Hopatok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
18.05.2022 Ne 827

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«Panyiomi3oBaHe, mo/BiliHe cimne, GaraToleHTPOBe, TMOpiBHsIbHE AociimkeHHs 111 ¢a3u s BU3HaueHHS
eeKTUBHOCTI Ta Oe3meuHocTi wLedernimy-3uzebakTaMy y TOpPiBHSHHI 3 MepOINeHeMOM TP JTiKyBaHHi
yCK/IafHEeHUX iH(QeKLili CeYoBMBiJHMX WUIXiB ab0 TOCTPOro TMi€soHepPUTYy y AOPOCAHMX TMAaIfi€HTIB»,
Kog pocaimpkenHs W-5222-301, Bepcid 1.0 opurinanbHa Bizg 04 BepecHst 2019 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 06MesKeHo10 BiinosianbHicTIO «MEITENC YKPATHA»

CrioHCOp, KpaiHa

Bokxapar Bio AT, IlIseiiiiapis (Wockhardt Bio AG, Switzerland)

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

1edernim-3uzebakram (Cefepime-zidebactam), FEP-ZID (WCK 5222; Zidebactam; Cefepime hydrochloride;
Zidebactam); mopommok ansg  po3umHy A iHOY3iM; 3 r  (uedemim 2 r/3ugebaktam 1 r);
ACS Dobfar S.P.A., Itanis; Pharmadox Healthcare Ltd., ManbTa; European Pharma Hub Ltd., YropiuHa;
miarebo gouedenim-3ugedakram (Cefepime-zidebactam), FEP-ZID; WCK 5222) po3uuwH s iH)Y3iii;
0.9 % po3uuH Hatpito xnopuay; b. bpayH Menb3yHren Al', HimeuurHa (B. Braun Melsungen AG);
Posunnnuk gia  nedenim-3ugedakram  (Cefepime-zidebactam), WOCK 5222; po3uMHHUK  [ijIs
rapeHTepasbHOrO 3acTocyBaHHs (solvent for parenteral use); 100 %; b. Bpayn Menb3yuren AI', HimeuunHa
(B. Braun Melsungen AG)

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

1) k.m.H. Bapaso [.B.

KomyHasibHe HeKOMepIiiiiHe TiANpreMcTBO «BiHHUIEKA o06slacHa KiiHiuHa jikapHsi iM. M.I. TTuporoma
Binnuipkoi ob6sacHoi Pagu», KIIIHIYHMM BHCOKOCIIEI[ia/li30BaHUM  YPOJIOTiUHUM LIEHTp 3 Bigziiom
TpaHCIIaHTallii opraHiB, BiHHUIbKWI HallioHabHUM MeauuHUM yHiBepcuTeT iM. M.I. TIuporoa, kadezapa
xipyprii Nel 3 Kypcom ypoJiorii, M. BiHHULSA

2) a.M.H., ipod. Ctycs B.II.

KomyHaneHe mianpuemMcTBo «/IHimporeTpoBcbka o6jacHa KiiHiuHa mikapHs im. LI MeuHuKoBa»
[THinporneTpoBCchbKoi 00/1acHOI paju», BiggineHHs yposiorii Nel, [IHIMpPOBCHKWH Jep>KaBHUN MeAUYHUN
yHiBepcuTeT, Kadezapa yposnorii, M. JIHinpo

3) nikap CniBak O.P.
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KomyHanbHe HekoMepliiiiHe MiJrpueMcTBO «YepHiriBcbka MicbKa JikapHsi Ne2» YepHiriBcbKoi MicbKoi
pajy, ypoJioriuHe BifJisieHHs, M. YUepHIiriB

4) n.M.H., pod AHTOHSH .M.

KomyHasibHe HeKoMepijifiHe MignpueMCTBO XapKiBChbKOI 00/1acHOl pasyu «O61acHUM MeAUUHUM KTiHIUHUH
LeHTp ypoJiorii i Hedposorii im. B.1. IllanoBana», yponoriuxe BigaineHHs: Ne5, M. XapkiB

5) K.M.H. Carans O.C.

KomyHasibHe HeKOMepIIiiiHe MiIPUEMCTBO «3aropi3bKa 0b/1acHa KiliHiYHa JIiKapHs» 3aropi3bkoi 06/1acHOT
pajy, ypoJIoTiuHe BiJi/IeHHs], M. 3arlOpioKs

6) A.M.H., ripod. 3atitieB B.I.

ObsacHe KOMyHa/ibHe HeKOMepIliiiHe TignpueMcTBO «YepHiBellbka o00siacHa KIIiHiuHa JIiKapHS»,
yposoriuauii migpo3ain, M. UepHiBLi

7) Kk.M.H. 'opyieBcbka O.M.

KomyHanbHe HeKoMepLiliHe MiJrprueMcTBO «Micbka K/iHiUHa JliKapHs MBUAKOI Ta HeBiAKIa[HOT MeAUUHOT
poriomoru im. mipod. O.I. MemjaHiHoBa» XapKiBCbKOiI MiCbKOI paju, TeparieBTU4YHe BiagineHHsNel 3
He(dpOoIOTiYHUMHU JTi)KKaMH, M. XapKiB

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

MEPOHEM (MERONEM ®) (meporieHeMy Tpurigpat; meropenem trihydrate; meporienem (meropenem));
TIOPOIIOK /IS PO3UMHY [/ iH’ekiiii abo iHdy3ii; 1000 mr; 3ambon Ceituepnanyg JIita, IIeeiinapis
(Zambon Switzerland Ltd);

Posunnnuk g1 MEPOHEM (MERONEM ®) (Boga gns iH'ekuiil; Boga ans in’exuitt (Water for
Injections)); po3uMHHUK /151 TITapeHTepaJLHOr0 3acTocyBaHHs (solvent for parenteral use); 100 %; B. BpayH
Menb3ynred AT, Himeuunna (B. Braun Melsungen AG);

CynyTHi
Marepianu/rperapaTu
CyMyTHBOI Tepariii

- [lanku 3 datinamu AJis JOC/TiJHALILKUX LIeHTPIB;

- JlabopaTopHi Habopy Ta BUTPATHI MaTepianu [0 HUX;

- JIpykoBaHi MaTepiau /Jis NaLji€HTIB Ta JIiKapiB;

- [ToxkputTs /151 f0AATKOBOTO 3aciinyieHHs iHys3itiHoro nakery (IV Cover Bags for blinding);

- 3axucHUM TIpUCTpil A7s 36epeskeHHs 3aciryieHHs (Tamper proof seals for blinding);

- [lInpyiy 06’emom 10 my1, 50 M1 Ta roJKY;

- [Ipuctpiii asis BHyTpilIHBOBeHHOI iH(Y3il (B. Braun, Intrafix SafeSet);

- @inbTp asis mmpuia (Acrodisc® Syringe Filters (Pall Life Science Corporation, Acrodisc®);

- Mopo3sunsHi kamepu (Deep Freezers);

KowmmnaHisg, fika i€ 3a [JOBIpeHICTIO, Ky HaJaB CIIOHCOpP UM 3asBHMK Ha BBe3eHHS [0C/iKyBaHUX
nikapchKux 3acobiB Ta cynyTHiX MarepianiB: TOB «Areniis «C.M.O.-YkpaiHa», TOB «CMO-JloricTika»,
TOB «CMO-I'pyn Ykpaina» (BK/. cyomiapsiz nyist Kommasii @apmacodr).

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




Hoparok 2
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
18.05.2022 Ne 827

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanzomizoBaHe, mofiBiliHe criire, GaraTolieHTPOBe A0C/imKeHHs (a3u 3 y mapasieNlbHUX Ipyrax 3 MeTOH
NOpiBHsIHHSA edeKTUBHOCTI Ta Oe3meuHocti mperapaty ALT-L9 i mpemapary Aimis® y marfieHTiB i3
HEOBACKYJISIPHOIO BiKOBOIO MakysisipHOO fAereHepatieto (ALTERA)», kox nocnimkenns ALT-L9-03, Bepcis
1.0 Big 15 yucronaza 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

Altos Biologics Inc., Pecriy6siika Kopest

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

ALT-L9 / Adnibepcent 6iocuminsgp (Aflibercept biosimilar) (ALT-L9; Admnibepcent/ (Aflibercept));
PosunH pansa in'ekiifi; 2 mr; 40 mr/ mui; Almac Clinical Services Limited, Benukobputanis (ITiBHiuHa
Ipnangis); Samsung Biologics Co. Ltd., Pecriy6stika Kopes;

AVJIIA® (Eylea®) ( Admnibepcent (Aflibercept)); posunH s iH'eKIjiif, y mornepesHbO 3arlOBHEHEHOMY
mmpwurii; 2 mr; 40 mr/mm; Almac Clinical Services Limited, Bemuko6putanis (ITiBHiuna IpmaHzis);
DM Bio Limited (No. 355), Pecriy6siika Kopes;; Osong Medical Innovation Foundation Biopharmaceutical
Manufacturing Center, Pecniy6siika Kopest ; Bayer AG, HimeuurHa

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H. Koposib A.P.

HepxaBHa ycTaHoBa «IHCTUTYT OuHMX XBOpoO i TKaHWHHOI Teparii iM. B.II. ®inaroBa HarjioHanbHOI
akajemil MeJUUYHMX HayK YKpaiHuW», Biffil BUBYeHHs OionoriudHoi fii Ta 3acTocyBaHHS Jja3epiB B
otranbMoyiorii Ha 6a3i BifgineHHs 1a3epHOT MiKpoXipyprii XBopob oka, M. Ofeca

2) 3aB. Bif. [Tnaronora O.I.

KomyHanbHe HeKoMepLiliHe Mi/iIpUEMCTBO «XepCOHChKA MiCbKa K/IiHiuHa /likapHs iMeHi Adanacis i Onbru
TpormiHux» XepcoHCbKOI MiCbKOiI pasiu, odTabMOIOTiuHe BifiiiieHHs, M. XepCOH

3) a.M.H. [ToBx B.JI.

[TpuBaTHe ITiAIPUEMCTBO TpHBaTHa BUPOOHMUA GipMa «AIMHYC», JIiKyBaJbHO-AiarHOCTUUHUM LIEHTp,
M. KponuBHULIbKUHT

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa
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CynyTHi ®nyopecnein SERB (Fluoresceine SERB)/ ®@nyopeciiein HaTpito (Fluoresceine sodium) (JIromiHecrieiHoBa

Marepianu/mpenaparu HatpieBa cinb (Fluorescein sodium salt)); po3uun ans in'ekiiii; 100 mr/mn (10%); Almac Clinical Services

CYIyTHBOI Teparii Limited, Benukobpuranisi (ITiBniuna Ipnangis); SERB - PARIS, ®paniiis; Central Glass Germany GmbH,
HimeuunHa

B.o. reHepa/ibHOT0 AnpeKkTopa JlupekTopary (papManeBTHYHOr0 3a0e3neueHHs
IBan 3A/IBOPHUX




Hopatok 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
18.05.2022 Ne 827

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PanyomizoBaHe, Bigkpute gocrigkeHHs 3 ¢a3u 3 BuBueHHss SAR408701 B mopiBHsAHHI 3 [JolleTakcesnioMm y
rawieHTis, mo paxime JjikyBaauca 3 CEACAMDS MO3UTHMBHUM, MeTaCTaTUYHUM HeIUIOCKOK/IITUHHUM
HeIpiOHOK/TITHHHUM PAaKOM JieTeHb», Kog, gocsimkeHHs EFC15858, 3 monpaekoto 04, Bepcis 1 Big 21 mumHs
2021 poky

3asgBHUK, KpaiHa

TOB «Canogi-ABeHTic YKpaiHa»

CrioHCOp, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepin e feBesionMaH, @paHitis)

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Tusamitamab ravtansine; SAR408701; (hu769_4D4 intermediate); (SAR408377, iHTepmegiaT);
L-DM4 intermediate (SAR216854, intepmesiaT); TycamiTamab paBtancuH; hu4D4-DM4; KoHIleHTpaT Jjis
po3unHy ans iHQy3iti y daakoni (125 mr/25 mn); 5 mr/mn; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma Ha3Ba — sanofi-aventis Recherche & Developpement; Sanofi-Aventis R&D),
France; Sanofi-Aventis Deutschland GmbH, Germany; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT, France; Quality Assistance SA (inmia Ha3Ba — Quality Assistance Services), Belgium;
Piramal Healthcare UK Limited (iHma Ha3Ba - Piramal Healthcare Pharmaceutical UK Ldt), United
Kingdom; SOCIETE D’ETUDE ET DE RECHERCHE EN INGENIERIE PHARMACEUTIQUE
(SERIPHARM) (inua Ha3zBa — 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)

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

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

Hep>kaBHa ycTaHOBa «IHCTUTYT 3aranbHOi Ta HeBifknagHoi xipyprii imeni B.T. 3aiitieBa HaijioHambHOT
akazleMii MeJIMYHUX HayK YKpaiHW», BiAfineHHsi Xipypriunux iHdekuUili Ta ycKi1aJHeHOI OHKOJIOTiUHOI
rarosiorii Ha 25 JIDKOK 3 MajaTOK IHTeHCUBHOI Tepamili Ha 6 /iKOK, XapKiBCbKa MeAuYHa akaJeMis
MiC/IAAUIIZIOMHOT OCBiTH, Kadeipa OHKOJIOTIT Ta AUTSYO0I OHKOJIOTiT, M. XapKiB

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

KoMmyHaspHe HekoMepLiiliHe TiJNIPUEMCTBO «3aropi3bKui perioHalbHUM TPOTUIIYX/IMHHUWA LIeHTp»
3ariopi3pKoi 006/1acHOI pajy, BigineHHs OHKOXiMioTeparlii 3 [eHHUM CTal[ioHapoOM, M. 3artOPiiKs

3) nikap 3penux JI.B.
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MenuuHuii 1eHTp «YHiBepcanbHa KiiHika «OO0epir» TOBapucTBa 3 0OMeKEHOI Bi/TOBifaMbHICTIO
«Kanuran», KIiHIKO-KOHCY/IbTaTUBHE BifJieHHs, M. KuiB

4) k.M.H. Hegda M.FO.

KomyHanbHe HeKoMepljiiHe —mMinpueMcTBO XapKiBcbkKoi 06macHoi paau  «O6sacHUM — KIiHIYHUN
crieliiasi3oBaHWi AKCIIaHCeD pafiialliiHOTO 3aXUCTy HaceseHHs», XipypriuHe BiJ/ilieHHs] 3 OHKOJIOTiYHUMU
JIDKKaMU, M. XapKiB

5) K.M.H. [Tominuyk [1.B.

MeauuHmii [IeHTP TOBapUCTBa 3 oomexkeHoto BifmnoBiganbHicTIO «K/ITHIKA BEPYM EKCIIEPT», M. KuiB
6) nikap Pekyra A.C.

Mepuunuii 1ieHTp «OK!KniHik+» ToBapucTBa 3 0O6MeXxeHOIO BifmoBifanbHiCcTIO «MiXKHapOAHUN iHCTUTYT
K/IIHIUHUX JOC/TiPKeHb», CTallioHapHe BiJliJIeHHs, B XiMioTepartii, M. Kuis

7) A.M.H., ipo¢. CyxiHa O.M.

Kninika [epxaBHOi ycTaHOBU «IHCTUTYT MeAuuHOl pagiosiorii Ta oHkonorii im. C.II. I'purop eBa
HarjionanbHol akazieMii MeJWUHMX HayK YKpaiHW», BiAJUIeHHS KI/IIHIYHOI OHKOJIOTil Ta remarToJiorii,
M. XapkKiB

8) 3aB.Big. llleBns C.II.

KomyHanbHe HekomepliiliHe MignpueMcTBO «[loAinbChKUil perioHanbHUNM LIeHTP OHKOJorii BiHHMIIBKOT
obsacHoi Pagu», XiMioTeparnieBTUUHe BijiieHHs, M. BiHHUIS

9) k.M.H. Ocranenko HO.B.

HauioHanbHul iHCTUTYT paky, Bif/ii/ieHHsS MasiOiHBa3sMBHOI Ta €HJIOCKOMIYHOI Xipyprii, iHTepBeHLiliHOT
pagioJsiorii, M. Kui

10) k.m.H. Ypcon I""M.

[TpuBaTHe MiANMPUEMCTBO TpUBaTHa BUpPOOHWUYA ¢ipMa «AIMHYC», JIiKyBaJbHO-[iarHOCTUUHUMN LIEHTP,
M. KponvBHULIbKUI

[Iperiapaty MOpiBHSAHHS,
BUPOOHUK Ta KpaiHa

Taxotere (114977-28-5; SUB12492MIG); Docetaxel; [Houertakcen; TAXOTERE®; Takcorep;
TAKCOTEP®; koHUeHTpaT A po3uuHy A8 iHQy3ii y ¢uakoni (80 mr/4mim); 20 mr/mu; SANOFI-
AVENTIS RECHERCHE & DEVELOPPEMENT (iHma Ha3Ba - sanofi-aventis Recherche &
Developpement; Sanofi-Aventis R&D), France; Sanofi-Aventis Deutschland GmbH, Germany

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

CynyTHi MaTepianu:

- abopaTopHi Habopwy;

- TIPUCTPOI /il 3aTIOBHEHHSI e/IeKTPOHHUX onuTyBanbHUKIB ePRO (mianimeru Samsung Tab A7 ta Lenovo
K10)

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




HopnaTok 4
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
18.05.2022 Ne 827

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

Ap’toBaHTHa Teparisi eHKopadeHiOom Ta OiHiMeTiHiOOM y TIOpiBHSIHHI 3 muiarie60 MpU TIOBHICTHO
pe3selwiiiioBaHiii MesaHomi 3 MmyTalieto BRAF V600E/K crazii [IB/C: panmomi3oBaHe, TIOTpiliHe cCiine
pocmimkenHs: ¢asu 111 y criBpobiTHUNTBI 3 ['pyrioro 3 BUBUeHHsT MejlaHOMH €Bporieiicbkoi Opranisariii 3
Hocnimkenns i JlikyBanus Paky (EORTC), kox gocnimkenas WO00090GE303 / EORTC-2139-MG, Bepcist
1.0 Big 10 BepecHs 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHLiclo «AMK’FOBIA PIC YkpaiHa»

CrioHCOp, KpaiHa

PIERRE FABRE MEDICAMENT, ®paHujis

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

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

binimeTinio, MEKTOVI® (WO0074; binimetinib); Tabnerka, BKpuTa mIiBKOBOIO 000/10HKOIO; 15 M}
PIERRE FABRE MEDICAMENT PRODUCTION, France; INSTITUT DE RECHERCHE PIERRE
FABRE, France; Creapharm Clinical Supplies, France; Almac Pharma Services Limited, United Kingdom;
[Mnatebo no0 Enkopadeniby (MoHorigpaT /akTo3u; MIiKpOKpPHCTa/iuHa Iie/lf003a; MarHilo cTeapar;
cutikaresmb KosmoigHwii Oe3BozHMIA; TBepza Karicyna posmipom 00); tBepza karcyna; PIERRE FABRE
MEDICAMENT PRODUCTION, France; INSTITUT DE RECHERCHE PIERRE FABRE, France;
Creapharm Clinical Supplies, France;

[Tnaue6o mo BinimetiHiOy; Tabnetka, BKpuTa 1aiBKoBo0 o6onoHKo0; PIERRE FABRE MEDICAMENT
PRODUCTION, France; INSTITUT DE RECHERCHE PIERRE FABRE, France; Creapharm Clinical
Supplies, France

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

1) a.m.H., ipod. 'oTbko €.C.

KomyHanbHe HeKoMepljiliHe MiArpueMcTBO «LleHTpasbHa MichbKa K/TiHiuHa JIiKapHsI» Y KIrOpOACbKOI MiCbKOT
pajy, MiCbKUI OHKOJIOTIYHUN LIEHTP, M. Y KIOpO[,

2) A.M.H., ripod. bonaapenko .M.

KomyHanbHe HekoMepLiliHe miAnpueMcTBo «MicbKa KiiHiuHa JikapHs Ned» [IHINPOBCBKOI MiCBKOI pajw,
xiMioTeparnieBTHUHe Biffli/ieHHs 3 [JleHHMM CTaljioHapoM, JIHIPOBCHKWUM Jiep)KaBHUM  MeAUUHUN
YHIBEPCUTET,
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Kadepa oHKOOTiT Ta MeMUHOI pafioJiorii, M. JHinpo

3) A.M.H., ipod. Ayaniuenko O.C.

HepxaBHa ycTaHOBa «IHCTHTYT 3aranbHOi Ta HeBifkaazHoi xipyprii imeni B.T. 3aiiueBa HaijioHanbHOT
akajemil MeIUUHUX HayK YKpaiHW», BiJfiiieHHs1 XipypriyHux iHdekuid Ta ycKaaJHeHOi OHKOJIOTiuHOI
1aToJIorii Ha 25 JIDKOK 3 IajaTor IHTeHCUBHOI Teparil Ha 6 JDKOK, XapKiBCbKa MeJU4YHAa akazeMmist
TiC/ISAUTIZIOMHOI OCBITH, Kadeipa OHKOJIOTII Ta AUTSIY0I OHKOJIOTi, M. XapKiB

4) nikap Tapacenko T.€.

MeauuHUi IIeHTp TOBApHUCTBAa 3 OOMEKEHON BifMOBiJanbHICTIO «MeauuHa KiliHiKa «IHHOBaLis»,
BigmineHHs ximioreparnii, KuiBcbka 06/macTb, Buiropocbkuii paiioH, c. JIroTix

5) k.M.H. Kykymikina M.M.

HarjioHambHUM iHCTUTYT paky, BiZi/leHHs OHKOOPTOIeil Ta MyXJ/IMH LIKIpY i M’IKUX TKaHWH, M. KuiB

6) k.M.H. Tpyxin [1.B.

KomyHa/ibHe HeKOMepIiiiiHe mignpueMcTBo «OzecbKui 00/1aCHUN OHKOJIOTiUHUE aucraHcep» OpechbKol
obsacHOi  paau», CTalfioHap /JeHHOro mepeOyBaHHS — [UCTIAHCEPHO-TIOMIK/IIHIUHOTO — BiffiseHHs,
M. Opeca

7) nikap Ickivku 1.1

KomyHasibHe HeKoMepijiiiHe mianpueMcTBo «OO6macHUM KiiHiuHUE OHKoJoriuHui 1ieHTp KipoBorpaackoi
ob/1acHOI paju», XiMioTeparneBTUUHe BifieHHs, M. KpONMMBHULILKUI

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

- JTabopartopHi Habopu Ta [j0/JaTKOBi MaTepianu /[0 HUX.
- biomarepiasn, moBepHeHHs 3pa3KiB TKAHUHU OiOTICiT TALIiE€HTIB TiC/Is aHasTi3iB.
- [Tnanuert iPad 6-ro nokosiinasg A1954.

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




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
18.05.2022 Ne 827

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta jlata

«Panjomi30BaHe, T1a1[e00-KOHTPO/IbOBaHe JIOC/Ti/KeHHsT 1 a3y /15 OI[iHKK 0e3TeuHOCTi, TepeHoCHUMOCTi,
(hapMakKOKiHeTUKM Ta MPOTHBipyCHOI akTUBHOCTI npeniapaty VIR-3434», kox gocnigkenHs: VIR-3434-1002,
IToripaBka 4, Big 20 ciuns 2022 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEIICIH», ¥YKpaiHa

CrioHCOp, KpaiHa

«Bip biorekHonomxu, Ink.», CIIIA / Vir Biotechnology, Inc, USA

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka opMma,
[I03yBaHHSI, BUPOOHUK,
KpaiHa

VIR-3434 (WBP2166B, 2166B, WBP2166; VIR-3434); opHopa3oBuii ¢akoH mpernapaty VIR-3434,
300 mr/dnakoH, miodinizoBanuii mopoiok; 300 mr; WuXi Biologics Co., Ltd., China, Kutait; WuXi
Biologics (Shanghai) Co., Ltd., Kuraii; Fisher Clinical Services PTE LTD, Cinranyp; Fisher Clinical
Services UK Limited, Crionyuene KoposniBctBo; Fisher Clinical Services, Inc., CIIA; Fisher Clinical
Services GmbH, HimeuunHa;

[Tnare6o mo VIR-3434 (Harpito xmopup); posumH s in’exiiit; 9 mr/mn (0,9%); Private Joint Stock
Company «Pharmaceutical firm «Darnitsa», Ykpaina

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

1) nikap JobpsiHcbka M.A.
MeauuHHUl 1IEHTP TOBApHCTBa 3 00OMe)KeHO0 BiAmoBiganbHicTI0O «ApeHcisi Excruioparopi Megiciny», Biagin
K/IIHIYHUX [0C/iIKeHb, M. KuiB

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

- abopatopHi Habopu

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
18.05.2022 Ne 827

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«KrniHiuHe AOCTiIKeHHS 3 OJHOKPAaTHUM BBEJEHHSM /I OLIHKK 0e3MeuHoCTi, TepeHOCHMOCTI,
(hapMakOKiHETUKM Ta aHTUpeTpoBipycHOi akTuBHOCTI mnpernapatry MK-8510 y Buraszi moHoTeparii B
y4acHUKiB, iHQikoBaHux BIJI-1, siKuM paHillle He TPOBOAUIOCS AHTHUPETPOBIPyCHE MiKyBaHHS»,
kog pocaipkenHs MK-8510-002, sepcis 00, Big 21 ciuns 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YKpaiHa

CnoHcop, KpaiHa

«Mepk Ilapn eng doym Koprm.», nouipHe mianpuemctso «Mepk enp Ko. Ink.», CIIIA / Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co. Inc., USA

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

MK-8510 (OCT MK-8510 (001J)); Tabnetku; 50 mr; Merck Sharp & Dohme Corp., CIIIA; Merck Sharp &
Dohme Corp., CIIA; Werthenstein BioPharma GmbH, IlIBeiiiiapisi; Werthenstein BioPharma GmbH,
[IBeriapisi; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services GmbH, IIBeiijapisi; Fisher
Clinical Services UK Limited, CrionyueHe KoponiBctBo; Almac Clinical Services, CIIIA; Almac Clinical
Services Limited, CriosiyueHe KoposniBcTBO;

MK-8510 (OCT MK-8510 (001J)); Tabnerku; 250 mr; Merck Sharp & Dohme Corp., CIIIA; Merck Sharp
& Dohme Corp., CIIA; Werthenstein BioPharma GmbH, IlIBeiiijapis; Werthenstein BioPharma GmbH,
[MBeiitiapis; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services GmbH, IllBeiiiapisi; Fisher
Clinical Services UK Limited, CrioniyueHe KoposaiBctBo; Almac Clinical Services, CIIIA; Almac Clinical
Services Limited, CriosiyueHe KoposiBCTBO

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUINIPOOYBaHHs B YKpaiHi

1) k.M.H. Konomiiuyk JI.A.
MeauuHUH 1IEHTP TOBApHCTBa 3 0OMEXKEHOI0 BifMOBiAambHICTIO «ApeHcisi Ekcriiopatopi Megicin», Bigain
K/IiHIUHMX AocaigkeHb, M. KuiB

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

JI0/IaTKOBi /TabopaTopHi MaTepianu

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikallis cyTreBoi 3MiHa TpUBAJ/IOCTi KJIiHiYHOrO BUINpPOOyBaHHS B CBiTi Ta B YKpaiHi 3 1-ro kBaptany 2022 poky zo 31

TTOTPaBKH 6epe3ns 2023 poky

Howmep Ta gata Hakazy Ne 545 Big 19.05.2017

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «PanziomizoBaHe, GaraTolleHTpOBe, BiJKpUTe, TOpPiBHsUIbHe mociimkeHHs III da3u A1 BU3HAUEHHS

BUTIPOOYBaHHS, KO/, edekTrBHOCTI [lypBasiymadby uu KombOiHaiii [lypBasymaby i Tpemenimymaby y KombOiHalji 3

BepcCis Ta jara TJIATUHOBMICHOIO XiMioTeparii€ro y repiriii jiHii JiKyBaHHS TAI[i€EHTIB 3 TIOIIMPEHUM JPiOHOKTI THHHUM
pakowm JiereHiB ([1PJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns 2020 p.

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CrnioHcop, KpaiHa AstraZeneca AB, Sweden

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

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




HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTreBoi
TIOTIPaBKU

Ononeni po3gimu 3.2.P. locke mocmimpkyBaHOro jikapcbkoro 3acoby JNJ-67896062-AAA, TabneTky,
BKpUTi 060s10HKOIO, 10 Mr, 37,5 mMr Ta 75 Mr Ta BianosigHoro mare6o Big 08.11.2021 p.; [TogoxeHHs
TepMiHY TIPUJATHOCTI JOCTi[KYBaHOTO JliKapCchKoro 3acody JNJ-67896062, MatjiTeHTaH, Tab/eTKH BKPUTI
obosioHKo10, 37,5 Mr Ta 75 mr Ao 36 micsiiB; bpomiypa Jocraianvka JNJ-67896062 (macitentan), BUziaHHSI
19 Big 02.12.2021 p.; Kaptka mnarjieHTa mofo HacTynHoro Bisuty, Bepcisa 1.1 Bim 20.11.2019 p.
YKpalHCbKOIO MOBO; KapTka mnarjieHTa 1mjof0 HactymHoro Bisury, Bepcis 1.0 Big 20.11.2019 p.
POCiliCbKOI0 MOBOW; JIMCT MOASKYA yuyacHUKY JociifpkeHHs, Bepcis 1.0 Big 06.08.2020 p. ykpaiHCbKOO
MOBOI0; JIMCT MOJSKM ydyacHUKY AociimkeHHs, Bepcist 1.0 Big 06.08.2020 p. pocilicbkkoro MOBO10; JIUCT
MaLieHTy BiJ JocmigHULbKOI rpymny, Bepcis 1.1 Big 20.11.2019 p. ykpaiHCBKOIO MOBOR; JIMCT manjieHTy
BiA gocigHubKoi rpyny, Bepcis 1.0 Big 20.11.2019 p. pocilicbkoro MOBOIO

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

Ne 1849 Big 11.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TpocriekTrBHE, OaraToIieHTPOBE, TIO/BiliHe CJiiMe, 3 MOABIMHOIO iMiTalli€l0, paHjOMi30BaHe, 3 aKTUBHUM
KOHTpPOJIEM, B MapasejbHUX rpynax, 3 MNOC/AiJOBHUM BKJIFOUEHHSIM TPYIl, ajaliTUBHE, KOHTPO/bOBaHe 3a
MOJiIMU ~ KJTiHIiUHE /IOC/Ii/pKeHHS TpeThoi a3 [y TMOpIiBHAHHS eQeKTUBHOCTi, Oe3MeuyHoCTi Ta
[epeHOCUMOCT] MaljiTeHTaHa 75 MI 3 MaljiTeHTaHOM 10 Mr y MaLji€HTIB 3 JlereHeBOX apTepiajbHOK
rirnepreHsi€r0 3 MOJa/bIIUM I1epioZlOM BIAKPUTOrO JIIKyBaHHS MaljiTeHTaHOM 75 Mr», AC-055-315,
rioripaBka 2, Bepcid 3 Biz 6 cepriag 2020 p.

3asaBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiitypa pocnigHuka PuBoljepaniOy me3unaty, Bepcis 7.0 Big 10 rpygus 2021 poky, aHIJIiHACBKOIO
MoBowO; IH(opmariiiituii mucTok i popma indopmoBaHoi 3roau, Bepcis V6.0UKR(uk)1.0 Bix 03 mrotoro
2022 poky, repekma/; yKpaiHCbKOI0 MOBOIO Bif 24 mtotoro 2022 poky; IHdopmariifiHuii ucToK i hopma
indopmosaHoi 3roau, Bepcist V6.0UKR(ru)1.0 Big 03 motoro 2022 poky, nepeksaj poCiiCbKOI MOBOHO
Bij 24 motoro 2022 poky; [locke mociifpKyBaHOro Jikapcbkoro 3acody SHR-1210 (Kampenizyma0) 3
nonatkamu, Bepcist 6.0 Big 10 ciunsi 2022 poky, aHI/ilicbKo0 MOBOO; [ToBepHeHHs! 3pa3KiB TKaHWHU
6iomcii natjienTiB micas aHanisiB (Giomarepiany) B YKpaiHy; 3MiHa BiZlOBiZiabHOTO OCTiAHMKA Y MicCLii
TIPOBe/IeHHS] BUIPOOYBaHHSI:

Byso Crano
II.M.H., TeH. aupekTop Ckopwii [1.1. K.M.H., 3aB. BiJ. ITicertbka M.E.
KoMmyHanbHe  HekomepliiiiHe  miAnpueMcTBO | KomyHasibHe HeKOMepLliliHe MiAIPUEMCTBO

«ObsacHU LEHTP OHKOJIOTii», OHKOXipypriuHe | «O06siacHMI 1[eHTP OHKOJIOTil», OHKOXipypriuHe
BiZili/IeHHsI TeUiHKA Ta MiALUUIYHKOBOI 3a/03H, | BiJJi/IeHHd TIeUiHKM Ta MiJIUTYHKOBOI 3a/103H,
M. XapKiB M. XapKiB

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

Ne 1246 Big 26.05.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«PanziomizoBaHe, BifKpuTe, MiKHapoJHe, 0araToIleHTpPOBe, KIiHIUHe JOCTiKeHHs da3su 3
KoMOiHOBaHOTO 3acTocyBaHHs nperiapaty SHR-1210, sikuit siBsisie cob6oro aHTUTi/O 0 PD-1, Ta anatuHioy
Me3uaty (pUBOLIEpPaHiOy) MOPIiBHSAHO 3 3aCTOCYBaHHAM copadeHiOy sSK Tepartii TepImoi JiiHil y marjieHTiB
i3 mommMpeHor remnarouentosspHo0 KapuuHomow (I'K), ski panilie He OTpUMYyBaau CHUCTEMHY
Tepamito», SHR-1210-111-310, Bepcist 5.1-EMEA Big 10 6epe3nst 2021 poky

3asiBHUK, KpalHa

ITignpremctBo 3 100% iHo3emHor0 iHBecTuLiieto «AVK’FOBIA P/IC Ykpaina»




2 TPOJOBXKEeHHA JojaTka 9

CrioHcop, KpaiHa Jiangsu Hengrui Pharmaceuticals Co., Ltd., Kuraii

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

YxpaiHa, MK-6482-005, IHdbopmaliis Ta AoKymMeHT Tipo iH(popMoOBaHy 3roAy AJs TaifieHTta, Bepcis 2.01
Bif 23 motoro 2022 p., yKpaiHCbKOIO MOBOM; YKpaiHa, MK-6482-005, [Hdopmaliisi Ta JOKYMEHT Mpo
iHdopMmoBaHy 3rofly AJisi maijieHTa, Bepcisi 2.01 Bizg 23 moToro 2022 p., pociiicbKol MOBOO; 3amydeHHst
JI0JJaTKOBOT BUPOOHUUOI AITHKY /1S TikapcbKoro 3aco0y mopiBHsHHA AdiniTop (Afinitor) (EBeponimyc
(Everolimus)); Tabnetku 2,5 mr: Novartis Pharma Stein AG, Switzerland

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

Ne 767 Big 02.04.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Binkpure, paHgomizoBaHe focii/pkeHHs1 3 ¢asu mpernapaty MK-6482 B mopiBHsIHHI 3 IpenapaToMm
€BepoJIiIMyC y VYYaCHUKIB 3 TMOLIMPEHUM HHUPKOBO-K/IITUHHUM pAakKOM, SIKMM IIpOrpecyBaB IiCJIst
noriepeguboi PD-1/L.1 Ta VEGF-tapretnoi teparmii», MK-6482-005, 3 iHKopriopoBaHor0 ToripaBkoro 04
Big 16 mortoro 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Iocke mocuipKyBaHOTO JTiKapchKOro 3aco0y Pimavanserin tartrate, Bepcis IMPD-11 Bijg mmcromaza
2021 poky, aHr/ilceKo MOBOIO; [10/10B)KeHHsT TepMiHy MpUAaTHOCTI npernaparty [liMaBaHcepuH y (opmi
Tabnetok 17 mr - o 60 wmicsiiB, Tabsetok 10 mr - go 48 wmicsuis; ITofoBXKeHHsT TepMiHY MPHATHOCTI
Tab/1eToK mare6o g0 60 MicsLiB

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

Ne 886 Big 01.08.2017
Ne 568 Big 27.02.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«52-TWKHeBe BIJKpUTe pO3LIMpeHe [OC/Ii/PKeHHsl I[1iMaBaHCepPUHY B SKOCTI [J0JATKOBOI'O JIIKYBaHHS
mmsodpenii», ACP-103-035, nonpaska 3 Bif 11 ceprias 2020 poky;

«PanzomizoBaHe mofBiliHe cire miarie00-KOHTPOJIbOBaHe AOC/TimKeHHs a3y 3 3 OWiHKU e(heKTUBHOCTI
Ta Oe3rmeuHocTi TiMaBaHCEPUHY SIK [JOJATKOBOI Tepartii Ajs JiKyBaHHS HeraTUBHUX CHMIITOMIB
nm3ogpenii (Advance-2)», ACP-103-064, Bepcis 1.0 3 iHKopriopoBaHOr0 nornpaBkoro 2 Bif 07 ceprHs
2020 poky

3asiBHUK, KpaiHa

ITignpuemcTBo 3 100% iHo3emHoI0 iHBecTuLicro «AMK'FOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

Acadia Pharmaceuticals Inc. (AKAIA ®apmacktorikan3 k), CIIIA

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa gociigHuKa [OC/TiiKyBaHOro jikKapcbkoro 3acoby Penyromikc (TAK-385, T-1331285, RVT-
601, MVT-601), Bepcis 14.0 Bix 06 ciuns 2022 poky aHT/IiMCbKOIO MOBOH; [Jocbe AOCIIKYBaHOTO
nikapcbKoro 3aco0y Penyromikc, Bepcist 4.2.1 Big moToro 2022 poKy aHT/TiiCEKOI0 MOBOFO

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

Ne 1070 Big 14.05.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TIOAOBXXEHE NOCJIIIXKEHHSA SPIRIT: MixxHapogHe, BiJKpuTe, OJOBXXeHe J0CIipkKeHHs (a3u 3 3
OJJHIE0 TPYIIOKO [ OL[iHKKA Oe3rmevHocTi Ta e(eKTUBHOCTI 3aCTOCYBaHHSI PEJIyTO/IIKCY pa3oM i3
HU3BKUMHK /I03aMU  eCTPAJiosly Ta HOPEeTHHJPOHY aleTaTy y J>KIHOK i3 0OoseMm, TIOB’s3aHUM 3
€H/IOMETPI030M», MVT-601-3103, 3 nonpaskoto 4 Biz 01 smnHsa 2021 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJIAIBHICTIO «®APMACBIOTIKATT PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Myovant Sciences GmbH, I1IBefitiapis

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTreBoi
TIOTIPaBKU

YTounenns po nporokony ALT-L9-03, Bepcis 1.0 Bix 15 sucromaza 2021 poky: BBeJeHHs
JIOC/TiI)KYBAaHOTO JIIKapChKOTO 3aco0y 3ac/IiruieHuM/ PpO3C/ITN/IeHHM TIepCOHAZIOM MiCIs TPOBeeHHS
BurnpobyBanHs Big 10 mororo 2022 poky; 3asyueHHS [OJATKOBHUX MICIhb TPOBeEHHSI K/IiHiYHOTO
BUTNPOOYBaHHS:

Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. K.M.H. Kanmyk H.I.

KomyHasibHe HekoMepliiliHe mTiAnpueMcTBo «BiHHMIbKa o6sacHa KiiHiUHA JIiKapHS M.
M.I. TluporoBa BiHHUI[EKOI 00/1acHOI pafin», BUCOKOCTIEI[ia/li30BaHUM KJIiHIYHUNA 1[eHTP
MiKpOXipyprii oka 3 6;10KOM 04HOi TPaBMH Ta 'OCTPOI MaToJIoTii oprada 30py, M. BiHAMLs

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

MeauuHuil 1]eHTP TOBAapHCTBA 3 OOMEXXEHOK BiAMOBiZAMBHICTIO «3aKapmaTCbKUN LIEHTP
MIKpPOXIpyprii oka», M. ¥Y>Kropoz,

Howmep Ta fara Hakasy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanziomizoBaHe, To/iBiliHe ciimne, baraTorieHTpoOBe AOCTiHKeHHs a3y 3 y TapanebHUX TPyTax 3 MEeTOH
NopiBHSAHHS edeKTUBHOCTI Ta Oe3reuHocti mperapary ALT-L9 i mpemapary Ainia® y mMailieHTiB i3
HEOBAaCKYJ/ISIPHOK BiKOBOK MakysspHOt fereHepaniero (ALTERA)», ALT-L9-03, Bepcis 1.0 Bifg
15 mucronaza 2021 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xejc YkpaiHa»

CnoHcop, KpaiHa

Altos Biologics Inc., Pecriybnika Kopest

CynyTHi
Marepianu/mpenaparu
CYMyTHBOI Tepariii

B.o. renepasibHOro JupexkTopa /lupekropary



(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikallis cyTreBoi 36ibIIeHHsT KiTbKOCTI AocutipKyBaHux Ha 30 ocib (3aranbHe 30ibliieHHs [0 45 MaljieHTiB B YKpaiHi)
TOMNPaBKU

Howmep ta fata Haka3y Ne 1326 Big 02.07.2021

MO3 m00 3aTBepAyKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Ha3Ba K/TiHiuHOTO «Bigkpure mocmimkeHHss da3u 2 A7 OLiHKU eHoO/iTy3ymaby B KombiHarjii 3 petudansiMmabom abo
BUIIPOOYBaHHs, KO/, tTeboTesiMaboM y Tepwiiii JTiHii JTiKyBaHHS TAL[iEHTIB 3 peLUAMBYIOUMM abo MeTacTaTUYHUM
BepcCis Ta jara IVIOCKOK/IITUHHUM pakoM rosiosu Ta mui», CP-MGA271-06, monipaska 1, Big 16 rpyans 2020

3asiBHUK, KpaiHa ToBapucTBo 3 06MexxeHO0 BiznoBifanbHicTio «KLIP YKpaiHa»

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

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honmatok 15
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa MiClis TPOBe/IEHHsI K/TiHIYHOTO BUMPOOYBaHHS:

Bbyno

Cramno

I.M.H. Mopos C.M.

KomyHasbHe mirpueMcTBO «/IHITIpOneTpoBChKa
obnacHa KniHiyHa mikapHsi iM. I.I. MeuHuKOBa»
[uinporneTpoBcbkoi  06iacHOi pazau, 0b6sacHUM
LIEHTP TICHXOCOMAaTUYHMX pO3JaZiiB Ha 0a3i
TICUXOHEBPOJIOTiYHOI0 BiAjineHHs, M. JJHInpo

I.M.H. Mopos C.M.

KomyHasbHe TminpueMcTBO «/IHIMIpOeTpoBChKa
GaraTtoripodisibHa KiHiUHA JIiKapHS 3 HaJaHHS
TICUXIaTPUYHOI  JOMOMOrM»  JIHINpOneTpoBChKOI
obacHoi paju», Ob6sacHui LIEHTP
TICUXOCOMaTUYHUX po3naziB Ha 6asi
MCUXiaTpUYHOro BiagisieHHss Ne28, M. [THINpo

3MiHa Ha3BM MiCIIs TPOBe/IEHHs K/TiHIYHOTO BUTIPOOYBaHHS:

Bbyno

CraJso

J.M.H., npo¢. Bunnauk M.I.

Ob6sacHa TICUXOHeBposOriyHa  JikapHs — Ne3,
BiggineHHs Nel, JIBH3 «IBaHO-®paHKiBChKMM
HallioHaTbHUM MeIUUHUM yHiBepcuTeT», Kadezapa
rcuxiaTpii, HapKOJIOrii Ta MeJUYHOI TCUXOJIOrii,
M. IBaHO-DpaHKiBCHK

J.M.H., ipo¢. Bunnuk M.I.

KomyHaneHe ~ HekoMepLiiiiHe  MiJTIPUEMCTBO
«[TpukaprniaTcbKuii 00/1laCHUN KITiHIYHUN 1IEHTP
TICUXIYHOIO 3/10pOB'd IBaHO-PpaHKiBCHKOL
obmacHoi  pagw», BigginenHs Nel, IBaHo-
®paHKiBCbKUH HallioHa/TbHUH MeJUUHUI
yHiBepcuteT, Kadeapa mcuxiaTpii, HapKoJorii Ta
MeJMUHOI rncuxoJorii, M. IBaHo-PpaHKiBCbK

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJIiIHIYHOT'O BUITPOOYBaHHS

Ne 1960 Big 29.10.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«®a3a 3b OararoLeHTpPOBOro, paH/OMi30BaHOTO,

MO/IBiMHO cjimoro, 1uialeb0-KOHTPOJILOBAHOTO

JOCTiIKeHHST 00 OLiHKY Oe3reKu JliKyBaHHs [liMaBaHCepPHHOM y I0POC/IHX Ta JIFOJIeN TIOXU/IOT0 BiKy 3
HeWpONCUXiaTpUYHUMH CUMITOMAaMHM, MOB'SI3aHUMU i3 HelpoJereHepaTHUBHUM 3axXxBOproBaHHSIM», ACP-

103-046, 3 iHKOpIIOpOBaHOIO MOTPaBKoI0 6, (hiHa/IbHa

Bepcis 1.0 Big 23 yanag 2019 p.
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3asgBHUK, KpaiHa TOB «BOPJIZIBAV/T KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa «AKA/IA ®apmacstotikan3 [Hk., CIIA»(ACADIA Pharmaceuticals Inc., USA)
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

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




HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUH TIPOTOKOJ KiliHiuHOTO BUpoOyBaHHs MK-8591A-019 3 iHkopriopoBaHot0 morpaBkoio 08 Bif
20 ciuns 2022 poky, aHIilcbKo MOBOO; bporrypa gocnigarka MK-8591/ MK-8591A, Buganus 11 Bix
07 ciunsa 2022 poKy, aHIJIiMCBKOIO MOBOI; IH(opmallisi Ta AOKyMeHT mpo iH(OpPMOBaHy 3roAy AJis
nauieHra, YkpaiHa, MK-8591A-019, Bepcis 4.00 Bix 08 smrotoro 2022 p., yKpaiHCBKOI MOBOIO;
Indopmariist Ta JokyMeHT Tipo iHopMOBaHy 3rofly A/s matlieHTa, YkpaiHa, MK-8591A-019, Bepcis 4.00
Big 08 moTtoro 2022 p., pocitickkor MoBoto; [HbopmariiliHuii 6roseteHb po Hykseo3ugHuii iHribiTop
TpaHc/oKallil 3BopoTHOi TpaHckpurtaun (MK8591A_NRTTI Fact Sheet), Bepcis 1.0, ykpaiHCbKOIO
MoBoto; IHdopmariitinuii  Grosietenb mpo  Hykeo3ugHwii  iHTiGiTOP  TpaHC/IOKaIlii  3BOPOTHOI
tpaHckpuritasu (MK8591A_NRTTI Fact Sheet), Bepcisi 1.0, pociiicbkoro moBoto; Po3gin «P.5 CONTROL
OF DRUG PRODUCT» [ocbe mociimKyBaHoro Jjikapcbkoro 3acoby MK-8591A, Bepcist 07YFVH Big 18
CiuHs 2022 poKy, aHT/TiHCbKOK MOBOIO; JI0ChE [JOC/TiIKYBaHOTO JIiIKapChKOT0 3aco0y riaiebo 7o
MK-1439 (Doravirine), Bepcis 07YFVH Big 18 ciuns 2022 poky, aHIJiCbKOIO MOBO; 3anydeHHs
JI0JJaTKOBOI BHUPOOHMYOI [Ii/ITHKHY, BiZIMOBiZa/bHOI 3a TecTyBaHHA Twianiebo mo MK-1439 (Doravirine):
Merck Sharp & Dohme Corp., USA; 3pa3ok MapKyBaHHSI AOC/IiPKyBaHOTO JliKapcbKoro 3acoby MK-
8591A abo miarie6o, Bepcist 7.0 Big 19 mucromnaza 2021 poky, aHT/TIMCEKOI Ta YKPaiHCHKOK0 MOBaMU

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

Ne 1574 Big 10.07.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanpomizoBane, kiiHiuHe gociimpkeHHs 111 ¢a3u y BIJI-1-iHdikoBaHUX Malli€eHTIB, KUM MPOBOAUJIACS
IHTeHCMBHA Teparlis, [AJd OL[HKM aHTHPeTPOBIPYCHOI AaKTMBHOCTI CJIIOro JIKyBaHHS ic/aTpaBipom,
JopaBipvHOM abo JopaBipvHOM/ic/IaTpaBipoM TpU TMOPIBHSIHHI KOXKHOI TPYIH JIiKyBaHHs 3 Tuiaiebo, a
TAKOXX /I/Is1 OL[iHKM aHTHPETPOBIPYCHOI aKTUBHOCTi, 0Oe3MeKU Ta IMepPeHOCUMOCTi BiJKDUTOTO JTiKyBaHHS
JopasipuHoM/icnaTpaBipom», MK-8591A-019, 3 inkopnopoBaHotwo mnoripaBkoro 06 Big 08 uvepsHsi 2021

POKY
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3asgBHUK, KpaiHa ToBapucTBO 3 06MekeHOr0 BifnoBiganbHicTI0 « MCJT YKpaiHa»

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

CynyTHi —

Marepianu/mpernaparu

CYIYTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gocnigavka [1J13 BpiBapatieram (ucb 34714), Bepcis Bif 24 motoro 2022 poKy, aHTJIiHCHKOIO
MoBoto; CripolljeHa xapakTepuctuka [1J13 Briviact, aHT/1iliCbKOIO MOBOIO

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

Ne 516 Big 22.03.2021

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

«PanziomizoBaHe, TMiATBepKyrOUe, TIOABiliHe criire, T/1alle00-KOHTPO/bOBaHe, OaraToleHTpOBe
JOCITi/KeHHs MiZI00py ONTUMAasIbHOI 03U B Mapasie/bHUX TPyTax i3 2-eTalHUM a/IalITUBHUM [JIHU3alHOM i
PaHJ0Mi30BaHOIO BiZIMiHOO /15 OL[iHKK e(heKTUBHOCTI, Oe3MeyHOCTi Ta epeHoCuMOoCTi OpiBaparieTamy B
SKOCTi MOHOTeparii B MallieHTiB y Billi Big 2 g0 25 poKiB i3 AWTAYOI0 abCaHCHOMWO erisenciero abo
IOBEHIZIbHOIO abcaHCHOMO emisiericiero», N01269, 3 iHKopmopoBaHOW TIONpaBKow 2 Bim 29 OepesHs
2021 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuit po3zin P Drug Product MK-7339, Bepcisi 07XFXK iz 08 rpyans 2021 poky, aHT/IiCbKOIO
MOBOIO; 3anyyeHHs [AOAATKOBUX MAOCTI[PKYBaHMX JIIKADCHKUX 3aco0iB, MperapartiB TOPIiBHSHHS Ta
BiAmoBigHMX BupoOHMuMx AinsiHOK: KarnenmTabin (Capecitabine Accord), 500 mr, TabneTky y 6icTepHiit
ynakoBiji, Bupobauku: Accord Healthcare Polska Sp. z.0.0., Poland; Werthenstein BioPharma GmbH,
Switzerland; Fisher Clinical Services GmbH, Switzerland; Kanenura6in (Capecitabine Accord), 150 mr,
TabneTku y OmicrepHiii yrakoBiji, Bupo6ruku: Accord Healthcare Polska Sp. z.0.0., Poland; Werthenstein
BioPharma GmbH, Switzerland; Fisher Clinical Services GmbH, Switzerland; ®osinoBa kucnora 10
mr/mn (y BursAi kanblito ¢osninaty) (Calcium Folinate, Calciumfolinat-GRY® TEVA), po3uuH s
in’ekuii, Bupobnuku: Pharmachemie B.V., Netherlands; Werthenstein BioPharma GmbH, Switzerland,;
Fisher Clinical Services GmbH, Switzerland; 3pa3ok nepBuHHOro mapkyBaHHs Capecitabine Blister,
Bepcis 2.0 Big 29 mucronaza 2021 poky; 3pa3ok BToOpuHHOro MapKyBaHHs Capecitabine Kit, Bepcis 2.0
Bif 29 nucronaza 2021 poky; 3pa3ok rnepBuHHOro MapKyBaHHs Calcium folinate Vial, Bepcis
3.0 Bix 13 rpyans 2021 poky; 3pa3ok BTopuHHOro MapkyBaHHs Calcium folinate Kit, Bepcis 3.0 Big 13
rpyausi 2021 poky; Bpoiypa mocnigauka Osamapub (Olaparib) (AZD2281, KU-0059436), Buganus 21
Biz 31 ciuHsa 2022 poKy, aHIIilCbKOI0 MOBOK)

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

Ne 1924 Big 21.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomizoBaHe, BigkpuTe AocimkeHHs 3 a3y A/ OL[iHKK e(eKTUBHOCTI Ta 6e3reyHoCTi MoHOTeparil
osartapubom abo y komOiHawii 3 GeBaru3ymMabom, y MOpiBHsIHHI i3 3acTOCyBaHHSIM OeBaru3ymaOy i3
¢dTopripuMiIUHaMK Y TIALi€HTIB 3 HeornepabesibHUM ab0 MeTaCTaTUYHUM KOJIOPEKTaJbHUM pakoM 0Oe3
03HaK TIpPOrpecyBaHHs XBOpoOU mic/s iHAyKuitiHoi Tepartii nepioi jinil (LYNK-003)», MK-7339-003, 3
IHKOpIiopoBaHoo norpaskoro 04 Biz 29 mucronaza 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»
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CrioHcop, KpaiHa «Mepk lapn Exp Joym Kopr.», nouipHe mianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

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




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHSI CYyTTEBUX MOIMPaBOK» U
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa gocnigarka MK-1308A, Buzaanss 2 Bif 28 motoro 2022 poky, aHT/IiACEKOK MOBOIO; YKpaiHa,
MK-6482-012, Indopmaliis Ta [JOKyMeHT TIpo iHpopMoBaHy 3rofy Ajs TmaljieHTa, Bepcis 2.04 Bix
28 Oepe3nsi 2022 p. ykpaiHCbKOIO MOBOIO; OHOBeHe [1oChe [JOCTIPKyBAaHOTO JIiKapCBKOTO 3acoly
MK-1308A, Bepcis 07ZN9W, Big 13 Gepe3uss 2022 p., aHTJIiHCbKOIO MOBOIO; [1O/IOBXKEHHSI TepMiHY
MPUJATHOCTI IOC/IiZ)KyBaHOTO Jikapcekoro 3acoby MK-1308A (MK-1308/MK-3475) crepunbHUi
PO3uMH /Il BHYTPIlIHbOBeHHOI iH(Qys3ii, 1.43/22.86 mr/mn 3 24 micsayiB fo 30 MmicsALiB y 3B’SI3Ky 3
OTPHMAaHHSIM HOBUX JJAHUX 1110710 CTabiIbHOCTI

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

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«Bigkpure, paHgomizoBaHe gociimpkeHHs III da3u gyia ouiHku edeKTUBHOCTI Ta 6Ge3rneyHocTi
nembponizymadby (MK-3475) y kombiHariii 3 6ensytudanom (MK-6482) ta nenBatunibom (MK-7902),
abo MK-1308A y kom0iHariii 3 ieHBaTHHIOOM TIOPiBHSTHO 3 1eMOposTizyMaboMm i jieHBaTHHIOOM B SIKOCTi
replIol JIiHiI Teparii [/ y4YaCHUKIB 3 PO3IOBCIOJ)KEHOI CBITJIOK/JITUHHOK HHUPKOBO-K/IITUHHOK
KapuuHoMoro», MK-6482-012, 3 inkoprioposaHoro noripaBkoro 03 iz 10 rpygus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn en Joym Koprm.», gouipHe nianpuemctso «Mepk eHz Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnossieHe [lochke AOCIiIKYBaHOTO JliKapchKoro 3aco0y X842, Bepcis 5.2 Big 23 mortoro 2022 poky;
[TogoB)KeHHsT TepMiHy TIPUAATHOCTI JOCTIPKYBaHOTO JiiKapCbKOro 3aco0y X842 mo 24 wicsiis;
[TofoB)KeHHsI TPUBAJIOCTI K/IiHIYHOro BUNMpoOyBaHHs B YKpaiHi 10 30 kBiTHs1 2023 poKy

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

Ne 833 Biz 28.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

PanzioMi30BaHe, 3 MOZBIMHOIO iMiTalli€l0 Ta 3 aKTUBHUM KOHTPOJIEM [i/Is TiZI00py [103H, MO/BiHHe CJlire
JIOCJTi/DKeHHs1 Y TIALliEHTIB 3 €PO3UBHUM e30(ariToM, CipuurHeHUM ractpoe3odareasbHOH0 pedIHOKCHO
xpopoboto (I'EPX), ctynenss C abo D 3a Jloc-AHmpKenecbKor Kiacudikaili€ro, a Tako)K y TaIji€HTIiB 3
MIPUHANMHI YaCTKOBUMH CUMITTOMaMH €pOo3UMBHOrO e3odarirty, cripuunHeHoro I'EPX, ase 6e3 3aroeHHs 3a
pe3yJIbTaTOM eHJOCKOIIYHOr0 JOCTipKeHHS Mic/isi OTPUMaHHSI HUMHU 8-TH)KHEBOTO KypCy 3aroroBasibHOI
cTaHAapTHOI Tepamii iHribitopom mnporoHHoi mnommwm (ITIIT), 3agia BuBYeHHs Oe3revyHOCTI Ta
MepPeHOCHUMOCTI JIIKyBaHHS, IIIBUKOCTI 3ar0lOBaHHs epo3il Mmic/is 3acTocyBaHHs X842 abo saHcorpa3ony
MPOTArOM 4 TWXKHIB, a TaKOXK XapakTepy 3MiH CUMIITOMIB IPOTACOM HACTYMHOIO 4-TW)KHEBOI'O mepiony
JiKyBaHHs ylaHcorpasosioM, CX842A2201, sepcis 2.0 3 nonpaskoro 1.0 Big 19 munns 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Cinknyc ®apma AI'», IlBeiiapis/ Cinclus Pharma AG, IllBeiiiiapis

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
18.05.2022 No 827

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii Betyn gocke gocmimpkyBaHoro npernapaTy CaBosiTiHiOy, TabseTku, Bepcis 6.0 Big 01 6epe3Hst
2022 poky; OHoB/ieHHM BCTyr CKOpoueHOTO [[0Che Tperapary nopiBHsHHS CyHiTiHiOy, Karncymu, Bepcis
1.0 Bix 18 motoro 2022 poky; IHdopmaliis Ta dopma 3roau Ajis JOPOC/IUX YYACHUKIB AOCTiIKeHHS,
nokanbHa Bepcisi Homep 4.1 aast YKpalHM YKpaiHCBKOIO Ta POCiMChKOK MOBamu, fAata Bepcii 08 KBiTHs
2022 poky, Ha ocHOBI Macrep Bepcii Homep 5.0 Bif 24 munHsa 2018 poky

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

Ne 897 Big 04.08.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpure, paHmoMmi3oBaHe, MOpiBHIOBa/IbHe, OaraTolieHTpoBe KiiHiuHe JOC/ifpkeHHs (a3u 3 OL[iHKH
edekTrBHOCTI Ta Ge3neku CaBosiTiHIOy B mopiBHsHHI 3 CyHiTiHiOOM y matjienTtiB 3 MET-103uTHBHOIO,
HeoriepabeslbHOIO Ta JIOKa/IbHO-TIOLIMPEHO0, ab0 MeTAaCcTaTUYHOK TAlliIIPHOI0 HUPKOBO-K/TITHHHOO
kapuuHoMoro (MHKP)», D5082C00003, Bepcis 6.0 Big 19 rpyans 2018 poky

3asaBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu
18.05.2022 Ne 827

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnena bBpomypa pgocnigauka PF-06651600 (Putnernurtuni6), Bepcis 8.0 Big rpyaus 2021 p.,
aHr/TiiCbKOI0 MOBOW; OHoBneHa Bpomrypa gocniguuka PF-06700841 (Bperorwmtini6), Bepcis 7.0 Bifg
muctonaga 2021 p., aHrilcbkor0 MoBoro; [HdopMaljilinuii 1McToK maijieHTa Ta dopMa iHhopMoBaHOL
3ro/Ii Ha yyacTb Yy HAyKOBOMY ZAOCJipKeHHi, Matictep Bepcisi Big 03 motoro 2022 p., Bepcis A/ YKpaiHu
10.0 Big 23 moTtoro 2022 p., aHT/IiMCbKOIO Ta YKpaiHCHbKOK MoBaMu; IHoOpMaLiiHUil JUCTOK BariTHOI
napTHepKd Ta ¢opma iHdopmoBaHOI 3rofu Ha pPo3KpuTTs iHdopmalii, Bepcis 9.0 ans Ykpainu Big 23
motoro 2022 p., Ha 0cHOBI MaiicTep-Bepcii Big 03 moToro 2022 p., aHT/iACHKOIO Ta YKPaiHCbKOK MOBaMU

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

Ne 1207 Big 25.06.2018

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

«PanziomisoBaHe, moBiliHe cire, T1aleb0-KOHTPO/IbOBAHEe [OC/IKEHHsT Y Mapae/ibHuX rpymnax ¢asu
2A pnsa ouiHku edeKTHUBHOCTI Ta Ge3rneyHocTi mepopasibHOi gopmu npenapartiB PF-06651600 ta PF-
06700841 B sIKOCTi iHAYKIIiMHOI Tepartii Ta BiKpUTe po3IIMpeHe JiKyBaHHS Malli€HTiB 3 XBOpoboro KpoHa
cepegHbOTO ab0 Ba)KKOTO CTyTeHs TsOKKOCTi», B7981007, ¢iHanmpHa Bepcis 3 iHKOPIIOPOBAHOMO
MOMNPABKOI0 5, Bifl 27 mvnHg 2021 p.

3asgBHUK, KpaiHa

TOB «KniniuHi gocnifkeHHss AMKOH», YKpaiHa

CnoHcop, KpaiHa

@aiizep Ink., CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu
18.05.2022 No 827

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa gocnigavka BAY 1841788, Bepcist 7.0 Big 04 6epesnst 2022 p., aHI/TiICEKOI0 MOBOIO

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

Ne 310 Big 23.02.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzomiszoBaHe, moABiliHe ciiime, T1alle00-KOHTPOIbOBaHe JOC/iZ)KeHH ¢a3u 3  rpernapary
JlapoJiyTaMizi B ZIOTIOBHEHHS /10 aHAporeHzenpuBariiHoi Tepamii (A/T) y nopiBHsHHI 3 muiariebo mutroc
AIT y 4o/OBIKIB i3 MeTacTaTUUHKMM TOPMOH-YYT/IMBUM DakoM IMepeaMixypoBoi 3ano3u (MIYPII3)»,
21140, Bepcig Bif, 24 Bepecns 2020 p.

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Bayer Consumer Care AG, IlIBetitjapis

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu
18.05.2022 Ne 827

InenTudikatiis cyTreBoi [TposoB>KeHHsS TePMiHy MpoBeJieHHs KaiHiuHoro BunpobyBanas AC220-A-U302 mo 31 ciunsa 2024 poky
TIOTpPaBKU
Howmep Ta fara Haka3zy Ne 423 Bipm 12.04.2017

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «[ToppiiiHe cyiine, TUIAIIE00-KOHTPObOBaHe JOC/i/KeHHsT (asu 3 [Ji1 BUBUEHHS 3aCTOCYBaHHs

BUTIPOOYBaHHS, KO/, KBU3apTHHIOY y TO€AHaHHI 3 iHAYKIIMHOK i KOHCOJiZALiiHOI XimioTeparii€ro, a TakKOXX y BUIVIAZL

BepCisi Ta jara MPOJOBXKEHHs Tepamil y mnayieHTiB BikoM Bifg 18 go 75 pokiB i3 Briepue BusiiennMm FLT3-ITD-
MO3UTUBHOK TOCTporo MienoigHoro nelikeMieto (QUANTUM First)», AC220-A-U302, Bepcis 7.0 Bix 26
TpaBHs 2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 06MEXeHO0 BifnoizansHicTI0 «JIABKOPIT K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»

CrnoHcop, KpaiHa [Haitiui Cankio, IHk., [Daiichi Sankyo, Inc.], Crionyueni [lITatu Amepuku

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

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




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu
18.05.2022 No 827

InenTudikatiis cyTreBoi Bporrypa pocnigavka nipenapaty JNJ-54767414 (mapatymyma0), Buganss 18 Bix 17 rpyans 2021 poky;
TIOTIPaBKU [Hdopmariisi anst maiienta i dopma iHpopmoBaHoi 3rogu, Mogens Anas Ykpainu, Bepcis 8.0 Bix 14
6epe3ns 2022 poKy, yKpaiHCHKO Ta POCiCHKOK MOBaMH

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

Hassa kiiHiuyHOTO «®a3a 3, paH/j0Mi30BaHe KOHTPO/IbOBaHe BiZIKpuTe AoCuipKkeHHs Benkeny (6opTte3omib), mendanany Ta

BUIIPOOYBaHHs, KO/, npepHizoHy (BMII) y mnopiBHsHHI 3 gapatymymabom y komb6inarii 3 BMII (J-BMII) y paniue

BepCis Ta jara HeJIIKOBaHUX TMAL|i€HTIB 3 MHOXUHHOIO MI€JIOMOIO, SIKUM He [I0Ka3aHa BMCOKOZ030Ba Teparisi»,
54767414MMY 3007, 3 iHKopriopoBaHOO IorpaBkoro 8 Biz 02 uepsHst 2021 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, KpaiHa «SAHccen-Cinar Intepremnn H.B.», besnbris

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

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




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu
18.05.2022 No 827

InenTudikatiis cyTreBoi Omnosnenns bpouypu a5 gocaifgnvka 3 npernapary Coagulation Factor IX (Recombinant) (APVO101) Ha
TI0IIpaBKU penakuito 11.0 Bixg 18 ciuns 2022 p.; TTooB)KeHHsST TPHUBa/IOCTi TIPOBeieHHsT KJTIiHIYHOTO BUTIPOOYBaHHS B
CBiTi Ta B YKpaiHi 0 31 ceprias 2022 p.

Howmep Ta gata Hakazy Ne 2107 Big 17.10.2019

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa kiiHiuyHOTO «OrujiHka npernapaty pekombinantHoro ¢akropa IX, APVO101, y giteli, xBopux Ha remodinito B, skum
BUIIPOOYBaHHs, KO/, paHilie MpoBOAWIOCS JIIKyBaHHS JaHOro 3axBoproBaHHsA», APVO101-903, pepakuisa 3.0, rornpaska 2 Bif,
BepCis Ta jara 29 munea 2020 p.

3asBHUK, KpaiHa TOBAPKUCTBO 3 OBMEXXEHOTO BIATIOBIJIAJIBHICTFO «I11 EC AM-YKPATHA»

CrioHcop, KpaiHa «Mepekcyc ®apma, [HK.» [Medexus Pharma, Inc.], CIIIA

CynyTHi —

Marepianu/mpernaparu

CYTYTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu

18.05.2022 Ne 827
InenTudikatiis cyTreBoi [TofoB)KeHHsT TPUBAJIOCTI TIPOBe/IeHHs K/TiHIYHOTO BUTIPOOyBaHHS B CBiTi Ta B YKpaiHi 7o 31 rpygHs
TIOTpPaBKU 2022 p.; 3MeHIIIeHHs 3arJIaHOBAHOI KiIbKOCTi JOC/iI)KyBaHUX B YKpaiHi 3 82 10 9 ocib
Howmep Ta fara Haka3zy Ne 662 Biz 16.03.2020
MO3 w00 3aTBepKeHHs
K/TIHIYHOT'O BUITPOOYBaHHS
Hasga kj1iHiuHOTO «docnimkenns II da3u 3 MeToro OL[iHKK Oe3meuHOCTi ¥ edeKTMBHOCTI Tepariii rpernapatom SYD985,
BUTIPOOYBaHHS, KO/, KOHIOTaTOM aHTUTi/Ia Ta JIIKapCbKOI PEYOBWHM, W0 MNPOBOAUTBCS B OJHIM TIpyIi MAallieHTOK i3
BepCisi Ta jara PeLMAVBHUM, TIOLIMPEHUM ab0 MeTacTaTUUHUM PakoM eHzioMeTpito 3 ekcripeciero HER?2, y sikux paHiiie

Oys10 BUSIBJIEHO TIPOTPECyYBaHHS 3aXBOPIOBAHHS HA TJIi UM ITiC/Is POBEJIeHHs XiMioTepartii mepioi JiiHil Ha
OCHOBI MipenapariB riatuan», SYD985.003, pepakuisg 3.0 Big 30 BepecHs 2020 p.

3asiBHUK, KpaiHa TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»
CrioHcop, KpaiHa «binongic 5.B.», [Byondis B.V.], Hizepnanau

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

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




HonaTok 28

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu
18.05.2022 No 827

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuit Ilpotokon kiiHiuHoro pociimkeHHs INCMGA 0012-304, Bepcisi 2 3 iHKOpPIIOpPOBaHOIO
norpaBkoro 1 Big 16 rpygas 2021 poky; Bpomypa mocmiguuka Petidannimaby (INCMGAO00012),
BugaHHs 8 Big 10 nmuctonaza 2021 poky, aHr/ilickkoro MoBoro; [HdopManiliHui IUCTOK i opma 3roau,
Bepcisi V4.0UKR(uk)1.0 Big 17 ciuna 2022 poky, repeksaj; yKpaiHCbKOI MOBOO Bif 23 mtoToro 2022
poky; [HdopmMariitinuii nvctok i dopma 3roau, Bepciss V4.OUKR(ru)1.0 Big 17 ciuns 2022 poky, nepeksiaz
pociticekkoro MOBO Bif 23 sotoro 2022 poky; CrpoiijeHa xapakTepucTtuka [1JI13 Pemetrexed Accord,
KOHLIeHTpaT 25 MI/MJ AJi TIPUTOTYBaHHSl PO3UMHYy [s1 iHQY3iii 25 Mr/mj, aHI/IiNCbKOH MOBOIO;
BksitoueHHs 1oAaTKoBOI yikapcbkoi dopmu /1713 TTemetpekcen 100 mr i 500 Mr y BUT/Isi KOHILIEHTpATy
25 Mr/mil Ajisi IpUTOTYyBaHHS po3uuHy Auist iHdy3ik (Bupobuuku: ACCORD HEALTHCARE LIMITED,
0O6’eanane KoposniBctBo; Accord Healthcare Polska Sp. z 0.0. Magazyn Importera, [Tonbiia; WESSLING
Hungary Kft., Yropumna; LABORATORI FUNDACIO DAU, Icnanist); 3pa3oK MapKyBaHHS KOPOOKH
[J13 Tlemerpekcen 100 mr/4 M KOHLIEHTpaT JJisi TIPUrOTYBaHHSI PO3uuHy i iHQys3ii, Big 18 ciuns
2022 poKy, yKpaiHChbKOW MOBOW; 3pa3okK MapkyBaHHs (nakoHy [JI3 Tlemerpekces 100 mr/4 wmn
KOHI|eHTpAT AJisl TIPUrOTYBaHHS PO3uuHY A1 iHPy3il (25 mr/mi) Big 18 ciunsa 2022 poky, yKpaiHCBbKOIO
MOBOI0; 3pa30k MapKyBaHHsI KopoOku [IJI3 Tlemerpekcen 500 mr/20 M1 KOHLIeHTpAT [Jis TIPUTOTYBaHHS
po3unHy J71s iHQy3ii, Big 18 ciuns 2022 poky, yKpaiHCbKOIO MOBOIO; 3pa30K MapKyBaHHs ¢iakoHy [J13
[TemeTpekcen 500 mMr/20 M KOHLEHTpaT AJisl TIPUTOTYBaHHSI PO3uUuHY [/ iHQy3ii (25 mr/mn), Big 18
ciunsg 2022 poky, yKpaiHCbKOK MOBOO

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

Ne 1468 Bif 26.06.2020




2 MPOJOBXKEeHHA JojaTka 28

Ha3ssa kiiHiuHOTO «PanzomisoBaHne, noBiliHe ciine gocipkeHHs a3y 3 A5 OLIHKY XimioTepariii rperapataMy Ha OCHOBI

BUTIPOOYBaHHS, KO/, raTiHU y KombiHargii 3 nperrapatom INCMGAO00012 ab6o 6e3 HbOro B SIKOCTi Tepartii mepiroi JiHii mpu

Bepcis Ta fjaTa METaCTaTUUYHOMY TUIOCKOK/TiTHHHOMY 1 HETUIOCKOK/IITHHHOMY He/IpiOHOKTITUHHOMY paKy JiereHiB
(POD1UM-304)», INCMGA 0012-304, Bepcis 1 Big 14 nuctomnaza 2019 poky

3asiBHUK, KpaiHa Iianpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVK’FOBIA PJIC YkpaiHa»

CrnioHcop, KpaiHa Incyte Corporation, United States

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 29

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEHHSI CyTTEBUX MOTMPaBOK» 3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHu
18.05.2022 No 827

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBneHuii NpoTokon KiiHiuHoro gociimkeHHss HLX10-004-NSCLC303, pepakuis 5.0 Big 31 rpyass
2021 p.; CuHOMICKC OHOBJIEHOTO MPOTOKOJY KiaiHiyHOTrO AocaigkeHHss HLX10-004-NSCLC303, pezpakuis
5.0 Big 31 rpyans 2021 p., ocTaTouHKM MepeK/a/ 3 aHr/IiCbKOI MOBU Ha YKPaiHChbKY MOBY Bif 13 KBiTHsI
2022 p.; Popma iHbopMOBaHOI 3roAu [jisl yyacTi y HAyKOBOMY KJIiHIUHOMY [AOC/i/PKeHHi, ocTaTouHa
Bepcis 5.0 Big 31 6epesnst 2022 p., 0CTaTOUHUM MepekKsiaZ 3 aHIJIiChKOI MOBY Ha YKPaiHCBKY MOBY Biz 14
KBiTHS 2022 p., OCTaTOYHMM Tepekiaj 3 aHIJIIMCbKOI MOBU Ha POCIMCBKY MOBY Bif 14 kBiTHA 2022 p.;
dopma iHQOpMOBaHOI 3ro[i Ha JIiKyBaHHS TiC/is MEpLIOr0 MPOrpecyBaHHsI 3aXBOPIOBaHHS, OCTaTOYHA
Bepcis 4.0 Bix 31 6epe3nst 2022 p., ocTaTouHuWI MepeKiaj, 3 aHIVIiMCbKOI MOBU Ha yKpaiHCbKY MOBY BiJ|
14 xBiTHs1 2022 p., OCTaTOYHUIA TIepeKsIaf, 3 aHI/TiMCbKOT MOBU Ha POCiHicbKy MOBY Bif 14 kBiTHs1 2022 p.;
dopma iHpOpMOBaHOI 3rofu II0A0 JOCTPOKOBOIO TMPUITMHEHHSI MPUIOMY J0CTiPKyBaHOTO Tpernapary,
ocratouHa Bepcis 3.0 Big 31 6epe3ns 2022 p., OCTaTOYHUIA TIepeKIaj, 3 aHT/TiMCbKOI MOBU Ha YKPaiHCBKY
MOBY Bif 14 kBiTHA 2022 p., 0CTaTOYHMM NepeK/iaZ; 3 aHIJIiNCbKOI MOBY Ha POCIHMCBKY MOBY Bif 14 KBiTHSA
2022 p.; ®opma iHPOpPMOBAHOI 3ro/id BariTHOI MapTHEPKU Yy4yaCHUWKA AOCTiKeHHs, OCTaTOYHa BepCis
4.0 Biz 31 6epesnst 2022 p., ocTaTOuHUI MepeKsiaj, 3 aHIJiHChbKOI MOBY Ha YKPaiHCbKY MOBY BiJ| 13 KBiTHS
2022 p., ocTaTOuHWM MepeK/aj 3 aHI/IiMCbKoi MOBUM Ha pociiicbky MoBY Bif, 13 kBiTHs1 2022 p.; Bpouypa
ans gocnigHuka 3 riperiapaty HLX10, pegakuis 5.0 Big 25 »koBTHs 2021 p.

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

Ne 1574 Big 10.07.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBane nmoaBikiHe ciine ©OararoueHtpoBe (dasu Il kminiuHe gmocnimkenHs HLX10
(pexoMOiHAHTHOTO TYMaHi30BaHOT'O0 MOHOKJIOHA/LHOTO aHTUTiMA 10 PD-1 (aHTu-PD-1) mns in’ekuiit) +
ximioTeparisi (kapboriatTiH + 3B’s3aHM 3 aAbOYMiHOBUMM HaHOYAaCTWHKAaMM TakiTakcena (Hab-
TMak/TiTakcen) ) y MOPiBHsAHHI 3 XiMioTeparti€to (KapOoriaTuH + Hab-TaK/IiTakce) B IKOCTi Tepartil mepioi
MiHIT TIpU MiclieBo-TIOLIMPeHOMY ab0 MeTacTaTUYHOMY TIJIOCKOKJTITUHHOMY HeZApiOHOK/IITHHHOMY paky
nereni (HOKPJT)», HLX10-004-NSCLC303, Bepcis 4.0 Bizg 08 numnus 2020 poky




2 MPOJOBXKEeHHA JojaTka 29

3asiBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIJITOBITAJIBHICTIO «ITI EC AU-YKPATHA»
CnoHcop, KpaiHa Shanghai Henlius Biotech, Inc., China / Illanxaii Xenniyc baiiotek, IHk., Kurait
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

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




