JonaTox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
18.05.2022 Ne 827

HasBa kiHI4HOTO
BUITPOOYBaHHS, KOJI,
BepcCis Ta Jara

«PanmomizoBaHe, TOJBIMHE crlinie, OaraToleHTpoBe, MOpiBHsUIbHE gocmimkeHHs 11 ¢a3u nis BU3HAUCHHS
edekTuBHOCTI Ta Oe3mevHocTi nedemnimy-3uaedaKkTaMy y TOPIBHSHHI 3 MEPOINEHEMOM IIpH JIIKyBaHHI
YCKJIIAAHEHUX 1H(MEKIi CEYOBHMBITHUX INUIAXiB ab0 TOCTPOTO Mi€TOHEPPUTY y AOPOCIUX MAI[IEHTIBY,
ko pociimpkenHss W-5222-301, Bepcis 1.0 opurinansHa Big 04 BepecHs 2019 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OGMEKEHOI0 BianosinanbHicTio «MEJIITEMC YKPATHA»

CnoHcop, kpaiHa

Bokxapar bio AT, [Iseitnapist (Wockhardt Bio AG, Switzerland)

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

nedenim-3uaedakram (Cefepime-zidebactam), FEP-ZID (WCK 5222; Zidebactam; Cefepime hydrochloride;
Zidebactam); mnopomok Juis po3umHy i iHGY3id; 3 r (uepemim 2 r/3umebakram 1 1);
ACS Dobfar S.P.A., Itamis; Pharmadox Healthcare Ltd., MansTa; European Pharma Hub Ltd., Yropmuna;
wiare6o ponedpenim-zuaedakram (Cefepime-zidebactam), FEP-ZID; WCK 5222) posuun mis iH}Y3ii;
0.9 % pozuun HaTpito xaopuny; b. bpayn Mens3yuren Al', Himeuuunna (B. Braun Melsungen AG);
Posunnnuk s nedemnim-3uacbaktam  (Cefepime-zidebactam), WCK  5222; posuumHHMK  [1is

napeHTepaibHOTOo 3acTocyBaHHs (solvent for parenteral use); 100 %; b. bpayn Menb3ynren Al', Himeuunna
(B. Braun Melsungen AG)

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) k.m.H. Bapaio L.B.

KomyHnanbHe HekomepliiiiHe mianpueMcTBo «BiHHMIbKa oOsiacHa KiiHiuHaA JjikapHs iM. M.I. Iluporosa
Binnunpekoi o6nacHoi Pamgwy», KIHIYHMN BHCOKOCIICIIANI30BaHUN YpPOJIOTIYHUN TEHTP 3 BIIJALIOM
TpaHCIUIaHTallii opraHiB, BiHHUIIbKMI HanioHaTbHUM MennyHui yHiBepcuTeT iM. M. Iluporosa, kadenpa
xipyprii Nel 3 kypcom yposorii, M. BiHHuIs

2) a1.M.H., ipo¢. Ctycs B.IL

Komynanene mnignpuemMctBo «JlHimponeTpoBchka obnacHa KiiHIYHa JikapHsa iM. LI MeunukoBa»
JIHIpomneTpoBCchbkoi 00MacHol paau», BiaiieHHS yposorii Nel, JIHIMPOBCHKMNA JepXaBHUM MEIMYHHIMA
yHIBEpCUTET, Kadeapa ypoorii, M. J{Hirnpo

3) nikap CniBak O.P.
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KomyHnansHe HEKOMepITiiHE MiATpUEMCTBO «HepHiriBcbka MichKa JiikapHs Ne2y UepHiriBChbKoi MiCbKOT paju,
ypoJioriune BiaainenHs, M. YepHiris

4) n.m.H., ipod AnToHsH .M.

KomyHansHe HEKOMepIiiHEe MiAIPUEMCTBO XapKiBChbKoi 00acHOi paau «O0iacHui MeIUYHUN KITHIYHAN
LEeHTp ypoJuiorii 1 Hedpodorii im. B.1. [llanoBanay, yponoriune BiaauieHHs N5, M. XapkiB

5) k.m.H. Caranb O.C.

KomyHansHe HEKOMeEpIIiitHE MANMPUEMCTBO «3amnopi3bka obOjacHa KIIiHIYHA JIIKapHI» 3amopi3bKoi 00macHol
paau, ypoJIoTivHE BIIIITICHHS, M. 3aIIOPiKKs

6) 1.m.H., mpod. 3aiines B.1.

OOmacHe KOMyHaJIbHE HEKOMEpIliHHE MANpUEMCTBO «YepHiBenbka oO0NacHa KIIIHIYHA JIIKapHSY,
ypOJIOTiuyHUH miapo3ain, M. YepHiBii

7) k.m.H. [oieBchka O.M.

KomynansHe HekoMepIiitHe mianpueMcTBo «MichbKa KIIiHIYHA JiKapHs MBHUJIKOI T4 HEBIIKIAIHOT MEIUYHOL
nornomoru im. mpod. O.I. MemaninoBa» XapkiBCbKOi MICHKOI pajad, TepaneBTHYHE BimgineHHsANel 3
He(pOIOTTYHUMHU JIDKKaMH, M. XapKiB

[IpenapaTty mopiBHAHHS,
BUPOOHHK Ta KpaiHa

MEPOHEM (MERONEM ®) (meponienemy Tpurigpar; meropenem trihydrate; meponenem (meropenem));
MOPOILIOK JJI PO3UUHY AJis iH ekl abo iHdy3iit; 1000 mr; 3am6on Ceituepnang Jita, selinapis (Zambon
Switzerland Ltd);

Pozunnnnk nist MEPOHEM (MERONEM ®) (Bona muist in'exiiit; Bona st in’ exiriii (Water for Injections));
PO3YMHHUK JIJIsl TApeHTEpAIbHOTO 3acTocyBaHHs (solvent for parenteral use); 100 %; b. bpayn Menb3yHren
AT, Himeyunna (B. Braun Melsungen AG);

CynyTtHi
Mmarepianu/npenapaTH
CyMyTHBOI Tepamii

- [Tanku 3 daitnamu a1 JOCHITHULIBKUX [IEHTPIB;

- JIaGopaTopHi Habopu Ta BUTPATHI MaTepiaau 10 HUX;

- JIpykoBaH1 MaTepiaiu s TIAII€HTIB Ta JIIKapiB;

- [TokpuTTs T AOAATKOBOTO 3aciituieHHs iHdy3iiiHoro makety (IV Cover Bags for blinding);

- 3axucHUIA pUCTpiii st 30epeskenns 3acuiruieHns (Tamper proof seals for blinding);

- lInmputu 06’emom 10 mi, 50 M1t Ta ronKu;

- [lpuctpiit ans BHyTpimHbOBeHHOT iHOY3ii (B. Braun, Intrafix SafeSet);

- ®inetp s mmpuia (Acrodisc® Syringe Filters (Pall Life Science Corporation, Acrodisc®);

- MoposunsHi kamepu (Deep Freezers);

KommnaHis, sika i€ 3a TOBIPEHICTIO, SIKY HaJaB CIIOHCOP UM 3asBHUK Ha BBE3CHHS JOCITIKYBAaHHUX JTIKAPChKHX
3aco0iB Ta cymytHix wMarepianiB: TOB «Arenmis «C.M.O.-Ykpainay, TOB «CMO-Jlorictukay,
TOB «CMO-TI'pyn Ykpaina» (Bki1. cyOniapsn juist komnanii @apmacodr).

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
18.05.2022 Ne 827

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepCis Ta gaTa

«PangomizoBaHe, moBiliHE ciine, 6araToreHTPOBE MOCTIKEHHS (Ga3u 3 y mapajelbHUX Ipynax 3 METO
NopiBHSAHHS epeKTUBHOCTI Ta Oe3nmeuHocti mpemapary ALT-L9 i1 mpemapary Ainis® y mamieHTiB i3
HEOBACKYJISIPHOIO BiKOBOIO MakyJisipHoOto nereHepariero (ALTERA)», kon nmocmimkenns ALT-L9-03, Bepcis
1.0 Big 15 muctonaga 2021 poky

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

Altos Biologics Inc., Pecniyomnika Kopes

[Tepenik qocmimKyBaHUX
JKapChKUX 3aC00iB
Jikapcbka dopma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

ALT-L9/ Adnibepcent 6iocuminsp (Aflibercept biosimilar) (ALT-L9; Admi6epcent/ (Aflibercept)); Po3unn
s id'exmin; 2 mr; 40 mr/ mu; Almac Clinical Services Limited, Benukooputanis (ITiBaiuna Ipianmis);
Samsung Biologics Co. Ltd., Peciy6iika Kopes;

AWNIIIA® (Eylea®) ( Admibepcent (Aflibercept)); posunn mis in'exiiif, y momnepeaHbo 3aoBHEHEHOMY
mmpuii; 2 wmr; 40 mr/vur; Almac Clinical Services Limited, Bemuko6puranis (IliBuiuna Ipmanmis);
DM Bio Limited (No. 355), Pecniyosika Kopesi; Osong Medical Innovation Foundation Biopharmaceutical
Manufacturing Center, Pecniyosnika Kopes ; Bayer AG, HimMeuunna

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H. Koponb A.P.

JlepxaBHa ycTaHoBa «IHCTUTYT O4HHMX XBOpoO 1 TkaHuHHOI Tepamii iM. B.II. ®dinmaroBa HamionambHOi
akazemii MEIUYHHUX HayK YKpaiHW», BIJJUI BUBYEHHsS OI0JOTIYHOI [1i Ta 3acCTOCYBaHHS Ja3epiB B
o(ranbmotorii Ha 6a3i BIAIIJICHHS J1a3epHOI MIKpOXipyprii XBopob oka, M. Oneca

2) 3aB. Bij. [lnmaronora O.1.

KomyHanbHe HeKkoMepLiliHe TiAMPUEMCTBO «XepCcoHChKa MichKa KIliHIYHA JikapHs iMeH1 Adanacis 1 Onbru
Tponinux» XepcoHchbKoOi MIChKOT pasin, OPTaTIbMOJIOTIYHE BIAALIEHHS, M. XEpCOH

3) n.m.H. TToBx B.JL.

[IpuBaTHe miANPHEMCTBO NpUBAaTHA BUPOOHMYA (ipMa «ALMHYC», JIKYBaJIbHO-I1arHOCTUYHUM LIEHTD,
M. KponuBHuubkuit

[IpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa
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CymnyTHi
MaTepianu/mpenaparu
CYIyTHBOI Teparii

®nyopecnein SERB (Fluoresceine SERB)/ ®nyopecuein narpiro (Fluoresceine sodium) (JIromineciieinoBa
Harpiesa cinb (Fluorescein sodium salt)); pozuwn mis in'exiiit; 100 mr/mi (10%); Almac Clinical Services
Limited, BenukoOpurawnis ([liBuiuna Ipnannis); SERB - PARIS, ®panuis; Central Glass Germany GmbH,
Himeyunna

B.o. renepanbHoro nupexkropa JIupexropary papManeBTUHYHOTO

3a0e3neYeHHs

Isan 3AZIBOPHUX




JonaTok 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
18.05.2022 Ne 827

HasBa kiHI4HOTO
BUITPOOYBaHHS, KOJI,
BepcCis Ta Jara

«PannomizoBane, Binkpute nociimkeHss 3 ¢as3u 3 BuBueHHs SAR408701 B mopiBHsHHI 3 [loneTakcenoM y
namieHTiB, 1mo panime JjikyBamucs 3 CEACAMS mno3uTHBHHM, METACTAaTUYHUM HEIIOCKOKJIITHHHUM
HEIPIOHOKITITHHHIM PaKoM JIeTeHb», ko pociimkeHHs EFC15858, 3 monpaskoro 04, Bepcis 1 Big 21 numas
2021 poky

3asiBHUK, KpaiHa

TOB «Canodi-ABenric Ykpaina»

CnoHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic pemiepin e aeBenonMan, OpaHitis)

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

Tusamitamab ravtansine; SAR408701; (hu769_4D4 intermediate); (SAR408377, intepmeniar);
L-DM4 intermediate (SAR216854, intepmeniar); Tycamitamab paBrancun; hu4D4-DM4; koHueHTpatT i
po3unny s iHQy3id y dumakoni (125 mr/25 mm); 5 mr/mur; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma na3sa — sanofi-aventis Recherche & Developpement; Sanofi-Aventis R&D),
France; Sanofi-Aventis Deutschland GmbH, Germany; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT, France; Quality Assistance SA (inma Ha3zsa — Quality Assistance Services), Belgium;
Piramal Healthcare UK Limited (inmra nassa - Piramal Healthcare Pharmaceutical UK Ldt), United Kingdom;
SOCIETE D’ETUDE ET DE RECHERCHE EN INGENIERIE PHARMACEUTIQUE (SERIPHARM)
(immra Ha3zea — SERIPHARM; Novasep synthesis, Seripharm SAS), France; Fisher Clinical Services Inc.,
USA; Almac Clinical Services, USA; Almac Clinical Services, USA; Creapharm Clinical Supplies, France;
Almac Clinical Services Limited, United Kingdom (Northern Ireland)

Binmosimansawii (1)
JTOCJTITHUK (M) Ta Micle
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. dyanivenko O.C.

JepxaBHa yctaHoBa «lHCTHUTYT 3aranpHOi Ta HeBikiIagHoi Xipyprii imeni B.T. 3aiineBa HamionansHoi
akazeMmii MEIUYHUX HayK YKpaiHW», BIJJIUIEHHS XIpypriuyHuX iH(EKLid Ta yCKJIaJHEHOi OHKOJOTi4HOT
naTojiorii Ha 25 JDKOK 3 MajaTol0 IHTEHCHUBHOI Tepamii Ha 6 JiXKOK, XapKiBCbKa MeAMYHA aKaJaeMmis
MICJISTUIIIOMHOT OCBITH, Kadeapa OHKOJIOTIT Ta JUTAYO0i OHKOJIOT1i, M. XapKiB

2) x.M.H. ['omo6opoasko O.0.

KoMyHanpHe HEKOMeEpIliiiHE MiANPHUEMCTBO «3aMopi3bKUil PETIOHATBHUN MPOTUITYXJIUHHUN LEHTP»
3anopi3pKoi 00J1aCHOT paau, BIAIITIEHHS OHKOXIMIOTepaIlii 3 ICHHUM CTAI[lOHApOM, M. 3arOPIKIKs

3) mikap 3penux JL.B.
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Mennunuii neHTp «YHiBepcalbHa KiiHIKa «OO0epir» ToBapucTBa 3 OOMEXKEHOIO BiIIOBITAIBHICTIO
«Kanuramy, KITiHIKO-KOHCYIbTaTUBHE BiaiIeHHS, M. KuiB

4) x.m.H. Hedpdpa M.1O.

KoMyHanmpHe HEKOMEpIiifHEe MiIMPUEMCTBO XapKiBChKoi obOmacHoi pamu  «OOnacHWA  KITIHIYHUN
CHeIiagi30BaHUi JUCIIAHCEp PaIialiiHOTO 3aXUCTy HACEJICHHs», XIpypridyHe BiIIUICHHS 3 OHKOJIOTTYHUMH
JTKKaMHu, M. XapKiB

5) k.m.H. [Tominuyk J[.B.

Menuunuii 1IeHTp TOBapuCTBa 3 oOMexkeHoro BignoBigansHicTio «KJITHIKA BEPYM EKCIIEPT», M. Kuis
6) mikap Pexyra A.C.

Mennunanii nentp «Ox!KuiiHik+» TOBapucTBa 3 00MEXEHOI BiINOBITAIBHICTIO «MiXHAPOIHUHN IHCTHTYT
KJIIHIYHHUX JOCIIKEHbY, CTalllOHapHE BITIICHHS, BT XiMioTepanii, M. Kui

7) n.m.H., mpod. Cyxina O.M.

Kninika J[lep>kaBHoi ycraHoBu «lHcTUTyT MemuuHoi panionorii ta onkonorii im. C.II. I'purop’esa
HamionanpHoi akajmemii MeAMYHMX HayK YKpaiHW», BIAJIIICHHS KIIIHIYHOI OHKOJOTii Ta TeMaTolorTii,
M. XapKiB

8) 3as.Bia. lllesus C.I1.

Komynanene nexkomepuiiiHe mianpueMctBo «lloainbChbkuil perioHabHUN LEHTP OHKOJIOTii BiHHUIBKOI
obiacHoi Pagwy, XiMioTepareBTUIHE BIITIICHHS, M. BiIHHUTISA

9) k.m.H. Ocranenko 10.B.

HamionaneHuii 1HCTUTYT paky, BIJJIUICHHS MaJIOIHBa3WBHOI Ta €HJIOCKOIIYHOI Xipyprii, 1HTEPBEHIIHHOI
paniozorii, M. Kuis

10) x.m.H. Ypcoa .M.

[IpuBaTHE mMiANPUEMCTBO MpHUBaTHa BUPOOHMYA ¢ipMa «ALMHYC», JIKYBaJIbHO-A1arHOCTUYHUM LEHTP,
M. KponuBHUIIbKUI

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

Taxotere (114977-28-5; SUB12492MIG); Docetaxel; orerakcen; TAXOTERE®; Takcotep;
TAKCOTEP®; xoHuenrpar anas po3uuHy it iHQY3iH y ¢uakoni (80 mr/4mm); 20 mr/miu; SANOFI-
AVENTIS RECHERCHE & DEVELOPPEMENT (imma wna3Ba — sanofi-aventis Recherche &
Developpement; Sanofi-Aventis R&D), France; Sanofi-Aventis Deutschland GmbH, Germany

CynytHi
MaTepiajau/mpenapaTu

CYIyTHBOI Tepartii

CynyTHi MaTepianu:

- mabopartopHi HabOPH;

- TIPUCTPOT ISl 3aIIOBHEHHS €NEKTPOHHHUX onuTyBaibHUKIB EPRO (mmanmern Samsung Tab A7 ta Lenovo
K10)

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
18.05.2022 Ne 827

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepCis Ta gaTa

An’roBaHTHa Teparmis eHkopadeHiOoM Ta OiHIMETIHIOOM Yy TOpPIBHAHHI 3 IUIane00 MpU TOBHICTIO
pesemniiioBaniii menanomi 3 mytanieto BRAF V600E/K cranii 1IB/C: pangomizoBane, MOTpiiiHe ciime
nociikenHs ¢asu Il y crniBpoOiTHUIITBI 3 ['pynoro 3 BUBUEHHS MenaHoMu €Bporneiicbkoi Opranizaritii 3
Hocnimkenns 1 Jlikysanus Paky (EORTC), xox nocnimkenas W00090GE303 / EORTC-2139-MG, Bepcis
1.0 Big 10 BepecHs 2021 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

PIERRE FABRE MEDICAMENT, ®panuis

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

Enxopadenio, BRAFTOVI® (W0090; Encorafenib); tBepuna karcyna; 75 mr; Catalent Pharma Solutions
LLC, United States; PIERRE FABRE MEDICAMENT PRODUCTION, France; INSTITUT DE
RECHERCHE PIERRE FABRE, France; Creapharm Clinical Supplies, France;

binimetini6, MEKTOVI® (W0074; binimetinib); TabneTka, BKpuTa IIiBKOBOIO 00osoHKor0; 15 Mr; PIERRE
FABRE MEDICAMENT PRODUCTION, France; INSTITUT DE RECHERCHE PIERRE FABRE, France;
Creapharm Clinical Supplies, France; Almac Pharma Services Limited, United Kingdom;

[Tnane6o no Enkopadenioy (MoHoriapaT JIakTo3H, MIKpOKPHUCTAIiYHA IIE/II0J03a; MAarHilo cTeapar;
cuyTiKaresib KOJIOiMHUI Oe3BoaHuMil; TBepaa karmcyiaa posmipom 00); tBepma kamcyna; PIERRE FABRE
MEDICAMENT PRODUCTION, France; INSTITUT DE RECHERCHE PIERRE FABRE, France;
Creapharm Clinical Supplies, France;

[Tnae6o no biniMmetiHiOy; TabneTka, Bkputa miiBkoBoto obononkow; PIERRE FABRE MEDICAMENT
PRODUCTION, France; INSTITUT DE RECHERCHE PIERRE FABRE, France; Creapharm Clinical
Supplies, France

Binmosimansamii (1)
JIOCJTITHUK (H) Ta MicCIIe
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. T'oteko €.C.

Komynansue HekoMepitiline mianpueMcTBo «lleHTpanbHa Michbka KITIHIYHA JIIKApHS» Y KTOPOACHKOT MICHKOT
paau, MiCbKHIA OHKOJIOTIYHUH LIEHTP, M. Y3KTOpOJT

2) n.M.H., ipod. Bonmapenko .M.

KomyHnanbHe HexoMmepliiiHe mianpueMcTBo «Mickka KiliHiuHa JikapHs Nedy J[HIMPOBCHKOI MICBKOI pajH,
XIMIOTeparneBTUYHE BIJUIUICHHS 3 ICHHUM CTaIlOHapOM, /{HIMPOBCHKUH JIepKaBHUM METMYHUHN YHIBEPCHUTET,
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Kaeapa OHKOJIOTIT Ta MEAWYHOI padionorii, M. [{Hinpo

3) n.m.H., mpod. dyanivenko O.C.

HepxaBHa ycraHoBa «lHCTHTYT 3aranbHOi Ta HeBiakmagHOi Xipyprii imeni B.T. 3aiineBa HamionanbpHOT
akajmeMii MEIMYHMX HayK YKpaiHW», BUIIUICHHS XIPYpriyHMX 1H(EKIH Ta YCKJIaJIHEHOI OHKOJIOTIYHOT
naTtoiorii Ha 25 JKOK 3 MaJaTol0 IHTEHCHBHOI Tepamii Ha 6 JIKOK, XapKiBChbKa MEIUYHA aKaaeMis
MICIAIUTIIIOMHOT OCBITH, Kadepa OHKOJIOTIT Ta JUTAY01 OHKOJIOTIT, M. XapKiB

4) nikap Tapacenko T.€.

MenuyHuii IEHTP TOBapUCTBA 3 00MEKEHOIO BIIMOBIAIBHICTIO «MennuHa KiiHika « [HHOBaIis», BiTIICHHS
ximiorepanii, KuiBcbka 061acts, Bumropoacekuii paiios, c. JIFoTix

5) k.m.H. Kykymkina M.M.

HamionanbHu#t iHCTUTYT paxy, BiAIJICHHS OHKOOPTOME/AIl Ta IyXJIMH MIKipY 1 M’ KUX TKaHWH, M. KuiB

6) k.m.H. Tpyxin JI.B.

KomynaneHe HEkoMepIliiiHe mianpueMcTBo «OmechbKuil 00JIacCHUH OHKOJNOTiYHMK aucnancep» OnechKoi
o0nacHOi paauy, CcTalioHap JCHHOro Tiepe0yBaHHS  AMCIIAHCEPHO-TONIKIIHIYHOTO  BiJUIUICHHS,
M. Ogxeca

7) nikap Ickimoxu 1.1

Komynanbne HekomepuiiiHe mignpuemMcTBo «OOMacHU KTiHIYHHIA OHKONOTIYHMHA 1eHTp KipoBorpamckoi
00JacHOi paauy, XiMioTepaneBTHUHE BiaiIeHHs, M. KponuBHUIIbKUT

[TpenapaTtu mOpiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CynyTtHi
Mmarepianu/npenapaTH
CYNyTHBOI Tepamii

- JJaGoparopui Habopu Ta 10AATKOBI MaTepiajiu 10 HUX.
- biomarepian, noBepHeHHs 3pa3KiB TKAaHWHU O10TICIT Mali€HTIB MiCIsA aHaTi31B.
- [Inanmer iPad 6-ro nmokominus A1954.

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




Jlomarok 5

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
18.05.2022 Ne 827

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PangomizoBaHe, miane00-KOHTPOILOBaHE NOCTIKeHHs 1 (a3u miis omiHKK 0€31eYHOCTI, TEPEHOCUMOCTI,
(apMakOKiHETHKH Ta MPOTUBIPYCHOI akTUBHOCTI npenapaty VIR-3434», kox nocnimxenns VIR-3434-1002,
[Tonpaska 4, Big 20 ciuns 2022 poxy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

«Bip biorexknonomku, Iak.», CIIIA / Vir Biotechnology, Inc, USA

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

VIR-3434 (WBP2166B, 2166B, WBP2166; VIR-3434); onHopa3oBuii ¢uakon nupemnapary VIR-3434,
300 mr/¢akow, giodinizoBanuit mopomok; 300 mr; WuXi Biologics Co., Ltd., China, Kurait; WuXi Biologics
(Shanghai) Co., Ltd., Kuraii; Fisher Clinical Services PTE LTD, Ciuranyp; Fisher Clinical Services UK
Limited, Cnonyuene Kopounisctso; Fisher Clinical Services, Inc., CILIA; Fisher Clinical Services GmbH,
Himeuunna;

[Tnare60 1o VIR-3434 (natpito xstopun); po3und st v’ exiiiin; 9 mr/mi (0,9%); Private Joint Stock Company
«Pharmaceutical firm «Darnitsa», Ykpaina

Binmosimansauii (1)
JTOCJTITHUK (M) Ta Micle
(s) mpoBeIeHHS
BUIIPOOYBaHHsI B YKpaiHi

1) nikap JoOpsiHchbka ML.A.
MenuyHuii IEHTp TOBapHUCTBA 3 OOMEXEHOIO BIAMOBINAIBHICTIO «ApeHcis Excrimoparopi Memiciny, BiAaiI
KIIHIYHUX TOCTIIKeHb, M. Kuis

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

- nabopaTopHi Habopu

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 6

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
18.05.2022 Ne 827

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepCis Ta gaTa

«KniHlYHE JOCHIDKEHHS 3 OJHOKPATHUM BBEJACHHSAM JUIA OIIHKKA O€3MEYHOCTI, MEePEeHOCHUMOCTI,
(apMakOKIHETHKH Ta aHTHPETPOBipycHOi akTtuBHOCTI mpemnapatry MK-8510 y Burisgi mMoHoTepamii B
y4yacHUKiB, iH(MikoBaHux BIJI-1, sxuM paHime He MOPOBOAWIOCS AHTHPETPOBIPYCHE JIIKYBaHHS»,
kox nociipkenns MK-8510-002, Bepcist 00, Bix 21 ciuns 2022 poky

3asBHUK, KpaiHa

TOB «<APEHCIA EKCIIJIOPATOPI MEIICIH», Ykpaina

Cnoncop, kpaiHa

«Mepk Ilapn enn Joym Kopn.», nodipae mignpuemcrBo «Mepk enn Ko. Iak.», CIHA / Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co. Inc., USA

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

MK-8510 (OCT MK-8510 (001J)); Tabnerku; 50 mr; Merck Sharp & Dohme Corp., CILIA; Merck Sharp &
Dohme Corp., CIIIA; Werthenstein BioPharma GmbH, IlIBeiinapis; Werthenstein BioPharma GmbH,
[seiimapist; Fisher Clinical Services Inc., CILIA; Fisher Clinical Services GmbH, lIsefinapisi; Fisher Clinical
Services UK Limited, Crionydene KoponictBo; Almac Clinical Services, CIIIA; Almac Clinical Services
Limited, Crioryuene KopoutiBcTBo;

MK-8510 (OCT MK-8510 (0017J)); tabnetku; 250 mr; Merck Sharp & Dohme Corp., CIIIA; Merck Sharp &
Dohme Corp., CIIIA; Werthenstein BioPharma GmbH, IlIseitapisi; Werthenstein BioPharma GmbH,
HIsetinapis; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services GmbH, IlIseitnapis; Fisher Clinical
Services UK Limited, Crionnyuene KoponisctBo; Almac Clinical Services, CILIA; Almac Clinical Services
Limited, Cionyuere KopouniBcTBO

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOoOyBaHHA B YKpaiHi

1) k.m.H. Konomiituyk JLLA.
MeanuHuii IEHTp TOBapHUCTBA 3 OOMEXKEHOI0 BiANMOBiAanbHICTIO «ApeHcis ExcrmopaTopi Memiciny, Bimain
KIIHIYHUX JOCIIJKeHb, M. Kuis

[IpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CynyTtHi
Mmarepianu/npenapaTi
CyMyTHBOI Tepamii

J0JJaTKOBI JIa0OpaTOpH1 MaTepiaiu

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3A/IBOPHUX




Jonatok 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

18.05.2022 Ne 827
InenTudikaris cyrreBoi 3MiHa TPUBAJIOCTI KIIIHIYHOTO BUMIPOOYBAaHHS B CBIiTi Ta B YKpaiHi 3 1-ro kBaprany 2022 poky a0 31 6epe3ns
MOIIPaBKU 2023 poky
Howmep Ta nata Hakazy Ne 545 Bin 19.05.2017
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «PangomizoBaHe, OaraTolEHTpOBE, BIAKpHUTE, MOpiBHsUIbHE mociimkeHHs III ¢a3su nius Bu3HAYCHHS
BUIIPOOYBaHHS, KOJI, epextuBHOCTi JlypBamymaOy uwm kombOiHamii JlypBamymalby i TpemenimymaOy y KomOiHamii 3
Bepcis Ta gaTa IUTATUHOBMICHOIO XIMIOTEpari€ro y Mepiiid JiHii JIIKyBaHHS MAlli€HTIB 3 MOIIUPEHUM APIOHOKIITUHHUM
pakom JiereriB ([IPJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Bix 16 ciuns 2020 p.
3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPATHA»
CnoHcop, KpaiHa AstraZeneca AB, Sweden
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

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




JlonaTok 8

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

Inentudikarist cyrTeBoi
MOTPaBKH

Onogneni po3aimu 3.2.P. Jlocke pocmimxyBaHoro jikapcbkoro 3acody JNJ-67896062-AAA, tabnetkw,
BKpUTi 000510HKOI0, 10 Mr, 37,5 mMr Ta 75 Mmr ta BignosigHoro muiane6o Big 08.11.2021 p.; [TogoBkeHHs
TEPMIHY IPHIATHOCTI JTOCIIIKYBAHOTO JiKapchkoro 3aco0y JNJ-67896062, mariTeHTaH, TaOJIETKH BKPUTI
000J10HKO10, 37,5 Mr Ta 75 mr 10 36 micsiis; bporrypa Jlocniaauka JNJ-67896062 (macitentan), BumaHHst
19 Bim 02.12.2021 p.; KapTka namienTa mo0 HacTymHoro Bisury, Bepceis 1.1 Big 20.11.2019 p. ykpaiHcbKor0
MoBor; Kaprka mamienTa moao HactynmHoro Bisuty, Bepcis 1.0 Bix 20.11.2019 p. pociiicbkor0 MOBO¥O;
Jluct noasixu ydacHuky gociimkenns, Bepeis 1.0 Bix 06.08.2020 p. ykpaiHCbKOIO MOBOMO; JIMCT moasku
y4acHHKY jociimkeHHs, Bepcis 1.0 Bim 06.08.2020 p. pociiicekoro MOBOW0; JIMCT mTamlieHTy Bix
nocmigaunbkoi Tpymu, Bepcis 1.1 Bim 20.11.2019 p. ykpaiHncbkoro MoBOK0; JIMCT mamieHTy BiI
nociigaubkoi rpymnu, Bepcis 1.0 Big 20.11.2019 p. pociiicbkor0 MOBOIO

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

Ne 1849 Bin 11.08.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«IIpocrniekTiBHE, OaraTolEHTPOBE, MOABIMHE CIIINE, 3 MOABINHOI IMITaIlI€l0, PaHAOMI30BaHe, 3 aKTUBHUM
KOHTpOJIEM, B MapalielbHUX Tpynax, 3 MOCHIIJOBHUM BKJIIOUEHHSM TIPYI, aJallTUBHE, KOHTPOJIbOBAaHE 32
NOMIAMM  KJIIHIYHE JIOCHIJDKEHHS TpeThoi (pa3su [ TOpIBHSAHHSA €QEeKTUBHOCTI, O€3NeyHOoCTI Ta
NEPEeHOCUMOCTI MalliTeHTaHa 75 Mr 3 mauniteHTaHoM 10 Mr y Hali€HTIB 3 JIETEHEBOIO apTepialibHOO
rimepTeHsi€l0 3 TOAANBIINM IEpioZOM BIAKPUTOTO JIiKyBaHHSA MamiTeHTaHoM 75 wmr», AC-055-315,
nomnpaska 2, Bepcist 3 Bix 6 ceprns 2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CrnoHcop, kpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrist

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




JlonmaTok 9

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa nocnigauka PuBonepanioy mesunary, Bepeis 7.0 Bix 10 rpyaus 2021 poky, aHIITiHCEKOI0 MOBOIO;
Indopmaniitnuii muctok 1 popma iHpopmoBanoi 3roau, Bepcis V6.0UKR (uk)1.0 Big 03 motoro 2022 poky,
nepexya yKpaiHcbKo MOBOIO Bin 24 motoro 2022 poky; Indopmariitauii 1ucTok i popma iHpopMoBaHOi
sronu, Bepcig V6.0UKR(ru)1.0 Bix 03 mrotoro 2022 poky, mepekiiaa pociicbkor MOBOIO Bia 24 IOTOTO
2022 poky; Jocke gocmimkyBaHoro jgikapcbkoro 3aco0y SHR-1210 (Kampenizymab) 3 momaTkamu, Bepcist
6.0 Big 10 ciuns 2022 poky, aHIiCbKOI0 MOBOIO; [loBepHeHHs 3pa3KiB TKaHUHU O10TICIT MAI[IEHTIB MIiCIS
aHamziB (Olomarepiary) B VYkpaiHy; 3MiHa BIANOBIJATBHOTO JOCHITHUKA Yy MICIII MPOBEICHHS
BUIIPOOYBAHHS:

byno Crano
J.M.H., TeH. aupektop Cxopwuit J1.1. K.M.H., 3aB. Bia. [licenpka M.E.
Komynanene  HexomepmiitHe — miampuemcTBo | KomyHanbHe HEKOMepIIiiiHe HiAPHEMCTBO

«O0nacHU LEHTP OHKOJOTii», OHKOXIpypriune | «OOJacHUM LEHTP OHKOJIOTI», OHKOXIpypridHe
BIIJIIJIEHHS TIEYIHKH Ta TMIJIUTYHKOBOI 3aJI03W, | BIIUIIJICHHS TIEYIHKM Ta MiANUTYHKOBOI 3ajo3H,
M. XapkiB M. XapKiB

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

Ne 1246 Big 26.05.2020

HazsBa xiiniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBaHe, BIIKpUTE, MIXKHAPOIHE, OAraTOIIEHTPOBE, KIIIHIYHE JOCTIHKEHHS (a3u 3 KOMOIHOBAaHOTO
3actocyBanHs mpernapary SHR-1210, skuii sBisie cob6or antutinio go PD-1, ta amatuHiOy Me3unaty
(puBolIepaHiOy) TMOPIBHAHO 3 3aCTOCYBaHHSAM copadeHiOy sk Tepamii mepmioi JiHIT y MamiedTiB 13
MOIIMPEHO0 Tenaromnentonspaoro kapruuaoMoro (['TIK), ski paHilie He OTpUMYBaIN CUCTEMHY Teparliioy,
SHR-1210-111-310, Bepcis 5.1-EMEA Bix 10 6epe3nst 2021 poky

3asBHUK, KpaiHa

[TigmpuemctBo 3 100% 1HO3EMHOIO 1IHBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»




2 IIPOJOBXKEHHA J0J1aTKa 9

Crnoncop, kpaina Jiangsu Hengrui Pharmaceuticals Co., Ltd., Kuraii

CynyTHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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




Jonarok 10

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

VYxpaina, MK-6482-005, Indopmartist Ta JoOKyMeHT 1po iHpOopMOBaHy 3roay AJs nanieHTa, Bepeis 2.01 Bix
23 motoro 2022 p., ykpaiHCbKOIO MOBOW0; Ykpaina, MK-6482-005, Iadopmariss Ta JOKYMEHT IIpo
iH(popMoOBany 3rofay ais namieHTa, Bepcis 2.01 Bix 23 mororo 2022 p., pocCiiiChKOI0 MOBOIO; 3allydeHHS
JI0JIATKOBOT BUPOOHUYOI AUISHKH Ui JTiKapcbkoro 3aco0y mopiBHsAHHSA AdiHiTop (Afinitor) (EBepomimyc
(Everolimus)); Tabmnerku 2,5 mr: Novartis Pharma Stein AG, Switzerland

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

Ne 767 Bin 02.04.2020

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Bigkpure, panmomizoBane mocuikeHHs 3 (asu mpenapary MK-6482 B mopiBHSHHI 3 TpemapaToMm
€BepOIIMYC Y YYaCHHKIB 3 MIOMIMPEHUM HUPKOBO-KIIITUHHUM PaKOM, SIKUI POTpecyBaB MiCIIst TONEPEAHbOT
PD-1/L1 ta VEGF-taprerroi teparmii», MK-6482-005, 3 inkopriopoBaHoto momnpaskoro 04 Big 16 moToro
2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo0 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk lapn Enn JJoym Kopm.», nouipne nianpuemctso «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jomatok 11

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Jlocke nOCIiKYBaHOTO JiKapchKoro 3aco0y Pimavanserin tartrate, Bepcis IMPD-11 Big numcromama
2021 poky, aHrilceKo0 MOBOIO; [looBX)EHHS TepMiHY NpUIaTHOCTI npenapary [limaBancepun y popmi
tabnetok 17 mr - qo 60 micsnis, Tabnerok 10 mr - mo 48 wmicsuiB; [logoBXKEeHHS TEpPMiHY MPHUIATHOCTI
TadJIeTOK 11ane6o 10 60 Mics1iB

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

Ne 886 Bix 01.08.2017
Ne 568 Bin 27.02.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«52-THKHEBE BIAKPUTE PO3LIMPEHE MOCIIIKEHHS MIMaBaHCEPUHY B SKOCTI JOJATKOBOTO JIIKyBaHHS
mm3o¢ppeniin, ACP-103-035, nompaska 3 Bix 11 cepmast 2020 poky;

«PannomizoBaHe MoBiitHe ciine rmiamne6o-KOHTPOIbOBAaHE NOCHIKEeHHs (ha3u 3 3 OlliHKH e()eKTUBHOCTI Ta
0e3nevyHOCT] MiMaBaHCEpUHY SK JI0IaTKOBOI Teparii /Uid JIKyBaHHS HETaTUBHUX CHMIITOMIB IIHW30(peHil
(Advance-2)», ACP-103-064, Bepcist 1.0 3 inkopnopoBaHoro monpaskoro 2 Bix 07 ceprast 2020 poky

3asiBHUK, KpaiHa

Iignpuemctso 3 100% iHo3emuom0 iHBecTHIiE0 «AMK'TOBIA PJIC Vipainay

CnoHcop, kpaiHa

Acadia Pharmaceuticals Inc. (AKAIIA ®apmackrortikan3 [uk), CLHA

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 12

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa gocnigauka q0CiipKyBaHOro Jikapebkoro 3aco0y Penyromike (TAK-385, T-1331285, RVT-601,
MVT-601), Bepcis 14.0 Bix 06 ciunst 2022 poKy aHTIIIHCHKOI0 MOBOIO; J[0Ch€ TOCITIIPKYBAHOTO JIIKAPCHKOTO
3aco0y Pemyromike, Bepcist 4.2.1 Big mororo 2022 poKy aHTIIHCEKOI0 MOBOIO

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

Ne 1070 Big 14.05.2019

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«ITOJOBXEHE JOCJIJIX)KEHHS SPIRIT: MixkaapoaHe, BIIKpHUTE, MOAOBXKEHE TOCTIHKeHHS da3u 3 3
OJIHI€IO TPYIIOIO JUISI OI[IHKU O€3MEeYHOCTI Ta e(heKTUBHOCTI 3aCTOCYBAaHHS PENYTOIIKCY Pa30M 13 HU3bKUMU

JI03aMH  €CTPaJioNly Ta HOPETHHIPOHY aleTaTy y JKIHOK 13 0oyieM, IMOB’S3aHMM 3 EHIOMETPIO30M»,
MVT-601-3103, 3 nonpaBkoto 4 Big 01 munus 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DPAPMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA)

CnoHncop, kpaiHa

Myovant Sciences GmbH, IlIseiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 13

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

Inentudikarist cyrTeBoi
MOTPaBKH

Yrtounenns 1o npotokory ALT-L9-03, Bepcis 1.0 Big 15 nucronaga 2021 poky: BBEAEHHS TOCIIKYBaHOTO
JIKapChKOTO 3ac00y 3aciiIuIeHuM/ pO3CIIIUIEHUM MEPCOHAJIOM MICIsl TPOBEACHHS BUNpoOyBanHs Bif 10
mtotoro 2022 poky; 3allydeHHs JOJATKOBUX MICIIb TPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS !
Ne I1.1.B. BiAmoBiaJIbHOTO JOCIIITHHKA

/1t Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. k.M.H. Kanmryk H.I.

KomyHnanbHe HekoMepuiiiHe MiANpHeMCTBO «BiHHHMIbKa oOjacHa KIiHIYHA JKapHS iM.
M.I. IIuporoBa BinHuIBKOI 00JacHOI paaW», BUCOKOCHEIIATi30BaHUK KIIHIYHUN ILIEHTP
MIKpOXipyprii oka 3 6JJ0KOM 04HOI TPaBMH Ta TOCTPOI MATOJIOTii OpraHa 30py, M. BiHHHIIS

2. K.M.H. benses B./I.

Menuyanuid LEHTP TOBApUCTBA 3 OOMEKEHOIO BiJNOBINAIBHICTIO «3aKapraTChbKU IEHTP
MIKpOXIpyprii okay, M. YKropoJ

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

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PangomizoBaHe, MOABIWHE clline, 0araTOIEHTPOBE JOCIHIDKEHHS (da3u 3 y mapajiebHUX TPyIHax 3 METOIO
NOpiBHAHHS e(peKTUBHOCTI Ta Oe3sneuyHocti mpemapaty ALT-L9 i1 nmpemapary Ainis® y mamieHTiB i3
HEOBaCKYJISIPHOIO BiKOBOIO MakyisipHoto pereHepariero (ALTERA)», ALT-L9-03, Bepcis 1.0 Bix
15 nmucronana 2021 poky

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

Altos Biologics Inc., Pecniyonika Kopest

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHHUX




Honatok 14

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

18.05.2022 Ne 827
InenTudikaris cyrreBoi 30ibIIeHHS KUTBKOCTI AociipKyBanux Ha 30 oci0 (3aranbpHe 30UTbIICHHS 10 45 marieHTiB B YKpaiHi)
MOTPaBKH
Howmep Ta narta Haka3zy Ne 1326 Bix 02.07.2021
MO3 11010 3aTBEpAXKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «Bigkpure pochimkeHHs ¢aszu 2 Ui OLIHKK €HOONiTy3ymaly B koMOiHamii 3 perudanigimabom abo
BUIIPOOYBaHHS, KOJI, TeboTeniMaboM y Tepmri JiHii JIKyBaHHS TMAaIll€HTIB 3 PEIUANBYIOUYMM ab0 MeTacTaTHYHUM
Bepcis Ta Jara IUIOCKOKIIITHHHUM pakoM royioBu Ta mui», CP-MGA271-06, nonpaska 1, Big 16 rpyaus 2020
3asiBHUK, KpaiHa ToBapuctBo 3 oomexeHoro BianosiganpHicTIO «KLIP Ykpaina»
CnoHncop, kpaiHa Maxkpo/Ixenikc, [nk. (MacroGenics, Inc.), CIIA
CynyTtHi —
Mmarepianu/npenapaTi
CYNYyTHBOI Teparnii

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




Jlomatok 15

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa Micus MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS

byno

Craio

n.M.H. Mopo3 C.M.

KomyHaiibHe mignpueMcTBo «J{HIIponeTpoBchKa
obmacHa kimiHiyHa JikapHsa iM. LI. MednukoBa»
JlHinponeTpoBchbkoi o0jacHOi paau, O0O0JIaCHMIA
IIEHTP TICHXOCOMATHYHHUX pO3JadiB Ha 0as3i
IICUXOHEBPOJIOTIYHOTO BiIIIICHHS, M. J{HImpo

n.M.H. Mopo3 C.M.

Komynanene mianpuemctBo «/[HimporneTrpoBcbka
OaraTornpodibHa KJIiHIYHA JIKapHS 3 HaJIaHHSA
MICUXIaTPUYHOI JOMOMOTH» JIHIPOmeTpoOBChKOT
o0yacHOi paau», Oo6nacuuit LEHTP
[ICUXOCOMATUYHUX po3iaaiB Ha 0asi
ncuxiaTpuaHoro BiinieHHst Ne28, m. /{Hinpo

3MiHa Ha3BU MicLis IPOBEJICHHsI KJIIHIYHOTO BUIIPOOYBAaHHS:

byno

Craio

I.M.H., npo¢. Bunnuk M.1.

ObnacHa mncUXOHEBposioriuHa  JikapHs — Ne3,
BinminenHs Nel, JIBH3 «IBano-®dpaHkiBchkuit
HalllOHAJTFHUN MEIMYHUN YHIBEpCUTET», Kadenpa
ncuxiaTpii, HapKoJIOrii Ta MEIUYHOI MCHXOJIOrii,
M. IBaHo-®paHKiBCbK

J.M.H., mpo¢. Bunnuk M.1.

KomyHanpHe ~ HeKoMepIiiiHE  MIAIPHEMCTBO
«ITpukapnarcbkuii OOJACHMHA KIIHIYHMHA LIEHTP
MICUX1YHOTO 3/10pOB's IBano-®paHKiBCHKOT
obnmacHoi pamm», BigminenHs Nel, IBaHo-
®paHKIBCHKUN HalllOHAJLHUHN MEIUYHHI
YHIBEpCHUTET, Kadeapa mcuxiaTpii, HapKoJorii ta
MEAMYHOI MCUX0JIOT1i, M. IBaHO-DpaHKIBChK

Howmep ta nata Hakasy
MO3 mono 3aTBEpIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1960 Bix 29.10.2018

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«®a3za 3b OGararoneHTpOBOro, PaHIOMI30BaHOTO,

MOJBIMHO cHinmoro, TIaned0-KOHTPOIHLOBAHOTO

JOCTIPKEHHS 1I0J10 OLIHKM Oe3mneku JikyBaHHs [liMaBaHCEpUHOM y TOPOCIIHX Ta JIIOAEH MOXUIIOrO BIKY 3
HEeHponcuxiaTpuyHUMKA CUMITOMAaMHM, MOB'S3aHUMHU 13 HEHPOJETeHepaTUBHUM 3axBOproBaHHIM», ACP-

103-046, 3 iIHKOPIIOPOBAHOIO MOMPABKOIO 6, (hiHATEHA

Bepcis 1.0 Bix 23 nmunas 2019 p.
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MPOJIOBXKEHHA foAaTka 15

3asiBHUK, KpaiHa

TOB «BOPJIIBAIJI KJITHIKAJI TPAIIC YKP»

Cnoncop, kpaiHa

«AKAITA ®apmackrorikams [ak., CIITAM ACADIA Pharmaceuticals Inc., USA)

CynyTHi
Mmarepianu/mpenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHHUX



JlonaTok 16

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHuii MpoTOKOI KiIiHIYHOTO BUnipodyBanus MK-8591A-019 3 inkoprnopoBaHoio monpaskoro 08 Bif
20 ciuns 2022 poky, aHIIIHCEKOI0 MOBOIO; bpomrypa mocaiganka MK-8591/ MK-8591A, Bumanus 11 Bix
07 ciunas 2022 poky, aHIMHCHKOI0 MOBOIO; [H(popmamis Ta JOKYMEHT Hpo iH(GOpMOBaHY 3roay IS
nanienra, Ykpaina, MK-8591A-019, sepcis 4.00 Bix 08 motoro 2022 p., ykpaiHChbKOI0 MOBOIO; [HpopMartis
Ta TOKYMEHT po iH(hOopMOBaHy 3rofy Jis namienrta, Ykpaina, MK-8591A-019, sepcis 4.00 Bix 08 mroToro
2022 p., pociiicekoro MOBOIO; [H(hopmaniiinuii OroneTeHs npo Hykneo3uanuii 1HTiOITOp TpaHCIOKAIl
3BopoTHOi TpaHckpunTtazu (MK8591A NRTTI Fact Sheet), Bepcis 1.0, ykpaiHCBKOIO MOBOIO;
[ndopmaniitnuit  Oronerenr npo Hykneo3wanwii 1HriIGITOp TpaHCIOKaIli 3BOPOTHOI TPAHCKPUMITA3U
(MK8591A NRTTI Fact Sheet), Bepcist 1.0, pociiicekoro moBor; Po3ain «P.5 CONTROL OF DRUG
PRODUCT» [ocwe mocmimxkyBaHoro Jikapcekoro 3aco0y MK-8591A, Bepcis 07YFVH Big 18 ciuns
2022 poky, aHTIiHChKOIO MOBOIO; JlOoChe JOCHIIKYBAaHOTO JIKAapchKOTO 3aco0y mianedo Jio
MK-1439 (Doravirine), Bepcis 07YFVH Big 18 ciuns 2022 poky, aHIJIIMCBKOIO MOBOIO; 3ailydeHHs
JI0JIaTKOBOT BUPOOHHMYOI AUISHKH, BiIMOBINANBHOI 3a TecTyBaHHs Iwianebo mo MK-1439 (Doravirine):
Merck Sharp & Dohme Corp., USA; 3pa3ok MapKkyBaHHsI 1OCIIIKYBaHOT 0 JikapchKoro 3acody MK-8591A
a6o mutane6o, Bepcis 7.0 Bix 19 nucronana 2021 poky, aHIIIIICHKOIO Ta YKPaiHCbKOIO MOBaMH

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

Ne 1574 Bix 10.07.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, kiiHiyHe gociiakeHHs I ¢aszu y BUI-1-iHdikoBaHMX Malli€HTIB, SIKUM MPOBOAMIIACS
IHTEeHCUBHA Teparis, A OLIHKM aHTUPETPOBIPYCHOI AKTHBHOCTI CJINOro JIIKYBaHHS i1CIaTpaBipoOM,
JIOpaBIpUHOM a00 JOpaBIPMHOM/iCIATPaBIpOM IMpHU MOPIBHSAHHI KOXKHOI I'PyNH JIIKYBaHHS 3 Imianedo, a
TaKOXX JJISi OLIHKM aHTUPETPOBIPYCHOI aKTHUBHOCTI, O€3MEKH Ta MEPEHOCHUMOCTI BIIKPUTOIO JIIKYBaHHS
nopasipuHoM/icnarpaBipom», MK-8591A-019, 3 imkopmopoBaHoto nonpaBkoto 06 Bix 08 uepBHs 2021

POKY
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3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHo0 BianoBiganpHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.y», nouipue nignpuemcto «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &

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

CymytHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepasibHoro qupexkropa Jupekropary

(dpapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX



Jomatok 17

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa nocninnuka I3 BpiBapaneram (ucb 34714), Bepcis Bin 24 mororo 2022 poky, aHTIHCHKOO
MoBo10; CripoiieHa xapaktepuctuka J[JI3 Briviact, aHTTiiChKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Binx 22.03.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PanyomizoBaHe, MiATBEpIXKyloue, TMOJBIHHE cIine, IIanedo-KOHTPOIbOBaHe, OaraToleHTpOBe
JOCIIJKSHHS MiI00pY ONTUMAIBHOI JO3M B MapajelbHUX IPYNax i3 2-eTamHUM aJlalTHBHUM JU3aifHOM i
PaH/IOMi30BaHOIO BIJIMIHOIO JJISl OI[IHKHU €()EeKTUBHOCTI, OE3MEUYHOCTI Ta MEPEHOCUMOCTI OpiBapaleramy B
SKOCTI MOHOTeparii B MalieHTiB y Billi Bix 2 10 25 poKiB i3 AUTAYOI0 aOCAaHCHOIO EMuIernciero abo
IOBEHUIbHOIO abcaHcHOMW eminencieo», N01269, 3 iHkoprnopoBaHOro momnpaBkoro 2 Bif 29 OGepesHs
2021 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EeMHOIO 1HBECTHUIIIEIO «AVIK’TOBIA PJIC Vkpaina»

CnoHncop, kpaiHa

UCB Biopharma SRL, Belgium

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlonaTok 18

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnennii po3ain P Drug Product MK-7339, Bepcis 07XFXK Bix 08 rpynus 2021 poky, aHTIiCHKO0O
MOBOIO; 3aJydeHHS JOJATKOBHUX JOCIHIDKYBaHUX JIKApChKUX 3aco0iB, MperapaTiB IMOPIBHSIHHSI Ta
BiAMOBiTHUX BUpoOHMYMX aiunsHOK: Kamenura6in (Capecitabine Accord), 500 mr, TaGietku y OmicTepHii
ymakoBIli, BupoOuuku: Accord Healthcare Polska Sp. z.0.0., Poland; Werthenstein BioPharma GmbH,
Switzerland; Fisher Clinical Services GmbH, Switzerland; Kamenurta6ia (Capecitabine Accord), 150 wmr,
tabneTku y OmictepHii ymakosii, Bupoouuku: Accord Healthcare Polska Sp. z.0.0., Poland; Werthenstein
BioPharma GmbH, Switzerland; Fisher Clinical Services GmbH, Switzerland; ®oainosa kuciaora 10 mMr/mi
(y Burnsai kanbiito ¢ominaty) (Calcium Folinate, Calciumfolinat-GRY® TEVA), po3uun juist iH’€KITiH,
Bupoouuku: Pharmachemie B.V., Netherlands; Werthenstein BioPharma GmbH, Switzerland;
Fisher Clinical Services GmbH, Switzerland; 3pazok nepsunnoro mapkyBanHs Capecitabine Blister, Bepcis
2.0 Bix 29 mucromanma 2021 poky; 3pa3ok BropuHHOrO MapkyBaHHsi Capecitabine Kit, Bepcis 2.0 Bix
29 nucronana 2021 poky; 3pa3ok nepsuHHOro MapkyBanHs Calcium folinate Vial, Bepcis 3.0 Bix 13 rpyans
2021 poky; 3pa3ok BropuHHOro mapkyBanHs Calcium folinate Kit, Bepcist 3.0 Big 13 rpynus 2021 poky;
bpomrypa nocmigauka Omamapu6 (Olaparib) (AZD2281, KU-0059436), Bumanns 21 Bim 31 ciuns
2022 poky, aHITIMChKOI MOBOIO

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

Ne 1924 Bin 21.08.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBaHe, BIIKpUTE AOCTIHKeHHS 3 (a3 s OMIHKK €(eKTHBHOCTI Ta OE3MEeYHOCTI MOHOTEpaITii
onarnapubom abo y xomOiHarii 3 OeBanu3ymMaOoM, y TOpPIBHSIHHI 13 3aCTOCYBaHHIM OeBanu3zymaly i3
¢dTopnipuMiIMHAMHU y TMAll€HTIB 3 HeonepabenbHUM a00 METAaCTaTMUYHUM KOJOPEKTAJIbHUM pakoM Oe3
O3HaK MPOrpecyBaHHs XBOpoOM micis iHayKuiiHoi Tepanii nepmoi jiHii (LYNK-003)», MK-7339-003, 3
1HKOpropoBaHoto nonpaskoro 04 Bix 29 nucronana 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiganbHicTIO «MCJ] Ykpaina»
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Cnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.y», nouipue nignpuemctso «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &

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

CymytHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary

dapmaneBTHYHOIrO 3a0e3NeYeHHSA

Isan 3AZIBOPHUX



JonaTok 19

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

3aTBEPPKEHHSA CYTTEBUX IOIIPABOK»U
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa nocnigaunka MK-1308A, Bunanns 2 Big 28 mrotoro 2022 poky, aHIITIHCEKOI0 MOBOIO; YKpaiHa,
MK-6482-012, Indopmaris Tta gOoKyMeHT mpo iHGOpMOBaHYy 3roay sl marmieHTta, Bepcis 2.04 Bix
28 Oepesns 2022 p. ykpaiHChKOO MOBOIO; OHOBieHe [locke MOCHIIKYBAHOTO JIIKAPCHKOTO 3aco0y
MK-1308A, Bepcias 07ZN9W, Bin 13 Gepesns 2022 p., aHTIiHCBKOIO MOBOIO; [100BXKEHHS TEepMiHY
NPUIATHOCTI AOCIIHKYBAHOTO Jlikapchkoro 3acooy MK-1308A (MK-1308/MK-3475) crepuiibHU#E PO3YHH
JUTsL BHYTpilIHbOBeHHOT 1HPY3ii, 1.43/22.86 mr/mn 3 24 micauiB 10 30 MicsIIB y 3B’SI3KYy 3 OTPUMaHHSIM
HOBUX JJAaHHMX MO0 CTaOUTLHOCTI

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

Ne 762 Bin 20.04.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Binkpurte, panmomizoBaHe gociaipkeHHs Il ¢da3m nns omiHKKM  edeKTHBHOCTI Ta O€3MeYHOCTI
nemOponizymady (MK-3475) y komOinanii 3 6enzyrupanom (MK-6482) ta nenBarunioom (MK-7902), abo
MK-1308A y koM06iHa1ii 3 JeHBaTHHIOOM MOPIBHSHO 3 IEMOPOJ113yMaboM 1 JIEHBaTUHIOOM B SIKOCTI MEPIIOi
JiHIT Tepamii sl YYaCHUKIB 3 PO3MOBCIOIKEHOIO CBITIIOKIITUHHOIO HUPKOBO-KJIITHHHOK KaplTHOMOIOY,
MK-6482-012, 3 inkopniopoBanoto nmonpaBkoro 03 Bix 10 rpyaas 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk Hlapn eng Joym Kopm.», nodipue nianpuemctso «Mepk enn Ko., [Hk.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jonatok 20

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnene Jlocke AOCHIIKYBAaHOTO JiKapchbKoro 3acody X842, Bepcia 5.2 Big 23 motoro 2022 poky;
[TonoBxkeHHS TEpPMIHY MPUIATHOCTI JOCIHIKYBAHOTO JIiKapCchbkoro 3aco0y X842 no 24 wicsis;
[TogoBKeHHSI TPUBAJIOCTI KIIIHIYHOTO BUMPoOyBaHHs B YKpaiHi 1o 30 kBitHs 2023 poky

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

Ne 833 Bix 28.04.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

PanmomizoBane, 3 TOABIHHOIO IMITAIIEI0 Ta 3 AKTHBHUM KOHTPOJIEM IS MiT00PY J03H, IMOBIHHE CIIiIe
JOCTIPKEHHS y TAIIEHTIB 3 €PO3UBHUM €30(hariToM, CIPUYMHEHUM TacTpoe3odareanbHOK0 pedIOKCHOIO
xBopoboro (I'EPX), crymenss C abo D 3a Jloc-AHmKenecbkor Kiacu(ikaiier, a TaKoXK Y IMAaIi€HTIB 3
MpUHAWMHI YaCTKOBUMHU CUMIITOMaMHU €pO3UBHOTO e30darity, cnpuarnHeHoro ['EPX, ane 6e3 3aroenHs 3a
pe3yJIbTaTOM €HJIOCKOMIYHOTO JOCIIIKEHHS MICHIsl OTPUMaHHS HUMH 8-TH)KHEBOT'O KypCY 3arorBajbHOL
cTanmapTHoi Tepamii iHri6iTopom mporoHHoi mnommu (IIIIT), 3amnss BuBYeHHs Oe3MeYHOCTI Ta
MEePEHOCUMOCTI JTIKYBaHHsI, IIIBUKOCTI 3aTrOI0OBAaHHA €po3iil miciisa 3acTocyBaHHsl X842 a0o JaHCOMpa3ony
MPOTATOM 4 THXKHIB, @ TAKOXK XapaKTepy 3MiH CHUMITOMIB MPOTSATOM HACTYMHOTO 4-THXKHEBOTO MEPioay
JiKyBaHHs JlaHconpasosnoM, CX842A2201, sepcis 2.0 3 nonpaskoto 1.0 Big 19 nunug 2021 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

«Cinxiryc ®@apma AT, HIseitapist/ Cinclus Pharma AG, IlIsefinapis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

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

IBan 3A/IBOPHUX



JonaTok 21

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
18.05.2022 Ne 827

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii Beryn nocke nocmimpkyBanoro npemnapaty CaBouniTiHiOy, Tabnerku, Bepcis 6.0 Big 01 Gepesns
2022 poxy; OHoBiennii BcTynm ckopodeHoro nocke npemnapaty nopiBHsHHS CyHITIHIOY, Karcyiu, Bepcis
1.0 Bix 18 mororo 2022 poky; IHdopmanis Ta ¢opma 3roau Ijas TOPOCIHX YYACHUKIB TOCIIIKEHHS,
JoKanbHa Bepcist Homep 4.1 s YKpaiHu yKpaiHCBKOIO Ta pOCIHCBKOI0 MOBamH, aarta Bepcii 08 KBiTHA
2022 poky, Ha ocHOBI MacTtep Bepcii Homep 5.0 Bix 24 nmunas 2018 poky

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

Ne 897 Bin 04.08.2017

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Bigkpure, paHIOoMi30BaHE, MOPIBHIOBAIBHE, 0araTOIEHTPOBE KIIIHIYHE TOCIHIIKeHHS (a3w 3 OIliHKH
edpexTuBHOCTI Ta Oe3neku CaBouiTiHIOY B nopiBHsAHHI 3 CyHiTiHIOOM y mauieHTiB 3 MET-no3utusHO10,
HEOMepadeTbHOI Ta JIOKAIBHO-TIOMMPEHO0, a00 METAaCTaTUYHOI TNAIJIIPHOI HHUPKOBO-KIITHHHOO
kapuuHomoro (mHKP)», D5082C00003, Bepcis 6.0 Big 19 rpynns 2018 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
18.05.2022 Ne 827

Inentudikariist cyrTeBoi
MIOTIPaBKH

OnoBnena bpomypa nocmimauka PF-06651600 (Putnenntuni0), Bepcis 8.0 Bim rpymus 2021 p.,
aHTIiiicekor0 MoBoto; OHoBiieHa bpomrypa mocmigauka PF-06700841 (Bpemomnutini6), Bepcis 7.0 Bix
muctonaaa 2021 p., aHTIIIHChKOI0 MOBOIO; [H(opMariitHuii TUCTOK MatienTa Ta popmMa iHpOPMOBAHOT 3TOIH
Ha y4acTh Y HAYKOBOMY JIOCITIDKEHHI1, MaiicTep Bepceis Bix 03 mrotoro 2022 p., Bepcist s Ykpaiau 10.0 Bix
23 mortoro 2022 p., aHIMHCHKOIO Ta YKpPaiHChbKOIO MOBaMu; [HdopMaliiiHuii JIMCTOK BariTHOI MapTHEPKU
Ta Gopma iHpopMOBaHOT 3r0/I HA PO3KPUTTA iHPopMaii, Bepcis 9.0 mis Ykpainu Big 23 mororo 2022 p.,
Ha OCHOBI MaiicTep-Bepcii Big 03 moToro 2022 p., aHITIHCHKOIO Ta YKPaiHCHKOK MOBaMU

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1207 Big 25.06.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, mozBiiHe ciine, muane0o-KOHTPOJIbOBAHE JOCTIKEHH Y apajielibHUX rpynax ¢gasu 2A
JUTSL OLIIHKH €(eKTUBHOCTI Ta 6e3MeYHoCTi nepopanbHoi popmu npenapatiB PF-06651600 Ta PF-06700841
B SIKOCTI IHAYKIIHHOI Teparlii Ta BIAKpUTE pO3IIMPEHE JIIKyBaHHS Malli€HTiB 3 XBopoOoro KpoHa cepeiHboro
ab0 BaXXKOro cTymeHs TskkocTi», B7981007, ¢dinanbHa Bepcist 3 1HKOPIOPOBAHOIO IMOMPABKOIO 5, Bif
27 nunuaa 2021 p.

3asiBHUK, KpaiHa

TOB «Kuiniuni 1ocmipkeHHss AUKoH», YKpaina

CrnoHcop, kpaiHa

Qaiizep [nk., CIHA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
18.05.2022 Ne 827

Inentudikariist cyrTeBoi bpomrypa nocnigauka BAY 1841788, Bepcis 7.0 Big 04 6epesns 2022 p., aHTIIIHCEKOI0 MOBOO
MIOTIPaBKH

Howmep ta nata Hakazy Ne 310 Big 23.02.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHOTO «PannomizoBane, o/BiiiHe ciine, M1aned0-KOHTPOIbOBAHE JOCTIKEHHS a3y 3 mpemnapary JapoiyTamia

BUIIPOOYBaHHS, KO/, B JIONOBHEHH: 110 aHAporenaenpuBaniinoi repamii (AJ[T) y nopiBusHHI 3 mnanebo mitoc AJ[T y 4oioBikiB

BepcCis Ta Jara 13 METacTaTUYHUM TOPMOH-UYTJIMBUM pakoM mepeaMmixypoBoi 3anoszu (MIUPII3)», 21140, Bepcia Bix
24 Bepecua 2020 p.

3asiBHUK, KpaiHa ToBapucTBoO 3 06MexkeHoI0 BianosinansHicTio «J TABKOPIT KJIIHIKAJI JIEBEJIOIIMEHT YKPATHA»

CnoHcop, kpaiHa Bayer Consumer Care AG, llIseitapis

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




Jlonatok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu

18.05.2022 Ne 827
Inentudikariist cyrTeBoi [TponoBkeHHs TepMiHY TpoBeieHHs KiiHIYHOro BUnpoOyBanHs AC220-A-U302 no 31 ciuns 2024 poxy
MIOTIPaBKH
Howmep ta nata Hakazy Ne 423 Big 12.04.2017
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Hasga xiiHiuHOTO «[longiiiHe cumine, TUIANE00-KOHTPOIBOBAHE MOCTHDKEHHS a3d 3 [UIsi BUBYCHHS 3aCTOCYBAaHHS
BUIIPOOYBaHHS, KO/, KBU3apTUHIOY Yy TMO€JHAHHI 3 IHAYKIIHHOI 1 KOHCOJIAALIMHOIO XiMiOoTepami€ro, a TaKoX y BUTIISIL
BepcCis Ta Jara IIPOJIOBKEHHS Teparlii y mamieHTiB BikoM Bif 18 1o 75 pokiB i3 Buepie BussieHuM FLT3-ITD-no3utnBHO0O
roctporo MienoigHow neiikemiero (QUANTUM First)», AC220-A-U302, Bepcis 7.0 Bim 26 TpaBHA
2021 poky
3asBHUK, KpaiHa ToBapucTBO 3 0O6MesKeHO0 BifnoinansHicTio «JIABKOPIT KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»
CnoHncop, kpaiHa Hatitui Cankio, [uk., [Daiichi Sankyo, Inc.], Cnonydeni llltatn Amepuku
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JlongaTok 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
18.05.2022 Ne 827

Inentudikariist cyrTeBoi bpomrypa nocnigauka npenapary JNJ-54767414 (napatymyma0), Buganus 18 Bix 17 rpyaas 2021 poky;
MOTIPABKU [adopmaris s namienra i @opma inhopmoBanoi 3roau, Mojens it Ykpainu, Bepcis 8.0 Bix 14 6epesns
2022 poxy, YKpaiHChKOIO Ta POCIMCHKOIO MOBAMH

Howmep Ta nara Hakasy —
MO?3 110710 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba ki1iHiuHOTO «®Da3a 3, panzoMi3oBaHe KOHTPOJIbOBAHE BIAKPHUTE JOCHikeHHs Benkeiay (0opTe3omid), mendanany Ta

BUTIIPOOYBaHHSA, KO/, npennizony (BMII) y mopiBasHHI 3 naparymymadom y komb6inaiii 3 BMII (JI-BMII) y panimie HemikoBaHUX

Bepcis Ta Jara MAIi€HTIB 3 MHOKMHHOIO MI€JIOMOIO, SIKHM He TOKa3aHa BUCOKO/030Ba Tepamisy, 54767414MMY 3007, 3
1HKOpropoBaHoto nonpaskoro 8 Big 02 yepBHs 2021 poky

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa «Succen-Cinar Inrepuemnn H.B.», benbris

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

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




JlonaTok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
18.05.2022 Ne 827

Inentudikariist cyrTeBoi Onosnenns bpomypu st nociigauka 3 npernapaty Coagulation Factor IX (Recombinant) (APVO101) na
MOTPaBKU penakuito 11.0 Bix 18 ciuns 2022 p.; [TogoBkeHHs TPUBAIOCTI IPOBEIEHHS KIIHIYHOTO BUMPOOYBAHHS B
cBiTi Ta B Ykpaini 10 31 cepmnst 2022 p.

Howmep Ta nata Hakazy Ne 2107 Big 17.10.2019
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba kiiHiyHOTO «Ouinka npenapary pekom6inantHoro ¢akropa IX, APVOI101, y niteit, xBopux Ha remodimnito B, sxum
BUIIPOOYBaHHS, KOJI, paHinie MPOBOAMIIOCS JIIKYBaHHS JaHOTO 3axBoproBaHHs», APVO101-903, pemakiis 3.0, mompaBka 2 Bij
Bepcis Ta JaTa 29 nmunnaa 2020 p.

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

CnoHcop, kpaiHa «Menekcyc @apma, [nk.» [Medexus Pharma, Inc.], CILIA

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

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




Jonatok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu

18.05.2022 Ne 827
Inentudikariist cyrTeBoi [TonoBXeHHST TPUBAJIOCTI MPOBEICHHS KIIIHIYHOTO BHUIPOOYBAaHHS B CBITI Ta B YKpaini g0 31 rpymns
MOTPaBKU 2022 p.; 3MeHIIEHHS 3aIIaHOBaHO1 KIJIBKOCTI IOCITKyBaHUX B YKpaini 3 82 10 9 ocibd
Howmep ta nata Hakazy Ne 662 Big 16.03.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHiuHOTO «Jocmimkenns Il ¢a3m 3 meroro omiHku OesnedHocTi W edekTuBHOCTI Tepamii npermaparom SYDISS,
BUIIPOOYBaHHS, KO/, KOH IOraToM aHTHUTLIA Ta TIKapChbKOi PEUYOBUHH, 1110 IPOBOUTHCS B OJIHIHM IPYyIIi MaLlI€EHTOK 13 PEIUAUBHIM,
BepcCis Ta Jata MOIIMPCHUM 200 METAaCTATHYHUM pakoM eHaoMeTpiro 3 ekcnpecieto HER2, y sikux panimie 0yio BUSBICHO

NpOTpecyBaHHs 3aXBOPIOBaHHA Ha TJIi YM MICAsA IMPOBEACHHs XiMmioreparmii mepmioi JiHIi Ha OCHOBI
npenaparis wiatuany, SYD985.003, penaxiis 3.0 Big 30 Bepecus 2020 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AUI-YKPATHA»
CnoHncop, kpaiHa «biiongic b.B.», [Byondis B.V.], Hinepnanau

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3A/IBOPHHUX




JlonaTok 28

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
18.05.2022 Ne 827

Inentudikariist cyrTeBoi
MIOTIPaBKH

OnoBnenuii Ilporokon kmniuHOrO mochimxkeHHs INCMGA 0012-304, Bepcis 2 3 1HKOPHIOPOBAHOIO
norpaskoro 1 Bix 16 rpynas 2021 poky; bpomrypa nociinnuka Peridannimady (INCMGAO00012), BunaHss
8 Big 10 mucromana 2021 poky, aHrmiiiicbkoro MoBOIO; [HopmamiitHuil aucToK 1 Gopma 3roau, Bepcis
V4.0UKR(uk)1.0 Bixg 17 ciuas 2022 poky, mepekian yKpaiHChKOW MOBOIo Bin 23 mrotoro 2022 poky;
[adopmaniitnuit nucrok i ¢popma 3roau, Bepcis V4.OUKR(ru)l.0 Big 17 ciuns 2022 poky, mepekiiaj
pociiicbkoro MoBOIO Bin 23 mrotoro 2022 poky; Crpomiena xapakrepuctuka J[JI3 Pemetrexed Accord,
KOHIEHTpAT 25 MI/MI Uis NPUTOTYBaHHA PO3YMHY Ans 1HGY31H 25 Mr/mi, aHTIiHCBKOIO MOBOIO;
Brutouenns nogatkoBoi jgikapebkoi Gopmu I3 Tlemerpexcen 100 mr i 500 Mr y BUTIISAI KOHIIGHTPATY
25 mr/min g npurotyBanHsa po3uuny s iHGY3ii (Bupoonuku: ACCORD HEALTHCARE LIMITED,
006’eqnane KopomiBerBo; Accord Healthcare Polska Sp. z 0.0. Magazyn Importera, [Tonsmia; WESSLING
Hungary Kft., Vropmmuna; LABORATORI FUNDACIO DAU, Icnanis); 3pa3ok MapKyBaHHS KOPOOKH
JUI3 Tlemerpexkcen 100 mr/4 mia KOHUEHTpaAT Ui NPUTOTYBaHHS PO3UMHY Ais 1HQY3ii, Big 18 ciuHs
2022 poky, yKpaiHCbKOIO MOBOIO; 3pa3ok MapkyBaHHs ¢iakony JIJI3 Ilemerpexcen 100 mr/4 mn
KOHIEHTpAT JJIsl IPUrOTyBaHHS po3uuHy i 1HPy31i (25 mr/mu) Big 18 ciung 2022 poky, ykpaiHChKOIO
MOBOI0; 3pa3ok MapkyBaHHs KopoOku JJI3 Ilemerpekcen 500 mr/20 My KOHLIEHTpAT ISl IPUTOTYBaHHS
po3umHy JuIs 1HPY31i, Big 18 ciuns 2022 poky, yKpaiHCHKOIO MOBOIO; 3pa3ok MapkyBaHHs (iakony JJI3
[Temetpekcen 500 Mr/20 M1 KOHUEHTPAT AJIS IPUTOTYBaHHS po3uMHY A 1HY31i (25 mr/mn), Bix 18 ciuns
2022 poky, YKpaiHCbKOI MOBOIO

Howmep Ta nara Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1468 Big 26.06.2020
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Ha3ga kiiniunOTrO «PangomizoBane, mojBiiiHe ciine qociiKeHHs (Ga3u 3 Ui OIiHKY XiMioTeparii mpenapaTaMyd Ha OCHOBI

BUIPOOYBaHHS, KO/, maTuHU y kKoMOiHaiii 3 npenaparom INCMGAO00012 abo 6e3 HbOro B SIKOCTI Teparii mepioi JiHii mpu

Bepcis Ta Jara METACTaTUYHOMY IUIOCKOKJIITHHHOMY 1 HEIUIOCKOKIITHHHOMY HeIpiOHOKIITHHHOMY paky JiereHiB
(POD1UM-304)», INCMGA 0012-304, Bepcis 1 Big 14 aucromana 2019 poky

3asBHUK, KpaiHa [Tinmpuemctio 3 100% inozemuoro inBectuiiero «AMK’FOBIA PIIC Ykpaina»

CroHcop, kpaiHna Incyte Corporation, United States

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

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




JlonaTok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»N3Y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
18.05.2022 Ne 827

Inentudikariist cyrTeBoi
MIOTIPaBKH

OnoBnenuii potokoa kiaiHigHOro mociimkenas HLX10-004-NSCLC303, penakiis 5.0 Bix 31 rpyaas
2021 p.; CuHOIICHC OHOBIICHOTO TPOTOKONY KiiHIgHOTO nociimkenHas HLX10-004-NSCLC303, penakiis
5.0 Bixg 31 rpyanst 2021 p., ocTaTOYHMI Nepekiaj 3 aHIUIIMCHKOI MOBH Ha YKpPaiHChKY MOBY Bif 13 KBIiTHS
2022 p.; ®opma iH(hopMOBaHOT 3rOH IS yUaCTi Y HAYKOBOMY KIIIHIYHOMY JTOCII/IKEHH], OCTaTOYHA BEpPCis
5.0 Bix 31 Gepesns 2022 p., ocTaTOUHUIN MEPEKIIa]] 3 aHTIIIHCHKOI MOBH Ha YKpPaiHChKY MOBY BiJl 14 KBIiTHS
2022 p., OCTaTOYHWU TEpeKyad 3 aHIJIIHChKOI MOBM Ha pociiicbky MoBY Bin 14 xBitHsa 2022 p.;
®opma iHPOpPMOBaHOI 3roJIM Ha JIIKYBAaHHS MICJs MEPLIOrO NPOrpecyBaHHs 3aXBOPIOBAHHS, OCTATOYHA
Bepcis 4.0 Bix 31 Oepe3ns 2022 p., ocTaTOYHUN MEPEKIA]] 3 aHITIHCHKOI MOBH Ha YKPaiHCBKY MOBY Bij
14 xBiTHs 2022 p., OCTaTOUYHMIA TIEpEKIIa] 3 aHITIHCHKOT MOBH Ha pocilicbkky MOBY Bin 14 kBitHsa 2022 p.;
®opma iHPOPMOBaHOI 3ro U MO0 AOCTPOKOBOTO NMPHUITMHEHHS MPHUOMY TOCITIKYBaHOTO Iperapary,
ocratoyHa Bepcis 3.0 Bix 31 6epe3nst 2022 p., ocTaTOUHUHN MEpeKIaja 3 aHIIIHChKOI MOBU Ha YKPAiHChKY
MoBY Bij 14 xBiTHs 2022 p., ocTaTOUHUI NEpEKIIa] 3 aHIIIMCbKOI MOBH Ha POCIMCbKY MOBY BiJ] 14 KBITHS
2022 p.; ®opma iH(POPMOBaHOI 3roM BariTHOI MAapTHEPKU YYACHUKA JOCIHIDKEHHS, OCTaTOYHA BepcCis
4.0 Big 31 Oepe3nst 2022 p., OCTATOUHUIN NEepeKiIa 3 aHMUIIHCbKOI MOBU Ha YKpPaiHChbKY MOBY BiJl 13 KBITHS
2022 p., ocTaTOYHUI nepekiaj 3 aHIJIiicbKoi MOBU Ha pociiicbKy MOBY BiJ 13 kBiTHs 2022 p.; bpomrypa
quist nocniaauka 3 npenapary HLX10, penakuis 5.0 Bix 25 xoBtHs 2021 p.

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

Ne 1574 Bix 10.07.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBane mozBiiHe ciine OaratoreHTpoBe (aszu Il kminiune gocmimkenns HLX10
(pekOMOIHAHTHOTO TYMaHI30BaHOT'O MOHOKJIOHaNbHOTO aHTuTina 10 PD-1 (antu-PD-1) mns iw’exmiit) +
ximiotepanisi (kapOorutaThH + 3B’A3aHUM 3 anbOYMIHOBUMHM HaHOYAaCTMHKaMHU IMakiiTakcen (HaO-
naKjIiTakcen) ) y MOpiBHAHHI 3 XiMioTeparieto (kapOoraTuH + Ha0-TakIiTakcel) B IKOCTI Tepaii nepuoi
JiHIT TpH MICIIEBO-TIOMHUPEHOMY a00 METAaCTaTUYHOMY IUIOCKOKJIITUHHOMY HEAPIOHOKIITHHHOMY pakKy
nereni (HIKPJI)», HLX10-004-NSCLC303, Bepcis 4.0 Big 08 nunus 2020 poky
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3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»
Cnoncop, kpaiHa Shanghai Henlius Biotech, Inc., China / llanxaii Xenniyc baiiotek, [uk., Kuraii
CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




