Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta jlata

«CyyacHe JliKyBaHHs TMallieHTiB 3 iHribiTopHOIO opmoro remodinii A - MiDKHapoAHe CIOCTepeXxHe
JocnipkeHHs», kog gociaimpkenas MOTIVATE, sepcis 2.0 Big 19 motoro 2019 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YKpaiHa»

CrioHCOp, KpaiHa

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

[Tepenik gocmimKyBaHUX
MiKapChKUX 3acobiB
nikapcbka ¢opMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.mM.H. BinbueBcrbka K.B.
HauionaneHa guts4a crietianizoBana JikapHsi «OXMATAWT» MO3 Ykpainu, LieHTp NaToJorii remMocTasy,
M. KuiB

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii IIpotokon kminiuHoro BumpoOyBanHs TP0004 3 mompaBkoro 4 Big 04 kBiTHa 2022 poOky;
Martepiamu ajist marjieHTiB: IHQopMaliis A5 yyacHUKa [ociimpkeHHs i @opma iHpopmoBaHOI 3rofu Ha

yuactb y pociaimpkeHHi TP0004 (myOpportunlTy 3), Mmozens anis Ykpainu, Bepcisg 5.0 Big 17 uepBHs

2022 poKy, yKpaiHCBKOIO Ta pOcCiiicbkoro MoBamu; IH(opMaliiiiHi MCTKU [jIsi CAMOCTIHHOTO MiJIIKipHOTO

BBeJIEHHsI PO3aHOJIiKCi3ymMaOy B JoMallHiX yMoBax, Bepcisi 1 Bim kBiTHsS 2022 poky, yKpaiHCBKOIO Ta
OCiliCbKOI0 MOBaMU; 3MiHa Bi/IMOBijamibHOTO OC/IiJHHKA:

bysio Craino
A.M.H. ITepexpectenko T.II. K.M.H. KapHabena O.A.
MeauuHuii 1]eHTp TOBapucTBa 3 0OMe)XeHOO | MeJuuHMI I|eHTP TOBapuCTBa 3 0OMeXeHO
Bi/IIOBiIA/IbHICTIO «I"apMoOHisg Kpacu», | BiANOBIJa/IbHICTIO «I"apMoHis Kpacu»,
Bi/iIiIeHHs K/TiHIYHUX BUTIPOOYyBaHb, M. KuiB Bi/ITi/IeHHsT KJIiIHIYHMX BUTIPOOYBaHb, M. KuiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«BigkpuTe mOCTiPKEHHS TIO/IOBKEHHSI ~ Tepartii  /yii  BUBYEHHS JJOBrOTPHBa/Ol  0OE3MeuHOCTi,
MepeHOCUMOCTi Ta e(eKTUBHOCTI TiperapaTy pPO3aHOJiKCi3ymab y TallieHTiB 3 TepCUCTyr4or abo
XPOHIYHOIO TEePBUHHOIO iMyHHOI TpoMbouuTonenieto (ITIT)», TP0O004, 3 nmonpaBkoro 3 Big 09 rpygHs
2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi Biodapma EcApEn, benbrisi / UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. reHepa/sibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bportypa gociifHuKa A1 JOC/TiKYBaHOTO JIiKapcbKoro 3aco0y PicaHkizyma0, Bepcisi 8 Big 31 TpaBHs
2022 poky; KopoTka xapakTepucTHKa jikapcbkoro 3aco0y Stelara (Ustekinumab) 130 mr, koHileHTpaT
JU1sI TIPUTOTYBaHHS po3uuHy Jis1 iHGy3iil, Bepcis Bif 04 kBiTHs 2022 poky

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe paHJOMi30BaHe AOCIIPKeHHS 3 (asy, L0 MPOBOAUTHCS y CJNOMY AJISL OLHIOBaua
e(eKTUBHOCTI Pe)KUMi 3 METOI0 BUBUEHHS picaHKi3ymaly y TOpiBHSIHHI 3 yCTeKiHyMabOM TpH JTiKyBaHHi
JIOPOC/UX TaLlieHTIiB i3 xBopoboro KpoHa cepeJHHOBa)KKOT'O UM Ba)KKOT'O CTYTIEHIO TSKKOCTI, JJisl SIKMX
Tepamisi [Iperaparamy, I0 IIPUTHIUYIOTb AaKTUBHICTb (DAKTOpPy HEKpO3y IyXJWMHHM, BUSIBUIACh
Hee(eKTHBHOIO», M20-259, Bepcis 2.0 Biz 28 BepecHst 2021 poky

3asiBHUK, KpaiHa

E66Bi Biodapmackrorikan3 I'moX, IIBetiapis

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa gocnignuka MK-3475, Bunanns 22 Big 13 TpaBHs 2022p., aHTJ1ilCbKOK MOBOIO; YKpaiHa, MK-
7339-001/ENGOT-0v43/GOG-3036, IHdopMmallis Ta JOKYMeHT TMpo iHPOpPMOBaHy 3rofy AJisl Talli€HTa,
Bepcis 2.02 Big 21 ywmnHa 2022 p. yKpaiHCBKOKO MOBOK; 3pa30K MapKyBaHHS [JOC/IIJKYBaHOTO
nikapcekoro 3acoby MK-3475_Kit, Bepcis 2.0 Big 23 yepBHs 2022 poKy, aHTJIIHCBKOIO Ta YKPaiHCHKOIO
MoBamH; 3pa30K MapKyBaHHS JOC/IiZKyBaHOTO JiikapceKoro 3acoby MK-3475_Vial, Bepcis 2.0 Bix 23
uyepBHa 2022 pOKy, aHIVIINCBKOIO Ta YKpPaiHCbKOIO MOBaMU; 3pa30K MapKyBaHHS [JOC/i>KyBaHOTO
nikapceKoro 3aco0y Olaparib or Placebo_Bottle, Bepcis 2.0 Big 13 TpaBHsi 2022 poKy, aHIVIIHCBKOIO Ta
yKpaiHCbKOIO MoBamu; 3MiHa Ha3Bu Ta agpecu CrioHcopa: TOB Mepk Illapn enp Joym (Merck Sharp &
Dohme LLC), Agpeca: 126 Ict JliHkosbH aBeHto, 1i/c 2000, Paseit, Heto Ixepci, 07065, CIIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065, USA):

BYJIO

CTAJIO

«Mepk LWapn eHg Aoym Kopn.», goyvipHe nignpuemMcTso
«Mepk eHp, Ko., IHk.», CLUA, (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA).

Appeca: Mepk [IpaiiB, 1, romroBa ckpyuHbka 100,
M. Baiitxayc-Creimn, mwtat Heto-/Ixepci, CHIA
(One Merck Drive, P.O. Box 100, Whitehouse

Station, New Jersey, 08889-0100, USA)

TOB Mepk LWapn el Ooym (Merck Sharp & Dohme
LLC).

Appeca: 126 Ict JliHKonbH aBeHro, n/c 2000,
PaBeli, Heto [Dxepci, 07065, CIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 636 Big 22.03.2019




2 TPOJOBXKEeHH fojaTka 4

Hasga kj1iHiuHOTO «PanziomizoBane, mozpiiiHe cuine pocnimpkenHs III da3u mpoBeseHHs XimioTeparii 3 abo 0e3
BUTIPOOYBaHHS, KO/, neMOposTi3ymMaby 3 MojasbLIMM M TPUMYIOUNM JIiKyBaHHSM oJjiarapu6boM abo rmtanebo asisi Teparii
Bepcis Ta fjaTa TepIoi JIiHii y MarjieHTiB 3 PO3MOBCIO/PKEHUM eTTiTeTialbHUM pakoM sieuHukiB (EPSI) 6e3 myTatiii y reHi

BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036, 3
iHKopriopoBaHoto morpaBkoro 03 Biz 12 6epe3nst 2021 poky

3asiBHUK, KpalHa ToBapucTBO 3 00MekeHOIO BifnoBiganbHicTI0 « MCJI YKpaiHa»

CrnioHcop, KpaiHa «Mepk Ilapn Exg Joym Kopm.», gouipse nignpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro0 JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3AZIBOPHUX




Hopatok 5

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

3anydeHHs AOCTiPKyBaHOTO JTiKapCchKoro 3aco0y bengamyctuH, 100 Mr siodinizoBaHOTO TOPOLIKY /s
po3unHy A7 iHdy3ili anbTepHaTHBHOrO BUpoOHMKAa Thymoorgan Pharmazie GmbH, Himeuunta

Howmep Ta faTa Haka3y
MO3 o0 3aTBepyKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020

Ha3sga k1iHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«PaHngomizoBaHe, BigkpuTe, O6ararorjeHTpoBe JOCTimKeHHS (a3 3 A/ BUBYEHHA KoMOiHallii
3aHyOpyTiHiOy (BGB-3111) 3 puTykcumabom Yy TIOpiBHSIHHI 3 KoMOiHali€ro OeHIAMyCTHHY 3
PUTYKCHMabOM Y TIALliEHTIB 3 paHillle He JIKOBaHOK MaHTiHHOK/IITHHHOO JIiM(OMOI0, IKUM He TI0Ka3aHa
TpaHCIUIaHTallis CTOBOypoBUX KiiThH», BGB-3111-306, Bepcis 3 monpaekowo 2.0 Bix 16 rpyans 2020

POKY

3asaBHUK, KpaiHa

ToBapucTBO 3 06MeXeHo0 BifnoizansHicTI0 «JIABKOPIT K/TTHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Betilxxen JItg [BeiGene Ltd], CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro JUpeKTopa

dapmaneBTUYHOr0 ANPEKTOPaTy

Iean 3A/IBOPHUX




Hopatok 6

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

CP-4-006 Indopmariitinuii mucTok i opma 3rogu ass mignitkiB (14-18 pokiB) B YKpaiHi /7151 TpUBaioro
BiIKDUTOTO PO3LIMPEHOr0 JOC/iKeHHsI YKpaiHCbKOK MoBOw Bepcis 2.0 Big 11 cepmusi 2022p. (MOD-
4023 | CP-4-006 | CP-4-006_ICF UKR_PIC For Juveniles (14-18) 20220810_UKR_Ukr VV-TMEF-
212662 | Version 2.0 dated 11 Aug 2022); CP-4-006 Indopmaritinuii muctok i dopma 3roaud Ajs
migniTkiB (14-18 pokiB) B YKpaiHi Ajs1 TPUBAIOro BiJKPUTOTO PO3IIMPEHOro AOC/iKeHHSI pOCiiChbKOI0
MoBoto Bepcist 2.0 Bix 11 cepniast 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 gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 915 Big 08.08.2017

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure paHmoMi3oBaHe OaraTolleHTpOBe AOCTiMKeHHS (a3 3, TpuBamicTiO 12 MicALiB, 3 OLIIHKK
eeKTUBHOCTI Ta Oe3reuHoCTi 3acTocyBaHHs niperiapaty MOD-4023 oauH pa3 Ha TWK/€Hb, Y TIOPiBHSIHHI
3 IIOZIEHHOO Tepariiero ['eHoTporniHOM®, y AiTeld y riperybepTaTHOMY BiLli 3 eil[dTOM TOPMOHY POCTY»,
CP-4-006, ITorpaBka 2 Biz 06 TpaBHs 2018

3asiBHUK, KpaiHa

TOB «KILIP YkpaiHa»

CnoHcop, KpaiHa

OITKO Bbaitonomxikc JIta. (OPKO Biologics Ltd.), I3painb

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopatok 7

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

BuKopurcTaHHSI TIperapaTy CyIMyTHbOI Teparii B iHO3eMHil ymakoBii Tenofovir Disoproxil Fumarate
(TENOF), Tabnetku 300 mr, Hetero Healthcare Limited, IHzis; 3pa3ok crpoijeHOro MapKyBaHHS
nipernapaty cynyTHboI Tepariii Tenofovir Disoproxil Fumarate (TENOF), Tabnetku 300 mr, Bepcis 1.0 Bif
29 uepBHs 2022 p.; [HcTpyKLis 3i 3acTocyBaHHs ripernapary TeHodosip auzonpokcun ¢pymapar (TEHO®D),
tabnetku 1P 300 mr. Tepeknaj ykpaiHCbKOO MoOBOFO Bif 04 murHst 2022 p.; IHCTpyKIlis i3 3acTocyBaHHS
niperiapaty TeHodogip auzonpokcun ¢ymapat (TEHO®), tabnetku 1d 300 mr. Ilepeknaz, pociiicbkoro
MOBOIO Bif 04 nurHs 2022 p.

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2777 Big 02.12.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PaHgomi3oBaHe, 4acTKOBO MoABiliHe ciiine, MatpuuHe AocaifkeHHs III da3u 3 BUBUeHHsST e)eKTUBHOCTI
Ta Oe3nekn 50 Mmr soHadapHiOy/100 Mr puToHaBipy ABiui Ha 400y B TO€AHAHHI 3 TETiILOBAaHUM
intepdepoHoM anbda-2a y go3i 180 Mkr abo 6e3 Hboro mpotsaroM 48 TIWKHIB y TOpPIBHSHHI i3
MOHOTepaIi€lo MeriJIboBaHUM iHTepepoHOM ajibda-2a Ta JTiKyBaHHAM I1arie00 y Malli€HTiB 3 XpPOHIYHOIO
iHdekili€el0 Bipycy remaTtury JefibTa, CTaH SIKUX TMiATPUMYETbCS 3a [JOMOMOIOH HYK/Ie03UJHOL
(aykneotugHoi) antu-HBV Tepanii (D-LIVR)», EIG-LNF-011, nonpaska 03 Bif, 29 >KOBTHs
2021 p.

3asaBHUK, KpaiHa

«biopaci, En-En-Ci», CIIIA

CnoHcop, KpaiHa

«Elirep bio®apmacetoTikans, IHk.» (Eiger BioPharmaceuticals, Inc.), USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX




HopnaTok 8

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBnieHWI MPOTOKON KiiHiUHOTrO aAocmifkeHHs 1245-0202, Bepcis 2.0 Bixg 20 kBiTH 2022 poky;
OcHoBHa ¢opma iHdopmoBaHoi 3roau (IHdopmarjitinuii mMCTOK i dopMa 3roau [ yYaCHUKIB
JIOCJTi/I)KeHHsI) aHT/IiMChbKOI0 MOBOIO [iisi YKpaiHu, Bepcis 6.0 Bix 06 uepBHs 2022 p. mnepek/ajeHO
yKpaiHCbKOIO MOBOIO s Ykpainu 15 uepBHs 2022p.; OcHoBHa ¢opMa iHdoOpMOBaHOI 3rofu
(Indopmariiiinuii MMCTOK i hopma 3ro/iv /il yUaCHUKIB 0C/IPKEHHSs) aHT/iiCbKOI0 MOBOIO /1l YKpaiHu,
Bepcis 6.0 Bixg 06 yepBHsa 2022 p. mepekiaZieHO POCIMCHKOIO MOBOK As1 YKpaiHu 15 uepBHs 2022p.;
@®opma MOBTOpPHOI iH(GOpPMOBaHOI 3roid ydaCHUKA [JOCJI/PKeHHSI aHIJIiMCHbKOIO MOBOIO /sl YKpaiHu,
Bepcia 1.0 Bifg 29 uepBHsa 2022 p., nepekiaZeHO YKpaiHCbKOK MOBOK A1 YKpaiHu 6 jsunHa 2022 p.;
@®opma MOBTOpPHOI iHGOpPMOBaHOI 3roid ydaCHUKA [JOCJI/PKeHHS aHIJIiMCHbKOI0 MOBOIO /sl YKpaiHu,
Bepcis 1.0 Bix 29 uepBHs 2022 p., nepekaafieHO POCIMCBKOK MOBOK /15 YKpaiHu 6 yunHs 2022 p.;
EMPACT-MI_KepiBHULITBO [/1s1 yuacHUKiB, Bepcisg 2.0 Big 28 kBiTHs 2022 p., aHIJiNCBKOIO MOBOIO,
repeksiaji Ha yKpaiHCbKy MOBY JJ1a YKpainu Bif 22 uepBHsa 2022 p.; EMPACT-MI_KepiBHULTBO A5
yuJacHUKiB, Bepcis 2.0 Bix 28 kBiTHs 2022 p., aHI/ilCbKOI0 MOBOIO, TepeKsiaji Ha POCIMCHbKY MOBY [i/Ist
Yxpainu Bif 22 uepsHsa 2022 p.; EMPACT-MI_Bigomocri 1nipo nikaps, Bepcia 2.0 Bif 28 ksitHa 2022 p.
YKpalHCbKOK MOBOIO /11 YKpaiHu Bij 22 yepBHs 2022 p.; KuieHbkoBa KapTka, Bepcis 2.0 Bij 28 KBiTHS
2020 p. aHIJIIMCBKOIO MOBOIO, MepeK/aZ, YKpaiHCbKOIO MOBO Al YKpaiHu Bif 24 uepBHs 2022 p.;
KuiienbkoBa KapTka, Bepcis 2.0 Bix 28 kBiTHa 2020 p. aHT/iliCBKOIO MOBOIO, Mepeksaji poCiliCbKOr
MOBOIO i1 YKpaiHu Bif 24 uyepBHa 2022 p.; EMPACT-MI_®naep fns mnauieHra, Bepcig 2.0 Big 16
TpaBHs 2022 p. aHT/TiMICbKOIO MOBOIO, TlepeK/iaZieHo YKPaiHCbKOI MOBOIO AJisi YKpainu 24 uepBHs 2022 p.;
EMPACT-MI_®naep ans naijieHTa, Bepcist 2.0 Big 16 TpaBHs 2022 p. aHTJ/IiliCbKOIO MOBOIO, TepeK/iaZieHo
POCiMCbKOI0 MOBOIO /i1l YKpaiHu 24 uepBHs 2022 p.; JIuct nogsaku nauieHty, Bepcig 1.0 Big 27
TpaBHs 2022 p. yKpalHCbKOI MOBOK IJig YKpaiHu; JIMCT mojsku mauieHrty, Bepcisg 1.0 Big 27 TpaBHS
2022 p. pociiicbKor MOBOMO 151 YKpainu; JlogaTok A naijienta Medidata patient cloud app cranaapTHi
eKpaHU PeXXUM MallieHTa, Bepcis 2.2 yKpaiHCbKOX MOBOO




2 TPOJOBXKEHH ojaTKa 8

BUTIPOOYBaHHs, KOZ,
BepCisi Ta jjara

Howmep Ta fara Haka3zy Ne 833 Biz 28.04.2021

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «OrnitumizoBaHe, 0OaraTolleHTPOBe, paHZOMi30BaHe, TIO/BiliHe  ciire, rIarie60-KOHTPOJLOBaHEe

JIOCJTi/DKeHHs1 y Tlapasie/lbHUX TpyIax i3 BUBUEHHS BIUIMBY eMITariiio3vHy Ha 4acTOTY TocriTasti3arlii 3
TIPUBOZY CeplieBOi HeIOCTaTHOCTI Ta BIUVIMBY Ha piBeHb CMEPTHOCTI Y Malli€eHTIB i3 TOCTpUM iH(apKTOM
Miokapza», 1245-0202, Bepcis 1.0 Big 03 sunug 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJIOIIMEHT YKPATHA»

CrioHcop, KpaiHa

Boehringer Ingelheim International GmbH, Himeuunna

CynyTHi
Marepiaau/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepa/ibHOr0 AMpeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Hopmatok 9

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa gocigarKa JOC/TiIKyBaHOTO JliKapchKoro 3acody MK-3475, Buganas 22 Big 13 tpaBus 2022p.,
aHTTiCbKOI MOBOMO; YKpaiHa, MK-3475-992, Indopmaliisi Ta JOKyMeHT 1po iH)OpPMOBaHy 3rofy Ajst
nauieHTa, Bepcis 05 Big 29 uepBHsa 2022 p., ykpaiHCbKOO MOBOR; YKpaiHa, MK-3475-992, Bepcis 02 Bix
29 uepBHs 2022 poky, YKpaiHCbKOIO MOBOIO, iH(hopMaljiiiHUii TUCTOK i IOKYMeHT Npo iHGOpMOBaHy 3rofly
Ha MaiibyTHe GiomeanuHe AOCTiHKeHHS; 3pa30K MapKyBaHHS OC/IiKYBaHOTO JTikapCchbKoro 3acoby MK-
3475_Vial, Bepcis 2.0 Big 31 TpaBHs 2022 p., aHI/IiACHKOIO Ta yKpaiHCHKOI0 MOBaMH; 3pa30K MapKyBaHHsI
JOCTiHKyBaHoro JiKapchkoro 3acoby MK-3475_Kit, Bepcis 2.0 Big 31 TpaBHs 2022 p., aHIJIIACBKOIO Ta
YKpalHCbKOI0 MOBaM{; 3pasoK CIPOLEeHOr0 MapKyBaHHsS 3apeecTpOBaHOIO B YKpaiHi J1iKapCbKOro
3aco0y, sIKMiA 3aCTOCOBY€ETHCS B KiIiHiYHOMY BuripodyBaHHi MK-3475-992, Bepcist 2.0 Bizx 08 s 2022
OKY, YKpaiHCbKOK MOBOIO; 3MiHa Ha3Bu Ta afipecy CrioHcopa:

byJio:

Crasno:

«Mepk Iapnn eng doym Kopm.», [goudipHe
nignpuemctso «Mepk enzn Ko., Ink.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA),

Appeca: Mepk /lpaiiB, 1, mowtoBa ckpuHbKa 100,
M. Baiitxayc-Crenmn, wrat Hero-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,

USA)

TOB Mepk Iapn eng Hdoym (Merck Sharp &
Dohme LLC)

Appeca: 126 Ict JliHkonbH aBeHto, n/c 2000,
Pageir, Herto [Ixepci, 07065, CIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

Howmep Ta nata Haka3sy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020




2 MPOJOBXKEHHS foaTKa 9

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«PaHgomi3oBaHe, mozBiliHe crime, MIaleb0-KOHTPO/ILOBaHe KiliHiuHe mpocmimkeHds I dasu as
BHBUEHHS1 e)eKTUBHOCTI Ta Oe3meuHocTi nmembpoizymady (MK-3475) y koMbiHaiiii 3 xiMiorpomMeHeBOrO
tepamieto (XIIT) y mopiBHsHHI uie 3 XiMionpomeHeBoto Teparmieto (XIIT) B yuacHUKIB 3 M’s130BO-
iHBa3uBHUM pakoM ceyoBoro Mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992 , 3 iHKOpriOpoBaHO0
nioripaBkoro 03 Bij 23 muctonazga 2021 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBiganbHicTI0O « MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. resepanbHOro jupeKropa
dapMaleBTUYHOI0 JUPEeKTOpaTy Ian 3AZIBOPHUX




Hopmatok 10

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBneHa 6Oporirypa JOC/TiIHAKA Ha JOC/TipKyBaHuH Jikapcbkuid 3aci6 Osamapi6 (Olaparib), Buganns 21
Bif 31 ciuns 2022 poky; OHosnenuit po3zin 2.3 «Clinical Study and Previous Human Experience Data»
Hocbe npenapaty nopiBusiHHs (IMPD) Olaparib, Buganns 20 Big 11 mrotoro 2022 poky; Indopmatiis npo
nmociimkenHss ta dopma iHdopmoBaHoi 3rogu s gopocinx, Bepcisi 9.0 Bixg 15 uepBHsA 2022 poky
aHTJIIMCbKOI MOBOMO; IH(gopMaliis mpo gociimpkeHHs: Ta Popma iHDOpMOBaHOI 3rofiu [isi TOPOCIUX,
Bepcid 9.0 Bif 15 yepBHsa 2022 poky. [lepeksiaseHo yKpaiHCBbKOO MOBOO A1 YKpainu 11 nunua 2022 p.;
[Hdopmatiist mpo gociimkeHHs: Ta Popma iHbopMoBaHoi 3roau AJs Aopociux, Bepcis 9.0 Big 15 yepBHA
2022 poky. [lepeknazseHo Ha pociicbKy MOBY A1 YKpainu 11 nunus 2022 p.

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 727 Bip 04.04.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, GaraTolLieHTpOBe, TMOABIMHO CJlire, Mi>kHapoaHe AocipkeHHs II ¢a3u A1 BUBUEHHS
edeKTMBHOCTI Ta Oe3meuHOCTi KOMOiHOBaHOi Teparii AypBasiymaboMm i3 osiamapiboM y TIOpiBHSIHHI 3
MOHOTepari€ AypBaayMaboM y SIKOCTi MiATPUMyBalbHOI Teparii y Talji€eHTiB 3 HeApiOHOK/IiTHHHUM
pakom JsiereHiB IV crazii, siki oTpuMyBany Tepariito mepiuoi JiiHii, B SKuX xBopoba He mporpecyBarna Iic/st
CTaH/apTHOI  XimioTepamii TiperlapatoM TUilaTUHW 3 AypBaidymabom  (mocmimkeHHs ORION)»,
D9102C00001, Bepcis 5.0 Big 09 rpyans 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, IllBeriis

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX



HopaTok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa gociigHuKa A1 JOCTiHKYBaHOTO JIiKapcbKoro 3acoby PicaHkizyma0, Bepcisi 8 Big 31 TpaBHs
2022 poky

Howmep ta faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Big 07.11.2018
Ne 341 Big 26.02.2018

Ne 1962 Big 29.10.2018
Ne 1896 Big 27.08.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«bararorieHTpoBe, paHOMi30BaHe, TMO/BiliHe Cline, TUIAlEe00-KOHTPO/bOBaHe 52-TIKHEBE BiZIKpUTe
TIPOZIOBXKEHEe /IOC/Ti/PKeHHS TiATPUMYIOUOi Teparii /s BUBYeHHSI e(eKTUBHOCTI Ta O6e3meuHoCTi
PicaHkizyma0y y maliiieHTiB 3 BUpa3KOBUM KoJliTom», M16-066, iHkopriopoBanwii [TorpaBkamu 1, 2, 3 Ta 4
Biz 01 »xoBTHA 2020 poKy;

«bararorieHTpoBe, paH/iOMi30BaHe, TIO/BiliHe CJIiMe, I/1alle00-KOHTPOIbOBaHe 52-THXKHEBE JOC/TiPKEHHS
MiATPpUMYrOYOi Ta BigKpUTOI TIPOJOBXKeHOi Tepamii /A7 OLHKA edeKTUBHOCTI Ta 6e3rmeuHoCTi
picaHkizymalOy y marjieHTiB 3 xBopoboto Kpona», M16-000, 3 iHKOpPIOpOBaHUMHM aZMiHiCTPaTUBHUMHU
3MmiHamu 1, 2, 4 Ta nonpaBkamu 1, 2, 3,4, 5, 6, 7, 8 Ta 9 Bix 26 kBiTHA 2021 poKy;

«bararorieHTpoBe, paH/0Mi30BaHe, MO/BilHe cire, ryiarie00-KOHTPOIbOBaHe AOC/i/KEeHHST iHAYKLIIHHOT
Tepartii /i1 BUBUeHHsT e()eKTUBHOCTI Ta 0e3MevyHOCTi picaHKi3ymaly y TaIjieHTiB 3 BUPa3KOBUM KOJIITOM
BiJ cepeJHLOBa)KKOI /10 BaXkKKOi (popMu akTMBHOCTi», M16-067, iHKopriopoBaHuii ronpaBkamu 1, 2 Ta 3
Bif 01 >xoBTHs 2020 pOKY;

«PanziomizoBane mogiliHe cirte gociimkenHs I ¢a3u, a1 NopiBHSHHSA npenapary PicaHkizymab 3
nianebo y marjieHTiB 3 akTUBHUM ricopiaTiuHuUM apTpuToM (IIcA), siki MalOTh B aHaMHe3i HeafZleKBaTHY
BiZIMOBi/Ib TIpMHANMHI Ha OMH XBOpoOOMoAMGiKytoumii mpoTupeBMaTtiuHuil riperapat (XMIIPIT) a6o
rioro HertepeHocuMicTh (KEEPSAKE 1)», M16-011, Bepcis 5.0 Big 01 svcronazsa 2021 poky

3asgBHUK, KpaiHa

«E66Bi biodapmacktoTikan3 I'm6X», IlIBetitapis

CnoHcop, KpaiHa

AbbVie Inc., USA
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepasbHOro JUpexTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3AZIBOPHUX




Hopatok 12

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHu MPOTOKO/ KiiHiuHOro BUnpobyBaHHs C4221016, octatouHa Bepcist mpoTokosy, [Tornpaeka 3
Biz 08 uepBHs1 2022 poKy, aHIIiNCBKOO MOBOIO; CTopiHKa miamucy npotokony C4221016 3 nompaBKoOrO
3, mignucana crioncopoM 08 uepBHst 2022 poKy, aHI/ilCbKO0 MOBO; CHUHOMCUC TIPOTOKO/Y K/IiHIUHOTO
JociipkeHHs: C4221016 3 iHkopropoBaHOrO monpaBkoro 3 Bifg 08 uepBHsi 2022 pOKy, aHIVIIMCHKOIO
MOBO10; CHHOICKC NPOTOKOJY KIiHIYHOro AociifpkeHHs: C4221016 3 iHKOPHIOpPOBaHOK MOMPaBKOO 3 Bif
08 uepBHs 2022 poKy, YKpaiHCbKOK MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 833 Biz 28.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanziomizoBaHe mogBitiHe ciine gocsimkeHHs (a3u 3 eHkopadeHiOy Ta OGiHiMeTiHIOy B MoegHaHHI 3
nemMOpostisaymaboM y TIOpiBHSHHI 70 Twianiebo B ToO€gHaHHI 3 TieMOposi3ymMaboMm y Talli€HTiB i3
MeTacTaTUUHOI abo HeorepabebHOK MiCLEBO TOIIMPEHO0 MeTaHOMO, TIO3UTHBHOK /10 MYyTalliid
BRAF V600E/K», C4221016, octaTouyHa Bepcisg npoTokoy, ITorpaBka 2 Big 02 rpyanHs 2021 poky

3asgBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX




Honatok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT KiTiHiuHOTO BUNpoOyBaHHs MK-3475-641 3 inkopriopoBaHOow mioripaBkoio 07 Bif
02 uepBHsi 2022 poKy, aHIVIIKCbKOO MOBOIO; 3MiHa Ha3BU Ta ajpecu CrnoHcopa: TOB Mepk Ilapn enp
HOoym (Merck Sharp & Dohme LLC), Aapeca: 126 Ict JlinkosbH aBeHto, 11i/c 2000, Pageii, Hoto [Ixepci,
07065, CIIIA (126 East Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065, USA); Bpotiypa gocmijHuKa
JOCTiIKyBaHOTO JTiKapCchbKOTo 3aco0y MK-3475, Buganns 22 Bif 13 TpaBHst 2022p., aHI/TilICbKOK MOBOIO;
Bpoirypa gocnigauka Kceranzai (Xtandi, Enzanytamiz, enzalutamide), Buganns 13.0 Big 09 kBiTHA
2022 poKy, aHT/iMCcbKOIO MOBOMO; YKpaiHa, MK-3475-641, Indopmaliis Ta OKyMeHT Npo iHhopMOBaHy
3rofly A1 maijiedTta, Bepcis 3.00 Big 05 nmumuHs 2022 p., yKpaiHCbKOK MOBOIO; 30i/IbIIIeHHS 3ar/IaHOBaHOT
KIZIBKOCTI AoC/ifKyBaHUX 3 1524 no 1575 mnaijieHTiB B CBiTi; 3pa30K MapKyBaHHS [OC/iJKYBaHOI'O
nikapceKoro 3acoby MK-3475_Vial, Bepcist 2.0 Big 12 kBiTHs 2022 pOKY, aHIVIIHCHKOIO Ta YKPaiHCHKOIO
MOBaMH; 3pa30K MapKyBaHHS [OC/Ii/PKyBaHOTO JTiKapcbKoro 3aco0y Enszamytamizn, Enzalutamide_Bottle,
Bepcisi 2.0 Bix 03 kBiTHa 2022 pOKy, aHI/IIMCBKOK Ta YKpaiHCBKOKO MOBaMM; 3pa30K MapKyBaHHS
JocutizpKyBaHoro Jylikapcekoro 3acoby MK-3475_Kit, Bepcis 2.0 Big 12 kBiTHs 2022 poKy, aHIJIiINCbKOO Ta
YKpaiHCbKOIO MOBaMHU

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 833 Biz 28.04.2021

Ha3sBa kjtiHiuyHOT O
BUIIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«PanzomizoBane, nozgiiiHe cire gocmimpkenHs 111 ¢a3u nembposizymady (MK-3475) y kom6iHarii 3
eH3a/TyTaMiZIoM TIOPiBHSTHO 3 €H3a/lyTaMijoM 3 I1anebo y y4YacHWKIB 3 MeTacTaTUUHMM KacCTpalilHO-
pe3sucTeHTHUM pakoM mnepeamixypoBoi 3ano3u (mMCRPC) (KEYNOTE-641)», MK-3475-641, 3
iHKopriopoBaHo0 norpaskoro 06 Big 12 skoBTHA 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBimampHicTI0 « MC/I YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn eny Joym Kopm.», godipHe niagnpuemcrso «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




Hopartok 14

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Honatok 1 go dopmu iHpopmoBaHOI 3roAu mifA vac KpPU30BOi cUTyallil B YKpaiHi A/ AOCTiIKeHHS
WO41554, Bepcis 1.0 gnas YkpaiHM yKpalHCBKOKO Ta POCiKCbKOr MoBamu Bif 11 nqunns 2022 p. Ha
OCHOBI MaricTep-Bepcii gogaTtka 1 go ®I3 mig uac kpu3oBoi cutyarlii B YkpaiHi, Bepcisi 2.0 Bizg 15 uepBHs
2022 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PAHJIOMI3OBAHE, IIOJABIMHE CJIIIE, IIJIALIEBO-KOHTPOJILOBAHE JIOCJ/IIKEHHS
®A3M M1 3 OLIHKM E®EKTMBHOCTI TA BE3IEYHOCTI KOMBIHALIII GDC-0077 3
[TAJTBOLIMKJIIBOM TA ®YJIBECTPAHTOM VY IIOPIBHAHHI 3 KOMBIHANIEKO ITJIALIEBO 3
[TAJTBOLKJ/IIBOM TA ®YJIBECTPAHTOM VY IIALIEHTIB 3 MYTALIEIO I'EHA PIK3CA,
I'OPMOH-PELEIITOP-ITO3UTVUBHUM, HER2-HEI'ATUBHUM MICLHEBO-IIOIINPEHVM ABO
METACTATUYHMM PAKOM MOJIOYHOI 3AJI031», WO41554, Bepcis 4 Big 03 nuctonaza 2020 p.

3asgBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifmoBianbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX




Hopatok 15

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporypa gocmigavka S 95005 (TAS-102, Lonsurf®), Bepcisi 9 Big 10 TpaBHs 2022 p.

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzoMi3oBaHe, BigkpuTe KiiHiuHe pociimpkeHHs III dasu tpudaypuguny/tunipaguny (S 95005) y
KoMmOiHariii 3 6eBar3yMaboM y MOPiBHsIHHI /10 Karel[uTabiHy y KombiHarlii 3 6eBaru3ymabom y mepiiiii
JIiHIT JIIKyBaHHSI TIALiEHTIB 3 MeTaCTaTUUYHUM KOJIODeKTaJbHUM pPAakKOM, $IKi He € KaHAuAaTaMu [JJis
inteHcuBHOI Teparii (gocnimkenHsi SOLSTICE)», CL3-95005-006, dinanbHa Bepcis 4.0 Big 02 rpyaHs
2021 poky, 3 IHKOpIIOpoBaHOIO CyTTeBOO nonpaBkoro Ne 4, Bizg 02 rpygHsa 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BiznoBizanpHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

[HcTUuTyT Mi>kHapogHux gociimkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.L.S.)),
®paHuis

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. resepanbHOro jupeKropa
dapMaleBTUYHOI0 JUPeKTOpaTy Ian 3AZIBOPHUX




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ykpaina, MK-7902-014 (E7080-G000-320), IHdopmaliisi Ta JOKyMeHT Mpo iHQOpPMOBaHy 3rofy Ajs
nauieHTa, Bepcisa 2.01 Big 18 munHg 2022 p., ykpaiHCBKOK MOBORO; 3MiHa Bi/IMOBiabHOTO JOCIiIHAKA B

MICITi TPOBe/IeHHs K/TiHIYHOTO BUNTPOOYBaHHS:

BYJIO CTAJIO
3aB. Big. Ko63eB O.1. nikap Jleonosa B.B.
KomyHanbHe  HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO
«ObsacHUN 1eHTP OHKOJIOTii», OHKOXipypriuHe | «O0laCcHUI 1LIEHTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHs1 ~ OpraHiB  TIPYAHOI  IIOPOXHWUHM, | BiJJi/IeHHSA  OpraHiB TIpPyAHOI  ITOPOXKHUHU,
M. XapkiB M. XapKiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2237 Big 18.10.2021

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«PanpmomizoBane pocmimkenust 11 ¢a3u s oniHku edeKTUBHOCTI Ta Oe3meuHocTi meMOpostizymaby
(MK-3475) y kombinauii 3 nenBatunioom (E7080/MK-7902) i ximioTepari€eto MOpiBHSIHO 3i CTaHJAPTHUM
JIIKYBaHHSM B SIKOCTI IeplLol JIiHil Teparii A/ yYaCHUKIB 3 MeTaCTaTUYHOI KapLIMHOMOKO CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBaHoto rornpaekoto 05 Big 01 6epesHst 2022 poky

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BinoBifanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/bHOr0 JUPEKTOpa

dapmaineBTUUHOr0 ApPeKTopary

Isan 3A/IBOPHUX




Honatok 17

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa asist fociignyka 3 periapaty Ozanimod (RPC1063), pepakuisi 15 Biz 26 TpaBHst 2022 p.

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 743 Big 11.11.2015
Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018
Ne 838 Big 10.12.2015
Ne 1275 Big 06.07.2018

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«bararoLeHTpoBe BiZKpUTe [A0JaTKOBe pociai/pkeHHs npernapaty RPC1063 mpu nepopanbHOMY
3aCTOCYBaHHI y XBOpUX Ha peLUJMBYHOUMM po3cisHui ckiepo3», RPCO01-3001, pemakuis 10.0 Bix
08 »xoBTHs 2021 p.;

«bararorieHTpoBe paHJOMi30BaHe, TOZABIMHO crine, maleb0-KOHTposboBaHe aociimkeHHs 111 da3u 3
METOI0 OLIHKM 03aHiMoJy [Jisi TepopajbHOr0 TIpUKMOMY TpH TPOBeJeHHI MiATpUMYyrOYol Tepamii
Talie€HTam i3 cepeHbOTSHKKMM abo TSHKKUM Tiepebirom xBopobu Kpona B akTuBHiN ¢opwmi», RPCO1-
3203, penakuis 6.0 Big 14 yepBHs 2021 p.;

«bararorieHTpoBe paHJOMi30BaHe, TOABIMHO Crine, maleb0-KOHTposboBaHe aociimkeHHs II1 da3u 3
METO0 OL[iHKM 03aHiMOAY /i PUKoMYy TepopasbHO TIPU TIPOBeJeHHI iHAYKIilHOT Teparii narjieHTam i3
CepeIHbOTSHKKUAM ab0 TsDKKUM Tiepebirom xBopobu KpoHa B akTuBHil dopmi (gocimkenHs Nel 3 o1fiHKH
iHaykuiiHoi Tepamii)», RPC01-3201, penakuis 6.0 Big 14 uepsHs 2021 p.;

«bararorieHTpoBe paHJOMi30BaHe, TOZABIMHO Crine, maleb0-KOHTpoboBaHe aociimpkeHHs 111 da3u 3
METO0 OL[iHKM 03aHiMOAY /i pUKoMYy TepopajbHO TIPU TIPOBeJeHHI iHAYKI[ilHOT Teparii narjieHTam i3
CepeIHbOTSHKKUM ab0 TsDKKUM Tiepebirom xBopobu KpoHa B akTuBHilM dopmi (gocimkenHs Ne2 3 OI[iHKH
iHayKUiiHOI Tepamnii)», RPC01-3202, peaakiiisi 6.0 Bizg 14 uepBHs 2021 p.;
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«Bigkpure, 6araroiieHTpoBe, pO3IIMpeHe [AOCHiKeHHS a3 3 [Jid BUBUEHHsS T1€pOPaJbHOrO
3actocyBaHHsi RPC1063 B sikocTi Tepariii y Malli€HTiB 3 TOMipHUM a00 TSHKKUM BUPA3KOBUM KOJTiTOM»,
RPCO01-3102, penakuis 9.0 Big 23 cepnns 2021 p.;

«[domatkoBe OararorieHTpoBe Bizkpute pociimkeHds III ¢a3m 3 MeTow OL[iHKKM O03aHIMOAY /st
NepopasbHOrO TPUMOMY TIPH JIiIKyBaHHI TAIfi€EHTIB i3 cepeIHbOTSHKKUM ab0 TSHKKUM Tepebirom XxBopobu
KpoHna B akTuBHil dopmi», RPC01-3204, penakiiisi 6.0 Big 14 uepBHsi 2021 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTFO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen InTepHeiunn II Capi» (Celgene International II Sarl), [lIBeiitjapis

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3AIBOPHUX




HopmaTok 18

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa gocmigHuKa mikapcekoro 3aco0y ayminymab (SAR231893/ REGN668), Bepcis Nel6 Bifg
22 yepBH# 2022p., aHIJIINCBKOK MOBOIO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Bif 23.06.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, TmOABiliHe ciine, T1ale00-KOHTPO/IbLOBAHE [OC/I/PKEHHS /i1 OLIHKW  BIUIMBY
nytinyMa0y Ha 3arajieHHs AUXaJbHUX IUISXiB yepe3 OLiHKY (YHKIil JiereHb, 3aKyTIOPIOBAHHS C/IU3Y Ta
IHIIIMX TTapaMeTpiB Bi3yavii3aljil JiereHb y naLjieHTiB 3 actMoro», LPS15834, 3 nonpaskoro 02, Bepcist 1 Bif
15 Gepesns 2021p.

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Sanofi-aventis groupe, France (CaHodi-aBeHTic rpyr, ®paHiiis)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBneHuit mpoTokon KmiHiuHoro gochimkenHs EFC16034 3 nompaBkoto 06, Bepcis 1 Big 23 TpaBHS
2022p., aHrjilicbkoro MOBO0; OcHOBHa iHdopMmallis 1po Aocii/pkeHHs i gopma iHdopmoBaHOi 3roay,
Bepcis 7 Big 23 TpaBHs 2022p., aHIilCcbKO0 MOBOO; IHdopMaLiis Ass nanieHTa Ta popma iHhopMoBaHOi
3rogu, Bepcisg Ay Ykpainu Ne 7, Big 02 uepBHsi 2022p. (Ha ocHoBi OcHoBHOi iHdopMalii mpo
JocnmiykeHHss i ¢opmu iHpopMoBaHOI 3roau Bepcisi 7 Bix 23 TpaBHs 2022p.) aHIJIiMCbKOI MOBOIO;
Indopmariist a5 matjiedTta Ta popma iHhopmMoBaHoi 3roau, Bepcist Anst Ykpainu Ne 7 Bif 2 uepBHs 2022p.
(Ha ocHoBi OcHoBHOI iH(opMarllii Tpo AocaimpkeHHs i ¢dopmu iHbopMoOBaHOI 3roju, Bepcis 7 Big 23
TpaBHs 2022p.) yKpaiHChKOI MOBO0; [HhopMaliis Asis maijieHTa Ta ¢dopMa iHhopMOBaHOI 3ro/iy, BepCis
st Ykpainu Ne 7 Big 2 uepBHsi 2022p. (Ha ocHoBi OcHOBHOI iH(opmallii rnpo gociifkeHHs i hopmu
indopmoBaHoi 3rozu, Bepcisi 7 Bif 23 TpaBHs 2022p.) pociiickkoro MoBoro; IllofileHHMK MaljieHTa st
peectpauii nputiomy JJITI, Bepcis 9.0 Big 10 uepBHsi 2022 p., aHITiMCbKOO, YKPaiHCHKOIO Ta POCiMCHKOI0
MOBaMy;

3MiHa FOPUAVYHOI aipecy CIOHCOPA KIIHIYHOTO JOCTiIPKeHHS:

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 Haka3sy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Big 09.11.2020

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanziomisoBane, moBitiHe ciine gocmimpkeHHs: 3 a3y [T BUBUEHHS e(heKTHUBHOCTI Ta Oe3rmeuHOCTi
riperiapaTy SAR442168 y mopiBHsAHHI 3 TepudayHomizom (O6amkio®) B yUaCHUKIB 3 PeLiUUBYIOUMMHU
dopmamu poscisHoro ckneposy (GEMINI 2)», EFC16034, 3 monpaBkoto 05, Bepcis 1 Big 18 nuctomnaza
2021p.

3asgBHUK, KpaiHa

TOB «CaHogi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim Kopropetimn, CIIIA)
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi Hocwe pocmimkyBaHoro jikapcbkoro 3acoby KarXT, Bepcis 3.0 Big 19 numas 2022 p.; TlogoskeHHs
TIOTIPaBKU TepMiHy TIPUJATHOCTI AOCTifKyBaHOro jikapchkoro 3acoby KarXT 3 24 go 36 MicsiiB; 3MiHa Ha3BU
MiCIIsI TPOBe/IeHHsI K/TiHIUHOT0 BUIPOOYBaHHSI:
BYJIO CTAJIO
mupektop Kocenkosa I.B. mupektop Kocenkosa 1.B.

KomyHaneHe  HekomepliiiiHe  mianpueMcTBO | KoMyHanbHe — HeKOMepLiiiHe  MiJINPUEMCTBO
«Uepkacbka o0OslacHa TmcuxiaTpUuyHa JiiKapHS | «Hepkackka oO6jacHa TICHMXiaTpUYHA JTiKapHS
Yepkacbkoi 06/1acHOi pajin», XXiHOoue BifiseHHs1 | UepkachKoi 00/1acHOT pajivi», >KiHeue BiJfii/IeHHs
Ne 11, yosoBiue BigmineHHss Nel2, M. Cwina, | Nell, 4onoBide BigmiieHHs:T Nel, M. CMina,

YepkackbKa 00/1aCTh YepkackKa 00/1aCTh
Howmep Ta nata Haka3zy Ne 762 Big 20.04.2021
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS
Ha3Ba kiiHiuHOr 0O «Bigkpure [gomaTKOBe JOC/I/PKEHHSI [/l OLIHKH JOBrOTPHBAsOi 0Oe3[euyHOCTi, IepeHOCHMOCTi Ta
BUIPOOYBaHHs, KO/, edpexTrBHOCTI npeniapaty KarXT y narjieHTiB 3 mm3odpeHieto 3a kputepisimu DSM-5», KAR-008, Bepcis
BepCid Ta JjaTta 4.0 Big 11 ciung 2022
3asaBHUK, KpaiHa TOB «Cineoc Xesnc YkpaiHa»
CnoHcop, KpaiHa Karuna Therapeutics Inc., United States (CIIIA)
CynyTHi —
Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. renepanbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HopnaTok 21

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

[ToripaBka m0 Jlocke AOCIiKYBAaHOTO JiKapchbKOro 3aco0y IHkmicipan 284 wmr/1,5 mul, po3uwH aAjist
iH’ekuiil y nmonepeAHb0 HaroBHeHWx wmpuiax (Inclisiran 284 mg/1.5 mL Solution for injection in pre-
filled syringe), 7011012_SM_IP_AMEN_2_967, Big 06 rpygus 2021 poky; OHoBneHi cekuii [Jocbe
JIOC/TiI)KYBaHOTO JIiKapchKoro 3aco0y Iukmicipan 284 mr/1,5 M, po3uuH As iH€KI[iil y TornepesHbo
HaroBHeHuXx Impuiax (Inclisiran 284 mg/1.5 mL Solution for injection in pre-filled syringe): 2.1.P.3
«BupobuuiitBo», 7011012_SM_I_P3_967, Bepcis 2.0 Big 21 mucronaga 2021 poky; 2.1.P.5 «KoHTponb
nikapcekoro mnpemnapaty», 7011012_SM_I_P5_967, Bepcis 2.0 Big 29 munua 2021 poky; 2.1.P.7
«Cucrema ymnakoBku/3akymnopku», 7011012_SM_I_P7_975, Bepcis 2.0 Big 29 munusa 2021 poky; 2.1.P.8
«CrabimpHicT», 7011012_SM_I_P8_975, Bepcis 3.0 Big 30 sunas 2021 poky; domaHHs BUPOOHUKIB
JIOCJTi/PKYBaHOTO JiiKapchbKoro 3aco0y Iukmicipan (Inclisiran) 284 mr/1,5 mi, po3uuH fjis iH’eKIjiil y
ronepegHb0 HamoBHeHMX wmpuiax, a came: CORDEN PHARMA SOCIETA' PER AZIONI, Iranis;
Sandoz GmbH, Agctpis; CHELAB S.R.L., Itanis; ITogoBKeHHsI TepMiHy NPUAATHOCTI AOC/i[)KYBaHOTO
mikapcekoro 3aco0y Inkmicipan (Inclisiran) 284 wmr/1,5 ma, po3uuH s iH’€KLili y TionepegHbO
HaroBHEHHUX LUTIpULAX, 40 48 MicsLiB

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 727 Bip 04.04.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

JoBrocTpokoBe A0C/TiPKeHHS], siKe € POJOBXeHHsIM A0CipKeHb (Pa3u 111 3 BUBUeHHs rinoJiinigeMiuHux
3aco0iB, 3 MeTOH OI[iHKM e(eKTUBHOCTI TPUBAJOr0 3aCTOCYBaHHS iHKIiCipaHy LIISIXOM IifLIKipHUX
iH’€KLill y Malli€HTiB 3 BUCOKHWM CepLIeBO-CYJUHHUM PHU3MKOM Ta IMiJBUILIEHHM DiBHEM XOJIeCTEPHHY
JITTHIII. (ORION-8), MDCO-PCS-17-05 (CKJX839A12306B), Bepcis 02 Big 06 >xoBTHs 2020 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Hogaptic ®apma AT, [1IBeiiliapis
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepasbHOro JUpexTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3AZIBOPHUX




Hopatok 22

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HoroBHeHHs1 10 iH(bopMariiiHOro MMcTKa Ta (opMu iHHOPMOBAHOT 3ro/Iv: OCTAaBKa JTIKApCHKUX 3aco0iB
6e3nocepeIHbO TALiEHTY, [/ YKpaiHy, Bepcist 1 Bif 17 TpaBHsi 2022 poKy YKpaiHCHKOIO Ta POCiCHKOHO
MOBaMu

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 211 Big 07.02.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomizoBaHe, TMOABiMHO-C/TiMe, T/1a1le00-KOHTPOIbOBaHe AOCTipKeHHsT (a3 2 s OL[iHKH
TECTUKYJ/IIPHOI  Oe3meuyHocTi  ¢inrotiHiOy B  J0pPOC/IMX UOJIOBIKiB i3 aKTUBHUMM 3arnajbHUMU
3aXBOPIOBAHHSMU KUILKIBHUKA BiJj TIOMIPDHOTO [0 Ba)KKOI'O CTYIEHIO TsDKKOCTI», GS-US-418-4279, 3
norpaBkoo 4 Biz 17 6epesns 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOH BIJIIIOBIJAJIBHICTIO
ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIITA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepasbHOro JUpexKTopa

dapmManeBTUYHOIr0 AMPEKTOPaTy

IBan 3AZIBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok Nel Bix 11 tpaBHs 2022 poky po bpouypu gocnignvka, Bepcii 11.0 Big 07 rpyans 2021 poky,
aHrJiicbKor MoBor; IHdopmatiiiinmii mucTok i dopma indbopmoBaHoi 3roau, Bepcisi V6.0UKR(uk)2.0 Big
04 nunHst 2022 poky, repeksa/ yKpaiHCbKOr MOBORO Bif 13 yumHst 2022 poky; [HpopmartiitiHuii TUCTOK i
¢dopma iHpopmoBaHoi 3rogu, Bepcis V6.0UKR(ru)2.0 Bixg 04 nunHs 2022 poky, mepeksaf PoCiiChbKO0
MOBOO Bizi 13 munHs 2022 poky; 3MiHa Ha3BU MiCIis POBe/IeHHsI BUTTPOOYBaHHS:

BYJIO CTAJIO
aupekTop Kocenkosa [.B. nupekTop Kocenkosa [.B.
KomyHanbHe  HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO

«Yepkacbka o0OsiacHa TiCHMXiaTpUuHa JIiKapHs
YepkacbKoi 00/1aCHOI pajiv», >KiHOUe BifimeHHs
Nell, yonosiue BipgineHHss Ne 12, Yepkacbka
00s1., M. Cmisna

«Yepkacbka obsiacHa TiCMXiaTpU4HA JIiKapHS
YepkacbKoi 00/1aCHOI pajiv», >KiHOUe BiffimeHHs
Nell, vonosiue BigzinenHst Nel, Uepkackka 001.,
M. Cmina

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 662 Biz 16.03.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PaHfoMmi3oBaHe, TOBiliHe (CJlile [OCT[)KeHHs, L0 TPOBOJAUTHCSA 3 BUKOPUCTAHHSM aKTHBHOIO
Tiperapary B SIKOCTi KOHTPOJIIO /IJIs OL[iHKH IOBrOTPHBasIoi Oe3reuHocTi i mepeHOCHMMOCTi riperapaty SEP-
363856 y marjieHTiB i3 mm3odpeniero», SEP361-304, Bepcigs 3.00 3 iHKOpPHOPOBaHOK CYTTEBOIO
nonpaBkoro 2.00 Big 14 ciuns 2021 poky

3asgBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHoto iHBecTHLiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH @apmackroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. reHepa/bHOr0 JUPEKTOpa

dapmaineBTUUHOr0 ApPeKTopary

Isan 3A/IBOPHUX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[ToBimoMm/ieHHsT MaLji€eHTaM L[OZAO0 TIPUITMHEHHSI Aisi/IbHOCTI KOJ-LeHTPY A/l YKpaiHu J/is1 JOC/i[)KeHb:
evolutionRMS_MS200527-0080 tTa MS200527-0082, Bepcisi 1.1 Big 11 numHsa 2022 poky, mepeksaj
YKPaiHCHKOIO Ta POCIKCHKOI0 MOBaMH Bif, 15 yumnHs 2022 poky

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Big 21.08.2020
Ne 1924 Big 21.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararoneHTpoBe, paH/i0Mi30BaHe, TO/BiliHe CJIime, 3 MO/JBIMHOI iMiTalli€l0, KOHTPOJbOBAHE AKTUBHUM
niperniapaToM, gociimkenHs 111 ¢asy, 1110 MpoBogUTHCS B Mapase/bHUX IPynax 3 OL[iHKK e(eKTUBHOCTI Ta
Oe3nevHOCTi eBOOpyTHHIOA y MOPiBHSHHI 3 TePU(IYHOMIZIOM B YYaCHUKIB i3 PeLUIUBYIOUMM PO3CisIHUM
ckeposom», MS200527_0080, sepcis 4.0 Big 03 kBiTHa 2022 poky;

«bararoneHTpOBe, paH/I0Mi30BaHe, TO/BiliHe CJIire, 3 MO/BIMHOI iMiTalli€l0, KOHTPOJbOBAHE AKTUBHUM
niperniapaToM, gociimkenHs 111 ¢asy, 1110 MpoBogUTHCS B Mapase/bHUX IPynax 3 OL[iHKK e(eKTUBHOCTI Ta
Oe3nevHoCTi eBOOpyTHHIOA y MOPiBHSHHI 3 TePU(IYHOMIZIOM B YYACHUKIB i3 PeLUIUBYIOUMM PO3CisIHUM
cksiepo3om», MS200527_0082, sBepcis 4.0 Big 03 kBiTHa 2022 poky

3asgBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, Himeuunina

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa gocmigauKa JOC/TipKyBaHOTo Jlikapcbkoro 3aco0y JNJ-54767414 (mapatymyma0), BumanHs 18
Bify 17 rpysua 2021 poky anriivicekoro MoBorw; JlomoBHeHHs 1 Big 19 ksitHa 2022 o Bpomypu
JOCTTiTHUKA [OC/Ti[KyBaHOTO JliKapchkoro 3acoby JNJ-54767414 (mapatymyma0b), BuganHs 18 Bim 17
rpygHs 2021 poky aHrnilicekoro MoBoro; IHdopmatiis Ans nauieHta Ta Popma iHpopmoBaHOI 3roay,
Bepcist 16.0 Big 24 yepBHs 2022 poKy yKpaiHCBKOIO Ta pociiicbkoro MoBamu; [loroBHeHHs A0 [HdopMmarii
Js marjienTa Ta @opmu IHGopmoBaHoOi 3rofu: opranisaijis moi3fok KommaHiero «CkayT KmiHikam» —
Bepcisi 1.0 — 24 nmuctonaga 2021 p. — ykpaiHCBKOIO Ta POCiHCBbKOI0 MOBaMu — Ha ocHOBi SC_3pa3ka
®I3 pgnsa Ykpainu — Bepcis 1.3 — 07 mumnasi 2021 p. — aHrjiiicbkoro MoBoro; Scout Clinical —
OO6cnyroByBaHHsI TIALIiIEHTIB — e/IeKTPOHHE JIMCTyBaHHS, Bepcis 1.0 anst Ykpainu Big 02 mrotoro 2022
POKY yKpaiHCBbKOIO Ta pocitickkoro MoBamu; Scout Clinical — ITociyru 3 mepeBe3eHHs Malli€HTIB, BepCis
1.0 g Ykpainu Big 02 motoro 2022 poky yKpaiHCBKOIO Ta POCiHCbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Krniniyne pocmimkennst 3 ¢asu nopiBHsHHA [Japatymymady, bopre3omiby Ta [ekcametazony (DVd) 3
Bopre3omibom Ta [lekcamera3oHoM (Vd) y Malli€HTIiB 3 peIlUAUBHOI0 UM pedpaKTePHOI MHOXXMHHOMO
MiesloMor», 54767414MMY 3004 , 3 nonpaskoro INT-7 Big 31.03.2021 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOK) BIATIOBIZAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOYIIUENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepanbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiypa gocnigauka HipceBimab (MEDI8897), Buganus 6.0 Big 27 TpaBHsi 2022 poKy, aHT/iNCHKOIO
MOBOIO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2237 Big 18.10.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«BigkpuTe, HeKOHTpO/JIbOBaHe [AOC/IiMKeHHs (a3u 2 3 3aCTOCyBaHHSIM OJHOPA30BOi /03U [AJIsl OL[iHKU
0e3revHOCTi Ta TIEPEHOCHMOCTi, ()apMAKOKiHETUKH Ta TOSBU aHTWTIN /IO TIperapary HipceBiMab y
IMyHOJIOTIYHO CKOMIIPOMETOBaHMX JiTer BIiKOM < 24 wMicauis», D5290C00008, 3 iHKOpIOpOBaHONO
rorpaBkoro 3 Bif 23 yepBHs 2021 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTuLiiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

AstraZeneca AB, IlIBewis

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOT0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 27

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJ/ieHU# TPOTOKOJI 3 MOMNpaBKoro 3, Bepcis 4, Big 08.02.2022 p.; [HdbopmMariis ans narjieHTa Ta @opma
indopmoBaHoi 3roau — IIpotokon AC-055-315, Bepcisi 5.0 ykpaiHCHbKOIO MOBOIO [/l YKpaiHU Bif
06.07.2022 p.; Indopmariis ass nanienta ta Popma iHpopmoBaHoi 3roau — IIpotokon AC-055-315,
Bepcisi 5.0 pociiicbkoro MoBoro Ajs Ykpainu Bif 06.07.2022 p.; Indopmatiis ans naijienta ta @opma
iHpopMoBaHOi 3roAu A ydyacTi y HeoOOB’si3KOBiM uacTuHi AocsimkenHsi - ITporokon AC-055-315,
Bepcist 3.0 ykpaiHCbKOIO MoBOMO A1 Ykpainu Bifg 06.07.2022 p.; Indbopmauisa ans nauiedta tTa @opma
iHpopMoBaHOi 3roAu A ydyacTi y HeoOOB’si3KOBiM uacTuHi gocsmimkeHHsi - ITporokon AC-055-315,
Bepcist 3.0 pociiicbkoro MoBoro s Ykpainu Bif 06.07.2022 p.; KepiBHULTBO 3 MpoBeZieHHsI K/IiHIUHOTO
JOCTiHKeHHsT TIifi vac CTUXiAHOrO /mxa/cepiio3Hux 300iB/maHgemii g0 mipotokony AC-055-315,
aHrjiicekoro MoBoro Bif 20.05.2022 p.; Ilkana gucnHoe bopra CR10 iHCTpyKUii A/1s1 yuyacHUKa, BepCis
yKpaiHCbKOI MOBOIO fijis1 YKpainu Bif 16.02.2022 p.; [lIkana Borg CR10 Scale, iHCTpyKIil A/1s1 yuaCcHUKa,
BepCisi pociiicbkoro MOBOIO [Jjisi YKpainu Bif 16.02.2022 p.; 3MiHa Ha3BU MiCLisl TIPOBeJieHHS K/TiHiUHOTO
BUIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipod. Apema H.IL. I.M.H., ipod. Apema H.I.
KomyHanbHe ~— HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO
«TepHoOMiNbCbKA ~ YHIBEpPCUTETChbKA JIiKapHs» | « [epHOMi/IbChbKa 00JslacHa KJIiHIUHA JTiKapHSI»
TepHominbcbkoi 06macHOI pajy, Kappionoriude | TepHOITiIbCHKOI 06/1aCHOI pajivi, Kap/ioJioriuHe
BiazisieHHs1, TepHOMiNIbCbKUI  Hal[iOHA/JIbHUM | BiffiieHHs1, TepHOMiJbCbKUM  HALliOHA/IbHUU
MeZUUHUI yHiBepcuTeT iMeHi | MegUUHUIN YHIBepCcuTeT iMeHi
I.{. TopbaueBcbkoro MiHicrepctBa oxoponu | I.4. T'opbaueBcbkoro MiHicTepcTBa OXOPOHH
30poB's  YKpaiHM, KadeApa BHYTpIlIHbOI | 340pOB's  YKpaiHu, Kadeapa BHYTPILIHbOL
MeguHU Nel, m. TepHomiib MeauiHu Nel, m. TepHOMiib




2 MPOJOBXKeHH fojaTKa 27

Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«[IpocriekTrBHe, 6araTorieHTpOBe, TIO/BiliHe CJIire, 3 MO/ABIMHOIO iMiTalli€o, paHAOMi30BaHe, 3 aKTUBHUM
KOHTpPOJIEM, B MapasejbHUX rpynax, 3 MNOC/AiJOBHUM BKJIFOUEHHSIM TPYII, aJjaliTUBHE, KOHTPO/bOBaHe 3a
MoZlissMU  KJTiHiUHe [JOC/TiKeHHs TpeThboi da3u [ TOpPIiBHAHHS e(eKTUBHOCTi, Oe3rmeyHocTi Ta
[epeHOCUMOCT] MalliTeHTaHa 75 MI 3 MaliTeHTaHOM 10 Mr y MaLji€HTIB 3 JilereHeBOX apTepiajbHOK
rirnepTeH3i€l0 3 TMOJAbIIMM I[1€pioJOM BiAKPUTOrO JIIKyBaHHS MaLliTeHTaHOM 75 mr», AC-055-315,
rioripaBka 2, Bepcid 3 Bizg 6 cepriag 2020 p.

3asiBHUK, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrisa

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. resepanbHOro jupeKropa
dapMaleBTUYHOI0 JUPEeKTOopaTy Ian 3AZIBOPHUX




HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[HopatkoBuii iHdopMaLliiHui TUCTOK MallieHTa Ta opMa iHpOpMOBaHOT 3ro/id Ha BXKUTTSI HaI3BUUaHUX
3ax0[iiB y 3B’SI3Ky 3 BOEHHUMHU JisiMu Ha Teputopii Ykpainu, Bepcis V1.0UKR(uk)1.0 Big 25 numnus
2022 poky, mepeknaj yKpaiHCbKOH MoBOIO Bif 27 sumHsi 2022 poky; [domatkoBuii iHdopmaiiiiHuii
JTUCTOK MaljieHTa Ta ¢opMa iHhopMOBaHOI 3ro/iv Ha BXXUTTSI HaZI3BUUANHUX 3aX0/jiB y 3B’5I3KY 3 BOEHHUMU
Jismy Ha Tepuropii Ykpainu, Bepciss V1.0UKR(ru)1.0 Big 25 nunus 2022 poky, nepeknaz poCiCbKOO
MOBOIO Bif 27 yrHs 2022 poky

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 358 Big 03.04.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomisoBaHe, mozBiliHe crirne, ryane6o-KOHTpoboBaHe AocmimkeHHs I da3u mpemapaty M2951 3
rapasie/lbHOK0 TPYIOK 3aCTOCYBaHHS aKTMBHOIO KOHTposo (mpernapatry Tekdizepa) 3a BiKpUTHUM
METOZIOM Y TIAIli€EHTIB 3 PeLJVBYIOUMM PO3CISIHUM CK/IepO30M /ISl OL[iHKK e(eKTUBHOCTI, Oe3meuHoCTi,
MepeHoCuMOocCTi, (apMakoKiHeTMKH Ta OionoriuHoi aktuBHOCTI», MS200527-0086, Bepcisi 6.0 Bif
08 mucromnazga 2019 poky

3asgBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck KGaA, HimeuunHa

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikallis cyTreBoi OHosnena bpomypa gocnigHvka ZN-c5, Buganns 6.0 Big 13 yepBHs 2022 poky

TOMNPaBKU

Howmep Ta gata Hakazy Ne 1924 Big 21.08.2020

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «®a3za 1/2 Bigkpurte OaraTolLeHTPOBe AOCTiPKeHHS Oe3reKd, MepeHOCHMMOCTi, (apMaKOKiHETUKA Ta
BUIIPOOYBaHHs, KO/, MIPOTUITYX/TMHHOI aKTUBHOCTI TiperniapaTy ZN-C5, 110 Oyze 3acTOCOBYBaTHCS, SIK y BUIJIs[I MOHOTepartii,
BepcCis Ta jara Tak i y KoMOiHaljii 3 manboiukiiboM, y namieHTiB 3 ectporeH-perientop (ER) mo3uTBHMM Ta perienTtop

2 enigepmasibHOro (haktopa pocty oy (HER2) HeraTuBHMM, MOLLIMPEHUM PAaKOM MOJIOYHOI 3a/1031»,
ZN-c5-001, Bepcis 6.0 Big 20 kBiTHg 2021 poky

3asgBHUK, KpaiHa «Epromey I[TiEaCi», CrionyueHe KoposiBcTBO
CrnioHcop, KpaiHa «3eHo Anbga IHK» [Zeno Alpha, Inc.], CIITA
CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa BiZITOBiIa/IbHOTO IOC/TiIHAKA B MiCLli TPOBe/IEHHS] BUIPOOYBAHHSI:

BYJIO CTAJIO
3aB. Big. Ko63eB O.1. nikap Jleonosa B.B.
KomyHanbHe — HekoMmepliiiHe — mianpueMmcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO
«ObsacHUN 1eHTP OHKOJIOTii», OHKOXipypriuHe | «O0/lacHUI 1LIEHTP OHKOJOTii», OHKOXipypriuHe
BiZili/IeHHs1 ~ opraHiB  TIPYAHOI  IIOPOXHWUHM, | BiJJi/IeHHSA  OpraHiB TIpPyAHOI  ITOPOXXKHUHU,
M. XapkiB M. XapKiB

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 767 Big 02.04.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«PanzomizoBaHe, 6araTorieHTpoBe, BikpuTe AociimkeHHs Ga3u 111 11st orfiHKY e)eKTUBHOCTI Mperapary
TAK-788 B sIKOCTI Tepariii repioi /IiHil y IMOpiBHsAHHI 3 XimMioTeparli€lo Ha OCHOBI MperiapariB IIJIaATUHU Y
MaIfieHTiB i3 HeAPiIOHOKTITUHHUM paKOM JieTeHi 3 iHcepUiMHUMHM MyTalisiMd y 20-My eK30Hi TeHa
petienitopa enifepmanbHoro ¢akrtopa pocty (EGFR)», TAK-788-3001, Bepcis i3 nonpaBkoro 07 Big 03

rpyJIHS 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHor BianosizanbHicTio «KoHTpakTHO-[ocnignuibka Opranisauis IHHOdapm-

YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. reHepa/ibHOro0 JAMpPEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM MiCL MPOBeIeHHS K/IIHIYHOTO JOC/IIKeHHS:

bYJIO

CTAJIO

nikap Ianyma AL

KomyHanbHu 3aksiaz KuiBcbkoi obsiacHOi paau
«KuiBcbka ~ obslacHa  KJTiHiUHA  JliKapHs»,
HEBPOJIOTIUHE BiJIiJIeHHSI LIeHTPa/JbHOI HEPBOBOI
CACTeMM Ta CyAUHHOI MaToJIOril T'OJIOBHOTO Ta
CIIMHHOTO MO3KY, M. KHiB

nikap I'anmyma AL

KomyHanbHe ~— HeKoMeplLiiliHe  MiNPUEMCTBO
KuiBcbkoi obsacHoi pagu «KuiBcbka o06s1acHa
K/liHiYHa JlikapHs», [HCy/IbTHUIM LieHTp, M. KuiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 743 Bij 11.11.2015

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraToljeHTpoBe BiJKpUTe [AojaTtkoBe pAociiKkeHHs mnpenapaty RPC1063 mnpu nepopasbHOMY
3aCTOCYBaHHI y XBOpHMX Ha peLUVBYIOUM po3cisiHuii ckiaepo3», RPC01-3001, pepakuis 10.0 Bix

08 xoBTHs 2021 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CrioHcop, KpaiHa

«CenmxeH IntepHernn II Capn» (Celgene International II Sarl), IlIBeiiniapis

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapManeBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
GN41851, Bepcis 1.0 A YKpaiHu yKpaiHCHKOIO Ta POCiHiCbKOI0 MoBamu Bif, 22 numnHsi 2022 p. Ha ocHOBI
Marictep-Bepcii gogatka 1 go ®I3 mij yac Kpu30Boi cuTyallii B YKpaiHi, Bepcis 2.0 Big 15 uepBHs 2022 p.

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«BATATOLIEHTPOBE PAHIIOMI3OBAHE TIOJIBIMHE CJIIIE JOC/IIDKEHHA ®A3U III Y
TIAPAJIEJIBHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IIJTIALIEBO [JI OLIIHKU
E®PEKTUBHOCTI TA BE3INEYHOCTI ®EHEBPYTUHIBY ITOPIBHAHO 3 TEPU®JTYHOMIIOM Y
OJOPOCJ/INX IMALIEHTIB 3 PEHUAVMBYKOUMM PO3CISAHUM CKJIEPO30M», GN41851, Bepcis 4
Biz 14 BepecHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbpHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIta, IIBeiitapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa gocnigauka Etpostisyma0, Bepcist 16 Bif uepBHst 2022 poKy, aHT/TiliCEKOI0 MOBOFO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 300 Big 22.05.2015
Ne 300 Big 22.05.2015

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpute po3ivpeHe [OCTIHKeHHSI i3 CIOCTepeXXeHHSIM Oe3MeKu TMaljieHTiB 3 XBOPOOOI KpOHa B
aKTHBHiM (ha3i BiJl cepeiHHOrO [0 TSPKKOTO CTYTIeHs BaXKKOCTI, SIKi paHillie MpyUiiMasiy y4acTb Y MPOTOKOJIi
etpostisymab dasza III gocmimkenns GA29144», GA29145, Bepcis 6 Big 29 kBiTHsa 2019 poky;

«BigkpuTe po3iMpeHe AOCTIPKEHHS Ta MOHITOPUHT O€3MeKW y TMalli€HTiB 3 BUPA3KOBUM KOJIiTOM
cepeIHLOTO abo BaXKKOTO CTYTIeHs, SIKi paHile Opanu ydacTb y gociimkeHHsx ¢as3u II/III mpemaparty
eTpostizymab», GA28951, Bepcis 9 Bix 12 moToro 2019 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«®. Xoddmann-JIs Por JIta» (F. Hoffmann-La Roche Ltd), [IBeiiiapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Honatok Nel Big 11 tpaBHsa 2022 poky go bpouypu gocnignvka, Bepcii 11.0 Big 07 rpyans 2021 poky,
aHTJ/Iifickkoro MOBOM; JlofaTkoBa iHopMOBaHa 3rofia Maili€eHTa Ha BXXUBAHHS eKCTPeHUX 3aXOfiB uepe3
BilicbKOBY arpecito Pociiicbkoi @epepatiii Ha Teputopii Ykpainu, Bepcisg V1.0UKR(uk)1.0 Big 06 uepBHs
2022 pokKy, repekmaj yKpaiHCbKOO MoBOw Bif 14 ngumHs 2022 poky; [HojaTkoBa iHpopMoBaHa 3rofa
naljieHTa Ha B)KMBaHHSI eKCTPeHUX 3axXO/iB uepe3 BilicbkoBY arpecito Pociiicbkoi ®ezepaliii Ha TepuTopil
Yxkpainy, Bepcis V1.0UKR(ru)1.0 Big 06 uepBHs 2022 poky, nepek/aj, poCiiiCbKO0 MOBORO Bif 14 yvrHs
2022 poKy; TIOZI0B)KeHHsI TPHUBAIOCTi K/IiHIYHOro BUNPoOyBaHHs B YKpaiHi o 31 rpyans 2023 poky

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane, ToABiliHe citinie, TUIale00-KOHTPOBOBaHe, 0araToOLiEHTPOBe AOCTiPKEHHS, IO
MPOBOJUTLCA B Mapasie/lbHUX Tpymax, i3 3aCTOCYyBaHHSAM (PiKCOBaHMX 03 /ISl OL[iHKMA e(eKTUBHOCTI Ta
6e3meunocTi niperapaty SEP-363856 y martjieHTiB i3 mm3odpeHi€to y rocTpoMy TICMXOTUYHOMY eITi30fi»,
SEP361-301, Bepcis 4.00 3 iHKopnopoBaHOw CyTTeBOO nmonpaBkoro 3.00 Bix 26 ciunsa 2021 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«CyHoBioH ®apmachkroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa
dapMaLieBTUYHOI'0 AUPEKTOPATy

Isan 3A/IBOPHUX



Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa pocnigauka, PF-06480605, Bepcis 5.0 Big uepBHst 2022 poKy, aHTJ/IiliCbKOK MOBOIO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paHiOMi30BaHe, TIO/BiliHe CJiime, I1ale00-KOHTPOIbOBaHe JOC/TimKeHHs (a3 20 3
nizbopoM ONTUMaNbHUX [03 /[AJs OL[iHIOBaHHA edeKTUBHOCTI, Oe3meuHocTi W (apMakOKiHeTHUKU
nperiapaty PF-06480605 y m0poC/iuX YYacHUKIB i3 BHpPa3’KOBHUM KOJTOM TOMipHOTO ab0 Ba)XKOTO
CTyneHs TSDKKOCTi», B7541007, ocTaTouHa Bepcisi POTOKOJTY 3 ToripaBKoro 3 Bifg 15 6epe3ns 2022 poky

3asiBHUK, KpaiHa

[Maiizep Iuk., CHIA

CnoHcop, KpaiHa

[Naiizep Iuk., CHIA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKrTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3AZIBOPHUX




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikallis cyTreBoi [MTooBXeHHsT TPUBAIOCTI KTiHiUHOTO BUNIpoOyBaHHs B YKpaiHi g0 31 rpyaus 2024 poky
TOMNPaBKU

Howmep Ta paTa Haka3sy —
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «BigkpuTe po3siMpeHe AOCTIPKEHHS Ta MOHITOPUHT Oe3rMeKd y Talli€HTiB 3 BUPA3KOBUM KOJIiTOM
BUIIPOOYBaHHs, KO/, cepeHBOTO abo Ba)KKOTO CTYIeHs, sIKi paHiuie Opany y4acTb y goctimkeHHsix ¢asu II/III mpemnapary
BepcCis Ta jara eTpostisymab», GA28951, Bepcis 9 Biz 12 mortoro 2019 poky

3asiBHUK, KpaiHa ITignpuemcrso 3 100% iHo3emHoro iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CrnoHcop, KpaiHa «®. Xoddmanu-JIs Poru JIta» (F. Hoffmann-La Roche Ltd), [IBefitiapis

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepa/IbHOr0 AMpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hopatok Nel Big motoro 2022 mo Gpornypu gociigHuka asis imaraceptioy (RO5532961), Bepcist 13 Big
yepBHs 2021 p.; bporypa gocnigavika s inataceptioy (RO5532961), Bepcist 14 Big uepBHs 2022 p.

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 211 Big 07.02.2018

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«[TogBitine cmime TuIareb0-KOHTPOIbOBaHe paHzAoMi3oBaHe a3u I mocsimpkeHHs iratacepTiby y
KoMOiHallil 3 Tak/JiTakce/ioM B SIKOCTi JIiKyBaHHS [/ TaL[i€HTiB 3 TeHHUMH TOpYLIeHHSIMU
PIK3CA/AKT1/PTEN B rpyti MicrieBonoIimmpeHoro abo MeTacTaTUUHOTO, MOTPiIHHO-HETaTUBHOTO paKy
MOJIOYHOi 3a/03¥ abo B Tpymi ropMoH-Tio3uTHBHOr0o, HER2-HeraTMBHOTO paKy MOJIOYHOI 3a/io3u»,
CO040016, Bepcis 11 (Koropta C) Big 17 ntotoro 2022 p.

3asgBHUK, KpaiHa

ToBaprCTBO 3 0OMEXXeHOI0 BifnoBifanbHiCTIO «Polil YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Por JItx (ILBetitapis)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUX




HonaTok 38

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa gocmigHuKa mikapcekoro 3aco0y ayminymab (SAR231893/ REGNG668), Bepcis Nel6 Bifg
22 yepBH# 2022p., aHI/IINCBKOI MOBOIO

Howmep Ta faTa Haka3y
MO3 o0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Bif 24.11.2021
Ne 1246 Big 26.05.2020
Ne 187 Bip 05.02.2021

Ne 1403 Big 14.06.2019

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanziomiszoBaHe, moBiliHe criimne, TUIalEeb0-KOHTPOJLOBAHE [OC//PKEHHS 3 OLIHKUA JIOBIOCTPOKOBOTO
BIUMBY AyTiisiymMa0Oy Ha Tiorepe[KeHHsI 3HWKeHHs (YHKLi JilereHb Yy TAl[i€eHTiB 3 HEKOHTPOJhOBAHOH)
OpOHXia/IbHOIO aCTMOIO TIOMIPHOT'O Ta Ba)KKOT'O CTYTIeHs TSDKKOCTi», LPS16676, 3 monpaskoto 01, Bepcis 1
Bizm 20 rpygus 2021 poky;

«PanziomizoBaHe, mozBiliHe crine, TUIaNeb0-KOHTPOBOBAaHEe, 52-THXKHEBe 0a30Be AOCIi/KEHHS, sKe
MIPOBO/IATh Y Tapajie/lbHUX Tpynax [jis OLIHKA e(deKTUBHOCTI, 6e3meuHoCTi Ta TepeHOCHUMOCTI
Jyrisyma0y B TALi€HTIB i3 XPOHIYHMM OOCTPYKTHBHHMM 3aXBOpIOBaHHsM JiereHb (XO3JI) Big momipHOTO
[0 TSDKKOTO CTymeHsl i3 3amnasieHHsM 2 tuny», EFC15805, 3 nmonpaBkowo 02, Bepcisg 1 Big 16 rpyaHs
2021p.; Panmomi3oBaHe, MoZBiliHe Crrire, T1aleb0-KOHTPO/IbOBAHE JOCTiKEHHS, 1110 CK/IaZIa€ThCS 3 IBOX
YaCTUH, [/ OL[iHKA e(deKTHBHOCTI Ta Oe3meuHOCTi AymisiymMalby y Malli€eHTiB 3 HEKOHTPOJbOBAaHUM
XPOHIUHUM pUHOCHHYCHTOM 0Oe3 rostino3y Hoca (XPC6ITH), EFC16723, 3 monpaBkoto 01, Bepcis 1 Big 08
mrHg 2021p.;

PangomisoBaHe, ro/BiiiHe ciiinie, 1iarje00-KOHTPO/ILOBaHe, Y Mapasie/lbHIX TPYIax, OTIOPHe J0CTiPKeHHS
TPUBAJIICTIO 52 TW)KHI 3 METOH OILiIHKM e(eKTUBHOCTI, Oe3rMeKu Ta TepPeHOCHMOCTi AyIiaymady y
TIALIiE€HTIB 3 CepeIHbOBAXKUM a00 Ba)KKHUM XPOHIUHMM OOCTPYKTHBHHMM 3aXBOpIOBaHHsSM JjiereHsb (XO3JI)
i3 3ananenHsMm 2 tuny, EFC15804, 3 BHeceHoro nonpaBkoro 08, Bepcist 1 Biz 29 BepecHs 2020p.

3asgBHUK, KpaiHa

TOB «CaHogi-ABeHTic YKpaiHa»
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CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesionMaH, @paHiiis)

CynyTHi —
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepasibHOro JUpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy Isan 3AZIBOPHUX




Hopatok 39

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

Ykpaina, MK-6482-012, Indopmatiisi Ta JOKyMeHT Npo iHQOpPMOBaHy 3rofly AJis Malli€eHTa, Bepcis 2.06
Biz 14 ymunHa 2022 p. yKpalHCBKOIO MOBORO; 3MiHa BiJIOBifa/bHOro fgocaigHuka B MIIB:

«O0nacHui LIEHTP OHKOJIOTii», OHKOYPOJIOTiuHe
Bif1iyieHHs], M. XapKiB

BYJIO CTAJIO
3aB. Bij. Hanbanasu T.A. nikap Kigik S.T.
KomyHanbHe  HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO

«O06nacHuii LeHTP OHKOJIOTii», OHKOYpOJIOTiuHe
BijisieHHs], M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Bip 20.04.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure, pangomizoBaHe pgociimpkeHHs III da3u gsia  ouiHku edeKTUBHOCTI Ta 6Ge3rneyHocCTi
nembposmizymadby (MK-3475) y kombiHariii 3 6en3ytudanom (MK-6482) ta nenBatunibom (MK-7902),
abo MK-1308A y kombiHariii 3 leHBaTHHIOOM TIOPiBHSTHO 3 1eMOposTi3yMaboMm i jieHBaTHHIOOM B SIKOCTi
repluol JIiHil Teparii [/l y4YaCHUKIB 3 PO3IOBCIOJ)KEHOK CBITVIOK/JITUHHOI HHUPKOBO-K/IITUHHO
KapuuHoMoro», MK-6482-012, 3 inkoprioposaHoto noripaBkoro 03 Biz 10 rpygus 2021 poky

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BinoBifanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/bHOr0 JUPEKTOpa

dapmaineBTUUHOr0 ApPeKTopary

Isan 3A/IBOPHUX




Honatok 40

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gocnigavka Pembrolizumab (MK-3475), Buganss 22 Bif 13 TpaBHsi 2022 poKy, aHIVIiHCHKOO
MOBoOMO; YKpaiHa, MK-3475-676, Bepcist 1.01 Big 26 nunus 2022 p., ykpaiHCbKOK MOBOMO, IH(opmatiist Ta
JIOKYMeHT TIpo iHdopMOBaHy 3rofly /s mMailieHTa; Ykpaina, MK-3475-676, Bepcia 1.01 Big 26 nurHs
2022 p., yKpaiHCBKOI MOBOM; [HhOpMaLiiHu1# JIUCTOK i IOKyMeHT Mpo iHhopMOBaHy 3ro/ly Ha MailbyTHE
GiomenuuHe [MOC/TiMKeHHs; 3pa30K MapKyBaHHsSI [OC/Ii)KyBaHOTO JiiKapcbkoro 3acoby MK-3475 Vial,
Bepcisi 2.0 Bix 27 kBiTHS 2022 pOKy, aHI/IIMCBHKOK Ta yKpaiHCbKOKO MOBamu; 3pa30K MapKyBaHHS
JIOC/TiIKyBaHOT0 JlikapchbKoro 3acooy MK-3475 Kit, Bepcis 2.0 Big 27 kBiTHs 2022 poKy, aHIVIIHCBKOIO Ta
YKpaiHCHKOK MOBaMH; 3pa30K MapKyBaHHsS TiperiapaTy TopiBHsSHHs JKuBa Oarjuia Kanbmerra-I'epeHa,
mram TICE (ONCOTICE BCG Kit), Bepcis 2.0 Bif 13 kBiTHa 2022 poKy, aHI/IIMCBKOIO Ta YKPaiHCbKOIO
MoOBaMH; 3pa30K MapKyBaHHs TiperiapaTy mopiBHsHHSI JKuBa Oaruiia Kanbmerra-T'epena, mram TICE
(ONCOTICE BCG Vial), Bepcis 2.0 Big 13 kBiTHs 2022 poKy, aHIJIiMCBKOIO Ta YKpPaiHCbKOIO MOBaMU;
3miHa Ha3BH Ta agipecu CrioHCOpa JTOCITIIPKEHHS:
BYJIO

CTAJIO

«Mepk Iapn enp oym Kopm.», [godipHe
nianpuemctBo «Mepk enn Ko., Ink.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Appeca: Mepk /lpais, 1, mowmrroBa ckpubka 100,
M. BaiiTxayc-CreiiiuH, wtat Heto-/Ixepci, 08889-
0100, CHIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk Hlapn eng Hoym (Merck Sharp &
Dohme LLC)

Appeca: 126 Ict JliHkombH aBeHro, n/c 2000,
PaBeii, Heto [Dxepci, 07065, CIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)
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Howmep ta fata Haka3y Ne 2672 Big 01.12.2021

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3ssa k/iiHiyHOTO «PaHiomi30BaHe, KOHTPOJ/IbOBaHe IperapaToM MOpiBHSAHHA KiiHiuHe pocimpkeHHs 111 dasu a5 BUBUeHHsS
BUTIPOOYBaHHS, KO/, edeKTUBHOCTI Ta 6e3rneuHocTi membpostizymadby (MK-3475) y koM6iHariii 3 6arpuioro Kanbmerra-I'epeHa
Bepcid Ta fjaTa (BLI)K) B yyacHUKIB 3 HeM 130BO-iHBa3MBHHMM pakOM C€YOBOTO MiXypa 3 BUCOKUM CTYIleHEM DU3HKY, Y

SIKMX CIIOCTepPiraeTbCsi IepCUCTy0Unid abo peliuuBYOUmi pak micss iHaykiiHoi BLIK-Teparmii abo sikum
paHnime He nipoBoguau BIDK-tepanito (KEYNOTE-676)», MK-3475-676, 3 iIHKOPIOpOBaHOIO MOTMPaBKOK)
05 Big 09 mucronaga 2021 poky

3asgBHUK, KpaiHa ToBapucTBO 3 00MekeHOr0 BifnoBiganbHicTIO « MCJI YKpaiHa»

CrioHcop, KpaiHa «Mepk lapn Exp Joym Kopr.», nouipHe mianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. reHepa/sibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hoparok 41

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiAMOBiZa/LHOTO [OC/IAHMKA B MiCIi TIpOBe/leHHS BUTIPOOyBaHHs; 3MiHa MICIs TIPOBe/IeHHS
K/TiHIYHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
3aB. Bigginenusm Ko63es O.1. jikap Jleonosa B.B.
KomyHanbHe — HekoMmepliiiHe — mianpueMmcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO
«ObsacHUN 1eHTP OHKOJIOTii», OHKOXipypriuHe | «O0/lacHUI 1LIEHTP OHKOJOTii», OHKOXipypriuHe
BifIli/IeHHs1 OpraHiB TIPyJHOI MOPOXXHWHU, M. | BiJJi/IeHHsd OpraHiB TIpPyAHOI  ITOPOXXKHUHU,
XapkiB M. XapKiB

I.M.H., ipod. Yemyk B.€.
ToBapuCTBO 3 OOMEXXEHOI BiZMOBiAAIBHICTIO

I.M.H., ipod. Yemyk B.€.
MeguuHUi 1[eHTP TOBapucTBa 3 OOMeXeHOIo

«Memuunuii 1leHTp iMmeHi akagemika FOpis | BigmoBimanbHicTiO  «ApeHcis  Excrimoparopi
[IpokonoBuua Cri>keHKa», BiAAuUT KIHIYHMX | Mepicin»,  BigAil  KIIHIYHUX — JOCTiIKEHb,
nmocimimkenb Ne 1, KuiBcbka ob6macts, KueBo- | M. Kui

CBATOLIMHCHKUM paioH, c. KamniTaHiBKa

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1574 Big 10.07.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns: 2 das3u imribitopy PD-1 JTX-4014 B sAKocTi MOHOTepamii Ta y KOMOiHarjii 3
Borparenimabom, sikuii € aroricrom ICOS, y maijieHTiB 3 MeTacTaTUUHUM HeJPiOHOK/ITITUHHUM PaKOM
nerenb (HJPJI) micns ogHOro mnonepefHbO OTPUMAHOIO peXUMY IUIATUHOBMICHOI —XiMioTeparii,
BifiibpaHux 3a biomapkepamu», JTX-4014-202, Bepcis 2.0 Big 14 BepecHs 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHowo BianosimanbhicTio «KoHTpakTHO-[ocmiguunbka Oprani3aiis IHHOMapM-
YKpaiHa»
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CnoHcop, KpaiHa Jounce Therapeutics, Inc., United States of America

CynyTHi —
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy Isan 3AZIBOPHUX




Hopatok 42

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Hdopmariisi A manieHTa Ta Gopma iHpopmoBaHOI 3rosAd, octaTouHa pefakuis 3.0 aas YkpaiHu Bif
07 nunust 2022 p., 0OCTaTOYHUM TIepeK/aj 3 aHIJIikCbKOT MOBY Ha yKpaiHCbKY MOBY Bif 02 ceprins 2022 p.,
OCTaTOUHUI MepeKsiaZ 3 aHI/TiMCbKOI MOBHY Ha pocCiiicbKy MoBY Bif 02 ceprns 2022 p.

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1722 Big 11.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomizoBaHe MoABIMHO ciiine T/1ale00-KOHTPO/IbOBaHe AocyimkeHHs II ¢a3m, 1m0 TMpOBOAWTLCS B
TrapasieJIbHUX TPyMax TALi€HTIB i3 JIErKUM i CcepeJHbOTSHKKMM T1epebiroM BUPa3KOBOTO KOJITY 3 METOH
OLIiHKY e(heKTHUBHOCTI Ta 6e3neuHocti amicenimogy (MT-1303)», AMUC-2023, pemakuist 4.0, moripaBka 3
Biz 03 6epesns 2022 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«Canikc ®Papmac’rorikan3 [Hkopropeiiten» [Salix Pharmaceuticals, Inc.], adinilioBana kommanis «bayii
Xenc FO-Ec, JIJZIK» [Bausch Health US, LLC], CIITA

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. reHepa/ibHOro0 JAMpPEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 43

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHMI TPOTOKO/ K/iHiYHOrO BUIpoOyBaHHs morpaBka 3, Bepcisi 4.0 Big 13 TpaBHs 2022 poky
aHTTICHKOI MOBOIO; Bporypa gociigHuka mo npernapaty bpasukymab (Brazikumab, MEDI2070, AMG
139), Bepcis 9.0 Bix 22 uepBHsi 2022 poky; [Hdhopmaliis mpo AocstipKeHHs Ta popma 3rofu AJis JOPOCTUX
JIoKanbHa Bepcisi HoMep 2.0 ayig YKpaiHM yKpalHCBKOKH MOBORO, Aata Bepcii 04 numHsa 2022 poky Ha
ocHOBi Mactep Bepcii Homep 5.0 Big 18 TpaBHs 2022 poky; IHdopmaiiis Ta dopMa 3roAu Ha HaJaHHS
JlaHMX BariTHOI NMapTHEPKU JOPOCJIOr0 YYaCHHKA [JOCII/IKeHHs JI0KasbHa Bepcis HoMep 2.0 gi1s YKpaiHu
YKpalHCBbKOI MOBOIO, faTa Bepcii 04 munHa 2022 poky Ha ocHOBI Mactep Bepcii Homep 3.0 Bif 06 KBiTHSA
2021 poky; Yactuna 2.1.P locke gocmimpKyBaHOTO JTiKapchKoro 3acoby. MeauuHuii TiperapaT
(Bpa3sukymab), Bepcist 10.0 Bix 21 Gepe3nst 2022p.; YactuHa 2.1.S [locke AOC/IiAKYBaHOTO JIiKapCHKOTO
3aco0y. Jlikapcbka peuoBuHa (bpa3ukyma0), Bepcist 7.0 Big 21 6epesnst 2022p.

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1722 Big 11.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure (a3 2, ZOBrocTpoKOBe pO3IIMpPeHe AO0CTipKeHHs Oe3neku bpa3mkymady y maijieHTiB 3
BHUPAa3KOBUM KOJIITOM Bij cepefHboro go Baxkoro crymneHsi aktuBHOCTi (EXPEDITION OLE)»,
D5272C00002 (TTonepeaniti kox 3151-202-008), momnpaBka 2, Bepcis 3.0 Bizg 29 6epe3ns 2021

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. reHepa/sIbHOr0 JUPEKTOpa

dapManeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 44

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHWI MPOTOKO/ KJiHiuHOro BuUmpoOyBaHHs moripaBka 4, Bepcisi 5.0 Bixg 04 ksitHa 2022 poky
aHTTICHKOI MOBOIO; Bporypa gociigHuka mo npernapaty bpasukymab (Brazikumab, MEDI2070, AMG
139), Bepcis 9.0 Bix 22 uepBHsi 2022 poky; [Hdhopmaliis mpo AocstipKeHHs Ta popma 3rofu AJis JOPOCTUX
JIoKanbHa Bepcisi HoMep 2.0 ayig YKpaiHM yKpalHCBKOKH MOBORO, AaTa Bepcii 08 numusa 2022 poky Ha
ocHOBi Mactep Bepcii Homep 5.0 Big 29 uepBHsi 2022 poky; IHdopmarjisi Ta Gopma 3roau Ha HaJaHHS
JlaHMX BariTHOI MapTHEPKU [JOPOC/IOro yyacHUKa Jlocui/ikeHHsl 10KanbHa Bepcis HoMmep 2.0 a1 YKpaiHu
YKpaiHCbKOKO MOBORO, farta Bepcii 30 uepBHs 2022 poky Ha ocHoBi Mactep Bepcii Homep 4.0 Big 09
tpaBHs1 2022 poky; YactuHa 2.1.P [locke gocmimKyBaHOTO JiKapChKOTo 3aco0y. MeawuHMid Tiperiapar
(Bpa3sukymab), Bepcist 10.0 Bix 21 Gepe3nst 2022p.; YactuHa 2.1.S [locke AOC/IiAKYBaHOTO JIiKapCHKOTO
3aco0y. Jlikapcbka peuoBuHa (bpa3ukyma0), Bepcist 7.0 Big 21 6epesnst 2022p.

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«BigKpuTe, TOBrocTpoKOBe pO3IIMpeHe AOCTipKeHHsT bpa3ukymaly y maiieHTiB 3 xBopoboro KpoHa Bif
cepeIHbOrO /10 BaKKoro cTyrneHs aktuBHOCTI (INTREPID OLE)», D5271C00002, nonpaBka 3, Bepcis 4.0
Big 02 6epesnst 2021

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. reHepa/sIbHOr0 JUPEKTOpa

dapManeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/ieHWI TIPOTOKOJ KJIHIYHOTO Aoc/iifkeHHsi 3 mompaBkoto 06, Bepcis 1 Big 23 TtpaBHs 2022p.,
aHricpKor MoBor; OcHOBHa iHdopMaliist mpo gocmipkeHHs i popma iHhopMoBaHOi 3rosu, Bepcisi 8 Bif
24 tpaBHs 2022p., aHrilcbKo0 MoBOM; [HpopMaliisi A5 natjieHTa i popma iHdhopMoBaHoi 3roau, Bepcis
st Ykpainu Ne 8, Big 03 uepBHst 2022 p. (Ha ocHoBi OcHOBHOI iHdopMallil npo AocmigpkeHHs i Gpopmu
indopmoBaHoi 3roau Bepcis 8 Big 24 TpaBHs 2022p.) aHr/ilCcbKO0 MOBOO; [HpopMallisi Ass naijieHTa i
dopmMa iHpopmoBaHOi 3roau, Bepcis i YkpaiHu Ne 8, Big 3 uepBHs 2022p. (Ha ocHOBi OCHOBHOI
indopmMarii npo gocmimkeHHs i ¢dopmu iHpopMoBaHOI 3roau, Bepcis 8 Bim 24 TpaBHa 2022p.)
yKpaiHChKOI MOBOMO; [HpopMmaLis /14 natieHTa i popma iHpopmoBaHoi 3rosu, Bepcist s YKpaiHu Ne 8
Bif 3 uepBHs 2022p. (Ha ocHOBi OcHOBHOI iHbopMaLlii po AocigpKeHHs i dopMu iHPOpMOBaHOI 3roy,
Bepcis 8 Biz 24 tpaBHs 2022p.) pocilicbkkoro MoBoto; LllofeHHMK natjieHTa AJis peectpatiii mpuiiomy [JII1,
Bepcist 9.0 Biz 16 uepBHsi 2022 p., aHI/iNACHKOIO, YKPATHCHKOIO Ta POCiMCHKOI0 MOBaMU; 3MiHa FHOPUIUYHOL
aZipecu CrioHCOpa KJIiHIYHOTO JOC/IiIPKeHHST:

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

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Big 05.10.2020

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PangomizoBaHe mofBitiHe ciine gocimkeHHsi III ¢da3u 3 BUBUeHHS eeKTHMBHOCTI Ta 6e3meuyHOCTi
nipeniapaty SAR442168 y nopiBHsHHI 3 r1anie60 cepef; y4aCHUKIB 3 BTOPUHHO-TIPOTPECYIOUNM PO3CisTHUM
cknepo3om 6e3 perausie (HERCULES)», EFC16645, 3 nonpaBkoto 05, Bepcis 1 Big 21 rpygus 2021p.

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (I>xen3arim Koprnopetitn, CIIIA)
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




Hopatok 46

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTreBoi [Mpotokon mocnimkenHss CL3-95005-007, dinanbHa Bepcis 2.1 Big 27 uepBHsi 2022 p.; Bpomiypa
TIOTpPaBKU nmocimigavka S 95005 (TAS-102, Lonsurf®), Bepcis 9 Big 10 TpaBHs 2022 p.

Howmep Ta fara Haka3zy Ne 187 Big 05.02.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «Binkpure pangomizoBane pocaigkenns 111 ¢a3u, ske nopiBHIOE TpUQUIypUAUH / TUMpaLW/ Y MO€AHaHHI

BUTIPOOYBaHHS, KO/, 3 Geanu3ymMaboM Ta MOHOTepari€l0 TPUGIYpUAWH / THUIpalWI y TaLi€HTiB i3 pedpakTepHUM

Bepcid Ta jarta MeTacTaTUYHUM KoJiopeKTaabHuM pakoM (gocrigkenHss SUNLIGHT)», CL3-95005-007, ¢inanbHa Bepcis
2.0 Big 30 rpyzHsa 2020 p., 3 iHKOpriopoBaHO® cyTTeBOO IornpaBkoro Nel.0 Big 30 rpyans 2020 p.

3asgBHUK, KpaiHa ToBapucTBo 3 06MexeHO0 BiznoBifanbHicTio «KLIP YKpaiHa»

CrnioHcop, KpaiHa [HCTUTYT Mi>kHapoaHuX gociigkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®paHuis

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3AZIBOPHUX




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUI TIPOTOKOJT KiliHiuHOTO BUNpoOyBanHsi MK-3475-867, 3 iHKopriopoBaHoro rorpaBkoio 05 Bif
07 uepBHs 2022, aHrnilicbkkoro MoBo; bpoiiypa gocnigauka Pembrolizumab (MK-3475), BuaanHs 22
Bif 13 TpaBHsi 2022 poKy, aHTJIiiCbKOIO MOBOIO; YKpaiHa, MK-3475-867, IHdopmMaliisi Ta JOKYMeHT Mpo
indbopmoBaHy 3roay A/ nauieHTa, Bepcist 4.00 Big 20 numnHsa 2022 p. yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-
3475-867, THdopmariiiiHuii JMCTOK i [JOKYMeHT Tpo iH(GOPMOBaHy 3rofy Ha MallOyTHe OiomenmuHe
pocnigkeHHs, Bepcig 03 Bix 20 gumua 2022 p. ykpaiHCBKOHO MOBORO; [lof0OBXKeHHSI TpPUBA/IOCTI
KJTIIHIYHOT'O JIOC/Ti/PKeHHs1 B YKpaiHi Ta cBiTi 10 31 6epe3nst 2024 poky; 3mMiHa Ha3BH Ta azipecu CIIOHCOpa:
BYJIO CTAJIO

«Mepk IHapn eng Joym Kopn.», pouipHe | TOB Mepk lapn eng Joym (Merck Sharp &
nignpueMctBo «Mepk eHf Ko., Iak.», CIIA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Appeca: Mepk /[lpaiiB, 1, moiwtoBa ckpuHbKa 100,
M. Baiitxayc-Crenmn, wrat Hero-/Ixepci, 08889-
0100, CHIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

Appeca: 126 Ict JliHkoneH aBeHto, m/c 2000,
PaBenr, Hero [Ixepci, 07065, CIHA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

3MiHa BianoBigaapHOro gociaigHvka 8 MIIB:

Bbysno Crano
3aB. BigginenHsm Ko63ses O.1. nikap Jleonosa B.B.
KomyHanbHe HeKOMeDLliliHe nignpyueMcTBo | KomyHanbHe ~— HeKOMepLiiiHe  MiZiNPUEMCTBO
«ObslacHUN TIEHTP OHKOJIOTii», OHKOXipypriuHe | «O06/acHUN IIeHTP OHKOJIOTii», OHKOXipypriuHe
BififlileHHsI ~ OpraHiB  IPYJHOI  TOPOXKHWHY, | BiZji/IeHHsI ~ OpraHiB  TIpyJHOI  ITOPO’KHHHH,
M. XapkKiB M. XapkKiB
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Howmep ta fata Haka3y Ne 1896 Big 27.08.2019

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «PanziomizoBane, Tm1alle00-KOHTPObOBaHe KiiHiuHe pgocmimkeHHss III ¢dasu 3 ormfiHku Oe3meku Ta

BUTIPOOYBaHHS, KO/, eheKTUBHOCTI cTepeoTakcHuHoi pagioTeparii (SBRT) y noeaHanHi 3 [Tembponizymabom (MK-3475) abo

Bepcis Ta JjaTa 0e3 HLOTrO y TAIliEHTIB 3 HeornepabenbHUM HeIpiOHOK/IITHHHUM pakoMm JereHiB (HIKPJI) crazii I a6o 11
(KEYNOTE-867)», MK-3475-867, 3 inKopriopoBaHot0 noripaBkoto 04 Biz 14 rpyaHs 2021 poky

3asgBHUK, KpaiHa ToBapucTBO 3 00MekeHOr0 BifnoBiganbHicTIO « MCJI YKpaiHa»

CrioHcop, KpaiHa «Mepk lapn Exp Joym Kopr.», nouipHe nianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Honatok 48

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBJieHu# TIPOTOKOJ KiiHiuHOTO BUTIpoOyBaHHs CP-MGDO013-01, 3 iHKOpIIopoBaHOO TOMNPaBKoI0 8 Bif
20 tpaBHsi 2022 poky; OHoBneHa bpomypa gocnigHuka Margetuximab (MGAH22), Bepcisi 12.0 Big
09 Gepe3nsi 2022p.; OnoBneHa CP-MGDO013-01, Indopmariis ans maiieHTa Ta ¢opma iHGOPMOBaHOI
3roJiJi — PO3LIMPEHHs] KOTOpPTU [/1s1 YKpaiHu, (iHanbHa Bepcis 7.0 Big 24 yepBHs 2022 p. Ha OCHOBI
aHrmiicekol [Hpopmauii g1s nauieHTa Ta gopmu iHGOPMOBaHOI 3roJju — PO3IIMPeHHs] KOTOPTH, Bepcis
10.0 Bix 01 yepBHs1 2022 p., yKpaiHCBKOIO Ta pociiicbkoto mMoBamu; OHoBnieHa CP-
MGDO013-01, Indopmariist A5t matieHTa Ta popma iHHOpMOBAHOI 3roiv — KOTOpTa 3 HasiBHICTIO eKcrpecii
HER?2 ana Ykpainu, dinanbHa Bepcisi 4.0 Big 24 uepBHsi 2022 p. Ha OCHOBI aHrivickKoi [HdopMarii ans
narjieHTa Ta ¢opMu iHpopMOBaHOI 3roAu — Koroprta 3 HasiBHicTiO ekcripecii HER2, Bepcis 11.0 Big 24
TpaBHs 2022 p., yKpaiHCHKOIO Ta POCiICbKOI0 MOBaMH

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2313 Big 12.12.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure pocnimkenHs 1 a3y, 1m0 Briepile MPOBOJUTHLCS HA JIIOAWHI, 3 eckanauiero go3u MGDO013,
bicneuudiunoro DART® mporeina, o 3B's3ye PD-1 Ta LAG-3 y marfieHTiB 3 HeornepabenbHUMU abo
MeTacTaTUYHUMU HOBOYyTBOpeHHsaMU», CP-MGDO013-01, 3 iHKopriopoBaHO 1onpaBkoro 7 Bif 07 TpaBHs
2021 poky

3asiBHUK, KpaiHa

TOB «KIIP YkpaiHa»

CnoHcop, KpaiHa

Makpo/lxeHikc, IHk. (MacroGenics, Inc.), CIIIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. resHepanbHOro fjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3AZIBOPHUX




Honatok 49

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM MPOTOKOJ KiiHiyHOro gociimkeHHss ANAM-17-21, octatouyHa pepakiis 5.A Bifg 13 yunHs
2022 p.; CUHOIICHC OHOBJIEHOTO TIPOTOKOMY KIiHIYHOro focaifkeHHs ANAM-17-21, octaTouHa pefakList
5.A Big 13 munusa 2022 p., nepek/az 3 aHIVIIKCHKOI MOBY Ha YKpaiHCbKY MOBY Bif 01 cepriHs 2022 p.

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Bif 26.06.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTorieHTpOBe paHZOMi30BaHe, TIOABIMHO CJliTie, TIale00-KOHTpoIboBaHe AocimkeHHs 111 da3w, mjo
MIPOBOJIUTHCS 3 METOI OIiHKM e(eKTUBHOCTI Ta 0e3rmeuHoCTi aHAMOpesiHy TigpOXJIopuny, SKdN
3aCTOCOBYETHCS /1/151 TOTIOBHEHHS Jle(illiTy MacH Tijla Ta JIiIKyBaHHSI aHOPEKCii, 1110 PO3BUHY/INUCA Ha QOHI
TIOLIIMPEHOTO He/IPIOHOK/IITUHHOTO PaKy JiereHi B [JOpociux TarieHTiB», ANAM-17-21, ocraTouHa
pepakuis 4.A Big 03 BepecHs 2021 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«XencuHH Xenckea CA» [Helsinn Healthcare SA], IIBetitjapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HopaTok 50

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
05.09.2022 Ne 1596

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hoparok mo IndopmariiiHoro Jlvctka i dopmu 3rogu maijieHTa Ha vac BifiHM B YKpaiHi, Bepcis 1.0/
21 Oepe3nss 2022 poKy, aHI/MCHKOO MOBOIO Ta YKPAaiHCbKOIO MOBOI; KepiBHUIITBO 3 fil y
Ha/I3BUUAHUX CHUTYaIlisIX IiJj yac BiliHM B YKpaiHi, Bepcisg 1 Big 21 Gepe3ns 2022 poKy, aHTJIHCHKOIO
MOBOIO Ta YKPaiHCbKOK MOBOIO

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 9 Big 02.01.2019

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHoMi30BaHe, TO/BiliHE cJine, TUIAle00-KOHTPO/IbOBAaHEe JOC/ipKeHHsT (asu 3b  gns  oriHKK
edektuBHOCTI Ta Oe3meku mpermapatry TRC101 y BHOOBibHEHHI TIpOrpecyBaHHSI XPOHIUHOTO
3aXBOPIOBaHHS HHMPOK Yy TalieHTiB 3 MeTabosiunum anuzposom», TRCA-303 (VALOR-CKD), 3
IHKOpIIOpPOBaHO1O MorpaBkoro 3 Bif 02 cepriHga 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAW]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«Tpaticiga, Tnk.» (Tricida, Inc.), USA.

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

B.o. reHepa/bHOr0 JUPEKTOpa

dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




