JonaTtox 1
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«[IpocniextuBne, bararonanionansne, baratonenrpose, PannomizoBane, KontponsoBane, [loxsiiine ciine
nocmimxenns |1 ¢asu 3 qBoMa rpynamm 3 ominku epeKkTUBHOCTI Ta O6e3meynocTi npenapary D-PLEX, mo
BBOJUTHCS OJJHOYACHO 31 CTaHAAPTHUM JIIKyBaHHSIM, B MOPIBHAHHI 3 KOHTPOJBHOIO TPYIOIO, IO OJIEPXKYE
CTaHJApTHE JIKyBaHHS, 3 METOI MNPO(MITAKTHKH MiCISONepamiiHuX iHQeKii micis adaomMiHaIbHUX
XipypriyHux BTpy4anby, koa nocuimkenns D-PLEX 311, sepcig Ne 04 Big 19 cepras 2020

3asiBHUK, KpaiHa

TOB «®apmakci», Ykpaina

Cnoncop, kpaiHa

Kommanis «ITonillix JIta.» (PolyPid Ltd.), Israel

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

J-TUIEKC (D-PLEX), Hokcunukiin (JJoxkcunukiin rikaat (Doxycycline Hyclate); crepuibauii mopoiok
JUT IPUTOTYBAHHS MAcTH Ui imrutanTailii; 54,6 mr BinbHOT OCHOBH gokcunukiiny B 5 r (1 dmakon) JI-
ITJIEKC (mr/r); ABF Pharmaceutical Services GmbH, Ascrpis;

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

1) k.M.H. Anamuyk [".A.

Komynanene mnianpuemctBo «KpuBOpI3bKUII OHKOJNOTIYHUN AucnaHcepy JIHImponeTpoBChKOi 00JIacHOI
paauy», XiMioTepaneBTUYHE BiJaineHHs, M. Kpuswii Pir

2) 1.M.H., ipod. Jluxman B.M.

JepxxaBHa ycraHoBa «IHCTHUTYT 3aranbHOi Ta HeBiakianHoi Xipyprii iMeHi B.T. 3aiinesa HauionambHOi
akajemii MeAMYHUX HayK YKpaiHuWy», BUAJIJICHHS THIMHOI Xipyprii Ha 25 JDKOK 3 HajlaTOI0 1HTEHCHBHOI
Teparnii Ha 6 JKOK, M. XapKiB

3) n.m.H., ipod. Kpmxkanicbka A.€.

KomyHnanene HexomepiiiiHe mignpuemMcTBo «lIpukaprnaTchbKuil KIiHIYHUM OHKOJOTIYHMHA LeHTp IBaHO-
®paHKiBChKO1 001aCHOT paju», Xipypriune BigauieHHsa Nel, M. IBano-dpaHKiBCbK

4) k.M.H. bopmiiBcbkuii B.M.




2 MPOJOBXKEHHS A0/1aTKa |

Menu4Huil IEHTP TOBApUCTBA 3 OOMEXEHOIO BiANMOBIHANbHICTIO «Menioop ITnrocy, BinaiaeHHs cTamioHapy
Menuanoro neHTpy ToBapucTBa 3 00MeXEHO0 BiAMOBigabHICTIO «Menidop Ilmrocy, M. XKutomup

5) n.m.H., ipod. Konocosuu 1.B.

Komynanene HekoMmepuiiiHe mianmpuemMctBo «KwuiBchbka Micbka KiliHiYHa JikapHs Nel7» BHKOHaBYOTO
oprany KwuiBcekoi Micbkoi pamu (KuiBchbkoi MiChKOT AeprKaBHOI aaMiHICTpallii), BIAMIJICHHS MOJITPABMH,
Hanionanbuuit Mmequunuii yaisepcurer imeni O.0. boromornsis, kadeapa xipyprii Ne2, m. Kuis

6) nikap Kocemin O.1.

Komynanene HexoMepuiiine mianpueMctBo «O0nacHui KIiHIYHMA OHKOJoriuHui 1eHTp KipoBorpaacekoi
00J1acHOT painy, MPOKTOJIOTIYHE BiTiIICHHS, M. KpoImMBHUIIbKHI

7) mikap Ocumayk 0. 4.

KomyHnansHe HekomepuiiiHe mianpuemMctBo «Opecbka oOnacHa KiiHIYHA JikapHs» Opecbkoi oOmacHOT
paaw», BLIIIICHHS 3arainsHoi Xipyprii, M. Omeca

8) mikap Jlankin M.M.

KomyHanpHe HEKOMEpIliHHE MIAMPUEMCTBO «XEPCOHCHKHM OOJACHWH OHKOJIOTIYHUN  JHMCIIAHCEP»
XepcoHChKOI 00JIaCHOT pajin, a00MiIHAIBHO-TIPOKTOJIOTTYHE BiA/IIJICHHS, M. XE€PCOH, CMT. AHTOHIBKa

9) x.m.H. bapnakos I'.I'.

KomyHnanpHe HekoMepiiiiHe mianpueMcTBO «YepHIriBCbKHI MEAMYHUN LIEHTP Cy4acHOi OHKOJIIOTIi»
UepHiriBcbkoi 00JacHOI paju, BIIJIIJICHHS] OHKOJIOTTYHOT XIpYprii, ypoJiorii Ta TpaHcIuianTanii, M. YepHiriB

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

— =

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AZIBOPHUX




JonaTtox 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBaHe, BiIKpHUTEe, KOHTPOJIbOBAHE aKTUBHUM IIPETIapaToM, OaraToreHTpoBe AociipkeHHs gaszu 1
JUISL OLIHKH €(PEeKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBaHHS KpoBaliMaly B IMOPIBHSIHHI 3 €Ky/Ii3ymMaOoM y
MAIEHTIB 13 MapOKCU3MAIBHOIO HiuHOIO remornobinypiero (ITHD), sixi panimie He OTPUMYBAIN JIKyBaHHS
1HT161TOpaMU KOMIUIEMEHTY», Koa gocaimkenns BO42162, Bepcis 3 Big 20 nuctonana 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiAnoBiganbHicTIO «Porr Ykpainay

Cnoncop, kpaiHa

®. Xobpdbmann-JIa Pomr JIta, HBeimnapis

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Kposaixima6 (Crovalimab) (RO7112689; 1917321-26-6; C5i mAb; C5 inh MAb; SKY59; SUB197998;
kpoBasimab (crovalimab)); po3uun ajst BHYTPIIIHEOBEHHUX 1H(Y3iH ab0 miamKipHux in’ekiiit; 170 mMr/mi,
Jlxenentek [uk., CIIIA;

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

1) x.m.H. Kucenvosa O.A.

Mennununii nentp «Ox!KniHik+» TOBapucTBa 3 0OMEXEHOIO BIANOBIJANBHICTIO «MIXKHApOJHUN 1HCTUTYT
KIIHIYHUX JOCTIIKEHbY, CTalllOHapHe BiAAUICHHS, BIILT reMaronorii, M. Kuis

2) nikap Pomantok H.M.

KomyHnaneHe HekoMmepuiiiHe mignpueMcTBo «MukosaiBcbka o0jacHa KIHIYHA JHKapHsS» MHKOJIaiBChKOi
00J1acHO1 paiy, TeMaTOJIOT1UHEe BIIIIEHH, M. MuKoJaiB

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

Comipic (Exymizyma0, Soliris, Eculizumab) (RO7433564; 219685-50-4, SUB25187; exynizymad
(eculizumab)); pozumn mis indysziid; 10 mr/mu; Anekcion ®apma Iurepuemenn Omnepeiimenc HOC,
Ipnannis;




2 MPOJOBXKEHHS 10/1aTKa 2

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

Kommanis, sika i€ 3a TOBIpEHICTIO, SIKY HaIaB CIIOHCOP Y 3asSBHUK Ha BBE3CHHS JOCIIDKYBAaHUX
JiKapchKUX 3ac00iB Ta cymyTHiX MarepianiB: TOB “®apmacodt”
Jlabopatpui Habopu LabCorp;

Jlabopatopsi ¢opmu 3anuty LabCorp;

Jlaboparopsi mpodopmu inBoiicie LabCorp;

CynytHi matepianu LabCorp;

PosnpykoBani MaTepianu 1j1s JOCITITHUKIB;

PosnpykoBaHi MaTepiaiu s MAII€HTIB;

[Tnsmky st BOAM;

bnoku jxvBieHHS (AKKYMYJISITOPH);

Cymku;

Yamku (eKOJIOTIYHI Yalllky JJ1s1 KaBH);

Prok3aku;

CyMKHU-XOJI0IUITbHUKH;

OX0J0/)KyBaJIbHI €IeMEHTH

B.o. resepanbHoro fupexkropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTtox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 37I0POB’ S
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Hassa xiinigyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpute nocmimkenns 6e3nevHocti Ta epexruBHOcTI nenobamary (YKP3089) y mamieHTIB AUTAYOTO BiKy
3 mapmiaJibHUMH ((OKaTbHUMHK) HamagamMu», kopa pociimpkeHHs YKP3089C040, 3 mompaBkoro 2 Bix
14 tpaBusa 2021 poky

3asBHUK, KpaiHa

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

Cnoncop, kpaiHa

SK Life Science, Inc., CILIA

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

[{erno6amat (YKP3089) / (Cenobamate (YKP3089)) (YKP3089; CENOBAMATE); tabnetka; 12,5 mr; PCI
Pharma Services Germany GmbH, Himeuyunna; Patheon Inc. (Whitby Regional Operations), Kanana;
Patheon Inc. (Mississauga), Kanana; PCI Pharma Services Canada, Inc., Kanama; PCI Pharma Services
Ohio, LLC, CIIIA;

[Heno6amat (YKP3089) / (Cenobamate (YKP3089)) (YKP3089; CENOBAMATE); Ttabnerka; 25 mr; PCI
Pharma Services Germany GmbH, Himeuunna; Patheon Inc. (Whitby Regional Operations), Kanana;
Patheon Inc. (Mississauga), Kanana; PCI Pharma Services Canada, Inc., Kanama; PCI Pharma Services
Ohio, LLC, CIIIA;

[Heno6amat (YKP3089) / (Cenobamate (YKP3089)) (YKP3089; CENOBAMATE); Ttabnerka; 50 mr; PCI
Pharma Services Germany GmbH, Himewuuna; Patheon Inc. (Whitby Regional Operations), Kanana;
Patheon Inc. (Mississauga), Kanana; PCI Pharma Services Canada, Inc., Kanaga; PCI Pharma Services
Ohio, LLC, CIIA;

[leno6amat (YKP3089) / (Cenobamate (YKP3089)) (YKP3089; CENOBAMATE); tabnerka; 100 mr; PCI
Pharma Services Germany GmbH, Himeuunna; Patheon Inc. (Whitby Regional Operations), Kanana;
Patheon Inc. (Mississauga), Kanamga; PCI Pharma Services Canada, Inc., Kanana; PCI Pharma Services
Ohio, LLC, CIIA;

[{enobamat (YKP3089) / (Cenobamate (YKP3089)) (YKP3089; CENOBAMATE); opaiibha cycrnen3is; 10
mr/mi; PCI Pharma Services Germany GmbH, Himewunna; PCI Pharma Services Ohio, LLC, CHIA;
CoreRx, Inc., CIIIA




2 MPOJOBXKEHHS J0/1aTKa 3

Binnosinanbuuii (i) No I1.1.B. BiAIOBIAILHOTO JOCIITHUKA I )
JOCIHITHUK (1) Ta MicIe /1 Ha3Ba micus npoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS PHMITKH
(s1) mpoBeeHHS 1 | k.m.H. MakenoHceka [.B.
BUIPOOYBaHHA B YKpaiHi KomyHanbHe HeKOMepIiliHe miaAnpueMcTBO «MichbKa AUTSYA KITIHIYHA JIKapHS
No5y JIHITPOBCHKOI MICBKOI pajivi, HEBPOJIOTIYHE BiITIJICHHS MOJIOJIIOTO BIKY,
M. JlHinpo
2 | 1.M.H., ipod. Map’enko JI.b. 3HATO 3 PO3TISATY
KomyHnaneHe HekomepiiiiHe mianpueMcTBo JIbBIBChKOiI 00nacHOi pamu | 3a pIICHHSIM

«JIpBiBcbKka oOJacHa KIIHIYHA JIIKApHS», HEBPOJIOTIYHE BIIIUICHHS, | CHOHCOpa
[Tporueninentuynauii  1eHTp, JIBBIBCBKMU  HAIIOHATBHHA  MEIMYHUN
yuiBepcuteT imeHi Jlanuna ["anunbkoro, kadenpa nepororii, M. JIbBiB

3 | k.M.H. Maptusiok B.1O.

JepxaBHul 3akiag «YKpaiHCBKUH MEIMYHUN IIEHTp pealimitamii miTedt 3
OpraHiYHUM ypaK€HHSIM HEPBOBOi cucTeMu MiHICTEpPCTBA OXOPOHH 3/I0POB s
Ykpainuy, KOHCYJIbTaTUBHO-A1arHOCTUYHE BiAaieHHs, M. Kuis

4 | k.m.H. Kupuuenko B./I.

KomyHnansHe HekoMmepiiiiHe mianpueMcTBo «BiHHHIIbKA oOlacHa KIIiHIYHA
TICUXOHEBPOJIOTIYHA JIKAPHS 1M. aKaj. O.1. FOmenka Binaumpkoi
00nacHOi paany, IUTsI4e HeBpoJoriyHe BiaineHns Ned, m. Binauns

5 | n.m.H. Kupunosa JL.T'.

epxaBHa ycTaHoBa «[HCTUTYT meziaTpii, aKymepcTBa 1 FIHEKOJIOT] 1M. aka.
O.M. Jlyk’sHoBoi HarmionanbHOi akaaeMii MeAWYHUX HayK YKpaiHny,
BIIJIIJIEHHST TICUXOHEBPOJIOTIT JUIsl JiTeH 3 TMEepUHATAIHHOIO TATOJIOTIEID Ta
ophaHHUMU 3axBoproBaHHsIMH, M. KuiB

6 | ax.m.H., ipod. JlitoBuenko T.A.

KomyHaneHe HekoMepuiliHe HiANpHeMCTBO «Micbka auTsya JikapHs No 5»
XapKiBCbKOi MICBbKOI pajiy, AUTSA4YEe HEBposioriuHe BijauieHHs Ne3, M. XapkiB

7 | n.m.H., ipod. Kupruenko A.T.

KomynaneHe mianpuemctBo «/lHimpomneTpoBchbka oOjacHa IuTSA4a KIIHIYHA
JikapHs» JIHimponeTpoBchKoi 00JaCHOI paj», HEBPOJIOrO-HEHpOXipypriuHe
BiIIIEHHS, M. J[HITpO




3 MIPOJIOBXKEHHS T01aTKa 3

IIpenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

1) JlabopaTopHi HabopH;

2) O6namHaHHA 1718 IpoBeicHHs TecTy Jladaiiera 3 momrkoro 3 na3amu Juis BcraBku mtHpiB (Lafayette
Grooved Pegboard Test, LGPT);

3) CymyTtHi Martepiany;

4) JIpykoBaHi Martepiain

B.o. resepanbHoro iupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Honartox 4

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«bararoreHTpOBe, paHI0MI30BaHe, MO ABIHHE-CIIIIe, I1ane00-KOHTPOILOBAHE JTOCIIIKCHHS B IapalieIbHUX
rpymnax jans BUBYECHHs edekTuBHOCTI Ta Oesmeku mpenapary CBP-201 y maimieHTiB 3 MEpPCHCTYIOUYOIO
CEPETHBOTSIKKOIO Ta TSHKKOIO aCTMOIO 13 3amaieHHsM 2 Tuiy», koa nociimkenns CBP-201-WWO002, sepcis
2.1 Big 22 Gepesns 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, kpaina

Cyxoy Konnekr biogapmacerorikaic, JItn, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China

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

CBP-201 (CBP-201; C16232); po3uun mus in’ekuiii; 150 mr/mi; Parexel International GmbH, HimMeuuuna;
MabPlex International Ltd, China;

[Tnane6o mo CBP-201, posumn s in’ekmiii; Parexel International GmbH, Himeuumna; MabPlex
International Ltd, China

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

1) x.m.H. braxko B.I.

KomyHaneHe HexomepliiiHe mignpueMcTBo «Micbka kimiHiuHa JikapHs Nel3» XapkiBcbkoi MICbKOi pajau,
yJbMOHOJOTTYHE BiAneHHs Ne2, M. XapkiB

2) n.M.H., ipod. JAutaTkoBcbka €. M.

KomyHnaneHe HekomepiiiiHe mnianpuemMctBo «KiliHIYHA JIiKapHS —IMIBUAKOL
JIHIPOBCHKOI MICHKOI Pajiy, aleprojoriyHuil HeHTp, M. JIHinpo

3) 3aB. Big. ['apmam H.C.

KomyHnaneHe HekomepiiiiiHe mianpueMcTBo «Uepkacbka obsacHa jikapHs Yepkachbkoi o0iacHOI paam»,
aJieproJIoTiyHe BiAauIeHHs, M. Yepkacu

4) n.m.H. JIeBuenko O.M.

KomynansHe HEKOMepITiiiHe mianmpueMcTBO «Oecbka ob0aacHa KiiHIvHa JikapHss» Omechkoi o0aacHoT paau,
MoJiKIiHIYHe BigaiaeHas, M. Oxgeca

5) n.m.H., ipod. OctpoBchkuii M. M.

MEINYHOI JOIOMOTHY




2 MIPOJIOBXKEHHS JTo1aTKa 4

KomyHnanpHe HekomepiriiiHe mianpueMcTBo «IBaHO-DpaHKIBCHKUA 00JacCHUN (THU310MYyIIBMOHOJIOTIYHUT
neHTp [Bano-@paHKiBChKOT 00J1aCHOT paamn», BiAAiIeHHS myabpMoHoorii Ne2, M. [BaHO-DpaHKIBCHK

6) nikap Bacunenko K.O.

MenuuHuii TEHTp TOBapHCcTBa 3 OOMEXKEHOK BiamoBimanbHiCTIO «EnenbBeiic Memikcy, IiKyBalbHO-
npodinakTiaHui miaposnii, M. Kuis

7) n.Mm.H., pod. Kebdens B.M.

KoMmyHanpHe HEKOMEpIIiiiHE MiANPUEMCTBO «BIHHMIbKHI 0OJacHUN  CHEIiadi30BaHUA  KIIIHIYHUN
JTUCTIAaHCep PaIialliifHOTO 3aXUCTy HaceleHHs BiHHHMIBKOI 001acHO1 paany», KOHCYIbTATUBHA TOJIKIIHIKA,
Binaunpkuil HanioHanbHU MeauuHui yHiBepcuTeT iM. M.L Tluporosa, kadenpa BHYTpIillIHEOT MEIULIUHU
MenngHOTO Pakynbprery Ne2, M. BiHHuIIS

8) k.m.H. Cnenruenko H.C.

KomyHnaneHe HEekoMepuiiiHe mianpueMcTBo «BiHHMIIbKAa MichbKa KiiHIYHA JikapHa Nely, TepameBTHuHE
BigaiaeHHsa, M. Binuuig

9) n.m.H., pod. [Tpucryna JI.H.

KomynansHe Hekomepuiiine mianpuemctBo CyMmcbkoi oOmacHoi paau «Cymchka o0nacHa KIiHiYHA
JKapHs», TeparneBTU4HEe BigaineHHs, CyMChbKUI JepKaBHUN yHiBepcuTeT, MeanyHuii iHCTUTYT, Kadeapa
BHYTPINTHBOI MEJIUIIMHY 3 IEHTPOM pectipatopHoi Meaunuau, M. Cymu

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

— /=

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHHUX




JonaTox 5
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PanyomizoBaHe, MmojBiiiHE ciimne, Mane00-KOHTPOJIbOBaHE, 0araTOIEHTPOBE MOCHIIKEHHA MO Migdopy
JI031 JUTs OLIHKK e(eKTUBHOCTI i 6e3neunocti npenapary ALN-AGTOL y marieHTiB 3 M'IKOIO Ta MOMipHOIO
apTepiaiibHO0 Tineprensieto», kox gociaimkeHHs ALN-AGTO01-002, iHkoprmopoBaHHI MONPABKOW 2 Bij
09 uepBHs 2021 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO36MHOIO iIHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnioHcop, kpaina

Alnylam Pharmaceuticals, Inc., United States

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

ALN-AGTO01 (ALN-AGTO1; ALN-85481; ALN-85481); posuun mis in’ekuiid y ¢umakoni 0,5 mu; 200
mr/mit; Vetter Development Services USA Inc, USA; PPD Development L.P., USA; Nitto Denko Avecia
Inc., USA; Vetter Pharma-Fertigung GmbH &Co. KG, Germany; Vetter Pharma-Fertigung GmbH &Co.
KG, Germany; Vetter Pharma-Fertigung GmbH &Co. KG, Germany; Catalent Pharma Solutions, LLC,
USA; Catalent CTS (Edinburgh) Limited, United Kingdom; Catalent Germany Schorndorf GmbH,
Germany;,

[Tnane6o no ALN-AGTO1 (Hatpito XJIOpUaYy); pO3UMH AJS 1H €KIIii;
dbipma «/lapuutss», Ykpaina;

0,9 % ; IIpAT «®PapmarneBTHUHA

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

1) a.m.H., npod. Pyauk FO.C.

JepxaBHa ycranoBa «HanionansHuil iHcTUTYT Teparii iMeH1 JI.T. Mainoi HauionanbHOi akagemii MEAUYHUX
HayK YKpaiHW», BIJAIT KIIHIYHOI (apMakosorii Ta (apMakoreHeTMKH HeiH(EeKUIHHUX 3aXBOPIOBaHb,
M. XapKiB

2) n.M.H., ipod., 3aB. kad. CranicnaBayk M.A.

KomynansHe HekoMmepliiiHe mignpueMcTBO «BinHuIbKa oOnacHa kiiHIuHA JikapHsa imMeHl M.I. Iluporosa
Binauipkoi obmacHoi Paguy, kiniHIYHE KapAioioriyHe BIJIUICHHS 3 JIDKKaMU peadimitaiii KapAioJoriyHIX
XBOpUX, BiHHUIbKUHN HallloHanbHUM MenuuHuil yHiBepcuteT iMeHi M.I. [luporoBa, kagenpa BHYTpIIHBOT
Mmegunuau Nel, M. Binauis

3) m.M.uH., mpod. Llenyiiko B.J.
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KomyHnanpHe HekomepliiiHe mianpueMcTBo «Micbka KiiHIYHA JikapHsS Ne8» XapkiBChKoi MiChKOi paju,
Kapaionoriyae BijaieHas Ne 3, m. XapkiB

4) a.m.H., npod. Kopx O.M.

Menuko-caHiTapHa 4acTHHA NPUBATHOTO aKIIOHEPHOTO TOBAPUCTBA «XaPKIBCHKUI TPAaKTOPHUI 3aBOIY,
TepaneBTUYHE BiJUTIJICHHS, M. XapKiB

5) k.m.H. Kapnenko O.L

KomyHnansHe HekomepiiitHe mianpueMctBo «KuiBchka Michka KiliHiuHA JiikapHs Nely BUKOHABUOTO OpPTraHy
KuiBchkoi mickkoi paau (KuiBchbkoi MiChKOI Iep:kaBHOT aiMiHICTpaIlil), KapAioJoridae BiaaiieHHs, M. Kuis
6) m.m.H., npod. Komwms M.IT.

JepxaBHa ycranoBa «Hamionaneauii iHcTUTYT Tepamnii imeHi JI.T. Manoi HamioHalibHOT akagemii MeTHIHUX
HayK YKpaiHuy», BT NPO(LIAKTUKY Ta JIKyBaHHS HEBIAKIAJHUX CTaHIB, M. XapKiB

7) k.M.H. Baitna M.®.

KomyHanbHe HekoMepliiiHe MiANPHEMCTBO «3aKapnaTChKUi OONACHUM KIIHIYHMIA LEHTp KapAaiojiorii Ta
Kapaioxipyprii» 3akaprarchkoi o0nacHOi paau, crHemiaigizoBaHe BIATUICHHS Ui XBOPUX 3 1H(PApKTOM
MioKapa, M. Y Kropoa

8) k.m.H. Crnemuenko H.C.

[TpuBaTHe Maze miAMpPUEMCTBO, MeauHMI LeHTp «Ilynbcy, TepaneBTUYHEe BiAAIIeHHS, M. BiHHUISA

9) mikap Jloners O.A.

MenuuHuii 1EHTp TOBapUCTBA 3 OOMEXeHOI BianosinanbHicTIO «MenOyn-Kiminiky», iKyBaibHO-
npodiTakTHYHUH migpo3ai, M. Kuis

10) w.m.H. Tpumryx H.M.

HaBuanbHO-HaykOBHI MEIUYHHUNA LEHTp «YHIBEPCUTETChbKA KIIHIKa» XapKiBcbkoro HaiioHanbHOrO
MEIUYHOTO YHIBEPCUTETY, KOHCYIbTaTUBHO-A1arHOCTHYHA MOJTIKJIiHIKa, M. XapKiB

11) nikap opormko O.C.

KomynansHe HexomepiiitHe mianpuemctBo KwuiBcbkoi oOmacHoi pamu «KuiBcbka oOnacHa JiKapHS»,
KOHCYJbTaTUBHO-JTIKYBaJIbHE BiIiIeHHS, M. KuiB

12) n.m.H. JleBuenko O.M.

KomyHnaneHe HexoMmepuiiiHe mianpueMcTBo «Opecbka obnacHa KiiHIYHA JikapHs» Ojnecbkoi o6iacHOi
paauy, ToMKIiHIYHE BigAUIeHHs, M. Oneca

[Ipenapat mopiBHSAHHSA, | —
BUPOOHMK Ta KpaiHa
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CynytHi
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

BumiproBau aprepiagpHoro trcky SunTech Oscar 2 M250, BumiproBau aprepiansHoro tucky Microlife
WatchBP, Cucrema BHMIipIOBaHHS HMTTEBHX IIOKa3HUKIB B peanbHOMY dYaci Biobeat, JlaboporopHa
moposuiabHa kamepa LEC Medical LSFSF107EU, Jlaboporopna nerpudyra Eppendorf 702-R

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




JonaTox 6

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta gaTta

«®aza Il BumpoOyBaHHsS [ OLIHKM TEPEHOCUMOCTI, Oe3meku Ta e(eKTUBHOCTI CyOIiHrBaIbHOT
IMyHOTepaIii y Tari€edTiB, M0 CTPaXJIAl0Th HA allepril0 Ha MUJIOK Oepe3wm», Kon mocimimxkeHHs SL-361A,
Bepcis 1.0 Bix 14.04.2021

3asiBHUK, KpaiHa

POKCAJUI Mepinin I'Mm6X, Himeuunna

Cnoncop, kpaiHa

POKCAJIJI Meainin I'MoX, HimMmeuunna

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

SULGEN® Spray Birke (SULGEN® Spray Birke: PELLH.06727.01.1; natuBauii ekctpakt anepreny Betula
verrucosa (odimiiiHo 3apeectpoBana Toproa mapka - SULGEN)); crpeii cyominrsansamii; 10,000 TO/mu;
30,000 TO/mu; 60,000 TO/mur; 120,000 TO/mir; 100 % TO/mi; POKCAJII Meniuin I'm0X, Icnianis C.A.;
I[Tnae6o 1o SULGEN® Spray Birke, cipeit cyoninrsanpuauii; POKCAJUT Menirin I'm6X, Icnanis C.A.;

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) 3aB. Bix. Amep JL.b.

KomyHansHe HekomepliiiHe mianpueMcTBo «Micbka KiiHiuHA jJikapHs Ne 27» XapkiBCbKOi MICBKOI paju,
aJIeproJIoriyHe BiJJIIJICHH, M. XapKiB

2) n.m.H. Pomanroxk JI. L.

KomyHnanene HexoMmepuiiiHe mignpueMcTBo «KuiBcbka Michka KiliHIUHA JikapHs Ne8» BUKOHABUOTO OpraHy
KuiBcbkoi micekoi panu (KuiBchbkoi MICBKOI JepkaBHOI aJMiHICTparllii), ajneprojoriyHe BijgauieHHs Nel,
M. KuiB

3) n.m.H. Pexanosa O.M.

HepxxaBHa ycranoBa «HarionanbHuit iHCTUTYT (ru3ziaTpii 1 mynsMonounorii iMm. @.I. SIlnoBcskoro HAMH
Ykpainn», kabineT imyHonpodinakTiuku, M. Kuis

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa
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CynytHi Nori/m | Matepiaynm BupoOnuku
MaTepianu/mpenaparu 1 Pozumun s mepesipku (Positive control) ALK-Abelld6 Arzneimitte]l GmbH
CyIYTHBOI Tepartii 2 Pozunn myist mepeBipku (Negative control) ALK-Abell6 Arzneimittel GmbH
3. Anepren 6epesu (Betula sp.) ALK-Abell6 Arzneimittel GmbH
4. AuepreHn amOpo3ii Allergopharma GmbH & Co. KG
5 Aneprer TUMO(DiiBKH ALK-Abelld Arzneimittel GmbH
6 ATlepreH MoinuHy ALK-Abell6 Arzneimittel GmbH
7 Anepren kmma Buay D.pteronyssinus ALK-Abell6 Arzneimittel GmbH
8. AnepreH Kota ALK-Abell6 Arzneimittel GmbH
9. AunepreH cobaku ALK-Abell6 Arzneimittel GmbH
10. Axnepren Alternaria alternata LETI Pharma GmbH
11. MometaHexal, cnipeii 50 Mkr/no3y Hexal AG
12. JloparaauH, Tabnerku o 10 Mr Hexal AG
13. Jliodimizat HATHBHOI'O ekcrpakry | LETI Pharma GmbH
anepreny Betula verrucosa
14. KopoOku 3 pozunnaukom mist miodimizary | ROXALL Medizin GmbH
HAaTUBHOTO €KCTpakTy anepreny Betula
verrucosa, JJsi TPOBEJCHHsS Ha3albHOTO
MIPOBOKAIIIMHOTO TECTY
15. Cripomerpu Vyaire Medical GmbH
16. BumiproBadi mOTOKy /1 HOCOBOTO BIIUXY Clement Clarke International Ltd
17. Macku it 00y Yst Intersurgical Ltd
18. Tepmomerpu TFA Dostmann GmbH & Co.KG
19. TecTu Ha BariTHICTh UltiMed GmbH
20. Jlaunern ROXALL Medizin GmbH
21, KpanenbsHuni/minerku ALK-Abell6 Arzneimittel GmbH
22, HazanpHi HeOynaiizepn ROXALL Medizin GmbH

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«Bingkpute, paHIOMi30BaHe, B TPhOX MapalelbHUX Irpynax OararoueHTpoBe pochimkenHs I ¢asu npu
BukopuctanHi CaBomiTiHiOy 3 [lypBasymabom y mopiBHAHHI 3 BuKOopucTaHHsAM CyHITHHIOY Ta
HypBanymaly y sikocTi MoHoTepamii y mamnieHTiB 3 MET-nmo3utuBHO0O, Hepe3ekTaOelbHOI0, JTOKAIbHO
NpEeCTaBICHOI ab0 3 METACTATUYHOI MANUIIPHOI0 KIITHHHOIO KapuuHoMoro HUpKH (SAMETA)», kox
nocaimkenns D5086C00001, Bepcis 1.0 Bix 26 mrotoro 2021 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB / Actpa3eneka Ab, IlIBerris

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Casoutituni0 (CaBomitini6), Savolitinib (AZD6094, HMPL-504; Savolitinib, caBomniTini0); tadbmerku; 200
mr; AstraZeneca AB, IIsewis; AstraZeneca UK Limited, Benuka Bbpuranis; AstraZeneca AB, IlIBemis;
AstraZeneca AB, IlIseris; Fisher Clinical Services UK Limited, Benuka Bpurawnis; Fisher Clinical Services
Inc, CLLIA; Fisher Clinical Services PTE LTD, Cinramyp;

Hypsanyma6, Durvalumab (MEDI4736; Durvalumab); kouuentpar s pozuuny aist iHdy3iid; 50 mr/miu
(minmirpam/mininitep); AstraZeneca AB, HIsewis; AstraZeneca UK Limited, Benuka Bpuranisi; AstraZeneca
AB, Ilsemist; AstraZeneca AB, IlIsemis; Medimmune Pharma B.V. (Bimomuii six AsraZeneca Nijmegen
B.V.); Catalent Indiana LLC, CIIIA; Vetter Pharma-Fertigung GmbH & Co0.KG, Himeuunna; AstraZeneca
Pharmaceuticals LP Frederick Manufacturing Center (FMC), CIIIA; Eurofins Lancaster Laboratoried, Inc,
CHIA; Almac Clinical Services, CIIA; Almac Clinical Services Limited, Benuka bpuranis; Catalent
Pharma Solutions, LLC, CIHIA; Fisher Clinical Services UK Limited, Benuka Bpuranisi; Fisher Clinical
Services Inc, CIA; Fisher Clinical Services PTE LTD, Cinramyp; Fisher Clinical Services GmbH,
Iseitapisa; Medimmune UK Limited, Benuka Bpuranis; Medimmune, LLC, CIIIA; Medlmmune Limited,
Benuka bpuranist; Catalent CTS (Edinburg) Limited, Benuka bpuranis;
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Bianosinanbawmii (1) 1) n.m.H., mpod. Conomuak /1.b.
JOCIHITHUK (1) Ta MicIe Kniniunuii nikyBagbHO-A1arHOCTHYHUN LEHTP TOBAPUCTBA 3 OOMEKEHOIO BIANOBIAAIBHICTIO «CIMEnrpym»,
(s1) mpoBeeHHS M. IBaHO-DpaHKiBChK

BUNpoOyBanHs B Ykpaini | 2) k.M.H. [llarosanos /1.B.
KoMmyHanpHe HeKoMepIliiiHE MiINMPUEMCTBO XapKiBChkoi oOmacHoi paau «OOmacHUA  KITIHIYHUN
CHeliai30BaHUi  JHMCIAHCep paJiallifHOTO 3aXWMCTy HACENeHHs», BiAAIIeHHA 1o OopoThbi 3
KOPOHaBIpyCHHUM 3axBoproBaHHAM Nel Ha 6a3i XipypriyHoro BiJIiIeHHs, M. XapKiB
3) k.m.H. Carans O.C.
Mennunuii nieatp ToBapucTBa 3 oOMekeHOI0 BiamoBigaibHICTIO «OHKOMa(», cTamioHapHEe BiIIIJICHHS,
M. 3armopizoKs
4) n.m.H., ipod. aiines B.1.
ObnacHe KOMyHaJbHE HEKOMepLilHEe MiAnmpueMcTBO «YepHiBenbka oOiacHa KIIIHIYHA JIKApHS»,
ypoJIoTiuHu# miapo3ain, M. UepHisiii
5) mupexrop IBamenko I1.b.
KomynansHe HekoMmepuiitHe nianpueMctBo «KuiBcbka Michka KiliHIYHA JiKapHs Ne3» BUKOHABYOI'O OpraHy
KuiBchkoi michkoi paau (KuiBchbkoi MiChKOT Iep:KaBHOT aIMiHICTpaIlii), yposioriuyHe BiaaiieHHs, M. Kuis
6) n.M.H., npod. Ctycs B.I1.
KomyHaneHe mnianpuemctBo «JlHimponeTpoBchbka oOjgacHa KiiHIYHA JikapHs iM. LI Meunukosa»
JlHinponeTpoBchKkoi 061acHO1 paan», BiAIeHHs yposorii Ne2 (oHkosoriuse), J{HIIpOBChKUl 1ep:KaBHUI
MEAMYHUHN YHIBEpCUTET, Kadenpa yposorii, M. JlHinpo
7) k.m.H. XKyxosa T.O.
Komynansue mianpuemctBo «llonTaBchbkuii 00MacHUN KIIIHIYHUNA OHKOJIOTTUHMM nucrnancep [lonTaBcbkoi
o0acHoi pajauy, BiAJIIEHHs: IpoMeHeBoi Teparii, M. IToaTaBa
[Mpenaparu nopiBusiHas, | Cynituni0, Sunitinib (sunitinib malate, Sutent, CYTEHT); xancynu; 25 mr (minirpam); AstraZeneca UK
BUPOOHHMK Ta KpaiHa Limited, Benuka Bputanis; AstraZeneca AB, IlIsewis; Pfizer Italia S.R.L., Itanis; Fisher Clinical Services
UK Limited, Benuka bpuranis; Fisher Clinical Services GmbH, Himeuuwnna;
Cynituni6, Sunitinib (sunitinib malate, CYTEHT, Sutent); xancymu; 12,5 mr/mut (MiTirpam/miaimitep);
AstraZeneca UK Limited, Benuka bpuranis; AstraZeneca AB, IlIsemis; Pfizer Italia S.R.L., Itanis; Fisher
Clinical Services UK Limited, Benuka bpuranis; Fisher Clinical Services GmbH, Himeuuuna,
CynyTHi —/—
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii
B.o. renepanbHoro nupexropa Jlupekropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PannomizoBane OaraTolleHTpoBe JociifxkeHHs ¢a3u 3 mpemapaTy 3aHigaramad y KomOiHamii 3
ximiorepamiero 3 Tucnenizymabom abo 6e3 Hporo y mamieHTiB 3 HERZ2-mo3utuBHOIO Hepe3ekTaOelbHO0
MICIIEBOTIOIIMPEHOI0 a00 METacTaTUYHOI racTpoe3odareaibHor aaeHokapuuHomor (I'EA)», kox
nocmipkenns ZWI-ZW25-301, 3 inxkoprniopoBanoto norpaskoro 1 Bix 12 tpasus 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHow BiamopiganbhicTio «KoHTpakTHO-Jlochigauipka Opranizamis IaHOGapM-
Ykpaina»

Cnoncop, kpaiHa

«3aitmBopkc [uk.», Kanana (Zymeworks Inc., Canada)

[lepenix mocmimKyBaHUX
JIKapChKUX 3ac001B
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

3animatamad (Zanidatamab) (ZW25; Zanidatamab); moporok uis KoHIeHTpary ajsi po3uuHy [uis iHDy3ii,
300 mr y duakoni; Patheon by Thermo Fisher Scientific, USA; Patheon by Thermo Fisher Scientific, USA;
West Pharmaceutical Services, Inc., USA; Fisher Clinical Services GmbH, Germany / Himeuuuna; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA,

BGB-A317 (Tislelizumab); xonuentpar miast posunny it iHdy3id, 100 mr / 10 ma y ¢umakoni; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Boehringer Ingelheim
Biopharmaceuticals (China) Ltd., China; Boehringer Ingelheim Biopharmaceuticals (China) Ltd., China;
BeiGene (Suzhou) Co., Ltd., China; Kindos Pharmaceuticals Co., Ltd. (formerly Sagent (China),
Pharmaceuticals Co., Ltd.), China;

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

1) k.M.H. Anamuyk I".A.

Komynanene mnianpuemctBo «KpuBOpI3bKUII OHKOJOTIYHUN JucnaHcepy JIHIIPONeTpoBChKOI 0O0IacHOT
paauy», XiMioTepaneBTUYHE BiineHHs, M. Kpuwii Pir

2) n.M.H., npod. bonnapenko [.M.

KomyHaneHe HexoMepiiiHe mignpueMctBo «Micbka KiiHiuHA JikapHs Nedy JIHIMpOBCHKOI MICBKOI pajau,
XiMiOTepaneBTUYHE BIJAUIEHHS 3 JEHHMM CTamioHapoM, JIHIIpOBChKHI —AepxaBHUN MeOUYHUN
YHIBEpPCHUTET, Kadepa OHKOJIOrii Ta Meau4Hoi paaioorii, M. J{Hinpo

3) nikap CinenpHikoB [.B.
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KomyHnanpHe mianpueMcTBo «BoIMHCHKUI 00JIaCHUM MEIUYHHMI IEHTp OHKoJjorii» BomuHcbkoi obmacHOT
pazu, OHKOJIOTIYHE XIMIOTepaneBTUYHE BiAIIIeHHs, M. JIylbk

4) n.m.H. Cropwuii [1.1.

KomyHnaneHe HekoMepuiiiHe mianpueMcTBo «OO0JIaCHUIA LEHTP OHKOJOTI», OHKOXIpypriuHe BiAIiJICHHS
HUTYHKOBO - KUIIKOBOT'O TPAKTY, M. XapKiB

5) mikap Coxkyp L.B.

KoMmyHanpHEe HEKOMEpIifHE MIANPUEMCTBO «XEPCOHCHKUM OOJAaCHUN OHKOJOTIYHUK JUCHIAHCEP)
XepcoHChbKOi 00MacHOl panu, ACHHUH CTalioHap MOJIKIIHIKK 3 KabiHeToM aMOyiaTtopHOi XiMmioTeparii,
M. XepCoH

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

['epuentun (Herceptin, Trastuzumab, Tpacty3yma0); mopomIoK Jjisi KOHIIEHTPATY Uil PO3UUHY JUIsl iH(Y3iH,
150 mr y duakoni; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Roche
Pharma AG., Germany;

Hucrutatun (Cisplatin); koxumenTpar mans pozuuny mas iHQy3id S0mr/100 mu y daakoni; 50mr/100mt
(mimirpam/mininitp); PPD Development Ireland Ltd., Ireland;

Kanerura6in (Capecitabine) (154361-50-9; Capecitabine); TabieTku BKpHTI IUIIBKOBOKO 00010HKOI0, 500
mr; 500 mr (minirpam); PPD Development Ireland Ltd., Ireland;

Okcanimmatun (Oxaliplatin) (63121-00-6; Oxaliplatin); koHuenTpar s po3uuny s iHdys3ii, 5 mr/mi, y
¢makoni 20 mu (100 mr/20 m); 5 mr/mi (100 mr/20 mut) (mimirpam/mininitp); PPD Development Ireland
Ltd., Ireland;

dnyopoypauma (Ribofluor) (51-21-8; 5-fluorouracil ); posumn mma iw’ekmii 50 mr/muo; 50 mr/mo
(minirpam/mininitp); PPD Development Ireland Ltd., Ireland;

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

- €JIEKTPOHH1 IIOJICHHUKH JIJIsI TIAIlI€EHTIB

- IUTAHIIETH JUTS JOCIJHUKIB

- mabopaTopHi Habopu

- Min-max TepMomMeTpu

- iHpy30MaTH

- CUCTEMH JIJIsl BHYTPIIIHHOBEHHOTO BBEJICHHS

- impTpU IS CUCTEM JIJIsE BHYTPIITHHOBEHHOTO BBEICHHS
- IOMOMIXKH1 MaTepiaau(IIIpHI, TOIKH)

- IpyKOBaH1 MaTepiain

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




JonaTox 9
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
BepcCis Ta gaTta

«Bingkpute, 6araToneHTPOBE AOCIIHKEHHS OAATBIION0 CIIOCTEPEXKEHHS I 300pY JOBrOCTPOKOBUX TaHUX
PO YYaCHHUKIB 13 JEKIJIBKOX KIIHIYHUX IOCITI/DKeHb 3acTocyBaHHs OinTpadycmy amnbda (M7824)», kox
nocaimkenns MS200647 0054, sepcis 1.0 Big 13 TpaBusa 2021 poky

3asiBHUK, KpaiHa

[TinnpuemcTBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Merck Healthcare KGaA, Himeuunna

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

M7824 (6iatpadycn anbda); M7824; SUB179957; MSB0011359C / Gintpadycn anbdha; KOHIIEHTpAT s
NPUTOTYBaHHS PO3YMHY IS BHYTPINIHbOBEHHOI iH(DY3il y ¢umakoni 600 mr/ 60 mur; 10 mr/mut; Baxter
Oncology GmbH, Germany; Merck Serono SPA, Italy; Merck Serono S.p.A., Italy; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services, Japan

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

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

KomyHaneHe HekoMmepuiiiHe mianpuemMctBo «Mickka KiaiHI4YHA JikapHs Nedy JIHIIPOBCHKOI MICBKOI panu,
XiMioTepaneBTUYHE BIAAUIEHHS 3 JCHHUM CTamioHapoM, JIHIIpPOBCHKHI AepKaBHUN MeIUYHUN
YHIBEpCUTET, Kadeapa OHKOJIOTIT Ta MeINYHOi paaioiorii, M. JIHinpo

2) nikap CinenpHikos [.B.

Komynansae mianpueMctBo «BoamHChKUI 00/1acCHUM MEIUYHHI HEHTp OHKOoJjorii» BomuHcbkoi obmacHOT
paJiu, OHKOJIOT1YHE XIMIOTepaneBTUYHE BiAIIeHHs, M. JIylibk

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

— /=

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Honarox 10
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«baratonieHTpoBe, TMOABIMHE ~ciine, IUIANe00-KOHTPOJIBOBAHE, PAHJIOMI30BaHE  JIOCHIDKEHHS 3
3aCTOCYBaHHAM OaraTOKpaTHHUX 103 3 METOI OLIHKHA O€3MeYHOCTi, NMEePeHOCHMOCTI, (hapMaKOKiHETHKH,
dapmakonuHamiku Ta edextuBHOCTI mpenapary JNJ-67484703 B ydacHUKIB 3 aKTUBHUM PEBMATOiTHUM
apTPUTOM, HE3BAKAIOYM Ha TEPAIiF0 METOTpPEKcaToM», Koa mociimkenns 67484703ARA1001, Bepcis Bix
17 6epe3ns 2021 poky

3asiBHUK, KpaiHa

TOB «(APEHCIA EKCIVIOPATOPI MEICIH», Ykpaina

Cnoncop, kpaiHa

Anccen @apmanesruka HB, benbris /Janssen Pharmaceutica NV, Belgium

[lepenix mocmimKyBaHUX
JIIKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

JNJ-67484703 (G1567970; JNJ-67484703, «I'ymanizoBane MoHOKIOHANbHE aHTHTLI0 JNJ-67484703 (PD-1
Aromict)»; INJ-67484703); posunn mus in’exiiii 300 mr (2 mu); 150 mr/mi; Janssen Scienses Ireland UC,
Ipmansist; Janssen Pharmaceutica NV, Bensrist; Janssen Biotech, Inc., CIIA;

[Tnaie60 10 JNJ-67484703 (dizionoriunuit po3unn); po3unH s iv’exiiin; 0,9%; Janssen Pharmaceutica
NV, Bensris; MEFAR llac, Sanayii A.S., Turkey;

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) k.m.H. KoBanenko C.O.
MeauuHuii IEHTp TOBAapUCTBA 3 OOMEXKEHO0 BIIMOBIAANBHICTIO «['apMOHIs Kpacu», BIIIUIEHHS KITHIYHUX
BUNIpoOyBaHb, M. Kui

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

* 1abopaTopHi Habopu

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatox 11

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PannomizoBane gociimkeHHs ¢asu 3 npenapary MRTX849 y kom6iHarii 3 nerykcumMaboM y MOpiBHSHHI 3
XimMioTepami€ro B MAaIi€HTIB 13 MOIUPEHUM KoJIopeKTanbHUM pakoM 3 mytamiero KRAS G12C, B skux
MpOorpecyBaHHs 3aXBOPIOBaHHS BiAOYysocs miag 4yac abo Micisl CTaHAApTHOI Tepamii Mmepuioi JiHiD», KoJ
nocmixenns 849-010, Bepcist 3.0 Big 22 6epesnst 2021 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIZAJIBHICTIO «DPAPMACBIOTIKAJI  PICEPY

ACCOVYILINENTC YKPATHA» (TOB «®PA YKPATHA»)

Cnoncop, kpaiHa

Mirati Therapeutics, Inc., CIIA

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

MRTX849 (MRTX849; Anarpacu6 / Adagrasib); taGmetku BkpuTi IUIIBKOBOIO 000s0HKOM00; 200 MT;
Manufacturing Packaging Farmaca (MPF) B.V., Netherlands; Patheon Inc., Canada; Sharp Clinical
Services, Inc., CIIIA;

[erykcumab (Cetuximab) / Ep6itykc (Erbitux) (ITETYKCUMAB (CETUXIMAB)); po3uun ajist iHdy3ii; 5
mr/mr; Manufacturing Packaging Farmaca (MPF) B.V., Netherlands; Sharp Clinical Services, Inc., CILIA;
Merck Healthcare KGaA, Himeuunna

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

1) x.M.H. Bunauuenko [.O.

KomyHnaneHe HexomepuiiiHe mignpuemMctBo Cymcbkoi obiacHoi pagu CyMcbkuil OOJacHMH KIIIHIYHUN
OHKOJIOTIYHUHM JWCHaHCep, ITUCMAHCEpPHE BIAAUICHHS 3 JEHHUM CTalllOHApOM XIMIOTEpPareBTUUYHOTO
npodimo, CyMcbkuii Aep>kaBHUHN yHIBEpCUTeET, Kadeapa oHKoJIOTii Ta paiosorii, M. Cymu

2) n.M.H., npod. Tanaitayk L.

KomyHnaneHe HekoMmepuiiiHe mMignpueMcTBO «TepHONMUIbCbKMNA O0ONMACHUM KIIIHIYHUNA —OHKOJIOTTYHMNA
nucriancep» TepHOMUIbChKOT  00JacHOi  paau, XIMIOTEpamneBTUYHE BIAJAUICHHS, TepHONMUIbCHKUIN
HalllOHAIbHUN MenuuyHuil yHiBepcuteT imeHi [.S. ['opOaueBchkoro MiHicTepcTBa OXOpPOHH 370POB's
VYkpainu, kadeapa OHKOJIOTT, MPOMEHEBO1 JIarHOCTUKH 1 Tepartii Ta pagiaiiHoi MeauiuHu, M. TepHoniib
3) nikap 3y6xos O.0.
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HepxaBHa ycraHoBa «HarioHanpHUN 1HCTUTYT Xipyprii Ta TpancrmuiadnTosorii im. O.O. IllamimoBay
HarmionanbHoi akanemii MeIMUHUX HayK YKpaiHu, BiagineHHs: oHkouorii, M. Kui

4) mikap Ickivxm J1.1.

Komynanene HexoMepuiline mianpueMctBo «OO0nacHUi KIIHIYHUA OHKoNoriuHui nentp KipoBorpaacbkoi
00J1acHO1 paany, XiMioTepareBTHYHE BiIIIJIEHHS, M. KponmMBHULIBKUT

5) n.m.H., pod. Cxopuii J1.1.

KomyHnanpHe HekoMmepliiiHe mianpueMcTBo «OO0JacHUN LEHTP OHKOJIOTIi», OHKOXIpYpridHE BiJIiIJICHHS
IUTYHKOBO-KHUIIIKOBOTO TPAKTy, M. XapKiB

[Ipenapatu nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

benma-5 ®Y (Benda-5 FU) / 5-®ropypamun (5-Flourouracil) (@TOPYPAILIMJI (FLUOROURACIL));
po3unH mus iv’eknid; 50 mr/mur; Manufacturing Packaging Farmaca (MPF) B.V., Netherlands; Sharp
Clinical Services, Inc., CIIIA; Bendalis GmbH, Himeuunna;

Ipunorekany [igpoxsopun (Irinotecan Hydrochloride) / Puboipuno (Riboirino) (IPUHOTEKAH
(IRINOTECAN)); konmeHtpar i po3uuHy i indysiit; 20 mr/min; Manufacturing Packaging Farmaca
(MPF) B.V., Netherlands; Sharp Clinical Services, Inc., CIIIA; Thymoorgan Pharmazie GmbH, HimeuunHa;
Okcamimmatun  (Oxaliplatin) /  Oxkcamimmatun  AxBima (Oxaliplatin - AqVida) (OKCAJIITUIATHUH
(OXALIPLATIN)); xonuentpar uis po3uuny s iHdys3ii; 5 mr/mu; Manufacturing Packaging Farmaca
(MPF) B.V., Netherlands; Sharp Clinical Services, Inc., CIIIA; AqVida GmbH, Germany;

Kamsmito dominar (Calcium Folinate) (KAJIBIIIO ®OJIIHAT (CALCIUM FOLINATE)); po3uun st
in ekt abo ingysii; 10 mr/mur; Manufacturing Packaging Farmaca (MPF) B.V., Netherlands; Sharp
Clinical Services, Inc., CIIIA; HIKMA ITALIA S.P.A., Itanis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

1) JTabopatopHi Habopu;

2) Enexrponni mianmertu (6e3 CIM-kaptu Juis Miciib IPOBEICHHS BUITPOOYBaHHsI, siKi MatoTh Wifi);

3) Enextponni mianmety (i3 CIM-kapToro [u1st MiCIlb IPOBE/ICHHS BULIPOOYBaHHI, sIKi He MaroTh Wifi);
4) Enextpoxkapaiorpadu 13 CylmyTHIMU MaTepialamy;

5) CynyTtHi Martepiany;

6) [lpykoBaHi MmaTepiaiu.

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




Honatox 12

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«DA3A Ib, BIOKPUTE, BATI'ATOLUEHTPOBE JOOCJIKEHHS JUISI BU3HAUYEHHSA
OIITUMAJIBHOI JIO3U 3 METOIO OLIIHKM ®APMAKOKIHETUKHM, BE3IEYHOCTI TA
[NEPEHOCUMOCTI MIJUIKIPHOI'O BBEJEHHS KOMBIHALIII TUPATOJIYMABY 1
ATE30JII3YMABY V IIALHIEHTIB 3 MICHEBOIIOIIMPEHMMHNU ABO METACTATUYHUMU
[TYXJIMHAMM Y, xon pocnimxenus GP43365, sepcis 3, Big 30 uepsus 2021 poky

3asiBHUK, KpaiHa

TOB «Apencis Exkcrimoparopi Meniciny, Ykpaina

Cnoncop, kpaiHa

®. Xopdmanu-JIs Pomr JIta, [Iseiinapis / F. Hoffmann-La Roche Ltd, Switzerland

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Tuparonyma6 (Tiragolumab; MTIG7192A, Tiparonymad) (RO7092284; MTIG7192A); koHueEHTpaT yis
po3unHy mias BHyTpimHboBeHHOT iHGY3il (10 mu/diakon); 60 mr/mi (600 mr/10 mu); xeHerek IHK.
(Genentech, Inc.), CIIA; ®.Xoddmann-JIs Pour, JITx, (F. Hoffmann-La Roche AG; F. Hoffmann-La Roche
Ltd), IIseituapis; Catalent Pharma Solutions Inc CIIA; Catalent Pharma Solutions LLC, CIIIA; Catalent
Germany Schorndorf GmbH, Himeuunna; Fisher Clinical Services GmbH, Illseiiuapis; Fisher Clinical
Services UK Limited, Benukoopurawis; Fisher Clinical Services Inc, CIIIA; Almac Clinical Services Ltd,
Benukoopurawnist; Almac Clinical Services LLC, CIIIA; DHL Solutions Fashion GmbH, Himeuuuna,;
Tuparonyma6 (Tiragolumab SC; MTIG7192A, Tiparonymaé 1040 mr / 6.5 mn i ramyponigasa)
(RO7092284; MTIG7192A); po3unH s migmkipHol in’ekii (6,5 mut/diakon); 160 mr/mi (1040 mr/ 6.5
mi); Jxenerek Iuk. (Genentech, Inc.), CIIIA; ®.Xoddmanu-JIs Pour, JIta, (F. Hoffmann-La Roche AG; F.
Hoffmann-La Roche Ltd), [Iseiiapis; Roche Pharma AG, Himeuunna; Catalent Pharma Solutions LLC,
CIIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; Fisher Clinical Services GmbH, Illsetinapis;
Fisher Clinical Services UK Limited, Beauko6puranist; Fisher Clinical Services Inc, CIIIA; Almac Clinical
Services Ltd, BemukoOpuranisi; Almac Clinical Services LLC, CIIA; DHL Solutions Fashion GmbH,
Himeuyunna

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicCIe
(s1) mpoBeneHHS
BUIIPOOYBaHHS B YKpaiHi

1) a.m.H., nmpod. Yemyk B.€.

ToBapucTBo 3 00MEXEHOIO BIANOBIAANBHICTIO «MenuuHuil meHTp iMeHi akagemika lOpist Ilpokonosuua
ChixkeHka», Biaain kmiHiYHEUX nociuimkenb Nel, KuiBcbka o0macth, KueBo-CBSTOMIMHCHKHI paiioH,
c. KamiraniBka




2 MPOJIOBXKEHHS oAaTka 12

IIpenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

ATE30JIIBYMAB (TEHHEHTPUK®; Tecentriq®, Are3omizymad, Atezolizumab) (RO5541267; aPDL-1,
MPDL3280A, Anti-PDL1, Anti-PDL-1; aPDL-1, MPDL3280A, Anti-PDL1, Anti-PDL-1;
ATE3OJII3YMARB); KOHIIEHTpAT JIs pO3UMHY ISl BHYTPIITHROBEHHUX 1HOY31H (20 Mi/daakon); 60 mr/mi
(1200 mr/ 20 mn); Jxenerek Ink. (Genentech, Inc.), CIIIA; ®.Xodpdmaun-JIs Pom, JIta, (F. Hoffmann-La
Roche AG; F. Hoffmann-La Roche Ltd), IIseiiapis; Catalent Germany Schorndorf GmbH, Himeuuwnna;
Fisher Clinical Services GmbH, HIseiiapis; Fisher Clinical Services UK Limited, Beauko6puranis; Fisher
Clinical Services Inc, CIIIA; Almac Clinical Services Ltd, Bexuko6puranist; Almac Clinical Services LLC,
CIIIA; DHL Solutions Fashion GmbH, Himeuuuna;

ATE3OJII3YMAB (Atezolizumab; Ate3zonizymad n/m 1875 mr / 15 mu i rianyponinasa, Ate3ouizyma0)
(aPDL-1, MPDL3280A, Anti-PDL1, Anti-PDL-1; aPDL-1, MPDL3280A, Anti-PDL1, Anti-PDL-1,
ATte3onizymal); po3uuH ais nigmkipHoi 16’ ekl (15,0 mu/gnakon); 125 mr/min (1875mr /15 mi); Jkenerek
Iuk. (Genentech, Inc.), CIIA; ®.Xobdbmanu-JIs Pour, JIta, (F. Hoffmann-La Roche AG; F. Hoffmann-La
Roche Ltd), IIseiinapis; Roche Pharma AG, Himeuumna; Catalent Germany Schorndorf GmbH,
Himeuunna; Fisher Clinical Services GmbH, Ilsetitiapis; Fisher Clinical Services UK Limited,
BenukoOpuranist; Fisher Clinical Services Inc, CIIA; Almac Clinical Services Ltd, BemukoOpuramis;
Almac Clinical Services LLC, CIIIA; DHL Solutions Fashion GmbH, Himeuunna

CynyTtHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

- 1abopaTopHi HabopH

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




HonaTox 13
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU 10 AojaTka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«Bigkpure nocmimkenHs [ ¢asm, mo Brepiie MPOBOAUTHCS Ha JOAMHI 3 eckanariero no3n MGDO0O19 ta
po3mupeHHsM Koropty, Oicrierdiunoro DART® mnpoteina, mo 3B's13ye PD-1 ta CTLA-4 y namienriB 3
HeornepabenbHUMU a00 METacTaTUYHUMH HOBOYTBOPEHHsIMH», Koia nochimkenns CP-MGDO019-01,
[TorrpaBka 4 no nportokouy Bix 02 uepsus 2021 p.

3asiBHUK, KpaiHa

TOB «KIIP Ykpaina»

CrnioHcop, kpaina

Makpo/lxenike, [nk. (MacroGenics, Inc.), CHIA

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

MGDO019 (MGDO019; MGDO019); xonueHTpar mais po3uuHy s iHOy3id; 25 (250mg/10ml) wmr/mu;
MacroGenics, Inc., USA; MacroGenics, Inc., USA; Ajinomoto Bio-Pharma Services (panimie BimoMa sk
Ajinomoto Althea), USA; Nelson Laboratories, Inc., USA; Fisher Clinical Services GmbH, Switzerland;
Fisher Clinical Services, Germany

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

1) mixap Kypoukin A.B.

KomyHnaneHe HexomepuiiiHe mignpuemMctBo Cymcbkoi ob6macHoi pagu CyMcbkuil OOJacHMH KIIIHIYHUN
OHKOJIOTIYHUI JAMCIIaHcep, OHKOTOpakajibHE BiauleHHs, CyMChbKUH Jep’KaBHUU YHIBEpPCHUTET, Kadenpa
OHKoJIOT1i Ta paaionorii, M. Cymu

2) a.M.H., npod. bornapenko .M.

KomyHaneHe HexoMepuiiiHe mignpueMctBo «Micbka KiiHiuHA JikapHs Nedy JIHIMpOBCHKOI MICBKOI pajau,
XiMIOTepaneBTUYHE BIJAUIEHHS 3 JEHHMM CTalioHapoM, JIHIIpOBChKHMI AepkaBHUN MeOUYHUN
YHIBEPCHUTET, Kadepa OHKOJIOril Ta MeIU4HOI pajaiosorii, M. J{Hinpo

3) nikap bomrox J[.b.

KomyHnanene HekoMmepuiiiHe mianpueMcTBO «IlominbChkuil perioHaNbHUil HEHTp OHKoJOTii BiHHUIBKOT
00yacHO1 paany, XiMioTepaneBTUYHE BiIIITICHHS, M. BiHHHAIIS

4) n.m.H. Ocuncbkuii J[.C.
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KoMmyHnanpHe HekoMmepIiiiiHe MmianpueMcTBO «KHUIBCHKMH MICBKUN KIIIHIYHAKA OHKOJIOTIYHUH IICHTPY»
BUKOHaBuoro oprany KwuiBcekoi wmicekoi panum (KuiBcbkoi MiCbKOi Jep:kaBHOI —aaMiHIiCTparlii),
xiMioTepaneBTHuYHe BiaauteHHsS Ne3 (3 jibkkaMu JeHHOTo niepeOyBanHs), M. Kuis

5) mikap Ickimku J1.1.

KomyHnanpHe HekoMmepliiiiHe mianpueMcTBo «OO0IacHUN KIIIHIYHMA OHKOJIOTIYHMM 1eHTp KipoBorpaachkoi
o0acHOi pagu», XiMiOTeparneBTUYHE BiAiIeHHS, M. KpOITMBHUIIBKHIA

6) 3aB. Big. byp'sa O.B.

KomyHnaneHe HekoMepuiiiHe mianpueMcTBo «OO0JIaCHHHA LEHTP OHKOJOTI», OHKOXIpypriuHe BiAIiJICHHS
TOJIOBHU Ta IIHi, M. XapKiB

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepamii

- Type BIOPSY,

- Type BIOPSY A,

- Type BIOPSY C,

- Type Al,

- Type B1,

- Type C,

- Type D,

- Type E + BIOPSY B,

- Type G,

- Type F1,

- Type I,

- Type J,

- Type K,

- Type N1,

- Type O,

- Type P

- Type UV1,

- Type UNS.

- Infusion Pump B. Braun, Infusomat Space 8713050 (EU version)
- IV Set for Infusomat Space w /02um Filter BBraun, 8700095SP Box of 20).

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Honatok 14
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

[Iporokon kmiHiuHOTO BUMNpPOOYBaHHs 64264681LYM1002, mompaBka 2, Bim 15 numusa 2021 poky,
aHrmiicekoro MoBorw; Jlomatok COVID-19, no Ilporokomy, mompaBka 1, Bim 15 mumas 2021poky,
aHrmiiicekoro MoBor; Jlomatok 1 no bpomypu gochignuka JNJ-67856633, Bunanus 3, Big 20 tpaBHs
2021 poky, aurmiiicekoro MoBoro. @®opma iHpopmoBanoi 3romm IIporokon 64264681 LYM1002
AnantoBana st Ykpainu Bepcist Ne 4.0 Bix 04 ceprus 2021 poky, Ha ocHOBI MaiicTep-Bepcii I3 Bepcis
5.0 Big 15 mumas 2021 poky, aHTIIIHCHKOIO Ta YKpaiHChKOIO MoBaMu; Jlomatok 1o @opmu iHPOpMOBaHOT
sroau [Ipotokon 64264681LYM1002 AnantoBana nns Ykpainu Bepcist Ne 4.0 Big 04 ceprus 2021 poky,
Ha ocHOBI Mmaiictep-Bepcii ®@I3 Bepcis 5.0 Bixm 15 mumast 2021 poky, aHTTIHCHKOI Ta YKPaiHCHKOIO
MoBamu; [Iporokon 64264681LYM1002 HIOJEHHUK ITALIIEHTA npenapat JNJ-64264681, npuiiom 1
p/n, npenapat JNJ-67856633, npuiiom 1 p/n, pinansaa Bepcis 3.0, Bix 11 cepriast 2021, nokanbHa Bepceis
4.0 Bix 13 cepnua 2021 nns Ykpainu, kancyan BTKi QD MALT1 QD, ykpaincbkoro MoBoto; [IpoTokon
64264681LYM1002 IHOAEHHUK TTALIIEHTA npenapar JNJ-64264681, npuiiom 1 p/n, npenapar JNJ-
67856633, npuitom 2 p/n, 7 nHIB nepuoro nukiy, ToAi 1 p/a ¢inansha Bepcis 3.0, Bix 11 cepnua 2021,
nokanbHa Bepcist 4.0 Binm 13 cepnus 2021 nmns Ykpainu, xancynu BTKi QD MALT1 QD->BID,
yKkpaiHcbkoro MoBOM; IIporokon 64264681LYM1002 IIOAEHHUMK ITALIICHTA npenapar JNIJ-
64264681, mpuitom 2 p/n, npenapat JNJ-67856633, mpuitom 1 p/n, ¢inansua Bepcis 3.0, Big 11 ceprns
2021, noxanbHa Bepcis 4.0 Bixm 13 cepmus 2021 ana Ykpainu, kancynu BTKi BID MALTI QD,
yKpaiHcbkoro MoBO; IIporokon 64264681LYM1002 IIOAEHHUK ITALIICHTA npenapar JNIJ-
64264681, mpuitom 2 p/n, mpemnapat JNJ-67856633, mpuitom 2 p/n, dinansHa Bepcis 3.0, Big 11 cepras
2021, noxaneHa Bepcis 4.0 Bim 13 cepmus 2021 ans Ykpainu, kancynu BTKi BID MALTI1 BID,
yKpaiHCbkOr0 MOBOK; [Ipotokonm 64264681LYM1002 HIOJEHHUK ITAIIIEHTA npenapar JNIJ-
64264681, npuiiom 2 p/a, npenapat JNJ-67856633, npuiiom 2 p/a, 7 1HIB epiioro Uukiy, roai 1 p/a
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¢dinanpHa Bepcis 3.0, Big 11 cepmus 2021, nokanbHa Bepcis 4.0 Bim 13 cepnus 2021 mns Ykpainw,
karcymn BTKi BID MALT1 BID-> QD, ykpaincekoro MoBoto; IIporokon 64264681LYM1002
MOJEHHUK ITAIIIEHTA npemapat JNJ-64264681, npuiiom 1 p/a, npemapat JNJ-67856633, npuiiom 1
p/n, ¢inaneHa Bepcis 3.0, Big 11 cepmus 2021, nokansHa Bepcis 4.0 Big 13 ceprus 2021 mins Ykpainw,
tabnetku BTKi QD MALT1 QD, ykpaincekoro MoBoro; [Iporokon 64264681LYM1002 HIOJEHHUK
I[MALIEHTA mnpenapar JNJ-64264681, npuitom 1 p/n, npenapar JNJ-67856633, npuiiom 2 p/n, 7 AHiB
nepiioro UKy, Toai 1 p/n pinanpaa Bepcis 3.0, Bix 11 ceprast 2021, nokansHa Bepcis 4.0 Big 13 ceprus
2021 pmns Ykpainu, Ttabnerku BTKi QD MALT1 QD->BID, ykpaincbkoro MoBowo; I[IpoTokosn
64264681LYM1002 IHOAEHHUK TTALIEHTA npenapar JNJ-64264681, npuiiom 2 p/n, npenapar JNJ-
67856633, npuiiom 1 p/n, pinanena Bepceis 3.0, Big 11 ceprus 2021, nokansHa Bepceis 4.0 Bix 13 cepras
2021 nmna  VYkpainu, Ttabnetku BTKi BID MALT1 QD, ykpaincekoio MoBowo; [Iporokon
64264681 LYM1002 IIOJJEHHUK ITAIIEHTA npenapat JNJ-64264681, npuiiom 2 p/n, npemapat JNJ-
67856633, npuiiom 2 p/a, dbinansHa Bepcis 3.0, Bix 11 ceprast 2021, nokansHa Bepceist 4.0 Big 13 ceprias
2021 nmns VYkpaiam, Ttabnerkm BTKi BID MALT1 BID, ykpaincekoro wmoBow; IIpoTokon
64264681LYM1002 IHIOAEHHUK TTALIEHTA npenapar JNJ-64264681, npuiiom 2 p/n, npenapar JNJ-
67856633, nipuiiom 2 p/n, 7 nHiB nepmoro mukity, ToAi 1 p/a dinanena Bepcis 3.0, Bix 11 cepmus 2021,
nokanbHa Bepcis 4.0 Bim 13 ceprmas 2021 ans Ykpainum, tabnetku BTKi BID MALTI BID-> QD,
YKpaTHChKOI MOBOKO; JloCkhe OCIiIKyBaHOTO JTiKkapcbkoro 3aco0y (IMPD), INJ-67856633-ZAF, Po3ninu
2.3 Introduction, 3.2.S Drug Substance Bix 10 yepBHs 202, anruilicekoro MoBoro. Po3ainu: 3.2.P Drug
Product Eg. 80-mg Uncoated Oral Tablets (G025); Eq. 80-mg Film-Coated Oral Tablets (G024), Eq. 100-
mg Film-Coated Oral Tablets (G027); Eq. 50-, and 100-mg hard gelatin capsules, Bim 29 dwepBHs
2021 anrmiiicekoro MoBor. Po3min 3.2.P Drug Product: Eq. 100-mg Uncoated Oral Tablet (GO15), Bix
21 uepBHsa 2021 anrmiiicekoro moBoro. Po3min 3.2.A Appendices Bixg 25 tpaBHs 2021, aHrmuiicbkoro
MOBOI0; Jlocke mocmikyBaHoro Jrikapcbkoro 3aco0y (IMPD), JNJ-64264681-ZAT, kancymu, po3ainu 2.3
Introduction, 3.2.S Drug Substance, 3.2.P Drug Product Big 06 cepmas 2021 poxy, aHTTHCEKOI0 MOBOIO.
Jlocke nochiaxyBaHoro Jjikapcbkoro 3aco0y (IMPD), JNJ-64264681-ZAT, kamcynu, po3ain 3.2.A
Appendices, Bix 22 munas 2021 poky, aHIINACHKOIO MOBOIO; 3pa3KH MapKyBaHHS JIOCIIKYBaHOIO
npemnapary JNJ-67856633, tabaerku no 80 mr, 100 mr, Bepcist 2 Bix 23 aunus 2021 poky, yKpaiHCHKOIO
MOBOIO; 3aaydeHHs HOBHX JIiKapchkux ¢opm mpemapary JNJ-67856633 (JNJ-6856633-ZAF, GO15; JNJ-
6856633-ZAF, G024; INJ-6856633-ZAF, G027; INJ-6856633-ZAF, G025) tabnerku no 80mr ta 100mr;




3 MPOJOBXKEHHS nojaTka 14

3anydyeHHs: HOBuX BuUpoOHmMuux aursHok Catalent (Shanghai) clinical trial supplies Co., LTD, Kwuraii;
Bend Research Inc, CIITA; Patheon Inc., Kanaga; Shanghai STA Pharmaceutical Product Co., Ltd, Kuraii;
Eurofins Pharma Quality Control — Les Ulis, ®panmist; Eurofins PHAST GmbH, Himeuyunna; PHAST
Development GmbH & Co. KG, Himeuuuna; Janssen Pharmaceutica NV , bensris; Catalent CTS, LLC,
CIIA; Catalent Pharma Solutions, LLC, CIIIA; Fisher Clinical Services, CIIIA; Fisher Clinical Services
GmbH, IlIseiinapis; [TogopxxeHHs TepMiHYy NPUAATHOCTI A0 36 MicALiB s JTiKapchkux 3aco6iB G004 Ta
G005 kancynu

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3ssa xmiiniuynoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTa

«Bigkpure pocmimkenus 1b ¢asu 3 ominkm Oe3medyHOCTi, (apMakOKIiHETHKH 1 (hapMaKogMHAMIKA
npemapaty JNJ-64264681 y xombinamii 3 npenapatom JNJ-67856633 B y4acHHKIB 3 HEXOKKIHCHKOIO
TiM(pOMOI0 Ta XPOHIYHUM JTIMPOITUTAPHUM Jieliko3oM», 64264681 LYM1002, nonpaska 1, Bix 06 kx0BTHS
2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEICIH», Ykpaina

CrnoHcop, kpaina

Saccen-Cinar Inrepuemnn HB, benbris / Janssen-Cilag International NV, Belgium

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHHUX




Jonartok 15
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa gociinnuka Rilematovir (JNJ-53718678) sunanns 8 Bing 14.07.2021 p.; 3pa3ok MapKyBaHHS AJis
JNJ-53718678-ZCL exB. 217.4.Mr/r / utanie60; 3pa3ok MapKyBaHHS I po3unHHMKA 11t JNJ-53718678-
ZCL

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, MOABIMHE climne, IIANE00-KOHTPOIbOBAaHE MAOCHIKeHHS (a3su 3 I OLIHKH
e(eKTUBHOCTI Ta OE3MEYHOCT] pijeMaToBipa y HEMOBIIAT Ta JiTed (BIKOM BiA =28 OHIB A0 <5 POKIB) Ta
3roJIOM Y HOBOHApOKEHUX (BIKOM < 28 JIHIB), FOCHITali30BaHUX 3 MPUBOY ToCTpoi iH(eKLii TuxanbHuX
IUISIX1B, CIPUYMHEHOI pecipaTopHO-cHHIUTIanbHIM BipycoM (PCB)», 53718678RSV3001, 3 mompaskoro
1 Bix 04.05.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 16
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

[TomoBsxeHHs TEpMiHY MPUAATHOCTI TOCIIIKYBAHOTO JIIKapchKOro 3aco0y ZN-d5 tabmerku 25 mr ta 100
Mmr g0 30 wmicsauis; Jlocke gocaimKyBaHOro Jikapcbkoro 3aco0y ZN-dS, Bepcig 02, Big 15 numus 2021,
aHIIIIAChKOI0 MOBOIO; Jluct pos’siciennst Bin Croncopa mo mportokony ZN-d5-001, Bepcis 2.1 Bin
12 cepmiust 2021 poky, aHIITIHCHKOIO Ta YKPAaiHCHKOK MOBaMU

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bin 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«®Daza 1, mocmiIKeHHs MepIIoro 3aCTOCYBaHHS Mpenapary y JIOJUHH, 3 MiABUINCHHSM 03U Mpenapary
ZN-dS y Burmisini MoHoteparnii y namieHTiB 3 Hexomkkincskoro Jlimdomoro abo T'octporo MiemnoinHoro
Jletikemieto», ZN-d5-001, Bepcist 2.1, Bix 23 xoBTHst 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEICIH», Ykpaina

Crnoncop, kpaina

K-Group Alpha, Inc. / K-I'pyn Ansoda, Ink, CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 17
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

OHOBJIEHHH POTOKOJ KIiHIYHOTO BUIpoOyBaHHs (iHambHa Bepcis 2.0 3 IHKOPIOPOBAaHOIO MOIPABKOIO |
Bin 28 mumas 2021 p., aHruidicbkkoro MoOBoOw0; OHoBieHuid CHHONCHC TPOTOKONY KIIHIYHOTO
BunpoOyBanHs (inanpHa Bepcis 2.0 3 iHKOpmopoBaHOw mompaBkoro 1 Big 28 mumas 2021 p.,
YKpaiHChKOIO MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1636 Big 20.07.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, O/BiiHE citine AOCHIPKEHHS a3y 3, 10 IPOBOIUTHCS B MapaleIbHUX IPyHax 3 METO
MOPIBHSIHHS €(EKTUBHOCTI, O€3MEeKH Ta IMYHOT€HHOCTI 3alpOIOHOBAHOro 010MO0JIOHOTO JIIKapChKOIO
3aco0y Ycrekinymad FYB202 ta mpenapara Ctenapa y Haii€eHTiB 3 OJISIIKOBUM ICOPia30M CEpeIHbOTO
Ta BOKKOTO CTYyINeHs TshKKocTi», FYB202-03-01, dinansna Bepcist 1.0 Bix 30 ciuns 2020p.

3asiBHUK, KpaiHa

TOB «BOPJIJIBAM/JI KJITHIKAJI TPAIJIC YKP»

Crnoncop, kpaina

«bioex I'M6X», Himeuunna (bioeq GmbH, Germany)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonatok 18
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa crmoHcopa gociipkenHs 3 Meniseitmn Ink. (Medivation, Inc.), CIIIA na «MeniBeitmn, IHK.»
(Medivation, Inc.), mouipHs Kommasis, o nepedyBae y moBHii BiracHocTi kommanii «[ldaitzep IHK.»
(Pfizer Inc.), CIIIA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA); YTouneHHs Ha3B1
npotokony: bymo: «MixHapogHe, paHAoMi3oBaHe, MOJIBiHE ciine, IUIae00-KOHTPOIHOBAHE
nociimkeHHss ¢azu 3 ansd OuiHKM e(eKTHBHOCTI Ta O€3MeYHOCTI eH3alyTaMigy Vy TMAali€eHTIB 3
HEMETACTaTUYHUM KacCTpaT-pE3UCTCHTHUM paKoOM MepeaMixypoBoi 3anos3m»; Cramo: «JlocmimkeHHs
«PROSPER»: MixHapoaHe, paHIOMi30BaHe, IMOJBIMHE CIimne, IIane00-KOHTPOJIbOBAHE IOCIIHKCHHS
¢dasu 3 g omiHKM e(eKTUBHOCTI Ta OE3MeYHOCTI EH3aJyTamily y NAali€HTiB 3 HEMETaCTaTUYHUM
KaCTpaT-pe3UCTEHTHUM DPAKOM IEpeaMiXypoBoi 3ano3u»; bpomypa pocnigauka Enzamyramin
(MDV3100), Bunanus 12.1 Big 27 ciuas 2021 poky, aHTIiiicbkor MoOBow0; KapTka-mojsika maijieHToBi,
vO1_UA UK Bixg 29 rpynns 2020 poky, ykpaiHcbkoro MoBoro; KapTka-noaska namientosi, VO1_UA RU
Bix 29 rpymnst 2020 poky, pociiicbkoro MoBoto; KapTka-moasika mocmigaunskomy nentpy, VO1_UA UK
Bix 29 rpynns 2020 poky, ykpaiHcbkoro MoBoro; KapTka-noaska nocniaHuibekomy nentpy, VO1_UA RU
B 29 rpyans 2020 poky, pociiicbkoro MOBOIO; [1og0BXKEHHS TpHUBAIOCTI KJIIHIYHOTO JOCHIIKEHHS B
Vkpaini 10 31 rpynus 2023 poky

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

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«MixHapoaHe, paHIOMi30BaHe, MOABiIMHE ciime, MIanedo-KOHTPOJIbOBaHE IOCHiKeHHs (a3u 3 mns
OLIIHKK e(eKTUBHOCTI Ta OE3MeYHOCTI €H3alyTaMilly Y TMAalli€HTIB 3 HEMeTaCTaTUYHUM KacTpat-
PE3UCTETHUM pakoM mepenmixypoBoi 3amo3u», MDV3100-14 (C3431005), Bepcis 5 Big 26 ciuHs
2018 poky 3 IHKOPIOPOBAHOIO MOMNPaBKoIO 4
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3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK'IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Meniseiimn [k, (Medivation, Inc.), USA

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

(dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHHUX



Jonatok 19
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

BxurodueHHs 10JaTKOBOTO Miclisl TPOBEIEHHS KITHIYHOTO BUMTPOOYBaHHS B YKpaiHi:
Ne I1.1.B. BiAIOBIMAJILHOTO JOCHITHUKA
n/a Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. n.M.H. ipod. JIynenko H.C.
Komynansae Hekomepiiiine mianpuemMctBo «llomorosuii OyauHOK Ne 3» 3amopi3bkoi MiChKOi
paau, SKiHOYa KOHCynbTamis, JlepkaBHui 3aknag  «3amopi3bka MeAuyHa —aKaaeMis
MICISITUITIOMHOT OCBITH MiHICTEpCTBa OXOPOHHU 3I0POB'S YKpaiHu», kKadeapa aKymepcTsa i
T1HEKOJIOT1i, M. 3aOpIAOKS

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

Ne 1586 Big 29.07.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«JloBrocTpokoBe mnojanbllie AOCITIIKEHHS Ui OL[IHKM MIHEpaJbHOI IIIJIBHOCTI KICTKOBOI TKaHUHH Y
NAIIEHTOK 3 MIOMOIO MaTKH, SIKI 3aBepIIyIOTh JOCHIKeHHS (a3u 3 13 3acTocyBaHHSAM JIIH3aroiikca,
PRIMROSE 1 a6o PRIMROSE 2», 20-OBE2109-007, octatouna Bepcis 1.0, 22.01.2021

3asiBHUK, KpaiHa

«Cxoyn Inrepuentnn Al'», Himeuunna

CnoHcop, kpaiHa

ObsEva S.A., Ulseiinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonarox 20
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa 3asBHUKA KJIiHIYHOTO BUNpoOyBaHHs B Ykpaini 3 TOB «IHBEHTIB XEJIC YKPAIHA» na TOB
«Cineoc Xenc Ykpaina»

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 342 Bin 26.02.2018

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«EdexTuBHicTh, Oe3nevHicTh, mNepeHocUMIcTh 1 (apmakokenernka TodauutuHiOy npM JiKyBaHHI
CHUCTEMHOT'0 FOBEHUIBHOTO 11i0naTu4HOro apTputy (clOIA) 3 akTUBHHUMH CUCTEMHUMHU MPOSIBAMU Y TiTeH
Ta miTTKiBY, A3921165, 3 iHKOpropoBaHoO norpaBkoro 4 Big 17 6epesnst 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaina

[Iaitzep [uk, CILIA [Pfizer Inc, USA]

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 21
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

3MiHa 3asBHMKA KiIiHiYHOrO BUNpoOyBanHs B Ykpaini 3 TOB «IHBEHTIB XEJIC YKPAIHA» na TOB
«Cineoc Xenc Ykpaina»

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 248 Bix 09.03.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«JloBrorpuaaie, BiAKpUTE AOCIIHKEHHS 3 IEPi00M HNOJANIBIIONO CIOCTEPEKEHHS, IKEe IPOBOJUTHCS JUIS
BHUBUEHHS Ipenapary To(auuTuHIO MpH JIKyBaHHI IOBEHUIBHOrO imionatuyHoro aptputy (FOIA)y,
A3921145, pinanbHui IPOTOKOI 3 iHKOpHopoBaHoto nonpaskoro 10 Bix 04 Tpasus 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Crnoncop, kpaina

[aiizep Iuk [Pfizer Inc], CIHA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

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




JonaTok 22
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KITIHIYHHX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MOTIPaBKU

®opma iHpopMoBaHOi 3roau agantoBaHa ais Ykpainu Bepcis 2.0 Bix 21 numHs 2021 poky Ha OCHOBI
Mmaiictep-Bepcii @I3 1.0 Bix 27 kBitHst 2021 poky, aHTIIHCHKOIO Ta YKpaiHChKOIO MoBamu; JlogaTok Bepcis
2.0 Bix 21 mumas 2021 no ocHoBHOI @opMu iHPOPMOBAHOI 3roU aJanTOBaHOI st YKpainu Bepcis 2.0
Bix 21 mumns 2021 poky, Protocol 67484703ARA1001, anrmiiicbkoro Ta yKpaiHChKOIO MoBamu; @opma
BIKJIMKaHHA 1HPOPMOBaHOI 3rou agantoBaHa i Ykpainu Bepcis 3.0 Bix 30 cepmus 2021 p. Ha ocHOBI
Maiictep-Bepcii @opmu Binkinkanus iHpopmoBaHoi 3roau 1.0 Big 27 kBiTH 2021 poky, aHTIiCBKOIO Ta
YKpalHChKOI MoBamu; Dopma iHGOPMOBAHOI 3rofu I BariTHOI MAapTHEPKU aJanToBaHA s YKpaiHu
Bepcis 2.0 Big 21 nunus 2021 p.Ha ocHOBi Maiictep-Bepceii P13 qst BaritHoi napthHepku 1.0 Big 03 TpaBHs
2021 poky, aHTIIIMCHKOIO Ta YKpaiHChKOIO MoBaMmu; [neHTh(ikariiiHa kKapTka y4aCHHKa JOCIiKEHHS,
Bepcis 2.0 Bix 21 mumast 2021, aHTIiHCHKOIO Ta YKPAiHCHKOI0 MOBaMHU

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

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonienTpoBe, mOJABiifHE ciine, IIANE00-KOHTPOJIbOBAHE, pPAHJOMI30BaHE JIOCHIDKEHHS 3
3aCTOCYBAaHHSAM OararokpaTHHMX J03 3 METOIO OLIIHKM O€3MEeYHOCTi, MEePEeHOCUMOCTI, (hapMaKOKIHETHKH,
¢dapmakonnHamiku Ta edexktuBHOCTI npenapary JNJ-67484703 B yyaCHMKIB 3 aKTUBHUM PEBMAaTOiTHUM
apTpUTOM, HE3BakalouM Ha Tepamito MmeTtoTpekcatomy», 67484703ARA1001, Bepcis Bim 17 Oepe3ns
2021 poky

3asBHHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEICIH», Ykpaina

CnoHcop, kpaiHa

Saccen @apmaneBtrka HB, benbris /Janssen Pharmaceutica NV, Belgium

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




JonaTtok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IMONPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

BxitoueHHs JOAATKOBUX MICITh MPOBEJICHHS BUIPOOYBAHHS !

No I1.1.b. BiAIOBIAAILHOTO JOCHIIHUKA
n/m HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1 | x.m.H. 'oBOax L.O.
KomynansHe HexomepiiiiHe mianpueMcTBo «Micbka momikmiHika Ne9» XapkiBCbKOi MiCBKOi
paau, BiJUIUICHHS BY3bKUX (DaxiBiiB, XapKiBCbKa MEIUYHA aKaJeMisl MiCIISIUIUIOMHOI OCBITH,
kadepa 3araibHOT MPAKTHKH - CIMEHHOT MEMIIMHYU, M. XapKiB
2 | a.M.H., npod. bydakumniicbka H.M.
KomyHanbHe HekoMmeplIliiiHe mianpueMcTBO «3amopi3bka o0JacHa KJIIHIYHA JIKapHI»
3anopi3pkoi 0ob6sacHOi paau, BiaauieHHs HeBposorii Nel, [lepskaBHuil 3akman «3amopizbka
MeIMYHA aKaJeMis MICIIIUIUIOMHOI OCBITH MiHICTepCTBa OXOPOHHM 370pOB's YKpaiHu»,
Kadeapa HEpPBOBUX XBOPOO, M. 3amOpIIKKs

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

Ne 1012 Big 24.05.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PanmomizoBaHe, MOABiMHE cIine, IUIale00-KOHTPOIbOBAHE HOCTiIKEeHHs (a3 2 A OIHKH
e(eKTUBHOCTI, O€3MeYHOCTI, TEPEeHOCUMOCTI, (ApPMaKOKIHETUKH Ta  OIOJOTIYHOI  AKTHBHOCTI
openabpyTuHiIOy y Mali€eHTIB 13 PEelUIUBYIOYO-PEMITYIOUMM pO3CisHUM ckiepozom», ICP-CL-00112,

Bepcis 3.0 Bix 09 ciunst 2021 poxy

3asiBHUK, KpaiHa

IianpuemcTso 3 100% iHozemuo0 inBecTHIie0 «AMK TOBIA PJIC Yipaina»
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CroHcOp, KpaiHa InnoCare Pharma, Inc., USA

CynytHi —
Marepiaiau/mpenaparu
| CymyTHBOI Teparmii
B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHUX




Honatok 24
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

Hocmimkennss FIREFISH Jluct-3000B’s13annasa Bifg komnanii «Pomr» [IpojoBkeHHS HaJaHHS JIOCTYILY,
¢inanpHa Bepcis Big 05 nucromama 2020 p. aHTIINHCHKOIO, YKPaiHCBKOIO Ta POCIHCHKOI0 MOBaMH;
EnextpoHHMiA nHCT, MpU3HAUYEHUH U BCiX ciMel, ski Oepyrb yuactb y nmochimkeHHi Roche FireFish
AHTJIIHCHKOIO, YKPATHCHKOIO Ta POCIHCHKOI0 MOBAaMH

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 146 Bin 21.01.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpute 6araToleHTpOBE JTOCTIIKEHHS, K€ CKJIQAA€ThCS 3 JBOX YaCTUH 3 O€3MepepBHUM MEPEXOJI0M,
10 IPOBOAMTHCS 3 METOIO BUBUEHHS OE€3MEUHOCTI, IEPEHOCUMOCTI, (hapMaKOKIHETUKHU, (apMaKoJUHAMIKH
Ta epextuBHocTi npenapary RO7034067 3a ioro 3acToCyBaHHS Y HEMOBIAT 31 CHIHAJIBHOIO M S30BOIO
atpodiero 1-ro tuny», BP39056, Bepcist 7 Bin 17 uepBus 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Crnoncop, kpaina

F. Hoffmann-La Roche Ltd, Switzerland (ILIBetinapist)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTtok 25
70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MOTIPaBKU

30ibIIeHHsT KUIBKOCTI JocmipkyBaHux B Ykpaini 31 120 go 130 oci6; 3miHa BiAmoBiAanIbHOTO
JIOCJIIJHUKA:

byno Crano

k.M.H. Ocranenko 1O. B.

HamionaneHuii  iHCTUTYT  pakKy, BiAIiJICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOIIYHOI Xipyprii,
IHTEepBEHIIHOI pasiosorii, M. Kuis

a.M.H. Konecnik O.0.

HamionaneHuii  iHCTUTYT  paky,
MAaJIOIHBA3UBHOI Ta E€HIOCKOIIIYHOI
IHTEepBEHIIHOI pasgiosorii, M. Kuis

BIJIIIJIEHHSA
Xipyprii,

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 540 Bix 07.03.2019

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, noasiitHe ciine gociimkeHHs |l ¢a3zu mis nopiBHsHHS memOponizymaly 3 1anebo y
KOMOIHAIIIT 3 HE0a/I'FOBAaHTHOIO XIMIOTEpari€lo Ta ajtI0OBaHTHOIO €HJIOKPUHHOIO TEpari€lo Mpu JTiKyBaHHI
paKy MOJIOUHOI 3aJI03M 3 HasBHICTIO PELENTOpiB 70 €CTPOreHIB 1 BIACYTHICTIO JIOACBKHMX DPELENTOPIB
emigepMmanbHoro ¢akropa pocty 2 (ER+ / HER2-) Ha paHHili CTamil mpy BHCOKOMY CTYICHI PH3HKY
(KEYNOTE-756)», MK-3475-756, 3 inkopriopoBaHoto nonpaskoro 04 Bix 22 kBitHs 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn Joym Kopn.», nouipne nianpuemctso «Mepk Eng Ko., [Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




JlonaTok 26
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

HonaBanuss WO39210 Jluct-nonska mamieHty, llepion momanmemoro crocrepexeHHs, Bepcis 1.0 Big
29 yepBHsa 2021, ykpaiHCBbKOIO Ta POCIHCHKOI0 MOBaMH

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 248 Bix 09.03.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baratoneHTpoBe, paHIOMi30BaHEe, ILIAIEO00-KOHTPOJIbOBaHe, MoaBiiHe cmine mociimkenHs |l daszu
ate3oiizymady (aHtu-PD-L1 aHTUTLI0) B SIKOCTI a/1’FOBAaHTHOI Teparii y Mali€HTiB 3 HUPKOBO-KIITUHHOIO
KapIIMHOMOIO 3 BHCOKHUM PH3MKOM PO3BUTKY MeTacTtasiB micis Hedpextomiin, WO39210, Bepcis 9 Big
07 motoro 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo00 BianoBiAanbHICTIO «Por Ykpainay

Crnoncop, kpaina

@.Xopdpmann-JIa Pour JIta, HIseituapis

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

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




Jonartok 27
10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

OHoBJyieHHH TPOTOKOIN KiiHigHOTO BUmpoOyBanus APL-101-01 (SPARTA), Bepcis 10.0 (ITompaBka 7,
01 mumast 2021 p.) I'moGanpHa, aHrIiICEKOI0 MOBOIO; [HopMmamis 1 mamienTa i @opma iHpopMoBaHOi
srogu: Amnomnomikc Ink. APL-101-01  OcnoBna Indopmanis mis namienta i @opma iHpopMOBaHOI
srogu_Bepcist 4.0 g Ykpaiau Bixm 03 cepnst 2021 poky aHTIICBKOI0O MOBOIO Ha OCHOBI Maiictep
Bepcii I3, Bepcis 8.0 Big 01 mumas 2021 poky (I'moGanbna); IHpopmarmis ans namieHnta i Popma
iHpopmoBanoi 3romu: Amomnomike k. APL-101-01 OchnoBua Iadopmamis ans mamienta i @opma
iH(popmoBanoi 3roqu_Bepcisa 4.0 s Ykpainu Bix 03 cepnust 2021 poky yKpaiHCHKOIO MOBOIO Ha OCHOBI
Maiicrep Bepcii ®@I3, Bepcis 8.0 Big 01 mumas 2021 poxy (I'moGaneHa); [Hpopmamis s mamieHTta i
®opma iHpopmoBaHoi 3roau: Amnomwtomike k. APL-101-01  OcnoBHa Indopmanis mis maimieHrta i
®opma iHpopmoBanoi 3roau_sepcis 4.0 g Ykpainu Bix 03 cepnast 2021 poky poCiCBKOI0 MOBOIO_Ha
ocHoBl Maiicrep Bepcii @I3, Bepcis 8.0 Big 01 nmumas 2021 poky (I'moGanbha); I[IpeckpuHiHroBe
TeHETUYHE JIOCIHIKEHHs MyXJIuHH, [HhopMmaniiinuii nuctok maimieHta ta @opma iHGOpPMOBaHOI 3roau:
Anomtomikc k. APL-101-01 ITpeckpuHiHroBe TI€HETHYHE JOCTKEeHHS MNyxJinHU [HpopmaiiiHuii
aucTok mauieHTa Ta Popma iHpopmoBaHoi 3roau Bepcis 3.0 Bim 06 smnmas 2021 poky g
VYkpainu_anrnificekoro MoBoto Ha ocHoBi IH¢popmMariiiiHoro nucrka namientra Ta @opmu iHPOPMOBaHOT
3TOM JUIsl TPOBEACHHS MTPECKPUHIHTOBOTO T€HETUYHOTO JOCIIKEHHS MyXJinHH, Bepcist 4.0 Big 06 aumHs
2021 poky; IlpeckpuHiHroBe reHeTHMYHE IOCIIKEHHS MyXJIUHU, [HQopmamiiiHuil JTUCTOK mallieHTa Ta
®opma iHpopmoBanoi 3roau: Anostomike IHk. APL-101-01 IIpeckpuHiHroBe T€HETHYHE IOCIIIKEHHS
nyxiauHu_[Hpopmaniiinuil muctok mamienta Ta @opma iHpopmoBaHoi 3roau Bepcis 3.0 Bix 06 numnHs
2021 poky ans Ykpainu_ ykpaiHChKOIO MOBOrO Ha ocHoBi [H(dopmariiiHoro nuctka mamienta ta Gopmu
1H(OpMOBaHOi 3roAu JUIsl MPOBEIEHHS MPECKPUHIHIOBOIO T€HETUYHOrO JOCIIKEHHS MyXJIMHU, BepCis
4.0 Bix 06 munust 2021 poky; [IpeckpuHiHroBe reHeTHYHE TOCIIKEHHS MyXJIUHY, [HhopmaniiHuit
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auctok marieHta ta ®opma iHdopmoBanoi 3roam: Amnomomike Iak. APL-101-01_Ilpeckpuninrose
TCHETHUYHE JIOCHIDKEHHS MyXiIuHU_lHpopmariiiauii nuctok mnamienta Tta Popma  iHdopMoBaHOT
sroq_Bepcis 3.0 Bim 06 mmmas 2021 poky mns  VYkpainu_pociiickkoro Moo _Ha ocHOBI
IndopmariitHoro nuctka manienta Ta @opmu iHGOPMOBAHOT 3rou AJIS MPOBEIECHHS MPECKPHHIHTOBOTO
TEHETUYHOTO JocipkeHHs myxaunu, Bepcid 4.0 Bix 06 mumast 2021 poky; KapTka narienTa 1ocipKeHHs
3a IIpotokonom APL-101-01 (SPARTA), Bepcis 4, 27 munus 2021, aHTIiiCbKOI0, YKpPaiHCHKOIO Ta
pociiicekoro MoBamu; IllogeHHUK TpUiMaHHS TOCHIKYBAHOTO mperapaty naiientom, I[Iporokon APL-
101-01 (SPARTA), Bepcis 3 mis Ykpainu, 27 munas 2021 poky, aHTJIHCHKOI, YKPaiHCHKOK Ta
pociiicbkkoro MoBamu; bporirypa: [lpuennyiitecs 10 MOIIYKY HOBOI HpoTHUIyxiauHHOI Tepamiil (B.4,
12 munus 2021, APL-101-01), anrmiiicbkor, YKpaiHChKOK Ta pociiichkoro MoBamu; ILIisix yuacHUKIB,
B.4, 12 nunus 2021, APL-101-01, anrmiiicpkoro, yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMH; 3allyueHHs
JOJaTKOBOTO TEXHIYHOTO NPUMIIICHHS, IO Oyae BHUKOPHUCTOBYBATHCH JUISI NPOBEIACHHS KIIHIYHOTO
BUnpoOyBaHHs (perioHaigbHa abopatopist): ToBapucTtBo 3 obOmexenow BimnosiaigbhicTio «CI EC I
JIab» [The Limited Liability Company «CSD Laby] (micue3naxomkeHHs: ByJ. BacuibkiBcbka,45, M. KuiB,
03022, Vkpaina ta Bya. XKmeputcbka 22-B, 02000, m.KuiB, Ykpaina); 3MiHa Ha3BU MicCIs [IPOBEACHHS
KIIIHIYHOTO BUIIPOOYBaHHS:

byno Crano
I.M.H., po¢. bongapenko .M. I.M.H., mpod. bonaapenko .M.
KomyHnanbsHe HEKoMepliiiHe nignpueMcTBo | KomyHanbHe  HEKOMepIiiHE  MIANPUEMCTBO
«Micpka kiiHiyHa JikapHs Nedy» JIHimpoBchkoi | «Micbka KiiHiuHA JikapHs Ne4» JIHIMpoBCHKOT
MICBKOT pann», BIUJIEHHS xiMioTeparii, | MICbKOT pajin», XiIMIOTEpaneBTUYHE BIIIITICHHS 3
JepxxaBHuil 3aknaj «/[HimpomeTpoBCchka MeIUYHA | AEHHUM CTaLllOHAPOM, JIHinpoBChKUA
akajgemis ~ MiHicTepcTBa  OXOpPOHM  3/I0pOB‘S | JepXaBHUM MEIWYHUI YHIBEpCUTET, Kadeapa
VYkpainu», kadenpa OHKOJIOTi Ta MEAWYHOI | OHKOJIOTII Ta MEAMYHOI pajioiorii, M. JIHinpo
paaionorii, M. JIHinpo

Howmep ta nara Hakasy Ne 1468 Big 26.06.2020
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«bararouentpoBe gociimkeHHs 1 / 2 ¢a3u 3 omiHku 0e3meqHoCTi, (HPapMaKOKIHETUKH Ta MOIMepeaHbOT
epexTuBHOCTI npenapaty APL-101 y mamieHTiB 3 HEAPIOHOKIITUHHUM PaKOM JIET€Hb 3 MYTalisMH, 10
00YMOBITIOIOTh TIPOIYCK ek30Ha 14 c-Met, Ta mommpeHruMH COTITHUMU ITyXJIMHAMU 3 TUCPETYIIALIEI0 C-
Mety», APL-101-01, Bepcist 9.0 (ITonpaska 6, 22 mortoro 2021 p.) ['moGanbha

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OGMEsKeHOI0 BianopinanbHicTio «MEJIITEUC YKPATHA»

CnoHcop, kpaina

Amnomnomikce [ak., CIIIA (Apollomics, Inc., USA)

CynytHi
MaTepianu/mpenapari
| CyIyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs IBan 3AZIBOPHUX




JonaTok 28
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

Omnosnennii IIporoxon mocmimkenas ARGX-113-1801, ¢inansna Bepcis mpoTtokory 6.0 Bix 15 numas
2021 p., anrmiiicekoro MoBoro; Jlogatok mo IHdopmariiiHoro imctka namienta i @opmu iHGOPMOBaHOT
sroau, maiicrep-Bepcis 1.0 Big 08 mumns 2021 p., Bepcis s Yipainu 1.0 Bixg 22 gumasa 2021 p. (no
ocHoBHOro IH(opMmarmiiHoro ymcrka namiesra i @opmu iHGopmMoBaHOi 3roau, Maiictep-Bepcis 5.0 Bif
26 mucromazna 2020 p., Bepcis mist Ykpainu 3.0 Big 30 mucronaga 2020 p.) ykpaiHCBKOIO, POCIMCHKOIO Ta
AHIITIHCHKOI0 MOBaMHU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIHKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 38 Bix 11.01.2020

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, paHI0Mi30BaHe, MOJBIHE CcIiMe, MIane00-KOHTPOIbOBaHE AOCHIIKeHHS (a3 3 amns
omiHKM edekTuBHOCTI Ta Oe3nmeuHocti mpemapary edraprurimon (ARGX-113) 10 wmr/kr mis
BHYTPIIIHPOBEHHOT'O BBEJICHHA B JIOPOCIMX MALlI€HTIB 13 MEPBMHHOIO IMYHHOIO TPOMOOIIMTOIEHIEION,
ARGX-113-1801, ¢inanbna Bepcis mporokoiy 5.0 Bix 16 nmucronana 2020 p.

3asiBHUK, KpaiHa

TOB «KuiniuHi gocnimkeHHs: Aiikon», Ykpaina

Crnoncop, kpaina

Argenx BVBA, Belgium/ Apxxenkc bBBA, benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTok 29
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

OHoBIIEH1 PO3AUIH JI0ChE AOCTIIKYBAaHUX JIIKAPCHKUX 3ac001B: ripeiecTpant TBepAi kamcynu no 30 mr
(21.8.1.1, 21.8.1.2, 21.S.1.3, 2.1.5.2.1, 21522, 2.1.5.2.3, 21.S.2.4, 21.5.25, 2.1.5.2.6, 2.1.5.3.1,
218.3.2,21S54.1,21S54.2,21S543,21S5.44,21S545,215S5,21S.6,21S.7.1,21S.7.3; 21.P.1,
21pP.2, 21P31, 21P32 21P33, 21P34, 21.P35 21P4, 21P.45, 21P.46, 21P5.1,
2.1.P52,2.1.P.53,2.1.P.54,2.1.P55,2.1.P.5.6,2.1.P.6,2.1.P.7,2.1.P.8.1, 2.1.P.8.3, 2.1.A.2), nnnaue6o
70 TipenecTpanty, TBepai karncymu mo 30 mr (2.1.P.3.1, 2.1.P.8.1, 2.1.P.8.3) neTpo3os TBepi Karcyiu 1mo
2,5 mr (2.1.P.3.1, 2.1.P.3.3, 2.1.P.5.4), nnaue6o no nerpo3ony TBepai Kamcynu mo 2,5 mr (2.1.P.1,
2.1.P.3.1,2.1.P.3.3, 2.1.P.8.1), manbouuki6 TBepai karcymu o 75, 100, 125 mr (2.1.P.3.1), nanbomuk:io
TaOJETKU BKPHUTI IUTIBKOBOIO oOosioHKOr 1o 75, 100, 125 mr (2.1.P.3.1), Bepcis Bim uepBusa 2021 p.;
JlonaBaHHS 3pa3ka MapKyBaHHS JIOCIHIIKYBAHOTO Jikapchkoro 3aco0y ['ipenectpant 30 mr abo mutaiedo,
30 TBepaMX Kamncyna YyKpaiHCbKOIO MOBOIO; Jlo/laBaHHS albTepHATUBHOTO BHPOOHHKA OCIHIIKYBaHUX
JiKapchKuX 3aco0iB Jlerpo3oun, TBepai kKancynu mo 2,5 mr Ne3( Ta marne6o 10 JeTpo301, TBEp/l Kancyau
Ne30 - Anmax Kninikan Cepgices, Ciro Innactpian Ecteiit, 9 Hapas3tayn Poyn, Kpeiirason, BT63 SPW,
[TiBniuna Ipnannis; JlogaBaHHs 3pa3ky MapkyBaHHs JleTposon TBepal kamcynu no 2,5 mr abo mianedo
Ne30, ykpaiHCbKOIO MOBOIO 3 ajdbTepHAaTUBHUM BUpoOHHKOM Anmak Kiinikan Cepsices, Ciro Innactpian
Ecreiir, 9 Yapawszrayn Poyn, Kpeiirason, BT63 5PW, IliBuiuna Ipnannis; OnoBnena bpomrypa
nocnigauka aist [ipenecrpanty (RO7197597, GDC-9545), Bepcis 5 Big TpaBus 2021 p.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PannomizoBaHe mojBiiiHe ciine Iane0o0-KOHTPOJIbOBaHe OaraTtoleHTpoBe jnociimkeHHs daszu I s
OIMHKN edekTHBHOCTI Ta Oe3neunocti GDC-9545 y komOiHamii 3 MmamOOIUKIIOOM IOPIBHSIHO 3
KOMOIHAIlI€I0 JIETPO30Jy Ta NanOonuKiIily y MalieHTiB 3 ecTporeH-penenTtop-no3utuBHuM, HER2-
HETaTUBHUM MICIIEBOITOIIUPEHUM YU METACTaTUYHUM PaKOM MOJIOUHOI 3anmo3m», BO41843, Bepcis 2 Big
08 motoro 2021 p.
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3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiAMOBiHaIbHICTIO «Pom Ykpainay

Cnoncop, kpaiHa

®.Xodpdmann-JIs Pom JItn, [IBelimapis

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

(dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHHUX



Honatox 30
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

OHOBJIEHHI TIPOTOKOJI KIIiHIYHOTO BHIPOOYyBaHH:, Bepcis 3 Bixg 09 munus 2021 p.; Onosnena bpomrypa
nocmigauka s ['ipexectpanty (RO7197597, GDC-9545), Bepcis 5 Bim TpaBus 2021 p.; OHoBieHa
@®opma iHpopmoBaHoi 3roam, Bepcis 3.0 mns YKpaiHM yKpaiHCBKOIO Ta POCIHCBKOIO MOBaMH BiJ
02 cepmus 2021 p. Ha ocHoBi maiictep-Bepcii hopmu iHhopmoBaHoi 3roau amis pochimkens WO042312,
Bepcis 3 Big 09 mumast 2021 p.; OHoBneHwit J{03Bi1 HA BUKOPUCTAHHS Ta PO3KPUTTS iHPOpMAITii PO cTaH
310poB’s B mepiof BariTHOcTi, Bepcia 2.0 mig YkpaiHM yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMH BiJl
02 cepnus 2021 p. Ha ocHoBi MmaiicTep-Bepcii GopmMu 103BOJy Ha BUKOPUCTAHHA Ta PO3KPUTTS
iHdopmartii mpo cTaH 340pOB’S B Mepioja BariTHOCTI st pociimkendas W042312, Bepcis 2 Bix 09 numas
2021 p.; A-1489-0042 3uimku ekpaniB Web-matepiamis ans mamiara (EORTC QLQ-C30, BPI-SF,
EORTC QLQ BR-23, PRO-CTCAE, EQ-5D-5L, FACT GP-5, Subject training, Main navigation, Home,
My settings, Subject Setup, Incompatible browser, Login, Configuration texts), Bepcis 1 Big 26 KBIiTHS
2021 p. yKpaiHCBKOIO Ta pociiicbkoro MoBaMu; IHCTpykiis 3 BukopuctanHsa TrialMax Web ykpaincbkoro
Ta pociiicbkoro MoBamu, Bepcis 2 Bix 07 tpaBHs 2021 p.; OHOBIEHI pO3AUIN JTOCHE AOCTIIKYBaHHX
JKapchKHUX 3aco0iB: TipenecTpaHT, TBepaAi kancynmu no 30 mr (2.1.S.1.1, 2.1.S.1.2, 2.1.S.1.3, 2.1.S.2.1,
21522, 21823, 218524, 215.25, 21526, 21531, 2183.2, 2154.1, 21542, 21.543,
21S.4.4,21S545, 2185, 2156, 21.5.7.1, 21.5.7.3; 21.P.1, 21.P.2, 2.1.P.3.1, 2.1.P.3.2, 2.1.P.3.3,
21.P.34, 21.P35, 21.P4, 21P45, 21P46, 21P51, 21P52, 21P53, 21.P.54, 21.P5.5,
2.1.P.5.6, 2.1.P.6, 2.1.P.7, 2.1.P.8.1, 2.1.P.8.3, 2.1.A.2), nerpozon, Tabnerku mo 2,5 mr (2.1.P.3.1),
aHactpo3on, tabnerku mo 1 mr (2.1.P.3.1), ekzemecran, Tabnetku no 25 mr (2.1.P.3.1), dynBectpaHnT,
po3unH ans iH’ekuit mo 250/5 mr/mn (2.1.P.3.1), Bepcis Bim uepBHs 2021 p.; JlomaBanHs 3paska
MapKyBaHH JIOCIII)KYBaHOTO Jiikapcbkoro 3aco0y I'ipenectpant 30 mr, 30 Karcysn TBepAUX YKPaiHCHKOIO
MOBOIO
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 310 Binx 23.02.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PAHJIOMIBOBAHE, BIIKPUTE, BATATOL[EHTPOBE JOCJIDKEHHS ®A3M I IS OLIHKU
E®EKTUBHOCTI TA BE3MNEYHOCTI GDC-9545 V IOPIBHSIHHI 3 BUBPAHOIO JIIKAPEM
EHJJOKPMHHOIO MOHOTEPAIIIEIO YV MHALIEHTIB I3 PAHILIE JIKOBAHUM ECTPOIEH-
PELIENITOP-IIO3UTUBHUM,  HER2-HETATUBHUM  MICLIEBO-TIOIIUPEHUM  ABO
METACTATUYHUM PAKOM MOJIOUHOT 3AJI03U», WO42312, Bepcis 2 Big 21 sxobtus 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 0OMEKEHOIO BiAnoBiAaIbHICTIO «Pomm Ykpainay

Cnoncop, kpaiHa

®.Xodpdmann-JIs Pom JItn, [IBelimapis

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




Honatok 31
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosiiena Opoirypa JociigHuKa 3 npenapaty Putykcuma0, Bepcis 27 Big yepBHs 2021 poky; OHOBIEeHa
Iadopmaris qs namienta Ta @opma iHpopMoBaHOi 3roau Uit YKpaiHu, aHTITIICEKOI0 MOBOIO, Bepcis 6.0
Bix 02 cepmust 2021 poky; Ononena Indopmaris ans namienta ta @opma inpopmoBaHoi 3roau AJis
VYkpainu, aHriiiceko0 MoBOIO, Bepcis 6.0 Big 02 cepmas 2021 poky. IlepexianeHo ykpaiHCEKOHO MOBOIO
s Ykpainu 09 cepnas 2021 poky; Onosiena [ndopmarist ans namienta ra @opma iHPOpMOBaHOi 3rou
Ui YKpaiHd, aHTIidCchKo0 MOBOIO, Bepcis 6.0 Bim 02 cepmus 2021 poky. IlepeknameHo pociiichKoro
MoBoto aisi Ykpainu 09 ceprins 2021 poky; 3mina HaliMeHyBaHHs 3asiBHUKA B Ykpaini 3 TOB «kKOBAHC
KJIIHIKAJI JEBEJIOIIMEHT VKPAIHA» ma TOB «JIABKOPIT KJIIHIKAJI JEBEJIOIIMEHT
YKPAIHA»

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1055 Bi7 04.06.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paHIOMI30BaHe, MOJBIMHO ciline, maanedo-KoHTpoiboBane nochimkenns I ¢asu ans
NMOpIBHSHHS e(eKTUBHOCTI Ta Oe3meyHocTi mnpenapary [lomary3ymabd BenotuH y komOiHamii 3
Purykcumadbom ta CHP (R-CHP) i Putykcumabom ta CHOP (R-CHOP) y mnamientiB i3 audy3HOO
KPYIMHOKIIITUHHOIO B-KimiTnHHOIO niM(OMOTo, sIKi paHime He oTpuMyBain JikyBaHHs», GO39942, Bepcis
7 Big 18 rpynus 2020 poky

3asBHHUK, KpaiHa

TOB «JIABKOPII KJIIHIKAJI JIEBEJIOTIMEHT YKPAIHA»

CnoHcop, kpaiHa

@. Xoddmanu-JIs Pom JITa., [F. Hoffmann-La Roche Ltd], lIsetinapis

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 32
70 Haka3y MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

301IbIIeHHS KUTBKOCTI JJOCHIKYBaHUX B YKpaiHi 3 60 1o 70 ocib.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 342 Bix 26.02.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, Bigkpute nociuimxerss |l dha3u ans oninku nemOponizymaly B SKOCTI HE0a [ FOBAaHTHOT
Teparii Ta B KOMOiHaIlli 31 CTAHIaPTHUM JIIKYBAaHHSAM B SIKOCT1 aJl'FOBAaHTHOI Teparlii pu ornepadeTbHOMY
JIOKOPETIOHAIBHO PO3MOBCIOJKEHOMY IUIOCKOKIITUHHOMY paky ronoBu Ta i II-IVA craniin, MK-
3475-689, 3 inkopriopoBanoro nonpaskoro 05 Bix 13 tpasus 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk apn Exn Joym Kopr.», gouipae minnpuemctso «Mepk Ena Ko., Tak.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro fupexkropa JIlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 33
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITTHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

PexoMenparii s AOCHIAHMKIB 100 BakmuHauii Ta Bizyamizamii mpotu COVID-19 B oHkoIOTiYHHX
KIIHIYHUX JOCTiIpKEeHHIX AstraZeneca, Bin 26 tpaBHs 2021 poky, aHTIiCbKOI0 MOBOIO; [HCTpyKmii Ta
ONMUTYBAIbHUKHU mamieHta, Bepcia 1.00 ans VYkpainu Big 30 uepBHs 2021 poky, aHriiichKOIO Ta
yYKpaiHChKOI0 MOBamu; TecToBHii KOHTpOJIb 3HaHb ydacHuKa, Bepcis 1.00 Bim 10 kBitHa 2020 poky,
aHTiiChKOI0 Ta YKpaiHchkoio MoBamu; EQ-5D-5L eCOA IlopraTuBHI CKpIHIIOTH «AHKETa CTaHy
3nopo’si. Ilepexman Ha ykpaiHCbKY MoOBY anst Ykpainm», Bepcis 0.01 Bim 12 ciuns 2021 poky,
aHIIMCBKOI0 Ta yKpaiHCchbKOor MoBamu; CrieHapii Kypcy HaB4YaHHS y4acHUKIB «CTaHIapTHUH Kypc
HaBYaHHS KoMMaHii «AcTtpa3eHeka»», Gpinanbpaa Bepcis 1.1 Big 15 ciuns 2020 poky, yKpaiHCEKOIO MOBOIO;
Kypc naBuanns komnanii «Actpa3eHeka» Ui y4aCHUKIB AOCHTiIKeHHs, Bepcis Bix 27 kBiTHS 2020 poky,
yKpaiHcbkoro MoBoro; lllogennuk nosysanss, Bepcis 1.00 Big 30 uepBHst 2021p. aHrmiiicbkoro Ta
yKkpaiHcbkoro MoBamu; Hapuanbhuit kypc, Bepcis 1.00 Big 30 uepBHs 2021 poky, aHITHCBKOIO Ta
ykpaincbkoro MoBaMu; FKSI19 eCOA IlopratusHi ckpinmoty, Bepcis 1.00 Bix 30 yepBus 2021 poky,
aHrmicpekolo Ta ykpaiHcekoro MoBamu; EQSDSL eCOA IlopratuBHi ckpinmortd, Bepcis 1.00 Bix
30 uepBHs 2021 poky, aHrmicbkoro Ta ykpaiHcbkoro MoBamu; PGIBR eCOA IlopTtaTtuBHI CKpIHIIOTH,
Bepcia 1.00 Bix 30 uepBHsa 2021 poky, aHrmiiicekoro Ta ykpaincbkoro MoBamu; PROCTCAE eCOA
[TopraTusHi ckpinmoty, Bepcis 1.00 Bix 30 yepBHst 2021 p. aHIIINACHKOIO Ta YKpaiHChKOIO MOBaMH;
AZ D5086C00001 SAMETA Ikonka HaragyBanHs e€COA IlopratuBHi ckpinmortu, Bepcis 1.00 Bin
30 uepBHa 2021 poky, aHrmiicbkolo Ta ykpaiHcbkor MoBamu; AZ D5086C00001 SAMETA SPFQ
eCOA TlopratusHi ckpinmoty, Bepcig 1.00 Big 30 yepBHst 2021 poky, aHIUIIHCHKOIO Ta YKpaiHCHKOIO
moBamu; KopoTkuii nociOnuk namienta Komynikarop, Bepcist 2.0 Bix 6epe3ns 2021 poky, yKpaiHCHKOIO
MOBOI0; OIliHKa TOTOBHOCTI €JIEKTPOHHHUX JKEpeN Micls mpoBeneHHs gochimxeHHs (Investigator Site
eSource-Readiness Assessment (eCRF)), Bepcis 2020.2 Big mumas 2020 poky, aHMIIHCHKOK MOBOIO;
BxuroueHHs 0JaTKOBOTO MicCLis TPOBEIEHHS KIIHIYHOTO BUIPOOYBaHH; 3MiHA HallMeHYBaHHS 3asBHUKA
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B Ykpaini 3 TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT VKPAIHA» ma TOB «JIABKOPII
KJIIHIKAJI IEBEJIOIIMEHT YKPATHA»

Ne [1.1.B. BiAIOBIAAJILHOTO JOCHITHAKA

n/n HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1 K.M.H. ['onmo6opoasko O.0.

KoMmyHanpHe HEKOMEpIIiiiHE MANPUEMCTBO «3amOpi3bKUA PETiOHATBHUN MPOTHITYXJIUHHUN
HeHTp» 3amopi3bkoi 00JacHOT pajd, OHKOXIMIOTEpaneBTHYHE BIAJMIICHHS 3 JEHHUM
CTaI[IOHApOM, M. 3aIOPIAOKS

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«Bigkpute, paHIoMi30BaHe, B TPhOX MapajelbHHUX Ipymnax OararoueHTpoBe mociimkenHs 11 ¢asu npu
BukopuctanHi CaBomiTiHiOy 3 JlypBamymabom Yy mopiBHSHHI 3 BuKopucTanHsM CyHITHHIOY Ta
HypBanymady y sikocTi MOHoTepamii y mamieHTiB 3 MET-mo3utuBHOIO, HEepe3eKTabenbHO, JTOKaIbHO
MPEJICTABICHOI0 a00 3 METACTAaTUYHOI NANUISIPHOI KIITHHHOK KapiuHOMOW HUPKH (SAMETA)»,
D5086C00001, Bepcis 1.0 Big 26 mororo 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

Crnoncop, kpaina

AstraZeneca AB / Actpa3eneka Ab, I1IBerris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 34
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

OHoOBIIEHI PO3JLIH JOChE TOCIIIKYBAHOTO JIiKapchKoro 3acoly dhenedpytunio (S.2.2, S.2.3, S.2.4, S.2.6,
S.32,S4.1,542,543,S.44,545,S5,S.7.1, S.7.3, P.3.1, P.5.2, P.5.3, P.8.1, P.8.3) ta mianebo 1o
¢benebpytuniOy (P.3.1, P.8.1, P.8.3) Bix munus 2021 p.; OHOBIEHI pO3IUIH I0CKE Tperapary MopiBHIHHSI
tepuduryHomin (P.3.1) ta miane6o g0 repudaynominy (P.3.1) Big yeprs 2021 p.; OHOBICHA KOPOTKa
XapakTepucThka Jikapcskoro 3aco0y (SmPC) Tepudaynomin (Aubagio), TabneTku, BKPUTI ILJTiBKOBOIO
000JI0HKOI0, 110 14 M.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 762 Bin 20.04.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«BATATOILIEHTPOBE PAHJIOMI3SOBAHE IIOJIBIMHE CJIIIIE JOCJIKEHHS ®A3U 111 Y
IIAPAJIEJIbBHUX TPYIIAX 3 TOABIMHUM KOHTPOJIEM IUIALIEBO JUISA OLIHKU
E®EKTHUBHOCTI TA BE3IIEYHOCTI ®EHEBPYTHUHIBY ITOPIBHAHO 3 TEPUDJITYHOMIJIOM Y
JOPOCJINX TTALIEHTIB 3 PEHUANBYIOUMM PO3CISIHUM CKJIEPO30M», GN41851, Bepcis 2
BiJ 21 cepnus 2020 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHO0 BiAnoBiAainbHICTIO «Pomr Ykpainay

CrnoHcop, kpaina

®.Xopdpmann-JIs Pour JIta, [seiuapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOTrO 3a0€e3MeYeHHSI

IBan 3AZIBOPHUX




Jonatok 35
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

OnoBrieHUN MOAYbh 2 MOChE JOCHIIKYBaHOTO Jikapcbkoro 3aco0y (Ralmitaront TAAR-1 RO6889450;
Ralmitaront Film-Coated Tablets, 150 mg, Ro 688-9450/F09; Ralmitaront Film-Coated Tablets, 45 mg,
Ro 688-9450/F10;Ralmitaront Film-Coated Tablets, Placebo 150 mg, Ro 688-9450/F12;Ralmitaront Film-
Coated Tablets, Placebo 45 mg, Ro 688-9450/F11;Risperidone Hard Capsules, 2 mg, Ro 115-
4427/F02;Risperidone Hard Capsules, 2 mg, Ro 115-4427/F05;Risperidone Hard Capsules, Placebo for 2
mg, Ro 115-4427/F04) Bin cepmus 2021 p., aHIIiHCHKOI0 MOBOIO; [10/J0BXKEHHS TepMiHYy NMPUAATHOCTI
JOCTiKyBaHOTO JiKapchkoro 3aco0y RO6889450, TAARI1(4), ralmitaront, Paamitapont, RO6889450-
F09, Ro 688-9450/F09 (RO6889450, RO6889450-F09, Ro 688-9450/F09; RO6889450, TAARL(4),
ralmitaront, RO6889450-F09, Ro 688-9450/F(09); TabaeTKH, BKPHUTI ILIIBKOBOIO 000JOHKOK 1Mo 150 mr
Nel8 y mumsmmi; 150 mr (mimirpamis); F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche
Ltd., Switzerland; Genentech, Inc., United States mo 30 micsiiB; ITomoBkeHHS TepMiHYy MPUAATHOCTI
JOCTIKYBAHOTO JTikapchkoro 3aco0y RO6889450, TAAR1(4), ralmitaront, PanmiTapont, RO688-9450-
F10, Ro 688-9450/F10 (RO6889450, RO688-9450-F10, Ro 688-9450/F10; RO6889450, TAARL(4),
ralmitaront, RO688-9450-F10, Ro 688-9450/F10); TabieTku, BKPUTI MJIIBKOBOIO OOOJOHKOIO MO 45 Mr
Nel8 y mmstmnii; 45 mr (minmirpamis); F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche
Ltd., Switzerland; Genentech, Inc., United States mo 30 micsiB

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

Ne 2110 Big 16.09.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararonieHTpoBe, paHIOMI30BaHe, MOJIBIHE ciine, y MapalelbHUX Ipynax, Mmianedo-KOHTPOIbOBAHE
nocmipkenns ¢asu Il st oninku eextuBHOCTI Ta Oe3nevynocti npenapary RO6889450 (PanmitapoHT) y
MOpPIBHAHHI 3 TUIane00 y MamieHTiB 13 mu3odpeHiero abo 3 mu30ahEeKTUBHUM pO3NAIOM Y CTamil
3aroctpeHHs», BP41743, Bepcis 4 Big 03 yepBus 202 1p.
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3asBHHUK, KpaiHa ToBapuctBo 3 OOmexeHoro BimnmosimanpHicTioO «KoHTpakTHO-/{ocmimuunpka Opranizamis IHHODapMm-
YkpaiHa»

CroHcOp, KpaiHa ®. Xopdpmanu-JIs Pomr JIta, Iseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —

Marepiaiau/mpenaparu

CYIyTHBOI Tepartii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX ITONPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BiAMOBIJAILHOTO JIOCIIITHUKA B MICIII IPOBEJACHHS KIIHIYHOTO BUIPOOYBaHHS:

Craio

byno
n.M.H. Konecnik O.0.
HamionaneHuii  iHCTUTYT  paky,
MaJIOIHBa3MBHOI Ta E€HIOCKOIIYHOT

IHTEepBEHIIHOI pagioorii, M. Kuis

BIJIIIJIEHHSA
Xipyprii,

k.M.H. Ocranenko FO.B.

HamionaneHuii  iHCTUTYT  pakKy, BiAIiJICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOIIYHOI Xipyprii,
IHTEepBEHLIHOI paaioorii, M. Kuis

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2313 Big 12.12.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, MOABIMHE CIIiIIE,

ianebo-koHTpoaboBane gociimkeHHs Il ¢asu mopiBHSIHHS
nemOponizymady (MK-3475) 3 ximioTepani€ro Ta XiMioTepaiero 3 mianedo /Ui Tepamii nepuioi JiHii npu
MEPCUCTYIOYOMY, PEIUANBHOMY a00 MeTacTaTndyHOMYy paky mmiiku MaTku (KEYNOTE-826)», MK-3475-

826, 3 iHKOoprnopoBaHoo nomnpaskoro 06 Big 29 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinanbHicTI0 «MCJl 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/npenapaTru
CYNyTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(dapManeBTHYHOTrO 3a0€3neYeHHA

IBan 3AZIBOPHUX




Honatox 37
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHH JI0 fojaTka Ne 7 1o HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

Jlocke OCIiHKyBaHOTO JiKapchkoro 3aco0y SB17, Po3minu 1. Beryn ta 2. [ani 3 sikocri, Bepcist 3.0 Bif
12 cepnas 2021 poxy, aHIIICHKOIO MOBOIO; IMOAOBXKEHHS Tepminy mnpuaatHocti JJI3 SB17
(3amporoHOBaHMi OiocHMINSp yCTeKiHymMaly), pO3YMH I MiJIIKIPHOI 1H'€KIii y TONEepeaHbo
3anoBHeHOMY mmpuili (45 mr/0,5 mi), 1o 18 MicsiB

Howmep ta nara Hakasy
MO3 11010 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, mojBiliHE criime, OaraTtoneHTpoBe KiiHIYHe pocuikeHHs daszu |l ans  ominku
e(EeKTUBHOCTI, OE3MEYHOCTi, MEPEHOCUMOCTI, (PapMaKOKIHETHKM Ta IMYHOTEHHOCTI mpemapary SB17
(3amponoHOBaHOr0 G1OCUMIISPY ycTeKiHymMaly) B MOpiBHSAHHI 3 npenaparoM Crenapa® B Halli€HTIB i3
OJSIIKOBUM TICOpPia3oM cepenHboro ado TsoKKoro crymeHs», SB17-3001, Bepcis 2.0 Bim 15 mrororo
2021 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PIIC VYkpaina»

Crnoncop, kpaina

Samsung Bioepis Co., Ltd, Republic of Korea

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 38
70 Haka3y MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

OnoBienuii mpoTokou KiiHigyHOTO BUNpoOyBanHs MK-7339-007 3 inkoprnopoBaHoio nonpaskoro 04 Bix
04 cepnusa 2021 poky, aHrmiicekoro MoBoto; Ykpaina, MK-7339-007, Bepcis 00 Bix 05 cepmus 2021p.,
YKpaiHCBKOI0 MOBOIO, iH(oOpMamis Ta JOKYMEHT Npo iH(OpPMOBaHYy 3rofy JAJs TAaIlieHTa Ha HaJaHHSI
3paska MyXJIMHHOI TKaHHUHH, CTBOPEHA Ha OCHOBI riobanpHoro mabnony ans MK-7339-007, sepcis 01 Bin
06 mumas 2021p.; Vkpaima, MK-7339-007, Bepcis 00 Bim 05 cepmusi 2021p., pOCIHCBKOIO MOBOIO,
iH(popMallis Ta TOKYMEHT Mpo iHGOpMOBaHY 3rojy JUIsl MallieHTa Ha HAJaHHA 3pa3Ka MyXJIMHHOI TKaHWHH,
CTBOpEHA Ha OCHOBI riobabHOTO mabnony miss MK-7339-007, Bepcis 01 Big 06 mumas 2021p.; Ykpaina,
MK-7339-007, Bepcis 01 Bim 25 cepmus 2021 p., yKpaiHCBKOIO MOBOIO, iH(QOpMAIIHUI JHCTOK i
JTOKYMEHT Mpo 1H(QOpMOBaHy 3rofly Ha MailOyTHe OiOMeTWYHE TOCIIJKEHHS, CTBOPEHUM Ha OCHOBI
rnobanbHoro mabnony s MK-7339-007, Bepcis 01 Bim 05 cepmus 2021 p., a Takox IabJoHY,
3aTBEepKEHOTO It YKpainu, Bepcis Bix 03 mrotoro 2021 p. ykpaiHChbKor0 MOBOI; Ykpaina, MK-7339-
007, Bepcis 01 Bix 25 cepnHs 2021 p., pociiicbKOI0 MOBOIO, IHPOPMALIIHHUH JTUCTOK 1 JOKYMEHT IO
iHpopMOBaHy 3roqy Ha MaiOyTHE OloMeIWYHE MAOCHIIKEHHS, CTBOPEHHMH Ha OCHOBI TJIOOAIBLHOTO
mabnony ans MK-7339-007, Bepcia 01 Big 05 cepnus 2021 p., a Takox 1mabiao0Hy, 3aTBEPHKEHOTO JUIS
VYkpainn, Bepcis Big 03 motoro 2021 p. pociicbK0O0 MOBOIO; 3MiHA HAa3BU MICIIS MPOBEICHHS KJIIHIYHOTO
BUINIPOOYBaHHS:




2 MPOJOBKEHHS 10JaTKa 38

byno Craino

I.M.H., ipo¢. bornaperko [.M.

Komynansuuii 3aknan «Mickka KIIiHIYHA JIIKApHS
Nedy JIHIMPOBCHKOI MICBKOI pajau, BiIIiIICHHS
xiMmioTeparii, JepxaBHMiI 3aKyIaa
«/laimporneTpoBchka MeauYHa aKajeMis
MiHicTepcTBa OXOpPOHU 3JI0POB’S  YKpaiHW»,
kadempa OHKOJOrIT Ta MEAWYHOI PaJIioJIOTii,
M. JIHITIpO

I.M.H., ipod. bornapenko .M.

KomyHanpHe  HekoMepIiiHEe  MIIIPHEMCTBO
«Micbka kiiHiuHaA JikapHa Ned» JIHINMPOBCHKOI
MICBKOT paju, XiMiOTeparieBTHYHE BIIIUICHHS 3
JEHHUM CTaLliOHAPOM, JIHITPOBCHKHIA
Jep>KaBHUW METUYHUN YHIBepcUTeT, Kadeapa
OHKOJIOTI{ Ta MeMYHOI pajiosorii, M. JHinpo

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«docmimxenns ¢asu 2 onanapuOy y KoMmOiHamii 3 memMOposizymMaboM y Mali€eHTiB 3 paHille JiKOBAaHUM
PO3IMOBCIO/DKEHUM PAKOM 3 MYTAII€I0 TeHA y CUCTEMI TOMOJIOTIYHOI pekoMOiHariiHoi penapariiii (HRRm)
JHK Ta/abo 3 mopymenHsMm romoinoriyaoi pekomOinanii (HRD) IHK», MK-7339-007, 3
iHKOpriopoBaHoto nonpaskoro 01 Bix 09 BepecHs 2019 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»

Crnoncop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatox 39
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

OnoBnenuit po3ain 2.1.A 10cke TOCHiIKYBaHOTO JiKapchkoro 3aco0y Himokamimab (M281) Bix ceprus
2021 p.; OnoBnenuii po3ain 2.1.P gocke mocnimxyBaHoro Jikapchkoro 3acody Hinmokamnimab (M281) Bin
ceprias 2021 p.; OnoBnenuit po3ain 2.1.S mocke MOCITIKYBAaHOTO JiKapchkoro 3acody Himokanmimab
(M281) Bin cepmust 2021 p.; [TomoBxkeHHsT TepMiHy 30epiraHHsi JOCHIIKYBaHOTO JIKapChbKOTO 3aco0y
Himokanima6 no 18 micsiiB mpu tTemreparypi 2-8°C.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1722 Big 11.08.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararoneHnTpoBe, paHOMI30BaHe, MOJBIHHE ciime, Manedo KOHTPOJIbOBAaHE, B MapajelbHUX Tpynax
KIIIHIYHE JOCHIJKeHHsS HIMOKaliMaldy y JOpPOCIMX TMAaIi€HTIB 3 aKTMBHUM CHCTEMHHUM YEPBOHUM
BoBYakom», 80202135SLE2001, 3 mompaskoro 1 Bix 27.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Jonatox 40
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHX 3aCO01B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

OHoBJIeHHS Bepcii KapTKU yd4acHHUKa JIOCIIKEHHs JIoKajbHa Bepcist Homep 1.1 mis Ykpainu ykpaiHCbKOIO
MoBOI0, ata Bepcii 01 BepecHst 2021 poky Ha ocHoBi Mactep Bepcii Homep 1.0 Bix 07 ciuns 202 1p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiiniyHOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«MiKHapOJHE, paHI0Mi30BaHe, TIOJBIMHE CIIiIe, IIane00-KOHTPOILOBAHE JOCTIKEHHS 3 METOK0 OI[iHKH
BIUTUBY IUKJIOCUJIIKATy IIUPKOHIIO HATPiI0 HAa CEpPILEBO-CYAWHHI HACHIIKW, IMOB’S3aHI 3 apUTMIEI0 B
YYaCHHUKIB 3 PEIHUANBYIOYOI0 TIMEpKaIieMi€ro, sIKI 3HaXOAAThCsl HAa XpoHiuHomy remoianisi (DIALIZE-
Outcomes)», D9487C00001, Bepcist 1.0 Bix 13 ciunsg 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

CrnoHcop, kpaina

AstraZeneca, AB, Sweden

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Honatok 41
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

InenTudikamis cyrreBoi
MONIPaBKU

3MiHa BIAMOBIJAIILHOTO JOCIITHUKA Y MICIIi IPOBEICHHSI KJIIHIYHOTO BHITPOOYBAHHS:

Craio

byno
n.M.H. Konecnik O.0.
HamionaneHuii  1HCTUTYT  paky,
MaJIOIHBa3MBHOI Ta E€HIOCKOIIYHOT

IHTEepBEHIIHOI pagioorii, M. Kuis

BIJIIJIEHHS
Xipyprii,

k.M.H. Ocranenko FO.B.

HamionaneHuid  1HCTUTYT  paky,
MaJOIHBAa3UBHOI Ta  €HIOCKOMIYHOI
IHTEepBEHLIHOI paaioorii, M. Kuis

BIIIIJIEHHSA
Xipyprii,

Howmep ta nata Hakasy
MO?3 11010 3aTBEpHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1465 Bin 08.08.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanmomizoBane, Bimkpute kimiHiuHe mocmimkeHHs I dasm tpudmypumuny/tumipammwry (S 95005) y
KoMOiHalii 3 OeBan3yMaboM y MOPIBHAHHI J0 KaneuuTabiHy y KoMOiHalii 3 OeBalu3ymMadoM y meprii
JiHIT JIIKYBaHHS NAI[lEHTIB 3 METAaCTaTMYHUM KOJIOPEKTAJbHUM pakoM, sIKI HE € KaHIuJaTamMu MJis
inteHcuBHOi Tepamii (mocmimxenas SOLSTICE)», CL3-95005-006, ¢inansHa Bepcis Bim 25 ciuHs
2021 poky, 3 iIHKOPIIOPOBaHOIO CYTTEBOIO norpaBkoro Ne 3, dinanpHa Bepeis Bin 25 ciuas 2021 poxky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBinanbHicTiO «KIIP Ykpaina»

CrnoHcop, kpaiHa

IactuTyT MibkHapoaaux nociimkerb «CEPB’€y (Institut de Recherches Internationales Servier (1.R.1.S.)),

Opanuis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(dapManeBTHYHOTrO 3a0€3neYeHHA

IBan 3AZIBOPHUX




Jonatok 42
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

301IbIICHHS 3allJITAHOBAHOT KIIHKOCTI CKPUHOBAHMX TMAIli€eHTIB y BUnpoOyBaHHI B YkpaiHi 3 95 no 190
oci0; [TomoBxeHHs nepioay KiiHiuHOTO BUNIpoOyBaHHs B YKpaini 10 30 Bepecus 2022 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PaHOMI30BaHE BIJIKPHUTE JOCHIDKCHHS 3 aKTHBHUM KOHTPOJEM, HIO TPOBOJUTHCS 3 METOIO OIIHKH
0e3mevHOCTi, MepeHoCcuMOocTi i edekTuBHOCTI adadiuuHy AJis BHYTPIIIHBOBEHHOTO / MEPOPaTbHOTO
3aCTOCYBaHHS NP JIIKYBaHHI MAI[€HTIB 31 cTaiIOKOKOBUMH iH(EKIIIsIMH KicTOK abo cyrinoOiBy», Debio
1450-BJI-205, octarouna pegakiist 5.0 3 inrerpoBanoro Ilompaskoro 2 Bix 14 sxoBtHs 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaina

«/le6iodapm [aTepuemnn CA» [Debiopharm International SA], [lIseitnapist

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 43
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnena bpomypa nocninnuka, nepopanbauii cemarnytus, mpoekT NN6535, XBopoba Anbureiimepa,
Buganus 3, Bepcist 1.0 Big 14 ymmas 2021 poky, aHMTIHCHKOK MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1586 Bix 29.07.2021
Ne 1326 Big 02.07.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PannomizoBane moxBiiiHE ciine TIane00-KOHTPOJIBOBAHE KIIIHIYHE JOCHTIJDKCHHS, IO BHBYAE
e(deKTUBHICTh Ta OE3MEKy 3aCTOCYBaHHS MEePOPaTILHOTO CEMarilyTHy Y NAII€HTIB 13 MOYaTKOBOIO CTAI€l0
xBopoou AunbireiiMepa (EVOKE plus)», NN6535-4725, dinansaa Bepcis 1.0 Big 30 sxotHs 2020 poky;
«PannmomizoBaHe TMOABIiHE ciime IUIale00-KOHTPOJIbOBAHE KIIIHIYHE JIOCHIIKEHHsS, IO BHBYAE
e(eKTHUBHICTb Ta OE3MEKy 3aCTOCYBaHHS MEPOPaIbLHOTO CEMAryTH1y Y HAII€HTIB 13 TOYaTKOBOIO CTaAI€l0
xBopobu Anbureiimepa (EVOKE)», NN6535-4730, ¢inanbna Bepcist 1.0 Big 30 xoBTHS 2020 poky

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

Crnoncop, kpaina

Novo Nordisk A/S, Denmark

CynyTHi
MaTtepiaiu/mpenaparu
CYMyTHBOI Tepamii

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




Honartok 44
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

3Mina HaliMeHyBaHHs 3asBHMKA B Ykpaini 3 TOB «KOBAHC KJITHIKAJI JEBEJIOIIMEHT YKPATHA»
na TOB « JIABKOPII KJIIHIKAJI JIEBEJIOIIMEHT YKPATHA»

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2107 Big 17.10.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«baraTomneHTpoBe, paHIOMI30BaHE, MOJBIMHE CIine, IUIae00-KOHTPOIhOBAHE KIIHIYHE JOCIIKEHHS
¢daszu 3 ans ouiHku edEeKTUBHOCTI 1 O€3MeYHOCTI Mpenapary JiH3arojike y MalieHTOK 3 MOMIpHUM abo
CWJIBHUM 0OJIeM, TTOB'I3aHUM 3 eHoMeTpiozom», 18-OBE2109-003, Bepcist 4.0 Bix 27 ymmas 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrnoHcop, kpaina

ObsEva S.A., llIseitnapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JonaTtok 45
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

3amy4yeHHs JOAATKOBHX MICI[b MPOBEACHHS JOCHIIKEeHHs B YKpaiHi:
Ne I1.1.B. BiAIIOBITAILHOTO AOCIITHUAKA
n/a Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1 | k.m.H. Kykymikina M.M.

HamionaneHuil iHCTUTYT paKy, BiATUIEHHS OHKOOPTOMEAil Ta MyXJIMH MIKIpH 1 M’SIKMX TKaHWH,
M. KuiB

2 | 3aB. Big. Ko63es O.L

KomyHnaneHe HexomepiiiiHe mianpueMcTBOo «OOmacHUl IEHTp OHKOJIOTIi», OHKOXIpypriuHe
BiJ/IJICHHS OPTaHiB IPyIHOI MOPOKHUHHU, M. XapKiB

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

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure nocmikenns | gasu, mo Bhepie NpoBOAUTHCSA Ha JIIOAUHI 3 eckananiero 1034 MGDO019 ta
po3mupeHHsaM Koropty, Oicienugpivaoro DART® mnpoteina, mo 38's13ye PD-1 Ta CTLA-4 y narieHTiB 3
HeomnepabenbHUMH a00 MeTacTaTUYHUMHU HOBOYTBopeHHsIMH», CP-MGDO019-01, IlompaBka 4 10
nporokoity Big 02 yepsus 2021 p.

3asBHUK, KpaiHa

TOB «KIP Ykpaina»

Cnoncop, kpaiHa

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

CynyTHi
MaTepiaau/npenapaTru
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 46
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

[Ipenmeru xomdopTy 1 namieHTiB ((raicoBa KOBapa B PyJIOHI, CyMKa AJiA IEpEeHECEHHs peyueH, MIsIKa
JUISL BOJIU, TIOAYILIKA JUIsl TOJIOPOYKEH, HaByITHUKH). MapkyBanHs 1uiane6o (I'moko3a, po3unn ams iH)y3ii
5%, 100 mn y xonteitHepax I[IBX) no nocmimxyBaHoro iikapcbkoro 3aco0y bpasukymal s
BHYTPIIILOBEHHUX iH'ekmiid, 720 mr y ¢uakoni 6 miu. Kypc HaBuanHs kommaHii «Actpa3eHeka» s
y4dacHUKiB nociimxenss, pel. 3.0 Bix 20 kBiTHs 2020 p. ykpaiHCBKOIO MOBOIO.

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«52-THKHEeBe, OaraTOLEHTPOBE, PaHJOMI30BaHe, MOJBIHHE clliMe, Mianedo Ta aKTMBHO-KOHTPOJIbOBaHE
nociipkenns, Gasu 2b/3 B mapanensHUX rpymnax i3 0e3mepepBHUM MEPEXoIoM MiK (a3aMu, s OIiHKA
epexTUBHOCTI Ta Oe3neku bpasukymaly y marieHTiB 3 XxBopoOoro KpoHa BiJl cepenHbOro 10 BaKKOTrO
crynensi aktuBHOCcTI (INTREPID Lead-In)», D5271C00001 (TTomepenniit ko 3150-301-008), momnpaBka
4, Bepcig 5.0 Bix 24 motoro 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA VKPATHA»

Crnoncop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 47
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIHIYHIX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

[TomoBxkeHHST TPUBAIOCTI MPOBEACHHS KIIHIYHOTO BUMpPOOyBaHHS B YkpaiHi A0 31 rpyans 2022 poky;
30UThIIICHHSI KUTBKOCTI JOCTIKyBaHUX B YKpaiHi 3 36 10 60

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1849 Bin 11.08.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
BepcCid Ta JaTta

«Binkpure, 30aaHCOBaHEe, paHIOMI30BaHE, OJHOIICHTPOBE JOCITIKEHHS Y TPhOX MapalieIbHUX Tpymnax 3
METOI OLIHKK Tpodimo (apMakokiHETUKH, e()EeKTHBHOCTI Ta O€3MeKH MepOopaTbHOrO PO3UUHY
TPaHEKCaMOBOI KHCJIOTH TpH HOPMAJbHUX Ta MaKCHMAJIbHUX YMOBaX 3aCTOCYBaHHsS Yy TAIli€HTIB,
BHU3HAHUX 370POBUMHU IIICJIA NPOLEAYypH BUAAJCHHS TpeThoro mossipay, HYL-P004-001, sepcis 10 Big
17 uepBHs 2021 p.

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CIIIA

CnoHncop, kpaina

«Xinopic Jlesenonmentc CA» (Hyloris Developments SA), Belgium

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JonaTok 48
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Bbpomrypa mocmimauka RO5541267 TECENTRIQ (atezolizumab), Bepcis 18, Big aumas 2021 poky,
aHTITICHKOI0 MOBOIO; Ilepernik KIIiHIYHUX BHIIPOOYBaHb 3 3aCTOCYBAaHHSIM TOTO CaMOTO JOCIHIKYBaHOTO
3aco0y Tiragolumab, anruilicekoro MoOBOI, craHoM Ha 15 wepBHs 2021; OnuryBanbHUK «SIKII0
ONUTYBAJTBHUK HE OyJ0 3allOBHEHO MPOTATOM Lboro BizuTy» Bepcis 1.0, 08 BepecHs 2014 poky,
YKpaiHChKOIO MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BHUIIPOOYBaHHS

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«®A3A Ib, BIAKPUTE, BATATOUEHTPOBE JOCJIIKEHHA U1 BU3HAYEHHA
OINTUMAIJILHOI 03U 3 METOIO OIIHKU @®APMAKOKIHETUKHW, BE3IIEYHOCTI TA
INEPEHOCHUMOCTI  HIJIIIKIPHOTO BBEJIEHHS KOMBIHALII TUPATOJIYMABY 1
ATE3O0JII3YMABY V¥V MNALIEHTIB 3 MICHEBOIIOIIMPEHUMU ABO METACTATUYHHUMU
ITYXJIMHAMMWM», GP43365, Bepcis 3, Bia 30 uepsust 2021 poky

3asiBHUK, KpaiHa

TOB «Apencis Excruioparopi Meziciny, Ykpaina

Crnoncop, kpaina

®. Xopdmanu-JIs Pomr JIta, [seitnapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonarok 49

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BiAMOBIJAIBHOTO JIOCIHITHUKA y MiCIll TPOBEIEHHS KIIHIYHOTO BUITPOOYBaHHS

pamiamiitHoOro 3aXHUCTy HACEICHHS», MONIKITIHIKA,
M. XapKiB

byno Crano
k.M.H. Tpudonosa H.C. nikap Komnecaukosa H.C.
KomyHnaneHe  HekoMepmiliHe — mianpueMcTBO | KoMyHabHE  HEKOMEpIiHE  MiANPHEMCTBO
XapkiBcbkoi  oOmacHoi  pagm  «OOmacHuii | XapkiBcbkoi — obOmacHoi  pamm  «OOmacHuit
KJIIHIYHAR creriaiaizoBaHuil JTUCTIaHCep | KIHIYHUN creriaiaizoBaHuil JMCTIaHCcep

pamiamifHOro 3aXUCTy HACEICHHS», MOMKITIHIKA,
M. XapKiB

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

Ne 2393 17 21.10.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmomizoBaHe, MmojBiiiHe crimne, Maaneb0-KOHTPOJIbOBaHE, 0araToOIEHTPOBE MOCHiKeHHS 4 ¢a3u B
napajeNbHUX TIpynax [Jjisi BUBYEHHS BIUIMBY JAyHulymMaOy Ha TMOpYIIEHHS CHY Yy TMalll€HTIB 3
HEKOHTPOJIbOBAHOIO MEPCUCTYIOU0I0 acTMoro», LPS16677, 3 nmompaskoro 01, Bepcis 1 Bix 17 BepecHs
2020p.

3asBHHUK, KpaiHa

TOB «Canogi-ABenric YkpaiHa»

Cnoncop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
MaTepiaau/mpenapaTu
| CymyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Jonarox 50
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KIIIHIYHHX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Bbpomrypa nocnminnuka Topunamimaly (TABOOL), Bepcis 6.0 Big 27 munas 2021 poky, aHIIIHCHKOIO
MOBOIO.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«[IpocriekTHBHE, paHIOMI30BaHE, IUIANE00-KOHTPOIBOBAHE, IMOABIMHE cCiime, OaraToleHTPORBE,
peectpariitne kiiHiuHe gociimkeHHs ¢asu |l nns nopiBusuusa Topunanimaly (JS001) y moennanHi 3
JIEHBAaTUHIOOM Ta manedo y MOe€IHAaHHI 3 JIeHBAaTHMHIOOM sk Tepamii 1-i diHIT Opu NOMMpPEHiH
renatouemosipHii kapurnomi (I'LK)», JS001-027-111-HCC, sepcis 1.2 Big 02 BepecHs 2020 poky

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 51
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

[Ipenmeru xomdopTy 1 namieHTiB ((raicoBa KOBapa B PyJIOHI, CyMKa AJiA IEpEeHECEHHs peyueH, MIsIKa
JUTSL BOJIM, TIOYIITKA JIJIsl TIOJIOPOKEH, HABYITHUKH). EJEKTpOHHMI MIOJeHHUK: 3BiT 3 ekpany. LllogeHank
BUIIOpOXKHEHb KuieuHuka, Bepcis 1.00 Big 04 cepmust 2021 p. yKpaiHCBKOIO Ta aHTTIHCHKOIO MOBaMHU.
EnexTpoHHMIA MIOAEHHUK: 3BIT 3 eKpaHy. AHKeTa ctany 310poB’st EQ-5D-5L, Bepcis 1.00 Big 04 cepras
2021 p. yKpaiHCBhKOIO Ta aHTJIiHCbKOI0 MOBamMu. EnekTpoHHwMil 1ioieHHUK: 3BIT 3 ekpany. FACIT-Fatigue,
Bepcis 1.00 Big 04 ceprias 2021 p. yKpalHCHKOIO Ta aHTIIIHCHKOIO MOBaMU. EJIGKTpOHHMIA IIOICHHUK: 3BIT
3 ekpany. BeuipHiii moaennuk, Bepcis 1.00 Bix 04 cepriust 2021 p. yKpaiHCHKOIO Ta aHTITIHCHKOK MOBaMHU.
EnexTpoHHMI IMONEHHMK: 3BIT 3 eKpaHy. I[HCTpykmii 10 CaMOCTIHOTO 3allOBHEHHS aHKETH IO
3amanbHOMY 3axBoproBaHHIO kumieunuka IBDQ, Bepcis 1.00 Big 04 cepmust 2021 p. ykpaiHCBKOIO Ta
aHTJINAChKOI0 MOBaMM. EJEKTpOHHMI IIOJEHHMK: 3BIT 3 e€KpaHy. TecToBUI KOHTpOJIb 3HaHb y4acHHKA,
Bepeia 1.00 Big 10 kBiTHA 2020 p. yKpaiHCHKOIO Ta aHIIIHCHKOIO MOBaMU. ENEKTpOHHUI 1110I€HHUK: 3BIT
3 ekpaHy. HaBuanpHe Bimeo s ywacHukiB, Bepcis 1.00 Big 10 xBitHs 2020 p. ykpaiHCbKOIO Ta
aHITMChKOI0 MOBaMH. ENEKTpOHHMI IIOJIEHHMK: 3BIT 3 eKpaHy. [HCTpyKLii Ta ONMUTYBaJIbHHUKH, BEpCis
1.00 Bim 04 cepmust 2021 p. yKpaiHCBKOIO Ta aHMJIMCHKOIO MOBaMH. EJEKTpOHHMI IIOJEHHUK: 3BIT 3
expany. PGIC, Bepcis 1.00 Bix 04 cepnnst 2021 p. ykpaiHChKOIO Ta aHIJIiMcbkol0 MoBaMu. EnexTpoHHMi
moAeHHUK: 3BIT 3 ekpany. PGIS, Bepcis 1.00 Big 04 cepmus 2021 p. ykpaiHCBKOIO Ta aHTIIHCHKOIO
MoBamu. ENeKTpoHHUI MIOAEHHUK: 3BIT 3 ekpaHy. AstraZeneca—AZ_D5272C00001 (AZ_D5272C00001
Reminder Icon eCOA Handheld Screenshots), sepcis 1.00 Big 04 cepmust 2021 p. ykpaiHCBKOIO Ta
AHTJIHACHKOI0 MOBaMH. EJEKTpOHHWH MIOJACHHHK: 3BIT 3 eKpaHy. Bamre 310poB’s Ta camormouytts SF-
36v2, Bepcis 1.00 Bim 04 cepnus 2021 p. ykpaiHCBKOIO Ta aHIJiCbKOIO MoBaMu. EnexTpoHHMI
IIOZICHHUK: 3BIT 3 eKpaHy. Mo1yllb HaBYaHHS PUHOMaM KOPUCTYBaHHS MIOPTATHBHUM MPUCTPOEM, BEPCist
1.00 Bix 04 cepmas 2021 p. ykpaiHCHKOIO Ta aHIIIIHCHKOI0 MoBamMH. ClieHapiil Kypcy HaBUaHHS Y4aCHUKIB.
CrangapTHull Kypc HaB4aHHS KoMIaHii «Actpa3eneka», ep. 1.1 Big 15 ciuns 2020p. ykpaiHCbKOIO
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MoBow. HaBuanphe Bizmeo: ckpinmoru. Kypc HaBuanHa kommanii «AcTpa3eHeka» Uil y4YacHHUKIB
nocmimkenns, pen. 3.0 Bim 27 xBitHa 2020p. ykpaiHChKOIO MOBOIO. ENEKTpOHHHMN TOCIOHHMK ISt
namieHTiB: ckpiHmotu. [lociOHMK nis marieHTiB, jJokansHa Bepcis: 1.0, mara: 19.07.2021, Ha ocHOBI
6a3zoBoi Bepcii 1.0, mara: 21.05.2021 ykpaincbkoro MoBoro. [TociOHWK aJisl MAIi€HTIB, JOKaJlbHA BEPCis:
1.0, mata: 17.06.2021, Ha ocHoBi 6a30Boi Bepcii 1.0, mara: 19.05.2021 ykpaiHcbkoro MoBO0. OHOBIICHE
MapkyBaHHs 1utane6o (I'mokosa, pozuun s iHpy3ii 5%, 100 mun y xonreitnepax I1BX) Bix 20.08.2021
70 JTOCIIJDKYBAHOTO JTIKapchKoro 3aco0y bpasukyma® st BHYTPITHBOBEHHHMX iH ekuii, 720 mr y
(hakoHi 6 ML

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 2707 Bin 28.12.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, paHAOMi30BaHe, MOJBIHE ciine, IIane00-KOHTPOJIbOBAHE Ta KOHTPOJHOBAHE 32
aKTHBHUM TIPETapaToM JOCTIKeHHS (a3 2 3 NOJBIMHUM MAacCKyBaHHSM B MapajleibHUX rpynax i3 54-
THKHEBUM T1€PI0JIOM JIIKYBaHHS 3 OLIHKH €(PEKTHBHOCTI Ta OE3MEeYHOCTI Opazukymaly MpH 3aCTOCYBaHHI
B YYAaCHHUKIB 3 aKTHBHHUM BHPa3KOBHUM KOJIITOM BIJ CEpPEIHBOIO CTYNEHS TSHKKOCTI JO TSHKKOTO,
D5272C00001 (TTonepenniit kox 3151-201-008), monpaska Homep 4 Bix 17 ceprast 2020 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrnoHcop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHUX




JonaTok 52
10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosrnena Oporrypa nocnigauka no npenapary AZD6094 (HMPL-504, volitinib, savolitinib), Bepcis 8.0
Bix 30 mumnas 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 897 Bin 04.08.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«Binkpure, paHIOoMi30BaHE, TOPIBHIOBAJIbHE, 0araToOIEHTPOBE KIIHIYHE JOCITIDKEHHS (a3 3 OILiHKU
epexTuBHOCTI Ta Ge3neku CaBoniTiHiOy B nopiBHsAHHI 3 CyHIiTiHIOOM y nauieHTtiB 3 MET-no3utusHo10,
HEOIepadebHOI Ta JIOKAITBHO-TIOMIUPEHO0, 400 METAaCTaTUYHOI TMAIMUISIPHOK HHUPKOBO-KIITHHHOO
kapruHomoro (MHKP)», D5082C00003, Bepcis 6.0 Bix 19 rpynus 2018 poky

3asiBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

CrnoHcop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 53
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuii IIpotokon kmiHiyHoro sumpoOyBanHs VIB0551.P3.S1, Bepcis 5.0, 23 xsitas 2021 p.,
aHIITHCHKOI0 MOBOIO; [H(opmarist ans ygacHuka nociimkeHas 1 @opma indopmoBanoi 3roau: Biema
baito VIB0551.P3.S1 OcnHoBHa dI3 TUIST nepiogy [IOABIHHOTO CIIIIIOrO
JiKyBaHHS YKpaiHa_ aHriiiicekoro MoBoro 2.0 06 mumus 2021 poky Ha ocHOBI MaiicTep-Bepcii OcHOBHOT
@13 s mepioxy noasiiiHoro ciinoro jikyBaHHs 3.0 17 tpaBus 2021 poky; Indopmanist 11 yqyacHUKa
nociimkenns 1 @opma iHpopmosanoi 3roau: Biema Baito VIB0551.P3.S1 OcnoBaa ®I3 mis mepioxy
NOJIBIHHOIO CHINOro JiKyBaHHS YKpaiHa ykpaiHcbkoro MoBowo 2.0 06 mumus 2021 poky Ha OCHOBI
Mmaiicrep-Bepcii Ocnoroi @I3 mns nepiony moagiitHoro ciinoro JikyBanas 3.0 17 tpaBus 2021 poky;
Indopmarris IUIA y4acHUKa JOCIIJDKEHHSI i dopma iHpopmoBaHO1 3rOJIU: Biena
baiio VIB0551.P3.S1_OcnoBna ®I3 ayig nepiogy NoABIHHOTO CIINOro JiKyBaHHS YKpaiHa pOCiiicCbKOrO
MoBoro 2.0 06 nunHs 2021 poky Ha ocHOBI Maiictep-Bepcii OcHoBHOI PI3 ns mepiony MoABIHHOTO
ciinoro jikyBaHHs 3.0 17 TpaBHs 2021 poky; Indopmamis nns yuacHuka gociiaxeHHs 1 Popma
iHpopmoBanoi 3rogu: Biema Baito VIB0551.P3.S1 OcnoBha ®I3 gnga mepioly BIAKPUTOTO
JiKyBaHHSL YkKpaiHa aHriiiicekoro Mmoot 2.0 06 munus 2021 poky Ha ocHOBI MaiicTep-Bepcii OCHOBHOL
®I3 ansa mepioxy Bigkpuroro mikyBaHHs 3.0 17 TpaBHs 2021 poky; Indopmamis s ydacHHKa
nociikenHsa 1 ®opma iHpopmoBanoi 3roau: Bienma baito VIB0551.P3.S1 OcnoBaa ®I3 mist mepiony
BIJIKpUTOTO JIIKYBaHHS YKpaiHa ykpaiHcbkoro MoBow 2.0 06 nmumHs 2021 poky Ha OCHOBI MaiicTep-
Bepcii OcHoBHOi @I3 ans nmepiogy Binkputoro gikyBaHHsa 3.0 17 tpaBusa 2021 poky; Indopmaris s
yugacHuka pociimkeras 1 ®opma inpopmosanoi 3roau: Biena baito VIB0551.P3.S1 OcnoBna ®I3 nmns
nepioay BIAKPUTOrO JIiKyBaHHS YKpaiHa pociiicekoro MoBoro 2.0 06 mumua 2021 poky Ha OCHOBI
Maiictep-Bepcii OcHoBHO1 PI3 ans nepioay Biakputoro jikyBaHHa 3.0 17 tpaBHs 2021 poky; @opma
3roJI¥ BariTHOI MapTHEPKU HA HajaHHS iH(opmarii: Biena baito VIB0551.P3.S1_®I3 s BariTHOT
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MapTHEPKH Ui YKpaiHu aHTIChKO0 MOBOIO Bepcis 2.0 06 mumus 2021 poky Ha OCHOBI MaicTep-
Bepcii @I3 mis BaritHOi mapTHepku Bepcis 4.0 11 TpaBus 2021 poky; @opma 3roau BariTHOI MapTHEPKH
Ha HamaHHsa iHQopmarii: Bienma baito VIB0551.P3.S1 ®I3 jgms  BariTHOI MmapTHEpPKHA IS
VYkpainu_ykpaincbkoro MoBoro Bepcist 2.0 06 mumus 2021 poky Ha ocHOBI Maiictep-Bepcii ®I3 mis
BariTHOI nmaptHepku Bepcis 4.0 11 tpaBus 2021 poky; dopma 3roau BariTHOI MapTHEPKH HA HagaHHS
iHpopmanii: Biena baito VIB0551.P3.S1 ®I3 nansg BariTHOI mapTHEpKH Uit YKpaiHM pPOCICHKOIO
MoBoro_Bepcisa 2.0 06 ymumHs 2021 poky Ha ocHOBI MakcTep-Bepcii I3 miis BariTHOT mapTHEPKU Bepcis
4.0 11 TpaBus 2021 poky; 3miHa KOHTaKTHOI ocoOu CrioHcopa Ta KOHTakTHOI iHpopmanii: bymo: IL.LB.
KoHTakTHOI ocobu: Lisa Pitt Korraktuuii Tenedon: 001 240 5580038 (x125) dakc: 001 240 7726978
Anpeca enmektponHoi momth: pittl@vielabio.com Cramo: II.IB. koHTakTHOI Ocobu: Maria Petkoski
KonraktHuii tenedon: +1.240.972.6068 dakc: +1.240.772.9578 Anpeca €IeKTpPOHHOI IOIITH:
mpetkoski@horizontherapeutics.com; 30iIbIIeHHS KITBKOCTI AOCIIPKYBaHUX B YKpaiHi BiJ| MOMEpeIHBO
3arutaHoBaHoi (3 13 1o 40 oci6); 3miHa Ha3Bu BUpOOHHYOI AUISHKH st iHeOLTi3ymMab (Inebilizumab),
KOHIIGHTpAT Ui po3uuHy s iH(py3ii,10 mr/mn ta momane6o no ineb6inmizymad (Inebilizumab) 10 mur,
KOHIEHTpAT Juis po3unHy mia iHQy3ii: 3 Medlmmune Pharma, B.V., Hinepnangun na AstraZeneca
Nijmegen B.V., Hinepnannu

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 310 Binx 23.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, MOJBIKHE-cIiNe, OaraTOLIEHTPOBE, IJIANE00-KOHTPOJIbOBAHE AOCHIDKEHHST (a3zu 3 3
BIJIKpUTUM TIEPIOAOM Ui OIIHKHA €(PEeKTHUBHOCTI Ta OE3MEYHOCTI 1HeO11i3yMady y AOpOCIHX MaIl€HTIB 3
MmiacteHiero rpasic», VIB0551.P3.S1, Bepcis 3.0, 24 uepsast 2020 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OGMEKEHO0 BianopinanbHicTio «MEJIITEUC YKPATHA»

CnoHcop, kpaiHa

Biena Baiio, Ink., CIIIA (Viela Bio, Inc., USA)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Honatok 54
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporokon xminiunoro BumpoOyBanus EZH-501, mompaBka 5.0 Bim 08 kBitHa 2021 p.,
aHrTcbKOI0 MOBO; OHoBnenmid [Iporokon kiiniuHoro BumpoOyBanHsi EZH-501, mompaBka 6.0 Bix
07 munas 2021 p., anriilicekoro MOBOIO; bporrypa mociimauka, Tazemetostat (EPZ-6438 or E7438),
Bepciss 11.0 Bim 12 uepBus 2021 p., anrmidicekoro MoBorw; IHpopmariss mns mamieHta i ¢Gopma
iHpopmoBanoi 3rogu: EZH-501 Iudopmanis mia namienta i @opma iHpopmoBaHoi 3roau s YKpaiHu,
aHIITChKOI0 MOBOIO, Bepeid 4.0 Bin 23 mumus 2021 poky Ha ocHoBi EZH-501 I'mo6ansHa PI3, Bepcis
10.0, Big 19 mumus 2021 poky; Indopmamis ans namienta i1 ¢popma indopmoBanoi 3romu: EZH-
501 Indopmaris s namienta i @opma iHpopmoBaHoi 3roau anst YKpainu, yKpaiHCBKOI0 MOBOIO, BepCist
4.0 Bix 23 nunns 2021 poky Ha ocHoBl EZH-501 I'mo6ansna ®@I3, Bepcia 10.0, Bixg 19 nunas 2021 poky;
[ndpopmanis g nauienta 1 popma iHpopmosanoi 3roau: EZH-501 Indopmanis ansa namienta 1 @opma
iHpopMoOBaHoOi 3roau A YKpaiHu, pociiicbkoro MoBo1o, Bepcist 4.0 Big 23 nunus 2021 poky Ha OCHOBI
EZH-501 T'mo6ansna ®I3, Bepcia 10.0, Bix 19 munua 2021 poky; Jlocke MOCTIIKYBaHOTO JIIKAPCHKOTO
3aco0y (Tazemetostat Film-Coated Tablets), Bepcist 6.0, 29 ciunst 2021, aHrTiHCHKOI0 MOBOIO; 3aTyueHHS
JIOIaTKOBO1 BHUPOOHUYOI AUISTHKUA JOCTIKYBaHOTO Jikapchkoro 3aco0y Tazemeroctar (Tazemetostat),
MIAS Pharma Limited, Ipmanmis; 3mina agpecu BupoOHm9oi minsHku Catalent Germany Schorndorf
GmbH, Himeuunna (Oymo: Steinbeisstrasse 1 — 2, Baden-Wuerttenberg, Germany D-73614; craio:
Steinbeisstr. 1-2, Schorndorf, Germany, 73614)

Howmep Ta nara Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 2333 Bixx 25.11.2019

Ha3ssa xiiHiyHOTO
BUINIPOOYBaHHSI, KO/,
Bepcis Ta qaTa

«JlomaTkoBe nochimKeHHs mpernapary TaszemeTocTaT y MAIli€HTIB, SIKUX OYJO MepeBelIeHO i3 OCHOBHOTO
nociipkenHss (TRuUST): Bimkpute momatkoBe mepeximHe mociimpkenHs», EZH-501, mompaBka 4.0 Bix
18 mororo 2020 p.
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3asBHUK, KpaiHa

ToBapHuCTBO 3 0OMEKEHOIO BiAMOBITAIbHICTIO «MEZ[HEﬁC VKPAIHA»

Cnoncop, kpaiHa

Enizum, Iak., CIIA (Epizyme, Inc., USA)

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

(dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHHUX



JonaTok 55
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHH JI0 JojaTka Ne 7 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 02 yepBHs 2021 poky Ne 1102»
04.10.2021 Ne 2147

Inentudikarnis cyrreBoi
MOTIPaBKH

[Iporokon kniHiyHOTO BUNpoOyBanHs BAY 2757556 / 20289 Bepcis 11.0 Big 21 yepsus 2021 p., Hocke
JOCTIDKYBAaHOTO Jnikapchkoro 3aco0y Bepcist 012 Big 07 mumas 2021 p., HocmimkenHs 20289
Indpopmaniiinuit muct ta Gopma iHGOPMOBAHOT 3rofM Ha y4acTb y MOMEPEAHHOMY CKPUHIHTY Tepen
BKJIIOYCHHSIM yYacHHKA B HayKOBe KJIiHIUHE gociipkeHHs, Bepcis 2.0 Bix 18 cepmast 2021 p. s Ykpainu
yKpaiHChbKOIO MOBOIO Ha 0a3i ocHOBHOI Bepcii [Hhopmarilinoro nucta Ta hopmu iHPOPMOBAHOI 3rou Ha
y4acTh y TOINEPEIHbOMY CKPUHIHTY TIepe]l BKIIFOUCHHSM yYacHUKa B HAYKOBE KJIIHIYHE JIOCIIHKCHHS,
Bepcisa 3.0 Big 20 mumas 2021 p.; Jdocmimkenns 20289 Indopmamiiiauii uct Ta popma iHPOpMOBaHOI
3rogd Ha y4acTh y NOINEPEIHbOMY CKPHHIHTY Tepea BKIIOYCHHSM Yy4YacHWKAa B HAYKOBE KIIIHIYHE
nociikeHHs, Bepcisa 2.0 Big 18 cepmas 2021 p. ans Ykpainu pociiicbKor MOBOO Ha 0a3i OCHOBHOI Bepcil
Indopwmartiiinoro nucra ta Gopmu iHGOPMOBAHOI 3ro/IM HA y4acTh y TMOINEPEAHROMY CKPUHIHTY TEpe.
BKJIIOYEHHSM Yy4YaCHMKAa B HayKoB€ KIiHIYHE jocimiukeHHs, Bepcis 3.0 Bim 20 mumusa 2021 p.;
Hocnimxenns 20289 Indopmanisa st namienta ta Gopma iHGOPMOBAaHOI 3rOJM HA y4acTh Y HAyKOBOMY
nocmipkenHi, Bepcis 2.0 Big 18 cepnus 2021 p. s YkpaiHu ykpaiHCbKOIO MOBOIO Ha 0a3i OCHOBHOL
Bepcii [Hpopmarii 1yig nanienta Ta GopMu 1HGOPMOBAHOI 3roJIM HA y4acThb y HayKOBOMY JOCIIIKEHHI,
Bepcid Bix 20 munus 2021 p.; Jocmimxenns 20289 Indopmanist Ui nanieHTa ta ¢popma iHPOPMOBaHOI
3ro/I¥ Ha y4acTb y HAyKOBOMY jaociikeHHi, Bepcis 2.0 Bix 18 cepnust 2021 p. quig Ykpainu pociiicbKoro
MOBOIO Ha 0a31 ocHOBHOI Bepcii [Hpopmanii 1yig namieHta ta GopMu 1HPOPMOBAHOT 3r0/IM HA y4acTh y
HayKOBOMY JociijkeHHi, Bepcis Bix 20 mumus 2021 p.; IlomoBxkeHHs Tepminy mnpuaatHocti [1JI3
JlapoTpekTini0d, po3unH 2 % Jyisi BHYTPIIIHBOTO 3acTOoCyBaHHS y ¢uiakoHi 50 mur 3 18 micsmis go 24
MICSIIiB

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1586 Big 29.07.2021
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«KommkoBe pocmimkeHHss (a3u 2 3acTocyBaHHS nepopanbHoro iHriditopa TRK maporpekrtiHiOy y
MAIEHTIB 3 MyXJIMHAMH, TO3UTUBHUMHU 3a 31uTTsAM reHiB NTRK», BAY 2757556 / 20289, sepcis 10.0 Big
16 rpynns 2020

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CnoHcop, kpaina

baiiep Konceromep Kep AT, llIBeiinapis

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. resepanbHoro iupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




