains

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




Jonartok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

Bukopuctanus npenapary cymyTHbOi Tepamii B iHO3eMHil ymakoBui Tenofovir Disoproxil Fumarate
(TENOF), tabnerkm 300 mr, Hetero Healthcare Limited, Immis; 3pa3ok CHpomieHOro MapKyBaHHS
npenapaty cynytHboi Teparii Tenofovir Disoproxil Fumarate (TENOF), tabnerku 300 mr, Bepcist 1.0 Bix
29 wepBusa 2022 p.; IncTpykuis 31 3acrocyBanHs npenapary Tenodosip quzonpokcun pymapat (TEHOD),
tabnerku [® 300 mr. [lepexnan ykpaiHcbkor MoBoto Bin 04 mumus 2022 p.; [HcTpykiis 13 3acTOCYBaHHS
npenapaty Tenodosip muzonpokcun pymapar (TEHO®), tadbnetku 1d 300 mr. Ilepexian pociiicbkoro
MoBoI0 Bija 04 murast 2022 p.

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

Ne 2777 Bin 02.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, 4aCTKOBO MOJBIHHE ciine, MaTpuyHe nociimkenns [1I ¢has3u 3 BuB4eHHs eheKTUBHOCTI Ta
oe3neku 50 mr nonadapuioy/100 Mr putoHaBipy ABi4l Ha 100y B [TOE€IHAHHI 3 IET1JILOBAaHUM 1HTEp(HEPOHOM
anbda-2a y 1031 180 Mxr a60 6€3 HbOTo NPOTAroM 48 THXKHIB y HOPIBHIHHI 13 MOHOTEPAIII€I0 MET1IbOBaHUM
iHTEepPepoHOM anbPa-2a Ta JIKYBaHHAM IUIalle00 y Malli€HTIB 3 XPOHIUHOK 1H(EKIIEI0 BIPYCY renaTuty
JieNbTa, CTaH SIKUX MIATPUMYETHCS 3a JOMOMOION HYKJIEO3UAHOI (HykJeoTuaHoi) aHTH-HBV Tepamii
(D-LIVR)», EIG-LNF-011, monpaska 03 Bix 29 xoBTHs 2021 p.

3asBHUK, KpaiHa

«biopaci, En-En-Ci», CIIA

Cnoncop, kpaina

«Eiirep bio®apmacskrortikans, [nk.» (Eiger BioPharmaceuticals, Inc.), USA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3AZIBOPHUX




Jonatok 8

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

OHoBIIeHUH TPOTOKOJ KIIiHIYHOTO Hociimkenus 1245-0202, sepcis 2.0 Bix 20 xBitHa 2022 poky; OcHOBHA
dopma iH(popmoBanoi 3roau (IHdopmariiinuii UCTOK 1 (opMa 3roam ISl YIaCHHKIB JTOCIIIKCHHS)
aHTIHACHKOI0 MOBOIO Jiisi YKpainu, Bepcid 6.0 Bix 06 yepBHs 2022 p. nepekiaieH0 YKpaiHCbKOI MOBOIO
it Ykpaiau 15 gepsust 2022p.; OcHoBHa dopma iHpopmoBaHoi 3roau (Iadopmariiinuii mucTok i popma
3roJIv JUIsl YYaCHUKIB JOCTIIPKEHHs) aHTIIHChKOI0 MOBOIO Uit YKpainu, Bepcis 6.0 Big 06 yepBusa 2022 p.
NepeKIIaIeHo POCiiCbKOI0 MOBOIO JUtst YKpainu 15 uepBus 2022p.; @opma noBTOpHOT iHGOPMOBaHOT 3r0/H
y4acHUKa JIOCIHIJKEHHS aHTIIHChKOI0 MOBOIO 115l YKpainu, Bepcis 1.0 Big 29 yepBus 2022 p., nepekyiaeHo
YKpaiHChKOI0 MOBOIO st YKpainu 6 jumas 2022 p.; @opma noBTopHOI iHHOPMOBAHOT 3roAM yd4aCHHKA
JIOCJIIJDKEHHS aHTJIIHChKOI0 MOBOMN isa YKpainu, Bepcis 1.0 Bim 29 yepBHs 2022 p., mepekiajeHO
pociiicbkoro MoBoto Jutst Ykpainu 6 nmunus 2022 p.; EMPACT-MI_KepiBHuLTBO [11s1 yuacHUKiB, Bepcis 2.0
BiJ 28 kBiTHA 2022 p., aHIIIHCHKOIO MOBOIO, MEPEKIIA] Ha YKPATHCHKY MOBY AJisi YKpaiHH Bif 22 yepBHs
2022 p.; EMPACT-MI_KepiBuuurso ans yyacHukiB, Bepcis 2.0 Big 28 kBiTHSA 2022 p., aHTIIHCHKOIO
MOBOIO, MIEpeKIa]] Ha pociichbKy MOBY [t Ykpainu Binx 22 yepBHs 2022 p.; EMPACT-MI BinomocTi npo
mikaps, Bepcis 2.0 Big 28 kBiTHA 2022 p. ykpaiHCbKOIO MOBOIO id YKpaiHu Bif 22 uepBHs 2022 p.;
KumenbkoBa kaptka, Bepcis 2.0 Big 28 kBiTHA 2020 p. aHITIHCHKOI0O MOBOIO, MEPEKIa] YKpPaiHCHKOIO
MOBOIO JUIsl YKpainu Bix 24 uepBHs 2022 p.; KumenskoBa kaptka, Bepcis 2.0 Big 28 kBiTHA 2020 p.
AHTJIIACBKOI0 MOBOIO, MEpeKiIa] pOCiiChbKOI0 MOBOI s Ykpainu Bin 24 uepBus 2022 p.; EMPACT-
MI ®naep nns maumienta, Bepcis 2.0 Bix 16 TpaBHs 2022 p. aHIUIHCHKOIO MOBOIO, MEPEKIIaEHO
yYKpaiHChbKOI0 MOBOIO ISl YKpainu 24 uepsHs 2022 p.; EMPACT-MI ®naep nns nauienra, Bepcist 2.0 Bix
16 TpaBHs 2022 p. aHITIHCBKOI0 MOBOIO, NMEPEKIIAJAEHO POCIMCHKOI0 MOBOIO sl YKpaiHu 24 yepBHSA
2022 p.; Jluct nonsaxu nauieHty, Bepcis 1.0 Big 27 tpaBus 2022 p. ykpaiHCbKOI0 MOBOIO A1 Ykpainu; JIuct
noJsKu TauieHTy, Bepcis 1.0 Big 27 tpaBHa 2022 p. pociiicbkoro MOBOW0 i YKpainu; JlomaTok s
namienta Medidata patient cloud app cTangapTHI €eKpaHH PEXKHUM TaII€HTA, BEPCis 2.2 YKPaiHCHKOK MOBOO
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Howmep Ta narta Hakazy Ne 833 Bin 28.04.2021

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HasBa kiiHigHOIO «OnTtuMmizoBaHe, 0OaratoueHTPOBE, paHIOMI30BaHe, TMOJBIMHE ciine, IIane00-KOHTPOJIbOBAHE

BUNIPOOYBaHHSA, KO/, JOCIIJKCHHSL y TIapaJIeIbHUX T'PYIMax i3 BUBUEHHS BIUIMBY eMIIarii()Io3uHy Ha 4acTOTY rocritamizamii 3

BepcCis Ta gaTa MIPUBOY CEPIIEBOi HEIOCTATHOCTI Ta BIUIMBY Ha PIB€Hb CMEPTHOCTI y MAIII€HTIB 13 TOCTPUM 1H(GAPKTOM
miokapaa», 1245-0202, Bepcis 1.0 Bix 03 munns 2020 poxy

3asBHUK, KpaiHa ToBapHCTBO 3 06MEkKEHOI0 BinnoBinanbHicTIO «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

Crioncop, kpaina Boehringer Ingelheim International GmbH, Himeuunna

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHOro 1upeKkTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AJIBOPHUX




Jonatok 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbporrypa gociinHuka 10CIiKyBaHOTO Jikapebkoro 3acody MK-3475, sunanns 22 Big 13 tpaBus 2022p.,
aHTIIICEKOI0 MOBOIO; YKpaina, MK-3475-992, Tudopmanis Ta TOKyMEHT mpo iHGOPMOBAHY 3rOy JUIS
naiienTa, sepcis 05 Big 29 uepsus 2022 p., ykpaincbkoro MoBoto; Ykpaina, MK-3475-992, sepcis 02 Bin
29 uepBus 2022 poky, yKpaiHCHKOIO MOBOO, iH(pOPMAaLiHHUI JTUCTOK 1 TOKYMEHT PO iHPOPMOBaHY 3rOy
Ha Mail0yTHe OloMeaUYHE MOCTiHKEHHS; 3pa3oK MapKyBaHHS JOCIIIKYyBaHOTO JiKapcbkoro 3acody MK-
3475 Vial, Bepcist 2.0 Big 31 tpaBus 2022 p., aHIITIHCHKOIO Ta YKPaiHCHKOIO MOBaMH; 3pa30K MapKyBaHHS
JIOCTiIKyBaHOTO Jikapcekoro 3aco0y MK-3475 Kit, Bepcis 2.0 Big 31 tpaBus 2022 p., aHTTIiHCHKOIO Ta
YKpaiHChKOIO MOBaMH; 3pa30K CHPOIIEHOT0 MapKyBaHHS 3apEECTPOBAHOTO B YKpaiHi JiKapCchKOTo 3acoly,
KU 3aCTOCOBY€EThCA B KiiHIYHOMY BUMNpoOyBanHi MK-3475-992, Bepcia 2.0 Bix 08 numnusa 2022 poky,
paiHChbKOI MOBOIO; 3MiHa Ha3BHU Ta ajpecu CroHcopa:
byuo: Crano:

«Mepk Illapn enng Joym Kopu.», mouipae | TOB Mepk lapn enx oym (Merck Sharp &
mianpuemctBo «Mepk enn Ko., Iak.», CIIA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict JlinkoneH aBento, 1/c 2000,
Merck & Co., Inc., USA), Pageit, Hpto JIxepci, 07065, CIIA (126 East
Anpeca: Mepk /[lpaiis, 1, momrosa ckpunbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-Creiiun, mrar Hero-J[xepci, 08889- | USA)

0100, CIIIA (One Merck Drive, P.O. Box
100, Whitehouse Station, New Jersey, 08889-0100,
USA)

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ne 1143 Bix 15.05.2020
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Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepCis Ta gaTa

«PanomizoBaHe, oJIBiiTHE cliirie, Mu1ae00-KOHTPOoIbr0BaHe KiiHiuHe nociipkerns 111 dha3u mis BuBYeHHS
eekTHBHOCTI Ta Oe3neunocti nemOponizymady (MK-3475) y koMmOiHamii 3 XiMiOIPOMEHEBOIO TEpaIi€io
(XIIT) y nopiBHsHHI Juiie 3 XimionpoMeHneBow Tteparniero (XIIT) B ydacHUKIB 3 M’S30BO-IHBa3MBHUM
pakxom cedyoBoro mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992 , 3 inkopriopoBaHO0 momnpaBkoro 03
Bix 23 nucronana 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexeHo10 BianoBiganbHicTI0O «MCJ] Ykpaina»

Cnoncop, kpaiHa

«Mepxk Hlapn Enx Joym Kopm.», nouipue mignpuemcto «Mepk Enn Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro n1upekropa
DapManeBTHYHOIO JUPEKTOPATY IBan 3AZIBOPHUX




Honarok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

OmnosnieHa Opoirypa IOCHiTHUKA Ha JOCTKYBaHUH Jikapcbkuit 3aci6 Omamapi6 (Olaparib), Buganns 21
Big 31 ciuns 2022 poxy; OnoBienuii po3ain 2.3 «Clinical Study and Previous Human Experience Datay
Hocbe npenapaty nopiBusinHs (IMPD) Olaparib, Bunanus 20 Bix 11 motoro 2022 poky; Indopmartis mpo
nociikeHHs Ta @opma iHpopmMoBaHOi 3romu s gopociux, Bepcis 9.0 Bim 15 wepBHs 2022 poky
aHTIIChKOI0 MOBOIO; [H(opMartist ipo gociimkeHHs Ta @opma iHHOPMOBAHOI 3011 IS TOPOCIUX, BEPCis
9.0 Bim 15 wepBHs 2022 poky. IlepexnameHo ykpaiHcbkoro MoBow aisi Ykpainm 11 mumas 2022 p.;
Indopmaris npo gocnimkeHHs ta @opma iHbGopMoBaHOi 3roau A qopociux, Bepcis 9.0 Bix 15 yepBHs
2022 poxky. Ilepexmnaneno Ha pociiicbky MoBY 1ist Ykpainu 11 mumas 2022 p.

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

Ne 727 Bin 04.04.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanmomMizoBaHe, OaraTtoleHTpPOBE, MOJBIMHO ciiinie, MibkHapoaHe aochipkeHHs Il ga3su nns BUBUEHHS
e(eKTUBHOCTI Ta Oe3MeYHOCTI KOMOIHOBaHOI Tepamii AypBaaymMaboMm i3 ojamapiooM y HOpiBHSHHI 3
MOHOTEpAII€0 AypBaliyMaboM Yy SKOCTI HIATPUMYBAJIBHOI Tepamii y Malli€eHTIB 3 HEAPIOHOKIITUHHUM
paxoM jereHiB IV cranii, ki OTpUMyBaIM Teparito Mepuoi JiHiil, B IKUX XBOpoOa HE MporpecyBaa Mmicis
CTaHJApPTHOI XiMioTepamii TpemaparoM IIaTHHU 3 aypBamymabom (nmocmimkeHHs ORION)y,
D9102C00001, Bepcist 5.0 Bix 09 rpynus 2021 poky

3asBHUK, KpaiHa

TosapuctBo 3 oOMexkenoro BianosiganbHicTIO «JIABKOPIT KJIIHIKAJI AEBEJIOIIMEHT YKPATHA»

CrnoHcop, kpaiHa

AstraZeneca AB, IlIBewis

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOIO IUPEKTOPATY

Isan 3AZIBOPHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

Bpomrypa nocnmimHuKa UIsl JOCTIKYBAaHOTO JiKapchkoro 3aco0y Picankizyma0, Bepcis 8 Bix 31 TpaBHS
2022 poky

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

Ne 2030 Big 07.11.2018
Ne 341 Binx 26.02.2018

Ne 1962 Bix 29.10.2018
Ne 1896 Bin 27.08.2019

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«bararoneHTpoBe, paHAOMI30BaHe, IOBIHE CcIiine, IU1ane00-KOHTPOJIbOBAaHE S2-THKHEBE BiJKPUTE
MPOJIOBXKEHE JOCTIKEHHS MiATPUMYIoUoi Tepamii AJis BHUBUEHHS €QEKTUBHOCTI Ta OE3MeYHOCTI
Picankizymaly y mami€HTiB 3 BUpa3KOBUM KoJiTOM», M16-066, inkoprniopoBanuii [Tonpaskamu 1, 2, 3 Ta 4
Bix 01 sxoBTHS 2020 poky;

«bararonieHTpoBe, paH0Mi30BaHe, MOABIAHE CIIiMe, MIalne00-KOHTPOIbOBaHE S2-THXKHEBE JOCIIKEHHS
HiATPUMYIOUOT Ta BIJKPUTOI NPOAOBXKEHOI Tepamii A OWIHKM e(eKTHBHOCTI Ta Oe3MeYHOCTI
picankizymaly y mauieHTiB 3 xBopobOoro Kpona», M16-000, 3 iHKOpIOpOBaHUMHU aaMiHICTPATUBHUMU
3miHamu 1, 2, 4 Ta monpaBkami 1,2, 3,4, 5,6, 7, 8 Ta 9 Big 26 kBiTHs 2021 poky;

«bararonieHTpoBe, paHI0MI30BaHe, MOABIMHE CIiiNe, TUIane00-KOHTPOJIbOBAHE JTOCHIIKEHHS 1HAYKIIIHHOT
Teparii Jyis BUBYEHHS e()eKTUBHOCTI Ta 6€3MEYHOCTI picaHKi3yMaly y Mali€HTiB 3 BAPA3KOBUM KOJIITOM Bij
CepEeTHBOBAXKKOI 10 BaXkKKOi opmMH akTUBHOCTI», M16-067, iHKOpriopoBaHuii nonpaBkamu 1, 2 Tta 3 BiJ
01 >xoBTHA 2020 poKy;

«PannomizoBane mojsiitHe ciine nocmimkeHns Il dasu, ans mopiBHAHHS Tipenapary Picankizymal 3
rianebo y MalieHTiB 3 akKTUBHUM TcopiaTuyHuM apTpuToM (IICA), siki MaroTh B aHaMHe31 HeaJleKBaTHY
BIJINOBIAb MPUHANWMHI Ha OJUH XBopoOomoaudikyrounii npotupeBMatnyHuii npenapart (XMIIPII) a6o
ioro HenepeHocumicTh (KEEPSAKE 1)», M16-011, Bepcis 5.0 Bix 01 nuctonana 2021 poky

3asBHUK, KpaiHa

«E66B1 biodapmackrorikans ['M6X», [lIBefinapis

Cnoncop, kpaina

AbbVie Inc., USA
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CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepajibHOTO AMpeKTOpPa
dapManeBTHYHOI0 JHPEKTOPATy Isan 3AZIBOPHHUX




Jonatok 12

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBieHU TPOTOKOJ KiiHiyHOTO BUnpoOyBanHs C4221016, ocrarouna Bepcis mporokony, [Tompaska 3
Big 08 yepBHs 2022 poky, aHTIiiicbKOI0 MOBOI0; CTopiHKa mianucy npotokoixy C4221016 3 mompaskoto 3,
nignucana crnoncopom 08 yepBHsa 2022 poky, aHTIIHCEKOI MOBOI; CHHOMCHC MPOTOKONY KIIIHIYHOTO
nociimxenns C4221016 3 inkopriopoanoto nonpaskoro 3 Big 08 uepBus 2022 poky, aHTITIHCEKOI0 MOBOIO;
CuHoncuc npoTokony KiiHigHOTo Hociimkents C4221016 3 inkoprnopoBaHoto nonpaBkoro 3 B 08 uepBHs
2022 poky, YKpaiHCBbKOIO MOBOIO

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

Ne 833 Bin 28.04.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe mMojBiliHE ciine JTOCHPKeHHS ¢a3u 3 eHkopadeHiOy Ta OiHIMETIHIOY B IMO€IHAHHI 3
neMOpoIi3yMaboM y TOpPIBHAHHI 10 TMjanebo B TO€JHAHHI 3 MeMOponi3ymMaOoM Yy TMAIli€HTIB i3
MEeTacTaTUYHOI0 a00 HeorepabeIbHO MICIIEBO MOIUPEHOI0 METAHOMO0, TO3UTHUBHOIO 710 MyTailiiit BRAF
V600E/K», C4221016, octatouna Bepcist npotokoay, Ilonpaska 2 Bix 02 rpyans 2021 poky

3asBHUK, KpaiHa

[Naiizep Iuk., CIHA

CnoHncop, kpaiHa

[1¢aiizep Iuk., CILIA

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapmManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aC0O0IB Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBNIEHUH MPOTOKOJ KiIiHIYHOrO BUpoOyBanHs MK-3475-641 3 iHKOopriopoBaHOw monpaBkoio 07 Bix
02 gepBHs 2022 poky, aHTIIHCHEKOIO MOBOIO; 3MiHa Ha3BU Ta aapecu Crmoncopa: TOB Mepk lapm enp
Hoym (Merck Sharp & Dohme LLC), Aapeca: 126 Ict JlinkonsH aBento, n/c 2000, Paseii, Heio [xepci,
07065, CHIA (126 East Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065, USA); bpomrypa mociigHuka
JOCTIIKYBaHOTO Jlikapchkoro 3aco0y MK-3475, sunanns 22 Bix 13 tpaBus 2022p., aHIIiHCEKOI0 MOBOIO;
bpomrypa mocmimauka Kceranai (Xtandi, Enzamyramin, enzalutamide), Bumanus 13.0 Big 09 kBiTHS
2022 poky, aHriiiicekoro MoBorw; Ykpaina, MK-3475-641, [ndopmariisi Ta JOKyMEHT mpo iHPOPMOBaHY
sroay aiis mamienTa, Bepcis 3.00 Big 05 mumas 2022 p., yKpaiHCBKOK MOBOO; 30UTBIIICHHSI 3aIlJITAHOBAHOT
KUTBKOCTI JociiKyBaHux 3 1524 nmo 1575 mamieHTiB B CBiTi; 3pa3oK MapKyBaHHS JIOCIHITKYBaHOTO
aikapebkoro 3acody MK-3475 Vial, Bepcis 2.0 Big 12 kBitHs 2022 poKy, aHTITIHCEKOI0 Ta YKPATHCHKOIO
MOBaMU; 3pa30K MapKyBaHHS JOCIIIKYBaHOTO Jiikapchkoro 3aco0y Ensamyramin, Enzalutamide Bottle,
Bepcis 2.0 Bix 03 kBiTHS 2022 poKy, aHINIIMCHKOI Ta YKpPaiHCHbKOIO MOBaMH; 3pa30K MapKyBaHHS
JOCHIJKYBaHOTO Jlikapchkoro 3acody MK-3475 Kit, Bepcis 2.0 Bix 12 kBiTHS 2022 poKy, aHITIiCbKOIO Ta
YKPalHCBKOK MOBamMu

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

Ne 833 Bin 28.04.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, noxasiiiHe ciine gocaimkenHs Il ¢a3u nmemOponizymady (MK-3475) y xombinamii 3
SH3aJIyTaMiIoM MOPIBHSAHO 3 €H3aJyTaMiJIoM 3 IUIaled0 y YYacHUKIB 3 METacTaTUYHMM KacTpauiiHo-
pe3ucTeHTHHM pakoMm mepeaMmixypoBoi 3amozn (mCRPC) (KEYNOTE-641)», MK-3475-641, 3
iHKOpHopoBaHo0 nonpaskoro 06 Big 12 xoBTHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»

Cnoncop, kpaina

«Mepk lapn ena Hoym Koprm.», nouipue mianpuemctso «Mepk enn Ko., [ak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepasbHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY Isan 3A/IBOPHUX




Honartok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHUX ITOMPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

Honatok 1 mo dopmu iHpopMOBaHOI 3roAu Mif 4ac KPU30BOI CUTyalii B YKpaiHi IS JOCHIIKEHHS
WO041554, Bepcis 1.0 st Ykpaiau ykpaiHChKOIO Ta pocifickkoro MoBam# Bij 11 mumast 2022 p. Ha ocHOBI
Maiictep-Bepcii noaatka 1 no ®I3 mix yac kpu3oBoi cutyarii B Ykpaini, Bepcis 2.0 Bix 15 yepBusa 2022 p.

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

Ne 1143 Big 15.05.2020

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«PAHJIOMI3OBAHE, [TOJIBIMHE CJIIIIE, INTALIEBO-KOHTPOJILOBAHE JOCJIKEHHS ®A3U
I11 3 OLIIHKU E®OEKTUBHOCTI TA BE3IIEYHOCTI KOMBIHALIII GDC-0077 3 ITAJIBOLIUKJIIEOM
TA ®YJIBECTPAHTOM V ITIOPIBHSHHI 3 KOMBIHALIEIO ITJIALIEBO 3 ITAJIBOLIUKIIIBOM TA
OVJIIBECTPAHTOM V TMALICEHTIB 3 MYTALIECKO T'EHA PIK3CA, 'OPMOH-PELEIITOP-
I[TO3UTUBHUM, HER2-HETATUBHUM MICHEBO-IIOINIMPEHNM ABO METACTATUYHHM
PAKOM MOJIOYHOI 3AJI03U», WO41554, Bepcis 4 Big 03 nucronama 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IHPEKTOPATY

Isan 3AZIBOPHUX




HonaTok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa nocminnuka S 95005 (TAS-102, Lonsurf®), Bepcis 9 Bin 10 TpaBus 2022 p.

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

Ne 1465 Bin 08.08.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBane, Bimkpute kmiHiuHe mocmimkeHHs I dasu tpudmypumuny/tunipammwry (S 95005) y
KoMOiHarii 3 6eBal3yMadoM y MOPIBHIHHI /10 KarnenuutadiHy y koMOiHaIii 3 6eBalu3ymMadoM y mepiriii
JiHIT JIIKYBaHHS NAIlEHTIB 3 METAaCTaTUYHUM KOJIOPEKTAaJbHUM pakoM, SIKl HE € KaHIuJaTaMu s
iHTeHcuBHOi Tepamii (nocmikenHs SOLSTICE)», CL3-95005-006, ¢inansaa Bepcis 4.0 Big 02 rpyass
2021 poky, 3 IHKOpPIOPOBaHOK CYTTEBOIO nomnpaBkoro Ne 4, Bin 02 rpynns 2021 poky

3asiBHUK, KpaiHa

TosapuctBo 3 oOMexeHoto BianoBiganbHIcTIO «KLP Ykpaina»

CnoHncop, kpaiHa

[acturyt miskHapoauux nocnimpkenb «CEPB’ €y (Institut de Recherches Internationales Servier (I.R.L.S.)),
Opaniis

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamii

B.o. renepajibHOT0 AMpeKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATY Isan 3AZIBOPHUX




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

VYkpaina, MK-7902-014 (E7080-G000-320), Indopmariisi Ta AOKyMEHT Mpo iH(GOpMOBaHY 3roay IS
narienTa, sepcis 2.01 Big 18 mumuas 2022 p., ykpaiHCBKOIO MOBOIO; 3MiHA BiIOBIAATLHOTO JAOCHIIHUKA B

MICIIi MPOBEJICHHS KIIIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
3aB. Big. Ko63es O.1. nikap Jleonosa B.B.
KomyHasibHe  HekoMepiiiiHe — mianpueMcTBo | KoMyHallbHE  HEKOMEpINiiHE  HiANPHEMCTBO
«O0nacHUI LEHTP OHKOJIOTi(», OHKOXipypriune | «OONacHU LEHTP OHKOJOTi(», OHKOXipypriuHe
BIIIUIGHHS  OpraHiB TpyAHOI  MOPOXHUHHM, | BIAMIJICHHS  OpraHiB  TIPyAHOI  MOPOKHUHH,
M. XapkiB M. XapkiB

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

Ne 2237 Bix 18.10.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane pocmimkeHHs Il dasu mns ominku edexkTuBHOCTI Ta Oe3medHOCTI meMOpoiizymaldy
(MK-3475) y xom6inauii 3 tenBarunioom (E7080/MK-7902) i ximioTepari€eo MOPiBHSHO 3i CTAHAAPTHUM
JIKYBaHHSAM B SIKOCTI MepIIOi JiHii Tepamii UId YY4aCHUKIB 3 METaCTATUYHOIO KapIHHOMOIO CTPABOXOY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBanoto monpaskoio 05 Bix 01 6epesns 2022 poky

3asiBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIcTIO «MCJl Ykpaina»

Cnoncop, kpaina

TOB Mepk Illapm enn JJoym, CIIA (Merck Sharp & Dohme LLC, USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTropa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3AZIBOPHHUX




Jomatok 17

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa anst nocnigauka 3 npenapary Ozanimod (RPC1063), penakuis 15 Bix 26 TpaBus 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 743 Big 11.11.2015
Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018
No 838 Big 10.12.2015
Neo 1275 Big 06.07.2018

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«baraTonieHTpoBEe BIAKpHTE J0JaTKOBE JociipkeHHs mnpenapaty RPC1063 npu mnepopaibHOMY
3aCTOCYBaHHI y XBOPHMX Ha peUUAMBYIOUMH po3cisHuil ckiepo3», RPCO01-3001, penmakuis 10.0 Bix
08 »xoBTHa 2021 p.;

«baratonieHTpoBe paHIOMi30BaHe, MOJBIHHO ciine, miuanedo-KoHTpoaboBaHe nociikenHsa Il ¢asum 3
METOIO OI[IHKU 03aHIMOJy AJIsi IEPOPATIBLHOTO MPUIIOMY IIPH NMPOBEIEHHI MIATPUMYIOUO] Tepamnii naiieHTam
13 CepeHbOTSKKUM a00 TSHKKUM mepediroM xBopoou Kpona B aktuBHii (opmi», RPC01-3203, pexakuis
6.0 Bix 14 yepsusa 2021 p.;

«baratonieHTpoBe paHIOMi30BaHe, MOJBIHHO ciine, miuanedo-KoHTpoaboBaHe nociikeHHsa Il ¢asum 3
METOI0 OI[IHKM O3aHIMOJY JJIsi IpUHOMY NEepOpaIbHO MPH MPOBEAEHH] 1HIYKIIHHOI Tepamnii namieHTam 13
CepeHbOTSKKUM a00 TSKKUM nepebirom xBopobu Kpona B aktuBHil opmi (mocnimxeHHs Nel 3 ouiHKH
iHayKuiHoi Teparmii)», RPC01-3201, penakuis 6.0 Big 14 uepsns 2021 p.;

«baratonieHTpoBe paHmOMi30BaHe, MOJBIHHO ciine, miuanedo-KoHTpoiaboBaHe nociikenHsa Il ¢asum 3
METOI0 OI[IHKM O3aHIMOJIY AJI IpUOMY NEpOpaIbHO MPH MPOBEIEHH] IHAYKIINHHOI Tepaii maieHTam 13
CepeHbOTSKKUM a00 TSHKKUM repebirom xsopobu Kpona B aktuBHil opmi (mocmimxeHHst No2 3 OLiHKU
iHayKuiHOoi Tepamii)», RPC01-3202, penakuis 6.0 Big 14 uepsns 2021 p.;
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«Binkpute, 6araToeHTpOBE, pO3MUPEHE JOCTIKEHHS (a3u 3 17151 BUBYCHHS IEPOPATIHLHOT0 3aCTOCYBAHHS
RPC1063 B sxocTi Tepamii y Mami€HTIB 3 MOMIpHUM ab0 TSDKKUM BUpPa3koBHM Kojiitom», RPC01-3102,
penakiis 9.0 Bix 23 cepras 2021 p.;

«/lomatkoBe OaratomeHTpoBe Bigkpute npociipkeHHs I ¢a3u 3 Meror OmiHKKM O3aHIMOAY IS
MEePOPATLHOTO MPUHOMY TIPH JIKYBaHHI MAIIEHTIB 13 CEPEAHBOTSKKAM a00 TSHKKUM TiepediroM XBopoou
Kpona B aktuBHIi hopmin, RPCO1-3204, penakiis 6.0 Big 14 uepsus 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJAJILHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cenmxen [nrepuemnnin I Capn» (Celgene International II Sarl), [IBeiinapis

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro n1upekropa
DapManeBTHYHOIO JUPEKTOPATY IBan 3AZIBOPHUX




JonaTok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHUX ITOTPABOKY

05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

bpomrypa nocmignuka Jikapcekoro 3acody aymimymad (SAR231893/ REGN668), Bepcis Nel6 Bin
22 uepus 2022p., aHTIIIHCHKOI0 MOBOIO

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

Ne 1265 Bix 23.06.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBaHe, OBIlHE clIille, I1are00-KOHTPOILOBAHE JOCIIKEHHS TSl OI[IHKY BIUIMBY TyIiTyMa0y
Ha 3amajeHHs AUXalbHUX MLUISIXIB 4Yepe3 OI[HKY (YHKIIl JereHb, 3aKylOpIOBaHHS CIM3y Ta I1HIIUX
napameTpiB Bi3yasizallii JiereHb y TaIllieHTiB 3 actmoro», LPS15834, 3 mompaskoro 02, Bepcis 1 Bifg
15 Gepesns 2021p.

3asiBHUK, KpaiHa

TOB «Cano(i-ABenTic Ykpaina»

CnoHncop, kpaiHa

Sanofi-aventis groupe, France (Canodi-aBenric rpym, ®paniris)

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTUHYHOIO TUPEKTOPATY Isan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTIPaBKH

OHoBneHu# MpoTokoa KiaiHiyHOTO AociimkeHHs EFC16034 3 mompaBkoto 06, Bepcis 1 Big 23 TpaBHS
2022p., aHruilicekoro MoBor; OcHOBHa iH(opMarlliss mpo gociikeHHs 1 ¢popma iHPOPMOBAHOI 3rOH,
Bepcis 7 Big 23 tpaBHs 2022p., aHITHCHKOI MOBOIO; [H(DOopMartis mis mamienta ta popma iHGOpMOBaHOT
sroau, Bepeis s Ykpaiau Ne 7, Bin 02 uepsast 2022p. (Ha ocHOBi OcHOBHOT iH(pOpMAITiT TPO TOCIHKEHHS
1 hopmu iHbopMoBaHOi 3roau Bepcis 7 Bim 23 TpaHs 2022p.) aHrIilCchKOH MOBO; IH(opmaris ms
narienta ta ¢opma inpopmoBaHoi 3roam, Bepcis it Ykpainu Ne 7 Bim 2 gepBHs 2022p. (Ha OCHOBI
OcnoBHoi iH(popmaii nmpo gocaimkeHHs 1 dopmu iHbopMoBaHOi 3roau, Bepeis 7 Big 23 tpasHs 2022p.)
YKpaiHChKOIO MOBOIO; [H(opMmaris 1uist namienTa ta popma inpopmMoBaHoi 3roau, Bepcist s Ykpainu Ne 7
Bix 2 uepBHs 2022p. (Ha ocHOBI OcHOBHOI iH(popMallii po mocaixeHHs 1 GopMu iHHOPMOBAHOT 3ro/IH,
Bepcis 7 Bix 23 TpaBHs 2022p.) pociiicbkoro MoBoro; [llogennuk narmienTa st peectpauii npuiomy JJIIT,
Bepcis 9.0 Bim 10 wuwepBHs 2022 p., aHITHCHKOIO, YKPAiHCBKOIO Ta POCIHCHKOIO MOBaMU;
3MiHa IOPUIUYHOL aJIPECH CIIOHCOPA KITHIYHOTO JOCITIKSHHS

bYJIO CTAJIO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

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

Ne 2554 Bin 09.11.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MoJBIMHE ciine JOCHIKeHHS 3 (a3u uisl BUBYEHHS €(PEeKTHUBHOCTI Ta O€3MEeYHOCTI
npemnapaty SAR442168 y nopiBHsHHI 3 Tepudaynomigom (OO6amkio®) B YUaCHUKIB 3 PEUUIUBYIOUUMU
dbopmamu poscisiHoro ckieposy (GEMINI 2)», EFC16034, 3 mompaskoro 05, Bepcist 1 Bix 18 mucronana
2021p.

3asBHUK, KpaiHa

TOB «Canogi-ABenTic Ykpaina»

CrnoHcop, kpaiHa

Genzyme Corporation, USA (JIxen3aiim Kopriopeitma, CIIIA)
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CynyTHi —
Mmarepianu/mpenapaTi
CyNyTHBOI Tepamnii

B.o. renepasbHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY Isan 3A/IBOPHUX




Homarok 20

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPKCHHS CYTTEBUX MOMPABOKY

05.09.2022 No 1596
Inentudikarist cyrTeBoi Hocwe pocmimkyBaHoro sikapcbkoro 3aco0y KarXT, Bepcis 3.0 Big 19 jmunusa 2022 p.; [HogomxkeHHs
MONPaBKU TEPMIiHY MPUIATHOCTI TOCIIHKYBaHOTO Jiikapchkoro 3aco0y KarXT 3 24 1o 36 micsiiB; 3MiHa Ha3BH MICIIs
MPOBEJICHHS KIIHIYHOTO BUIPOOYBAHHS
BYJIO CTAJIO
nupekTop Kocenkona I.B. nupexktop Kocenkona I.B.

Komynanene  HexomepmiiiHe — miampueMcTBO | KomMyHanbHe — HEKOMEpIiifHE  MiAIPUEMCTBO
«Yepkacbka o0nacHa TicuxiaTpuyHa JiikapHs | «Yepkacbka oONacHa TcCUXiaTpU4yHa JIKapHS
Uepkacbkoi 00sacHOl paawy, KiHOYe BiIIIIeHHS | Yepkachbkol 00JacHOI pajmy», KiHeYe BiIUICHHS
Ne 11, gomosiue BimmimenHss Nel2, m. Cwmina, | Nell, domosiue BimminernHs Nel, m. Cwmina,

Uepkacbka 00J1aCTh Uepkacbka 00J1acTh
Howmep ta nara nakasy No 762 Bim 20.04.2021
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS
Hasga kiiHiuyHOTO «Binkpute n01aTKOBE IOCHIKEHHS JUIsL OLIHKM JOBIOTPUBAlOi O€3MeYHOCTi, MEPeHOCHMMOCTI Ta
BUIIPOOYBaHHS, KO/, epextuBHocTi npenapary KarXT y nanienTiB 3 mmsodpenieto 3a kpurepismu DSM-5», KAR-008, Bepcis
Bepcis Ta Jara 4.0 Bix 11 ciuns 2022
3asiBHUK, KpaiHa TOB «Cineoc Xenc Ykpaina»
CroHcop, KpaiHna Karuna Therapeutics Inc., United States (CILIA)
CynytHi —
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTropa
dapMalneBTHYHOIO TUPEKTOPATY IBan 3AJIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

ITonpaBka 10 [locke mociimkyBaHoro jJgikapcbkoro 3aco0y Iakiicipan 284 mr/1,5 mit, po34uH U1 1H €KITIN
y norepeHbpo HarnoBHeHux mmmpunax (Inclisiran 284 mg/1.5 mL Solution for injection in pre-filled syringe),
7011012 SM IP_ AMEN 2 967, Bin 06 rpyaus 2021 poky; OnoBieHi cekuii Jlocbe D0CiKyBaHOTO
JikapcbKoro 3aco0y Inkiicipan 284 mr/1,5 M, po3unH ISt iH’ €K1 y onepeIHh0 HATOBHEHUX IITPHLIAX
(Inclisiran 284 mg/1.5 mL Solution for injection in pre-filled syringe): 2.1.P.3 «BupoOHHUIITBOY,
7011012 SM I P3 967, Bepcis 2.0 Big 21 mucromama 2021 poky; 2.1.P.5 «KoHTponb miKapchbKOTO
npenapaty», 7011012 SM I P5 967, Bepcis 2.0 Bix 29 nunas 2021 poky; 2.1.P.7 «Cucrtema
yrmakoBku/3akymnopku», 7011012 SM 1 P7 975, Bepcis 2.0 Big 29 mumus 2021 poky; 2.1.P.8
«CrabunbHicthy, 7011012 SM I P8 975, Bepcia 3.0 Big 30 nunus 2021 poky; JlogaHHs BHPOOHMKIB
JOCITIPKYBAaHOTO JiKapchkoro 3acoOy Iukmicipan (Inclisiran) 284 mr/1,5 mi, po3uwmH s iH €KIH Y
nonepenHbo HanmoBHeHux mmpuiax, a came: CORDEN PHARMA SOCIETA' PER AZIONI, Iramis;
Sandoz GmbH, Asctpis; CHELAB S.R.L., Itanis; [TonoBxeHHs TepMiHy MPUAATHOCTI JOCIIIKYBAaHOTO
Jikapebkoro 3aco0y Inkiicipan (Inclisiran) 284 mr/1,5 My, po34mH Juis iH €KL y TONepeIHbO HATTOBHEHUX
ImpuIax, 10 48 MicsIiB

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

Ne 727 Bin 04.04.2019

HazsBa xiiaiugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

JIOBrocTpokoBe JOCIIKEHHS, KE € TIPOJOBKEHHAM J0ocipkeHb ¢Ga3u IIl 3 BUBUEHHS TiMOJIMAeMIYHIX
3ac00iB, 3 METOI0 OLIHKMA €(EKTUBHOCTI TPUBAJIOrO 3aCTOCYBaHHS IHKJICIpaHy MHUISXOM MiJMIKIPHUX
1H’€KIIN Yy MAalli€eHTIB 3 BHCOKMM CEpILIEBO-CYJJUHHUM PHU3UKOM Ta MiJBULICHUM PIBHEM XOJIECTEPUHY

JITTHIIL. (ORION-8), MDCO-PCS-17-05 (CKJX839A12306B), Bepcis 02 Bix 06 sxoBTHs1 2020 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaiHa

Hogaptic ®apma Al', llIBeiinapis
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CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. reHepajibHOTO ApPeKTOpPa
dapManeBTHYHOI0 JHPEKTOPATy Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

JlonoBHeHHs 10 iH(pOpMAaIIHHOTO JUCTKA Ta (opMH 1HGOPMOBAHOI 3TOM: JOCTAaBKa JIIKAPCHKHUX 3aC001B
Oe3rmocepeHbO MAIi€HTy, uId YKpainu, Bepcis 1 Bix 17 TpaBus 2022 poky yKpaiHCEKOIO Ta pOCIHCHKOIO
MOBaMHU

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

Ne 211 Bix 07.02.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBaHe, MOABIMHO-CIINE, IUIale00-KOHTPOIbOBAHE JAOCHIHKeHHS (Ga3su 2 IS OILIHKH
TECTUKYJSIpHOI Oe3meuHocTi (iAroTiHiIOy B JOPOCIMX YOJIOBIKIB 13 AKTUBHUMHU 3amajJbHUMHU
3aXBOPIOBAaHHSAMM KHUIIKIBHMKA BiJl IMOMIPHOTO A0 BAaXXKOTO CTYNEHIO TsKKocTi», GS-US-418-4279, 3
nonpaBkoto 4 Bix 17 6epesns 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVHIMENTC YKPATHA» (TOB «DPPA YKPATHA»)

Cnoncop, kpaiHa

Gilead Sciences, Inc., CILIA

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOIO IUPEKTOPATY

Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Honarox Nel Big 11 tpaBus 2022 poxy no bpomrypu nocminnuka, Bepeii 11.0 Big 07 rpyans 2021 poky,
aHTIIChKOI0 MOBOMO; [HGOopMamiiHuil TMcTOK 1 popMma iHPopMoBaHoi 3roau, Bepcis V6.0UKR (uk)2.0 Bix
04 mumas 2022 poky, nmepekiaa yKpaiHChKor MoBOO Bia 13 mumas 2022 poky; [HdopMmaltiiHuii TUCTOK 1
dopma indpopmoanoi 3roau, Bepcist V6.0UKR(ru)2.0 Bix 04 munus 2022 poky, mepekiiag pociichbKoro
MOBOIO Bif 13 mumus 2022 poky; 3MiHa HAa3BH MICIIsl MPOBEACHHS BUIPOOYBAHHS

«Yepkacbka oOJacHa TcCHXiaTpUYHA JIKapHS

BYJIO CTAJIO
nupekrop Kocenkona 1.B. nupexrop Kocenkosa [.B.
KomynanbHe  HekoMepuiiiHe — mianpueMcTBo | KomyHanbHe — HekoMepliiiHe — HiANPHEMCTBO

«Yepkacbka oOJacHa TIcHUXiaTpuyHA JIKapHS

Uepkackkoi 001acHOT paguy, KIHOYE BIIIUICHHS
Nell, gomomiue Bimminenns Ne 12, Yepkacbka
0011., M. Cmina

Yepkacbkoi 00J1aCHOT pagu», )KIHOYE BiIUICHHS
Nell, gomomiue Bimminenas Nel, Yepkacbka
00i1., M. Cmina

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

Ne 662 Bin 16.03.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, IOJBIMHE CIIille JOCIIKEHHS, 1110 TPOBOAUTHCS 3 BUKOPUCTAHHSAM aKTUBHOTO Mpenapary
B SIKOCTI KOHTPOJIIO JUIS OLIHKU JOBrOTpUBaioi Oe3nedHocTi i nepeHocumocTi npenapary SEP-363856 y
namieHTiB 13 mm3zodpenieron, SEP361-304, Bepcisa 3.00 3 iHKOpIOpOBaHOIO CYTTEBOIO TompaBkoro 2.00 Bix
14 ciyns 2021 poky

3asBHUK, KpaiHa

[MTignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

«Cynosion ®apmacskiotikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIHA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajbHOro 1upeKkTropa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

[ToBimOMJICHHS TAI[iEHTaM IOJ0 MPHUIHHEHHS MisUTBHOCTI KOJ-UEHTPY IS YKpaiHH JJisi JOCIIIKEHb:
evolutionRMS_MS200527-0080 ta MS200527-0082, Bepcist 1.1 Bim 11 jumus 2022 poky, mepekian
YKpaiHCBKOIO Ta pOCiiicbkoto MoBaMu Bix 15 mumas 2022 poky

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

Ne 1924 Bin 21.08.2020
Ne 1924 Bin 21.08.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«baraToneHTpoBe, paH0Mi30BaHe, MOJBIMHE CIIiNe, 3 MOABIMHOK IMITAaIli€l0, KOHTPOJIHOBAHE AKTHBHUM
npenapartoM, pociikerss 11l ¢a3u, mo npoBoauThCS B napajeabHUX Ipynax 3 OLIHKU e(pEeKTUBHOCTI Ta
0e3nevHoCTI eBOOpYTHHIOA y MOPIBHIHHI 3 TEPUGPIYHOMIJIOM B YHYACHHUKIB 13 PELIUIUBYIOUUM PO3CISTHUM
ckiepo3om», MS200527 0080, Bepcis 4.0 Bix 03 xBiTHS 2022 poky;

«bararonieHTpoBe, paHI0Mi30BaHe, MOABIHHE Cile, 3 TMOABIMHOIO IMITAIlIEI0, KOHTPOJIbOBAHE AKTUBHUM
npenapatoM, pociikeHss 111 ¢as3u, mo npoBoauThCS B MapajeabHUX IPyNax 3 OLIHKUA e(pEeKTHBHOCTI Ta
0e3nevHoCTI eBOOpYTHHIOA y MOPIBHSIHHI 3 TEPUQPIYHOMIJIOM B YUYAaCHHUKIB 13 PELUIUBYIOUUM PO3CISTHUM
ckiepo3om», MS200527 0082, Bepcis 4.0 Bix 03 kBiTHS 2022 poKy

3asiBHUK, KpaiHa

Iignpuemctio 3 100% iHo3emuom0 inBecTHIie0 «AMK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Merck Healthcare KGaA, Himeuunna

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IHPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 25

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

Bpomrypa gocnigHuka D0CHIKYBaHOTO JIIKapchbKoro 3aco0y JNJ-54767414 (naparymyma0), Buganas 18
Big 17 rpyanst 2021 poky anrmniiicekoro MoBoto; JlonoBuenss 1 Bix 19 kBitasa 2022 no bpourypu nocimigauka
JOCTIIKYBaHOTO JTiKapcbkoro 3aco0y JNJ-54767414 (napatymymad), Bunanus 18 Big 17 rpyans 2021 poxy
aHTIiCcbKOI0 MOBOIO; IH(opMmartis ais nanienta ta @opma iHpopmoBanoi 3rou, Bepceis 16.0 Bix 24 yepBHs
2022 poky yKpaiHChKOIO Ta pociiickkoro MoBamu; JlonoBHeHHs 10 [Hdopmarii ans namienta ta Gopmu
IndopmoBanoi 3roau: opranizaiis noiznok kommnaniero «Ckayt Kminikam» — Bepcist 1.0 — 24 nucromana
2021 p. — ykpaiHCcbKoOIO Ta pociiickkoro MoBaMu — Ha ocHOB1 SC_3paszka ®I3 ans Ykpainu — Bepceis 1.3
— 07 mumas 2021 p. — anrmiicekoro MoBoto; Scout Clinical — O6ctyroByBaHHS NAIli€HTIB — €IEKTPOHHE
muctyBaHHs, Bepcis 1.0 s Ykpainu Big 02 motoro 2022 poky yKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH;
Scout Clinical — ITocnyru 3 nepeBe3eHHs maitieHTiB, Bepcis 1.0 aust Yikpainu Big 02 motoro 2022 poky
YKPaTHCHKOIO Ta POCIHCHKOI0 MOBAaMU

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

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Kniniyne pocnimxenHs 3 ¢asu nopiBHsaHHA Jlaparymymaly, bopresomiby Ta Jlekcamerasony (DVd) 3
bopre3omibom ta [lexcamerazoHoM (Vd) y maii€HTIiB 3 PeLUIUBHOI YU pedpakTEPHOIO MHOKWHHOKO
Mienomoron, 54767414AMMY 3004 , 3 monpaBkoro INT-7 Big 31.03.2021 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJAJIBHICTIO «®APMACBIOTIKAJL PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA)

CrnoHcop, kpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 JHPEKTOpPATY Isan 3AZIBOPHUX




JlonaTok 26

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi Bbpomypa nocnigauka HipceBimad (MEDI8897), Bunanns 6.0 Bix 27 tpaBua 2022 poky, aHTIIHCHKOIO
HONPaBKU MOBOIO

Howmep Ta nara naka3zy Ne 2237 Big 18.10.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HasBa kiiHi4yHOTO «Binkpute, HEKOHTPOJIBOBAHE NOCIIKEHHA (a3u 2 3 3aCTOCYBaHHSIM OJIHOPA30BOi O3 AJIS OLIHKH

BUTIIPOOYBaHHSA, KO/, 0€3MeYHOCTI Ta TMEePEeHOCHMOCTI, (apMaKOKIHETUKM Ta MOSBH AHTUTLI JO Tpermapary HipceBimad y

Bepcis Ta gaTa IMYHOJIOTIYHO CKOMIIPOMETOBaHUX JiTedl BikoM < 24 wicsami», D5290C00008, 3 iHKOPHIOPOBAHOIO
nonpaskoro 3 Big 23 yepBHs 2021 poky

3asiBHUK, KpaiHa [TinnpuemctBo 3 100% inozemHuoro iHBecTHliero «AUK KOBIA PJIC Vkpaina»

CnoHncop, kpaiHa AstraZeneca AB, IlIBemis

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepajibHOr0 AMpPeEKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATy Isan 3AZIBOPHUX




Jonatok 27

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

OHoBNeHMI TPOTOKOJ 3 MoNpaBkoio 3, Bepcis 4, Big 08.02.2022 p.; Indopmanis ans namienta ta Popma
indopmoBanoi 3romu — IIpotokon AC-055-315, Bepcis 5.0 ykpaiHCbKOIO MOBOIO Uil YKpaiHU BiX
06.07.2022 p.; Indopmarist ;i marieata Ta @opma inpopmosanoi sroau — [Iporoxorr AC-055-315, Bepcis
5.0 pociiicekoro MoBotO i Ykpainu Big 06.07.2022 p.; [ndopmaris qist narienta ra @opma inhopmoBaHoi
3rogu sl y4yacTi y HeoOOB’s3KOBid wactuHi pocmipkeHHs - IIpotokom AC-055-315, Bepcis 3.0
YKpaiHChbKOI0 MOBOIO 175t Ykpainu Big 06.07.2022 p.; lndopmaris aisa namienta ta opma iHpopmMoBaHOi
3roJIv JUTsI y4acTi y He0OOB SI3KOBIHM YacThHI nociipkeHHs - [[poTrokon AC-055-315, Bepcis 3.0 pocilickkoro
MoBOIO i Ykpainm Bix 06.07.2022 p.; KepiBHUITBO 3 TPOBEICHHS KIIHIYHOTO JAOCIIIKEHHS Ti 4ac
CTHXIHHOTO JHxa/cepiio3Hux 300iB/mannmemii mo mporokomy AC-055-315, aHrmiliChKOI0 MOBOIO Bij
20.05.2022 p.; Ulkana nucnHoe bopra CR10 iHcTpyKIii AMs yyacHUKA, BepCis YKPaiHCHKOIO MOBOIO ISt
Vkpainu Big 16.02.2022 p.; Hlkana Borg CR10 Scale, incTpykItii 151 yaacHUKa, BEPCisi pOCIIChKOI0 MOBOIO
Juis Ykpainu Big 16.02.2022 p.; 3MiHa Ha3BU Miclisl IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBAHHS:

BVYJIO CTAJIO
I.M.H., mpod. SApema H.I. JI.M.H., ipo¢. SApema H.I.
KomynaneHe  HekomepiiiiHe — mianpuemcTtBo | KomyHanibHe — HekoMepliliHE — MIJIPUEMCTBO
«TepHomibChbKAa  YHIBEpPCUTETChbKA JIIKapHsI» | «TepHOMUIbChbKAa OOJIacCHA KIIIHIYHA JIIKapHs»

TepHoninbebkoi 00s1acHOT pajau, KapaioiorivyHe
Bi/tiieHHs, TepHOMINBCHKHIA  HAlliOHAJIBHUI
MeTMYHHHA YHIBEpCHTET iMeHI
I.51. TopbaueBcbkoro MiHicTepcTBa OXOPOHH
3n10poB's  YkpaiHu, kadeapa  BHYTPILUIHBOL
meauuuan Nel, m. TepHomiib

TepHoninbebkoi 00MACHOT paau, KapAloJOTidHE
BiftiieHHs, TepHOMINBCHKHMIA  HalliOHATBHUI
MEIUIHUN YHIBEPCHTET IMeHl
I.51. TopbaueBchkoro MiHicTepcTBa OXOPOHU
3M0poB's  YkpaiHu, Kadeapa  BHYTPIIIHbOI
meauuuau Nel, M. TepHOmisib




2 MPOJIOBXKEHHS JoaaTka 27

Howmep Ta nara Haka3sy
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1849 Bin 11.08.2020

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«IIpocrniekTBHE, OaraToOlEHTPOBE, MOABIMHE CIIiNE, 3 MOABIMHOI IMITaIlI€l0, PAHIOMI30BaHE, 3 AaKTHBHUM
KOHTpPOJIEM, B TMapalieIbHUX TpymHax, 3 MOCIIJOBHAM BKIIOUEHHSIM TpPYII, aJaliTUBHE, KOHTPOJIHOBAHE 3a
MOAISIMU  KJIIHIYHE JIOCTIDKCHHSI TpeThoi (a3 uisi TOpiBHSAHHSA e()EKTUBHOCTI, OE3MEeYHOCTI Ta
MEPEHOCUMOCTI MaIliTeHTaHa 75 Mr 3 MariTeHTaHoM 10 Mr y Tami€eHTiB 3 JIETCHEBOIO apTepiabHOIO
rinepTeH3i€l0 3 MONANbIIMM TMEepPioOM BIAKPUTOIO JIIKyBaHHA MalliTeHTaHoM 75 wmr», AC-055-315,
nornpaska 2, Bepcist 3 Bix 6 ceprast 2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepajibHOr0 AMpPeEKTOpPa
®apManeBTHYHOI0 IMPEKTOPATY Isan 3AZIBOPHUX




JlonaTok 28

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOINPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

JonatkoBuii iHpopMaiifHui TMCTOK NanieHTa Ta popma iHHOpMOBAHOT 3rOM HA BKUTTS HAI3BUYAHUX
3ax0JliB y 3B’SI3Ky 3 BOEHHMMHU JisMH Ha TepuTopii Ykpainu, Bepcis V1.0UKR(uk)1.0 Big 25 mumHs
2022 poky, nepekiiaja yKpaiHchKor MOBo Bif 27 mumHs 2022 poky; loaatkoBuit iHGopMaIiitHuii TNCTOK
namieHTa Ta ¢gopma iHHOpMOBaHOI 3ro/IM HA BXKUTTS HAJ3BUUANHUX 3aXOMIB Y 3B 3Ky 3 BOEHHUMU AisIMU
Ha TepuTopii Ykpainu, Bepcig V1.0UKR(ru)1.0 Bix 25 mumus 2022 poky, nepekiiaa pociiChbKO MOBOIO Bij
27 nunas 2022 poky

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 358 Bix 03.04.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe, nojBiiiHe ciine, mianedo-KoHTposiboBaHe aociimpkeHHs Il da3u npemapary M2951 3
napajesbHOI TPYIOK 3acCTOCYBaHHS AKTUBHOTIO KOHTpoidto (mpemapary Tekdizepa) 3a BIAKPUTUM
METOJIOM Y TAIIEHTIB 3 PEIUAUBYIOUYUM PO3CISTHUM CKJIEPO30M JJIsl OLIHKH €(EeKTUBHOCTI, O€3MeYHOCTI,
MEePEHOCUMOCTI, (papMaKOKIHETHKKA Ta OiojoriyHoi akTtuBHOCTI», MS200527-0086, Bepcis 6.0 Bifm
08 nucronana 2019 poky

3asiBHUK, KpaiHa

Iignpuemctio 3 100% iHo3emuom0 inBecTHIie0 «AMK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Merck KGaA, Himeuunna

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IHPEKTOPATY

Isan 3AZIBOPHUX




Jomarok 29

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

05.09.2022 No 1596
InenTudikarist cyrTeBOi Omnosnena bpomrypa gocmiganka ZN-c5, suganss 6.0 Bix 13 gepsus 2022 poxy
MOTPaBKH
Howmep Ta nara nakazy Ne 1924 Bin 21.08.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3Ba ki1iHiuHOTO «®aza 1/2 BigkpuTe O0araTOIEHTPOBE IOCIIKCHHS O€3MeKH, MEePEHOCHMOCTI, (PapMaKOKIHETHKH Ta
BUTIIPOOYBaHHSA, KO/, NPOTHITYXJIMHHOI akTUBHOCTI npenapaty ZN-CS5, mo Oyze 3acTocoByBaTuCs, SIK y BUIJISAI MOHOTEpartii,
Bepcis Ta gaTa Tak 1 y koMOiHaii 3 nandouukinioom, y nauieHTiB 3 ectporen-perentop (ER) mosutuBHMM Ta peuientop

2 eniaepMmanbHOro Qakropa pocty moauau (HER2) HeraruBHuM, nommpeHUM pakoM MOJIOYHOT 3a1031»,
ZN-c5-001, Bepcis 6.0 Bix 20 kBiTH 2021 poky

3asiBHUK, KpaiHa «Epromen IIiEnCi», Cnonyuene KopomniBcTBo
CnoHncop, kpaiHa «3eno Anbda [ak» [Zeno Alpha, Inc.], CHIA
CynyTtHi —

MaTepianu/mpenapaTu

CYyNyTHBOI Tepamnii

B.o. renepajibHOT0 AMpeKTOpPa
DapManeBTHYHOI0 IHPEKTOPATY Isan 3AZIBOPHUX




Jonatok 30

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi

3MiHa BIAMOBIAAIFHOTO AOCIIIHUKA B MICI[i POBEJICHHS BUTPOOYBAHHS .

MOQO3 11010 3aTBEPI>KEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

MTOTIPABKH BYJIO CTAJIO
3aB. Big. Ko6zes O.L nikap Jleonosa B.B.
KomyHaibHe  HekoMepiiiiHe — mianpueMcTBO | KoMyHaibHE  HEKOMEpINiiiHE  HiANPHEMCTBO
«O0nacHUl LEHTP OHKOJOTii», OHKOXipypriune | «OOJacHUI LEHTP OHKOJOTi(», OHKOXipypridHe
BIIIUUIGHHS ~ OpraHiB  TpyAHOI  MOPOXHUHHM, | BIAMIJICHHS  OpraHiB  TPyAHOI  MOPOKHHUHH,
M. XapkiB M. XapkiB

Howmep Ta nata Hakazy Ne 767 Bin 02.04.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBane, 6araToleHTpoBe, BiikpuTe gocuikeHHs ¢asu [ st oninku eeKTUBHOCTI Mpenapary
TAK-788 B sikocTi Tepamii nepioi JiHii y MOpIBHAHHI 3 XIMIOTepari€o Ha OCHOBI MpenapariB IUIATUHU Y
MAIi€HTIB 13 HePIOHOKIITUHHUM PAaKOM JIETeHI 3 IHCepLiifHUMU MyTalisiMu y 20-My €K30H1 F'eHa pelienTopa
enigepmaibHoro ¢akropa pocty (EGFR)», TAK-788-3001, Bepcis i3 mompaBkoro 07 Bixm 03 rpymaHs

2021 p.

3asiBHUK, KpaiHa

ToBapucto 3 OOmexeHoro BinnmosiganpHicTio «KoHTpakTHO-Jlochinnunpbka Opranizamis I[HHObapwm-

Ykpaina»

Cnoncop, kpaina

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

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTHYHOIO IMPEKTOPATY

IBan 3AZIBOPHUX



Jonatok 31

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

InenTudikaris cyrreBoi 3MiHa HAa3BU MICIISI MPOBEICHHS KITHIYHOTO JOCIIDKEHHS:
MTOTIPABKH BYJIO CTAJIO

mikap Famyma A.L mikap [amymra A.L

Komynanenuit 3aknan KuiBcbkoi oOmacHoi paau | KomyHanbHe — HekoMepIiiiHE — MiTIPUEMCTBO
«KuiBcbka  oOnacHa  kmiHiYHa  JrikapHs», | KuiBcbkoi oOmacHoi pamm «KwuiBcbka obOnacHa
HEBPOJIOTIYHE BIAIIJICHHS LIEHTPAJbHOI HEPBOBOI | KIIiHIUHA JIIKapHA», [HCYynbTHUH HIeHTp, M. Kuis
CHCTEMH Ta CyIWHHOI HATOJIOTii T'OJOBHOTO Ta
CHOMHHOTO MO3KY, M. KuiB

Howmep ta nata Hakazy Ne 743 Big 11.11.2015
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «bararornieHTpoBe BIAKpUTE JomaTkoBe jJociimxkeHHs mnpernapaty RPC1063 mnpu mnepopambHOMY
BUIIPOOYBaHHS, KO/, 3aCTOCYBAaHHI y XBOPHMX Ha peUUAMBYIOUMH po3cisHuil ckiepo3», RPCO01-3001, penmakuis 10.0 Bix
BepcCis Ta Jata 08 sxoBTHA 2021 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CrnoHcop, kpaiHa «Cenmxen Intepuemnn I Capm» (Celgene International IT Sarl), [lIBetinapis

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY Isan 3AZIBOPHUX




JlonaTok 32

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Honatok 10 ¢popmu iHHOpMOBaHOI 3T0IH ITi]T YaC KPU30BO1 CUTYyallii B Ykpaini mis nocuimxeras GN41851,
Bepcis 1.0 s Yipainu ykpaiHCBKOIO Ta pociiicbkoro MoBamu Bin 22 numnHs 2022 p. Ha ocHoBi MmalicTep-
Bepcii gogarka 1 qo @I3 mix yac kpu3oBoi cuTyarii B Ykpaini, Bepcis 2.0 Bix 15 uepBus 2022 p.

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

Ne 762 Bin 20.04.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«BATATOLHEHTPOBE PAHJIOMI3OBAHE HOI[BIfIHE CJIIIE AOCIIIDKEHHSA ®A3U III V
[IAPAJIEJIbHUX TIPYIIAX 3 IIOJABIMHUM KOHTPOJIEM IUIALIEBO IS OLIHKU
E®EKTUBHOCTI TA BE3IIEUHOCTI ®EHEBEPYTHUHIBY TTOPIBHAHO 3 TEPUDJIIYHOMIJIOM V¥V
JOPOCJINX IMALIEHTIB 3 PEHUAMBYIOUKMM PO3CISIHUM CKJIEPO30M», GN41851, Bepcis 4
Bix 14 Bepecus 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




Jonatok 33

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocnigauka Etponizyma0, Bepceis 16 Bin uepsHst 2022 poKy, aHTITIHCEKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 300 Bix 22.05.2015
Ne 300 Bix 22.05.2015

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«BigkpuTe po3mupeHe JOCIIHKEHHS 13 CIIOCTEPEIKSHHSIM OS3IIeKH Malli€HTIB 3 XBOPOOOIO KPOHA B aKTUBHIN
¢da3i Big cepeHBOrO IO THKKOTO CTYMEHS BaXKKOCTI, SIKi paHille MpHHMaid y4acTh Yy MPOTOKOII
etponizymabd ¢asa Il nocmimxenns GA29144», GA29145, Bepcis 6 Big 29 kBitHs 2019 poky;

«Binkpure posumupeHe NOCHIIKEHHS Ta MOHITOPUHI O€3MEKH Yy Malll€eHTIB 3 BHUPAa3KOBUM KOJITOM
CepeIHbOro abo BaXXKOT'O CTYIEHs, K1 paHime Opanu ydacts y pociuipkeHHsx ¢aszu II/III mpenapaty
eTporizymad», GA28951, Bepcis 9 Bix 12 mororo 2019 poky

3asiBHUK, KpaiHa

IlianpuemcTso 3 100% iHosemuom0 iHBecTHIiEI0 «AMK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«®D. Xobdmann-JIs Pour JItn» (F. Hoffmann-La Roche Ltd), [lIBefinapis

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IHPEKTOPATY

IBan 3AZIBOPHUX




Jonatok 34

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

Homarok Nel Big 11 tpaBus 2022 poky no bpomypu nocmignuka, Bepcii 11.0 Big 07 rpyans 2021 poky,
aHTIiiCchKOI0 MOBOIO; JlomaTkoBa iH(OpMOBaHa 3roja MaI[iEeHTa HAa BKMBaHHS €KCTPEHHUX 3aXOJIiB uepe3
BilicbkoBY arpecito Pociiicbkoi @enepariii Ha Teputopii Ykpainu, Bepcis V1.0UKR(uk)1.0 Big 06 uepBHs
2022 poky, mepekyian yKpaiHCbKol MOBOIO Bin 14 mumus 2022 poky; lomatkoBa iHdopmoBana 3rona
MalieHTa Ha BXKUBAHHS €KCTPEHUX 3aXOiB uepe3 BilicbkoBY arpecito Pociiicbkoi ®enepariii Ha TepuTopii
VYxpaian, Bepcis V1.0UKR(ru)1.0 Bix 06 gepBHs 2022 poky, mepekiaj pociiicbkoio MOBOIO Bif 14 numHs
2022 poky; HOJOBKEHHS TPUBAJIOCTI KIIHIYHOTO BUMPoOyBaHHs B YKpaiHi 10 31 rpyans 2023 poxy

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Bix 11.01.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe, moABiiHE ciime, MIane00-KOHTPOIbOBAaHE, OaraToLEHTPOBE AOCHIPKEHHS, IO
IIPOBOAMTHCS B MapalebHUX TpyIax, 13 3aCTOCYBaHHAM (IKCOBAaHUX 03 JJI OLIHKH €(EeKTHBHOCTI Ta
6e3neuynocTi npenapary SEP-363856 y marjieHTiB i3 IU30(ppEHi€I0 Y TOCTPOMY MCUXOTUYHOMY €Mi30.1i»,
SEP361-301, Bepcis 4.00 3 iHKOPIIOPOBAHOKO CYTTEBOIO mmomnpaBkoro 3.00 Bix 26 ciuns 2021 poky

3asiBHUK, KpaiHa

Iixnpuemctio 3 100% iHo3emuom0 inBecTHIie0 «AMK’ IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Cynosion ®apmacserotikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CILIA

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jonatok 35

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

05.09.2022 No 1596
InenTudikarist cyrTeBOi Bbpomrypa nocnigauka, PF-06480605, Bepcis 5.0 Bix uepBHst 2022 poKy, aHTIIHCHKOI0 MOBOIO
MOTPaBKH
Howmep Ta nata Hakazy Ne 1360 Bix 10.06.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «baraToneHTpoBe, paHAO0MI30BaHe, MOJBIMHE CIine, Ianed0-KOHTPOJIbOBAaHE NOCTIDKeHHS (a3u 20 3
BUIIPOOYBaHHS, KOJI, i00POM ONITUMATBHHX J103 JIJIS OIIHIOBAHHS €(DeKTHBHOCTI, O€3MeYHOCTI i (PapMaKOKIHETUKH TIperapaTy
Bepcis Ta gaTa PF-06480605 y mopociux y4acHHUKIB 13 BUPa3KOBUM KOJIITOM MOMIPHOTO 200 Ba3KKOTO CTYIIEHS TSKKOCTI»,
B7541007, ocraTouHa Bepcisi NPOTOKOIY 3 onpaBkoro 3 Big 15 6epes3ns 2022 poky
3asiBHUK, KpaiHa [1¢aiizep Iuk., CILIA
CnoHncop, kpaiHa [¢aiizep Iuk., CILIA
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepajibHOr0 AMpPeEKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATy Isan 3AZIBOPHUX




JlonaTok 36

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

05.09.2022 No 1596
InenTudikarist cyrTeBOi [TooB>KeHHS TPUBAJIOCTI KJIIHIYHOTO BUMPoOyBaHHs B YKpaiHi 10 31 rpyaus 2024 poky
MOTPaBKH
Howmep Ta nara Hakasy —
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3Ba ki1iHiuHOTO «Biagkpure po3lmMpeHe MOCHiHPKEHHS Ta MOHITOPUHT O€3MeKH Yy MAI[ieHTIB 3 BUPA3KOBUM KOJIITOM
BUIIPOOYBaHHS, KOJI, cepenHporo abo BaXKKOT'O CTYICHsSI, SKi paHime Opanmu ydacts y mochimkeHHsx ¢aszu /I mpenapary
Bepcis Ta Jara eTponizymadby», GA28951, Bepcis 9 Bin 12 motoro 2019 poky
3asiBHUK, KpaiHa Iixnpuemctso 3 100% iHosemuom0 inBecTHIiEI0 «AMK’ IOBIA PJIC Ykpaina»
Cnoncop, kpaiHa «®. Xopdmann-JIs Pomr JIta» (F. Hoffmann-La Roche Ltd), [lIBelinapis
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepajibHOr0 AMpPeEKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATy Isan 3AZIBOPHUX




Jonatok 37

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Honatok Nel Bix mororo 2022 mo Opomrypu mocminnuka s inmaraceptioy (RO5532961), Bepceis 13 Bin
yepBHa 2021 p.; bpomrypa nocnignuka ans inataceptioy (RO5532961), Bepcis 14 Big uepsns 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 211 Bix 07.02.2018

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«[logBifine cmine Tuane00-KOHTpOIbOBaHE paHaomizoBaHe ¢asu Il nmocnmimxenns imaraceprtiOy y
KOMOIHaIii 3 MaKIITaKCeJIOM B SKOCTI JIKYBaHHS JJIsl TALI€HTIB 3 TEHHUMH IOPYIICHHIMHU
PIK3CA/AKT1/PTEN B rpymi MiCHEBONOUIMPEHOT0 a00 METaCTaTUYHOTO, MOTPIHHO-HETaTUBHOTO PaKy
MOJIOYHOT 3a1o3u abo B Tpymi ropmoH-no3utuBHoro, HER2-HeraTuBHOro paky MOJOYHOI 3aj03U»,
C040016, Bepcist 11 (Koropta C) Bin 17 moToro 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBIAATIBHICTIO «Pomn Ykpaina»

CrnoHcop, kpaiHa

®.Xobdmann-JIs Porr JIta (Betinapis)

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI 0 IUPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 38

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa nocmimHuka mikapcebkoro 3acoOy aymimymad (SAR231893/ REGN668), Bepcis Nel6 Bin
22 uepus 2022p., aHTIIIHCHKOI0 MOBOIO

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

Ne 2616 Big 24.11.2021
Ne 1246 Bin 26.05.2020
Ne 187 Bin 05.02.2021

Ne 1403 Big 14.06.2019

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PanyomizoBane, mozaBiifHE ciiine, TUIaNEed0-KOHTPOIbOBAHE IOCHIHKCHHSI 3 OIIHKH JIOBIOCTPOKOBOTO
BIUIMBY NymiiymMaOy Ha MOMEpeKEeHHs 3HIMKEHHS (DYHKLII JIereHb y Malli€eHTiB 3 HEKOHTPOIbOBAHOIO
OpOHX1aJFHOIO ACTMOIO TIOMIPHOTO Ta BaKKOTO CTYIEHS TSHKKOCTI», LPS16676, 3 monpaskoro 01, Bepcis 1
Bix 20 rpyaus 2021 poky;

«PanmomMizoBane, TMOABIWHE Clline, IUIale00-KOHTPOIbOBaHE, S52-THXKHEBE Oa30BEe JOCIIKEHHS, SKE
IPOBOJIATH Y NapaieIbHUX IPyHax JUIsl OLIHKA €(eKTUBHOCTI, O€3MEYHOCTI Ta IEPEHOCUMOCTI IyNiayMady
B NAI[IEHTIB 13 XpPOHIYHUM OOCTPYKTUBHUM 3aXBOpIOBaHHAM JiereHb (XO3JI) BiJ HOMIpPHOTO 10 TSKKOIO
cTyneHs 13 3ananeHHsm 2 tumy», EFC15805, 3 mompaBkoro 02, Bepcis 1 Bim 16 rpymus 2021p.;
PannomizoBane, moJBiiHE ciine, m1ane00-KOHTPOIOBAHE JOCIIIKEHHS, 1[0 CKIaIa€ThCs 3 TBOX YaCTHH,
JUIS OLIIHKM €(EeKTHBHOCTI Ta O€3MEeYHOCTI IymijyMady y Mali€HTIB 3 HEKOHTPOJIbOBAaHHM XPOHIUYHUM
puHocuHnycutom Oe3 mnonino3y Hoca (XPCOIIH), EFC16723, 3 nonpaBkoto 01, Bepcis 1 Bix 08 numnHs
2021p.;

PannomizoBane, nojBiitHe ciine, m1aned0-KOHTPOIbOBAHE, Y MapalelbHUX TPyIax, OMOpHE JOCIIIKEHHS
TPUBAJICTIO 52 THXKHI 3 METOIO OL[IHKU €()eKTUBHOCTI, OE3MEKH Ta MEPEeHOCUMOCTI AyMiyMaly y Mali€HTiB
3 CEpeTHBOBAXKKMUM ab0 BaXXKUM XPOHIYHUM OOCTPYKTHBHUM 3axBoproBaHHSAM Jierenb (XO3JI) 13
sananenssm 2 tuny, EFC15804, 3 BHecenotro mompaskoro 08, Bepcist 1 Big 29 BepecHst 2020p.

3asBHUK, KpaiHa

TOB «Canogi-ABeHric Ykpaina»
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CnoHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic perepi € aeBeionMan, OpaHiris)

CymnyTHi —
MaTepianu/mpenaparu
CYNYyTHBOI Teparmii

B.o. renepajibHOTO AMpPeKTOpPa
dapManeBTHYHOI0 JHPEKTOPATy Isan 3AZIBOPHUX




Jonatok 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

Ykpaina, MK-6482-012, [ndopmariis Ta JTokyMeHT Ipo iHPOpMOBaHy 3roy /Ui namieHTa, sepcis 2.06 Bix
14 yuras 2022 p. yKpaiHCHKO MOBOIO; 3MiHa BiAMOBITAIBHOTO gociigauka B MIIB:

«O0nacHUl EHTP OHKOJIOTI(», OHKOYpOJIOTiYHE
BIIJIIJICHHS, M. XapKiB

BbYJIO CTAJIO
3aB. Big. Hanmbannsan T.A. nikap Kimix S.T.
KomyHanbHe  HekoMmepuiiiHe — mianmpueMcTBo | KoMyHanmbHe — HeKOMeplilHE — MiJAPUEMCTBO

«OO0macHU EHTP OHKOJIOTiI», OHKOYpOJOTiduHE
BIIJTIJICHHS, M. XapKiB

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

Ne 762 Bin 20.04.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KOJ,
BepcCis Ta Jata

«Binkpure, panpomizoBane nociaipkeHHs Il ¢asu g ouwinkum edexkTuBHOCTI Ta O€3MEUHOCTI
nemOponizymady (MK-3475) y komOinaii 3 6enzyrupanom (MK-6482) ta nenBarunioom (MK-7902), abo
MK-1308A y koM0OiHa1ii 3 JeHBaTHHIOOM MOPIBHSHO 3 IEMOPOIII3yMadoM 1 JICHBATHHIOOM B SIKOCT1 EpIIOi
JiHIT Tepanii 11 YYaCHHMKIB 3 PO3MOBCIOIKEHOIO CBITIIOKIITUHHOIO HUPKOBO-KJIITHHHOIO KaplTHOMOIOY,
MK-6482-012, 3 inkopnopoanoro momnpaskoro 03 Big 10 rpymas 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTIO «MCJ] Ykpaina»

CrnoHcop, kpaiHa

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

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




Jonatok 40

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

bpomrypa npocnimauka Pembrolizumab (MK-3475), sugansst 22 Big 13 tpaBHs 2022 poky, aHTTIHCHKOIO
MoBoOM; Ykpaina, MK-3475-676, sepcis 1.01 Big 26 nunus 2022 p., ykpaincbkoro MoBoto, [Hpopmartis Ta
JIOKYMEHT TIpo iH(GOpMOBaHY 3roay uis mnarieHTa; Ykpaina, MK-3475-676, sepcis 1.01 Bix 26 ywmmHs
2022 p., ykpaiHCbKOIO MOBOIO; [HOopMaIiiiHUi TUCTOK 1 JOKYMEHT Mpo iHPOPMOBaHY 3roy Ha MallOyTHE
OioMeaMYHE JOCHIPKEHHS; 3pa30K MapKyBaHHs JIOCIIDKYBaHOTo Jikapchkoro 3aco0y MK-3475 Vial,
Bepcis 2.0 Bim 27 kBiTHS 2022 poKy, aHIJIINCHKOIO Ta YKPaiHCHKOIO MOBaMH; 3pa30K MapKyBaHHS
JOCITIJKYBaHOTO JiKapchkoro 3aco0y MK-3475 Kit, Bepcis 2.0 Bix 27 kBitHs 2022 poKy, aHIITIHCHKOIO Ta
YKpaiHChKOI MOBaMU; 3pa30K MapKyBaHHs mpernapaty nopiBHsHHS JKuBa Oanmia Kamemerra-I'epeHa,
mram TICE (ONCOTICE BCG Kit), Bepcist 2.0 Bix 13 xBitTHs 2022 poKy, aHTTIICHKOI0 Ta YKPaiHCHKOIO
MOBaMH; 3pa30K MapKyBaHHs npernapaTy nopiBHsHHs JKuBa Oaruia Kambmerra-I'epena, mram TICE
(ONCOTICE BCG Vial), Bepcia 2.0 Big 13 kBiTHS 2022 poKy, aHINIMCHKOIO Ta YKPaiHCbKOIO MOBAaMH;
3MiHa Ha3BU Ta ajipecu CrioHCcopa TOCIIPKEHHS:

BYJIO CTAJIO
«Mepk Ilapn enn Hoym Kopm.», mpouipue | TOB Mepk Ilapn enn doym (Merck Sharp &
mianpuemctBo «Mepk enn Ko., Ink.», CHIA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict JlinkoneH aBento, 1/c 2000,
Merck & Co., Inc., USA) Pageii, Heto [Ixepci, 07065, CIIA (126 East
Anpeca: Mepk [paiis, 1, nomroBa ckpunabka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-Creiimn, mtat Hero-/xepci, 08889- | USA)
0100, CIIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)
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Howmep Ta nata Hakasy
MO?3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2672 Big 01.12.2021

HasBa kiHi9HOTO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jara

«PangomizoBaHe, KOHTPOJIBOBAHE MPENapaToM MOpPiBHAHHSA KiaiHiuHe nociimkenns 111 ¢pasu it BuBueHHS
edeKTUBHOCTI Ta Oe3reuHocTi nmemoOponizymady (MK-3475) y kom6inarii 3 6amunoro Kansmerra-I'epena
(BLX) B ygacHUKIB 3 HEM S30BO-1HBa3UBHUM PaKOM CEYOBOTO MiXypa 3 BUCOKUM CTYIIEHEM PU3HKY, Y SIKUX
CIIOCTEPITraeThCsl MEPCUCTYIOUM abo penuauByrounii pak micia iaaykuiHoi BLDK-tepamii abo sikum
panimre He mpoBoain BIK-repamiro (KEYNOTE-676)», MK-3475-676, 3 iHKOPIIOPOBaHOIO MOMPABKOIO
05 Bix 09 nmucronaga 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoI0 BianoBigansHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Enx loym Kopm.», nouipre mignpuemctso «Mepk Enn Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymyTHi
MaTepianu/mpenaparu
CYyNyTHBOI Tepamnii

B.o. reHepajbHOro IMmpeKropa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




Jomatok 41

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

3MiHa BIAMOBITAIBHOTO JOCHIHMKA B MICI[l MPOBEJACHHS BUIPOOYBaHHs; 3MiHA MICIs NPOBEACHHS

KJIIIHIYHOTO BUIIPOOYBAHHS:

BYJIO

CTAJIO

3aB. BigauieHHsM Koo63es O.1.

KomyHaiibHe ~ HEKOMEpIiiiHE  MiANPHEMCTBO
«O0nacHUi LEHTP OHKOJOTi(», OHKOXIpypriuHe
BIIIIVICHHS OpraHiB TpPyAHOI MOPOXKHUHHU, M.
XapkiB

nikap Jleonosa B.B.

KomyHanpHe ~ HEKoOMepIiiiHE  HiAMPUEMCTBO
«O0nmacHUil LEHTP OHKOJIOTI(», OHKOXIpypriuHe
BIZIVICHHA  OpraHiB  TPyIHOI  MOPOXKHUHH,
M. XapkiB

I.M.H., ipod. Yemyk B.€.

ToBapucTBo 3 O0OMEKEHOI BiJIMOBIAAIBHICTIO
«Menuunuii 1eHTp iMeHi akaaemika IOpis
[TpokonoBuya CrixkeHKa», BIAAUT KITHIYHUX
nocmimkenb Ne 1, KwuiBcbka oOmactb, Kueso-
CasiTomIMHCHhKUH paiioH, c. KaniTaniBka

I.M.H., ipo¢. Yemyk B.€.

MenuuHuil LEHTp TOBAapUCTBA 3 OOMEXKEHOIO
BIIMOBINANBHICTIO  «ApeHcis  Excruiopartopi
Memicig», BIOOUT  KIIHIYHAX  JOCHIIKEHbD,
M. KuiB

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

Ne 1574 Big 10.07.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«ocnimxenns 2 ¢as3u iHridiropy PD-1 JTX-4014 B skocti MoHoTepamii Ta y KomOiHamii 3
Bonparenimabom, sxuit € aronictom [COS, y naiieHTiB 3 MeTacTaTUYHUM HEAPIOHOKIITUHHUM pPakoM
nerens (HAPJI) micnst oiHOTO MonepeHb0 OTPUMAHOT0 PEXUMY IUIATHHOBMICHOI XiMioTeparii, BiiOpaHux

3a 6iomapkepammy, JTX-4014-202, Bepcis 2.0 Bix 14 Bepecus 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnmosiganpHicTio «KonTpakTHO-Jlochinnunbka Opranizamis [HHODapwm-

Ykpaina»
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Cnoncop, kpaina

Jounce Therapeutics, Inc., United States of America

CymnyTHi
MaTepianu/mpenaparu
CYNYyTHBOI Teparmii

B.o. reHepajibHOTO IUpPeKTOpPa

dapManeBTHYHOI0 IUPEKTOPATY

IBan 3AZIBOPHUX




Jonatok 42

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi
MIOTIPaBKH

[adopmarnis aia manienta Ta gopma iHbopMoBaHOI 3roau, octaToyHa pepakiis 3.0 misa Ykpainu Bin
07 mumas 2022 p., ocTaTOYHUAN TIepekyal 3 aHTIiCbKOi MOBH Ha YKpaiHChKy MOBY Bin 02 cepmas 2022 p.,
OCTaTOYHUH MEepeKyIaj 3 aHTJIIHChKOT MOBH Ha pociiicbky MOBY Bix 02 cepmus 2022 p.

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

Ne 1722 Big 11.08.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanomizoBaHe MoABIMHO ciine Turane0o-KOHTpoaboBaHe aociimkeHHs 11 ¢asu, mo npoBoguThCs B
napajesbHUX Ipylnax IMali€HTIB 13 JerKUM 1 CepeIHbOTSKKUM IepediroM BUPa3KOBOIO KOJITY 3 METOIO
OLIIHKH e(eKTUBHOCTI Ta Oe3nevynocti amicenimoay (MT-1303)», AMUC-2023, penaxuis 4.0, momnpaska 3
Bi1 03 Oepesns 2022 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJTAJILHICTIO «ITI EC A-YKPATHA»

CnoHcop, kpaiHa

«Canikc ®apmac’rotikan3 [akopropeiiren» [Salix Pharmaceuticals, Inc.], adiniiioBana kommanis «bayi
Xenc F0-Ec, JIJIK» [Bausch Health US, LLC], CIIIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapmManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




Jonatok 43

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

OHoOBNeHMI TPOTOKOJ KJIiHIYHOrO BUMpoOyBaHHs mompaBka 3, Bepcis 4.0 Bixm 13 TpaBus 2022 poky
aHTNiichKOI0 MOBOIO; bpoirypa nocnignuka no npenapaty bpasukymab (Brazikumab, MEDI2070, AMG
139), Bepcis 9.0 Bix 22 yepsHs 2022 poky; [Hdopmaris npo mocmimkeHHs Ta GopMa 3rou s TOPOCIHX
nokanbHa Bepcist Homep 2.0 st Ykpainu ykpaiHChKOIO MOBOIO, 1ata Bepcii 04 numusa 2022 poky Ha OCHOBI
mactep Bepcii Homep 5.0 Bix 18 TpaBus 2022 poky; [ndopmaris ta opma 3rofu Ha HAAAHHS JAHUX BariTHOI
MapTHEPKU JOPOCIOro Y4acHHMKa JOCTIIKEHHs JIoKaiabHa Bepcis Homep 2.0 st YKpaiHu yKpaiHCHKOIO
MOBOIO, nata Bepcii 04 mumas 2022 poky Ha ocHoBi Mactep Bepcii Homep 3.0 Bix 06 kBitHs 2021 poky;
Yactuna 2.1.P Jlocke mocnimkyBaHOro Jikapcbkoro 3aco0y. Mennunuii npenapat (bpasukyma0), Bepcis
10.0 Big 21 Gepesnst 2022p.; Yactuna 2.1.S Jlocke mociimkyBaHOTO JIiKapcbkoro 3acoOy. Jlikapcbka
pedoBuHa (bpasukymal), Bepcist 7.0 Bix 21 6epe3ns 2022p.

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

Ne 1722 Bix 11.08.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute ¢asu 2, TOBrocTpoKOBE pPO3LIMPEHE IOCHiIKeHHs Oe3neku bpasukymaly y mamieHTiB 3
BHUPa3KOBUM KOJIITOM BiJ cepeaHboro 1o Baxkoro ctyneHs aktuBHocTi (EXPEDITION OLE)y,
D5272C00002 (ITonepeaniii kox 3151-202-008), nompaska 2, Bepcis 3.0 Bix 29 6epesns 2021

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, kpaina

AstraZeneca AB, Sweden

CynyTtHi
Mmarepianu/npenapaTi
CYNYTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY Isan 3AZIBOPHUX




Jonmatox 44

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX IONPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

OHOBNIEHUI TPOTOKOJ KIIHIYHOTO BUIpOoOyBaHHA mompaBka 4, Bepcis 5.0 Big 04 xBiTHs 2022 poky
aHTIi#ChKOI0 MOBOIO; bporrypa nocnianuka no npemnapaty bpasukymab (Brazikumab, MEDI2070, AMG
139), Bepcis 9.0 Bix 22 uepBHs 2022 poky; [ndhopmaris npo mocmimkeHHs Ta popMa 3rou s JOPOCIIX
nokanbHa Bepcist Homep 2.0 st YKpainu ykpaiHChKOI0 MOBOIO, Aata Bepcii 08 nmunus 2022 poky Ha OCHOBI
mactep Bepcii Homep 5.0 Bix 29 yepBHs 2022 poky; [Hdopmaris Ta popma 3roau Ha HAJaHHS TAHUX BariTHOL
MapTHEPKU JTOPOCIIOTo ydacHuKa JlocmimkeHHs JokajdbHa Bepcis Homep 2.0 mns Ykpainu ykpaiHCHKOIO
MOBOI0, aarta Bepcii 30 uepsHs 2022 poky Ha ocHOBI Mactep Bepcii Homep 4.0 Bix 09 tpaBusa 2022 poky;
Yactuna 2.1.P Jlocke pocmimKyBaHOro JiKapchbkoro 3aco0y. Meauunuit npenapar (bpasukyma0), Bepcis
10.0 Big 21 Gepesnst 2022p.; Yactuna 2.1.S Jlocke mociimkyBaHOTO JIiKapcbkoro 3acoOy. Jlikapcbka
pedoBuHa (bpasukymal), Bepcis 7.0 Big 21 6epe3ns 2022p.

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

Ne 1773 Bix 20.08.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«BinkpuTte, JOBrOCTpPOKOBE po3lIMpeHe aociikeHHs bpasukymaly y maiieHTiB 3 XBopoboro KpoHa Bin
cepeaHporo 1o Baxkoro crynens aktuBHocTi (INTREPID OLE)», D5271C00002, nonpaska 3, Bepcis 4.0
Bix 02 6epesns 2021

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, kpaina

AstraZeneca AB, Sweden

CynyTtHi
Mmarepianu/npenapaTi
CYNYTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY Isan 3AZIBOPHUX




Jlomatok 45

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
05.09.2022 Ne 1596

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBJIEHUH TMPOTOKOJI KIIHIYHOTO IOCHTIKeHHS 3 momnpaBkoro 06, Bepcis 1 Big 23 tpaBHs 2022p.,
aHrIiicbKoI0 MOBOI0; OCHOBHA iH(OpPMALis PO TOCTiKeHHS 1 hopMma iHPOPMOBaAHOI 3o, Bepcis 8 Bix
24 tpaBus 2022p., aHrIiHCEKO0 MOBOIO; IH(GOpMaItis 11 namienTa i opma iHGOpMOBaHOT 3T0AH, BEPCis
it Yipaian Ne 8, Big 03 uepsust 2022 p. (Ha ocHOBI OCHOBHOI iH(pOpMALi PO TOCTIHKEHHS 1 HOpMH
iHpopMoBaHOi 3roau Bepcis 8 Bix 24 TpaHs 2022p.) aHrmiiickkor0 MOBOO; [Hhopmartis 1t narieHTa i
dopma iHpopmoBaHoi 3roam, Bepcis it Ykpainu Ne 8, Bim 3 yepBHs 2022p. (Ha ocHOBI OCHOBHOI
iHdopmaii mpo gocuikeHHs 1 popmu iHOpMOBaHOi 3roau, Bepeis 8 Bin 24 TpaBHs 2022p.) yKpaiHCHKOIO
MoBOI0; [H(popmarist ans narienTa i popma iHpopmoBaHoi 3roau, Bepeis st Yipainu Ne 8 Bix 3 uepBHs
2022p. (na ocHoBi OcHOBHOI 1H(opMalii mpo gocmiakenHs 1 popmu iHGopMoBaHOi 3roau, Bepcis 8 Bix 24
tpaBHsa 2022p.) pociiickkoro MoBow; [llonennnk manieHTa ans peectpanii npuiiomy JIIT, Bepcist 9.0 Big
16 uepBHs 2022 p., aHTIINCHKOIO, YKPAiHCHKOIO Ta POCIMCHKOI MOBaMHU; 3MiHA IOPHAWYHOI aApecu
CIIOHCOPA KJIIHIYHOTO JTOCIIIIKEHHS

bYJIO CTAJIO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

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

Ne 2243 Bin 05.10.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane mojsiiHe ciine mocmimpkeHHs Il ¢asm 3 BUBUEHHsS e(PEeKTHBHOCTI Ta OE€3MEYHOCTI
npenapaty SAR442168 y nopiBHsHHI 3 Tu1anedo cepell yYaCHUKIB 3 BTOPHHHO-TIPOTPECYIOUUM PO3CITHUM
ckiepo3om 6e3 peruausiB (HERCULES)», EFC16645, 3 nonpaskoro 05, Bepcis 1 Bix 21 rpynus 2021p.

3asBHUK, KpaiHa

TOB «Canogi-ABenTic Ykpaina»

CnoHcop, kpaina

Genzyme Corporation, USA (JIxen3aiim Kopriopeitma, CIIIA)
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CynyTHi —
Mmarepianu/mpenapaTi
CyNyTHBOI Tepamnii

B.o. renepasbHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY Isan 3A/IBOPHUX




Jonatok 46

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
05.09.2022 Ne 1596

Inentudikaris cyrreBoi [Tporoxon mochimkenuss CL3-95005-007, ¢dinansna Bepcis 2.1 Bim 27 yepBus 2022 p.; bpomrypa
MOTIPABKU nocmiganka S 95005 (TAS-102, Lonsurf®), Bepcis 9 Big 10 Tpasas 2022 p.

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

Ha3ga xiiniuHOTO «Binkpure pangomizoBane pociimkeHns I ¢asu, sxe mopiBHIOE TpUGIYPUIUH / TUITIpAKA Y TIO€THAHH]

BUIIPOOYBaHHS, KO/, 3 OeBanu3yMaboM Ta MOHOTepamielo TpUbIypUIAUH / THUMIpAUWI Yy TMali€HTIB 13 pedpakTepHUM

BepcCis Ta qara METaCTaTUIHUM KOJIOpeKTabHUM pakoM (nociipkenas SUNLIGHT)», CL3-95005-007, dinansHa Bepcis
2.0 Bix 30 rpyans 2020 p., 3 iHKOpIopoBaHow cyTTeBor0 nonpaskoro Nel.0 Bix 30 rpyans 2020 p.

3asiBHUK, KpaiHa ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTIO «KIIP Ykpaina»

CrnoHcop, kpaina Incturyt mixkHapoauux nociimpkenb «CEPB’E€» (Institut de Recherches Internationales Servier (I.R.1.S.)),
Opaniis

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepajibHOT0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOPATY Isan 3AZIBOPHUX




Jomatoxk 47

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHM TPOTOKOI KiiHiyHOTO BUnpoOyBanus MK-3475-867, 3 inkopnopoBaHoto nornpaskoo 05 Bif
07 uepBus 2022, anrmniiicbkoro MOBOIO; bpoirypa nocninnuka Pembrolizumab (MK-3475), Buganns 22 Bin
13 TpaBus 2022 poky, aHMIIKACHKOIO MOBOIO; Ykpaina, MK-3475-867, [ndopmanis Ta JOKYMEHT Mpo
iHopmoBany 3roay asns namienta, sepcis 4.00 Bix 20 aumas 2022 p. ykpaiHCbKOI0 MOBOIO; YKpaina, MK-
3475-867, IndpopmamiiiHuii JTUCTOK 1 JOKYMEHT Hpo iHGOPMOBaHy 3rojy Ha MalOyTHE OioMequyuHe
nocmimkenns, Bepcist 03 Bix 20 aumnst 2022 p. ykpaiHChKOI0 MOBOIO; [10710BKEHHS TPUBANIOCTI KIIIHIYHOTO
JociiKeHHs B YKpaiHi Ta cBiTi 10 31 6epe3ns 2024 poky; 3mina Ha3Bu Ta agpecu CrioHcopa:

bYJIO

CTAJIO

«Mepk Hapn enx MHoym Kopmn.», nouipue
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-Creitn, mtat Hero-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk Illapn eunx Hoym (Merck Sharp &
Dohme LLC)

Anpeca: 126 Icr JlinkonsH aBento, m/c 2000,
Pageii, Heto [Ixepci, 07065, CHIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

3MiHa BIAIIOBigaILHOTO Hocainauka B MIIB:

byno

Craio

3aB. BigmineHasm Ko6zes O.1.

KomyHaneshe HEKoMepIliiiHe M1IPUEMCTBO
«OO0nacHUl TEHTP OHKOJOTIi», OHKOXIpypriuyHe
BUIIIJIEHHS ~ OpraHiB  TPYAHOI  TOPOKHHUHH,
M. XapkiB

nikap Jleonosa B.B.

KomyHanpHe ~ HekoMepliiiHE  HIANPUEMCTBO
«OO6macHU LEHTP OHKOJIOTIi», OHKOXIpypriuHe
BIZIUIGHHS  OpraHiB  TPYyIHOI  MOPOYKHUHH,
M. XapKiB
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Howmep Ta nata Hakasy
MO?3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1896 Big 27.08.2019

HasBa kiHi9HOTO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jara

«PangomizoBane, miane00-KOHTpoJIbOBaHE KiiHIYHE pociipkeHHs I ¢asum 3 ominku Oe3meku Ta
edekTUBHOCTI cTepeoTakcuuHoi paniotepamnii (SBRT) y moexnanni 3 Ilem6pomizymadbom (MK-3475) abo
0e3 HbOTO y TMAIIEHTIB 3 HeonepabenpHUM HenpiOHOKIITHHHNM pakoMm JiereniB (HAKPJI) craxii I ado 11
(KEYNOTE-867)», MK-3475-867, 3 inkoprnopoBanoto niorpaskoro 04 Bix 14 rpyans 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianoBiganbHicTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk lapn Eun JJoym Koprm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. resepanbHOro 1MpeKTopa
dapManeBTHYHOIO IUPEKTOPATY IBan 3AJIBOPHUX




JlonaTok 48

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHu MPOTOKOI KiiHiYHOTO BUpodyBanus CP-MGDO013-01, 3 iHKOpIOpoBaHOIO MOMPABKOIO 8 Bij
20 tpaBHsa 2022 poky; Ononena bpomypa mocminnuka Margetuximab (MGAH22), Bepcis 12.0 Bin
09 6epesns 2022p.; Ononena CP-MGDO013-01, [ndopmanis ans namienra ta popma iHpopMOBaHOT 3701
— PO3IIUPEHHS KOropTH s YKpainu, ¢inanpHa Bepeid 7.0 Big 24 yepBust 2022 p. HA OCHOBI aHTTIHCHKOL
Iadopmarnii mns mamienta ta ¢opmu iHGOPMOBAHOI 3roauM — PO3MIMPEHHS KOTropTH, Bepcis 10.0 Bix
01 uepBus 2022 p., ykpaiHcbkow Ta pociiicekoro MmoBamu; Onosnena CP-MGDO013-01, Iudopmaris ans
narienTa ta ¢gopma iHpOpMOBaHOI 3rou — Koropta 3 HasBHicTIO ekcnpecii HER2 nns Ykpainu, pinansaa
Bepcis 4.0 Bix 24 yepBus 2022 p. Ha OCHOBI aHTJIiHchKOT [HPopMaltii 1y1st manienTa Ta Gopmu iHPopMOBaHOT
3rogu — koropTa 3 HasBHICTIO ekcrpecii HER2, Bepcis 11.0 Big 24 TpaBus 2022 p., yKpaiHCBKOIO Ta
POCIHCHKO MOBaMH

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

Ne 2313 Big 12.12.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Bigkpure mocmimkenHs 1 ¢as3u, 1mo Bhepiie MpOBOAUTHCA Ha JIOJUHI, 3 eckanamiero mqo3u MGDO13,
oicneuudiunoro DART® mnporeina, mo 3B's13ye PD-1 ta LAG-3 y namieHTiB 3 HeonepadelbHUMU abo
MeTacTaTUHYHUMU HOBOYTBopeHHAMU», CP-MGDO013-01, 3 inkopniopoBaHoto nonpaskoro 7 BiJ 07 TpaBHs
2021 poky

3asBHUK, KpaiHa

TOB «KIIP Ykpaina»

CnoHcop, kpaina

Makpo/lxxenike, [ak. (MacroGenics, Inc.), CIIIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY Isan 3AZIBOPHUX




Jonatok 49

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHM MPOTOKON KiiHIYHOTO nociimkeHHs ANAM-17-21, ocratouna pemakmist 5.A Bing 13 nunas
2022 p.; CuHoricuc OHOBIEHOTO MPOTOKOIY KIiHIYHOTO AociimkeHHs ANAM-17-21, octatoyHa peaaxiis
5.A Bix 13 munas 2022 p., mepexiiaj 3 aHTIIiHChKOI MOBH Ha yKpaiHcbKy MoBY Bin 01 cepmas 2022 p.

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

Ne 1468 Bin 26.06.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«bararonieHTpoBe paHAOMi30BaHe, MOABIHHO ciline, Mianedo-KoHTpoiaboBaHe nociimkenns 1 ¢asu, mo
MPOBOAMTHCS 3 METOI0 OIIHKM €(PEeKTUBHOCTI Ta OE3MeYHOCTI aHaMOpPENiHY TiIPOXJIOPHIY, SIKUI
3aCTOCOBYETHCS AJIsl IONOBHEHHS A€(PILUTY MacH Tija Ta JIIKYBaHHS aHOPEKCIi, 1110 pO3BUHYJINCSA Ha QOHI
MOLIMPEHOr0 HEAPIOHOKIITUHHOTO PaKy JIEreHi B Jopociux mnamieHTiBy, ANAM-17-21, ocratouHa
penakiiis 4.A Big 03 BepecHs 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJTAJILHICTIO «ITI EC A-YKPATHA»

CnoHncop, kpaiHa

«XencunH Xenckea CA» [Helsinn Healthcare SA], llIBelinapis

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




Honatox 50

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»
05.09.2022 Ne 1596

InenTudikarist cyrTeBOi
HONPaBKU

Honatok mo Iadopmariiitnoro Jluctka i @opmu 3ronu maiieHTa Ha 4yac BidHU B YKpaiHi, Bepcis 1.0/
21 6epe3ns 2022 poky, aHTITIHICHKOI0 MOBOIO Ta YKPaiHChKOIO MOBOO; KepiBHUIITBO 3 il Y HaI3BUUAHUX
CUTYyallisIX mix 4Yac BiiHM B YKpaini, Bepcis 1 Big 21 Oepe3nst 2022 poky, aHTIIHCHKOIO MOBOIO Ta
YKPaTHCHKOK MOBOIO

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

Ne 9 Bin 02.01.2019

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«PangomizoBaHe, mTOJBiiiHE ciine, IUIae00-KOHTPOIbLOBAaHE JOCTHiDKeHHS (a3u 3b s OIiHKH
eexTuBHOCTI Ta 6e3nexu npenapaty TRC101 y BnoBUTbHEHHI TPOTPEeCyBaHHS XPOHIYHOTO 3aXBOPIOBAHHS
HUPOK y TaIlieHTiB 3 MeTabomiuauM arumo3om», TRCA-303 (VALOR-CKD), 3 iHKOPHOPOBaHOO
nonpaskoto 3 Bix 02 ceprust 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAM I KJITHIKAJI TPAIJIC YKP»

CnoHncop, kpaiHa

«Tpaiicina, [ak.» (Tricida, Inc.), USA.

CynytHi
MaTepiajau/mpenapaTu
CYIyTHBOI Tepartii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




