Jonatok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKECHHS CYTTEBUX MOMPABOK Ta
BHECEHHS 3MiHU 10 noxatka Ne 34 mo
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
Ykpainu Big 14 uepBust 2021 poky

No 1187»

02.07.2021 No 1326

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«PangomizoBaHe TMOABIMHE ciine IUIaNe00-KOHTPOJIbOBAHE KIIHIYHE JIOCHTI/DKCHHS, IO BHBYAE
eeKTHBHICTh Ta 03Ky 3aCTOCYBAaHHS MEPOPATBHOTO CEMArTyTHy Y MAIll€HTIB 13 MOYATKOBOIO CTAJIEI0
xBopoou Anbirreiimepa (EVOKE)», kon mociimkeras NN6535-4730, dinansna Bepcis 1.0 Big 30 KoBTHS
2020 poky

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpainay»

CrnoHcop, kpaina

Novo Nordisk A/S, Denmark

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Cemarnyrua; Semaglutide; cemarnyrua (semaglutide)); tabnerku; 3 mr (migirpam); Novo Nordisk A/S,
Denmark; Novo Nordisk A/S, Denmark; Novo Nordisk A/S, Denmark; Hovione FarmaCiencia, S.A.,
Portugal; Catalent Germany Schorndorf GmbH, Germany;

Cemarnyrua; Semaglutide; cemarnyrusa (semaglutide); tabnerku; 7 mr (mimirpam); Novo Nordisk A/S,
Denmark; Novo Nordisk A/S, Denmark; Novo Nordisk A/S, Denmark; Hovione FarmaCiencia, S.A.,
Portugal; Catalent Germany Schorndorf GmbH, Germany;

Cemarnytua; Semaglutide; cemarnyrua (semaglutide); tabaerku; 14 mr (mimirpam); Novo Nordisk A/S,
Denmark; Novo Nordisk A/S, Denmark; Novo Nordisk A/S, Denmark; Hovione FarmaCiencia, S.A.,
Portugal; Catalent Germany Schorndorf GmbH, Germany;

[Tnane6o mo cemarmytun, tabnerku; Novo Nordisk A/S, Denmark; Novo Nordisk A/S, Denmark; Novo
Nordisk A/S, Denmark; Hovione FarmaCiencia, S.A., Portugal; Catalent Germany Schorndorf GmbH,
Germany




2 MIPOJIOBXKEHHS JoaaTka 1

Bianosinanbawmii (1) 1) n.m.H., pod. Jydenko A.€.
JOCIHITHUK (1) Ta MicIe Menuunuii 1eHTp npuBaTHOro mianpueMcTBa «Helipon», [lepxkaBHa ycTaHoBa «IHCTHUTYT HEBPOJIOTIi,
(s1) mpoBeeHHS ncuxiaTpii Ta Hapkosorii HarionanpHOi akagemii MeEAMYHMX HayK YKpaiHW», BT JAUTIYOI

BUNIPOOYBaHHS B YKpaiHi | IICHXOHEBPOJIOTIi Ta MapOKCU3MAIIBHUX CTaHIB, M. XapKiB

2) rosioBHHUi Jikap Bomomyk A.€.

KomynansHe HekoMepIiitHe mianpueMcTBo «OaechKuid 00JIaCHUN METUYHHMA IICHTP IICUXIYHOTO 370POB’S»
Onecwkoi o0acHoi paau, BigaiieHas Nel8, M. Oneca

3) n.m.H., pod. baunncrka H.1O.

HepxaBua ycranoBa «lucturyt reponrosnorii imeni [{.®d. YeborappoBa HAMH VYkpainuy», Biaain BikoBOi
¢iziosorii Ta maTonorii HepBoBoi cucremu, M. Kui

4) n.m.H., ipod. Mockosko C.I1.

MenuuHuil IICHTP TOBAPUCTBA 3 OOMEKEHOIO BiIMOBIAANBHICTIO «Menuunanii eHTp «CairroTemy,
JTKyBaIbHO-TIPODITAKTUYHUN BT, M. BiHHUIS

[Ipenapatu mopiBHSIHHSA, | —
BUPOOHUK Ta KpaiHa

CymyTHi CynyTHi MaTepiaiu:
MaTtepiaiu/mpenaparu - JIaGoparopHi Habopu Ta AOAATKOBI MaTepiajiu 10 HUX;
CYIyTHBOI Tepartii - Cucremu TemmepaTypHoro MoHiTOopuHTy ckianceki (Berlinger Fridge-Tag® 2L) Tta TtpancmoptHi

(Berlinger Q-tag Data Logger);

- Ckanepu mpux-kozais Symbol DS4308 (Symbol DS4308 USB-kit, black w / shielded USB cable);

- Marepianu, siki MOKYTh OyTH HaJaHi naiieHTam aociimkenHs: onoknot (Notebook), nenan (Case), pyuxa
(Pen), taitmep (Timer), naninku (Sticker), kuura mannanu Ta HaOip oniBiiB (Mandala Book and Penne set),
wistika s Boau (Drinking bottle), proksak (Backpack);

- Ob6nmaaHanHs s peiitepcbkoi cranmii (rater station): CM-1000 USB Microphone ta HP Elite x2 G4
Tablet Computer

B.o. resepanbHoro fupexkropa JIlupekropary
dapmaneBTHYHOrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




JonaTtox 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Panmomi3zoBaHe, TOJBIMHE Cline, TUIANE00-KOHTPOJIBOBAHE KITIHIYHE IOCIHIHKCHHS, IO TPOBOIUTHCS 3
METOI0 OLIHKU e(deKTUBHOCTI Ta Oe3neku mnpemapaty PCS499 mpu nikyBaHHI BHpa3oK y TMAIl€HTIB 3
JTinoinHuM HeKpoOio3zom», ko gociimkenHs PCS499-NL02, sepcis 2.0 Big 03 Gepesns 2021p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAMJI KJITHIKAJI TPAIIC YKP»

CrnioHcop, kpaina

«[Tpouecca ®apmacwrotukaic, [ak.», CIIIA («Processa Pharmaceuticals, Inc.»), U.S.A.

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

PCS499 (PCS499; PCS499; CTP-499; PMT-117; QFMO01; PCS499); tabaerku i3 MoaudikOBaHUM
suBiabHEeHHAM; 300 Mr; Qutient Sciences - Philadelphia, LLC, United States;

[Tnare60 g0 PCS499, tabnetku i3 MmomudikoBanuM BuBiIbHEHHAM; Qutient Sciences - Philadelphia, LLC,
United States;

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1)nixap JlurBunenko b.B.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «KuiBcbka MichbKa KIIIHIYHA IIKIPHO-BEHEPOJIOTIYHA JIIKApHS»
BHKOHaBYoro oprany KuiBcbkoi Mickkoi paau (KuiBcekoi MiChKOI 1ep>KaBHOI aaqMiHICTpallii), MOJIKJIIHIKA 3
KaOlHETaMH cIeriamicTiB, M. Kuis

2) n.M.H., npod. Hamamkesua O.H.

MenuuHui HEHTP TOBAPHCTBA 3 OOMEKEHOIO BiIOBITAIBHICTIO «AKaJieMidyHa MeIMYHa Ipynay, M. JIbBiB

3) a.m.H. Pesniuenxo H.1O.

BiiicbkoBuii rocmitans (BiicbkoBa yacTHa A3309) BiliCbKOBO-MEIMYHOTO KIIHIYHOTO HEHTpY CXigHOro
perioHy, TepaneBTUYHE BIJUICHHA (3 MajaTaMH sl HEBPOJOTIYHUX Ta JEPMAaTOBEHEPOJIOTIYHUX XBOPHUX ),
M. 3anopixoKs




2 MPOAOBKEHHS 10/1aTKa 2

[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi —/—
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa JIupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3A/IBOPHUX




JonaTox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU J10 n1oaaTtka Ne 34 no
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, MojBiliHE ciine, OararoHaIrliOHaJIbHE, OaraTONEHTPOBE JOCITIKEHHS JUIS MOPIBHSHHS
epekTUBHOCTI, Oe3neku Ta imyHoreHHocti [VB-009P Ta nenocymaby (IIPOJIIA®) y mnarieHTiB 3
MOCTMEHONAY3aIbHUM OCTEOIopo3oM», koj mociimkeHHs TVB009-IMB-30085, npoTtokon 3 mompaBKOO
01, nara Bepcii 03 mrotoro 2021 p.

3asiBHUK, KpaiHa

TOB «CanaKicy, Ykpaina

Cnoncop, kpaiHa

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

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

TVB-009 (denosumab) solution for injection 60 mg/mL (1 mL) prefilled syringe (PFS) (TVB-009P) (TVB-
009 (exBiBanenTHuii koxy TVB-009P); TVB-009 (nenocymabd) po3uun mis id'exitiii 60 mr/mun (1 mn) y
nonepenubo HarnoBHeHomy tmpuiti ([THII); Jlenocyma0); poszunn ms iv’ekiid; 60 mr/mi; Teva Branded
Pharmaceutical Products R&D, Inc., CIIIA; Norton Healthcare Limited trading as IVAX Pharmaceuticals
UK and Teva Runcorn, UK; Actavis Laboratories UT, Inc., USA; Almac Clinical Service Ltd., United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland;

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.H., npod. [denectok B.1.

KomyHaneHe HekoMmepliiiHe MiANpHeEMCTBO «BiHHMIbKa MichbKa KiiHIYHA JikapHs Nel», peBmarosioriune
BIJIIUIEHHS, BIHHUIbKUI HallloHANBbHUN MequuHui yHiBepcuteT iM. M.1. [luporosa, kadeapa BHYTpIlIHbOT
Mmegunuau Ne3, M. Binauis

2) k.M.H. ['apmim O.0.

HepxxaBHa ycraHoBa «HamioHaneHuil HaykoBHM 1eHTp «lHCTUTYT Kapaioyiorii iMeHI akajaemika
M.J. Crpaxecka» HamioHanpHOi akanemii MEAMYHUX HayK YKpaiHW, BT HEKOPOHAPHUX XBOPOO cepiist
Ta peBmarosorii, M. Kui

3) n.m.H., ipod. Pexanos JI.T".

Menu4Hui EHTP TOBAPUCTBA 3 0OMEKEHOIO BiINOBIIaNbHICTIO «CydacHa KIIiHIKa», M. 3amopixKs

4) nmikap Kapnenko O.0O.




2 MIPOJIOBYKEHHS T01aTKa 3

Mennunuii neatp «Ok!KiiHik+» ToBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MIDKHAPOJIHUMA IHCTUTYT
KIIIHIYHUX JOCHIKEHBbY, B Tepallii, peBMaToJIOTii Ta KapAi0a0rii cTamioHapHoro BigaineHHs, M. Kuis
5) n.m.H., ipod. Ximion JI.B.

Komynanene HekomepuiiiHe mnignpuemctBo KwuiBcbkoi oOmacHoi pamum «KuiBcbka oOnacHa KIiHIYHA
JKapHs», By3bKOCTICI[iaTi30BaHe TepaneBTUYHE BiiIeHHs, M. KuiB

[Ipenapartu nopiBusaus, | PROLIA United States (US) (denosumab) solution for injection 60 mg/mL (1mL) (PFS) (ITPOJIIA (CILIA)
BHUPOOHMK Ta KpaiHa (menocymab) po3umH mia iH'ekiid 60 mr/mu (1 M) y momepeanbo HamoBHeHomy Immpuii (ITHIID);
JNlenocyma0); po3uun ms id’ekuii; 60 mr/mi; Teva Branded Pharmaceutical Products R&D, Inc., CIIA;
Amgen Inc., USA; Actavis Laboratories UT, Inc., USA; Almac Clinical Services (Ireland) Limited, Ireland,

CynyTtHi —/—
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHUX




Jonartox 4

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, ciine, KOHTPOJIbOBaHE aKTUBHUM IIperapaToM JociikeHHs ¢asu |1, mo npoBoauTses y
TPHOX Tpymax, 3acrocyBaHHs mnpenapary RO7121661, PDI1-TIM3 6icnenudidyHoro aHTHTiA, Ta
RO7247669, PD1-LAG3 O6icneuu¢pidyHoro aHTUTIa, y TOPIBHAHHI 3 HIBOJyMaOOM Yy TMamli€eHTIB i3
NOMIMPEHOI0 a00 MEeTACTaTUYHOK IUIOCKOKIITHHHOK KapIMHOMOIO CTPAaBOXOIY», KOJ JOCIIJKEHHS
BP42772, Bepcis 1 Bix 08 rpyanst 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAMOBiAAIBbHICTIO «Pom Ykpaina»

CrnoHcop, kpaina

@.Xobhdmans-JIst Pom JIta, Beiimapis

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

RO7121661 (PD1-TIM3) (RO7121661; RO7121661/F01-01, SUB192832, PD1-TIM3 BsAb, PD1-TIM3
Bispecific Antibody); koHIIEHTpaT U1 PO3UMHY JJIsl BHYTPIITHBOBEHHUX 1HPY3ii; 50 mr/min; @.Xoddmann-
JIs Pou JItn, IIBeiitnapis;

RO7247669 (PD1-LAG3) (RO7247669; RO7247669/F01-01, SUB198818, PD1-LAG3 BsAb, PD1-LAG3
Bispecific Antibody); po3uun nns BHyTpimHbOBeHHUX iH(Y3iH; 50 mr/mi; ®@.Xoddmann-JIs Pomr Jltx,
[Beitnapis

Bianosinanbawmii (i)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) k. M. H. Bunangenko 1.0.

Komynansne nHexomepiriitHe mianpueMctBo Cymchkoi oOnacHoi paaun CyMmchKuii 0OJacHUN KIIIHIYHUM
OHKOJIOT1YHHH JMcTIaHCep, OHKOTOpaKajabHe BijiaeHHs, M. Cymu

2) k.M.H. ['ono6opoasko O.0.

KomyHanpHe HeKOMepIliiiHe MiANpPUEMCTBO «3amopi3bKUil  pPErioHaJIbHUM MPOTUITYXJIMHHUN HEHTP»
3anopi3pKoi 00J1aCHOT paik, OHKOXIMIOTEPANeBTUYHE BJIUICHHS 3 ICHHUM CTaIllOHAPOM, M. 3arlOPiioKs

3) 3aB. Bix. Ko63es O.1.

KomyHansHe HekomepliliHe MiANpUeMCTBO «OO0JacHUN LEHTP OHKOJIOTi(», OHKOXIpYpridyHe BiAJALICHHS
OpraHiB TPyJHOI MOPOKHUHH, M. XapKiB

4) n.m.H., ipod. JIucenko C.A.




2 MPOAOBKEHHS 10JaTKa 4

KomyHnansHe HekomepiiiiHe mianpueMcTBO «IloMiIbChKUIl perioHadbHUN LEHTP OHKOJOTil BiHHHIBKOT
obnacuHoi Paguy, XimioTepaneBTuuHe BiAALICHHS, M. BiHHULISA

5) nupexrop Cokyp 1.B.

KomyHanpHe HEKOMepIliiHE MiAMPUEMCTBO «XEPCOHCHKUH OOJACHHWI OHKOJIOTIYHUHN JUCHAHCEP»
XepcoHChKOI 00JacHOT paju, MEHHUW CTaIlloHap MOIKJIIHIKK 3 KabiHEeTOM amMOyJaaTOpHOI XimioTeparrii,
M. XepCcoH, CMT. AHTOHIBKa

IIpenapartu nmopiBusuus, | HiBomyma6 (Nivolumab, Opdivo); (RO7344269; 946414-94, SUB122750); KOHLIEHTpAT AJIS PO3YHHY IS

BUpPOOHUK Ta KpaiHa BHYTpimrHbOBeHHUX 1H(DY3i#; 10 mr/mi; . Xoddmann-JIs Pomr JItn, Iseinapis; Karanenr Anansi C.P.JL,
Itanis

CynyTtHi JlabopatopHi Ta TpaHcnopTHi Habopu Q2 Solutions;

Marepiaiau/mpenaparu [InanmeTH/enekTpoHHI ONUTYBaIbHUKHU Ta CYMYTHI MaTepiaiu.

CYIyTHBOI Teparii Kommanis, sika mie 3a JOBIPEHICTIO, SKYy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX

JiKapchKUX 3aco0iB Ta cynyTHix marepianiB: TOB «®apmacodT»

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JonaTok 5

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe paHIOMi30BaHE TMOJBIMHE ciine IUIane00-KOHTPOJIbOBaHE IOCTKEHHS (Ga3zu 2 i
BuBUeHHS epexTuBHOCTI Tucnenizymady (BGB-A317), MoHokioHansHoro antutiia Ao PD-1, y noeanansi
3 mpermapatoM BGB-A1217, monoknonansauM antutiioMm no TIGIT, B mopiBHsHHI 3 Tucienizymadbom y
noegHaHHI 3 muanebo sSK Tepamii Apyroi JiHII B MAaIll€eHTIB 13 HeomepadelbHOI0, MiCIEBO-IOMIUPEHOIO,
PELUINBYIOYOI0 a00 METACTATUYHOIO TUIOCKOKIITHHHOIO KapIMHOMOIO CTpaBoxony 3 ekcmpeciero PD-L1
(Bi3yasIbHO-OIIHIOBaHM KOMOIHOBaHMM MoKa3HUK mo3uTuBHOCTI VCPS > 10%)», xox mocnimkenns BGB-
A317-A1217-203, Bepcist 0.0 Bix 16 BepecHs 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXKEHOIO BIIIOBIIAJIBHICTIO «®APMACBIOTIKAJI  PICEPY
ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnoHcop, kpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CLIIA

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

BGB-A1217 (BGB-A1217; rymanizoBane IgGl moHoknoHampHe anTHTLio mpotd TIGIT; Ouumneprnima®
(Ociperlimab)); xoHueHnTpar it po3uuHy mias iHdy3id; 20 wmimirpam/minimitp (mr/min);  Kindos
Pharmaceuticals Co., Ltd., P.R. Kwurait; BeiGene (Suzhou) Co., Ltd., Kuraii; SGS-CSTC Standards
Technical Services (Shanghai) Co., Ltd., Kuraii; Catalent (Shanghai) Clinical Trial Supplies, Co., Ltd., P.R.,
Kwurait; Catalent Pharmaceutical Technology (Shanghai) Co., Ltd., P.R., Kuraii; Catalent Germany
Schorndorf GmbH, Himeuumna; Fisher Clinical Services GmbH, Himewuwna; Fisher Clinical Services
GmbH, [lIseitnapis; Fisher Clinical Services (Beijing) Co., Ltd., P.R., Kuraii; Fisher Clinical Services Inc.,
CHIA; Fisher Clinical Services (Suzhou) Co., Ltd., P.R. Kuraii;

[Tnane6o mo BGB-A1217, konnentpar st pozunny s iH}y3iit; Kindos Pharmaceuticals Co., Ltd., P.R.
Kwuraii; BeiGene (Suzhou) Co., Ltd., Kurait; SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd.,
Kuraii; Catalent (Shanghai) Clinical Trial Supplies, Co., Ltd., P.R., Kuraii; Catalent Pharmaceutical
Technology (Shanghai) Co., Ltd., P.R., Kuraii; Catalent Germany Schorndorf GmbH, Himeuuuna; Fisher




2 MPOAOBKEHHS 10/1aTKa 5

Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH, I1Iseiimapis; Fisher Clinical Services
(Beijing) Co., Ltd., P.R., Kuraii; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services (Suzhou) Co.,
Ltd., P.R. Kuraii;

Tucnenizymad (Tislelizumab) (BGB-A317; BGB-A317, BGNI1, JHL2108; THUCJIEJII3YMAB
(TISLELIZUMARB)); xoHueHnTpat maas po3uuny mis iHdy3iid; 10 mimirpam/miaimitp (mr/mi); Boehringer
Ingelheim Biopharmaceuticals (China) Ltd., KuTaif; Boehringer Ingelheim Biopharmaceuticals (China) Ltd.,
Kwurait; Kindos Pharmaceuticals Co., Ltd., Kuraii; BeiGene (Suzhou) Co., Ltd., Kuraii; SGS-CSTC
Standards Technical Services (Shanghai) Co., Ltd., Kuraii; Catalent (Shanghai) Clinical Trial Supplies, Co.,
Ltd., Kuraii; Catalent Pharmaceutical Technology (Shanghai) Co., Ltd., Kuraii; Catalent Germany
Schorndorf GmbH, Himeuuuna; Fisher Clinical Services GmbH, Himeuuuna; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services (Beijing) Co., Ltd., Kurtaii; Fisher Clinical Services Inc.,
CIIA; Fisher Clinical Services (Suzhou) Co., Ltd., P.R. Kuraii

Bianosinanbawmii (i) 1) a.m.H., mpod. bongaperko .M.
JOCIITHUK (H) Ta MicIe KomyHnanene HexoMmepiiiHe mignpuemMcTBo «Mickka KiiHiuHa JikapHs Nedy JIHITPOBCHKOI MICBKOI paaw,
(s1) mpoBeaeHHS XiMIOTEpaneBTUYHE BIJUIUICHHS 3 ICHHUM CTaIlioHapoM, M. J{Himpo

BUNpoOyBaHHs B YKpaini | 2) 3aB. Bix. Koo3es O.1.
KomyHnaneHe HekoMmepuiliHe mianpueMcTBO «OOIacCHUI LEHTP OHKOJOII(», OHKOXIPYpridHE BiJAIICHHS
OprasiB IpyJHOI IOPOKHUHU, M. XapKiB

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi JlaGopatopui Habopu; CynyTHi MaTepianu; J{pykoBaHi MaTepiaiu
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro pupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHUX




JonaTox 6

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU J10 noaaTtka Ne 34 no
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, mMOjBiHE ciime, OararoleHTpoBe KiiHIYHE pocmikeHHs ¢asu |l mng  ominkm
e(eKTUBHOCTI, O€3MeYHOCTi, MEePEeHOCUMOCTI, (apMaKOKIHETUKA Ta IMYHOTeHHOCTI mpemapaty SB17
(3ampONOHOBAaHOTO OIOCHMUISAPY ycTeKiHymMaly) B MopiBHSHHI 3 mpemnapatom Crenapa® B TAaIli€eHTIB 13
OJISAIIKOBUM TICOPIa30M CEPEAHBOr0 a0 TAKKOTO CTyMeHs», kon gociimkenHs SB17-3001, sepcia 2.0 Bix
15 motoro 2021 poky

3asiBHUK, KpaiHa

ITinmpuemctBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

Samsung Bioepis Co., Ltd, Republic of Korea

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

SB17 (3amponoHoBanuii 6iocumisisip ycrekinymaly) (SB17; Yerekinymab); po3uuH Ui HiAMIKIPHOT 1H €K1
y monepeaHbo 3anoBHeHoMY mmmpuil (45 mr/0,5 mu); 45/0,5 mr/mut; Patheon Italia S.p.A, Italy; Eurofins
Biopharma Product Testing Ireland Limited, Ireland; Eurofins BioPharma Product Testing Munich GmbH,
Germany; Nuvisan France Sarl, France; Samsung Bioepis NL B.V., The Netherlands
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Bianosinanbawmii (1)
JOCTITHHK (1) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) ron. mikap ITyraau M.M.

MenuuHuii TEHTp TOBapuUCTBA 3 OOMEXKCHOK BiAMOBinanbHICTIO «MeauuHa kiiHika «biaromeny,
JIKYBaJIbHO-A1arHOCTUYHUHN T1apo3ai, M. Kui

2) n.m.H. Pesniuenko H.IO.

BiiicekoBuii rocmitans (BifickkoBa yactuHa A3309) BiliCBKOBO-MEIUYHOTO KJIIHIYHOTO IeHTPY CXiIHOTO
perioHy, TepaneBTHYHE BIJIUICHHS (3 MajaTaMu JUIsl HEBPOJIIOTIYHHUX Ta JIEPMATOBEHEPOJIOTIYHUX XBOPHUX),
M. 3armopiAoKs

3) k.M.H. ['ycak O.C.

Menuunuii 1IeHTp TOBapUCTBa 3 OOMeXeHOKw BiamoBiganbHicTIO «KoHcuimiym Menikan», KIiHIKO-
KOHCYJIbTaTHBHE BiIIIICHHS, M. KniB

4) 3aB. Bix. Angpamniko HO.B.

JlikyBanmbHO-/IIarHOCTHYHUHM LEHTP NPUBATHOTO MiANPHEMCTBA «ACKIEMiH», MOJIKITIHIYHE BiIIiICHHS,
M. YKTropoJ

5) 3aB. migpo3ainom [anarypuy O.M.

JlikyBaJIbHO-/1IarHOCTHYHHUI [IEHTP MPUBATHOTO MiANPHEMCTBA «ACKIICIINY, BITOKPEMIICHUI CTPYKTYpPHHIA
nigposain (Bigmiienus) Nel, m. JIbBiB

6) mikap Kyuma I".A.

JlixyBanbHo-aiarnoctuyHuil 1eHTp «XEJICI EHJI XEIIl» ToBapucTBa 3 0OMEKEHOIO BiJIOBIAAIBHICTIO
«XEJICI EH/] XEIIl», MmenuuHuil KIiHIYHUN TOCHITHUIBKUN IIEHTp, BT AepMaToBeHepoorii, M. Kuis
7) n.m.H., mpod. Hamamkesuu O.H.

MenuuHuil HEHTP TOBAPUCTBA 3 0OMEKEHOIO BiJINOBIIANIBHICTIO «AKaJeMiyHa MeIUYHa rpynay, M. JIbBiB

8) nmikap Hopuenko JI.A.

KomyHaneHe HekoMepLiliHe MiAMPUEMCTBO «XepCcoHChKa MichbKa KIliHIYHA JikapHs iMeHi Adanacis 1 Onbru
Tponinux» XepcoHChKOI MICbKOI pajy, JIKyBaJIbHO-KOHCY/IbTaTUBHA MouikiaiHika Nel, M. XepcoH

9) nikap ITycroBapenko B.O.

MenuyHuii 1IEHTp TOBApUCTBA 3 OOMEXEHOIO BIAMOBIMaIbHICTIO «Xenc KiiHik», METuYHUN KITHIYHUN
JOCTIAHUIIBKUH IIEHTP, BIAILI 3arajabHoil Tepartii, M. BiHHUIISA

10) nikap Bacuiens B.B.

JlikyBanbHO-I1arHOCTUYHUN I[IEHTP TOBAapUCTBA 3 OOMEXKEHOIO0 BiAMOBIAANBHICTIO «/liM Meaummuamy,
aMOyJIaTopHO — TMOJIKIIIHIYHE BiaaiaeHHs, M. Oxeca

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

Crenapa® (Ycrekinyma0); po3unH JJIs MiIMIKIpHOT 1H €Ki y onepeHbo 3anoBHeHoMYy mmmnpuii (45 mr/0,5
mi); 45/0,5 mr/mi; Janssen Biologics B.V., the Netherlands
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CynytHi —/—
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHUX




JonaTtox 7

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure 6aratoreHTpoBe MOCTiKeHHS Ga3u 2 3 OmiHKH eeKTUBHOCTI i Oe3nedynocti npenapaty ZN-c3
y JOPOCIHMX JKIHOK 3 PEHUJMBHOK a00 TEPCUCTCHTHOK CEPO3HOK aJICHOKAPIUMHOMOK MATKW», KOJI
nocmixerns ZN-c3-004, sepcis 1.0 Bin 28 rpyans 2020 poky

3asiBHUK, KpaiHa

Epromen ITiEnCi, Cnonyuene KopomniBcTBo

CrnioHcop, kpaina

«K-I'pyn bera, Ink.» [K-Group Beta, Inc.] , CIIIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

ZN-c3 (ZN-c3); TabiieTku, BKPUTI IUIIBKOBOKO 000JIOHKOI 25 Mr; 25 mr; «ABicta ®apma Comromins, [HK.,
d/b/a Kam0Opekc» [Avista Pharma Solutions, Inc., d/b/a Cambrex], USA; [TiCiA# ®apma Cepgice3 Kanana,
Iak. [PCI Pharma Services Canada, Inc.], Kanana; I1iCiAii ®@apma Cepsice3 Oraiio, JIJIC [PCI Pharma
Services Ohio, LLC], USA; ITiCiAi#t ®apma Cepgice3 Ixepmani ['MbX [PCI Pharma Services Germany
GmbH], Germany;

ZN-c3 (ZN-c3); Tabnetku, BKpUTI 1iBKOBOIO 00010HK010 100 Mr; 100 Mr; «ABicta @apma ComromHs, [HK.,
d/b/a Kamb6pekce» [Avista Pharma Solutions, Inc., d/b/a Cambrex], USA; TTiCiAi# ®apma Cepsice3 Kanana,
Iak. [PCI Pharma Services Canada, Inc.], Kanana; ITiCiAii ®apma Cepgice3 Oraiio, JIJIC [PCI Pharma
Services Ohio, LLC], USA; IIiCiAit ®apma Cepgice3 xepmani ['MBX [PCI Pharma Services Germany
GmbH], Germany

Bianosinanbawmii (i)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) x.m.H. Anamuyk I".A.

Komynanene mnianpuemctBo «KpHBOpI3bKUI OHKOJOTIYHMNA JucnaHcepy JIHIIponeTpoBChKOi 00JIacHOi
panu, XimioTepaneBTuuHe BiaaineHHs, M. Kpusuii Pir

2) K.M.H., 3aB. Bij. [llanpkoBa M.1O.

KomyHansHe HekoMepiiitHe mianpueMcTBO «OO0IacHHUA IEHTP OHKOJIOTI!», OHKOTTHEKOJIOTIYHE BiIIIICHHS,
M. XapkKiB

3) k.M.H., 3aB. Bia. [TonomaproBa O.B.

KomyHanpHe HexkoMmepiiiine nianpueMcTBo «KuiBCbKM MICHKHM KIIIHIYHUI OHKOJIOTTYHUN LIEHTPY
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BukonaBuoro oprany KuiBchkoi Micbkoi paau (KuiBcbkoi MiChKOI Jep:kaBHOI aaMiHICTparlii), BiAIICHHS
ximioTtepamii Ne 1, m. Kuis

4) n.m.H., ipod. Kpmxkaniscoka A.€.

Komynanene HexomepiiiiHe mignpueMcTBo «lIpuKaprnaTchbKuil KIIHIYHUM OHKOJOTIYHMIA LeHTp IBaHO-
®paHKIBCHKO1 00J1aCHOT paany», Xipypriune BiaaiieHHs Ne3, [Bano-DPpaHKIBChbKUN HAIIIOHAILHUNA METUYHUN
YHIBEpPCHUTET, Kadenpa oHKoJIorii, M. [BaHo-PpaHKiBCbK

5) K.M.H., TeH. aupekTop Ypcoun I'.M.

[TpuBaTHe mianmpueMcTBO mpuBaTtHa BUpoOHMYa Qipma «ALIMHYCy», nikyBambHO-IIarHOCTUYHUN LEHTP,
M. KponuBHuiipkuit

[Ipenapatu mopiBHSIHHSA, | —
BUPOOHUK Ta KpaiHa

CynyTHi Kommanis, sika mie 3a JOBIPEHICTIO, SKYy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX
MaTepianau/mpenapaTu JikapchKux 3aco0iB Ta cynyTtHix marepianiB: TOB «entp Kniniunux Jocnimxkens JITI»;
CYNyTHBOI Tepartii nabopaTopHi HAOOPH.

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHUX




JonaTox 8

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure, panmomizoBane npocimimkeHas |l ¢da3m st BUBYCHHS (papMaKOKIHETHKH Ta OE3MEYHOCTI
neMOpoIizymMady A MiALIKIPHOTO BBEACHHS MOPIBHAHO 3 MEeMOpOIi3ymMadoM Ui BHYTPIITHBOBEHHOTO
BBEJICHHS, B KOMOiHaIii 3 JTBOXKOMIIOHEHTHOIO XIMIOTEpaIli€l0 MpenapaTaMy IUIATHHH, B SKOCTI MEpPIIOi
miHIT  Tepamii JUIsi  yYacHUKIB 3 METAaCTaTUYHUM  IUJIOCKOKIITUHHUM a00  HEMIOCKOKIITHHHUM
HEIPIOHOKIITUHHAM pakoM JiereHiBy, kon pociikenHs MK-3475-A86, Bepcis 00 Bim 26 Oepesns
2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHOI0 BianoBiganpHicTIO «MCJl Ykpaina»

Crnoncop, kpaina

«Mepk Ilapn enn Joym Kopm.», nouipre mignpuemcto «Mepk enn Ko., Tuk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

MK-3475, TIlemOpomizymabd, Pembrolizumab, MK-3475 nns migmkipaoro BBeaenHs; (MK-3475;
SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1);
MK-3475 (aPD-1)); crepunbHHiA pO3YMH T iH €KINH B MOMEPEHHO HAMOBHEHMX IIMpUIax; 165 mr/mi
(mimirpam/mininitp); MSD International GmbH (Singapore Branch), Singapore; MSD International GmbH
T/A MSD Ireland (Brinny), Ireland; Nuvisan GmbH, Germany; MSD Biotech B.V., Netherlands; N.V.
Organon, Netherlands; Almac Clinical Services (Ireland) Limited, Ireland; Werthenstein BioPharma GmbH,
Switzerland; Fisher Clinical Services GmbH, Germany; MSD International GmbH T/A MSD Ireland
(Ballydine), Ireland

Binnosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) nixap bpunyn C.C.

Bigninenns ToBapuctBa 3 0OMexeHOIO0 BiAMOBiganbHICTIO «Menuunuii neHTp «{oOpooyr-Ilomikiminika
«JlikyBanpHO-AiarHOCTHUHUN 1eHTp «/loOpoOyT», OHKOJOriuHE BIJUIJICHHS CTalioHapy 3 OJIOKOM
ximiorepanii, M. Kuis

2) ron. nikap Kpyneko C. L

MenuyHuii 1IEHTp TOBapHCTBA 3 OOMEXEHOIO BIATMOBIAAIBHICTIO «YKPAiHCBKUN IIEHTP TOMOTEparii»,
BiJIIUIEHHA XiMioTeparii, M. KponmuBHUIIBKU
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3) 3aB. Bix. Ko63es O.1.

Komynanene HekoMmepuiiiHe mianpueMcTBO «OONAacCHUI LEHTP OHKOJOTi(», OHKOXIPYpridHE BiJIICHHS
OpraHiB TPy HOI TOPOXXHHUHHU, M. XapKiB

4) 3as. Bia. Boiitko H. JI.

KomyHnansHe HekoMepIiiiHe MmianpueMcTBO «KHWIiBChKMNA MICBKHUN KIIIHIYHUKA OHKOJIOTIYHUH IICHTPY»
BUKOHaBuoro oprany KwuiBcbkoi wmicekoi paan (KuiBcbkoi MICBKOI  JepaBHOI — aaMiHiCTpalii),
xiMmioTepaneBTuuHe BigauieHHs Ne 2, m. Kuis

5) nikap Kynsiba 51.M.

MenuyHuii 1IEHTP TOBAapUCTBAa 3 OOMEKEHOI0 BiAMOBIAAIBHICTIO «ACKJIEMIOH», CTalllOHAPHUN MIIPO3aLI,
c. XogociBka, KneBo-CsiTommHChKUH p-H, KuiBcbka 00JI.

[Ipenapatu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

MK-3475, TlemOpomizymad, Pembrolizumab, Keytruda®, Kitpyna®, MK-3475 anast BHYTpillIHbOBEHHOTO
3acrocyBanns; (MK-3475; SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-
PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1)); crepuibHHUil pO3YHH il BHYTPIIIHBLOBEHHOT iHDY3il; 25
mr/ma (mimirpam/miinitp); Boehringer Ingelheim Pharma GmbH & Co. KG, Germany; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom;
Merck Sharp and Dohme Corp., USA; Werthenstein BioPharma GmbH, Switzerland; MSD International
GmbH T/A Ireland (Carlow), Ireland; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

Pazenir, Nab-paclitaxel, Ha6-nakmitakcen, nmakiitakcea y (Gopmi 3B’s3aHUX i3 anbOyMiHOM HAaHOYACTOK,
paclitaxel as a nanoparticle formulation bound to albumin ( paclitaxel, naxmitakcen, paclitaxel formulated as
albumin bound nanoparticles, maxmitakcen y ¢opmi 3B’s3aHHX i3 anbOyMiHOM HaHOYACTOK); [lopormok
mioginizoBaHU# U BHYTpilIHbOBeHHHX iHQY3ii; 100 mr (minirpam); Almac Clinical Services (Ireland)
Limited, Ireland; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK
Limited, United Kingdom; Merck Sharp and Dohme Corp., USA; Werthenstein BioPharma GmbH,
Switzerland; Merckle GmbH, Germany; Teva Nederland B.V., Netherlands; Teva Pharma B.V.,
Netherlands; Pharmachemie B.V., Netherlands; Fisher Clinical Services GmbH, Germany;

ALIMTA, AJIIMTA, Ilemerpekcen, Pemetrexed ( VL7623; pemetrexed, memerpekcesn, pemetrexed
disodium, memerpekcen AUHATPIIO); MOPOLIOK Jio(ii30BaHUN Ui BHYTPIIIHBOBEHHUX iHQY31i; 500 mr
(mimirpam); Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA,; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp and Dohme Corp.,
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USA; Werthenstein BioPharma GmbH, Switzerland; Lilly France, France; Fisher Clinical Services GmbH,
Germany;,

Kommanis, sika mi€e 3a JOBIPEHICTIO, SIKy HajJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX
JiKapchKHX 3ac00iB Ta cymyTHiX MatepianiB: TOB «Arennis «C.M.O.-Ykpainay.

- nabopaTopHi HabopH;

- min/max TepMomeTpu;

- CKaHepH JIJIs 3UMTyBaHHs mTpHux-KoaiB (Barcode scanners);

- eJIEKTPOHHI 10 AeHHKUKH [yt narientiB (Wi-Fi momem);

- IpyKOBaH1 MaTepiaju;

- Hocil iHdopmanii (USB drive).

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs IBan 3A/IBOPHUX




JonaTox 9

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU J10 qonaTtka Ne 34 no
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baraTonieHTpOBe, paHIOMi30BaHe, MOABIHHE CIIile, Yy MapalelibHUX TPYIax, Iiane0o0-KOHTPOJIbOBaHE 3-
YacTUHHE JociixeHHs (a3 3 11t qeMoHcTpaiii eeKTUBHOCTI Ta 6e3neku OeHpalizyMady y Hali€eHTiB 3
€O3MHO(IILHUM racTpuToM Ta/abo ractpoenteputoMm (The HUDSON Gl Study)», xox mociimkeHHS
D3258C00001, Bepcis 3 Big 04 6epesns 2021

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

benpanizymad; MEDI-563; Benralizumab; FASENRA™; po3unH m1s1 iH’ €Ki y TOnepeHb0 HaTOBHEHOMY
mmpuiti; 30 mr/mur; Catalent Indiana LLC, USA; Fisher Clinical Services, USA; Fisher Clinical Services UK
Ltd, UK; AstraZeneca AB, Sweden; AstraZeneca Nijmegen, B.V. NIJMEGEN, The Netherlands;

[Tnanedo no benpanizymad; po3umH ajs iH’ €Kil y monepenHbo HanmoBHeHoMy mmpwuiii; Catalent Indiana
LLC, USA; Fisher Clinical Services, USA,; Fisher Clinical Services UK Ltd, UK; AstraZeneca
Pharmaceuticals, LP, USA; Medlmmune Pharma, BV, The Netherlands

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.Mm.H., npod. buukos M.A.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «KiiHIYHA JTiKapHS MBUAKOI MEIUYHOI JOMOMOTU M. JIbBOBay,
HEeHTp Tepamii, JIbBIBCbKMI HaIllOHAIbHUI MenuyHUM yHiBepcuTeT iMeHl Jlanmna ['anmunbkoro, kadenpa
teparnii Nel, MeTu4HOI 11arHOCTUKM Ta reMaToJIorii 1 TpaHCcdy3ioorii GpakynbTeTy MiCIsIIUIIOMHOT OCBITH,
M. JIbBIB

2) k.m.H. 'mymenko C.B.

KomynansHe HexkomepuiiiHe mignpueMcTBo «Mickka kimiHiuHa jdikapHs Ne2 imeni npod. O.0. HlamnimoBay»
XapKiBChbKOI MICBKOT pajin, TepareBTUYHE BiAIUICHHS, M. XapKiB

3) smikap Jlyuxo C.B.

Menuunuii 1IeHTp TOBapUCTBa 3 OOMeXeHOK BiamoBiganbHicTIO «KoHcmimiym Menikan», KIiHIKO-
KOHCYJIbTaTHUBHE BiIITIeHHS, M. KuiB
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4) renepanbHUil TupekTop Maymipka A.IL

KomyHaneHe HeKoMepIliiiHe MinpueEMCTBO «XepCcoHChKa Michka KiliHiyHA JikapHs iM. €.€. Kapabenemay
XepCcoHChKOI MICBKOI pajiu, raCTpOTEpareBTUYHE BIAIITICHHS, M. XEpCOH

5) n.m.H., pod. CranicnaBuyk M.A.

KomyHnansHe HexkomepiliiHe mignpueMcTBO «BiHHuIbKa oOmacHa kmiHIYHA JikapHs iM. M.I. Iluporosa
Binaunbkoi o0macHOT pamuy», OOJIACHWUHN CIeliani30BaHUN KIIHIYHHNA TacTPOCHTEPOJIOTIYHUN TEHTP,
Binaunpkuii HarioHaNbHUN MeauuHui yHiBepcuteT iM. M.I. [Tuporosa, kadeapa BHYTPITHEOT MEAUITUHI
Nel, m. Bigawuig

[Ipenapatu nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

— /=

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AJIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHH 37I0POB’sI
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baratoneHTpoBe paHOMi30BaHe MOBIMHO ciire gociimpkeHHs |1 ¢pasu, mo mpoBoAUTHCS 3 METOIO OIIHKU
e(eKTUBHOCTI, Oe31eyHocT] Ta nepeHocuMocTi npenapary IMU-838 y nopiBHsHHI 3 mianedo npu JiKyBaHH1
JIOPOCIUX TIAIIEHTIB 13 PEHHMIMBYIOYMM PO3CITHUM ckiiepo3oM (komoBe mosznaudeHHs: ENSURE-2)», xon
nociipkenns P3-IMU-838-RMS-02, octatouna pemakitis 1.0 Big 26 motoro 2021 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIHICTIO «ITI EC AI-YKPATHA»

Cnoncop, kpaiHa

«Immynik AI'» [Immunic AG], Himeuunna

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

IMU-838 (IMU-838; IMU-838-RC; simodnynumyc kansiito (IM90838) / Vidofludimus Calcium
(IM90838)); Tabmetku; 15 mr; «Haupt Pharma Wulfing GmbH», Himeuunna; «Fisher Clinical Services
GmbH», Himeuunna; «Fisher Clinical Services UK Limited», Benuka bpuranis; «Fisher Clinical Services
GmbHy, lIseitnapis; «Nuvisan GmbH», HimeuunHa,

[Tnane6o no IMU-838, tabnetku; «Haupt Pharma Wulfing GmbH», Himeuunna; «Fisher Clinical Services
GmbH», Himeuunna; «Fisher Clinical Services UK Limited», Benuka bputanis; «Fisher Clinical Services
GmbH, IlIBe#tnapis; «Nuvisan GmbH», Himeuunna,

IMU-838 (IMU-838; IMU-838-RC; Binodpnyaumyc kanbiito (IM90838) / Vidofludimus Calcium
(IM90838)); tabnerku; 30 mr; «Haupt Pharma Wulfing GmbH», Himeuunna; «Fisher Clinical Services
GmbH», Himeuunna; «Fisher Clinical Services UK Limited», Benuka Bpuranis; «Fisher Clinical Services
GmbH», llIse#inapis; «Nuvisan GmbH», Himeuunna,

[Tnane6o mo IMU-838, tabnerku; «Haupt Pharma Wulfing GmbH», Himeuunna; «Fisher Clinical Services
GmbH», Himeuunna; «Fisher Clinical Services UK Limited», Benuka bpuranis; «Fisher Clinical Services
GmbHy, lIseitapis; «Nuvisan GmbHy, Himeuunna

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicCIe
(s1) mpoBeEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.Mm.H. Uepke3 A.M.
KomyHaneHe HeKOMepIIiiiHe MiAIpueEMCTBO «3amnopizbka objJacHa KIiHIYHA JIIKapHs» 3arnopi3bkoi 00acHoi
panu, BigauieHHs HeBposorii Nel, M. 3anmopixxks
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2) k.M.H. XaByHka M.SI.

KomyHanpHe HEKOMepIiiiHe MigNpUEMCTBO «5-a MicbKa KIiHIYHA JikapHsa M. JIbBOBa», HEBPOJIOTiYHE
BigaiaeHHsa, M. JIbBiB

3) a.m.H., mpod. Mockosko C.I1.

ToBapucTBO 3 OOMEXKEHOI BiANOBiAaNbHICTIO «Meauunuii 1eHTp «Camorem», JIKyBaJIbHO-
npodiUTaKTHYHUN Biia MeauyHoro HeHTpy, M. BiHHums

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi —/—
MaTepianu/mpenapari
CYNYyTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AJIBOPHUX




Honatox 11

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure mocmimxeHHs (a3um 2 Uil OMIHKK €HOOJiTy3ymMaly B KomOiHamii 3 perudanimimadbom abo
teboreniMaboM y Tmepuriii JiHil JIKyBaHHS MAli€HTIB 3 PEUUAMBYIOYMM ab0 MeTacTaTHYHUM
IUIOCKOKJIITHHHUM PaKkoOM TOJIOBH Ta mmHi», koa pociimpkeHHs CP-MGA271-06, mompaBka 1, Bix
16 rpynus 2020

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo10 BianosiganbHicTI0 «KIIP Ykpaina»

Cnoncop, kpaiHa

Maxkpo/[xenikc, [nk. (MacroGenics, Inc.), CHIA

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

Enoblituzumab (Eno6aity3yma6) (MGA271; SUB193459; ENOBLITUZUMAB); KOHIIEHTpAT ISl PO3UUHY
st indy3iit; 25 mr/mit; Ajinomoto Bio-Pharma Services, USA; Fisher Clinical Services Gmbh, Germany;
Retifanlimab (Perudannima6) (MGA012 (INCMGA00012); SUB193740; RETIFANLIMAB); koHIeHTpaT
st po3unny Juis iHGy3ii; 25 mr/mi; Catalent Biologics Limited, USA; Fisher Clinical Services Gmbh,
Germany;,

Tebotelimab (Te6otenimad) (MGDO13; SUB216543; Tebotelimab); koxuenTpar mis po3uuny s iHy3ii;
20 mr/mi; Ajinomoto Bio-Pharma Services, USA, Fisher Clinical Services Gmbh, Germany
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Bianosinanbawmii (1) 1) mikap Kypoukin A.B.
JOCIHITHUK (1) Ta MicIe Komynanene Hexomepuiiine mignpuemctBo Cymcbkoi obmacHol pagu CyMmcbkuil OOMacHMNA KIIIHIYHHMA
(s1) mpoBeeHHS OHKOJIOTIYHUH AWCTIaHCEp, OHKOTOpaKalbHE BifauIeHHs, M. CyMu

BUNpoOyBanHsg B Ykpaini | 2) n.m.H. Ocuncekuii /J1.C.

KomyHnansHe HekoMepIiiiHe MmianpueMcTBO «KHWIiBChKMNA MICBKHUN KIIIHIYHUKA OHKOJIOTIYHUH IICHTPY»
BHUKOHaBUYOro oprany KuiBcbkoi micekoi paau (KuiBChkOi MiChKOI JepKaBHOI aaMiHICTpallii), BIATIICHHS
xiMioTepamnii JeHHOro nepedyBaHHs XBOpuX, M. Kuis

3) n.m.H., pod. bongapenko [.M.

KomynansHe HekoMmepuiiiHe mianpuemctBo «Mickka kiaiHiuHA nikapHs Nedy JIHIIpOBCHKOi MIiCBKOT panau,
TOCIPO3PAaXyHKOBHH BiJUIUI IEHHOTO CTAIlIOHAPY MICHKOTO XiMiOTepaneBTHYHOTO IIEHTPY, M. J{HITTpo

4) k.m.H. bomrox J1.b.

Komynanene HexoMmepuiiiHe mianpueMcTBO «llominbChkuii perioHanbHU HEHTp OHKOJOTiT BiHHUIBKOT
obnacHoi Pagny, xiMioTepaneBTUYHE BiAUICHHS, M. BiHHUIIA

5) x.M.H., 3aB. Bix. byp'sa O.B.

KomyHnaneHe HexomepliliHe mignpueMcTBO «OOMacHUN LIEHTP OHKOJOTII», OHKOXIPYpTiuyHE BiIAiNECHHS
TOJIOBH Ta IMIHi, M. XapKiB

6) nikap 'apgamnikos A.JL.
KomyHansHe HexkomepliiiHe mianpueMcTBo «OO01acHUM KIIHIYHUN OHKoOJOriyHUM 1eHTp KipoBorpaacekoi
o0acHoi pain», XiMiOTepaneBTUYHe BiJiieHHs, M. KponuBHUIIbKUI

[Ipenapat mOpiBHSAHHSA, | —
BUPOOHMK Ta KpaiHa

CynyTHi Komnanis, sfika Ji€ 3a JOBIPEHICTIO, Ky HaJaB CIOHCOP YW 3asiBHMK Ha BBE3CHHS JIOCIIKYBaHUX
MaTtepiaiu/mpenaparu JIKapchKUX 3ac00iB Ta cymyTHiX MarepianiB: TOB «CMO-T'PVII Vkpaina»
CYMYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JonaTox 12

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHS 3MiHU 110 nqoaatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, mojBiliHE ciine xociimkeHHs 3 (asu TpunmanukiniOy abo rmianebo y MaIieHTiB, sKi
OTPUMYIOTH XiMioTepamito reMiuTabiHoOM 1 KapOoIutaTMHOM mepmioi abo apyroi diHil xiMioTepamii Ui
JIKyBaHHSI MiCIEBOIIOIIMPEHOTO0 HEpe3eKTabembHOro ab0 METacTaTUYHOTO NOTPIHHO-HETaTUBHOTO paKy
mostouHoi 3an03u (PRESERVE-2)», kon nocnimkenns G1T28-208, mompaska 3 Bepcis 4.0 Big 02 6epe3ns
2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

«JIxi Yan Tepamnsrorikc, [ak.»/ G1 Therapeutics, Inc., CIIIA

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Tpunanuknio (G1T28; tpunanmkni6; trilaciclib; G1T28; tpunanmknioy murigpoxmopun (trilaciclib
dihydrochloride); tpunamuknioy muriapoxmopun (trilaciclib dihydrochloride); G1T28 di-HCI, G1T28-1,
CGB3RG-28-1, TRILA-IV, TRILA Di-HCI trilaciclib dihydrochloride, trilaciclib dihydrochloride
dihydrate); crepusbHUI TTOPOIIOK JJIsl KOHIICHTPATY JJIsl PO3YMHY Ul BHYTPIITHbOBEHHUX 1H(Y3ii 240 mr/
m?; 300 mr (minirpam); Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services UK Limited,
Benuka Bpuranist; Fisher Clinical Services GmbH, Illseiinapist; Fisher Clinical Services Inc., CIIIA;
Patheon Manufacturing Services LLC, CIIIA; Eurofins Lancaster Laboratories, Inc., CIIA;
STADAPHARM GmbH, Himeuunna; Catalent Pharma Solutions, LLC, CIIIA;

mnane6o g0 Tpunamukni6 (250 mia ¢izionoriunoro po3uuny (0,9 % po3urH HATPirO XJIOPHIY); PO3UHH LIS
iH(Y31#; HaTpito xJopua, 1 M po3urHy MicTHTB HaTpito xsopuay 9,0 Mr; JomoMi>KHA peYOBUHA - BOAA JUIS
i’ exiil.; TOB «tOpis-Dapm», Ykpaina,
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Bianosinanbawmii (1) 1) nikap CinenpHikoB 1.B.
JOCTITHHK (1) Ta MicIie KomynanpHe mignpueMcTBO «BonuHCHKHN 00JIACHUN MEIUYHUN IEHTP OHKOJOTI(» BommHCbKOi 00macHOT
(s1) mpoBeeHHS paau, OHKOJIOT1YHE XIMIOTepareBTUYHE BiAAUIeHHs, M. JIyIIbK

BurnpoOyBaHHs B YKpaini | 2) A.M.H., mpod. bormapenko 1. M.

KomyHnansHe HekomepitiiiHe mianpueMcTBo «Micbka kimiHIYHA jikapHs Nedy JIHIIPOBCHKOI MICBKOI paiw,
XiMioTepaneBTHYHE BUIIUICHHS 3 JCHHUM CTamioHapoM, JIHIMPOBCHKHI JEpKaBHUM MEIMYHUN
yHiBEpCHUTET, Kaeapa OHKOJIOTIT Ta MEIMYHOI paaioforii, M. JIHIpo

3) k.M.H. Bunauuenko [.O.

Komynansne Hekomepuiiine mianmpuemctBo Cymcbkoi obnacHoi paau CyMchkuil oOnacHMM KIiHIYHUN
OHKOJIOTIYHUI JHCIIaHCeP, OHKOTOpakaiabHEe BimmiieHHs, CyMChKHU Jep>KaBHUU YHIBEpCHTET, Kadeapa
OHKOJIOTIi Ta pafionorii, M. CymMu

4) n.m.H. Anamuyk " A.

Komynanene mianpuemctBo «KpuBOPI3bKUII OHKONOTIYHUN Aucmancep» JHIMPONEeTpoBChKOI 00IacHOT
panm», XiMioTeparneBTU4He BijaiaeHas, M. Kpusuii Pir

5) nikap I'aBpurok 1.C.

KomyHnaneHe HekoMepuiiiHe MmianpueMcTBO «TepHOMNbChKHMN O00NMaCHUN KIIHIYHMKA OHKOJIOTIYHHNA
Jucnancep» TepHoniabChbKkoi 001acHOi pajiu, XiMioTepaneBTUYHE BIJUIUIEHHS, M. TepHOMiIb

[Ipenapat nOpiBHSAHHSA, | —
BUPOOHMK Ta KpaiHa

CynyTHi Kap6omiatun (CARBO-cell®; Carboplatin; Carboplatin 10mg/ml Solution for Infusion, 150 mg; CARBO-
Marepianu/mpenaparu cell 10mg/ml; Carboplatin); konuentpat ast po3unny st iHpy3ii 150 mr; 10 mr/mn (MiTirpam/MiniiziTp);
CYIyTHBOI Tepartii Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services UK Limited, Benuka Bpuranis; Fisher

Clinical Services GmbH, HIseiinapis; STADAPHARM GmbH, HimeuuwnHa;

Iemiutabin (Iemuurabin; Gemcitabine; GEMCITABINE; GEMCI-cell®; gemcitabine as gemcitabine
hydrochloride; Gemcitabine 38 mg/ml Concentrate for solution for infusion 1000 mg; GEMCI-cell® 38
mr/mit; [emii-Cenn®; remuTalbiH y BUTIISAAI T1IPOXJIOPUY TeMIUTa01Hy); KOHIIEHTpAT A PO3YUHY IS
indysiit 1000 mr/ Mm% 38 mr/mu (Mimirpam/minimitp); Fisher Clinical Services GmbH, Himeuunna; Fisher
Clinical Services UK Limited, Bemuka bpuranis; Fisher Clinical Services GmbH, Illseiinapis;
STADAPHARM GmbH, Himeuunna

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA Isan 3A/IBOPHUX




Honatox 13

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure nocmimkenHs (asu 1/2 3 TABUINEHHSAM JO3W Ui OI[IHKK OE3MEYHOCTI, MEPEeHOCHMOCTI,
nonepeaHboi edeKTUBHOCTI Ta (dapmakokiHeTnku mnpenapary TAK-981 y gopocnux mamieHTiB i3
MOIMMPCHAMH YW METAaCTATUYHUMH COJIJHHMH IyXJUHAMH a00 3 peruauByOYuMU/pedpakTepHIMU
reMaToJIOTIYHUMHU  3JIOSIKICHUMH HOBOYTBOpPEHHSIMH», Koj agocmimxeHHs TAK-981-1002, Bepcis 3
IHKOPIIOPOBAHOIO monpaBkoro 6 Bix 14 rpyaus 2020 p.

3asBHUK, KpaiHa

ToapuctBo 3 OOmexeHorwo BiamosiganbhicTio «KoHTpakTHO-Jlochigauipka Opranizamis IaHOGapM-
Ykpaina»

Crnoncop, kpaina

«Takena [leBenonment Cenrep Amepikac, [Hk.» («TAC Amepikacy), CHIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

TAK-981 (TAK-981; TAK-981); po3unn amst ingy3ii, 100 mr/10 v (10 mr/min) y dumakoni; 100 mr/10 mo
(10 mr/mim) mr/ma (minirpamis/mininitp); LSNE Inc., USA; Eurofins Lancaster Laboratories, USA; Almac
Clinical Services, United States; Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical
Services Limited, United Kingdom

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeIEeHHS
BUNIPOOYBaHHs B YKpaiHi

1) a.m.H., npod. bounapenko 1. M.

KomyHnaneHe HexoMmepuiiiHe mignpueMcTBo «Micbka KiiHiuHA JikapHs Nedy JIHIMPOBCHKOI MICBKOI pajau,
XIMIOTepaneBTUYHE BIJAUIEHHS 3 JEHHMM CTamioHapoM, JIHIIpOBChKHI AepXaBHUN MeIUYHUN
YHIBEpPCHUTET, Kadepa OHKOJIOr1 Ta MeIu4Hoi paaioorii, M. J{Hinpo

2) 3aB. Bia. Ko63es O.1.

KomyHaneHe HekoMmepuiliHe MianpueMcTBO «OO0JIaCHUM LEHTP OHKOJIOTI», OHKOXIpypriuHe BiAJIiJICHHS
OprasiB TpyJHOI MOPOKHUHU, M. XapKiB

3) n.m.H., po¢. KpmkaniBcbka A.€.

KomyHansHe HekoMmepuiiiHe mnignpueMcTBo «lIpukapnaTcbkuil KIIIHIYHUM OHKOJOTIYHUN LeHTp IBaHO-
®dpaHKiBCHKOT 00JIACHOT pajiyy, BIAJIUIEHHS ICHHOTO CTallioHapy, IBano-OpaHKiBChKUI HAIIOHATHHHMA
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MEIUYHUHN YHIBEPCHUTET, Kadeapa OHKOJIOT1I, M. IBaHO-DpaHKIBCHK

4) n.m.H., ipod. Kpsaoxk L. A.

HamionansHui IHCTUTYT pakKy, HAYKOBO-JOCIIIHE BIJUIUICHHS XiMIOTeparrii reMo01acTo31B Ta aj’ FOBAaHTHHUX
METO/IB JIIKYBaHHS, BIJIIJICHHS OHKOT'€MaTOJIOT1{ 3 CEKTOPOM a1’ FOBaHTHUX METO/IB JiKyBaHHs, M. KuiB

5) k.M.H. Jluca T.L

Komynanene Hexomepiiiine minmpuemcrBo «OOnacHa xiiHiyHa JikapHsa iM. O.®D. I'epOaueBcbKOro»
JKutoMmupcbkoi 001acHOT pajiy, reMaToJIOTTYHE BiJIUICHHS 3 JTKKaMU IHTeHCUBHOI Tepartii, M. JKutomup

6) mupexrop [Tapamonor B.B.

KomyHansHe HekoMepIliiiHe miaAnprueMcTBO «YepKachkuili 00JacHUI OHKOIOTIYHUMN nucnaHcep YepkachbKol
obmacHoi panu», O01acHU# HEHTp KIIHIYHOI OHKOJIOT1i (OHKOXiMiOTepaneBTHYHMN ), M. Uepkacu

7) a.m.H. Cyxin B.C.

Kninika /[lepxaBHoi ycranoBu «lHCcTUTYT Memuunoi pagiosiorii Ta oskojorii im. C.II. I'purop’epa
HamionaneHoi akajeMii MeIMUHUX HAYK YKpaiHW», BIIUICHHS paaianiiiHoi oHKoiorii, M. XapkiB

[Ipenapatu mopiBHSIHHSA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi - JIaboparopHi Habopu;
MaTtepiaiu/mpenaparu - lmpu1i, TOJIKK, CUCTEMH;
CYIYTHBOI Tepamii - Mopo3sunsHa kamepa (-70 C), mopo3unsHa kamepa (-20 C)

- CTEpWJIbHI BaTHI KYJIbKH/MapJieBi CEpBETKH, CIIUPTOBI CEPBETKHU, TIACTHP;
- 1HIII MaTeplau JJIs JOCIIKEHHS.

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYCHHS Isan 3AZIBOPHUX




Honartox 14

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU J10 n1oaaTtka Ne 34 no
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonentpose, Bigkpure, posmupere gociaimkeHs |11 ¢ha3u s BUBYEHHST TOBrocTpOKOBOi Oe3reku Ta
e(EKTUBHOCTI Y YUaCHUKIB 3 PO3MOBCIOKEHUMH MyXJIMHAMH, SIKI y TaHUH yac nepeOyBaloTh Ha JIKyBaHHI
abo TiJ CIOCTEpE)EHHSAM Y JOCIHIPKEHHI 13 3aCTOCYBaHHSM IMeMOpoiizymaly», kon gocmimkenns MK-
3475-587, Bepcis 3 inkoprnopoBaHoto nonpakoto 03 Bix 19 kBitas 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHOI0 BianoBiganpHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn enn Joym Kopm.», nouipue mianpuemctBo «Mepk ena Ko., Ink.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[epenik nocniKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

KITPYJIA®; KEYTRUDA® (ITem6posizymad, Pembrolizumab) (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475, nem0potizyma0,
pembrolizumab); cTepuiIbHUN PO3YMH Ul BHYTPIIIHBOBEHHUX 1H(Y31H; 25 mr/mit; Almac Clinical Services,
USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland,;
Fisher Clinical Services Inc., United States; Fisher Clinical Services UK Limited, United Kingdom; Merck
Sharp & Dohme Corp., United States; Werthenstein BioPharma GmbH (WAG), Switzerland; MSD
International GmbH T/A MSD Ireland (Carlow), Ireland; MSD International GmbH TIA MSD Ireland
(Ballydine), Ireland,

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., npod. bornapenko I.M.

KomynansHe HexomepiriitHe mianpueMcTBo «Micbka kimiHIYHA jJikapHs Ned» JIHITPOBCHKOI MICBKOI paju,
XxiMioTepameBTHYHE BUIIUICHHS 3 JCHHUM CTalioHapoM, JIHIMPOBCHKHI AepXaBHUN MEIUYHUN
YHIBEpCUTET, Kadeapa OHKOJIOTIT Ta MeIMYHOI paaionorii, M. J{Hinpo

2) k.m.H. [TonomaproBa O.B.

KomyHaneHe HekoMepiiiiHe mianpueMcTBo «KHUIBCHKUN MICBKUN KITIHIYHUNA OHKOJOTIYHMNA LEHTP»
BUKOHaBuoro oprany KuiBcbkoi wmicekoi paan (KuiBcbkoi MicbKOi Jiep»aBHOI  aJMiHICTpalii),
xiMmioTepaneBTuyuHe BimauieHHs Nel, m. Kuis
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3) n.m.H., ipod. Pycun A.B.

KomyHnanpHe HekoMepuLiiHE MiANPUEMCTBO «3aKaprnaTChbKUil NPOTUNYXJIMHHUA LEHTP» 3aKaprnaTchKoi
00J1acHO1 paau, XIMIOTEpaNeBTUYHE BiUTUICHHS, M. Y KIOpo.I

4) k.m.H. Ypcon I'"M.

[IpuBaTHE MANPUEMCTBO TNpHUBaTHA BHPOOHWYA (ipMa «AIMHYC», JIKYBaJbHO-TIarHOCTUYHUN IIEHTD,
M. KponuBHu1pkuit

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi - mabopaTopHi Habopw;
MaTepiaau/mpenaparu - min/max TepMoMeTpH;
CYIYTHBOI Tepartii - IpyKOBaH1 MaTepiaiu.

Kommanis, sika zi€ 3a TOBipeHICTIO, SIKY HaJaB CIIOHCOP YW 3asBHUK Ha BBE3CHHS JOCIIHKYBAaHUX
JiKkapchKuX 3aco0iB Ta cynyTtHix marepianiB: TOB «Arenuis «C.M.O.-Ykpaina»

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AJIBOPHUX




HonaTtok 15

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

No 1187»

02.07.2021 Ne 1326

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«EMBER-3: PangomizoBane, Binkpute mocmimpkeHHs |l ¢asu mis mopiBHAHHS JiKyBaHHS TpenapaTom
LY3484356 Tta nikyBaHHA CHIOKPHMHHOIO Tepami€lo 3a BUOOPOM AOCHIJHMKA Yy TAI€HTIB 3 MICIEBO-
MOIIMPCHUM 200 METACTATUYHHM PAKOM MOJIOYHOT 3aJI031 3 MIO3UTUBHHUM CTATYCOM PEIENTOPIB ECTPOTCHY
Ta HeratuBHUM cTatrycoM HER2, sxi panime oTpumyBanu eHIOKPUHHY TEpamiro», KOJA TOCIiKeHHs J2J-
OX-JZLC, Bepcis 1.0 Big 15 6epe3ns 2021 poky

3asiBHUK, KpaiHa

«Emi Jlimm Bocrok CAy, IlIBetinapis

CrnoHcop, kpaina

Emi Jlimni enn Kommnani, CIIA / Eli Lilly and Company, USA

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

LY3484356 (LY3484356; LY3484356, LY3484356 tosylate, LY3484356 T1 Tablets; LY3484356,
LY3484356 tosylate); TabneTku, BKpUTI MIiBKOBOIO o6osoHkoro; 200 mr; Shanghai STA Pharmaceutical
Product Co. Ltd. China; Eli Lilly European Clinical Trial Services SA (ELECTS SA), Belgium

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.m.H. Amamuyk [.A.

Komynanene mignpuemMctBo «KpHBOpPI3bKHUN OHKOJIOTIYHMH aucnaHcep» JIHIMPONeTpoBChKOI 00J1acHOI
paan», XiMioTepaneBTUYHEe BiIUIeHHs, M. Kpuswuii Pir

2) nikap bep3oii O.A.

KomynansHe HexomepiniitHe mianpuemMctBo «Opechka obnacHa KiiHIYHA JikapHs» Onecbkoi 00J1acHOI
panu», BIIUIEHHS TOpaKajibHOI Xipyprii, M. Ozeca

3) nmikap byxrees JI.C.

KomyHnaneHe HexomepiiiiHe mianpueMcTBo «OONacHUI LEHTP OHKOJIOTii», O0JacCHUM IIEHTp MaMoJIorTii,
M. XapkKiB

4) n.m.H., ipod. I'otero €.C.

Komynansae HekoMepitiine mianpueMcTBo «lleHTpanbHa MichbKa KITIHIYHA JIIKApPHSI» Y KTOPOACHKOT MICHKOT
paziu, TepaneBTHYHE BiAUICHHS, M. YKIopoJa
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5) nikap IlleBus C.I1.

Komynanene Hexomepuiiine mianpueMcTBO «llominbChkuii perioHanbHUil HEHTp OHKoJOrii BiHHUIBKOT
obsacHO1 paauy, BiIIUICHHS XiMioTepartii, M. BiHHUIISA

6) nikap Cinenbhikos 1.B.

KomynansHe nignpueMcTBo «BoauHChKHI 001aCHUN MEIUYHHN [IEHTP OHKOJIOTi» BomHChKO1T 001acHOT
paziu, OHKOJIOT1YHE XiMIOTEepareBTUYHE BiAIIeHHs, M. JIylIbK

[Ipenaparu nopiBasiHHsA, | Ex3emecran; Excemecrtan; SymeX; Cumekc; Cimekc; Exemestane; Symex Exemestanum; Exemestane
BUPOOHUK Ta KpaiHa Tablets (Exemestanum; Exemestane; eksemestan; Exemestane); TaGieTku, BKpPHUTI OOOJOHKOKO JUIst
nepopagbHOTO 3acTocyBanHs; 25 mr; Symphar Sp. z 0.0., Poland; Eli Lilly European Clinical Trial Services
SA (ELECTS SA), Belgium;

®daznogexc, Faslodex, ®ynbBectpant, DynBectpant (Dynectpant, DyneBectpant (Fulvestrant);
Fulvestrant); po3uun mus in'exiii (250 mr/5S mur); 50 mr/mur; VetterPharma-Fertigung GmbH & Co. KG,
Germany; ASTRAZENECA UK LIMITED, UNITED KINGDOM; Eli Lilly European Clinical Trial
Services SA (ELECTS SA), Belgium

CynyTtHi JlaGopaTopHi Habopu — bipmu Covance Ta BHUTpATHI Marepianu hi (o) HUX.
MaTepianu/mpenaparu EnexTpoHHi moaeHHUKH, CMapT(OHU IS MAI[iEHTIB.
CYNyTHBOI Teparii Kommnanis, sika jaie 3a JOBIPEHICTIO, Ky HaJaB CIIOHCOP YM 3asBHUK Ha BBE3€HHS JOCIIJKYBaHUX

JiKapchKUX 3aco0iB Ta cynyTtHix marepianiB: TOB «IMII Jlorictuka Ykpaina»

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 37I0POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/UKCHHS CYTTEBUX MOTPABOK Ta
BHECEHHs 3MiHU 110 fojatka Ne 34 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 14 yepBus 2021 poky

Ne 1187»

02.07.2021 Ne 1326

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«Bigkpute paHIOMi30BaHE JIOCHI/DKEHHS 3 OIlIHKM OIOCKBIBaJEHTHOCTI JIIKAPCBKUX IpernaparinB
«PEHOTOP», TabsieTku, BKpUTI TUTIBKOBOIO 000J10HKOK0, 110 50 Mr (TOB HB® «MIKPOXIM», Ykpaina) Ta
«IHCITIPA®», TabneTku, BKpPUTI IMIiBKOBOIO oOonoHkow, mo 50 mr (Ildaitzep Iuk., CIIA) 3a yuacTio
3I0pOBUX TOOPOBOJIBINIBY, Koa nociimkenns EPL-TBE, Bepcis 1.0 Bix 16.03.2021

3asiBHUK, KpaiHa

TOB HB® «MIKPOXIM», Ykpaina

CrnioHcop, kpaina

TOB HB® «MIKPOXIM»y, Ykpaina

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

PEHOTOP (107724-20-9; emiepeHoH); TabICTKH, BKPHUTI IUIIBKOBOKO 000j0HKOK; 50 mr; TOB HB®
«MIKPOXIM», Ykpaina

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUIIPOOYBaHHs B YKpaiHi

1) 3aB. Bia. Bonkosa B.O.

JlikyBanpHo-miarHoctuuHuit  nentp TOBAPUCTBA 3 OBMEXEHOIO BIAIIOBIZAJIBHICTIO
«KJITHIKO-JIIATHOCTUYHHI LIEHTP «PAPMBIOTECT», cramioHapHe BimmiTeHHs (TepameBTHUHE),
M. PyOixkHe

2) 3aB. n1a0. Mamenko C.B.

bioananitnuna nabopatopist TOBAPUCTBA 3 OBMEXXEHOIO BIATIOBIJIAJIBHICTIO «KJIIHIKO-
JUATHOCTUYHUH LIEHTP «®APMBIOTECT, M. PyGixkue

[Ipenapatu mopiBHAHHS,

IHCITPA® (107724-20-9; enuiepeHoH); TaONeTKH, BKPUTI IIiBKOBOIO 000N0HKOI0; 50 Mr; PapeBa AmOya3,

BUPOOHUK Ta KpaiHa Opanuis
CynyTHi —/—
MaTepiajau/npenapaTru

CYNyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Jonatok 17
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX ITONPABOK Ta

BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi
MOTIPaBKH

[TonpaBka 10 KepiBHUIITBA «XIMi4HI BJACTUBOCTI, BUPOOHMIITBO Ta KOHTPOJbY, Bepcis 1.0 Bix 18 mrororo
2021 poxy, aHTIIHCHKOIO MOBOIO; JOChE MOCIIIKYBAaHOTO JIKApCHKOTO 3aco0y: AKTHBHA PEUYOBHHA
o6emnenoinna kucnora (ETC-1002). 3aranpHuii miacymok sikocTi Bepcis 1, Bim 18 motoro 2021 poky,
aHTIIHCHKOI0 MOBOIO; JlOChE JOCIIKYBAHOTO JKApChKOTOo 3aco0y: TabneTkn OemmenoinHOi KHCIOTH.
3aranbHuil miacymMok skocTi Bepeis 1, Big 18 mrororo 2021 poky, aHrmiicekoro MoBow; Jlocke
JOCTIDKYBAHOTO JIIKapchKoro 3aco0y: Tabnmetkum miame6o g0 OeMIenoinHoi KUCIOTH. 3arallbHUN
miacyMoK skocti Bepcis 1, Bim 18 miororo 2021 poky, aHTIIHCBEKOIO MOBOIO; JloChe IOCIHITKYBaHOTO
JiKapcekoro 3aco0y: JlogaTtku 10 3araibHOTO MiACYMKY sIKOCTI Bepcis 1, Bim 18 motoro 2021 poky,
aHrmicbkol0 MoBOM; [lofOBXKEHHS TepMiHYy MNPHUAATHOCTI JAOCHIPKYBAHOTO JIIKapChKOTO 3aco0y
o6emnenoinna kucnora (ETC-1002) Ta BignosigHoro miamne6o 10 60 micsiis

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 545 Bin 19.05.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PangomizoBaHe, MOABIAHE ClIiIe, IJIae00-KOHTPOIHOBAHE JAOCTIKEHHS ISl OIIHKM J1ii OeMren0iqHo1
kuciaotu (ETC-1002) Ha mosiBY TSKKUX CEPLIEBO-CYAMHHHUX SIBHI y MAaLI€HTIB 13 CEPLEBO-CYAMHHOIO
XBOPOOOI0 200 3 BUCOKHM PH3MKOM ii BHHUKHEHHS, SIKi HE TIEPEHOCSTh JIIKyBaHHs cTaTnHamu», 1002-043,
3 IHKOPITIOPOBAHOIO MonpaBkoio 5 Bix 24 BepecHs 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK'IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«Ecnepion Tepan’totike, Ink.» (Esperion Therapeutics, Inc.), CIHA

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHs 3MiHH JI0 qonatka Ne 34 mo Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

3anydeHHs OJATKOBHX BHUPOOHMYMX [UIBHUIL BHUPOOHMITBA JOCHIHKYBAaHHX JIKAPCHKUX 3ac00iB:
ABacTuH, KOHLEHTpAT A po3uuHy Juis iH(y3iid, 25 mr/mu, Roche Diagnostics GmbH, Himeuuuna;
OOJII-cemn®, pozumH mis iH'eknid 1000 mr/100 M (10 mr/ mur), Stadapharm GmbH, Himeuuuna;
Ribofluor®, po3zuun mis in'ekuii 50 mr/mi, Oncotec Pharma Produktion GmbH, Himeuunna; 301ab11eHHS
KUIBKOCTI JTOCHIKyBaHUX B YKpaiHi 3 29 no 80 oci0; BrirodeHHs J0OAaTKOBOTO MICIIS MPOBEICHHS
BUIIPOOYBAHHS:

No I1.1.B. BiANIOBIIaJIbHOTO AOCIIITHUKA

n/n HasBa micus mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1 JI.M.H., mpo¢. Yemyk B.€.

ToBapucTBO 3 OOMEXKEHOIO BIANOBIJANbHICTIO «MeauuHuii LEeHTp iMeHl akazaeMika HOpis
[TpokonoBuua CrixkeHkay», BiAALn kiaiHIYHUX gochimkeHb Ne 1, KuiBcbka obnacth, Kueso-
CsTomMHChKUIM paiioH, c. KamitaHiBka

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PRESERVE 1: ®a3a 3, pangoMizoBaHe, TOBIHE CITille MOCTIKEHHS TPHJIAUKIIOY y TOPiBHIHHI 3
ranebo y Mali€eHTiB, SKI OTpUMYIOTH Tepamito i3 3actocyBaHHAIM FOLFOXIRI/GeBanusymaldy st
JKYBaHHS METaCTaTHYHOTO KOJIOPEKTAIbHOTO paky», G1T28-207, Bepcist 2.0 Bix 11 ciuns 2021 poky
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3asBHUK, KpaiHa innpuemctso 3 100% ino3emuoo inBectuuiero «AMK’FOBIA PJIC Ykpaina»
CroHcOp, KpaiHa G1 Therapeutics, Inc., United States

CynytHi —

Marepiaiau/mpenaparu

CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonatok 19
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBUX IOTPABOK Ta

BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

[TomoBsxeHHs TepMiHY MPUAATHOCTI JOCHIKYBAHOTO JIiKapchkoro 3aco0y Tiparomymal, KOHIIGHTpAT IS
pO3UMHY Uil BHYTpilTHbOBeHHHMX 1H]Y3iid, 600 mr/10 mn go 36 wmicauiB; [lomoBxkeHHS TepMiHY
npugatHocTi mianebo a0 Tiparomymaly, KOHIEHTPAT AJIsl PO3YMHY JUIS BHYTPIIIHBOBEHHHX 1H(Y3iH 10
24 wmicsauiB; Ononeni po3aimu S.7.1 «Pe3tome 1010 cTabiuIbHOCTI Ta BUCHOBKM» (S.7.1 cme391921),
S.7.3 «/lani ipo crabinpHICTEY (S.7.3 cmc391923), P.8.1 «Pe3tome moa0 cTabITBHOCTI Ta BUCHOBKHNY
(P.8.1_ cmc391938, P.8.1 cmc391930), P.8.3 «/lani mnpo crabumpHicTE» (P.8.3 cmc391942,
P.8.3 cmc391935) nmocke mocmipKyBaHOrO JiKapchbkoro 3aco0y Tiparomymad Tta 1utame6o 10
Tiparonymaly

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2917 Bix 15.12.2020
Ne 1360 Bix 10.06.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, mojBiiiHe ciine, ruanedo-koHTposnboBane ¢asu |l mocmimkenHs ate3onizymady B
noeqHanHi 3 Tiparomymabom (aHTu-TIGIT anTHTiO) abo 6e3 Tiparomymaly Yy TMali€eHTiB i3
HEpPEe3eKTa0eNbHOI MICIEBO-TIOUIMPEHO0 IUIOCKOKIIITHHHOK KapLUHOMOIO cTpaBoxoay», Y 042137,
Bepcis 3 Bix 16 Bepecus 2020 p.;

«PannomizoBane, nmoaBiitHe crine, miuaredo-koHTponsoBaHe ¢aszu |l mocmimxenns tiparomymady (aHTH-
TIGIT anTuTino) B koMOiHamii 3 aTe30i3yMadoM y OpiBHSIHHI 3 11ane6o B KoMOiHaI1 3 ate3011i3ymadom
y MaLi€HTIB i3 paHille HEeNIKOBAaHHUM MiCLIEBO-TIOIIMPEHUM Hepe3eKkTabenbHUM abo meractatuuHuMm PD-
L1-cenexkTHBHUM HEIPIOHOKIITHHHUM pakoM Jieredby, GO41717, Bepcis 3 Bix 02 mucronama 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BiAnoBiAanbHIcTIO «Pomr Ykpainay
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CrnioHcop, kpaina ®. Xodpdmann-JIs Pom JItn, [IBelimapis

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs Isan 3AJ/IBOPHUX




Jonatox 20
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHs 3MiHH JI0 qonatka Ne 34 mo Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi
MOTIPaBKH

3mina agpecu CroHcopa kiiHiuHOTO BUnpoOyBanHs «Camcynr baitoenic Ko., JIta.», Pecmy6nika Kopes
(Samsung Bioepis Co., Ltd., Republic of Korea):

byno Crano
107, Cheomdan-daero, Yeonsu-gu, Incheon, | 76, Songdogyoyuk-ro, Yeonsu-gu, Incheon 21987,
21987, Republic of Korea Republic of Korea

Bpomrypa nocmigHuKa T0CTiKyBaHOTO Jikapebkoro 3aco0y SB12, Bepcist 2.2 Bin 12 kBiTHS 2021 poky,
aHrIicbkol0 MoOBOKO; OHOBIEHI 3pa3Ku MapKyBaHHS JIOCIHIIKYBaHOIO JIiKapchkoro 3aco0y SBI2
(3anporioHoBaHui OioaHANOT eKyIizymMaoy), gurakon 30 mi, 10 Mr/miL, M0 MIiCTUTh KOHIICHTPAT PO3YHHY
JUIs BHYTPILTHBOBEHHOTO BIMBAHHS, YKPaiHCbKOIO MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1804 Bix 15.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBane, mOABIWHE ciine, OaraTouneHTpoBe nocuipkeHHs ¢dazu |l 3 Meroro mopiBHSHHS
e(eKTUBHOCTI, Oe3meyHOoCTi, (papMaKOKIHETUKH Ta IMyHOTeHHOcTI mpenapaTy SB12 (3ampomnoHoBaHOro
Oloanasora ekymnizymalOy) 1 mnpenapary Comipic® y mnami€eHTiB 3 MapoOKCU3MAIBHOK HIYHOIO
remorso0inypieto», SB12-3003, sepcis 6.0 Big 27 nucronana 2020 poxy

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexenoro BinnopimanbhicTio «KoHTpakTHO-/{ochinnumnpka Opranizaiis [HHOapm-
Ykpaina»

CnoHcop, kpaiHa

«Camcynr baitoenic Ko., JIta.», Pecriyonika Kopest (Samsung Bioepis Co., Ltd., Republic of Korea)

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHs 3MiHH 70 nojaTka Ne 34 mo Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa Ha3BH Ta MICIS IPOBEACHHS BUMPOOYBaHHS:

byno

Craino

I.M.H., po¢. Buaauk M.L

Ob6nacHa TMCHUXOHEBpOJIOTiYHA  JiKapHS  Ne3,
BiyTiieHHs Nel KpU30BUX CTaHIB Ta MEPBUHHOTO
NCUXOTUYHOTO  emi3ony Uil JIOPOCJIOro
HaceseHHs, [BaHO-DpaHKIBCHKUI HAIlOHATILHUMA
MEIWYHUNA yHIBepcUTeT, Kadeapa mcuxiarpii,
HapKoJjorii 1 MeAu4Hoi mcuxosorii, M. IBaHo-
@DpaHKiBCBK

I.M.H., ipo¢. Bunnuk M.L.

KomyHnaneshe HEKOMepliliHe H1IPUEMCTBO
«[Ipukapnarcekuii OONacHWI KJIIHIYHUA IEHTp
TICUXIYHOTO 3710pOB’s IBanO-®paHKIBCHKOT
obnacHoi paauy, BiaaiieHHs Nel KpH30BUX CTaHIB
Ta TEPBUHHOTO ICHUXOTUYHOTO emi304y AJis
JI0OpOCIIOro HaceNeHHs, M. IBaHO-DpaHKIBChK

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 38 Big 11.01.2020

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PangomizoBaHe, TOJBIifHE cIine, TUIae00-KOHTPOJIbOBAaHE, OaraToIeHTPOBE JOCHIIKEHHS, IO
MPOBOAMTHCS B MapalelbHUX TPYIMax, i3 3aCTOCYBaHHAM (hiKCOBaHUX 103 AJIs OLIHKH €(EeKTUBHOCTI Ta
Oe3nevnocTi npenapaty SEP-363856 y marieHTiB i3 MU30(QPEHIEI0 Y TOCTPOMY TICUXOTHIHOMY €ITi301»,
SEP361-301, Bepcis 4.00 3 iHKOpIOpoBaHOIO CYTTE€BOIO nonpaskoro 3.00 Bix 26 ciunsg 2021 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJC Ykpaina»




2 MIPOJIOBXKEHHSA JoaaTka 21

CrnioHcop, kpaina «Cynosion ®apmackroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikaris cyrreBoi
MOTIPaBKH

BxuroueHHs J0JJaTKOBUX MICIIb TPOBEEHHS KIIHIYHOTO BUIPOOYBAHHHS !

Ne I1.Lb. BiAMOBIAaTbHOTO AOCIIITHUKA

/1 Hazpa micuisg mpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS

1. | x.m.H. bymzak [.4.
Kninika ep>xaBHoi ycraHoBH «lHCTUTYT ractpoeHTepodorii HarionanpHO1 akageMii MeTuaHuX
HayK YKpaiHu», BIAJUI 3aXBOPIOBaHb HUIYHKY Ta JBaHAILATHIAIOI KHUIIKH, JIETOJNOTI Ta
JIKYBaJIbHOTO XapuyBaHHS, JIHIIPOBCHKHMM JepaBHUM MEIUYHMNA YHIBEpCUTET, Kadeapa
Teparnii, KapioJorii Ta ciMeHOI MeIMLIMHY (PaKyNbTeTy MiCASAUIIIIOMHOI OCBITH, M. JIHIIpO

2. | x.M.H. ['epacumenko O.M.
MenuuHuil IEHTp TOBapHCTBA 3 0OMEKEHOIO BiINOBIIANbHICTIO «Menuunuil ieHTp «KoHcuiiym
Menikany, craliioHapHe BIJIUJIEHHS 3 TaCTPOCHTEPOJIOTIYHUMHU najgatamu, M. Kuis

3. | k.M.H. Kynunny P.JIL.
KomyHnanpHe HeKOMepIliiiHE MIAMPUEMCTBO «3amopi3bka O0JIacHa KIIHIYHA JIIKapHS»
3amnopi3bKoi 001acHOT pajiu, BIIJICHHS FACTPOSHTEPOJIOTii 1 €HA0CKOII, M. 3alOopiAoKs

4. | x.Mm.H. Tomamkesuu I'.1.

KomyHaneHe HekomepliiiiHe mianpueMcTBo «BiHHHMIIbKA MichbKa KiiHIYHA JikapHa Nely,
TaCTPOCHTEPOJIOTIYHE BIIUICHHS, M. BiHHUIISA




2 MIPOJIOBXKEHHS J0/1aTKa 22

Howmep Ta nara Hakazy Ne 1012 Big 24.05.2021

MO3 110110 3aTBEPIKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Hasga xiiniuHOTO «PannomizoBane, mozABiiiHE ciiine, Muanebo-KOHTPoIbOBaHe AociipkeHHs npernapary BBT-401-1S mpu

BUIIPOOYBaHHS, KO/, MepopaibHOMY 3aCTOCYBAaHHI y MAIlI€EHTIB 13 BUPA3KOBUM KOJIITOM CEpEIHBOTO Ta BaXKKOTO CTYIEHS, IO

Bepcis Ta qaTa BKJIIOYA€ BIJIMOBIAb-aJaNTUBHY MOABIMHY ciiny ¢a3y mnoaoBkeHoro mikyBanHs», BBT401-UC-005,
Bepcis 4 Bix 14 rpynus 2020 p.

3asBHUK, KpaiHa TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

CrnoHcop, kpaiHa Bridge Biotherapeutics, Inc., Pecniy6mika Kopes

CynyTtHi —

Marepiaiau/mpenaparu

CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmariis ans namienta 1 @opma inpopmoBaHoi 3roau, MonaenbsHa Bepeisa st Ykpainu (ans Yactunu 11
nocmimkenns) / Bepcig 8.0 / 28 kBitHs 2021 poky, YKpaiHCBKOIO Ta POCIHICBKOI0 MOBaMHU

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 70 Bix 31.01.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe moJBiiiHE ciine MmIane00-KOHTPOJILO0BaHE OAraToeHTPOBE JOCHTiKeHHs (a3u 2b, o
MIPOBOJIUTHCS Yy MapalielbHUX Tpylax 3 METOI OLIHKM Oe3MeYHOCTI Ta e€()EeKTUBHOCTI 3aCTOCYBAHHS
npenapary JNJ-64304500 y mamieHTiB 3 xBopoOoro Kpona B aktuBHi# (a3l BiJl CEPEIHBOTO 10 BAKKOTO
cTyneHs TshkkocTi», 64304500CRD2001, 3 inkoprnopoBaHoto nonpaskoro 6 Bif 04 mrotoro 2020 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEIJI Vkpaina»

CrnoHcop, kpaina

«Succen-Cinar Inrepuenran HBy», benbrist / Janssen-Silag International NV

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHUX




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

Bpomypa nocmigauka MK-3475, sunanns 20 Big 08 6epesns 2021 poky, aHrmiiicbkoro MoBot0; [IpoTokomn
MK-3475-204, Indopmariis Ta JOKyMEHT mpo iHPopMOBaHy 3rofy maiienta, Bepcis 11.01 mns Yipainu
Bix 21 xBiTHS 2021 poxy ykpaiHcbkoro MoBOIO; [Iporokon MK-3475-204, Tndopmartist Ta JOKYMEHT PO
iH(hopmoBany 3roay namienta, Bepcist 11.01 qis Ykpainu Big 21 kBiTHs 2021 poky pociiicbKor MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1277 Bix 20.10.2017

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBane, BinkpuTe KimiHiyHe pochimkeHHs Il ¢a3u mnopiBHAHHA mnemOpomnizymaly Ta
OpeHTykcuMaldy BEIOTHHY y MAIlI€HTIB 3 PEIUIUBYIOUOI0 a00 PE3UCTEHTHOIO JO JIIKYBaHHS KIIACUYHOIO
aimdpomoro Xomxkkinay, MK-3475-204, 3 inkopnopoBaHoto nornpaskoro 05 Bix 18 mororo 2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaina

«Mepk Ilapn Ean loym Kopm.», nouipue mianpuemctBo «Mepk Ena Ko., Iak.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




JonaTtok 25

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

JlonoBHEHHS 10 iHPOpPMAaLIHHOTO JMCTKA MalienTa Ta GopMu iHPOPMOBAHOT 3T0/IH, IO OXOIUIIOE 3MIHU Y
3B’s13ky 3 COVID-19 i 6aTbKiB, OCHOBHE JIOCIIIPKEHH, MDXKHapoJHa MaiicTep-Bepcis JlonoBHEHHS Bep.
1.0 Bix 15 xBiTHA 2021 p., Ykpaina, Bep. 1.0 Bix 26 kBiTHs 2021 p., yKpaiHCBKOIO Ta POCIHICHKOI0 MOBaMHU

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 574 Bin 29.03.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IHTEepBeHIIIiTHE, paHAOMI30BaHe, MOJBIMHE CIine, TUaned0-KOHTPOJIbOBAHE OCHIKEHHS] 3 aKTUBHUM
npemnapaToM MopiBHAHHS (PIyoKkceTHH) Ta (piKCOBAHOIO 0300 BOPTIOKCETUHY Y MEAIaTPUYHHX MAIIEHTIB
BikoM Big 7 mo 11 pokiB, xBopux Ha Benukui nenpecuBHuil posznax (BIAP)», 12709A, sepcis 4.0 3
1HKOpIIOpOBaHO0 nornpaskoro 3 Big 21 cepnus 2018 p.

3asiBHUK, KpaiHa

TOB «KuniniuHi nocniakeHHss ARKOH», YKpaiHa

CrnoHcop, kpaina

X. Jlyanoex A/C, Hanis

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHSA IBan 3AJ/IBOPHHUX




JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocniguuka ATI-2173, Bepcis 3.0, Big 29 xBitHa 2021 poky, aHIIHCHKOIO MOBOIO; 3MiHA
anpecu Croncopa nmociimxkerass Antioc TepameBrtike Iak, CIIIA/Antios Therapeutics, Inc., USA: 20
Xopcury bern Poyn, Menaem, mrat Heto-JIxxepci, 07945, CILIA/20 Horseshoe Bend Road, Mendham NJ
07945, USA:

bYJIO CTAJIO
575 ®app Poyn Hoptr Icr, HOmit 12260, | 20 Xopcmry benn Poyn, Mennem, mratr Hsro-
Atnanta, mratr JDropmkis 30355, CILA/575 | Hxepci, 07945, CIIA/20 Horseshoe Bend Road,
Pharr Rd NE, Unit 12260, Atlanta, GA 30355, | Mendham NJ 07945, USA.
USA

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1143 Bix 15.05.2020

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«®aza 1, moasiiiHe ciine OOCHIIKEHHS JUIsl OLIHKM O€3MeKH, MEepeHOCHUMOCTI, (hapMaKOKIHETHUKU Ta
npoTuBipycHOi akTuBHOCTI mpenapary ATI-2173 y 3m0poBux oci6 Ta y oci0 3 XpOHIUHOIO iH(EKIET,
BHUKJIMKaHOIO Bipycom rematuty B», ANTT101, Bepcis 4.0 (mompaska 03) Bix 07 rpyans 2020 poxy

3asiBHUK, KpaiHa

TOB «Apencis Excriioparopi Meniciny, Ykpaina

CnoHcop, kpaiHa

AmnTioc Tepanesrikc Ink., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepaabHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS IBan 3A/IBOPHUX




Jonatok 27
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

bpomrypa nocnigauka MK-7655/MK-7655A, Bunanns 14 Big 30 kBiTHs 2021 poKy, aHTIIIHCEKOI0 MOBOIO

Howmep ta nara nHakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1964 Bin 26.08.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, panaomizoBaHe, KOHTPOJIbOBAHE 32 JIOMIOMOTI0I0 aKTUBHOTO MPenapary KIiHIYHEe JOCHIKEHHS
/111 pa3u s omiHkK Oe3neKu, MepeHOCUMOCTi, ePeKTUBHOCTI Ta (hapmakokineTnku MK-7655A y niteit
BIKOM BiJl Hapo/keHHsS 10 18 pokiB 3 MIATBEPIKEHO abo Mi03PIOBAHOK TPAMHEraTHBHOIO
OaktepianpHOW0O iHOekmiero», MK-7655A-021, 3 iHkopmopoBaHor mompaBkoo 02 Big 27 ceprHs
2019 poky

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX



JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi

BxkirodyeHHs 101aTKOBOTO MiCI.IfI IIPOBCACHHA BI/IHpO6YBaHH$I:

BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

MIOTPaBKU Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS
1. | n.mH., mpod. Cmisia C.1
KomyHnaneHe HexoMepuiliHe miaAnpueMcTBO «TepHOMNIbChKAa YHIBEPCUTETChKA JTIKAPHS
TepHOMIBCHKOT 00JIACHOT pajii, pEBMATOJIOTIYHE BiAIUICHHS, TEepPHOMUIbCHKUN HAIllOHAILHUM
MennyHui yHiBepcuteT iMeHi 1.5, ['opbaueBchkoro MiHiCTepCTBa OXOPOHH 310pOB'sl YKpaiHu,
Kadeapa BHyTpiiHb01 MequiHu Ne2, M. TepHomnisib
Howmep Ta nata Hakazy —
MO?3 11010 3aTBEpPHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
Ha3ssa xmiiniuyHoro «PangomizoBaHe, MOJBIHE ciine, OaraToleHTpoBe KiiHIYHE nocmimkeHHs ¢asu Il mana omiaku

e(pEeKTUBHOCTI, OE3MEeYHOCTI, MEPEHOCUMOCTI, (papMaKOKIHETUKM Ta IMyHOreHHOCTiI mnpemnapaty SB17
(3armpomoHOBaHOrO OlOCUMIUISPY yCTeKiHyMaly) B MOpiBHSHHI 3 mpemapatoM Crenapa® B MaIl€HTIB 13
OJSIIKOBUM TICOPia30M CepelHboro abo TsDKKoro crymeHs», SB17-3001, Bepcis 2.0 Bix 15 mrororo
2021 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaiHa

Samsung Bioepis Co., Ltd, Republic of Korea

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHUX 3aC00iB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka Acalabrutinib (ACP-196, CALQUENCE®), Buaanns 10.0 Big 12 mororo 2021 p.,
aHTIIHCHKOI0 MOBOIO; [H(opMaIltis mpo gociipkeHHs Ta Gopma iHPOPMOBaHOI 3roau, OcHOBHA Bepcis 4.0
Bix 15 Oepesns 2021 p., micuesa Bepcis g Yipainu 3.0 Big 05 kBiTHsa 2021 p. aHTIIHCEKOI0 MOBOIO;
Iadopmaris npo mocmimkenHs ta ¢opma iHpopMoBaHOi 3roau, ocHOBHa Bepcis 4.0 Bim 15 Oepesns
2021 p., micueBa Bepcis mist Ykpainu 3.0 Bim 05 kBiTHsa 2021 p., mepekiiaj poCiiChKOI0 MOBOKO IS
VYxpaian Big 21 xBitHa 2021 poky; [ndopmamis mpo mocmimkeHHsS Ta Gopma iHPOpMOBaHOI 3rou,
ocHoBHa Bepcisa 4.0 Bix 15 Oepesns 2021 p., micuesa Bepcis aia Ykpainu 3.0 Big 05 kBitas 2021 p.,
nepekyaa yKpaiHChbKO MOBOIO /it YKpainu Big 21 kBitHs 2021 poky.

Howmep Ta nata Hakazy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2674 Bix 18.11.2020

HasBa xiriHiyHOrO
BUIIPOOYBaHHSI, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, TMOABIWHE cline, IJIane00-KOHTpoIboBaHe (a3u 3 JOCHIKEHHS akalnaOpyTHHIOY Yy
KOMOIHaIii 3 puUTyKcMMaboM, HukiaopocdaMiioM, TOKCOpYOIIMHOM, BIHKPUCTHHOM Ta MpPEIHI30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y mnariieHTiB
BIKOM <65 pOKiB i3 paHille HEeTKOBaHOIO IU(Y3HOIW B-BEIMKOKIITHHHOIO JIIM(OMOIO, 110 BUHHUKIA 3
KJIITHH HerepMiHaibHOro neHtpy», ACE-LY-312 (D8227C00001), Bepcis 2.0 Bix 01 numust 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI IEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexkroparty

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3A/IBOPHUX




Honatox 30
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHs 3MiHH 710 nojaTtka Ne 34 no Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa ans gocnianuka 3 npenapary tunidaphio, penakuis 16 Bix 29 ciung 2021 p.; [ndopmariiinmii
JHMCTOK TamieHTa i popma iHPOPMOBAHOI 3ro/I HA Y4acTh Y MOMEPEAHHOMY BiTOOPI MaIli€HTIB, OCTATOYHA
penakmis 3.0 mius Ykpaimm Bim 07 TpaBHs 2021 p., OcTaTOYHHME TEpekiIaa 3 aHTJIIHChKOI MOBH Ha
yKpaiHchKy MoBY Bix 19 tpaBus 2021 p., ocTaTOUYHUH MepeKia 3 aHTITiHCHKOi MOBH Ha POCIHCEKY MOBY
Bix 19 tpaBus 2021 p.; Indopmariiiamii mucTok marieHTa i ¢opma iHGOPMOBAHOI 3TOAU JJII KOTOPTH
AIM-HN, ocratouna penakmis 3.0 mist Ykpainu Bim 07 TtpaBHs 2021 p., ocraTouyHWi mepexian 3
aHTJIACHKOT MOBH Ha YKpaiHChbKy MOBY Bij 19 TpaBHa 2021 p., ocTaToOuHUI nepekiiaj 3 aHTIiHChKOI MOBU
Ha pociiickky MOBY Bix 19 tpaBust 2021 p.; 30UIbMIeHHS 3aIUTAHOBAHOI KUIBKOCTI JOCIIKYBAHHUX JIJIS
BKJIFOYEHHS y BUIIpoOyBaHHs B YkpaiHi 3 305 10 666 ocib

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2110 Bix 16.09.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«HenopiBHsUIbHE ONMOpPHE OOCHIIKEHHS, 110 MpoBoAUTHC y ABoX koropTtax (AIM-HN 1 SEQ-HN) i3
METOI0 OIIIHKU €(QeKTUBHOCTI TUMihapHiOy MpH JIIKyBaHHI MALI€HTIB 13 MIIOCKOKIITUHHUM PaKOM T'OJOBU
ta mui 3 mytarismu rena HRAS (xoropra AIM-HN) i1 BruuBy myraniit rena HRAS nHa BiamoBigs Ha
CHCTEMHY Teparito IepIIoi JiHii 3 MPUBOY TUIOCKOKIIITHHHOTO paKy rojoBu Ta mui (koropta SEQ-HN)»,
KO-TIP-007, pemaxis 3rigao 3 [Tonpaskoro 3 Big 09 uepsus 2020 p.

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Kypa Onkonomxi Inxopnopeiiten» [Kura Oncology, Inc.], CIHA

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Isan 3A/IBOPHUX




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi
MOTIPaBKH

3amy4yeHHs JOAATKOBOTO MICIS MPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS

Ne I1.1.B. BiAIOBIZAJILHOTO JHOCHITHUKA
/1 Hazpa Micuis mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS
1. | n.m.H., pod. MakeeBa H.I.

KomyHnaneHe HekoMepuiliHe miANpHeMcTBO «Micbka KIiHIYHA JuTs4ya JikapHs Nel6y
XapkiBCbKOI MICBKOI paau, TeMaTOJIOTIuHE BIIJMIIEHHS, XapKiBCchbkuii HarioHanmbHMIA
MeIWYHHUN yHIBepcuTeT, Kadenpa neaiatpii No2, m. XapkiB

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baraToneHTpoBe paHJIO0MI30BaHE MOJBIMHO crime Ianedo-KOHTPOIboBaHe BUMPOOyBaHHs (asu 3b B
napajeNbHUX rpynax 3 IMOJAJbIIO BIAKPUTOK PO3MIMPEHOI0 (a30i0 ISl OLIHKU e(EeKTHBHOCTI Ta
6e3meyHocTi ABaTpomOomnary ajsl JiKyBaHHS TPOMOOLIMTOIEHIT B MAIiEHTIB JAUTSAYOrO BIKY 3 IMyHHOIO
TpoMOouuToneHi€eo nporarom 26 micsauis»y, AVA-PED-301, Bepcis 2.0 Bix 17 rpynnsa 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIIAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVHIMENUTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa

Dova Pharmaceuticals, Inc., CIIIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0€3ne4YeHHS

IBan 3A/IBOPHUX




JonaTok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»
02.07.2021 Ne 1326
Inentudikarnis cyrreBoi 3amy4yeHHs JOAATKOBOTO MICIS MPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS
MIOTPaBKU Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA
/1 Hazpa Micuis mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1. | k.M.H., 3aB. Big. Pomanis O.I1.

KomyHaneHe HEKOMepIiiiHE MiANPUEMCTBO «3aKapnaTChbKuii OOJACHUHA MEAMYHHHA IICHTP
INCUXIYHOTO 3JI0pOB's Ta MEIUIMHM 3ale)KHOCTeH» 3akaprnaTcbkoi 00JacHOl pajaw,
NICUXIaTPUYHE BIJJIIJICHHS, M. YKIOpoJ

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, MoBilHE ciimne, Mianedo- KOHTPOIboBaHe nochikeHHs ¢a3u I ans ominku edexTiB
npenapary RO6889450 (PaimiTapoHT) y mali€eHTiB i3 mmu30(peHiero ado 3 mu30aGeKTHBHAM PO3JIaI0M
Ta HEraTUBHUMU cuMnTomammn» , BP40283, Bepcis 5 Bin 15 Bepecus 2020 p.

3asBHUK, KpaiHa

TosapuctBo 3 OOmexeHnow BinnosiganpHicTio «KoHTpakTHO-Jlocminnuipka Opranizauis [HHOpapM-
Ykpaina»

Cnoncop, kpaina

@. Xopdpmann-Jls Pom JIta, Hseitnapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 33
70 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»
02.07.2021 Ne 1326
Inentudikarnis cyrreBoi BxuroueHHs J0JJaTKOBOTO MicClisl TPOBEICHHS KJITHIYHOTO BUITPOOYBAHHS !
MIOTPaBKU Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA

/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | k.m.H. Ypcon I'.M.
[TpuBaTHE miAIPUEMCTBO pUBAaTHA BUPOOHNYA pipma «AnmHyc», JIikyBambHO-IiarHOCTUYHUN
1eHTp, M. KponuBHUIIbKHI

Howmep ta nata Hakasy
MO?3 110710 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute nocmimkeHHs $a3u 1/2 3 MABUIEHHSM J03M JUIsl OI[IHKA O€3MEYHOCTI, MEPEHOCHUMOCTI,
nonepenHboi epeKTUBHOCTI Ta (apmakokiHeTuku mnpemnapary TAK-981 y nopocnux mnamieHTIB 13
MOIIMPEHUMH YU METACTaTUYHUMHU COJIIJHUMH MyXJUHAMH a0 3 peuuauBYHOUMMU/pedpakTepHUMU
IeMaTOoJIOTIYHUMH  3JIOSIKICHUMU  HOBOYTBOpeHHsMM», TAK-981-1002, Bepcii 3 1HKOpHOPOBaHOIO
nonpaBkoro 6 Bix 14 rpyaus 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHoro BinnmopimanbhicTio «KoHTpakTtHO-/lochinnuinpka Opranizaiis [HHOapm-
Ykpaina»

CrnoHcop, kpaiHa

«Takena [leenonment Centep Amepikac, Ink.» («TIC Amepikacy), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHHX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

OnoBnennii IIpotokon kiiHiuHOTO BHmpoOyBanHs GO29527, Bepcis 9 Big 17 xBitHa 2021 p.,
AHTJIIHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 549 Bin 27.08.2015

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«3s (aza, BiAKpUTe, paHAOMI30BaHE AOCIIPKEHHS [UIS OLIHKUA e(pEeKTHBHOCTI Ta Oe3leKku mpenapary
Ate3onizymad (ANTI-PD - L1 anTuTL10) B HOPIBHSAHHI 3 ONTUMAIBHOIO NIATPUMYIOUOIO TE€pAMIEIO MicCis
aJ’I0BaHTHOI XimioTepamnii ocHOBaHOi Ha IlucniatuHi y mNali€HTIB 3 MOBHICTIO pe3eKTadeIbHUM
HeApiOHOKTITHHHUM pakoM JereHb IB-11A cramiin, GO29527, Bepcis 8 Bix 11 mororo 2020 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOMexeHow BinnosiganbHicTIO «KOHTpakTHO-HOCHIIHUIBKA opraHizauis [HHO®apMm-
Ykpaina»

CnoHcop, kpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xoddmann-JIs Porr JItay, LBeitnapis)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»
02.07.2021 Ne 1326
InenTudikamis cyrreBoi 3any4eHHs JOAATKOBUX MICI[b MPOBEJACHHS KIIHIYHOTO BUIPOOYBAHHS .
MTOIIPaBKH Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1. | xk.m.H. Cakano A.B.
KomynansHe HexomepiiiiiHne mianpueMcTBo «KuiBCbKMII MICHKUI KITIHIYHUN OHKOJOTTYHHUNA
HEHTP» BHKOHABYOTO oprany KwuiBcekoi wmicbkoi pamm (KuiBchbkoi MichKoi nep:kaBHOI
aJMiHICTpallii), ypoJjoriuHe BijjaineHHsd, JlepkaBHa yctaHoBa «lHctuTyT — yposorii
HanionanpHoi akaseMii MEMYHUX HayK YKpaiHW», BIIAUT oHKoypostorii, M. Kuis
2. | x.M.H. Cabagam M.€.
KomyHaneHe HexomepliiiHe mianpuemMcTBo JIbBiBCbkOi o00nacHOi panu  «JIbBIBChbKUI
OHKOJIOT1YHUM pEerioHaNbHUHN JIKyBaJIbHO-A1arHOCTUYHUM IEHTP», YpOJIOTIYHE BiAJIIIECHHS,
M. JIbBIB
Howmep Ta nara Hakazy Ne 762 Bin 20.04.2021
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
Hasga kiiHiuHOTO «Binkpure, pannomizoBane pgocmijpkeHHs |l ¢asm ans ominku edexkTHBHOCTI Ta Oe3MEYHOCTI
BUIIPOOYBaHHS, KO/, nemOponizymady (MK-3475) y kom0inarii 3 6enzyrudpanom (MK-6482) ta nenBatunioom (MK-7902),
Bepcid Ta Jara a6o MK-1308A y komOiHarlii 3 JIeHBaTUHIOOM TOPIBHIHO 3 MEMOPOJi3yMaOoM 1 JIGHBaTHHIOOM B SIKOCTI
nepmioi JHIi Tepamii AJii YY4aCHUKIB 3 PO3MOBCIO/IKEHOIO CBITVIOKJITUHHOIO HHUPKOBO-KIITHHHOIO
kapruHomoro», MK-6482-012, 3 inkopniopoBaHoto nornpaskoro 01 Big 26 ciuns 2021 poky
3asiBHUK, KpaiHa ToapuctBo 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»




2 MIPOJIOBXKEHHS JoAaTKa 35

CrnioHcop, kpaina «Mepk Ilapn enn Hoym Kopn.», nouipae mianpuemctBo «Mepk enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa JIupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3A/IBOPHUX




Jonatok 36
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHs 3MiHH 710 qonatka Ne 34 mo Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

Vkpaina, MK-1986-018, Bepcis 1.0 Bim 20 TpaBus 2021 p., ykpaiHcbkoro MoBowo, IHdopmaris Ta
JOKYMEHT Mpo 1H(OpMOBaHy 3rofy i O0aTbKiB IUTUHH, KA Oepe ydacThb Yy HayKOBOMY JIOCIHIJIKEHHI;
VYxpaina, MK-1986-018, Bepcis 1.0 Bix 20 tpaBus 2021 p., pociiickkoro MoBot0, [HpOpMaIIis Ta TOKYMEHT
npo iHopMoBaHy 3roay Ais 6aTbKiB AUTHHU, siKa Oepe y4yacTh Y HAyKOBOMY JTOCIIKEHH1

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanzoMizoBaHe, KOHTPOJBOBAHE 3a JIOTIOMOIOI0 aKTUBHOIO TMpernapary TMOpIBHSAHHSA, KIIHIYHE
nociipkenHs 111 da3u s BuBuenns Oe3nednocti Ta epexruBHocTi MK-1986 (Tenuzomniny ¢ocdaty) y
NAIIEHTIB BIKOM Bi HApOPKEHHS 10 <12 pOKiB 3 TOCTpUMH OaKTepiaJbHUMU 1H(EKUISIMU IIKIpH Ta
mKipHUX CTPYKTYp», MK-1986-018, 3 inkopriopoBanoro nmonpaskoro 05 Bix 16 Bepecust 2020 poxy

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX



Honatox 37
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPKCHHS CYTTEBHX ITONPABOK Ta

BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka JIJI3 MK-3475, sunanus 20 Big 08 6epesnst 2021 poky, aHrmiicbkoro MoBoto; MK-
3475-937, Ykpaina, Bepcist 06 Bix 20 tpaBHs 2021 poky, yKpaiHCEKOIO MOBOIO, iHpOpMAIIisS Ta JOKYMEHT
npo iHdopMoBany 3rony s namieHta; MK-3475-937, Vkpaina, Bepcis 06 Bin 20 tpaBHs 2021 poky,
POCIHCBKOI0 MOBOIO, iH(OpMAILis Ta JOKYMEHT NOpo iH(GOPMOBaHY 3roixy Ui TMaIi€HTa; 3pa3Ku
MapKyBaHHs JOCIHIJKYBaHOTO Jikapcbkoro 3aco0y MK-3475: MK-3475 Kit, Bepcis 2.0 Big 16 Oepe3ns
2021 poky, aHTTiCBKOIO Ta YKpaiHchkoto MoBamu; MK-3475 Vial, Bepcis 2.0 Bix 16 6epesns 2021 poky,
AHTJIIHCHKOIO Ta YKPaiHCHKOIO MOBaMH

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1593 Bix 09.07.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Ilongiline cmine npocuimxenHs Il ¢a3u, mo npoBoaUTbCA B ABOX TIpymax s OLIHKM Oe3neku Ta
edexTuBHOCTI meMOposnizymaldy (MK-3475) y mopiBHsHHI 3 miane0o B SKOCTI aJ FOBaHTHOI Tepamii y
YYaCHMKIB 13 TEMaTOLENIONSIPHOI KapIMHOMOIO Ta IIOBHOIO PAJiONOTiyHOK BIAMOBILAIIO MicCHs
xipypriuHoi pesekuii abo nokampHOi a6msamii (KEYNOTE-937)», MK-3475-937, 3 iHKOpmOpOBaHOO
nonpaskoro 02 Bix 31 gunus 2020 poky

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaansHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Ena Hoym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

30ibIIeHHS] 3aIUIAHOBAHOT KUTBKOCTI JIOCTI/PKYBAaHUX JJIsl BKIIOYCHHS Y KIIiHIYHE BHIIPOOYBaHHS B
VYkpaini (3 840 no 1250 narieHTiB)

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 700 Bix 24.03.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«JlocmipkeHHsT BIUIMBY mIpemnapaty Tip3ematif B HMOpIBHSAHHI 3 mpenapatoMm JlynarmyTua Ha pO3BHTOK
3HAYHUX HECHPUSATIMBUX CEpPUEBO-CYAMHHMX IOJAIM Yy Malli€HTIB 3 LYKPOBUM AiaberoM 2 TUIY
(SURPASS-CVOT)», I8F-MC-GPGN, 3 inkopriopoBaHoto mompaskoto (¢) Bia 12 nucromnana 2020 poky

3asiBHUK, KpaiHa

«Eni JIinm Boctok CAy, lBeiinapis

Crnoncop, kpaina

Emi Jlinni eng Kommnani, CIIA / Eli Lilly and Company, USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatox 39
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

Omnositena 6pomrypa gociigauka s Tiparomymady (RO7092284), Bepcis 6 Bix kBiTHs 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2917 Bix 15.12.2020
Ne 1360 Bix 10.06.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, mojBiiiHe ciine, Iuianedo-koHTposnboBane ¢asu |l mocmimkenHs ate3onizymady B
noeqHanHi 3 Tiparomymabom (aHtu-TIGIT anTHTino) abo 6e3 Tiparomymaly Yy TMali€eHTiB i3
HEpPEe3eKTa0eNbHOI MICIEBO-TIOUIMPEHO0 IUIOCKOKIIITHHHOK KapLUHOMOIO cTpaBoxoay», Y 042137,
Bepcis 3 Bix 16 Bepecus 2020 p.;

«PannomizoBane, nojaBiitHe ciine, miuaredo-koHTponsoBaHe (aszu |l mocnimxenns tiparonymady (aHTH-
TIGIT anTHTino) B KOMOiHamii 3 aTe30i3yMadoM y OpiBHSAHHI 3 1iane6o B KoMOiHaIi1 3 ate3011i3ymadom
y MaLi€HTIB i3 paHillle HEeJIKOBAaHUM MiCLIEBO-TIOIIMPEHUM Hepe3eKkTabeabHUM abo MmeractatuuHuMm PD-
L1-cenekTHBHUM HeAPIOHOKIITHHHUM pakoM siereHb», GO41717, Bepcis 3 Big 02 nucromana 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BiANOBiAaIbHICTIO «Pom Ykpainay

Cnoncop, kpaiHa

®.Xobhdpmann-JIs Pour JIta, [seiuapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro gupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honarox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa ans gocnianuka 3 npenapary mendayden, penakumist 11.0 Big 20 tpasus 2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1143 Bix 15.05.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane nepexpecHe gocaimkenHs Il ¢asu, mo npoBoaAUThCS y JBa €Taly 3 METOI MOPIBHIHHS
(apMaKOKIHETUYHUX XapaKTePUCTUK M OLIHKM Oe3MeYHOCTI Ta MepeHOCHUMOcTi Mendaydeny npu
BHYTPILIIHPOBEHHOMY BBEJIEHHI B Mepu(epuyuHi Ta LEHTpajbHI BEHM NpPU JIKyBaHHI MAIIEHTIB 13
PELUANBHOI0 Ta pepaKkTepHOI MHOXHMHHOIO Miemomoro», OP-109, penmakmis 2.2, IlompaBka 3 Bix
10 6epesns 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaina

«Onkonenraiac Ab» [Oncopeptides AB], [lIBewist

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




Jonarok 41

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH 710 fojaTka Ne 34 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»
02.07.2021 Ne 1326
Inentudikarnis cyrreBoi BxmroueHHs 101aTKOBUX MICIb TPOBEICHHS KIIHIYHOTO JTOCIIKCHHS
MIOTPaBKU Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | ron. mik. donens JI.I.

ToBapucTtBO 3 O0O0MEXeHOK BiamoBimanpHicTIO «Menoya-Kninik», Menuunuii 1eHTp,
CIIeliaii3oBaHe racTPOCHTEPOIOTIYHE BiyIUIeHHS, M. KuiB

2. | 3aB.Bix. binorkau O.Y.

ToBapuctBo 3 oOMexeHOWw BianoBimanpHiCTIO «EnensBeiic Menike», Meauunuii 1eHTp,
crerjiaii3oBaHe racTpoeHTepoJioriyHe BiaiiaeHHs, M. Kuis

Howmep Ta nata Haka3zy Ne 1275 Bix 06.07.2018
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «bararorieHTpoBe paH/I0OMi30BaHe, MOJBIHHO ciine, mianedo-kKoHTpoiaboBaHe nociikeHHsa |l ¢a3um 3

BUIIPOOYBaHHS, KO/, METOI0 OL[IHKM 03aHIMOJy AJI IPUIOMY NEpOpaIbHO MPH MPOBEIEHH] 1HAYKIINHOI Tepaii naieHTam 13

Bepcid Ta Jara CepeIHBOTSKKUM a00 TSHKKHM repebirom xsopoobu Kpona B aktusHii (opmi (nocmimxeHHst Ne2 3 oLiHKA
iHayKIiHHOI Tepartii)», RPC01-3202, pemakmis 5.0 Bix 03 Bepecus 2020 p.

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

Cnoncop, kpaiHa «Cenmxen Iarepremnn II Capny» (Celgene International II Sarl), [lIseiiapis

CynyTHi —

MaTepiaau/npenapaTru

| CyIyTHBOI Teparii
B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jonatok 42
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta

3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHs 3MiHH 710 nojatka Ne 34 no Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 14 yepBHs 2021 poky

Ne 1187»

02.07.2021 No 1326

InenTudikamis cyrreBoi
MONIPaBKU

Onosnennii [Ipotokon kiinigaOTO AociimkeHHs PCYC-1143-CA 3 iHKOpHIOpOBaHOIO MOMPABKOIO 3 Bij
25 6epe3ns 2021 poky, aHrmiiicbkor MoBow; bpomrypa mocminnuka Beneroxmakcy, BunmanHs 13 Bin
13 ciuns 2021 poky, aHrIildchKOI0 MOBOM; bpomrypa mocnigauka [0pyTunio, Bunanus 14 Bix 10 rpynxs
2020 poxy, aHrmiicbkoro MoOBOW0; IHdopmamiiiHuii nwmcrok 1 Qopma 3rogu  mamieHTa i3
peunauBytounM/pedpakrepauM mepedirom 3axsoproBanus, Bepcis V11.0UKR(uk)1.0 Bix 19 TpaBHs
2021 poky, nmepekiian ykpaiHCbkor0 MOBOIO Bin 26 TpaBHs 2021 poky; IHopmariitnuii nuctok i ¢popma
3rojiM TMalieHTa i3 penuauByrounM/pedpakrepaum nepedirom 3axpoproBanHs, Bepcis V11.0UKR(ru)l1.0
Bix 19 tpaBHs 2021 poky, mepekniaj pociiicbkoro MoBoio BiJ 26 TpaBHs 2021 poky; IHdopmartiitauii
JUCTOK 1 ¢opMa 1HPOPMOBAHOI 3roaM TMall€HTa, [0 paHIlle HE OTPUMYBaB JIIKYBaHHS, BepcCis
V4.0UKR(uk)1.0 Bix 19 tpaBust 2021 poky, nepekiaj yKpaiHCbKOK MOBOK Bif 26 tpaBus 2021 poky;
Indopmartiiinuii muctok 1 ¢popma iHGOPMOBAHOI 3roAM MAIIEHTA, IO paHillle He OTPUMYBAB JIIKYBaHHS,
Bepcis V4.0UKR(ru)1.0 Bim 19 tpaBus 2021 poky, mepekiag pOCiHChKOK MOBOK Big 26 TpaBHS
2021 poky

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1070 Bix 14.05.2019

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«ocmimkennst ga3u 3 3 OLIHKK 3aCTOCYBaHHS 10pyTHHIOA B KOMOiHAIlIT 3 BEHETOKJIIAKCOM Y TAIIEHTIB 3
MaHTiiHHOKIITUHHOIO JiMpomoro (MKJI)», PCYC-1143-CA, 3 iHKOPIOPOBAHOIO MOINPaBKOI 2 BiA
07 mucronana 2019 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EeMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJAC Ykpaina»
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CroHcOp, KpaiHa Pharmacyclics LLC, CIIA (BxoauTh B rpyny koMmnaniit «AbbViey)

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs Isan 3AJ/IBOPHUX




