Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
3aTBep/yKeHHs CyTTEBUX I10IIPABOK Ta
BHECEeHHs 3MiH 10 Haka3y MiHicTepcTBa
OXOpOHMU 370pOB’s1 YKpainu Bij 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«PaHziomizoBaHe, TOABiMiHe crine, TUIAle00-KOHTPOIBOBAHE —AOCI/KEeHHS (a3 3 A9 OL[iHKM
e)eKTUBHOCTi, 0e3MeYHOCTi Ta MEepPeHOCHMOCTi BarbOeHa3WHy SIK /I0/IaTKOBOI Tepariii y TMalfieHTiB i3
mm3odpeHieto», Kof AocikeHHs NBI-98854-ATS3019, 3 inkopriopoBaHowo rmompaBkotro 1.0 Bix 15
BepecHs1 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHicto «AMK’FOBIA PIC YkpaiHa»

CrioHCOp, KpaiHa

«HpropokpuH bainocaeHcis, IHK.» (Neurocrine Biosciences, Inc.), CIIIA

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

BanbbeHa3uH (BasbOeHasuHy To3uiaT, NBI-98854, NBI-98854 Ditosylate IR, IHI'PEL[IJA®); Karmcy/y;
20 mr; Mayne Pharma Inc., USA; Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical
Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA;

riarie6o 1o Banbbenasun (BasmbbeHasuHy Tosmnat, NBI-98854, NBI-98854, Ditosylate IR, IH'PELILIA®);
karicysu; 20 mr; Mayne Pharma Inc., USA; Clinigen Clinical Supplies Management Inc., USA; Clinigen
Clinical Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA;

BanmbbeHa3uH (BanbbeHasuHy To3wiat, NBI-98854, NBI-98854 Ditosylate IR, IHI'PEIIIIA®), karcy/y;
40 mr; Mayne Pharma Inc., USA; Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical
Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA;

riarie6o 10 BanbbeHasuH (BambbeHasuHy Tosmnat, NBI-98854, NBI-98854 Ditosylate IR, IH'PELIIIA®);
karcynu; 40 mr; Mayne Pharma Inc.,, USA; Clinigen Clinical Supplies Management Inc., USA;
Clinigen Clinical Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA,;

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) ren. gupekTop BoJioiyk A.€.

KomyHasibHe HeKoMepIiiiiHe mignpueMcTBo «OmechbKuil 00/1aCHUM MeIMYHUI LIEHTP MCUXiUHOTO 37I0POB’sI»
Opecbkoi 0bs1acHOI pajy, BifaiieHHs Ne6 (uosoBiue), BigaiseHHs Nel2 (>kiHoue), M. Ofeca

2) A.M.H., npo¢. CkpunHikoB A.M.

KomyHanbHe mignpuemMctBo «O6sacHU 3ak/iafi 3 HaJaHHsA TICUXiaTpUYHOI JAomomMoru IlonTaBCchKOl
obsacHOI  pagu», O>KiHOUe TOCTpe 3arajbHOINCHXiaTpUUHE BiAjineHHs 5-0, uosioBiue roOCTpe
3ara/ibHONCUXiaTpUYHe




2 TPOZIOBXKeHH fojaTka 1

BiffineHHs1 2-a, [lonTtaBcbkuil Aep>KaBHUM MeJWYHUM YHiBepcuTeT, Kadezpa mcuxiaTpii, HapKosorii Ta
MeJIMYHOI ICUXoJ10rii, M. [TonTaBa
3) ren. nupektop KoBanenko B.B.
KomyHa/ibHe HeKOMepIliiiHe MiAnmpueMcTBO XapKiBChbKOI 006/1acHO0i pagu «O6/acHa KiliHiUHA MICUXiaTpyuHa
sikapHa Ne3», ricuxiaTpuyHe BiJJji/IeHHsS ITIePBUHHOIO TICUXOTUYHOTO er1i30/y, M. XapKiB
4) pupekrop [Tanamapuyk I1.B.
KomyHasibHe HeKOMepIiiiiHe MiIPUEMCTBO «XepPCOHCHKUM 00/IaCHWM 3aK/aj 3 HaJaHHS TICHXiaTpUUHOL
JIOTIOMOTH» XepCOHChKOI 00/1acHOi pajid, Yo/IoBiUe rcuxiaTpuuHe BiagineHHs1 Ne3, )XKiHOUe TCHUXiaTpUUHe
BiaaiieHHs: Ne10, M. XepcoH, c. CTemnaHiBKa
5) A.M.H., Tipod., AUPeKTOp, 3aB. Biaainy JliHcekuii 1.B.
HepxaBHa ycraHoBa «[HcTUTyT HeBposorii, ncuxiatpii Ta Hapkonorii HAMH Ykpainu», Bigzgin
HeBi/IK/1aZiHOT TIcMXiaTpii Ta HapKosorii Ha 6Ga3i BiffiieHHs KTiHIYHOI, ColjiabHOI Ta AWUTAYOI TICHXiaTpil,
M. XapkKiB
6) K.M.H. [leHucos €.M.
KomyHasibHe HekoMepiitiHe mignpuemMcTBo «O6sacHa KiliHIiYHa TcuxiaTpuyHa jikapHsi KipoBorpazchKkoi
00J1acHOI paJy», IICUXOHEBPOJIOTiUHE AWCIIaHCEPHe BifzineHHs, cMT. HoBe, M. KpormUBHUIIbKUIA
7) A.M.H., ipod. BunHuk M.I.
KomyHanbHe HekoMepliiiHe mianpueMcTBo «[IpyUKapraTCbKuii 00/acCHUM K/IiHIYHUN LIEHTP TMCHUXiYHOTO
310poB'ss  [BaHO-PpaHKiBCbKOI 00/1acHOT pajiu», CTarfioHapHe BiffisieHHs Ne7 TIaHOBOTO JIiKYBaHHS 3
repiaTpUYHUMU JIKKaMu, M. IBaHO-DpaHKIiBCbK
8) ren. nupektop Mynuk M.I.
KomyHanbHe HekoMepliiiHe mianpueMcTBo «[IpyUKapraTcbKuii 00/acCHUM K/TiHIYHUN LIEHTP TMCUXiYHOTO
3[I0POB'S1 IBaHO-®paHKiBCHKOI obmacHoi pagu», KOHCY/IbTaTUBHA TO/IIK/TiHIKa,
M. IBaHO-DpaHKiBCHK
9) aupektop Kocenkosa 1.B.
KomyHanbHe HeKoMepijiiiHe miAnpreMcTBO «Uepkackka oOjacHa TicuxiaTpuyHa JiikapHs YepkacbKoi
obslacHOi pajin», KOHCY/JIbTaTUBHO-AIarHOCTUUHUM TI/IpO34in 1o aMOysaTopHOMYy 0OC/ITyrOBYBaHHIO
HaceseHHst YepKacbKoi 00/1aCTi B CK/Iazi MpUiMaaIbHO-KOHCY/IbTaTUBHOTO BifzineHHs, M. CMina, Yepkacbka
00J1aCTh

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa




3 TPO/IOB)KEHHs JoaTka 1

CynyTHi —
MaTepianu/ripernapaTu
CYMYyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
3aTBep/yKeHHs CyTTEBUX I10IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTtepcTBa
OXOpOHMU 370pOB’s1 YKpainu Bij 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«[lopBiline ciine, paHAoMi3oBaHe, TIaleb0-KOHTPO/IbOBaHe, OaraToOLieHTPOBe JOC/TifkeHHs1 3 ¢asy, 110
NIPOBOJIUTBCS Y Tiapajie/lbHUX TpyMax [jis OL[iHKKM 0e3rneuHoCTi, MepeHOCMMOCTi Ta e(deKTHBHOCTI
nikapcekoro 3aco6y Tparrncon® [ukno™ (rizpokcuripornin- f -HUKI0AeKCTpUH) y f03i 2000 Mr/Kr mMacu
Tisla y TO€JHaHHI 3i CTAaHJAPTHOIO Teparti€ero MOPiBHSHO 3 T/1ale00 y ToEAHaHHi 3i CTaHAZAPTHOIO Tepartiero y
natjieHTiB 3 xBopoboro Himana-ITika tun Cl»

3asiBHUK, KpaiHa

TOB «Bopnapaig Kninikan Tpaiic YKP»

CnoHcop, KpaiHa

[Tukso TepanbtoTuks, IHK. (Cyclo Therapeutics, Inc.), United States

[Tepesnik foC/IiIKyBaHUX
niKapcbKuX 3acobiB
nikapceKa ¢opma,
[I03yBaHHsI, BUDOOHUK,
KpaiHa

Tparrcon® Hukno™ (Trappsol® Cyclo™)®™; Trappsol Cyclo; rigpokcuripornin- [ —LHUK/I0JeKCTPUH
(Hydroxypropyl-B-cyclodextrin); po3uun s iHndy3iii y dmakonax 100 mut; 250 mr/mut; Berkshire Sterile
Manufacturing Inc., USA;

[Tnaie6o mo Tparmcon® Iukno™ (Trappsol® Cyclo™)™®; ( Hatpito xmopua po3uuH 0,45 % s
iHdy3ik); po3uuH A iHGys3ii B iHdy3iiiHOMy Mimky 500 ma; Baxter Healthcare Corporation Plant, NC;
Baxter Healthcare Limited, United Kingdom;

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

1) k.m.H. [Tiukyp H.O.
HationanbHa JuTsiya creljianizoBaHa JikapHs «OXMATIOUT» MO3 VYkpainu, LleHTp opdaHHUX
3aXBOpIOBaHb, M. KuiB

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

CynyTHi maTepianu:
- Criipometp (Spirometer MIR, SpiroBank II Basic 91102);
- [Tnanmer (Capture Tablet Device Model: Dell Latitude)

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
3aTBep/yKeHHs CyTTEBUX I10IIPABOK Ta
BHECEeHHs 3MiH 10 Haka3y MiHicTepcTBa
OXOpOHMU 370pOB’s1 YKpainu Bij 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«PanziomizoBaHe, BijKkpuTe, 6araTorieHTpoBe AocuipkeHHs dasu 11 miaTpuMyBaibHOI Tepariii KoMOiHaliero
nypbiHeKTeMHY Ta are3o0/isyma0y B TIOpDiBHSHHI 3 MOHOTepari€r0 are30/i3ymMaboM y Tal[i€eHTiB 3
JNPiOHOK/TITUHHUM pakKOM JiereHb Mi3HbOI CTafil Mic/s iHAYKI[iHHOI Teparii repiioi jiHii 3a OIOMOror
KapOoIIaTHHY, eTOMO3K/y Ta aTe30/1i3yMady», ko pocrimkeHas GO43104, Bepcis 3 Big 03 rpyaas 2021 p.

3asgBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKeHO0 BifmoBifanpHiCTIO «Porr YkpaiHa»

CrioHCOp, KpaiHa

@.XodbdmanH-JIg Pou JiTa, [Belitapis

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

Jlypb6inektengun (Lurbinectedin, ZEPZELCA); RO07508182; SUB190540, PMO01183, PM1183;
nypbinektenuH (lurbinectedin); mopormok st po3uunHy s iHdys3iii; 4 mr; bakcrep Onkomomki I'MOX,
HimeuunHa;

ATte3zonizymab (Atezolizumab, TereHTpuk®, Tecentrig®); (RO5541267, RO5541267/F03; 1380723-44-3,
RO5541267, MPDL3280A); ate3osizymad (atezolizumab); KoHIIeHTpaT [ PO3uuHY A8 iHGYy3ii; 60
mr/mi; Pomn iarHoctrike I'm6X, Himeuunna; ®.Xodbdmann-JIs Pom Jita, ITsetiapis

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., npod. boHgapenko .M.

KomyHaneHe HekoMepLiiliHe miAnpueMcTBO «MicbKa KiiHiuHa JikapHs Ned» [IHINPOBCBKOI MiCBKOI pajw,
xiMioTeparnieBTHUHe Biffli/ieHHs 3 [JleHHMM CTaljioHapoM, JIHIPOBCHKWUM Jiep)KaBHUM  MeAUUHUMN
yHiBepcuTeT, Kadepa OHKOJIOTii Ta MeuuHOi pagiosiorii, M. JIHirpo

2) 3aB. BigpinenHusm boiiko B.B.

KomyHanbHe HekoMmepliliHe miAnpueMcTBO «IIpMKapnaTCbKui KIIIHIYHMM OHKOJIOTIYHMM LieHTp IBaHO-
dpaHKiBCBKOI 00/1acHOT pagu», Xipypriude BiagineHHs Ne2, IBaHo-PpaHKiBCHKHMM HalliOHATbHUNM MeJUUHUNA
yHiBepcureT, Kadeapa oHKoJIorTii, M. IBaHO-PpaHKiBCbK




2 TIPOZIOBXKEHHS 0/jaTKa 3

3) 3aB. Bigginenusm Kob3er O.1.

KomyHanbHe HekoMmepliifiHe miarnpuemMctBo «OO6siacHUN LIEHTP OHKOJIOTii», OHKOXipypriuHe BiJinmeHHS
OpraHiB I'PyZHOI ITOPOXKHUHY, M. XapKiB

4) k.M.H. [Tominuyk /[1.B.

MeuuHU [IEHTP TOBapUCTBa 3 00Me)keHOt0 BifnoBifansHicTIO «KmiHika Bepym Excriept», M. KuiB

5) nikap Cemeren FO.B.

Ob6nacHe KOMyHarbHe HeKOMepIjiliHe MiANpUeEMCTBO «BYKOBMHCHKMI K/TiHIYHMIA OHKOJIOTIUYHUN IIEHTp»,
CTPYKTYPHMM MiZIpO3/iJ JEHHOT0 CTallioHapy, M. UepHiBLi

6) K.M.H., gou. napuk 1.B.

KomyHa/ibHe HeKOMepIiiiiHe TMignpueMcTBO JIbBiBCbKOI 00/1acHOI pagu  «JIbBIBCbKME OHKOJIOTiUHUH
perioHasibHUM MiKyBa/lbHO-/[ilaTHOCTUUHWI L|eHTP», BiAineHHs ximioTeparnii, M. JIbBiB

7) nikap CiHenbHikoB 1.B.

KomyHasibHe TiArprueMcTBO «BOMMHCHKHIM 00/1aCHUA MeJUUHUM IIeHTP OHKOJIOTii» BosmHCbKOI 061acHOl
pajiy, OHKOJIOTiUHe XiMioTeparieBTUUHe BifiyieHHs], M. JIyIIbK

[Iperiapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

KommnaHisg, fika [i€ 3a [JOBIpeHICTIO, Ky HaJiaB CIIOHCOpP UM 3asBHMK Ha BBe3eHHS [0C/iJKyBaHUX
niKapchKux 3acobiB Ta cymyTHix MatepianiB: TOB «®apmacodT»; TOB «Kopekc YkpaiHa».
CynyTHi MaTepianu:

Jlaboparopui Habopu COVANCE/Labcorp;

Habip Induction C1D1;

Habip Maintenance C1D1;

Habip Main C1D3-Arm A only;

Habip Labcorp - Tumor Tissue Visit;

Habip Labcorp - Kit - Induction C2, C3, C4 Day 1;

Habip Labcorp - Main C2, C3, C4, C8, C12, C16 D1;

Habip Labcorp — Discontinuation;

Habip Labcorp - Follow Up/Disease Progression;

Habip Labcorp — RBR;

baHKU-3a5BKY;

PaxyHKU-TIpoopmu;




3 MPOJOBXKEHHS 0JaTKa 3

KonTeliHepu /151 TpaHCIIOPTYBaHHS MpeMETHHX CKeJlellb i3 25 NMpeIMeTHUMU CKenbLisIMU SuperFrost +;
ITiHomacT TUCTOBUIA;

Konreiinepu 06’emom 60 M, 1110 MicTaTh 70% eTaHo/, i3 3arioBHeHHsIM 30 MUT;

Konretinepu 06’emom 60 mi1, 110 mictate 10% HelTpanbHUiA 3a0ydepenuit popmariH, i3 3anmoBHeHHsM 30
MJT;

Kacetu 151 Gioricii TKaHUH KOBTI;

Konreiinepu 06’emom 60 My 17151 3pa3KiB i3 OpaHKeBUM KOBITAUKOM;

[MakeTu 3 3aCTiOKOr0-0/TMCKABKOIO Ta eTUKETKOI0 TIpo Giosoriuny Hebe3reKy;
[TakeTH 3 MyXypyacTol IJ1iBKY;

KapToHHi KOpoOKU;

TpaHcropTHi KOpoOKwY;

[TakeTn opmasiHOBi, €TUKETKH;

[TakeTtn a5t Giorraris;

KepiBHu1TBa (MaHyanu) Ta JOKyMeHTH;

[Mnanamery Samsung Galaxy i3 3apssqHUM MPUCTPOEM abo 6e3 HbOTO.

3iekcteHuo (Ziextenzo, mnerdinrpactum, pegfilgrastim); nerdinrpactum (pegfilgrastim); posuuH s
iH'eiii o 6 mr/0,6 M y monepeiHbo HaroBHeHOMY wmpuiii; 10 mr/mm; Canzgo3 I'm6X, ABctpis (Sandoz
GmbH, Austria);

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
3aTBep/yKeHHs CyTTEBUX I10IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTtepcTBa
OXOpOHMU 370pOB’s1 YKpainu Bij 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«Kniniune BunpoOyBaHHs 3 OLiHKKA OioeKBiBa/sleHTHOCTI Jiikapcbkux 3acobiB Oscaripec, TabneTku, BKPUTI
T/1iBKOBOIO 060/10HKO}0, 110 40 Mr, Bupo6HuitBa AT «KMIBCHKII BITAMIHHII 3ABO/I», YkpaiHa Ta
OsnmeTek, TabieTKH, BKPHUTI TUIIBKOBOIO 00070HKOIO, 10 40 mr, BupoOHunTBa «/aiui Cankio HOpoym
I'M6X», HiMeuurHa B yMOBax O/[HOPA30BOT0 TMEPOPasbHOTO TIPUHOMY 3ZI0POBUMH Z0OPOBOBLIIMU», KO,
nocnipkenas KVZ-OLST, Bepcig 2.0 Big 27.04.2022

3asiBHUK, KpaiHa

AT «KUIBCHKUI BITAMIHHUM 3ABO/I», YkpaiHa

CnoHcop, KpaiHa

AT «KUIBCHKII BITAMIHHUM 3ABO/I», Ykpaina

[Tepenik foC/imKyBaHUX
niKapcbKuX 3aco0iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

Oscanipec  (Olmesartan medoxomil); TabmeTku, BKpuTi I1UTiBKOBOIO 06osoHKOMO; 40,0 w™r; AT

«KUIBCBKU BITAMIHHUN 3ABO/I», YkpaiHa

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) ron. nikap Aptui B.1.

MeauuHUN 1I€EHTP TOBapuUCTBa 3 0OOMeXxeHOW BigmnoBigampHicTIO «Knminika THHO®AP — VYkpaiHna
InHOBetiTiB ®apma Pecepu», UepHiBelibka 00/1., HoBocemmisKuii p-H, c. BossHu

2) k.6.H. Cabko B.E.

bioananmitiuHa abopatopis TOB «Krnindapm», KuiBcbka 061., M. IpmiHb

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

Olmetec® (Olmesartan medoxomil); TabneTku, BKpuTi 1u1iBKOoBOrO 060sioHKOM0; 40,0 Mr; [laiui CaHkio
FOpoyn I'm6X, HimMeuunHa

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

Isan 3A/IBOPHUX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

[MogosxxeHHs TepMminy npugatHocti [1JI3 Midenpuctod 5 mr maptii 20223A1 go 04/2023; ITndbopmatis
[UIs1 TIALi€EHTA 11[0/]0 TIPUMOMY JOC/IiZPKYBaHOTO JliKapchKoro 3aco0y Midenpucron 5 mr maprii 20223A1
yKpaiHCbKOr0 MOBoOM0, Bepcisi 1.0 Big 07 kBiTHa 2022 poky; IHdopMalis A5 maljie€HTa o0 NpuiomMy
JIOCJTi/PKYBAHOTO JliKapChKOTo 3acoby MidenpuctoH 5 mr mapTii 20223A1 pocitickkoro MoBoto, Bepcisi 1.0
Big 07 xkBitTHa 2022 poky, 3miHa Ha3Bu BupoOHHMKa [IJI3 Midenpucton 5 mr 3 IDIFARMA
DESARROLLO FARMACEUTICO, S.L., Spain Ha ARDENA PAMPLONA, S.L., Spain

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

Ne 516 Big 22.03.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe, BifIKpUTe JOC/iIKEHHs 3 OJHi€I0 I'PYIOI0, 3 OLIIHKK 0Oe3reuHocTi Ta epeKTUBHOCTI
Mi(ernpucToHy 5 Mr JJis TiKyBaHHSI €H/JOMeTPio3y y >)KiHOK PerpoAyKTUBHOTO BiKy MPOTSTrOM /IBOX LIUK/IiB
Teparii TpuBaicTio 24 TKHs KoxkHui», CLI20001/Lita005, Bepcis 3.0 Biz 20 >koBTHs 2020 poky

3asgBHUK, KpaiHa

TOB «O CI TI-IVIOBAJI», Ykpaina

CrioHcop, KpaiHa

Litaphar Laboratorios S.L., Spain / Jlitadap Jlaboparopio3 EcEsn, Icranis

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii TIporokon kiiHiuHoro BurpoOyBaHHsa D2912C00003, Bepcist 5.0 Bix 13 ciuna 2022 poky,
aHTJIifickkoro MoOBOW; IHdopmMartiisi asa maijieHTa i ¢dopma iHdopmoBaHoi 3roau s YacTuHU
1 BunpoOyBanHs, A1 Ykpainu, Bepcist 3.0 Big 27 ciuas 2022 p. Ha ocHoBi maiictep-Bepcii 3.0 Big 13
ciuns 2022 p., aHI/TMCHKOIO Ta yKpaiHCbKOO MoBamu; [lojaTok Ao IHdopmariii ans marjieHTa i popmu
indopmoBaHoi 3roau Ay Yactuau 1 BunpoOyBaHHS, As Ykpainu, Bepcis 3.0 Big 27 ciunsa 2022 p. Ha
ocHOBi maiicTep-Bepcii 3.0 Big 13 ciunst 2022 p., aHrMilCHbKOI0 Ta YKpaiHCbKOI MoBamH; IHdopMatiis amst
raijiedTa i opma iHpopMoBaHOi 3rogu A YacTUHU 2 JOCTiI)KeHHs, A/ YKpainu, Bepcis 3.0 Big 27
ciunst 2022 poky Ha ocHOBi Maiictep-Bepcii 4.0 gy Uactunu 2 pociimkeHHs Bifg 13 ciuns 2022 poky,
aHTJIiNChKOI Ta YKpaiHChbKOI MoBamu; HopaTok Ao IHdopmauii ass naijienrta i dopmu iHpopmMoBaHOi
srogu Ansi YactuHu 2 BuripoOyBaHHs, A7si YKpainu, Bepcis 3.0 Big 27 ciung 2022 poKy Ha OCHOBI
Matictep-Bepcii 4.0 asist Yactunu 2 BunpobyBaHHs Bif 13 ciuns 2022 poky, aHITiMCHKOI0 Ta YKPaiHCHKORO
MoBamu; [locionuk ans matjiedta ans HocmimkenHs APATURA: BuBueHHS MeTO/[iB JTiKyBaHHSI aCTMU
Bepcist 1.0 Big 10 nmucronaga 2021 poky, ykpaiHCbKOIO MOBOM; [HdopMaljiliHuii UCT [0 JiKaps 1jo/0
HarnpassieHHs nauieHTiB y HocnigkenHss APATURA Yactuny 2 Bepcis 1.0 Big 30 mucronaza 2021 poky,
yKpaiHCbKOIO MOBOO; Peknamuuii mnakat gss HdocnimxkenHs APATURA Bepcisi 1.0 Big 30 nucromnaza
2021 poky, YKpaiHCbKOI MOBOO

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

Ne 3059 Bif 29.12.2020
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Hasga kj1iHiuHOTO «Panziomi3zoBaHe, mozBiliHe ciine, Myaneb0 KOHTPO/IbOBaHe, OaraTOleHTpoBe AOCTimKeHHs1 ¢dasu Ila 3
BUTIPOOYBaHHS, KO/, BH3HAUeHHS ONTUMaJIbHOI /I03H, Y IBOX YaCTHUHAX, /ISl OL[iHKM e(heKTUBHOCTI i Oe3MeuHOCTi TphOX piBHIB
Bepcis Ta fjaTa Jl03yBaHHs iHrassLiiHoro nperiapaty AZD1402, mio npuiiMaeTbcst Y GOpMi CyXOro IMopoLIKy ABiui Ha

00y MpOTATOM 4 THXKHIB, Y IOPOC/IUX TAI[iEHTIB 3 OPOHXiabHOIO aCTMOIO, SIKi OTPUMYIOTh CepefiHi 1031
iHraSIinHUX KOPTUKOCTepoifiB», D2912C00003, Bepcis 4.0 Bix 09 uepBHs 2021 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina
CnoHcop, KpaiHa Actpa3eneka Ab, IlIBerisi/AstraZeneca AB, Sweden
CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Hoparok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTTeBoi
TIOTIPaBKU

306isbIIIeHHsT KiTbKOCTi TIAL[i€HTIB, 1[0 MPUMMAlOTh yyacTh y KIiHiYHOMY BuripoOyBaHHi 3 128 no 250
narfienTiB; OHoBsieHa Bpomypa mocnmigHuka 3iboreHTany, BuganHs 21 Big 11 mucromaza 2021 poky;
OHoBneHi po3finu Jlocke AOCTIKyBaHOTO JliKapchbkoro 3aco0y 3iboTeHTtaH: A) Po3nin «BBeneHHs» -
Introduction; Doc ID 004669183 v2.0 - 20 ciunsi 2022 poky; B) Po3gin P.8. «CrtabinbHicT»: Cekuisi P.8.1
Stability for drug product; Doc ID 004435320 v6.0 Bim 20 ciuns 2022 poky; Cekuis P.8.1 Stability
Conclusion for drug product; Doc ID 004343145 v6.0 Big 20 ciuna 2022 poky; Cekuis P.8.3 Stability
Data for Drug Product; Doc ID 004375925 v7.0 Big 20 ciuns 2022 poky; B) IMPD AZD4054 Zibotentan
“Previous clinical trial and human experience data” — Table 1 Edition 2 “Clinical IMPD Sections Cross-
referenced to Zibotentan IB”; I') Cekuis 2.6.1 Written Summary Introduction (Non-clinical written
summary introduction); Doc ID 004677477 Big, 28 xoBTHs 2021 poky; /1) Cekuist 2.6.2 Written Summary
Pharmacology; Doc ID 004664905 Bix 28 >koBTHs 2021 poky; €) Cekiisi 2.6.4 Written Summary
Pharmacokinetics; Doc ID 004664690 Biz 28 »xoBTHs1 2021 poky; XK) Cekuis 2.6.6 Written Summary
Toxicology; Doc ID 004652368 Bim 28 >koBtHsi 2021 poky; 3) Cekuisi 2.6.7 Toxicology Tabular
Summary; Doc ID 004707472 Big 28 xoBTHa 2021 poky; [logoBkeHHSI TepmiHy NpPUAATHOCTI
JIOC/TiI)KYBaHOTO JIiKapChKOro 3aco0y 3iboTeHTaH, Karcynd, nmo 0,25 mr ta 1,5 mMr go 24 Micsiis;
BK/TIOUeHHSI I0ZATKOBOT'O MiCIsl TPOBeIeHHsI K/TiHiIYHOTr0 BUMPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/IIIHUKA

n/n Has3Ba miclis ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. | g.M.H., ipod. YpbaHoBuu A.M.
KomyHanbHe HeKoMepLiliHe mignprueMcTBO JIbBiBChKOI 06s1acHOI pasy «JIbBiBCbKUI 00/1aCHUM
Jlep>KaBHUM K/IIHIYHUM JTiKyBa/bHO-[iarHOCTUUHAK €HJOKPUHOJIOTIUHHAK LIEHTP», TOJIIK/IiHIYHe

BifzineHHs, M. JIbBiB
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Howmep Ta fara Haka3zy Ne 1586 Biz 29.07.2021
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «baraTolieHTpOBe, paHZiOMi30BaHe, TIO/BiliHe cJiiTie, Myiarebo-KOHTPObOBaHe AOC/TiKeHHs da3u 2b, 1110
BUTIPOOYBaHHS, KO/, MPOBOAUTLCS B Tapajie/lbHUX Tpylax 3 MeTOK BH3HAueHHs [iara3oHy /03, OL[iHKK edeKTHUBHOCTI,
BepCisi Ta jjara Oe3meuHoCTi Ta mepeHocuMOCTi 3iboreHTaHy i [damarmichio3uHy y TaIjieHTiB 3 XPOHIYHOIO XBOPOOOIO

HUPOK 3 OL[iHIOBAHOI LIBH/KICTIO Ki1yboukoBoi ¢inerpanii (olIK®) Big 20 mu/xs/1,73 M2 go 60
mi/xB/1,73 m2», D4325C00001, Bepcist 1.0 Big 14 BepecHst 2020 poky

3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa «Actpa3eneka Ab», IIBeriis / AstraZeneca AB, Sweden
CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopnatok anst cmaptdoHa AiCure ydyacHUKIB 10CTIpKeHHs: JOKyMeHT [ijisi Komicii 3 muTaHb eTUKH, Bepcist
1.0 Big 28 BepecHs 2021 poky, ykpaiHCbKOIO MOBOw; [ogaTok nansi cmapTdoHa AiCure y4acHUKIB
JoCTTi/pKeHHsT: foKymeHT f/1s1 Kowmicii 3 mutanb etuky, Bepcisi 1.0 Big 28 BepecHsi 2021 poky, pocCiiiCbKOr0
MoBowo; Illkana maTtonorivHMx MuUMOBIIBHUX pyxiB (AIMS), Bepcis 1.0 Big 14 ceprusa 2017 poky,
YKpalHCbKOK MOBOKO Bif 17 rpyzans 2020 poky; Illkana OL[iHKM MAaTOJIOTIUHMX MHMOBLUIBHUX DPYXIiB
(AIMS), Bepcia 1.0 Bix 14 cepnas 2017 poky, pociiicbkkoro MoBor Bif 05 ciunsg 2020 poky; Illkana
OLIIHKM akKaTu3ii, BUK/IMKaHOI JiikapcbkuMu Tiperiapatamu (IlIkama orjinku akaTtusii BaphHca [BAS]),
yKpaiHCbKOO MoBOo; Illkana s OLIiHKM akaTu3ii, BUK/IMKaHOI JjikapcbkuMmu mnpenapatamu (Ilkana
oliHku akaTtusii BapHca), pociiickkoro MoBoto; Illkana menpecii Kanrapi ajis xBopux Ha 1mm3odpeHito
(CDSS), Bepcist ykpaiHcbkoro MoBoto Bify 30 kBiTHa 2021 poky; Lllkana fenpecii Kanrapi A/ XBopux Ha
umsodpeHito (CDSS), Bepcist pocitickkoro MoBoto Bif 23 kBiTHs 2021 poky; 3arasibHe K/iHiuHe BpaXkKeHHS
00 cTymeHs TshKKocTi 3axBoproBaHHs (Clinical Global Iimpression-Severity of illnes, CGI-S), Bepcis
1.0 Big 27 >KOBTHS 2021 poky, yKpaiHCbKOr0 MOBOIO Bif 04 ciung 2022 poky; 3arasbHe K/liHiuHe
BpakeHHd mpo cTymniHb TsDKKOCTi (Clinical Global Iimpression-Severity, CGI-S), Bepcis 1.0 Big 27
»koBTHSI 2021 poky, pociiicbkkoro MoBor Bif 04 ciuns 2022 poky; Illkana OL[iHKM TSDKKOCTI Cyiuyay
Konymb6ilicbKoro yHiBepCcUTETY (C-SSRS) Buxinni ganni/Bepcist s OLjiHIOBaHHS1, BepCisi
Bif 14 ciunsa 2009 poky, ykpaiHCcbKO0 MOBOIO Bif 06 TpaBHs 2014 poky; Illkana OL|iHKM TSKKOCTI
cyinuay Konmymb6iticbkoro yHiBepcurety (C-SSRS) BuxigHi sanHi/Bepcis 115 orjiHIOBaHHs, Bepcis Bij 14
ciunsi 2009 poky, pocilicbkkoro MoBoro Bin 29 kBiTHa 2014 poky; 3pa3ok 300pa’keHHs Ha eKpaHi
esleKTpoHHOTO mpucTporo_lllkana omiHku TsokKocTi cyiuuay Komymo6ilicekoro yHiBepcutety (C-SSRS)
BuxigHi nanni/Bepcis s onjiHroBaHH4, Bif 10 rpyHs 2021 poky, YKpaiHCbKOI MOBOIO;
3pa3oK 300pakeHHSI Ha €KpaHi eJIeKTPOHHOro mnpucTporo_IllKanma OLHKM TSDKKOCTI — Cyiluay
Konymbiticekoro yHiBepcutery (C-SSRS) Buxinni ganxi/Bepcis ans ouintoBanHs, Big 10 rpyass 2021
POKY, pociticbkoro MoBoto; [1Ikana oifiHku TspKKocTi cyinmay Komymbiticbkkoro
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yHiBepcureTy (C-SSRS) 3 MoMeHTy ocTaHHBOrO Bi3uUTy, Bepcid Bif 14 ciung 2009 poky, yKpaiHCBKOIO

MoBoto Bif 06 TpaBHs 2014 poky; Illkama orifiHku TsHKKOCTI cyiumay Komym6iiickKoro yHiBepcUTeTy
(C-SSRS) 3 MOMeHTY OCTaHHBLOTO Bi3uTy, Bepcis Bif 14 ciuns 2009 poky, pocCiiicbKO0 MOBOIO Bif 29
kBiTHs1 2014 poky; 3pa3ok 300pa)keHHsI Ha eKpaHi efeKTpoHHOro mpucTporo_ IlIKasma OLiHKYA TSHXKKOCTI
cyinuay Konymbiticekoro yHiBepcutery (C-SSRS) 3 MOMEHTY OCTaHHBOTO Bi3uTy, Bif 18 TpaBHs 2021
POKY, YKpaiHCHKOH MOBOIO; 3pa3oK 300pakeHHs Ha €KpaHi eleKTpoHHOro mpuctporo_ Illkana orifiHKu
TSDKKOCTI cyitmay Konywmbiticbkkoro yHiBepcutery (C-SSRS) 3 MOMEHTY OCTaHHBOTO Bi3wTy, Bin 18
TpaBHS 2021 poky, pociiicbkoro MOBORO; 3pa30K 300pakeHHsI Ha €KpaHi eIeKTPOHHOTO
npucrtporo_EQ-5D-5L AHketa 11040 cTaHy 340poB’s, Bif 18 TpaBHa 2021 poky, YKpaiHCbKOIO MOBOIO;
3pa3oK 300pakeHHs1 Ha eKpaHi eeKTpOHHOro npuctpoo_EQ-5D-51 AHKeTa 100 CTaHy 3/10pOB’s, Bif
18 TpaBHs 2021 poky, pocilicbKor MOBOH; ONUTYBa/JbHUK /17151 OL[IHKWM BUKOPHUCTaHHSI PeCypCiB OXOPOHU
3nopoB’ss_HCRU, Bepcia Big 21 gunHa 2021 poky, ykpaiHCbKOr MOBO Bif, 04 ciunsg 2022 poky;
OrnuryBanbHUK [/ OLIHKM BUKOPUCTaHHA pecypciB oxopoHu 3zpo0pos’s_HCRU, Bepcisa Big 21 yunHs
2021 poky, pociiicbkoro mMoBoto Bif 04 ciuns 2022 poky; MixkHapoiHe HelpoIcuxXiaTpuuHe iHTepB’I0
MINI pns gociimkeHb TICUXOTUYHUX PO3JafiB, Bepcisi yKpaiHCbKOO mMoBoro 7.0.2 Big 11 rpyausa 2020
poky; KopoTkuii MiKHapoAHWM HeWpOICHUXiaTPUYHUM OIMUTYBaJbHUK AJi JOCTIPKEeHb MCUXOTUUHUX
3axBoptoBaHb (M.I.N.L.), Bepcis pocitickkoro MoBoro 7.0.2 Big 11 ciuns 2021 poky; OnuTyBa/JbHUK
orjsilaya [/1s1 1IKajJu TMO3UTHBHUX Ta HeraThBHUX cuHApoMiB (IQ-SCI-PANSS), ykpailHCbKOIO MOBOIO;
OnuTyBanbHUK OrJisgjada /[AJis I0Kaaud TMO3UMTHMBHUX Ta HeratuBHUX cuHApoMiB (IQ-SCI-PANSS),
pocilicbkkoro MoBoto; Illkana OLiHKM TO3UTUBHUX Ta HeratMBHUX cuUHApoMiB (PANSS), ykpaiHcbkoro
MoBo10; I1TKana OLiHKY MO3UTHBHUX Ta HeraTuBHUX cUHAPoMIB (Popma PANSS QuikScore™), Bepcis Bif
19 motoro 2021 poky, pociiickkoro MOBOI; KpuTepii OLIIHKM 3a IIKa/J0K MO3UTUBHUX Ta HEraTUBHHUX
cungpomiB PANSS, Big 05 Bepechs 2008 poky, yKpaiHCbKOO MOBOKO; Kputepii OLjiHKM 3a
IIKasI0k0 MO3UTUBHUX Ta HeraTuBHUX cuHApomiB PANSS, Bif 19 moToro 2021 poky, pocCiiiCbKOI MOBOIO;
CrpykrypoBaHe KiiHiuHe iHTepB’t0 - Illkana mosuTuMBHUMX Ta HeraTMBHUX cuHApPOMIB (SCI-PANSS),
Bepcida Bif 14 cepnHs 2008 poky, yKpaiHCBKOHO MOBOR; CTpyKTypoBaHe KiiHiuHe iHTepB’t0 - Illkana
MO3UTUBHUX Ta HeraTUBHUX CHUHPOMIB (SCI-PANSS), pocilicbkor0 MOBOIO; 3pa3okK
300pakeHHsT Ha eKpaHi eneKTpoHHOro TipucTporo_lllkasma TO3WUTUBHUX Ta HETaTUBHUX CHHJPOMIB
PANSS), Big 13 ciunsa 2022 poky, yKpaiHCbKOIO MOBOO; 3pa3oK 300pa’keHHsI Ha eKpaHi eleKTPOHHOTO
npuctporo_lllkana mO3MTUBHUX Ta HeraTuBHUX cuUHApomiB PANSS), Big 18 TpaBHsi 2021 poky,
pociiicbkoro MoOBoro; ITam’sTKa Ij0Zi0 3acTocyBaHHs1 maiebo-koHtposmto (PCRS), Bepcis 1.0 Bixg 10
cepnHs 2021 poky, Bepcis ykpaiHCbK0r0 MOBOO 1.0 Biz 04 ciuns 2022 poky; [Tam’gaTka
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npo 3actocyBaHHs Tuiariebo-koHTpostto (PCRS), Bepcist 1.0 Big 12 cepriast 2021 poKy, Bepcisi poCiiiCbKOr0
moBoto 1.0 Bim 04 ciuns 2022 poky; Ilam’siTka 1[0J0 3aCTOCyBaHHS I1ale00-KoHTpomo — IlapTHep
yuacHuka (PCRS-SP), Bepcis 1.0 Big 12 cepniag 2021 poky, Bepcisi ykpaiHCbKOr0 MoBorO 1.0 Big 04 ciuns
2022 poky; ITam’siTka mpo 3acTocyBaHHs Tuialjebo-kKoHTposito — [TapTHep yuacHuka (PCRS-SP), Bepcist 1.0
Bify 27 BepecHs 2021 poky, Bepcisi pocikicekoro Moo 1.0 Big 04 ciuna 2022 poky; Ilkana
Hepie3gatHOCTI [llrxaHa_KopoTkuili ONUTYyBanbHUK [/1s1 CAMOCTIMHOI OLIIHKM HeJi€3[aTHOCTI, Bepcisi
YKpalHCbKOIO MOBOKO Bif 27 TpaBHA 2016 poky; OnuTyBa/ibHUK 3 OL[IHKM HeJi€37aTHOCTI
[IMrxana_KopoTKWii ONMUTYBaJbHUK JJjisi CAMOCTIMHOI OL[iHKW He/i€3/1aTHOCTI, BePCisi pOCiHChKOI0 MOBOIO
Bif 27 TpaBHs 2016 poky; MoaudikoBana mikana CimricoHa — Anryca (MSAS), aHr/ilicbKol0o MOBOIO;
[ITkama ocobucToi Ta corjiasbHOI e)eKTUBHOCTI, BepCisi aHIJiiCchbKO MoBotO Bifi 02 BepecHst 2016 poky;
Bporiypa 1mioz0 Habopy B AOC/i/PKeHHSs, Bepcist 2 Bif 17 rpyansa 2021 poky, yKpalHCBKOIO
MOBO10; Bporiypa mon0 Habopy B JOCTiKeHHs, Bepcis 2 Bif 17 rpygusa 2021 poky,
OCifICbKOIO MOBOIO; BK/TFOUeHHSI [10[JaTKOBUX MiCL[b MPOBe/IeHHsI BUTIPOOYBaHHSI:
Ne I1.1.b. BiAmOBia/ILHOTO AOC/IIIHHUKA

/1 HasBa miclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. | nikap ®insby FO.O.

KomyHasibHe HekoMmepliiliHe TiarnpueMcTBo JIbBiBChKOI 006sacHOI pagu «JIbBiBCchbKa 0OsiacHa
KJIIHIYHa IICMXiaTpU4Ha JiiKapHs», BigaineHHs Ne25, m. JIbBIiB

2. | reH. gupektop Muxaimokosuu O.K.

KomyHanbHe HekomepliiiHe miarnpueMcTBo «Opecbka obiacHa TicuxiaTpuuHa JjikapHs Ne2»
Opecwbkoi obmacHOi pagu», TicuxiaTpuuHe BiagineHHst Nel6, Opmecbka 006sacTh, JIMMaHCHKUMT
p-H, c. OnekcaHjpiBka

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

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«PanziomizoBane, mMoABiMHe ciinie, T1alle00-KOHTPObOBaHe [JOCTIHKeHHsT Ga3u 3 A OI[iHKK
eheKTUBHOCTi, 0e3reyHoCTi Ta TepeHOCUMOCTi BanbbeHa3WHy SIK [J0/aTKOBOI Tepariil y TMailieHTiB i3
mm3odpenieto», NBI-98854-ATS3019, 3 inkopriopoBaHoro norpaBkoto 1.0 Bix 15 BepecHst 2021 poky
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3asiBHUK, KpaiHa Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AVMK’FOBIA PJIC YkpaiHa»
CnoHcop, KpaiHa «HbropokpuH Batiocaencis, Ink.» (Neurocrine Biosciences, Inc.), CIITA
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi OHoB/eHHH TIPOTOKOJT KiliHiuHOTO BUMpoOyBaHHs, Bepcis 10 Big 10 ciuns 2022 p.; ®opma indhopmoBaHOi
TI0IIpaBKU 3roJi Bepcisl Ay YKpaiHM yKpalHCBKOK Ta POCIMCBbKOIO MoBaMHu Bif 24 mortoro 2022 p. Ha ocHOBI
MozenbHOT hopmu iHopmoBaHoi 3roau As gocaimkeHHss WO30070 Bepcis 10 Big 07 ciuns 2022 p.

Howmep Ta gata Hakazy Ne 1090 Biz 19.10.2016

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «bararorieHTpoBe paH[0Mi30BaHe I/1alle00-KOHTPOIboBaHe AoctimkeHHs 11 da3u are3osnizymaby (aHTH-

BUIIPOOYBaHHs, KO/, PD-L1 aHTUTL/I0) B peXXUMi MOHOTeparil Ta B O€ZHAHHI 3 XiMiOTepari€r Ha OCHOBI I/IaTUHY y MaLli€HTIiB

BepcCis Ta jara i3 He/lKOBaHOI MiCIeBO-TIOIIMPEHO ab0 MeTacTaTHUHOK YpPOTesialbHOK KapruHOoMor», W030070,
Bepcist 9 Big 9 6epe3ns 2021 p.

3asiBHUK, KpaiHa ToBapucTBO 3 00MEKEHOIO BiNOBifabHICTIO «Pomm YkpaiHa»

CnoHcop, KpaiHa ®.Xodbdmanu-JIg Pou JIta (IBetitjapis)

CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpouypa pocnignuka Etpacimog (APD334), Buganus 9.0 Big 17 muctonaza 2021 poky, aHI/iHCBKORO
MoBow; [HdopMmarjitinuit auctok i Qopma 3rogu A8 AOJATKOBOrO  AOCTimKeHHS 1, Bepcis
V6.1UKR(uk)1.0 Big 10 mororo 2022 poky, nepekiaj yKpaiHCbKOHO MOBOM Bif 11 kBiTHs 2022 poky;
[HdopmariitiHmii vcTok i hopma 3roau Ast AogaTkoBoro AoctimkeHHs 1, Bepcisi V6.1UKR(ru)1.0 Big 10
JIFOTOTO 2022 poky, nepeksaf, pocilicbkkoro MoBoto Bif 11 kBiTHsA 2022 poky; [HpopmariiiHmii
MUCTOK i dhopMa 3rofu A AojaTkoBoro gociimkeHHs: A, Bepcis V3.1UKR(uk)1.0 Big 08 smororo 2022
POKY, miepeksiaZi yKpaiHCbKOr MoBOIO Bif 11 kBiTHa 2022 poky; IHdbopMauilinuii 1McToK i ¢opma 3rogu
nnsi pogatkoBoro gocmigkeHHss A, Bepcigs V3.1UKR(ru)l.0 Big 08 mtororo 2022 poky, mepeknaj
POCiMCBKOI MOBOIO Bif 11 kBiTHs 2022 poky; IHdopmaLiiiiHuii TUCTOK i (hopma 3rofu Ha yuyacThb
y HeoOOB’SI3KOBOMY MaiOyTHLOMY HaykKoBOMy aocmhimkeHHi, Bepcis V1.1UKR(uk)1.0 Big 28 mroToro
2022 poky, TiepeK/aj, YKpaiHCbKOI MOBORO Bif 25 6epe3nst 2022 poky; IHdbopmariiiiauii mucToK i hopma
3ro/ii Ha y4acTb y Heo0OB’SI3KOBOMY MaiiOyTHROMY HayKoBoMy aAociimkenHi, Bepcis V1.1UKR(ru)1.0
Big 28 motoro 2022 poKy, mepeKiaj, pPOCiiicbKor MOBOFO Bif 25 6epe3Hst 2022 poky; Oruc npo pekiamy,
1o Oyie po3wmiiieHa B Mepexi Facebook Ta Ha Be6-cTopiniii EFCCA f1s1 KpaiH-ydacHHIb €BpOITH, Bepcist
1.0 Big 29 nucronazna 2021 poky, aHriiicbkoro MoBow; Ilepeksaj, yKpaiHCbKOI MOBOIO Bif 21
motoro 2021 poky Onwmcy Tpo pekjiamy, 1o 0yze po3mimieHa B Mepexi Facebook Ta Ha BeG-cTopiHIi
EFCCA pns kpaiH-yuacHulb €Bpony, Bepcis 1.0 Big 29 mucronaga 2021 poky; Peknama /st po3mileHHs
B Mepexi Facebook Ta Ha BebG-ctopinii EFCCA pans kpaid-yuacHuilb €BpornH, Bepcis 1.0 Big 17
miuctonaza 2021 poky, aHriiickkoro MoBoro; [lepeknaz yKpaiHCbKOHO MOBOIO Bif 21 motoro 2022 poky
Peknamu ajis po3miliieHHst B Mepexxi Facebook Ta Ha Be6-cTopinii EFCCA s KpaiH-yuacHUI[> €BpOIH,
Bepcis 1.0 Big 17 nucronaga 2021 poky




2 NpoOBXKeHHd fojartka 10

Howmep Ta fara Haka3zy Ne 762 Biz 20.04.2021

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO BaraToieHTpoBe, paHZ0Mi30BaHe, MO/BiliHe Climne J0C/ipKeHHs, 110 TPOBOAUTHCS B Mapase/bHUX rpymnax

BUTIPOOYBaHHS, KO/, [Uis OLiHKK e(eKTMBHOCTI Ta 0e3revHOCTi MepopasbHOTO eTpaciMoAy TpPU MOT0 3acTOCYBaHHI [jist

BepCisi Ta jjara iHAYKIiMHOI Ta MiATpUMYyBa/bHOI Tepartii MpH JiKyBaHHI aKTWBHOI xBopobu KpoHa Bij momipHOro [0
BaXXKOro cryreHs TspKKocTi, APD334-202, 3 inkopriopoaHoto nonpaskor 2.0 Big 11 yepsHs 2020 poky

3asiBHUK, KpaiHa [TignmpuemcTBo 3 100% iHo3emMHoO0 iHBecTULjie0 «AVK’HOBIA PZIC YkpaiHa»

CrioHcop, KpaiHa «Apena ®apmackroTtikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi —

Marepiaau/mpernaparu

CYIYTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopaTok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

[MpuBiTanbHUI MUCT nalieHTa, Bepcis 1.0 Big 17 motoro 2022 poky Ansi YKpaiHW, YKpaiHCbKOK MOBOIO;
®OPMA 3AABKU HA BIAIIKOAYBAHHSA BUTPAT TA IMPABWJIA II 3ATIOBHEHHS, sepcisa 1.0
Bing 17 motoro 2022 poky ans Ykpainu, ykpaiHcbkoro moBorw; JIMCT ITPO ITNIATDKHY KAPTKY
PATIENTPRIMARY®, Bepcis 1.0 Big 17 motoro 2022 poky Ay YKpainu, yKpaiHCbKoro MoBoto; JIMCT
[TPO TVIATDKHY KAPTKY PATIENTPRIMARY®, Bepcis 1.0 Big 17 motoro 2022 poky a5 YKpaiHu,
anrjiicbkoro MoBow; POPMA 3101 HA 3BIP TA BUKOPUCTAHHSA ITEPCOHAJIBHUX JAHUX,
Bepcis 1.0 Big 17 motoro 2022 poky f/s1 YKpaiHu, yKpaiHCbKOHO MOBORO; BiTanbHuil UCT caiiTy, Bepcis
1.0 Big 16 6epe3ns 2022 poky, aHIJIiHCHKOK MOBOI; HaBuanbHi ciiabiau caity, Bepcis 1.0 Big 16 6epesHs
2022 poKy, aHI/TilCbKOI0 MOBOIO

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

Ne 2616 Big 24.11.2021

Has3sa k/1iHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PO3IINPEHE [JOCJHIIDKEHHA ®&A3M 1/2a 31 3BUIBLIEHHAM [JO3U [AJId OLIHKU
BE3INEYHOCTI, IMTEPEHOCUMOCTI, ®APMAKOKIHETUKHU, OAPMAKOIVUHAMIKN TA
[TPOTUITY XJIMHHOI AKTUBHOCTI ITPEITAPATY PF-06873600 B AKOCTI MOHOTEPAIIII TA ¥
KOMBIHALII 3 EHIOKPMHHOIO TEPAIIIEFO» , C3661001, momnpaBka 7 40 HpOTOKody Bix 07
yepBHs1 2021 poky

3asgBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA




2 MpOJOBXKeHHs fojaTka 11

CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi Bpomypa mocnmigavka Eftilagimod alpha (efti; IMP321), Buganns 9.0 Bim 2 6Gepesnsi 2022 poky,
TIOIIPaBKU aHIJIIICBKOK MOBOIO

Howmep Ta fara Haka3zy Ne 1966 Biz 15.09.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO TACTI-003 («/IBa akTuBHi iMyHOTeparneBTHYHi 3acobu»): bararolieHTpoBe, BifKpuTe, paH/A0Mi30oBaHe
BUTIPOOYBaHHS, KO/, pocrimkensst I dasu gy OL[iHKK 3aCTOCYyBaHHSI pO34MHHOrO ribpuaHoro 6imka LAG-3, edtunarimony
BepCisi Ta jara anbta (edtu; IMP321), y KombiHariii 3 memoposizymabom (aHtaronicrom PD-1) asist mepiioi jiiHii Teparnii

TMALli€HTiB 3 Hepe3eKTabelbHOI peLUIMBHOI0 ab0 MeTacTaTMYHO TJIOCKOK/IITUHHOK KapLTHOMOIO
rosiou Ta i (ITKKT'IT), TACTI-003, Bepcis 1.3 Big 05 »xoBTHsA 2021

3asiBHUK, KpaiHa TOB «Apencisa Ekcriioparopi Megicin», YkpaiHa
CnoHcop, KpaiHa Immutep S.A.S. / ImmyTen C.A.C., ®panyis
CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpomypa gocmigauka Osamapu6 (Olaparib) (AZD2281, KU-0059436), Buganns 21 Big 31 ciuns
2022 poKy, aHITiKCbKOI0 MOBOIO

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

Ne 2107 Big 17.10.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Hocmimkenns 111 ¢a3m a1 membponizymaly y KomOiHalii 3 KapOoriaTiHOM / TakcaHOM (TIaKJTiTakcest
abo Hab-maksiTakcesn) 3 TOJA/MBIIMM BBeJeHHAM IeMOposisymady y KomOiHawii 3 miagTpuMyrounm
MKyBaHHSIM oJiariapubom abo 6e3 HBOrO B SIKOCTi Tepariil mepioi JiiHil y MaifieHTiB i3 MeTacTaTUYHUM
TUIOCKOK/TITHHHUM HeZpiObHoKmiTHHHMM pakoMm JiereHiB (HKPJI)», MK-7339-008, 3 iHKOpmopoBaHOO
riorpaBkoro 04 Bif 22 x0BTHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. reHepajibHOr0 ANpeKTOpa JlupeKTopary
(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX



Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa gocsifgHyKa /7151 JOCTiKyBaHOTO JliKapcbkoro 3aco0y Benerokmakc (ABT-199), Bepcis 14 Bifg
14 ciung 2022 poky

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

Ne 422 Bipx 10.03.2021
Ne 248 Big 09.03.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraToLieHTpOBe paHZOMi30BaHe BiJKpUTe JOC/I[KeHHS (a3 3 [ BHUBUEHHS BEHETOK/IAKCy Ta
JleKcaMeTa30Hy y MOPIiBHSHHI i3 MOMasiioMiZioM Ta JieKkcaMeTa30HOM y mailieHTiB i3 t(11;14)-mo3uTuBHOIO
peLArBHOI ab0 pedpakTepHOI MHOXXHUHHOK MieoMowo», M13-494, Bepcis 10.0 Big 31 ceprHs
2021 poky;

«bararouLeHTpoBe, paHJOMi30BaHe, TMOABiliHe cCJine [AOCTiKeHHs (a3 3, y SKOMY BHBUAETHCSA
6opre3omib Ta JekcameTa3oH y KoMOiHallii 3 BeHETOK/IaKCcOoM abo muiare6o y MalfieHTiB 3 peLyMBHOI0
ab0 pedpakTepHOI MHO>XXMHHOIO Mi€/IOMOIO 3 UYT/IMBICTIO 10 iHTiOiTOPiB MpoTeacom abo y MallieHTiB, sKi
He OTPUMYBA/IM JIiKyBaHHs iHribiTopamu mpoteacom», M14-031, 3 iHKOpPIopoBaHO A/IMiHiCTPaTUBHOIO
3miHOWO 1 i IlompaBkoro 0.01 (tinbku pns Ppaniii), MicueBoro I[lompaBkoro 1 ansa fAnonii Ta
I'nobanearMu ITonpaBkamu 1, 2, 3, 4, 5, 6, 7 ta 8 Big 16 rpyansa 2020 poky

3asaBHUK, KpaiHa

«E66Bi Biodapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

E66Bi Ink, CIIA / AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary
(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX



Honmatok 15
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Hpopmariisi ang mailieHta Ta iHQopMOBaHa 3rojja Ha ydYacTb y HAayKOBOMY [JIOCJi/PKeHHi Ta
HeoOOB’s13KOBOMY JiocmipkeHHi, Bepcisg 12.0 ansi Ykpainu Bif 24 ciuns 2022 poky, yKpaiHCBKOHO Ta
pocilicbkoro MoBamu; [HpopmaliiiiHa KapTka natieHTa, Bepcisi 4.0 ans Ykpainu Big 07 >koBTHsS 2021 poky,
YKPaiHCBKOI0 Ta POCIMCHKOI0 MOBaMH

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

Ne 403 Big 04.05.2016

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanziomizoBane, mozgiiiHe ciine gociimkenHs III ¢a3u [yia MOPiBHSHHA TperapaTy YTMaJalUuTHHIO
(ABT-494) y Burnsiai MoHoTepamii oguH pa3 Ha JeHb 3 MeTOTpekcaTOM y BUIJIsiIi MOHOTeparmii y
MaLi€HTIB 3 CepeJHbOTSIKKOIO Ta TSHKKOIO (hOpMaMy aKTMBHOTO PeBMAaTOIHOTO apTpUTY, 110 paHille He
OTpUMYyBa/M MeToTpekcaT», M13-545, 3 iHKOpriopoBaHUMU AMiHicTpaTUBHUMU 3MiHamu 1, 2, 31 4 Ta
[ToripaBkamu 1, 2, 3, 4, 5, 6, 7 ta 8 Big 03 rpygHs 2020 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapis

CnoHcop, KpaiHa

E66Bi Ink, CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikallis cyTreBoi 3MiHa BiZIMOBiIaIbHOTO OC/TiZIHMKA Ta MiCIisl IPOBE/IeHHSI K/IiHIYHOTrO BUIIPOOYBaHHS:
TIOIPaBKU byno Crano
K.M.H. CopokiHa [.O. K.M.H. boiuyk H.C.
Mepuunuii LIEHTP TIPUBaTHOT O BUIIOTO | MeuUHUI LIEHTP TOBApUCTBA 3 0OMEKeHOI0
HaBUaJbHOTO  3ak/jajy  «lHCTUTYT  3arajbHOI | BiZJaOBi/a/bHICTIO «EnensBelic Mepikcy,
TPaKTHUKH - CiMetHOT MeIULIMHU», M. KuiB NiKyBanbHO-NIPOQINAaKTUUHUN  MiApo3zdin, M.
Kuip
Howmep Ta fara Haka3y Ne 1468 Big 21.11.2017
MO3 100 3aTBepAKeHHs
KJIiHIUHOT'O BUTIPOOYBaHHS
Ha3Ba kiiHiuHOr 0O «PanzomisoBane, noggiiiHe ciine pocsimkenss, 111 ¢a3u, Ay MOpiBHSHHS TperapaTy YTaJalUTHHIO
BUIPOOYBaHHs, KO/, (ABT-494) 3 riaue6o Ta 3 afjajiiMyMaboM y Talli€HTiB 3 aKTUBHUAM TICOPiaTUYHUM apTPUTOM, sSIKi MarOTh B
Bepcis Ta JjaTa aHaMHe3i HeaZleKBaTHY BiAMOBib TIpUHAWMHI Ha OAWH HebiosoriuHMi XBOpOOO-MOgUbIKyHOUNit

npotupeBMatnuHuii npenapar (XMIIPIT) — SELECT - PsA 1», M15-572, 3 iHKOpIOpOBaHUMH
aaMiHicTpaTMBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ans Toukonry (Kwuraif)], 7 i 8 Ta IMTonpaBkamu 1, 1.01
(zmnst VHP kpain) 2, 3, 4, 5, 6 Ta 7 (5715 Bcix kpaiH kpim Anosii) Big 30 ciunsa 2021 poky

3asBHUK, KpaiHa «E66Bi biodapmackioTikans I'm6X», IlIBeitjapis
CrioHcop, KpaiHa AbbVie Inc., USA

CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi 3MiHa crioHcopa KiliHiuHOro BUTIpoOyBaHHs 3 «Asutepras Jlimiten», Benrkobputanist (Allergan Limited,

TIOTIPaBKU United Kingdom) Ha «E60Bi Ink.», CIIIA (AbbVie Inc., USA); IloBizjoMieHHs MAI[iEHTOBi MPO 3MiHYy
CrioHCOopa, Bepcis 2.1 Bif 27 ciunsa 2022 poky, YKpaiHCBKOIO Ta POCICBKO MOBaMH

Howmep Ta gata Hakazy Ne 2616 Big 24.11.2021

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «Bigkpure pocmimkenss 11 ¢a3m 3 oLiHKKA AOBrocTpoKOBOI 0e3MeuHOCTi MepopasbHOrO 3aCTOCYBaHHS

BUIIPOOYBaHHs, KO/, MHAKIOTUAY B AiTelt i3 dyHKUioHansHUM 3akperioM (P3) abo cHHAPOMOM MOPa3HEHOT0 KUIIIEYHHKA i3

BepcCis Ta jara 3akperniom (CITK-3)», LIN-MD-66, nonpaBka EU-2 Bix 07 ceprius 2020 p.

3asBHUK, KpaiHa «E66Bi BiodapmacbtoTikan3z 'M6X», IlIBeiiiapis

CrioHcop, KpaiHa Allergan Ltd., United Kingdom

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi 3MiHa crioHcopa KiliHiuHOro BUTIpoOyBaHHs 3 «Asutepras Jlimiten», Benrkobputanist (Allergan Limited,

TIOTIPaBKU United Kingdom) Ha «E60Bi Ink.», CIIIA (AbbVie Inc., USA); IloBizjoMieHHs MAI[iEHTOBi MPO 3MiHYy
CrioHCOopa, Bepcis 2.1 Bif 27 ciunsa 2022 poky, YKpaiHCBKOIO Ta POCICBKO MOBaMH

Howmep ta faTa Haka3y Ne 2554 Big 09.11.2020

MO3 m00 3aTBepAyKeHHs

KJTIiHIUHOTO BUTIPOOYBaHHS

Hasga kniHiuHOrO «bararorieHTpoBe, paH[OMi30BaHe, TO/BiliHe ciire, ruiarie00-KOHTPOBOBaHe [OC/TimKeHHs dasu 3 B

BUIIPOOYBaHHs, KO/, rapasebHUX Tpynax 3 OL[iHKM Oe3neuHocTi W edeKTUBHOCTI JIiHAKIOTUAY TIpU TepopajbHOMY

Bepcid Ta jjata 3aCTOCYBaHHi y fiTeit BikoM 6—17 pOKiB, 1[0 CTpa)katoTh Ha ¢yHKIioHanbHUM 3amnop (P3)», LIN-MD-64,
Bepcist EU-3 Biz 08 ceprius 2020 p.

3asBHUK, KpaiHa «E66Bi biodapmacktoTikan3 I'm6X», I1IBetitjapis

CrioHcop, KpaiHa Allergan Ltd., United Kingdom

CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa crioHcopa KiliHiuHOro BUTIpoOyBaHHs 3 «Asutepras Jlimiten», Benrkobputanist (Allergan Limited,
United Kingdom) Ha «E66Bi Ink.», CIIIA (AbbVie Inc., USA); IToBigjomM/ieHHs Mal[ieHTOBi MPO 3MiHY
crioHcopa, Bepcisi 2.1 Bifg 27 ciung 2022 poky, YKpaiHCBKOIO Ta POCIMCHKOIO MOBamH; 3alyudeHHs
JI0ZAaTKOBOI OpraHi3ariii, sikiii CrioHCOp ZesneryBaB cBoi 000B’sI3KM Ta (yHKIIii, OB’ s13aHi 3 MpOBeIeHHAM
KiaiHiuHoro  BumpobyBanHas — «SMO UK  Limited», 1o fgmie B YKpaiHi  4yepe3
TOB «CMO-TPYII YKPAIHA», TOB «Arenuis «C.M.O.-Ykpaina», TOB «CMO-JIoricTuka»

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

Ne 2616 Bif 24.11.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«6-TIKHeBe DaraTOLleHTPOBe paHZAOMi30BaHe TO/BiiHe cJiime Tuialeb0-KOHTPOIbOBaHEe JOC/TiHKEeHHS B
rapasie/lbHUX TpyTax 3 BUBUEHHS e(eKTHBHOCTI ¥ Oe3neuHOCTi KapurpasuHy y aiteit (BikoMm Big 10 mo
17 pokiB) mpu JiKyBaHHi [elpecUBHUX eIi30/[iB, TMOB’s3aHUX 3 OimonspHUM po3nagom [ Tumy»,
3112-301-001, mompaska 2 Big 19 yirotoro 2021 p.

3asgBHUK, KpaiHa

«E66Bi Biopapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

«Annepran Jlimiten», Benkobpuranisi (Allergan Limited, United Kingdom)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi OnoBnene [ocke AocmimpKyBaHOTo Jikapcbkoro 3acoby MK-4280A, Bepcis 07YZFC, Big 11 nroTtoro
TI0IIpaBKU 2022 p., aHI/1IMICBKOK MOBOO
Howmep Ta fara Haka3zy Ne 2616 Big 24.11.2021

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

HasBa kniHiuHOTO «Hocmimkennss 111 ¢a3sm MK-4280A (kombiHawiss ¢aBe3enimady [MK-4280] 3 membGposizymabom

BUTIPOOYBaHHS, KO/, [MK-3475]) y nopiBHSIHHI 3i CTaHAAPTHUM JIiIKyBaHHSIM TIPU PaHillle B)Ke JIKOBAHOMY MeTacTaTUUYHOMY

Bepcid Ta jarta PDL1-no3suTMBHOMY KOJIOpeKTa/lbHOMY paky», MK-4280A-007, 3 iHKopriopoBaHo0 rorpaBkorw 02 Bix
17 BepecHs 2021 poky

3asaBHUK, KpaiHa ToBapucTBo 3 06MexxeHO0 BiznoBifanbHicTi0O «MC/I YKpaiHa»

CrnioHcop, KpaiHa «Mepk Ilapn enp Hoym Koprm.», godipHe mignpueMmctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpernaparu

CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpomypa gocmigauka Osamapu6 (Olaparib) (AZD2281, KU-0059436), Buganns 21 Big 31 ciuns
2022 poky, aHr/ilicbKor MOBOW; YKpaiHa, MK-7339-013, Indopmatiis Ta foKyMeHT mpo iHhopMoBaHYy
3roAly AJid natjieHTa, Bepcis 03 Bif 25 kBiTHS 2022 p., yKpaiHCbKOK MOBOIO

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

Ne 80 Big 19.01.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomiszoBane, moABiliHe citine, TIalle00-KOHTPObOBaHe fociimkeHHs III ¢a3m g1 oiiHKM
nembponizymadby (MK-3475) y mnoegHaHHI 3 CyMyTHbOK XiMiOIIDOMEHEBOIO Teparli€lo 3 TOoJa/bIINM
BBeJIeHHsIM 11eMOpoJtisyma0y 3 osarapubom (MK-7339) abo 6e3 HbOTro y TIOPiBHSIHHI JIWIIIE 3 CYMTyTHBOO
XiMIOTIDOMEHEeBOK0 ~ Tepari€eld B y4YaCHMKIB 3  HeILIOJaBHO  /iarHOCTOBAaHUM  JIOKa/li30BaHUM
npibHOKTiTHHHUM pakoMm JereniB (JIAPJT)», MK-7339-013, 3 iHkopriopoBaHowo monpaBkow 03 Bif
16 mrHg 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi Bpourypa gocnignuka AB-729, Bepcis 5.0, Big 08 nucronaga 2021 poky, aHrailickkoro MoBoto; bporitypa
TI0IIpaBKU pocnigauka ATI-2173, Bepcid 4.0, Big 05 ciuns 2022 poKy, aHI/TiMCbKOK MOBOIO
Howmep Ta fara Haka3zy Ne 310 Big 23.02.2021

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «®a3a 2A, paHgoMi30BaHe, TO/BiliHe Clire, M1aleb0-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/TiPKEHHS 3

BUTIPOOYBaHHS, KO/, BH3HAUEHHSI OMNTHUMAaJIbHOI /103U A/l OLiHKKA Oe3reuHocTi Ta edekTUBHOCTI mperapaty ATI 2173 y

BepCisi Ta jara KoMOiHallii 3 TeHO(OBipy AM3OMPOKCHIY ¢ymapaToM Yy TAIiEHTIB 3 XpOHIUHOIO iHGeKIjielo Bipycy
renatuty B Ta y matjieHTiB 3 KoiHdekiiero Bipycy rematuty D», ANTT201, Bepcis 3.0, ITorpaBka 02, Bix
10 Bepecns 2021 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», Ykpaina

CrnioHcop, KpaiHa Antioc Tepanesrikc k., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopnatok 1 Big 14 kBiTHsA 2022 p. go IJIIT/®I3 Bepcist 2.0 aHriicbkoro MoBoro; Joaatok 1 Bif 14 KBiTHS
2022 p. po UIIT/®I3 Bepcis 2.0 ykpaiHCbKOIO MOBOO; 3rojia Ha 306ip Ta 00poOKy MepcoHa/lbHUX JaHUX
YKPaiHCbKOK MOBOIO

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

Ne 833 Big 28.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«52-TwKHeBe, paH/IOMi30BaHe, IMO/BiliHe CJiime, Tiareb0 KOHTPOJIbOBaHE [OC/iKeHHSI Y Tapasie/lbHUX
rpyrnax 3 MeTOH OL[iHKH e(eKTMBHOCTI Ta Oe3meuHocTi ABox 03 npernapatry CHF6001 y dopmi cyxoro
MOPOLIKY [JIS1 iHra/IALiM, W0 JOAAThCA A0 MiATPUMYHOUOI MOTPIMHOI Tepamii y NalieHTIiB i3 XpPOHIYHUM
0OCTPYKTMBHUM 3axXBOpIoBaHHsM jiereHb (XO3JT) Ta xpoHiunum 6ponxiTom», CLI-06001AA1-04, Bepcis
2.0 Big 03 TpaBHs 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

«K’e3i @apmarieBrtiui C.1m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Hopartox 24
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopnatok 1 Big 14 kBiTHsA 2022 p. go IJIIT/®I3 Bepcist 2.0 aHriicbkoro MoBoro; Joaatok 1 Bif 14 KBiTHS
2022 p. po UIIT/®I3 Bepcis 2.0 ykpaiHCbKOIO MOBOO; 3rojia Ha 306ip Ta 00poOKy MepcoHa/lbHUX JaHUX
YKPaiHCbKOK MOBOIO

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

Ne 833 Big 28.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«52-TwKHeBe, paHZOMi30BaHe, TIO/BiliHe CJlire, 3 TOABIMHUM MacCKyBaHHSIM, 3 KOHTpOJieM Iiare6o Ta
aKTUBHMM KOHTposneM pochifkeHHs (Poduyminact, [Hanipecn® 500 MKr), L0 NPOBOAWUTHCS B
rapasie/TbHUX Tpyrax 3 MeTOH OLiHKK edeKTUBHOCTI Ta OGe3meuHocTi ABox 03 mpernapaty CHF6001 y
(dopmi cyxoro Mopoumky /s iHrassiii, 10 JOAAIThCSA A0 MiATPUMYIOUO] MOTPiHOI Teparil y maljieHTiB
i3 XpOHIUHMM OOCTPYKTMBHUM 3axBOprOBaHHsM JiereHb (XO3JI) Ta xpoHiuHuM Oponxitom», CLI-
06001AA1-05, Bepcis 2.0 Big 03 TpaBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXeHO0 BifnoizanbHicTIO «JIABKOPIT K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e3i ®apmatietiui C.r.A.» [Chiesi Farmaceutici S.p.A.], ITanis

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

OwnoBneHa 6portrypa gociigauka Retifanlimab (Takosx Bigomuit sk MGA012 abo INCMGAO00012), Bepcis
8.0 Big 10 sucromaza 2021 p.; OnoBneHa CP-MGA271-06, Indopmariisi g maiieHTa Ta ¢dopma
indbopmoBaHOi 3rofu /1 YKpaiHM YKpaiHChbKOK Ta pOCIMCbKOK MOBaMH, ocTaTouHa Bepcisi 4.0 Bif
31 6epe3nst 2022 p. Ha OCHOBi MaiicTep-Bepcii Jyisi €BpONY aHIJIICHKOI0 MOBOIO, OCTaTOYHA Bepcis 4.0
Biz 28 motoro 2022 p.

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

Ne 1326 Big 02.07.2021

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

«Bigkpure mocmimkeHHss da3u 2 A7 OLiHKU eHoO/iTy3ymaby B KombiHarjii 3 petudansiMmabom abo
TeboTesliMaboM y mepiiifi JliHiI JiKyBaHHS TALli€HTIB 3 pelUAuByIOUMM ab0 MeTacTaTHUHUM
IVIOCKOK/IITUHHUM pakoM rosiosu Ta mui», CP-MGA271-06, monipaska 1, Big 16 rpyans 2020

3asaBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHOr0 BiznoBizanbpHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

Makpo/lxeHikc, IHK. (MacroGenics, Inc.), CILIA

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HomoBHeHHs1 10 iHdopMaljiliHoro muctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcis V1.0UKR(uk)1.1 Big
31 Gepesnst 2022 poky, nepeksiaf, yKpaiHCbKOH MoOBOIO Bifi 04 TpaBHs 2022 poky; [loroBHeHHsI [0
iHdopmariiiiHoro mmctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcisi V1.0UKR(ru)l.1 Bixm 31 6Gepesus
2022 poky, nepeknaz pocikcbKo MOBORO Bifi 04 TpaBHs 2022 poky

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

Ne 38 Big 11.01.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHgomizoBaHe, moABiliHe crine, MIaleb0-KOHTPO/IbOBaHe, OaraTOIleHTPOBE JOC/I/PKEHHS, IO
MPOBOAUTLCS B Mapasie/lbHUX Tpymax, i3 3aCTOCyBaHHSIM (pikCOBaHMX /03 [Jisi OL[iHKHA e(eKTUBHOCTI Ta
6e3neuHocTi nipenapaty SEP-363856 y matieHTiB i3 mm3odpeHiero y rocTpoMy NCUXOTUUHOMY eIli30fi»,
SEP361-301, Bepcis 4.00 3 iHKopnopoBaHow cyTTeBOO nonpaskoro 3.00 Bix 26 ciunsa 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HomoBHeHHs1 10 iHdopMaljiliHoro muctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcis V1.0UKR(uk)1.1 Big
31 Gepesnst 2022 poky, nepeksiaf, yKpaiHCbKOH MoOBOIO Bifi 04 TpaBHs 2022 poky; [loroBHeHHsI [0
iHdopmariiiiHoro mmctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcisi V1.0UKR(ru)l.1 Bixm 31 6Gepesus
2022 poky, nepeknaz pocikcbKo MOBORO Bifi 04 TpaBHs 2022 poky

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

Ne 38 Big 11.01.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHgomizoBaHe, moABiliHe crine, MIaleb0-KOHTPO/IbOBaHe, OaraTOIleHTPOBE JOC/I/PKEHHS, IO
MPOBOAUTLCS B Mapasie/lbHUX Tpymax, i3 3aCTOCyBaHHSIM (pikCOBaHMX /03 [Jisi OL[iHKHA e(eKTUBHOCTI Ta
6e3neuHocTi nipenapaty SEP-363856 y matieHTiB i3 mm3odpeHiero y rocTpoMy NCUXOTUUHOMY eIli30fi»,
SEP361-302, Bepcis 3.00 3 iHKOpnopoBaHOw CyTTeBOO nonpaskoro 2.00 Bix 26 ciunsa 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi [HomoBHeHHs1 10 iHdopMaljiliHoro muctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcis V1.0UKR(uk)1.1 Big
TI0IIpaBKU 31 Gepesnst 2022 poky, nepeksiaf, yKpaiHCbKOH MoOBOIO Bifi 04 TpaBHs 2022 poky; [loroBHeHHsI [0
iHdopmariiiiHoro mmctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcisi V1.0UKR(ru)l.1 Bixm 31 6Gepesus
2022 poky, nepeknaz pocikcbKo MOBORO Bifi 04 TpaBHs 2022 poky

Howmep ta faTa Hakasy Ne 38 Big 11.01.2020
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «BigKpuTe po3ipeHe JOC/TiIPKeHHSs /1S OL[iHKK 0e3reuHOCTi Ta mepeHocuMocTi rpenapaty SEP-363856
BUTIPOOYBaHHS, KO/, y nauieHTiB i3 mmsodpeHieto», SEP361-303, Bepcis 3.01 3 iHKOPIIOPOBaHOK HECYTTEBOKO MONPaBKOH
Bepcis Ta jara 2.00 Big 25 ciunsg 2021 poky

3asgBHUK, KpaiHa ITignpremctBo 3 100% iHo3emHor0 iHBecTuLiieto «AVIK’FOBIA PJIC Ykpaina»

CrioHcop, KpaiHa «CyHoBioH ®apmacekroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIITIA

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTrO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HomoBHeHHs1 10 iHdopMaljiliHoro muctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcis V1.0UKR(uk)1.1 Big
31 Gepesnst 2022 poky, nepeksiaf, yKpaiHCbKOH MoOBOIO Bifi 04 TpaBHs 2022 poky; [loroBHeHHsI [0
iHdopmariiiiHoro mmctka Ta ¢dopmu iHpopmoBaHoi 3rogu, Bepcisi V1.0UKR(ru)l.1 Bixm 31 6Gepesus
2022 poky, nepeknaz pocikcbKo MOBORO Bifi 04 TpaBHs 2022 poky

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

Ne 662 Biz 16.03.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHfomi3oBaHe, TOBiliHe CJlile [OCTI[)KeHHS, L0 TPOBOJAUTHCA 3 BUKOPUCTAHHSM aKTHBHOIO
Tiperapary B SIKOCTi KOHTPOJIIO /IJIs OL[iHKHM IOBrOTPHBasIOi Oe3reuHocTi i mepeHOCHMMOCTi riperiapaty SEP-
363856 y mauienTiB i3 mmsodpeHiero», SEP361-304, Bepcis 3.00 3 iHKOpPHOpPOBaHOK CYyTTEBOKO
nioripaBkoro 2.00 Big 14 ciung 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 30

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporitypa gociifHUKa AOC/TipKyBaHOTO JTiKapCchbKoro 3acody Brexpiprazole (OPC-34712), Buganns 17 Bif
27 BepecHss 2021 poky; 331-10-234_VYkpaiHa_lndopmauiiauii muct i dopma iHdbopmoBaHoi 3roau
y4yaCHHUKA [JOC/ipKeHHs, SKOMY BUITOBHIOETbCA 18 POKiB miJ yac yyacTi B JOC/iJyKeHHi, Bepcis 7.1 Bif
26 ciyns 2022 p. yKpaiHCBKOIO Ta pociticbkkoto MoBamu; 331-10-234_YkpaiHa_Iadopmariisi g1t 6aTbKiB i
dopma iHdbopmoBaHoi 3rogu, Bepcisg 7.1 Big 26 ciuns 2022 p. yKpaiHCBKOIO Ta POCIHCHKO MOBamu;
331-10-234_YxkpaiHa_Ilndopmanilinuii nuct Tta Qopma 3rogu A YYaCHHKIB JOC/i[I)KeHHS BiKOM
13-14 pokiB, Bepcias 7.1 Big 26 ciuag 2022 p. yKpaiHCBKOIO Ta PpOCIMCBKOIO MOBamy;
331-10-234_Yxkpaina_Ilndbopmanilinuii 1ucT Ta Gopma 3rofu AJis YYaCHUKIB JOC/Ti/PKeHHsl Bikom 14—17
POKiB (BK/IHOUHO), Bepcis 7.1 Big 26 ciuns 2022 p. yKpaiHCBKOIO Ta pOCiHCbKOK MOBaMu; [10/10B)KeHHs
TepMiHy TPUBAJIOCTi JOCIiKeHHsI B YKpaiHi 70 31 rpyans 2024 poky; CrpoiiieHe JOCke JJ1s MpernapaTa
TOPIiBHSIHHS aHT/TiMCbKOI MOBOMO; IH(opMaliisi 1110410 MpU3HaueHHs TpernapaTy MOPIiBHSHHS BiJj uepBHs
2020 poKy aHT/TiMCbKO0 MOBOIO

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

Ne 1275 Big 06.07.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe paHZOMi30BaHe MMO/BiliHE Cline Tuialebo- Ta aKTUBHO-KOHTPOJIbOBaHe AOC/IiKEeHHS
[U1s1 OL[iHKM e(heKTUBHOCTI MOHOTeparlii OpeKCITinpa3o/ioM JIst TiKyBaHHs TiATiTKiB (Bikom 13—17 pokiB) 3
mm3ogpeHieto», 331-10-234, Bepcis 4.0 3 nonpaskoro 2 Bif 16 uepBHs 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»
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CrioHcop, KpaiHa Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Oimyka ®apmacbrOTiKI
HesenonmenT eHy Komepcinisefis,, [HK.», CIIIA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Hopartok 31

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3aC00iB,
3aTBep/PKeHHsI CYyTTEBUX MOINPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHHM 3/10pOB’s1 YKpaiHu Bif 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa BiJIIOBila/IbHOTO AOC/IiIHUKA:

byso

Crano

K.M.H. bogperpka JI.A.

HepxxaBHa ycTtaHoBa «IHCTUTYT repoHTO/OrIT
im. [O.®. UYeborappoBa HAMH VYkpaiau»,
KapzioyioriyHe BiAfAiIeHHA BiAAiny  K/IiHIYHOI
¢izionorii Ta mnarosorii BHYTpilIHIX oOpraHiB,

M. KuiB

K.M.H. [ITanoBanenko I.C.

HepxxaBHa ycraHoBa «IHCTUTYT TrepOHTOOTIT
im. [J].®. YeborappoBa HAMH VYkpainu»,
KapJioJsioriyHe BifJileHHd BiAAIy  K/IIHIYHOI
¢iziosiorii Ta marosiorii BHYTpIlHIX Opraxis,
M. KuiB

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

Ne 9 Biz; 02.01.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomi3oBaHe, moABitiHe crine, TMUIaleb0-KOHTPO/ILOBaHe AocmimkeHHs (a3 3b A/ OLiHKU

e(heKTUBHOCTI

tTa Oesneku mperapaty TRC101 y BrioBibHEeHHI

MpOrpecyBaHHs XPOHIYHOI'O

3aXBOPIOBaHHsA HMPOK Y TMallieHTiB 3 MeTabomiuauM armgo3om», TRCA-303 (VALOR-CKD), 3
IHKOpIIOPOBaHO nornpaBkoro 3 Bif 02 ceprius 2021 p.

3asgBHUK, KpaiHa

TOB «BOPJIZIBAV]T K/IITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«Tpaticiga, Ink.» (Tricida, Inc.), USA.
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Tpotokon kniHiuHOTrO AociimkeHHs1 [6T-MC-AMAM 3 iHKOpPIIOpOBaHOO MOIpaBKoto (e) Bif 23 /oToro
2022 poky; Indopmariisi s natieHTa goctigpkeHHst Ta Popma [HbopMoBaHoi 3rofu 151 BAKOPUCTaHHS B
Ykpaini, Bepcisi Ne 7.0 ykpaiHCBKOIO Ta pociiicbkoro MoBamMu Bif 15 kBiTHs 2022 poky; Ctucia
XapaKTepPUCTUKA I0C/IiKYBAHOTO Jlikapcbkoro 3acoby Crenapa® Bif 12 miucromnazga 2021 poky

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

Ne 2372 Bip 04.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«bararorientpoBe, PangowmizoBaHe, Ilogsitine ciine, Ilnaie6o- Ta AxTUBHO- KOHTpO/IbOBaHe
Hocnimxennst 111 ®asu gns Ouinku EdektuBHocTi Ta be3meunocti 3actocyBanHst Mipikisymaly y
IMauienTiB i3 XBopo6oto KpoHna ITomipHoro Ta Tspkkoro Ilepebiry», I6ET-MC-AMAM, 3 iHKOPIIOPOBaHOO
roripaBkoto (¢) Big 01 kBiTHS 2021 poky

3asgBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBelijapis

CnoHcop, KpaiHa

Eni JTinni eng Kommnani, CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 33

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH MPOTOKOJ KiIiHIYHOTO BUNpoOyBaHHs: MK-3475-905, 3 iHkopriopoBaHo0 morpaBkow 05 Bif
25 ciyns 2022 poky, aHIIIMCBKOI0 MOBOO; 3MiHa Ha3BU NpoTokony KB 3 «PaHgomizoBaHe A0C/ipKeHHs
I ¢a3m gy OLiHKK L[UCTEKTOMIiI B KOMOiHaIlil 3 TiepiornepariilHuM 3acTOCyBaHHSIM eMOpoJtisymady Ta
JUTS OL[iHKK LIUCTEKTOMii B KOMOiHaIlil 3 repiomneparjiiHuM 3acTOCyBaHHSAM eHGOpTyMaly BeJOTHHY Ta
reMOposTi3yMaby TOPiBHSHO 3 TMPOBEJeHHSAM TiJIbKH IIUCTEKTOMIi /I YYaCHUKIB 3 M’s30BO-iHBa3VBHUM
PakoM CeuoBOro Mixypa, SIKUM He MO)XHa NMpoBoAuTH iKyBaHHA LucriaTiHoM (KEYNOTE-905/EV-
303)» Ha «PangomizoBaHe pgocimimpkeHHss I dasu aia OLHKK IMCTeKTOMiI B KoMOiHarfii 3
riepiornepariiiHiM 3acTOCyBaHHSIM 1eMOposidymady Ta A OL[HKM LMCTeKTOMii B KoMOiHaiii 3
riepionepailiiHAM  3aCcTOCyBaHHsM eH(OpTymMady BeJOTHHY Ta T1eMOposisymady TOpiBHSHO 3
MPOBeJIeHHSIM TUIbKM LIUCTEKTOMII /ISl YUaCHUKIB 3 M’S130BO-iHBa3MBHUM PaKOM CEYOBOr0 MiXypa, SIKUM
He MO)KHA TIPOBOJIWTH JIiIKyBaHHS LIMCTUIATUHOM abo sKi BiMOBW/IMCS Bij JIiKyBaHHS ILMCIIATUHOM
(KEYNOTE-905/EV-303)»; Ykpaina, MK-3475-905, Bepcig 3.00 Big 06 kBiTHa 2022 p., yKpaiHCBHKOIO
MOBOO, iH¢opMalisi Ta JOKyMeHT Tipo iHdopMmoBaHy 3rofy Aas malieHTta; CKoOpoyeHe [1OChE
JIOCTiI)KyBaHOTO JliKapchbKoro 3aco0y eHdoptymab BemotuH (Enfortumab Vedotin), Big 6epe3ns 2021 p.,
aHrJ1ificbKor MOBOO; [10ZI0B)KeHHS TPHUBAJIOCTI KJTiHIYHOTO JOC/iI)KeHHs1 B YKpaiHi Ta cBiTi 70 15 rpyaHs
2027 poky

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

Ne 2006 Big 02.10.2019
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Hasga kj1iHiuHOTO «PanzomizoBane gocnimkenns II1 ¢a3u ans oliHKM LKMCTeKTOMil B KOMOiHallii 3 mepioreparjiiHum
BUTIPOOYBaHHS, KO/, 3aCTOCYBaHHSIM TeMOposisymady Ta [jis OL[iHKM LUCTeKTOMil B KoMOiHalii 3 TepionepariiHum
Bepcis Ta jjaTa 3aCTOCYBaHHSIM eH(MOpTyMaby BeJOTHHY Ta MeMOposiizymMaOy TOpiBHSIHO 3 TIPOBEZIEHHSIM TiJTbKU

LIMCTeKTOMII [/l YYaCHUKIB 3 M’130BO-iHBa3MBHUM PakOM CEYOBOIO MiXypa, SKUM He MO)KHa IMPOBOJUTU
nikyBaHHs 1ucrinatuHoM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOPNOpPOBaHOK MOIMpPaBKOI
04 Big 14 kBiTHs 2021 poky

3asgBHUK, KpaiHa ToBapuCTBO 3 00MeXkeHOr0 BinoBizanbHicTI0 « MCJT YKpaiHa»

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

CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 34

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnpoBefieHHs KIIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHUH MMPOTOKO/ KiiHiuHOro BUmMpoOyBaHHs 3 IlompaBkoto 2 Bix 25.10.2021 p.; Tadopmaris as
narjienTa Ta ®opma iHdopmosanoi 3rogu — IIpotokon 67652000PCR3002, Bepcis 5.0 ykpaiHCBKOIO
MOBOK 51 YKpainu Big 21.02.2022 p.; Indopmauis gns naiiedta ta @opma iHdpopmoBaHoi 3rogu —
[Tporokon 67652000PCR3002, Bepcis 5.0 pocilickkoro MoBor0 Aasi YKpainu Big 21.02.2022 p.;
[Hdopmarisi ans naijienta Ta Popma iHDOpMOBaHOI 3roZ Ha ydyacThb Yy TpecKpuHiHry — IIpoTokon
67652000PCR3002, Bepcis 3.0 ykpaiHChKOIO MOBOIO AJisi YKpainu Bif 16.02.2022 p.; Indopmatiis ass
naijienta Ta PopmMa iHpopMOBaHOI 3rofu Ha y4acTb y TpeckpuHiHry — IIpotokon 67652000PCR3002,
Bepcisg 3.0 pocilicbkkoro MOBOW 151 YKpainu Big 16.02.2022 p.; bpouypa gocnigauka CJNJ-67652000
(niraparib/abiraterone acetate fixed-dose combination) Bumanns 2 Bix 03.08.2021 p.; Bpomiypa
pocnigauka Niraparib (Zejula), Buganns 12 Big 23.06.2021 p.; Bporypa gocnignvka Niraparib (Zejula),
BuganHsa 13 Big 03.11.2021 p.; Bpomypa pgocnignuka JNJ-212082 3UTIT'A (abipatepoHa arierar),
BuzaHHA 16 Big 11.06.2021 p.

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

Ne 2777 Big 02.12.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, miareb0-KOHTPO/IbOBaHe, MO/BiMHE Ciline KiiHiuHe JoC/imKkeHHs 3 (a3 npernapary
Hiparnapu6 B kom0iHarlii 3 abipaTepoHa arjeTaToM Ta TpeAHi30HOM y TIOPiBHSHHI 3 abipaTepoHa alieTaTomMm
Ta MpeJHI30HOM [i/1s1 JIIKyBaHHSI Malli€HTiB 3 MeTacTaTUUHMM KacTpaT-YyT/AUBUM PaKOM IepeMiXypoBoOi
3an03u (MCSPC) 3i mKigmMBO0 TepMiHaIBbHO ab0 COMAaTUYHO MYTAILi€l0 TeHiB, 10 BiJMOBiJalOTh 3a
peraparjito 1uIixoM romoJioriuHoi pekomOiHariii (HRR)», 67652000PCR3002, 3 IlorpaBkoio 1 Bif
21.12.2020 p.
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3asgBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbris
CrnioHcop, KpaiHa «THCCEH ®APMAILIEBTUKA HB», Benbris
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnpoBejeHHs K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
3aTBep/KeHHsI CYyTTEBUX II0IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTrepcTBa
OXOPOHM 3/10pOB’s1 YKpainu Biz 20 TpaBHs
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikatiis cyTreBoi OHoB/IeHUH TIPOTOKOJ KJIiHiuHOrOo BUMpoOyBaHHSI Bepcisg 5.0 Big 18 kBiTHs 2022 (BHeceHO 3MiHU [0
TIOTIPaBKU npotokoay KB Bepcis 4.0 Big 26 nucronaga 2021)
Howmep Ta fara Haka3zy Ne 1012 Big 24.05.2021

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «bararoLeHTpoBe paHAOMi30BaHe BiAKpUTe KjiHiuHe Joc/ifKeHHs 2/3 a3y 3 OLiHKK e(eKTHBHOCTI Ta

BUTIPOOYBaHHS, KO/, Oe3rmeku (ikcoBaHoi KoMOiHallii KeToposakKy/miTodeHOHY/eHTiBeprHil0 B TMOPIiBHAHHI 3 aKTUBHUM

Bepcid Ta jarta KOHTpOJIEM Y TAL{ieHTIB i3 OObOBUM CUHJPOMOM IiC/Isl XipypriyHoro BTPyYaHHs Ha OpraHax yepeBHOI
NoOpoKHWHU Ta Masioro Tasy», KPF07-T, Bepcis 4.0 Bix 26 nmucronaga 2021

3asaBHUK, KpaiHa [TpAT «®apmanieBThuHa ¢ipma «lapHuris», YKpaiHa

CnoHcop, KpaiHa [TIpAT «®apmanieBThuHa ¢dipma «lapHurisi», YKpaiHa

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopaTtok 36
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
3aTBep/yKeHHs CyTTEBUX I10IIPABOK Ta
BHECEeHHs 3MiH 10 Haka3y MiHicTepcTBa
OXOpOHMU 370pOB’s1 YKpainu Bij 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanpomizoBane pmocmimkeHHss (a3u 3 A TIOPiBHSHHS JIOHKACTYKCiMady TecwpiHy B KoMOiHarii 3
pPUTYKCMMaboM Ta iMyHOXiMioTepamii y MaiieHTiB i3 peruuByrouot0 abo pedpakrtepHoro audysHow B-
Be/TMKOKTTUHHOO JiiMbomoro (JIBBKJT) (LOTIS-5)», Koz mocmimkenas ADCT-402-311, 3 momnpaBkoro 2
Biz 29 ciunsa 2021 poky

3asiBHUK, KpalHa

TOBAPUCTBO 3 OBMEXEHOK BIJIIIOBIZAJIBHICTIO
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

«DAPMACBIOTIKAJI  PICEPY

CrioHCOp, KpaiHa

ADC Therapeutics SA, IlIBetitiapisi

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

JlonkactykciMab Tecupin (Loncastuximab Tesirine)/ ADCT-402 (ADCT-402; JlonkactykciMab Tecupin
(Loncastuximab Tesirine)); Ilopomiok [is KOHLEHTpaTy A/l po3uuHy AJs iHgysii; 5 mr/mi; BSP
Pharmaceuticals S.p.A., Italy; Fisher Clinical Services, CIIIA; Fisher Clinical Services GmbH, HimeuuuHa;
Fisher Clinical Services GmbH, IIIBefinjapis;

TPYKCUMA (TRUXIMA)/Putykcumab (Rituximab) (Purykcuma6b (Rituximab)); Po3uun agyis indys3iii; 100
mr/10 m; 500 mr/50 mut; 10 mr/min; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
GmbH, IlIseiiiiapisi; Celltrion Incorporated (Plant 2), Pecriybiika Kopesi; Biotec Services International
Limited, Cnonyuene KoposiBcTtBo; Biotec Services International Ltd., Cnonyuyene Koposnicteo; Millmount
Healthcare Limited, Ipnangis;

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

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

KomMyHanbHe HekoMmeplliiiHe MigrpueMcTBO «Micbka KiiHiuHa ikapHs Ned» JIHINpOBCHKOI MiCbKOI paju,
xiMioTepaneBTUYHe Bif/i/ieHHd 3 [IeHHAM CTalioHapoM, JIHIMPOBCBKWW [iep)KaBHUM MeJUUHHN
yHiBepcuTeT, Kaesipa OHKOJIOTiT Ta MeAMUHOI paAiosorii, M. [IHinpo

2) k.M.H. [ToHomapsoBa O.B.

KomMyHanbHe HeKoMepIiitiHe nignpueMcTBO « KMIBCbKUM MiCbKUI K/TiHIYUHUN OHKOJIOTIUHUM LIeHTP»
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BUKOHABUOro opraHy KuiBcbkoi Micbkoi paau (KuiBcbKoi MichKoi ep)kaBHOI afMmiHicTpariiil), BigziseHHs
ximioreparii Nel, m. Kui

3) nikap Kynsiba 51.M.
Mepauunuii 1ieHTp ToBaprcTBa 3 0OMEXeHOI0 BiJMOBianbHICTIO «ACK/emioH», CTal[ioHapHUM ITi[po3/in,
KuiBcbka 0671., KueBo-CBATOMIMHCHKUN P-H, Cesio X0Z0CiBKa
4) p.M.H., ipod. Kpsuok LLA.
HarjioHaneHuit iHCTUTYT paKy, HaykoBo-gociiHe BifineHHs: XiMioTepartii reMo6s1acTo3iB Ta a/i’ tOBaHTHUX
MeTO/(iB JIiKyBaHHS, Bi/I/li/IeHHs OHKOreMaToJI0Til 3 CEeKTOPOM aJi’ FOBaHTHUX MEeTO/IB JIiKyBaHHs, M. K1iB

5) a.Mm.H. CiBkoBuu C.O.
KomyHanbHe HekomepLiliHe nianpreMcTBO «KniBcbKa MicbKa KiliHiuHa jikapHs Ne 9» BUKOHaBUOrO OpraHy
KuiBcbkoi wmicbkoi pagu  (KuiBcbKoi MichKoi  Jep)kaBHOI — aaMmiHicTpariil), KuWiBCcbKUM  MiChbKUiA
reMaToJIOTiUHUH 1IeHTP Ha 0a3i rematosioriuHoro BigginenHs Nel, m. KuiB

[Ipernapaty MOpiBHSAHHS,
BUPOOHUK Ta KpaiHa

benpanuTabin (Bendacitabin)/ T'emiutabin (Gemcitabine) (emiurabiH y Bl TiZpOXIOpUIY
(Gemcitabine as hydrochloride)); ITopowok A1 KOHLeHTpaTy [/ po3uuHy A iHQy3iid; 200 mr/¢uakos;
1 r/¢nakon; 38 wmr/mn; Fisher Clinical Services GmbH, Himeuuwnna; Fisher Clinical Services GmbH,
[IBeiiniapis; Actavis Italy S.p.A. (MI), Itanis;

Okcani-benpanic (Oxali-Bendalis)/ Ockaninnatun (Oxaliplatin) (Ockaninnatun (Oxaliplatin)); Po3uun s
ingys3iit; 50 mr/10 mu; 100 mr/20 ma; 5 mr/ m; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical
Services GmbH, IIBetitjapis; Actavis Italy S.p.A. (MI), Itanis;

TPYKCUMA (TRUXIMA)/Putykcumab (Rituximab) (Putykcumab (Rituximab)); Po3uun asist indy3iit; 100
mr/10 muz; 500 mr/50 mut; 10 mr/mi; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
GmbH, IlIBetitjapisi; Celltrion Incorporated (Plant 2), Pecniy6siika Kopes; Biotec Services International
Limited, Cnonyuene KoposiBcTBo; Biotec Services International Ltd., Cioniyuene KoponisctBo; Millmount
Healthcare Limited, Ipnangis;

HexkcamertazoH 4 mMr GALEN® (Dexamethason 4 mg GALEN®) / [ekcamerta3oH (Dexamethasone)
(JexcametasoH (Dexamethasone)); Tabsietka; 4 mr; Artesan Pharma GmbH & Co. KG, Germany;

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

1) CynyTHi Martepiany;

2) JlabopaTopHi Habopu Kommnanii Neogenomics;

3) JlabopaTopHi Habopu KommaHii PPD;

4) [Mnanietu ePRO;

5) Anapat EKT};

6) JpykoBaHi MaTepianu (Tlamka [JOC/TiJHUIILKOTO ILieHTpa (Tlamka [JOC/IiJHUIIBKOTO IieHTpa / 30ipHHK
iHcTpykuUil/ KapTKu fijis Nal[ieHTiB)).

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 37

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
3aTBep/yKeHHs CyTTEBUX I10IIPABOK Ta
BHeCeHHs 3MiH /10 Haka3y MiHicTtepcTBa
OXOpOHMU 370pOB’s1 YKpainu Bij 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

[nentudikariis
CYTTEBOI
TTOTPaBKH

BK/TIOUeHHSsT ZI0JJaTKOBOT'O MiCIisl ITPOBe/IeHHsT K/TiHIUHOTrO BUMPOOYBaHHS:

No [1.I.b. BigmoBifaabHOrO AOC/TiJHHAKA
n/n Has3Ba MmiclLis ipoBe/ieHHsI KJTiHIYHOTO BUITPOOYBaHHS
1. | nikap Cupopuk H.TO.

KomyHasibHe HeKoMepIjiliHe MiANMPUEMCTBO  «JIbBiBCbKe TepuTOpiasibHe MeAnuHe 00’ €THaHHS
«bararoripodinbHa K/liHiuHa JlikapHsS iIHTeHCHUBHUX METO/[iB JIiKyBaHHS Ta IIBUAKOI MeJUYHOI JOTIOMOTH»,
BifjlokpemeHuid mifpo3zin «J/likapus Cesaroro IlaHTenelimoHa», 1jeHTp Teparii, 6/10K Ty/sbMOHOJIOTIT Ta
Ha/JaHHsl MeJMYHOI JONTIOMOr'M IaLjieHTaM 3 MYKOBICL{M1030M, M. JIbBIiB

Howmep Ta gata
Hakaszy MO3
110/,0
3aTBep/KeHHS
KJ/IIHIYHOT O
BUIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3Bsa k/1iHIYHOTO
BUIIPOOYBaHHS,
KO[I, Bepcis Ta
Jara

«GALACTIC-1 - Panzgomi3oBaHe, MoABiiiHe ciiirie, OaraTOleHTPOBe, TapasiesibHe, TIarie00-KOHTPOIbOBAaHE
JocrimpkeHHsi ¢asu 2b B yuyacHUKIB i3 ifjionaTuuHum JiereHeBuUM (pibpozom (IJ/Id), mjo BHBYa€e epeKTUBHICTh Ta
6e3meky GB0139, iHransiifiHoro iHribitopa rajekTrHy-3, 1[0 BBOJUTHCS uepe3 cyxornopomkosuii inransrop (CIII)
npotsirom 52 TvxHiB», GALACTIC-1, Bepcis 6.9 Big 01 kBiTHs1 2021 poKy

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CIIIA

CnoHcop, KpaiHa

«[anexto Biotex Ab» (Galecto Biotech AB), [laHis
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CynyTHi —
MaTepianu/rpernap
aTy CyIyTHLOL
Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




