Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«Kniniune mgocmimkeHHs1 A1 OI[iHKM e(eKTUBHOCTI, (papMaKOKiHeTHKH, iMyHOT€HHOCTI Ta Oe3meuHOCTi
nperniapaty Binate (Wilate) y marjieHTiB BikoM /10 6 POKiB i3 BakKKoro ¢popMoro xBopobu Binnebpanzaa», Koz
nocnimpkenas WIL-33, Bepcis 01 Big 15 ciunst 2021 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YKpaiHa»

CnioHCOop, KpaiHa

Octapharma Pharmazeutika Produktionsges.m.b.H., Austria

[Tepetik goC/iIKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Binare 500 MO (Wilate 500) (WILATE; B02BDO06; ntoacekuii daktop 3roptanHs Kposi VIII 500 MO Ta
¢axrop Binnebpanga 500 MO); mopomok Asist po3unHy 711 il ekni 500 MO y duiakoHi, 3 po3unHHUKOM (5
M Boau Asist iH’ekwin 3 0,1% momicopbat 80); 100 MO/mit; Octapharma Pharmazeutika Produktionsges.
m.b.H, Austria;

Binare 1000 MO (Wilate 1000) (WILATE; B02BDO06; moacekuii hakTop 3roptaHHs kposi VIII 1000 MO
Ta (akrtop Binnebpanzma 1000 MO); Ilopomok nist po3umHy ans iH’ekiin 1000 MO y dnakoni, 3
po3urHHUKOM (10 M Boau ajis in’ekiiiit 3 0,1% mnosicop6at 80); 100 MO/mn; Octapharma Pharmazeutika
Produktionsges. m.b.H, Austria;

po3uuHuK Ao Binare 500 MO (Wilate 500) Boga asist in’exiiint 3 0,1% momicopbat 80 (Wilate 500 IU; Boza
Juist in’ ek 3 0,1% mnomicop6at 80); po3UMHHUK /1J1s1 TTApEHTePaTIbHOTO 3aCTOCYBaHHS 110 5 M B (p1akoHi; 5
mj1; Octapharma AB, Sweden;

po3unHuK 710 Bimate 1000 MO (Wilate 1000) Boza auist in’ekuiti 3 0,1% momicop6ar 80 (Boza Ayist iH’ €Kil 3
0,1% monicopbar 80; Boma ans in’ekuiti 3 0,1% mosicopbar 80); PO3UMHHUK /JIs1 TapeHTepasbHOTO
3actocyBaHHs 1o 10 mi B dtakoni; 10 mut; Octapharma AB, Sweden;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHSA B YKpaiHi

1) p.m.H., ipod. dy06eii JI.5.

KomyHanbHe  HekomepijiiiHe migmpuemMcTtBo  JIbBiBCbKOi  oOsacHOi  pagu  «3axiJHOYKpaiHCHKUI
crieljiasi3oBaHUM AUTSAUMA MeJWYHUN LleHTpP», reMaToJIoTriuHe BizzisieHHs, JIbBiBCbKMM HalliOHa/JIbHUM
MeAuuHUN yHiBepcuTeT imeHi [lanuna [amuipkoro, kadezapa mnefiaTpii i HeoHatosorii (akynabTeTy
MiCASAUIIZIOMHOI OCBITU, M. JILBIB




TIPO/IOBXKEHHS fjoaTka 1

[TpenapaT MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepariii

- nabopaTopHi Habopw;
- KOPOOKM [1s1 BiZilipaBKH 3pa3KiB;
- IPYKOBaHi Marepianu /Jisl NaLli€HTIB;

- eJIGKTPOHHI NIPUCTPOI (eIeKTPOHHI L[OIeHHUKH).

B.o. reHepasiibHOr0 fUpeKTopa /lupekropary

(apmaneBTHUYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTtok

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Panzomi3oBaHe noiBiiiHe ciiine miare00-KOHTPOJIbOBAaHE JOCTiHKeHHsT Ga3u 2 /171 OLiHKA e(eKTUBHOCTI
Ta Oe3meuHocTi miperiapaty VIB7734 mipu JiiKyBaHHI aKTHBHOTO CHCTEMHOTO YepBOHOTO BOBYAKa Bif
TIOMIPHOT0 /10 TSPKKOTO CTYIeHs», Koz, pocsipkeHHs VIB7734.P2.S1, Bepcis 1.0 Bix 21 rpygHs 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMexeHor BignosifanbHicTio «KoOHTpakTHO-AOCTIgHUIIbKA oOpradizaris IHHo®apMm-
YKpaiHa»

CnioHCOp, KpaiHa

«Biena bio, Iuk.», CIITA / Viela Bio, Inc., USA

[Tepetik goC/iIKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

VIB7734; VIB7734; 2245966-28-1; MEDI7734; po3uuH s MiJIIKipHOTO BBeJeHHs, (IakoH €MHiCTIO 1
M, 110 Mictuth 100 mr/mn VIB7734; 100 mr/mn (minirpamis/mininitp); Almac Clinical Services (Ireland)
Limited, Ireland; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services, United
States; Berkshire Sterile Manufacture, Inc., United States; MedImmune, LLC, United States; SGS Life
Sciences Services, United States; Viela Bio, USA;

[Tnate6o no VIB7734 (Hatpito xmopug (1 Ml po3udHY MIiCTUTH HaTpit0 XJIOpUAy 9 Mr); pPO3UMH /s
in’ekuit, 9 mr/mMan nmo 10 mn B ammnyJi; IlpuBaTHe akijioHepHe TOBapUCTBO «®PapmaljeBTHUHa (ipma
«dapuuiis» (IIpAT «PapmarieBTyHa (hipma «/lapHuiis»), YKpaiHa

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) K.M.H. Matisimyk LT

MeauuHUH [IEHTP TOBAapUCTBA 3 00MEXXeHOI0 BifiMoBizanbHicTIO « Meauunuii 1ieHTp «KoHcumiym Megikan»,
K/IiHIKO-KOHCYJ/IbTaTUBHE BiJJieHHs, M. KuiB

2) a.M.H., nipod. Pekanos [I.T".

MenyyHuUl [IEHTP TOBAapUCTBa 3 00MEXKeHO0 Bi/iNoBijanbHiCTIO «CydacHa KiliHiKa», M. 3aropixoKs

3) K.M.H. TkaueHko M.B.

KomyHanmeHe migmpuemMcTBo «IlosTaBcbka o6OsiacHa KiiHiuHa JiikapHsi iM. M.B. CkitidhocoBcbKoro
[MTonTaBchKOi 06/1acHOT pagu», 061acHUI TiKyBa/bHO-/IiarHOCTUYHUN PeBMATOJIOTiUHHIA LIeHTpP, YKpaiHChKa
Me/JJMYHa CTOMAaTOoJ/IoTiuHa akajieMis, Kadeapa cimeitHoi MeAULIMHM i Teparii, M. [TonTaBa

4) k.m.H. ®egpkoB [.J1.

MeauuHU# [IeHTP TOBAaPUCTBA 3 0OMEXKEeHOI0 BiITOBiambHICTIO «MeauuHa KiiHika «biaromesn»,
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NiKyBanbHO-AiarHOCTUYHUM MiZipo3aia, M. Kuis

5) A.M.H., ripod. AuwrimH P.1.

KomyHanbHe HekomepiiitiHe mignpueMctBo «Ob1acHa KimiHiuHa fikapHs IBaHO-PpaHKiBCbKOI 06/1acHOT
paju», peBMaTosIoriuHe BifzineHHs, [BaHO-PpaHKiBCbKUI HalliOHa/IbHUI MeJUUHUM yHiBepcuTeT, Kadeapa
BHYTpillIHBOI MeguiMHU Nel, KiliHiYHOI iMyHOJI0TIT Ta aneproJiorii iMeHi akaziemika €.M. Helika, M. IBaHO-
@PpaHKiBCbK

[Ipernapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CyIyTHBOI Tepariii

- nabopaTopHi Habopw;

- eJIEKTPOHHI 1110ZleHHUKW/TIJIaHIIeTH 3 yciMa KOMIVIEKTYFOUMMM YaCTUHAMU [i/1S1 YYaCHHKIB JOCITiKEHHS;
- IPYKOBaHi MaTepiay;

- iHIII MaTepianu s JOCTiPKEHHS.

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




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«bararoLjeHTpOBe, paHJOMi30BaHe, TMO/BiiiHe ciiine, Talebo KOHTPOJIbOBAHe, B TapasesbHAX IpPyIax
KJTiHIUHe JOC/TipKeHHsT HirokaiMaby y A0pOC/IUX TaIli€eHTiB 3 aKkTUBHUM CUCTEMHHUM UepPBOHUM BOBYAKOM»,
Koz pocnipkens 80202135SLE2001, Bix 23.03.2021 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CnoHcop, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», benbris

ITepesnik fociipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMma,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Hinokanmimab, Nipocalimab (JNJ-80202135, M281, M281 (nipocalimab) FVP; 2211985-36-1;
Hinokamnima6); po3unH ajis iHdy3iit, 600 mr, 20 mut; 30 mr/mm; Janssen Pharmaceutica NV, Benbris; WuXi
Biologics Co., Ltd., Kuraii; Fisher Clinical Services UK, O6’ennane KoponiectBo; Fisher Clinical Services,
[Isetiapisi; Fisher Clinical Services, CIIIA; Catalent CTS, LLC, CIIIA; Catalent Pharma Solutions, LLC,
CIIIA; Catalent Germany Schorndorf GmbH, HimeuunHa; Vetter Pharma-Fertigung GmbH & Co. KG,
HimeyunHa;

miare6o g0 Hinokanimab, Nipocalimab po3uwn gy iHQY3il; po3umH Hatpiro xsmopuzay 0,9%; Janssen
Pharmaceutica NV, bensris; Fisher Clinical Services UK, O6’emnane KopomiectBo; Fisher Clinical
Services, IlIBeiinjapisi; Fisher Clinical Services, CIIA; Catalent CTS, LLC, CIIIA; Catalent Pharma
Solutions, LLC, CIIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; INDUSTRIA
FARMACEUTICA GALENICA SENESE s.r.l., ITanis; B. Braun Melsungen AG, HimeuunHa

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) nikap Kapnenko O.0.

Meanunuii 1eHTp «OK!KimiHik+» TOBapucTBa 3 0OMEXXEHOI BiJMOBifa/NbHICTIO «MiKHAPOJHHUM iHCTUTYT
K/IIHIYHUX AOC/IiI)KeHb», B Tepamnii, peBMaToJIOril Ta KapAioJIoril CTalliOHapHOro BijiieHHs, M. KuiB
2) K.M.H. Kneban f1.1.

KuiBcbka KiiHiUHa JfikKapHsi Ha 3ali3HUYHOMY TpaHCcopTi Ne2 ¢inii «LleHTp 0OXOpoHM 310pOB's»
AKILIIOHEpHOTr'0 TOBapUCTBa «YKpaiHChKa 3a/1i3HULsA», BiAiJIeHHs JeHHOr 0 CTaljioHapy, M. Kuis

3) A.M.H. JleBueHko O. M.

KomyHabHe HekomepilifiHe mignpueMcTBo «OecbKa obsiacHa KiiHiuHa jikapHsa» OzecbKoi 00/1acHOT pajiu,
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MOJIiKJTiHIYHe BiggiieHHs, M. Ogeca

4) p.M.H., ipod. Pekanos [1.T'.

MenuyHuii 1IeHTP TOBapUCTBa 3 0O0OMe)KeHOI BiAmoBigambHicTIO «CyuyacHa KiiHiKa», JIiKyBa/JbHO-
JliarHOCTUUHUM MiZIPO3Aia, M. 3amopixoKs

5) k.M.H. Tpumninka C.A.

KomyHanbHe HekoMepljifiHe MignprueMCcTBO XapKiBCbKOI 00siacHOi pagu «OO0sacHa KiTiHiUHA JliKapHs»,
KoHcysibTaTMBHA MOJIIKJIIHIKA, M. XapKiB

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

—

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




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«52-TKHeBe 0araToIleHTPOBE paH/[OMi30BaHe TMO/BiliHE 3aMaCKOBaHEe [OC/i/PKEHHS 3 2 Mapaje/lbHUMH
rpyIiaMu JIiKyBaHHs /ISl TIOPiBHSHHS e(peKTUBHOCTI, Oe3neuHocTi # iMyHoreHHocTi nperniapaty SOK583A1
Ta nperapaty AWJIIS®, w0 BBOAUTLCA IHTpaBiTpeanbHO, y Mal[i€HTIB i3 HEOBaCKy/SPHOI BiKOBOMO
MaKyJISPHOIO JIereHepariier»

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YKpaiHa»

CnioHCOp, KpaiHa

I'ekcan AT', HimeuunHa [Hexal AG, Germany]

[Tepetik goC/iIKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

SOK583A1 2mg/0.05ml, 0.24ml (SOK583A1; AFLIBERCEPT, Adumni6epcent, SOK583A1 LIVI;
Aflibercept); Po3uun gyis iH'ekuiii, y ¢uiakoHi emHictio 0.24 mm; 40 mr/mi (Mistirpam/mMininitp); Ajinomoto
Althea Incorporated, CIITA; Lek Pharmaceuticals d.d, CnoBenis (Lek farmacevtska druzba d.d., Poslovna
enota PROIZVODNJA MENGES); Lek Pharmaceuticals d.d, CnoBenisi (Lek farmacevska druzba d.d.);
Novartis Pharma AG, IlIBetitapisi; Fisher Clinical Services GmbH, I1IBeiiiiapis;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. 3aBropoanst H.T'.

MeauuHuii 1[eHTP TOBApUCTBA 3 OOMEXXEHOI BiJIOBifa/MbHICTIO «Bi3yc», JiKyBanbHO-ZiarHOCTUUHE
BigainenHs Nel, M. 3anopixoks

2) a.m.H. Koponb A.P.

HepxaBHa yctaHoBa «IHCTUTYT ouHMX XBOpoO i TkaHuWHHOI Tepamii iM. B.II. ®inatoBa HarjioHanpHOI
akaziemMil MeJUUHMX HayK YKpaiHu», KriHika Biaginy BuBUueHHs1 6iooriuHoi il Ta 3aCTOCyBaHHS /1a3epiB B
otranbmoyiorii Ha 6a3i BizineHHs la3epHOT MiKpoXipyprii XBopob oka, M. Ofeca

3) A.M.H., ipod. CeprieHko A.M.

MeauuHUl 1IeHTP TOBapHCTBa 3 0OMEXKEHOI0 BifmoBifanbHicTIO «OdTanbMosoriyHa KiiHikKa mpodecopa
CeprieHka», BifiiieHHs: MiKpOXipyprii oKa Ta 3arajgbHoi odTasibmoJiorii, M. BiHHUIS
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IIpenapatu MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

Aflibercept 2mg/0.05ml, 0.1ml (AM/IIA®); AFLIBERCEPT LIVI, HP AFLIBERCEPT LIVI, Adi6epcenr,
Eylea®; Po3uuH ans iH'ekuiii, y ¢uiakoHi emuictio 0.1 ma; 40 mr/mn (minirpam/mininitp); Fisher Clinical
Services GmbH, IlIBetitjapisi; Bayer AG, HimeuunHa; Novartis Pharma AG, IlIBetitjapis

CynyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

dnyopecuiein AnKoH® 10 % (Fluorescein Alcon® 10 %) (Fluorescein sodium, ®nyopecuein, FLUOR 10%,
FLUORESCITE); Po3uun s iH'ekiii, y dbaakoHi emHicTio 5 mu1; 100 mMr/mi (Misirpam/minisitp); Alcon-
Couvreur NV, Besnbris; Catalent Germany Schorndorf GmbH, HimeuunHa;

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3neueHHsA IBan 3A/IBOPHUX




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, TIO/BiliHE CjIille  AOC/TIPKeHHS /i OLiHKA  0e3reyHoCTi, TMepeHOCMMOCTi Ta
dapmakokiHeTuku mpenapaty NX-13 mpu mepopajbHOMY 3aCTOCYBaHHI MpH BUPa3KOBOMY KOJITi B
aKTUBHIN (a3zi», Koz gocrimkenHs NX-13-1B, Bepcis 1.1 3 iHKopriopoBaHoto mornpaBkow 1 Bif 14 KBiTHs
2021 poky

3asgBHUK, KpaiHa

ITignpremcTso 3 100% inosemHoro iHBecTHicio «AMK’FOBIA PIC YkpaiHa»

CnioHCOp, KpaiHa

Landos Biopharma, Inc., USA

[Tepetik goC/iIKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

NX-13, tabsetka 500 Mr HeraiHoro BuBiTbHeHHS (NX-13; 1, 3, 5-tris((6-methylpyridin-2-yl)oxy) benzene
trihydrochloride); Tabnetka; 500 mr; Recipharm Pharmaservices Private Limited, India; PCI Pharma
Services Germany GmbH, Germany;

IMTnare60 mo NX-13 500 Mr HerailiHOTO BUBi/IbHeHHs, TabneTka; Recipharm Pharmaservices Private Limited,
India; PCI Pharma Services Germany GmbH, Germany;

NX-13, Tabnetka 250 Mr HeraiiHoro BuBibHeHHS (NX-13; 1, 3, 5-tris((6-methylpyridin-2-yl)oxy) benzene
trihydrochloride); Tabnetrka; 250 mr; Recipharm Pharmaservices Private Limited, India; PCI Pharma
Services Germany GmbH, Germany;

[Tnare6o g0 NX-13 250 Mr HeraiiHoro BUBiIbHeHHsI, TabsieTka; Recipharm Pharmaservices Private Limited,
India; PCI Pharma Services Germany GmbH, Germany;

NX-13, rtabsetka 500 Mr moaudikoBaHoro (yroBinbHeHoOro) BuBinbHeHHs (NX-13; 1, 3, 5-tris((6-
methylpyridin-2-yl)oxy) benzene trihydrochloride); Tabnetka; 500 mr; Recipharm Pharmaservices Private
Limited, India; PCI Pharma Services Germany GmbH, Germany;

[Tnae6o o NX-13 500 mr mogudikoBaHoro (yroBiIbHEHOTO) BHBiNbHEHHS, TabseTka; Recipharm
Pharmaservices Private Limited, India; PCI Pharma Services Germany GmbH, Germany;
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BianosigansHuii (i)
JIOCJTiIHYK (1) Ta MiclLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. Tomaikesuy I'.1.

KomyHanbHe  HekoMmeplliiiHe  MiANPUEMCTBO  «BiHHMIIbBKA  MicbKa  KiiHiuHa  jikapHsi — Nelw,
racTpOeHTepOJIOTiuHe BifiieHHs, M. BiHHULS

2) nikap Ckubano C.A.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJMOBifanbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIYHUX JO0C/IiI)KeHb», BiJ/i/1 raCTPOEHTepOJIOTii Ta renaTosIorii CcTaljioHapHOro BiazisieHHs, M. Kuis

3) 3aB. Bij. Pomanis O.I1.

KomyHanbHe HekoMmepliifiHe mignpueMctBo «O6acHa KhiHiuHa JiikapHsi IBaHO-®paHKiBCHKOI 006/1aCHOI
pajiu», raCTpOeHTeposIoriuHe BigaineHHs, M. IBaHO-DpaHKiBCHK

4) k. M. H. Herrra B.B.

MeauuHUii [IEHTP TOBapucCTBa 3 OOMEXEHOI BiJmoOBifambHICTIO «['aCTpOeHTepONoriuHui  IIeHTp
«AVBIILTIM», M. 3anopixks

5) 3aB. Biz. Binoupkuii FO.C.

KomyHanbHe HeKoMepijiliHe mianpueMcTBo «OO6sacHa KiiHiuHa mikapHs iM. O.®. T'epbaueBChKOTO»
JKuromupceKoi 06/1acHOI pajiv, MPOKTOJIOTiUHe BigineHHs, M. JKUTOMUD

6) kK.M.H. KiznoBa H.M.

KomyHanbHe HeKoMmepijifiHe TiAnpueMcTBo «BiHHMI[bKA obOsiacHa KiiHiuHa JikapHsa im. M.I. TluporoBa
Binnunpkoi o6sacHoi Paau», o6nacHUi crieljiasi3oBaHUM KIiHIYHWHA TacTPOEHTEPOJIOTiUHUM LIEHTP,
M. BiHHUIIS

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

_

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




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHiomi3oBaHe MOABIMHO ciline T/1ale00-KOHTPO/IbOBaHe AociipkeHHs I ¢as3u, 1[0 TpPOBOAUTLCS B
rapasie/TlbHUX TPyTaxX Malfi€eHTiB i3 JIeTKUM i CepeHbOTSIKKUM TepeOiroM BHPa3KOBOTO KOJTYy 3 METOH
OLIiHKM eeKTHUBHOCTI Ta 6e3meuHocTi amicenimony (MT-1303)», kox gocnimkeHHss AMUC-2023, pepakiiis
3.0, nonpaBka 2 Big 03 rpyans 2020 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEKEHOIO BIATIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnoHcop, KpaiHa

«Canikc ®apmac’torikan3 Inkoprnopeiiten» [Salix Pharmaceuticals, Inc.], adinitioBana kommanis «bayin
Xenc FO-Ec, JIJIK» [Bausch Health US, LLC], CIITA

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Awmicenimon (MT-1303) (MT-1303; Amiselimod; Amiselimod hydrochloride); karncynu; 0,2 mr; «Patheon,
Inc.», Kanapga; «Fisher Clinical Services GmbH», Himeuunna; «Fisher Clinical Services Inc.», CIIIA,;
[Tnare6o mo Amicernimon (MT-1303), karnicym; «Patheon, Inc.», Kanaga; «Fisher Clinical Services GmbH»,
Himeuunna; «Fisher Clinical Services Inc.», CIIIA;

Awmicenimon (MT-1303) (MT-1303; Amiselimod; Amiselimod hydrochloride); karncynu; 0,4 mr; «Patheon,
Inc.», Kanapga; «Fisher Clinical Services GmbH», Himeuunna; «Fisher Clinical Services Inc.», CIIIA,;
[Tnare6o mo Amicermimon (MT-1303), karicym; «Patheon, Inc.», Kanaga; «Fisher Clinical Services GmbH»,
Himeuunna; «Fisher Clinical Services Inc.», CIIIA;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. banmuipkuii B.B.

KomyHasibHe HeKoMepIjiliHe TAPUEMCTBO «XMeJbHUIbKA 00slacHa JliKapHsI» XMenbHULBKOI 006/1acHOT
pajy, BiAZiIeHHsI POKTOJIOTi1, M. XMeJIbHULIbKUAN

2) 3aB. Bif. binoupkuii FO.C.

KomyHanbHe HekoMmepijiliHe mianpueMcTBo «OOsacHa KiiHiuHa mikapHs iM. O.®. T'epbaueBCHKOTO»
JKuromupcreKoi 06/1acHOI pajiv, MPOKTOJIOTiUHe BiAineHHs, M. JKUTOMUD

3) k.M.H. [laienko O.T'".

KomyHanbHe HeKoMepljitiHe MigrpueMcTBO «MicbKa KiiHiuHa jaikapHs Ne2 imeHi mpod. O.O.[1laniMoBa»
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XapkKiBCBKOI MiCBKOI pajiyi, TIPOKTOJIOTIUHE BifiieHHs, M. XapKiB

4) k.M.H. KpaBuenko T.I'.

KomyHanbHe HekomepliliHe mignpueMcTBo «KuiBcbka Micbka KiiHiuHa sikapHsi Nel8» BHKOHaBUYOrO
oprany KuiBcbkoi MicbKoi pagu (KUiBCbKOI MiCBKOI [lep>KaBHOI afjMiHiCTpallil), TPOKTOJIOTiUHe Bif/ii/IeHHs,
M. Kuis

5) nikap FOpkiB A.€.

KomyHanbHe HekoMmepiiitiHe mignmpueMcTBo «OziecbKa obsiacHa KiiHiuHa ikapHsa» OzecbKoi 06/1acHOT pajiy,
MO/iK/IiHIYHe BiaginieHHs, M. Ofeca

6) nikap Jlorganizgi T.1.

KomyHanbHe HeKoMepriiiHe mianpueMcTBO KuiBcbKoi obsacHOi paau «KuiBcbka o6jacHa jtiKapHs»,
TeparneBTHUYHE BiJiieHHs, M.KuiB

7) nikap Ckubano C.A.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJMOBifanbHICTIO «MiKHApOJHUMA iHCTUTYT
K/IIHIYHUX J0C/IiI)KeHb», BiJ/Ii/1 raCTPOEHTepOJIOTii Ta renaTosIorii CcTaljioHapHOro BiazisieHHs, M. Kuis

8) a.M.H. Mumuis K.M.

KomyHaneHe HekomepljiliHe mianpuemcrBo «Micbka sikapHsg Ne9» 3amopi3pkol MicbKOI  pajw,
racTpoXipypriuse Bifi/iiieHHs, M. 3alIOPIXIKs

9) 3aB. BizI. 360piBCHKUE .M.

KomyHanbHe HeKoMmepiiitiHe TmianpreMcTBo JIbBiBCbKOI 0oOsiacHOI pazu «JIbBiBChbKa obsiacHa KiiHiuHa
JliKapHs», XipypriuHe BiggineHHsa Nel, M. JIbBiB

10) nikap lynera [J.0.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BonnHCbKOI 061acHOi  pajy,
xipypriuHe (eHZOKPUHHOI i ab/OMiHabHOT MaTO/IOTiT) Bi/Ii/IeHHS 3 TPOKTOJIOTiYHUMHU JIDKKaMH, M. JIyIbK
11) k.m.H. Konecnuk LIT.

KomyHanbHe HekoMepliiiiHe MmignpueMcTBO «MichbKa /likapHsl eKCTPeHOI Ta IIBUAKOI MeJUUHOI [JOTIOMOTH»
3aropi3bKol MiCbKOI paju, Xipypriute BigzaiseHHs 3 HeHTpoM [IIKK Ha 60 1KoK, M. 3anopixks

12) k.m.H. Kynnuanu P.JL.

KomyHanbHe HeKOMepIliiiHe MiApueMCTBO «3aropi3bka 00siacHa KiTiHiuHa JlikapHs» 3aropi3bKoi 0bsacHoi
pajJiv, BiJIIiIeHHsI TaCTPOEHTEPOJIOTII i eH0CKOTil, M. 3aTTOPiKKs

13) k.m.H. [Tonsikosa I'.B.

MenuuHuUl [IEHTP TOBAapUCTBa 3 00MEXKeHO0 Bi/[IoBijanbHiCTIO « Meanunuii rieHTp «KoHcwiiym Megikain»,
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racTpOEHTEepOJIOTIYHI MasiaTh CTaljioHapHOTO BiAzineHHs, M. KuiB

14) 3aB. Big. Pomanis O.I1.

KomyHanbHe HekoMmepiiitiHe mignpueMctBo «O6sacHa KhiiHiuHa JiikapHsi IBaHO-®paHKiBCBKOI 006/1aCHOI
pajiu», raCTpOeHTeposIoriuHe BifaineHHs, M. IBaHO-DpaHKiBCHK

15) a.m.H. CraHiciaBuyk M.A.

KomyHanbHe HeKoMmepijifiHe TiAnpueMcTBo «BiHHMI[bKA obOsiacHa KiiHiuHa JikapHsa im. M.I. TluporoBa
Binauipkoi obmacHoi pagau», o0macHUMM —crieljia/ni3oBaHWM KIIiHIUHMIA TaCTPOEHTEPOJIOTIYHUI LIeHTP,
M. BiHHUIIS

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- O6nagHaHHS /11 éHA0CKOTIII: - HOYTOYK i3 akcecyapamu « DELL Latitude 3500». Bupo6uuk: DELL,
Kuran.

- 12-kaHanbHUM peecTpaTop AJs1 XonTtep-MoHiTOpuHry EKI' « M12R» B KOMI/IeKTi.

Bupo6nuk: Global Instrumentation, LL.C, CIIIA.

- O6nagHaHHs /15 eneKTpoKapiorpadii: - HOyTOyK i3 akcecyapamu «DELL Lattitude 3500». Bupo6HuK:
DELL, Kuraii.

CmaptdoH «Apple iPhone 6S» (eneKTpoHHUII ONMUTYBaIbHUK, 1110 BUKOPUCTOBYETHCS 3 METOIO
CTIOCTepeXKeHHs1/30MpaHHsI/OI[iHKH /IJaHUX II[0/I0 SIKOCTi )KUTTS Ta CTaHY 3[j0POB’SI TALli€HTIB).

Bupob6nuk: «Apple Computer Trading (Shanghai) Co. Ltd.», Kuraii.

- ObnagHaHHS [y1s IPOBeZIeHHsI KBAaHTH()EePOHOBOTO TeCTy Ha BU3HaueHHs TyOepKyibo3y: - Lindposwuii
inkybaTop Ha 10 siTpiB « VWR INCU-Line».

Bupoburk: VWR, CroBeHist.

- Tepmometrp « TRACEABLE®» fij11 BUMiprOBaHHs MiHIMa/IbHOI, TOTOYHOI Ta MaKCMMa/bHOI TemMriepaTypu
BCEpeIMHI XOJOAWIbHHKA [iist 30epiraHHs mpernapaTiB goctimkeHds. Bupobnuk: Treceable, CIITA.

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




Hoparok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Bigkpure a3 2, [IOBrocTpoKOBe pO3IIMpPEHe A0C/i/pkeHHs Oe3rneku bBpasukymaly y maijieHTiB 3
BHUPAa3KOBUM KOJITOM Bifi cepefHbOro [0 Bakkoro ctyreHsi akTuBHOCTI (EXPEDITION OLE)», kop
nocrimkennss D5272C00002 (TTonepeaniti koa 3151-202-008), nonpaska 2, Bepcis 3.0 Bijg 29 6epe3ns 2021

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

ITepesnik fociipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMma,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Bbpasukymab (Brazikumab); MEDI2070; AMG 139; po3uvH 78 BHYTPIiIHbOBEHHUX iH’€KLili, 720Mr y
dnakoni 6 mt; 120 mr/ma (Mminirpam/mininitp); Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
Vetter Pharma-Fertigung GmbH & Co. KG, Germany; FISHER CLINICAL SERVICES UK LIMITED,
United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States;
AstraZeneca AB, Sweden; ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT,
United Kingdom;

bpasukymab (Brazikumab); MEDI2070; AMG 139; po3uuH 78 MJIIKipHUX iH’eKmii, 120Mr/mn y
rornepeIHbO HarloBHeHOMY Irpuii 1mi; 120 mr/mn (Mmisirpam/mininitp); Vetter Pharma-Fertigung GmbH
& Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; FISHER CLINICAL
SERVICES UK LIMITED, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., United States; AstraZeneca AB, Sweden; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, United Kingdom

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipo¢. buukoB M.A.

KomyHanbHe HekoMepliiliHe mianpueMcTBo «KiliHiuHa JlikapHs MIBUAKOI MeJMYHOI formoMord M. JIbBOBa»,
LeHTp Teparii, JIbBiBCbKUI HalliOHaILHUM MeAUYHUM yHiBepcuTeT imeHi [lanuna ['anuiibkoro, kKadezapa
tepamnii Nel, MeIMUHOI [iarHOCTUKKM Ta reMaToJIoril i TpaHcdy3ionorii GpakyabTeTy Mic/IsAUrIOMHOT OCBITH,
M. JIBBIB

2) a.m.H. 'onoBuenko O.1.

MeauuHuH 1IEHTP TOBApUCTBA 3 0OMEXXeHO0 BiAmoBifanbHicTI0 «Xenc KiiHik», Bifgin racTpoeHTeposiorii,
rernarosiorii Ta eHZOKPHUHOJIOTII MeUYHOTO K/IIHIYHOTO JOCTiAHULBKOTO LIeHTpy, M. BiHHuULIS
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3) reH. gupektop Manuupbka A.IT.

KomyHanbHe HeKoMepLifiHe TiIPUEMCTBO «XepCOHChbKA MicbKa KiTiHiyHa JiikapHs iM. €.€. Kapabesera»
XepCoHCBbKOI MiCBKOI paJiy, racTpoTeparneBTUUHe BiJJileHHs, M. XepCoH

4) n.M.H., pod. binstHCHKMIA JI.C.

KomyHanbHe HekomepliliHe mignpueMcTBo «KuiBcbka Micbka KiiHiuHa sikapHsi Nel8» BHKOHaBUYOrO
oprany KuiBcbkoi MicbKoi pagu (KUiBCbKOI MiCBKOI [lep>KaBHOI afjMiHiCTpallil), TPOKTOJIOTiUHe Bif/ii/IeHHs,
M. KuiB

5) k.M.H [anenko O.I'.

KomyHanbHe HekoMmepliliHe mignpueMcTBO «Micbka KiiHiuHa iikapHs Ne2 imeni mpod. O.0. IllanimMoBa»
XapKiBCbKOI MiCbKOI paiv, MPOKTOJIOTIYHE Bi/i/li/IeHHsT, M. XapKiB

6) k.M.H. [Tonskosa I'.B.

MeauuHul IIeHTP TOBAapUCTBA 3 OOMEXEHOI BifmnoBifanbHicTIO «KoHcumiym Megikan», KiTiHiKO-
KOHCYJIbTaTUBHe BijzineHHs, M. KuiB

7) p.M.H. CtanicnaBuyk M.A.

KomyHanbHe HekoMmepijifiHe TianpueMcTBo «BiHHMI[bKA oOsiacHa KiiHiuHa JikapHs im. M.I. TluporoBa
Binauipkoi o6macHoi pagu», o0macHUMM —crieljia/ni3oBaHWM KIIiHIUHMI TaCTPOEHTEPOJIOTIYHUIN LIeHTP,
BiHHMLIBKMI HallioHaNbHUN MeAuuHKl yHiBepcuteT iM. M.I. TIuporoBa, kadeapa BHYTPIIlIHBOI MeJULIMHU
Nel, m. BinHuus

8) nikap Pimiko A.D.

KomyHa/nbHe HeKOMepIiiiiHe TMiZIPUEMCTBO «3aKapraTchbka o0JslacHa KiliHiuHA JliKkapHs iMeHi AHApis
HoBaka» 3akapraTceKoi 06/1acHOT pajiv, TaCTPOEHTEePOJIOTiUHe Bifili/IeHHs, M. Y KrOpOJ

9) a.m.H. 'ocnogapcekwmia 1.41.

KoMmyHanbHe HekoMepliifiHe MiANpUEMCTBO «TepHOMiNbCbKa YHiBepCUTeTChbKa JiKapHs» TepHOMiIbChbKOl
obsacHOi pasy, 00J/laCHUM LIEHTP TaCTPOEHTEPOJIOTil 3 TernaToJIOTier0, raCTPOEHTEepOJIOTiuHe BilieHHs,
M. TepHOTiIb

10) nixap bapanenko B.M.

MenuuHuii 1eHTp «YHiBepcaibHa KiiHika «OO0epir» ToBapucTBa 3 00MeKEHOI Bi/MOBifambHICTIO
«Karnurasny», K/IiHIKO-KOHCY/IbTaTUBHE BiJ/ineHHs, M. KuiB

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

—

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




HonaTok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomizoBaHe, To/BiliHe Crlire, Ti1alle60-KOHTPOIbOBaHe AociifkeHHs ¢da3u III B mapasesbHUX Tpyrax
JUTsL OLIiHIOBaHHSI e(heKTUBHOCTI Ta Oe3MeyHOCTi OIiKaroHy sK /J0/aTKa /0 CTabi/ibHOI Tepariii JIeBO/IOTIO0
(L-morioro) B KoMmOiHarii 3 iHribiTopom goma-gekapbokcunasu (IJJK) y maiieHTiB i3 MOUaTKOBOKO CTafli€ro
imiomarruHoi xBopoOu ITapkiHCOHA; 3 BiAKPUTUM [OJATKOBHUM [JOC/i/PKEHHSIM», KO AoCimkeHHs: BIA-
91067-303, Bepcis 2.0 3 iHKopriopoBaHOr0 nonpaskoro 1 Big 16 ysrotoro 2021 poky

3asiBHUK, KpaiHa

ITignmpuemctso 3 100% iHo3emHor0 iHBecTHiiero «AMK’FOBIA P/IC Ykpaiza»

CnoHcop, KpaiHa

BIAL — Portela & C?, S.A., Portugal

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Omnikanon (Opicapone, OPC, BIA 9-1067) (BIA 9-1067; BIA 9-1067); tBepaa karicyna; 50 mr; BIAL -
Portela & C?, S.A., Portugal; Catalent UK Packaging Ltd., United Kingdom; Catalent CTS (Edinburgh)
Limited, United Kingdom;

[Tnaie6o mo Omikamony (Opicapone, OPC, BIA 9-1067), tTBepga karicysia; BIAL - Portela & C?, S.A.,
Portugal; Catalent UK Packaging Ltd., United Kingdom; Catalent CTS (Edinburgh) Limited, United
Kingdom.

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. JIekomiieBa €.B.

Hep>xaBHa ycTtaHoBa «IHCTUTYT HeBpoJOrii, mcuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazeMii MeauyHuX
HayK YKpaiHu», BifjiiieHHs QyHKLiOHa/IbHOI HeMpoXipypril Ta mapoKCU3Ma/lbHUX CTaHiB, M. XapKiB

2) 3aB. BigainenHs CaHolpkuii 51.€.

KomyHanbHe HekomepijiliHe mignpueMcTtBo JIbBiBcbKOI 06macHOI pagu «JIbBiBcbkKa obslacHa KiliHiuHa
JIiKapHs», HeBPOJIOTiuHe BiffineHHs, M. JIbBiB

3) a.M.H., npod. Ko3bonkin O.A.

KomyHanbHe HekoMmepliiliHe mianpueMcTBo «MicbKa jikapHs Ne6» 3aropi3bkoi MicbKoi pajid, BifiieHHs
JIeHHOr'0 CTaljioHapy TIO/IK/IIHIYHOrO BiJJieHHs [Jis1 HaJaHHS BTOPUHHOI'O PiBHS MeJUYHOI JOTIOMOTH,
M. 3arnopixoKs

4) n.M.H., ipod. Cnobozin T.M.
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MenuuHuli 1]eHTP TOBapUCTBa 3 0OMEXeHOH BiAMOBifambHiICTIO «MenuuHuii 11eHTp «lomomMora-rrocy,
M. KuiB

5) A.M.H., ipod. MockoBko C.I1.

MeauuHuii 1[eHTp TOBapucTBa 3 0OMekeHOW BiAmoBiganbHiCTIO «Meguunuii 1eHTp «CamoTrem»,
JIiKyBanbHO-TIPOGiIaKTUUHUMN Biffin, M. BiHHuIs

6) unen-kop. HAMH Ykpainu, A.M.H., ipod. I35k JLA.

Mepuunuii 11eHTp [IHIMPOBCBHKOTO [ep>KaBHOIO MeAUUYHOTO YHiBepcuTeTy, [IHIMpOBCHKWMN JeprKaBHUM
MeIMYHUI YHiBepCHUTET, Kadeapa HEPBOBUX XBOPOO Ta HEMpOXipypril (hakKy/JbTeTy Mic/SAUIIZIOMHOI OCBITH,

M. [THinpo
IIpenapatu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa
CymnyTHi —/—

Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/iibHOro JupeKkTopa /{upeKkroparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomisoBaHe, BizkpuTe, OaraTorieHTpoBe AocmipkeHHs ¢as3u III aia BuU3HaueHHs eeKTMBHOCTI Ta
Oe3meyHoCTi 3acTocyBaHHsI AypBanymMaby B KoMOiHallii i3 TpemesniMmymabom i eHdopTyMabom BeJOTHHOM
abo aypBamymady B KoMOiHarlii 3 eHhOpTyMaboM BeJOTUHOM [ijisi TIEPUOTIEpPAIiiHOTO JTIKyBaHHS Tal[i€HTIiB
3 M’S130BO-iHBa3MBHHMM DAakKOM CeuOBOTO Mixypa IMpU MpPOBeJEeHHI paJyKa/JbHOI LUCTEKTOMil, SIKUM He
nokazana Teparis uycriatTiHoM (VOLGA)», koa pociimkeHds D910PC00001, Bepcist 2.0 Big 26 Gepe3ns
2021 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnioHCOp, KpaiHa

«Actpa3eneka Ab» [AstraZeneca AB], [lIBeriis

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

HOypBanyma6, Durvalumab, IM®IH3I, IMFINZI, MEDI4736 (MEDI4736; [ypBanyma6; /lypBanymab;
MEDI4736; MEDI4736; SUB176342); 10 M KOHL|eHTpaT A/ po3uuHy Ajs iHgy3iit (500 mr/daakon); 50
Mr/mi (minirpam/minisitp); Medimmune Pharma B.V. (AstraZeneca Nijmegen B.V.), Hizepnanau; Catalent
Indiana LLC, CHIA; Vetter Pharma-Fertigung GmbH & Co. KG, HimeuurHa; AstraZeneca Pharmaceuticals
PL Frederick Manufacturing Center (FMC), CIIIA; Medlmmune LLC, CIIA; MEDIMMUNE UK
LIMITED, Benuka Bpuranisi; AstraZeneca AB, IlIBerisi; AstraZeneca AB, IlIBeriisi; Eurofins Lancaster
Laboratories, Inc, CIITIA; Almac Clinical Services, CIIIA; ALMAC CLINICAL SERVICES LIMITED,
Benuka Bpuranis; Catalent CTS (Edinburg) Ltd., Benuka Bpurtanis; Catalent Pharma Solutions LLC,
CIIIA; Fisher Clinical Services Inc, CIIIA; FISHER CLINICAL SERVICES UK LIMITED, Benuka
bpuranisi; Fisher Clinical Services GmbH, IlIBeiuapis; FISHER CLINICAL SERVICES PTE LTD,
Cinranyp; MEDIMMUNE LIMITED, Benuka bpuranis; ASTRAZENECA UK LIMITED, Benuka
Bpuranisi; AstraZeneca AB, IlIBerjisi;

Tpemesnimymao, Tremelimumab, MEDI1123 (MEDI1123; Tpemenimyma0; MEDI1123;
C6500H9974N172602026S52; CTLA-4; CD152) Tpemenimymab); 1.25 M/ KOHLIEHTpPAT [/ PO3UMHY /IS
iHdys3iit (25 mr/dnakon); 20 mr/ma (minirpam/mininitp); Medimmune Pharma B.V. (AstraZeneca Nijmegen
B.V.), Hinepnanmu; Vetter Pharma-Fertigung GmbH & Co. KG, HimeuunHa; MedImmune LLC, CIIIA;
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AstraZeneca AB, IIBerisg; Almac Clinical Services, CIIIA; ALMAC CLINICAL SERVICES LIMITED,
Benmuka Bpuranis; Catalent CTS (Edinburg) Ltd., Bemuka Bbputanis; Catalent Pharma Solutions LLC,
CIIA; Fisher Clinical Services Inc, CIIA; FISHER CLINICAL SERVICES UK LIMITED, Bemuka
bpuranis; Fisher Clinical Services GmbH, IlIseiijapis; FISHER CLINICAL SERVICES PTE LTD,
Cinranyp; MEDIMMUNE LIMITED, Bemuka Bpuranis; ASTRAZENECA UK LIMITED, Bemnuka
bpuranisi; AstraZeneca AB, IlIBewisi; Boehringer Ingelheim Pharma GmbH & Co. KG, HimeuunHa;
PADCEV™, Endoprymab Begotus, Endoprymab BegotrH-emkbs, Eenfortumab vedotin-ejfv, Enfortumab
vedotin, ASG-22CE, EV (EV; Endoprymab BegotuH; Enfortumab vedotin, Enfortumab vedotin
SUB185524; EV); nopo1iok /s po3urny /s iHQy3iit (20 mr/dnakon); 20 mr (Misirpam); Baxter Oncology
GmbH, Himeuuwnna; Sharp Corporation, CIIIA; Lonza AG, IlIBeiijapis; SGS Lab Simon SA, Benbris;
SENTRY BIOPHARMA SERVICES, INCORPORATED, CIIIA; Fisher Clinical Services GmbH,
HimeyunHa

BignosiganbHui (i)
JIOCJTiIHYK (1) Ta MiclLie
(s1) mpoBeeHHSI
BUNPOOYBaHHS B YKpaiHi

1) a.M.H., npod. bonzpapenko .M.

KomyHanbHe HekomepLjiliHe mianpuemMcTBo «Micbka KiiHiuHa jikapHs Ne 4» JIHINpOBCHKOI MiCBKOI pajw,
xiMioTepaneBTUYHe BiJJiJIeHHd 3 [eHHMM CTalioHapoM, [IHIMPOBCBKWW [i€ep)KaBHUM MeJUUYHUM
yHiBepcuTeT, KadeZipa OHKOJIOTiI Ta MeJU4YHOI pazgiosorii, M. JIHirpo

2) A.M.H., npo¢. Ctyce B.IL.

KomyHanbHe mignpueMcTBo «/IHinporieTpoBcbka o6macHa KiiHiuHa JikapHsi iM. LI, MeunikoBa»
[rinporieTpoBchbKoi 061acHoOi pagn», BigainenHs yposorii Ne 2 (oHKosoTiUHE), M. [THITpO

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

Kninika HarioHanbHOrO IHCTUTYTY paky, BiAJi/JleHHS MajoiHBa3sMBHOI Ta eHJOCKOMIYHOI Xipyprii,
iHTepBeHLiKHOI pagiosorii, M. KuiB

[Ipenapatu mopiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

—

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 10

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rpoBezieHHs KIIHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOMNPABOK Ta
BHeCeHHs 3MiHU /10 Jojatka Ne 87 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Bif 24 nunHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure mocmimkeHHs da3u 2 Ajis Ol[iHKK Oe3meku Ta edekTUBHOCTI MK-7684A (kombiHaris MK-7684
[BibocTONMiMab] 3 MK-3475 [mem6Oposizymab]) y ydacHUKIB 3 peruguByroudMu abo pedpakTepHUMU
reMaro/IOTiUHUMHU  3JIOSIKICHUMM ~ HOBOYTBOPeHHSIMW»,  KoJ  gociipkeHHs — MK-7684A-004, 3
iHKopnopoBaHoto 1norpaBkoro 01 Bix 14 yepBHst 2021 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn enz Jdoym Kopm.», nouipHe mignpuemctBo «Mepk eHp Ko., IHk.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

MK-7684A (MK-3475/MK-7684) (MK-7684A; MK-3475 (Anti-PD1); MK-3475 (aPD-1); SCH/900475;
SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475, Ilembpomnizyma0,
Pembrolizumab; KITPYIOA; KEYTRUDA; KITPYJA®; KEYTRUDA®/MK-7684; Vibostolimab,
BibocTomnimab); CTepWIbHUM PO3UrH ISt BHYTPILLIHLOBEHHOT iHy3iT; 10/10 MI/MJT
(MK-3475/MK-7684)/10/10 mr/mn (MK-3475/MK-7684); MSD International GmbH T/A MSD Ireland
(Carlow), Ireland; Werthenstein BioPharma GmbH, Switzerland; Merck Sharp & Dohme Corp., USA;
Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services Limited,
United Kingdom; Almac Clinical Services, USA

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) A.M.H., ipo@. dsrins 1.C.

HepxaBHa ycTtaHoBa «HallioHa/ibHAM HAyKOBWM L|eHTp pajialiiiHoi MeauuvHU HaijioHanbHOI akazemil
MeVUHUX HayK YKpaiHW», BiffiieHHs pafialfiiHoi OHKOreMaroJsiorii Ta TpaHCIUIAHTAaIlii CTOBOYPOBHX
KMTUH Bifginy rematosiorii i TpaHcruiadtosiorii IHCTUTYTy KiiHiuHOi pagionorii Ha 6a3i BigzineHHS
pafiaiiifinoi remarosiorii KmiHiku lep)kaBHOi ycTaHOBU «HallioHa/lbHUM HayKOBUM LIeHTP pafialjiiiHol
MeauLHY HarjioHanbHOI akazieMii MeJUYHUX HayK YKpaiHu», M. KuiB

2) A.M.H., ipod. Kpsiuok L. A.

HartioHa/IbHUH iHCTUTYT paKy, HAYKOBO-AOC/IiJHe Bi/iii/IeHHs XiMioTeparii reMo06/1acTo3iB Ta a/Ji’ FOBaHTHUX
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MeTO/iB JIiKyBaHH#, Bi/i/li/IeHHs] OHKOIeMaTOoJI0Tii 3 CeKTOPOM a/i' FOBaHTHUX MeTO/iB JIiKyBaHHs, M. KuiB

3) A.M.H. Macsk 3.B.

[HepxaBHa ycTtaHoBa «IHCTUTYT matosiorii KpoBi Ta TpaHcdysiliHOI mMeauuyHu HarjioHanbHOT akazemii
MeJVYHUX HayK YKpaiHW», BifiJi/IeHHs1 reMaToJIorii, M. JIbBiB

4) nikap Horaesa JI.I.

KomyHabHe HeKoMepIjifiHe TiAnprueMcTBO «UepKachbKuii 00/1acHUN OHKOJIOTiUHME AucraHcep YepkachbKoi
obmacHoi paju», O61acHUH JTiKyBa/IbHO-iarHOCTUUHWI TeMaToJIOTiuH|H IIeHTp, M. YepKacu

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- mabopaTtopHi Habopw;

- IPUCTPOI [JIs peecTpaLiii JaHuX L1040 TeMIlepaTypu;

- CKaHepH /ISl 3UMTyBaHHS LUTPUX-KO/IB;

- eJIKTPOHHI L[OZIeHHWKMU [ TIaLli€HTIiB;

- IPyKOBaHi Marepianu.

KowmrmaHig, sKa fi€ 3a JOBIpeHICTIO, Ky HaZlaB CIIOHCOP UM 3asBHUK Ha BBe3€HHS [JOC/Ii)KyBaHUX
JiKapchKUX 3acobiB Ta cynyTHix MaTepianiB: TOB «Arenuisi «C.M.O.-YkpaiHa»

B.o. reHepa/ibHOro JupeKkTopa /lupeKkroparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopaTok 11
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/IeHUI MTPOTOKO/ K/iHiuHOro BUNpoOyBaHHst 178-CL-204, Bepcis 2.0, 3 iHKOPIIOPOBaHOI CYTTEBOIO
nonpaBkoto 1, Big 11 motoro 2021 poky; IHdopmauis ans maijieHTa Ta gopma 3roJu MajoliTHbOTO
Marji€eHTa Ha y4acTb y HayKOBOMY KJIIHIUHOMY JOC/i/pKeHHI [/ TauieHTiB BikoM Big 11 mo 13 pokis,
Mogens ansa Ykpainu, Bepcisg 2.0 Bixg 07 TpaBHsi 2021 poky, yKpaiHCBKOK Ta POCIHCHKOI MOBaMU;
Indopmarjisi A mairjieHTa Ta ¢opma 3rod HEMOBHOJIITHHOIO TMAallieHTa Ha Yy4yacTb y HAyKOBOMY
KJ/IIHIYHOMY [TOC/Ti/IP)KeHHI Ji/1d TalieHTiB BikoMm Bif 14 no 17 pokiB, Mogens ais Ykpainy, Bepcis 2.0 Bij
07 tpaBHst 2021 poKy, YKpaiHCHKOIO Ta POCiliCbKOI0 MoBamMu; [H(opMariist A/1st 6aTbKiB marjieHTa Ta popma
indbopmoBaHoi 3roau, Mogenb ansi YKpainu, Bepcisi 2.0 Big 07 TpaBHs 2021 pokKy, YKpaiHCBKOIO Ta
pOCiliCbKOI0O MoOBamu; Marepianu Jjig maljieHTa Ta JOC/AiJHUKA: [HCTpyKiisi i3 camMoCTiliHOro
BHUMIDIOBaHHSI apTepiaJlbHOTO TUCKY Ta MyJbCy. Ilocibnuk s miteir [246013 178-CL-204_UKR BP
Manual Child 20200805 1.0 Ukrainian], ykpaiHCbKOO MOBOIO; MHCTPYKLIMM TI0 CaMOCTOSITeIbHOMY
M3MepeHUI0 apTepyabHOTO JlaBaeHus U myJbca. PykoBogcTBo asst geteid [246013 178-CL-204_UKR BP
Manual Child 20200805 1.0 Ukrainian], pociiickkoto MoBoro; YacTi 3amuTaHHs Ta BiATOBiZli Ha HUX
[246013 178-CL-204 UKR CONTECO8A BP Manual Adult 20200907 1.0 Ukrainian], ykpaiHCbKO!O
MoBO10; OTBeThl Ha YacTo 3a/ilaBaembie Bompockl [246013 178-CL-204 UKR CONTECO08A BP Manual
Adult 20200907 1.0 Russian], pociiicbkoro MOBOI0O; «3arpoIIyeMO FOHMX TMAaIli€HTIB i3 TMpobsemMoro
rinepakTyMBHOIO ceyoBoro mixypa! Peectpariito yyacHukis gociaipkenHss DOLPHIN Bxe BigkpuTo», Dear
Parent Letter_20210329 3.0 Ukrainian PA1, Bepcist 3.0 Big 29 6epe3nsi 2021 poky, yKpaiHCBKOH MOBOIO;
«[Ipurnamarorcsi Bce JeTH W TOJPOCTKM C CUHAPOMOM TUIIePaKTHBHOTO MOYeBOro Imy3bips. Habop
y4yacTHUKOB ucciegoBanuss DOLPHIN Teneps oTkpeiT!», Dear Parent Letter_20210329 3.0 Russian PA1,
Bepcis 3.0 Big 29 6epe3ns 2021 poky, pocifickkoro MOBOO; «Ha Barlly JUTHHY ueKae oKeaH MOK/IMBOCTeH
— He [103BOJIbTE >XOJHUM TepelikojaM CTpUMyBaTH ii Ha kuTteBoMmy uuisaxy», UKR Patient Brochure
20210329 3.0 Ukrainian PA1, Bepcis 3.0 Big 29 6epe3nst 2021 poky, yKpaiHCbKOIO MOBO; « 151 Bariiero
pebGEéHKa Mpe/iCTaBIeHO MOPe BO3MOXKHOCTeH! — He YITyCTHTe IIaHC BOCII0/Ib30BaThcst uMu», UKR Patient
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Brochure 20210329 3.0 Russian PA1, Bepcist 3.0 Big 29 6epe3nst 2021 poky, pocitickkoro MoBow; «Ha
Ballly JUTUHY YeKa€e OKeaH MOXK/IMBOCTeM — He [I03BOJIbTE >KOZAHUM IepellikoZamM CTpUMyBaTu ii Ha
JKUTTEBOMY TLIsiXy», TTocionuk pist marjienta, UKR Patient Study Guide 20210329 3.0 Ukrainian PA1,
Bepcist 3.0 Big 29 Gepe3nst 2021 poky, yKpaiHCbKOIO MOBOIO; « /Iyt Bariero pe6éHka mpeiCTaB/IeHO MOpe
BO3MOJKHOCTeM! — He YIIyCTUTe IIAHC BOCIO/b30BATbCS WMHU», bpolopa co cBefeHUsIMA 00
vccnenoBanuu As nanueHTa, UKR Patient Study Guide 20210329 3.0 Russian PA1, Bepcisi 3.0 Big
29 Oepe3ns 2021 poky, poCilicbKO0 MOBOI; «Ha Bally AWTHHY uYeKae€ OKeaH MOXJTHBOCTeM — He
[I03BOJIbTE JKOLHUM IepellKojaM CTPUMYyBaTH ii Ha XUTTeBoMY LsAXy», [Toctep, UKR Poster 20210329
2.0 Ukrainian_PA1, Bepcis 2.0 Big 29 6epe3nst 2021 poKy, yKpaiHCBKO MOBOI0; «/Ijisi Baiiero pe6énka
Npe/iCTaB/IeHO MOpe BO3MOXKHOCTel! — He ymyCTUTe IIaHC BOCMOJIb30BaThcsl MMu», [loctep, UKR Poster
20210329 2.0 Russian_PA1, Bepcis 2.0 Bix 29 6epe3nst 2021 poky, pociiickkoro MoBoto; Patient Pathway
for the DOLPHIN Study, Global Patient Pathway 20210329 2.0 English PA 1, aHrnificbkoto MOBOIO.

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Pan0Mi30BaHe, mo/BiliHe-CJIiMe, T1alle00-KOHTPOIbOBaHe, OaraToOLleHTPOBe AOCiMKeHHS 3 da3u y
rapasieJlbHUX Tpyrax i3 MOC/TiZIOBHUM THUTPYBAaHHSIM 03U [/Is OL[iHKK e(heKTUBHOCTI, Oe3rmeyHoCTi Ta
(apMakokiHeTMKM MipaberpoHy y mMalli€HTiB AATAYOro BiKy Bifg 5 A0 < 18 pOKiB 3 rinmepakTHUBHICTIO
ceyoBoro mixypar», 178-CL-204, Bepcid 1.1 Bizg 13 mmcronazga 2019 poky.

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Acrennac ®apma I'noban [depenonmenr, IHK., CIIIA / Astellas Pharma Global Development Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




HopnaTok 12
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bk/TtoueHHs1 [10JJaTKOBOTO TipemapaTy mopiBHsHHs: Emipy6itmu AkBima/Epirubicin AqVida (aktuBHuY
(apmareBTMUHMM iHrpesieHT — Epirubicin hydrochloride), 200 mr/100 ms (2 mr/mim), po3uuH AJisi iH’ €Kit
ISl BHYTPilIHbOBeHHUX iH(Y3il, BupoOHUK: AqVida GmbH, HiMeuunHa; 3pa30k MapKyBaHHs (TlepBUHHA
ynakoBka) gy Enipy6iumny/Epirubicin, 200 mr/100 ma (2 wr/mn), po3uuH [ iH’eKUiil Asis
BHYTpIlIHbOBeHHUX iHGY3il, Big 22 kBiTHS 2021 poKy yKpaiHCHKOK MOBOIO; 3pa30K MapKyBaHHS
(3oBHimHA yrnakoBka) ansa Emipy6inuny/Epirubicin, 200 mr/100 ma (2 Mr/mi), po3uuH Ajis iH’€KLif a/s
BHYTpIlIHbOBeHHUX iH(Y3il, Bif 22 kBiTHa 2021 poKy yKpaiHChbKOIO MOBOO; [H(opMaljiiiHuii 1MCTOK
narjieHTa Ta popma iHpopmMoBaHoi 3roau s YKpainu, Bepcis 7.1 Big 25 TpaBHs 2021 poKy yKpaiHCBKOIO
Ta pOCiiicbkkoro MoBamu; OrosomieHHs mpo Habip marfieHTiB, Bepcis 1.0 Bixm 26 TpaBHsa 2021 poky
YKPaiHCHKOIO Ta POCIKCHKOI0 MOBaMU

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

Ne 1532 Biz 21.08.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorienTpoBe, paHjgoOMi3oBaHe, BigkpuTe pocaipkeHHs III ¢a3u 3 mOpiBHSAHHA KOMOiHaLii
ATte3omisymaby (aHTu-Pd-L1 aHTHTI/Ia) 3 a[’FOBAaHTHOK aHTPAI[MK/TiIHOBOI/TaKCAaHOBOIO XiMiOTeparti€to
Ha BiZMiHY Bif TiZbKM XimioTeparii B Talli€HTiB 3 orepabe/bHUM TPUYi HETaTUBHUM PAKOM MOJIOYHOI
3an03u» (IMpassion030), BIG 16-05/AFT-27/W039391, Bepcis 7 Big 17 moToro 2021 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIOBIJAJBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd. /®. Xobdmaun-JIs Poui Jitg. /®. IN'oddmanu-JIs Pom JiTa., [Isetitapis

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

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




Honatok 13
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBrieHe Jlocbe AOCTiKYBaHOTO JiKapchKoro 3acoby AR-301 (Tocatokcyma0b), Bepcis 4.1, BepeceHb
2020 p.; Ononene [locke mocuipKyBaHOTo Jiikapcbkoro 3acoby AR-301 (Tocatokcymab), Bepcist 5.0 Bif
02 Gepe3nst 2021 p.; 3miHa y BMPOOHMYOMY TMpOILlECi JiKapChKOI peuoBHHM: 30i/bIIeHHS MaciuTady
biopeakTopa KysabTypu KaiTHH 3 1000 51 go 2000 s, Ta BiANOBiAHWX JaHWX TIOPiBHSHHS Ta BUITYCKY;
3ayuyeHHs HOBOTO BUPOOHMKA JJOCIiIKYBaHOTO JiKapchbKoro 3acoby AR-301 (TocaTokcymab) Ta riare6o
mo AR-301 (tocatokcymab): Emergent BioSolutions, USA; OHoB/ieHe MapKyBaHHS [Jisi KapTOHHOI
YIMaKOBKU JIOCTiPKYBaHOTO JTiKapchbKoro 3acoby AR-301, 25 mr/mn abo nnare6o 10 M/ y diakoHi, Bif
13 Bepecus 2020 p., ykpaiHCbKOO MOBOW0; OHOB/eHe MapKyBaHHs /i (bJIaKOHY J[OC/iKYBaHOTO
nikapcekoro 3acoby AR-301, 25 mr/mn a6o miame6o 10 mn/ y dnakoni, Big 16 Bepecus 2020 p.,
YKpalHCbKOK MOBO; OHOB/IeHe MapKyBaHHs [JI1 KapTOHHOI YMAaKOBKM [JOC/I/PKYBaHOTO JIiIKApChbKOTrO
3acoby AR-301, 25 mr/mn abo marie6o 10 Mt/ y duiakoni, Big 19 TpaBHs 2021 p., yKpaiHCbKOIO MOBOIO;
OHoBnieHe MapkyBaHHSI /i1 (JIaKOHY [JOC/TiKyBaHOTO Jiikapcbkoro 3acoby AR-301, 25 mr/mn abo
nnae6o 10 mn/ y ¢uakoni, Bifg 19 tpaBHs 2021 p., ykpaiHCbKOO MoBOO; IHdopmarjiiiHuii mucTok i
(opma 3rosu /15 MallieHTa i 3aKOHHOTO Tpe/ICTaBHUKA [I/Is1 yUacTi B K/IiHIYUHOMY AOCTiKeHHi, Bepcis 5.0
O Ykpainu Bif, 26 ciung 2021 p., nepeksiaz yKpalHCBKOIO MOBOMO Bif 12 mrotoro 2021 p.; mepekinaf,
pocilicbkoro MoBoHO Bif 12 motoro 2021 p.; Indopmauiiinuii TMCTOK MarLjieHTa i popma 3rogu Ha y4acTb y
(apMakoKiHeTUUHOMY [JOC/ifKeHHi, Bepcis 4.0 ans Ykpainu Big 26 ciunsa 2021 p., mepeknaf
yKpaiHCbKOIO MOBOIO Bif 12 motoro 2021 p.; mepeknaj pociiicbkoro MOBORO Bif 12 mrotoro 2021 p.;
IHdopmaritinuii ucTok i dopma 3roau /st BariTHOI mapTHepKH, Bepcist 4.0 asisi Ykpainu Bif 26 ciuHs
2021 p., mepekniaj, yKpaiHCbKOH MOBOIO Bif 12 mrotoro 2021 p.; mepeksaj, poCiiCbKOIO MOBOIO Bif
12 motoro 2021 p.; Igentudikaijitina KapTKa y4acHHMKA KJIiHIYHOTO [OCJi/pKeHHs, Bepcis 2.0 Bif
14 rpyans 2020 p., mepeknaZ, yKpaiHCbKOIO MOBORO Bif 12 motoro 2021 p.; nepeksaz poCiiicCbKOX MOBOIO
Bif 12 mororo 2021 p.; TlofoBXeHHs1 TepMiHy TpOBeeHHs K/iHiuHOro BUIpOOyBaHHS B YKpaiHi 70
31 cepnns 2022 poky
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1166 Big 23.05.2019

HasBsa kjiniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanziomizoBaHe, moBiliHe crire, T1aleb0-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/i/KeHHS 3 ¢a3u s
OLiHKK Oe3reyHocTi Ta edekTtuBHOCTI TiperrapaTy AR-301 sk fgoromikHOI Teparmil g0 /iKyBaHHS
aHTUOIOTHKaMM TIpY BEHTU/IATOP-acoLjiiioBaHili mHeBMoHil (BAIT), cipuumnneHiit S. aureus», AR-301-002,
Bepcis 4.1 Big 26 mvcromnaga 2019 p.

3asgBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

Apinic ®apmaceioTikans, IHk., CIIIA (Aridis Pharmaceuticals, Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Hopartok 14
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Po3pin 2.3.P.8 «CrabinbHicTe» [Jocke mociipkyBaHoro jikapcbkoro 3acoby AGEN1884, process 2.0,
aHrmiicekoro MoBoro; Poszgin 2.3.P.8 «CrtabinbHicTh» [l0ChE JOCTiPKYBAaHOTO JIiKAPCHKOTO 3acoly
AGEN1884, process 2.1, aHrmilicbkoro MOBOO; [loJjOoB>KeHHSI TepMiHy MPUAATHOCTI [JOC/iJKyBaHOTO
nikapcbkoro 3aco6y AGEN1884 (po3uun ans iHdy3ii, 50mMr/mi) no 54 MicsiiiB

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Biz 07.11.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, GaraTorpymnoBe qoCTimkeHHs a3y 1/2 3 MeTO BUBUEHHS 0e3MeuHOCTi, TepeHOCHUMOCTI,
(dapMakokiHeTHKH, OiosoriuHoi Ta KiiHiuHOI aktuBHOCTI miperiapaty AGEN1884 B kombOiHamii 3
riperiapatoM AGEN2034 y maijieHTiB 3 MeTacTaTUUHUMH ab0 MiClleBO-PO3IOBCIO/PKEHUMU COJTiTHUMH
MyXJIMHAMM Ta PpO3IIMPEHHSI 3aCTOCyBaHHA Ha o0padHi Buaud cosmignux mnyxiauH», C-550-01, 3
IHKOPITIOPOBAHOIO IOIPAaBKO0 5 Bifg 26 BepecHs 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AMIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«Amxenyc Ink.» (Agenus Inc.), CHIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikaris cyTreBoi
TIOTIPaBKU

®opma iHdopmoBaHOi 3roau A4S 0cCib, 10 3AiHMCHIOITL Aor/sazd, Bepcis 1.0 i YKpaiHd aHTTiMCBKOO
MOBOIO Bif 24 kBiTHs1 2021 poky; ®opMa iHpopmoBaHOi 3roau Assi 0cib, 110 3AiCHIOIOTE JOTJISA, BepCis
1.0 s Ykpainu ykpaiHCbKOI MoBORO Bif 24 kBiTHs 2021 poky; ®opma iHpopmoBaHOi 3roau Ajst ocib,
1110 3/IKMCHIOITH Aorisg, Bepcis 1.0 an1a YkpaiHu pocikicbkoro MoBORO Bif 24 kBiTHA 2021 poky; ocke
nmocimkyBaHoro mikapcekoro 3acoby ARGX-113 with rHuPH20, po3uuH Ans MiAIIKipHUX iH’€KIfiN,
Bepcis 4.0 Bix 28 TpaBHsa 2021 poKy, aHIJIIHCHKOIO MOBOIO; JI0ChE AOCIIiPKYBAaHOTO JIIKAPCHKOTO 3aCo0y
ARGX-113 with rHuPH20, po3uuH gns migmkipaux id’exuii, Hogatku rHuPH?20, Bepcis 4.0 Bifg
28 TpaBHsi 2021 pOKy, aHIVIIKUCBKOWO MOBOMO; [lo/l0B)KeHHsI TepMiHy TPUAATHOCTI [OC/i)KyBaHOTO
nikapcekoro 3acoby Efgartigimod PH20 SC, Edrapririvog PH20 pns migmikipHoro BBejeHHS,
Edrapririmog PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20, ARGX-113/rHuPH20
(Efgartigimod alfa) po3uuny ans nmigmkipaux in’ekuivi 180mr/min, o 18 micsiis; 3anyyeHHs A0JaTKOBOI
BUPOOHHWUOI AISTHKA AOC/ipKyBaHOTO Jikapcbkoro 3acoby ARGX-113/rHuPH20, 180 mr/mi po3uuHy
71 migmkKipHux iH’eknii Vetter Pharma-Fertigung GmbH & Co. KG, Germany: Eisenbahnstrasse 2-4,
88085 Langenargen, Germany; Mooswiesen 2, 88214 Ravensburg, Germany; Helmut-Vetter-Strasse 10
88213, Germany; Schuetzenstrasse 87 and 99-101, 88212 Ravensburg, Germany; [JomaiiHiii mocibHuK i3
TPaHCTIOPTYBaHHsI, 30epiraHHs, MirOTyBaHHS Ta BBEeAEHHS [OC/Ii)KyBaHOTO TIpernapaty edrapTiriMmoay
PH20 pns n/iu BBegenHs (165mi/mr), Bepcist 4.0 Big 10 uepBHs 2021 p. Ta >KypHasn peecTpallii BBeJeHHs
JIOCJTiPKYBaHOTO mpernapary, giHanbHa Bepcis 3.0 Big 10 uepsHsi 2021 p., yKpaiHCbKOIO MOBOIO; JloMalliHe
KepiBHMLITBO i3 TPaHCTIOPTYBaHHs, 30epiraHHs, MiArOTOBKK Ta BBeAEHHS OCTi/[PKyBaHOTO Tperapary
edrapririvogy PH20 ans n/m1 BBeseHHsi (165mn/mr), Bepcisi 4.0 Big 10 uepBHs 2021 p. Ta KypHasn
peecTpallii BBe/leHHsl [OC/i[)KyBaHOro ripenapary, ¢iHanbHa Bepcis 3.0 Big 10 uepBHs 2021 p.,
pociiicbKot0 MOBOIO; [loMariHii mociOHUK i3 TpaHCIOpTyBaHHS, 30epiraHHsl, MArOTyBaHHS Ta BBeJEHHS
Jloc/lipKyBaHoro npenapary edraprtirimoay PH20 anis ni/m BBesenHs (180mr/mmn), Bepcisi 5.0 Bif
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10 uepBHs 2021 p. Ta KypHasa peecTpallii BBeJileHHs JOC/IiI)KyBaHOr0 mpernapary, ¢iHanabHa
Bepcis 3.0 Bix 10 uvepBHs 2021 p., yKpaiHCbKOKO MOBOR; JlomalliHe KepiBHULTBO i3 TPaHCIOPTYBaHHS,
30epiraHHsi, MiZATOTOBKKA Ta BBeJEHHS AOCTiIPKyBaHOTrO rmperapary ecdrapririvogy PH20 ans m/in
BBeZieHHs1 (180mr/mi), Bepcisi 5.0 Big 10 uepBHsi 2021 p. Ta )KypHaJ1 peecTpallii BBeJ|JeHHs [JOC/Ii/[)KyBaHOTO
ripenaparty, ¢iHanbHa Bepcis 3.0 Big 10 uepBHs 2021 p., pocCiiiCbKOI0 MOBOHO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpure OararorieHTpoBe MpooBkeHHsS fgociimkeHHs ARGX-113-1904 ajis BuBUeHHs Ge3revHOCTi,
NepeHoCUMOCTi Ta eeKTUBHOCTI npernapary Edrapririmos PH20 as1s nigkipHOro BBefieHHs y MarLli€HTIiB
3 nyxupuatkoro (ADDRESS+)», ARGX-113-1905, Bepcis 2.0 Big 05 motoro 2021 poky

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianosigansHicTio «KoHTpakTHO-[ocmiguuiipka Opraizaifisi IHHOGapM-
YKpaiHa»

CnoHcop, KpaiHa

apaxkeHkc BB, Benbrist / argenx BV, Belgium

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosneni po3gimu 3.2.P. locke AoCTipKyBaHOTO JiKapchbKoro 3acoby JNJ-67896062-AAA, TabneTky,
BKpUTi 000/0HKOI0, 10 Mr, 37,5 Mr Ta 75 Mr Ta BignoBigHoro rarne6o Big 12.04.2021 p.; BxaroueHHS
JI0JJaTKOBOTO BHUPOOHMKA [JOCTiKyBaHOTO JiiKapcbkoro 3acoby JNJ-67896062, marjiteHTaH, Tab/eTKH,
BKpUTi 060si0HKOM0, 10 Mr, 37,5 Mr Ta 75 Mr Ta BignoBigHoro marie6o — Catalent Germany Schorndorf
GmbH, HimeuuuHa; ITogoB>keHHS TepMiHy MPHIATHOCTI AOC/IiPKyBaHOTO JiKapcbKoro 3acoby JNJ-
67896062, MarjiTeHTaH, TabseTKu BKpUTI 000/10HKOI0, 37,5 Mr Ta 75 mr go 30 micawiB; JomaTtok 1 Bif
21.05.2021 p. mo bpomypu Hocnigauka JNJ-67896062 (macitentan), BugaHHs1 18; 3MiHa Ha3BU MiCllb

TIPOBE/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:

byno

Craso

n.M.H., npod. Cipenko FO.M.

HepxaBHa ycraHoBa «HaljioHa/lbHUM HayKOBWiA
LeHTp «IHCcTUTYT Kapaiosiorii iMeHi akazgemika
M.AA. Crpaxecka» HarjioHaneHOl —akajemii
MeIUYHUX HayK YKpainy, BiZIIiIEHHS
CMMINTOMaTUYHUX apTepiaJlbHUX TilepTeHsiu,
M. KuiB

I.M.H., pod. Cipenko FO.M.

Hep>xaBHa ycraHoBa «HaljioHa/ibHUM HayKOBUM
ueHTp «[HCTUTYT Kapgiosiorii iMeHi akazemika
M.[. Crpaxecka» HajioHaneHol —akajemii
MeJWYHUX HayK YKpaiHW, Bifi/ii/ BTOPUHHUX i
JIeTeHeBUX rinepreHsiii, M. Kuis

K.M.H. Bacunbesa JI.I.

KomyHanbHe MiATIPUEMCTBO
«/IHITIPOTIETPOBCBKUIM ~ 00/IaCHUMA  KJTiHIUYHUH
LIEHTP Kapziosorii Ta KapAioxipyprii»
[HinporneTpoBcbKoi 00/1acHOT paiu», BifineHHs
Kap/iionorii, [ep>kaBHUI 3aK/aj
«/JHirponeTpoBCbKa MeJUYHa akazeMis
MiHicTepcTBa OXOpPOHM 3[0pPOB’S  YKpaiHW»,

Kadespa BHYTPilIHBOT MeAulIiHU Ne3, M. JIHIpo

K.M.H. Bacunbesa JLI.

KomyHanbHe MiATPUEMCTBO
«[IHinporieTpoBcbkU  obslacHUNA  KJTiHIYHUN
LIeHTpP Kapziosorii Ta KapAioxipyprii»
JIHinporneTpoBCchKOI 00/1aCHOI paiu», BiflineHHs
Kap/iiosorii, THITIPOBCHKUIA Jlep>KaBHUH
Me/IMYHUN yHiBepcuTeT, Kadeapa BHYTPiLIHbOI
MeuHU Ne3, m. [IHITIpo
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«[IpocriekTriBHe, paHZOMi30BaHe, TMOJBiNHE CriMe,
rapasieJlbHUX TpyTaX, aJanThBHEe KiiHiuHe AOCTipKeHHs 3-1 a3y 3 BiJKPUTUM TIPOJIOBXKEHHSM [IJist
OLiIHKA e(eKTUBHOCTI Ta Oe3reyHoCTi MaljiTeHTaHy 75 Mr Tpu HeorepabenpHiIM abo cTilikid /
peLMANBYIOUil XpOHiuHii TpoMOboeMbommiuHil fereHeBiii rineprensii», 67896062CTP3001, 3 rornpaBKoo

4, Bepcid 6 Big 16.12.2020 p.

OararorieHTpoBe, TUIarieb0 KOHTPO/IbOBaHe, B

3asiBHUK, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX



Honatok 17
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOTO BUIPOOYBaHHS:

Ne
/1

[1.I.b. BifgmoBifa/bHOro AOC/IiJHUKA
HasBa miclis ipoBe/ieHHsI KJTiHIYHOTO BUIMPOOYBaHHS

K.M.H. ["'amu J1.®.

MeauuHul 1[eHTP TOBapMCTBa 3 0OMeXeHOro BifmnoBifganbHicTIO «CMapT Megikan IleHTp»,
M. KuiB

[.M.H., ipo¢. KoBanenko O.€.

KomyHaneHe HekowmepriiHe mignpueMctBo «Kiiniuna sikapHsi Nel5 IloaminbCbKOro pavioHy
Mmicta KueBa» BukoHaBuoro oprany KuiBcekoi Micbkoi pagu (KuiBcbKOI MiChKOiI /ep>kKaBHOI
aZiMiHicTpaii), HeBpoJIoriuHe BiffineHHs, M. KuiB

K.M.H. Tomax H.B.
Meaynunuii 1ieHTp ToBapucTBa 3 00MexkeHOor0 BinoBinanpHicTi0 «IHET-09», M. 3anopixoks

Howmep Ta fata Haka3sy
MO3 oo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«bararorieHTpoBe, paH/I0Mi30BaHe, MIOZIBilHe Cirte, T1are00-KOHTPOIbOBaHe A0CTipKeHHs da3u I11b gs
OLIIHKK edeKTUBHOCTI Ta Oe3reyHocTi Tiperiapaty OKpenizymab y [JOpOC/IMX TAIi€EHTiB 3 TepBUHHO-
[IPOrpecyrouyuM po3CissHUM cKiiepo3om», WA40404, sepcis 4 Big 01 mrororo 2021 p.
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3asiBHUK, KpaiHa TorapuctBo 3 OOMmexkeHow BianosigansHicTio «KonTpakTHO-ocmiguuipka Oprasizaifiss IHHOGapM-
YxpaiHa»

CrnioHcop, KpaiHa @. Xopdmann-JIs Pour JItg, IBelinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —

MaTepianv/ripernapaTi

CyNyTHBOI Tepartii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa MiclLisi IPOBe/IeHHsI K/IiIHIYHOTO BUIPOOOBYBaHHS:

Byino

Craino

J.M.H., ipo¢. ['annopubos A.M.
MenuyHuil 1[eHTP TOBapuUCTBa 3 OOMeXeHOH
BiINOBIJa/IbHICTIO «PeBMoOLIEHTD», BiAmin
KIiHIUHUX J0CTiKeHb, M. KuiB

I.M.H., ipod. I'anmopubor A.M.

MenuyHu 1[eHTP TOBapuCTBa 3 0OMeKeHOI
BiNOBIJA/MbHICTIO  «IHCTUTYT  peBMaTOJIOrii»,
Bifain KniHiuaux nocaimpkedb Nel, M. Kuis

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«PaHzoMi30BaHe, TMO/BiliHe-CIIiMe,

1arie00-KOHTPOTbOBaHe  1OC/ipKeHHsT Tiperapaty SEL-212

y

TalLlieHTiB 3 Mojarporo, pedpakTepHOO /10 CTaHAapTHOI Tepamii», SEL-212/302, Bepcis 5.0 Big 30 >KOBTHs

2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Selecta Biosciences, Inc., USA/ «Cenekta baiocaeHcis, Ink.», CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTOopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU Ta MICIsl TPOBe/IeHHs K/IiHIYHOT'O BUMPOOYBaHHS:

Byso

Crano

I.M.H., ipod. BoHgapenko .M.

KomyHanbHuii  3aknaj — «/IHimpomneTpoBchbKa
Micbka OararoripodisibHa KitiHiuHa ikapHs Ned»
uinporieTpoBcbKOI 00/1acHOi pajy, BiagineHHS
ximioTeparrii, [epxaBHUM 3aK/1af,
«/IHITIpOTIeTPOBCHKA MeauyHa akazieMis
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHW»,
Kadeapa oHKojorii i MeaAuuHOI pafiosorii,
M. [THinpo

I.M.H., ipod. BoHgapenko .M.

KomyHanbHe ~— HeKoMepLiiiHe  MiANPUEMCTBO
«Miceka KiiHiyHa sikapHs Ned» [THINIPOBCBHKOL
MICBKOI pajy, XiMioTepaneBTHUYHE Bifi/eHHsS 3
JIeHHUM CTaL|iOHApOM, JHINpOBCHKUM
Jlep)KaBHUN MeJWYHUM yHiBepcuTeT, Kadepa
OHKOJIOTi1 Ta MeJUUHOI pajiosorii, M. JJHinpo

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 466 Big 13.03.2018

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

PanziomizoBaHe mozgiiiHe cuine pocsimpkeHds 11 dasu, mopiBHsHHS KOMOiHarlii remOposisymaby Ta
imnimymaby 3 komGiHarjieto memOpomidymaOy Ta ruianebo y paHille HeiKOBaHMX TIALIi€HTIB 3
MeTaCcTaTUYHUM He/IpiOHOK/TITHHHUM pakoM JiereHb 4 ctafii 3 PD-L1-mosutuBHuMu nyxiuHamu (TPS

>50%)(KEYNOTE-598), MK-3475-598, 3 inkoprniopoBaHoto nonpaBkoto 06 Bif 11 rpygus 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHicTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk lapn Exg Joym Kopmn.», gouipse mignpueMmctBo «Mepk Exg Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CHHIA

CynyTHi —

Marepianu/mperniapaty

CYTIyTHBOI Teparii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 20
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHUHN TPOTOKOJ KiiHiuHOro mAochipkeHHs B7931028, ¢inanbHa Bepcisi 3 iHKOpPIIOPOBaHOIO
norpaBkowo 4, Big 2 Oepesnst 2021 p., aHrjilicbkoro MoBoro; OHoBieHa bpoiypa gocrmignvika PF-
06700841, Bepcis 6.0 Bixg BepecHss 2020 p. aHrnikicbkor0 MoBOK; OHoBeHe [loChe€ AOCHTiIKYyBaHOTO
nikapcekoro 3aco0y (IMPD) PF-06700841 gnst Ykpainu, Bepcis gatoBaHa cepriieM 2020 p. aHTTiHCbKORO
MOBOI; OHOB/IeHUH [OKYMEHT «3arajbHa OLIiHKa CHiBBiJHOLIEHHS KOPUCTL/PU3UK», BepCisi JaToBaHa
5 Gepe3nsi 2021 p. aHrmiicbkoro MoBow; OHoBeHui [HdopMalliliHui TUCTOK AJi maijieHTa Ta Popma
iHbopMoOBaHoOi 3roJj Ha y4acThb y K/IiHIYHOMY A0C/iAKeHHi, Bepcis 4 Bif 12 kBiTHs 2021 p. ans YKpainu
aHIVIIMCbKOIO, YKPalHCBKOK Ta POCIMCbKOO MOBaMM; AHKeTa «3arajbHa OL[iHKAa MAl[iEHTOM CTYyIleHs
TsDKKOCTI — BoBuak (PGIS- L)», Bepcisi 1.0 Big 31 cepnasi 2020 p. yKpaiHCbKOIO Ta POCiMCHKOI0 MOBamy;
AHKeTa «3arajibHe BpaXeHHs Tal{ieHTa Tipo 3MiHy Tiepebiry xBopobu (PGI-C)», Bepcist 1.0 Bif 5 )KOBTHs
2020 p. yKpalHCBKOIO Ta POCiMChKOI MOBaMH; AHKeTa «3arajbHa OL[iHKAa MalliEeHTOM CTYIeHs TSDKKOCTI —
BromstoBaHicTh (PGIS-F)», Bepcist 1.0 Big 5 »koBTHs1 2020 p. yKpaiHCBKOIO Ta POCiMCHKOI0 MOBaMM.

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

Ne 2372 Biz 04.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe, MoBiliHe ciline, T1ale00-KOHTPOIbOBaHe, OaraTOIleHTPOBe AOC/imKeHHS (a3u 2B 3
nizbopy miama3oHy 103 /s OLiHKK Tipodito edekTuBHOCTI Ta Gesneunocti mpernapary PF-06700841 B
YYaCHUKIB 3 aKTMBHMM CHUCTeMHMM uepBoHMM BoBuakoM (CUB)», B7931028, ¢inanbHa Bepcid 3
IHKOPIIOPOBAHOM) MOMpaBKoro 3, Big 31 xkoBTHA 2019 p.

3asgBHUK, KpaiHa

[N¢atizep Iuk., CIITA
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CrioHcop, KpaiHa [Natizep Iuk., CIIIA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HopnaTok 21
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

[HdopmMatiis as1s yuacHuKa focsizpkeHHs i @opma iHdhopMoBaHoi 3rofu Ha ydacTs y gociigpkenHi TP0O006
(myOpportunlTy 2) ans Ykpainu, Bepcisi 4.0 Big 04 uepBHs 2021 poKy, YKpaiHCBKOI Ta POCIMCBHKOIO
MoBamu; Matepianu A maijieHTiB: JIMCTOK-BK/IaZKa B yNakoBKy 3 BakuuHOr HimeHpukc (Nimenrix),
Octanne oHoBneHHsT: 04 Gepe3Hst 2021 poKy, YKpaiHCHLKOIO Ta POCiHCHKOK MOBaMH; JIMCTOK-BK/Ia/iKa B
yMakKoBKy 3 BakLuHOIO IIHeBMoBakc 23 (Pneumovax 23), OctaHHe oHOBaeHHs:: 11 mrotoro 2021 poky,
YKPaiHCBKOI0 Ta POCIMCbKOK MOBamu; JIMCTOK-BK/Ia/iKa B yMaKOBKY 3 BakiuHOW [IpeBeHap 13 (Prevenar
13), OctanHe oHoBeHHs: 8 ciunsa 2021 poKy, YKpaiHCBKOIO Ta POCiMICHbKOK MOBaMH.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 700 Big 24.03.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe, TIO/BiliHe CiliTle, paHAOMi30BaHe, T1aleb0-KOHTPO/IbOBaHe JOC/imKeHHs 3 (a3u s
OLiIHKA e(heKTUBHOCTi, 0e3MeyHOCTi Ta TEepeHOCHUMOCTI MperapaTty pO3aHOJIKCi3yMab y [JOpOCIMX
YUaCHUKIB JOCTiPKEHHSI 3 MEePCUCTYIOUOK ab0 XPOHIYHOIO TEePBUHHOI0 iMyHHOI TPOMOOIMTOIEHi€
(ITIT)», TPOOO6, 3 nonpaskoto 2 Bif 08 rpyHs 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MIiCITh TPOBE/IEHHS K/TiHIYHOTO BUIPOOYBaHHSI:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS
1 O.M.H., npod. Konecauk M.O
HepxxaBHa ycraHoBa «lHctutyT Hedposorii HaijioHanbHoi akagemii MeAMUHUX HaykK
Ykpainu», Bigginenssi am0OysatopHoi Hedposorii, gianisy Ta IT-3a6e3neuenHs, M. Kuis
2 J.M.H., ipo¢. Maptuntok JLIT.

KomyHanbHe HekomeplLiiliHe MiJNpUEMCTBO «TepHOMiJibCbKA YHIBEpCUTETChbKA JIiKapHs»
TepHorinbcbkoi 00macHOl pazau, BiagineHHs: Hedposiorii, TepHOMiNbCHKUN HalliOHATEHUM
MennuHui yHiBepcuteT imeHi [.5I. T'op6aueBchkoro MO3 Ykpainu, Kadezpa BHYTPIlIHbOI
MeauiuHu Ne3, M. TepHomiib

Howmep ta faTa Hakasy
MO3 o0 3aTBepIyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kitiHiuHOTr0
BUIIPOOYBaHHS, KO/,
BepCis Ta gaTa

«PanzomiszoBaHe, BiKpWTe, 3 aKTUBHUM IIperapaToM IOPiBHSHHS B SKOCTi KOHTPOJIIO, GaraTtoieHTpoBe
pocmipkeHHss ¢a3u 111 anst oriHkKM edeKTHMBHOCTI Ta 6e3meuHOCTi 3acTocyBaHHSI 00iHyTy3ymaly y
TMAaIjieHTIiB 3 TIepBUHHOI0 MeMOpaHO3HO Hedponarieto», WA41937, Bepcis 1 Big 17 ceprus 2020 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHOI0 BiMOBizambHICTIO «Porr YKpaiHa»
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CrnioHcop, KpaiHa @.Xodhdmann-JIs Pour Jita, [Beiiuapis

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HonmaTok 23
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa 3asiBHMKa KJIiHigyHOro BUNpoOyBaHHs B YKpaidi 3 « IHCCEH ®APMALIEBTUKA HB», benbrisi Ha
TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»); Kaptka y4yaCHHKa K/IIHIYHOTO [JOC/IIKeHHS
BiZ 05 TpaBHsa 2021 poKy yKpaiHCBHKOO Ta POCIHCHKOI MOBaMU

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 621 Big 24.09.2015

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Pangomi3oBaHe, 1/1alle00-KOHTPOIbOBAHE, TO/ABiMHE CliTle, KIiHiUHe Joc/ipkeHHs 3 (a3u TiperapaTy
Ananyrtamizi B MO€HaHHI 3 aH/POTeHHOI0 AernpuBaliliHo Tepamieto (AJT) y mopiBHsaHHI 3 AT y
MaLieHTiB 3 MeTacTaTUYHHM T[OPMOH-UYTJMBMM pakoM mnepeAmixypoBol 3amo3u (mHNPC)»,
56021927PCR3002, 3 Amendment 5 Biz 16.03.2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




Hopartox 24
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

3anyuenns kommanii Scout Clinical (agpeca: 15770 Dallas Parkway, Suite 1075; Dallas, Texas 75248,
USA/ CIIIA) 3 MeToro opraHizaiii Haj[aHHS TPaHCIIOPTHUX TMOCAYr Ta/abo TMpOXKMBAaHHS Iifj 4Yac
MPOBeZIeHHST K/TiHIYHOTO BUIIPOOyBaHHS; [JoroBHeHHs /10 iH(GOpMaIliiHOro IMCTKa TaijieHTa Ta (hopmu
iHdopMoOBaHoOi 3rosiv: opradisaiisi lepeBe3eHb uepe3 KomrmaHito Scout Clinical ans Ykpainu, Bepcis 1.0
Bif 23 kBiTHS 2021 POKY yKpaiHCHKOIO Ta pocikicbkoro MoBamu; O6CayroByBaHHs natjieHTiB. EjekTpoHHe
muctyBaHHs, Bepcis 1.0 Big 21 tpaBHa 2021 poky yKpaiHCbKOK MOBOMO; Ilocimyru pjis marijieHTiB.
EnektponHi nucty, Bepcis 1.0 Big 25 TpaBHsi 2021 poKy pOCiHiCHbKOI0 MOBOIO; 3anydyeHHs J0[aTKOBOIO
MiCIIsl TPOBeIeHHsI K/TiHiYHOTO BUMPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 I.M.H., ipod. 3aiieB B.1.
ObnacHe KOMyHanbHe HeKOMepljiiiHe miAnpueMcTBO «UepHiBeljbka o0OsiacHa KiliHiuHa
JIIKapHs», MiApo3Au1 yposorii, M. YepHiBLi

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Kniniune gocnimpkennsi ¢asu 2b, sike ouiHoe edekTuBHICTL Ta OesmneuHicTh mnperapaty TAR-200 y
KoMmbiHariii 3 1jerpesnimabom, nperapaty TAR-200 y sikocTi MOHOTeparii abo rperapary 1jeTpesiMab y
SKOCTI MOHOTeparii B yUYaCHUKIB i3 M’130BO-HEIHBa3WBHMM PakOM CEUOBOI'0 MiXypa BHUCOKOIO CTYIIeHs
pU3MKY, IL[[0 He pearye Ha iHTpaBe3WKaibHe 3acTocyBaHHs Oauumu Kanbmeta-I'epena (BIIXK), siki nHe
Bi/ITIOBiJJalOTh KpUTEPisSIM TIPOBE/IEHHS PpaZiMKa/JbHOI IUCTEKTOMilI ab0 He OaXkarOoTh I TIPOBOAMTH,
17000139BLC2001, Bepcis 2.0 Bix 25 BepecHs 2020 poky
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3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa Janssen Pharmaceutica NV («flHccen ®@apmatieBTrika HB»), Benbris

CynyTHi —

MaTepianv/ripernapaTi

CyNyTHBOI Tepartii

B.o. renepansHoro jupekropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZJaTKOBUX MiCI[b TTPOBe/IeHHsS] BUIIPOOYBAHHSI

Ne
/1

[1.I.b. BigmoBifa/bHOro AOC/iJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

nikap ITomimyk O.0.
[IpyBaTHe Masie MiANPUEMCTBO, MeAWUHUM LeHTp «lly/nbCc», TepameBTHYHe BijJieHHS,
M. BiHHuLg

K.M.H. Heuurniopenko H.M.

Mennunuii  neHtp  «Ok!KmiHiK+»  ToBapucTBa 3  00OMeXeHOI  BiZOBiZaIbHICTIO
«MiKHapoAHUN THCTUTYT KIIiHIYHUX AOCTiIKeHb», amMOyIaTOpHO-TIOMK/TiHIUHe BifAieHHs,
M. KuiB

I.M.H., npod. CesiteHko T.B.
MeauuHuii 11eHTp TIPUBATHOTO MiANpUeEMCTBa «/I3epkano», miKyBaJabHO-TPOGiTaKTUUHNN
iZipo3/in 3 KabiHeTaMu ZiepMaToBeHepoJiora, M. [IHITIpo

nikap Tromenesa K.C.
KomyHanbHe HeKoMepijiliHe TIiANPUEMCTBO «4-a MicbKa KJ/IiHiyHa JikapHsi M. JIbBoBa»,
TOJIK/IiHIYHe BiffiieHHs], M. JIbBiB

sikap ITycroBapenko B.O.
MeauuHUl TIeHTP TOBapUCTBa 3 0OMeXeHOw BiarnoBizanbHicTi0 «Xenc KiiHik», MeanuHuii
K/IiHIUHUW JTOC/TiIHULIbKWY LIeHTP, Bififi/1 3aranpHOI Tepartii, M. BiHHUIS

nikap Kysnerjosa H.A.
MeauuHU# [IeHTP TOBApHCTBa 3 0OMEXXEHOI0 BiMOBifambHiCcTIO «Menuunuid 1jeHTp «KimiHiKa
ciMelHOI MeJUI[MHW», CTalliOHapHe BiJiJli/IeHHs], Bl lepMaTOBeHepoJiorii, M. JTHITIpo
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7 3aB. Bigaiiom Kyuma I'.A.

JlikyBaneHo-ziarHocTHuHM 1eHTp «XEJICI EHJ] XEIII» TOBapuctBa 3 OOMEXEHOIO
BianoBiganeHicTIO «XEJICI EH/I XEIIl», MefuuHMI KIIHIUHWKA JOCTIAHULBKUNA LIeHTp, BiAgia
JepMaroBeHepoJiorii, M. KuiB

8 K.M.H. Anekcaszpyk O./1.

JlikyBanmbHO-fiiarHOCTUUHUIA ~ 1eHTp  «Heiipo  T'obanm»  ToBapucTtBa 3  0OMeEKeHORO
BignoBiganeHicTIO «Helipo T'nmobGan», JiKyBasbHO-TIPOGIMaKTUUHNN MiApo3/in, M. IBaHO-
PpaHKiBChHK, €. Kpuxibiji

9 nikap Kycrosa T.1O.

KomyHanbHe HeKoMeplliliHe MiANPUEMCTBO «XepCOHChbKAa MicbKa KJ/iHiUHa JiKapHs
iMm. €.€. Kapabenema» XepcOHCHKOI MiCbKOI pajiy, My/JbMOTeparieBTUUHe BifjiseHHs,
M. XepCcoH

Howmep Ta fata Haka3sy
MO3 100 3aTBepyKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

Panziomi3oBaHe, Mo/BiiiHe ciiine, GaraTOI@HTPOBE AOCTiPKEHHSI TeparieBTUYHOI eKBiBa/IeHTHOCTI, III0
TPOBOAMTLCS B TlapajieIbHUX Tpymax Jjist TOpiBHAHHA e(heKTUBHOCTI, 6e3reyHocTi Ta iMyHOTeHHOCTi
nperiapatry DMB-3115 ans migmkipHoro BBeseHHs Ta mnpernapary Cresnapa® BupobHuritBa €C 'y
TMAaI{ieHTiB i3 XpOHIUHUM OJISIIIKOBUM TICOPia30M cepegHBOro abo TsHKKOro crynens, DMB-3115-2, Bepcist
Big 07 rpyzHsa 2020 poky

3asiBHUK, KpaiHa

ITianmpuemctso 3 100% iHo3eMHOI0 iHBecTHiclo «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Dong-A ST Co. Ltd., Republic of Korea

CynyTHi
MaTepianv/ripernapaTi
CyNyTHBOI Tepartii

B.o. renepansHoro jupekropa /JIupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT KiJIBKOCTi IOC/Ti/DKYBaHUX B YKpaiHi 3 3 g0 25 ocib; 3amyueHHS AOAATKOBOTO MiCList
TPOBe/IeHHS KTiHIYHOTO BUTIPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS
1 [.M.H., ipo¢. MapTuntok Jlinis [TeTpiBHa

KomyHaneHe HekomepLiiliHe TMiJNIPUEMCTBO «TepHOIMIIbCbKA YHIBEPCUTETChbKA JIIKApHS»
TepHorinbcbKoi 06acHOl pajau, BiagineHHsi Hedposiorii, TepHOMiNbCbKUN HalliOHATbHUM
MeguuHUiA yHiBepcuTeT imMeHi [.f1. ['opbaueBcbkoro MiHicTepcTBa 0XOPOHM 3/10pOB'sl YKpaiHy,
Kadespa BHYTpilHbOI MeguLHU Ne3, M. TepHominib

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Big 23.06.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«[ToxBitine crine, paHZOMi30BaHe, I/1alle00-KOHTPOIbOBaHe, OaraTolleHTPOBe K/IiHiUHe AOCITiPKeHHS
(a3u Ila 3 orjinku edeKTUBHOCTI Ta Ge3reyHoCTi demb3apTaMady Ha OCHOBI TFOACHKUX aHTUTLNI o CD38 y
nikyBaHHi IgA-HedponaTtii — IGNAZ», MOR202C206, Bepcis 1.0 Big 23 mucronaza 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmoBizanbHicTio «KoHTpakTHO-[ocmigauipka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

MopdoCuc AT, Himeyuuna / MorphoSys AG, Germany

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

B.o. reHepasibHOro gupeKropa JupeKkropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 27
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnHoBnieHuii TIpoTOKOJ 3 momnpaBkoro 1 Big 04.05.2021 p.; Indopmariist ans 6aTekiB marjienta Ta ®opma
indopmoBanoi 3roau — IIporokon 53718678RSV3001, Bepcisi 3.0 ykpaiHCbKOIO [A7s1 YKpaiHM Bif
04.06.2021 p.; Tadopmauis ans 6aTbkiB marjieHTa Ta @opma iHdopmoBaHOi 3roau — IIpoTokosn
53718678RSV3001, Bepcia 3.0 pocilicekoro MoBow aAna  Ykpainu  Big  04.06.2021 p;
Hopatok 1 Bim 04.06.2021 p. mo bpowypu pocniguuka JNJ-53718678 (Rilematovir) BupaHHs 7;
OnoBnenunt posgin 3.2.S gocke IJI3 JNJ-53718678-ZCL, Bepcisi 2.0 Bim 29.05.2021 p.; OHoBieHuit
po3ain 3.2.P mocee JI3 JNJ-53718678-ZCL, nopook /s NPpUroTyBaHHSI OpajibHOI CyCIleH3il, Bepcis
2.0 Biz 01.06.2021 p.; OHOBieHwii po3zin 3.2.P mocke marebo, MOPOLIOK /i TIPUTOTYBAaHHS OpabHOI
cycrensii, Bepcist 2.0 Big 02.06.2021 p.; OHoBneHu#i po3fin 3.2.P [0ocbe PO3UMHHMKA [1/Is1 IPUTOTYBaHHS
cycnensii, Bepcis 2.0 Big 01.06.2021 p.; BkarouenHs: BUpoObHuyoi AinsaHky Shanghai STA Pharmaceutical
Product Co. Ltd., aaa OJ13 JNJ-53718678-ZCL, nopoliok AJisi IPUrOTyBaHHSI OpasbHOI CycreH3ii, Ta
rarie0o0, MOPOIIOK /11 TIPUrOTyBaHHS opanbHOI cycrensii; CkpuHiiotd «Janssen 53718678RSV3001
Other Subject Facing Text» ykpaiHCbKOIO MOBOIO /151 YKpainu, Bepcis 2.0 Big 02.04.2021 p.; CKpUHILOTH
«Janssen 53718678RSV3001 Other Subject Facing Text» pocilickkoro MoOBoO AJisi YKpaiHu, Bepcisi 2.0
Big 02.04.2021 p.; TTomoB>XeHHS TEPMiHIB K/IiHIYHOTO BUIIPOOYBaHHs B YKpaiHi 0 27.12.2025 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBaHe, mToOABiMiHe citine, T1ale00-KOHTPOIbOBaHe [OCTiMKeHHs Gasu 3 i OL[iHKU
eeKTUBHOCTI Ta 06e3MevHOCTi pisleMaToBipa y HEMOBJISIT Ta AiTel (BiKoM Bif > 28 nHiB f0 < 5 pokiB) Ta
3ro/IOM Y HOBOHapOKeHUX (BikoM < 28 fHiB), TocCriTani3oBaHUX 3 MPUBOAY TOCTPoI iHbeKLii AuxanbHUX
LUIAXIB, CIPUYMHEHOI pecripaTopHO-cuHLMTIaApHUM  Bipycom (PCB)», 53718678RSV3001, Bix
17.08.2020 p.
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3asiBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benvris
CnoHcop, KpaiHa «AHCCEH ®APMALIEBTUKA HB», benbris
CymnyTHi —

MaTepianv/rpernapaT1

CyNyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HonaTok 28
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bopa ais iH’ek1ii, 1110 Oy/je BUKOPHUCTOBYBATUCH K PO3UMHHUK Jyist [IJ13 MarzAA: crepuibHa Boja Ajist
in’exnin 10mn (Bupobuuku: Pfizer Healthcare India Private Limited, Ingisi; Hospira, Inc., CIIIA); 3pa3ok
MapKyBaHHs (TlepBMHHA YIaKOBKA) A/l CTepUIbHOI BoAM A/ iH’ekuit 10 mu: Bepcis Ansi KpaiHU Bif
16 uepBHs 2021 poky, A/11 YKpaiHU YKpaiHCbKOX MOBOO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hocmimkenns ¢asu 11 a5 oLiHKK eeKTUBHOCTI Ta 6€3MevHOCTi Map3enTakory aab(a (aKTHBOBAHOTO)
[T TIAIIKIPDHOTO BBeJieHHs IPY JIIKYBaHHI Ha BUMOI'Y Ta KOHTPOJIO €Ii30ZiB KpPOBOTeY Yy MAal{i€HTIB 3
remodisiero A abo remodiniero B, 3 iHribitopamu: mocmimkenHss Kpimcon 1 [Crimson 1]», MAA-304,
[TorpaBka 1.0, 02 wepsua 2020, JlokaneHa nonpaBka MAA-304, Bepciga 1.1 Bing 04 ciuna 2021 poky
(yimize a1 YKpaiHu)

3asBHUK, KpaiHa

ToBapycTBO 3 06MeXeHoH0 BianosiganbHicTio «MEITENC YKPATHA»

CnoHcop, KpaiHa

«Kertenict Batiocatiencus, Inkopriopeiiten» [Catalyst Biosciences, Inc.], CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 29
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporrypa gociigarKa JocCimpKyBaHoro jikapcekoro 3acoby Bamikcadoptug (Balixafortide, POL6326),
Bepcisi 13.1 Big 27 kBitHa 2021p., aHrmidickkoro MoBow; POL6326-009 OcHoBHa IHdopmaiiis ass
nanjieHTa i ¢gopma iHpopmoBaHOI 3rofu [Jjsi YKpaiHu, aHIJiiChbKOI0 MOBOM, Bepcis 5.0 Big 23 TpaBHsA
2021p.; POL6326-009 OcHoBHa IHdopmaliist Ans maijieHTa i popma iHbopMoBaHOI 3roau A1 YKpaiHu,
yKpaiHCbKOIO MOBOO, Bepcisg 5.0 Bim 23 TpaBHsa 2021p.; POL6326-009 OcHoBHa IHdopmatis ass
naijieHTa i ¢opma iHbopMoBaHOI 3roau [/s YKpaiHd, pPocifickKolo MOBORO, Bepcis 5.0 Big 23 TpaBHsS
2021p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1753 Big 06.08.2019

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«MixHapozHe, 0araToIleHTpOBe, paHZOMi30BaHe, BigkpuTe AOCTiKeHHS 3-0i (a3u s MOpiBHSHHS
koMbOiHariii banmikcadoptugy 3 EpibyniHoMm Ta camocTiiiHoro 3actocyBanHsi EpibyniHy y maijieHTiB i3
HER2 HeraTMBHUM, MiCLIeBO-PEIMIUBYIOUMM ab0 MeTacTaTUUHUM paKOM MOJIOYHOI 3an03u», POL6326-
009, Bepcis 3.0 Big 15 aunug 2019 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHow BianorizanpHicTio «KoHTpakTHO-[ocrigHumnpka Opranizanis IHHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Polyphor Ltd, Switzerland/ TTonidop JIta, [lBeiiiapis

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




Honatok 30
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoB/IeHUl TIPOTOKON KiiHiuHoro mochimkeHHs BP41743 Bepcist 4 Big 03 uepBHs 2021p., aHIIiMCbKOIO
MoBow; [logatok 1 Bix uepBHsi 2021p. go Bpomypu pocrignvka A Ralmitaront (RO6889450)
TAAR1(4) Partial Agonist, Bepcisi 6 Bif >koBTHs1 2020 poKy, aHI/ilicbKO0 MOBOM; IHdopmalis s
narjieHTa Ta ¢opma iHhopmoBaHOI 3rofau s YKpaiHU aHT/iMChKOI MOBOMO, Bepcis 4.0 Big 09 uepBHsS
2021 p.; Indopmariis asisa nauieHTta ta dopma iHPoOpMOBaHOI 3rofu sl YKpaiHu yKpPaiHCHKOH) MOBOIO,
Bepcis 4.0 Big 09 uepsHsi 2021 p.; IHdopmatiist A5 matfieHTa Ta dopMa iHhopMoBaHoOI 3roAu Aas YKpaiHU
pociiickKoro MoBOto, Bepcis 4.0 Big 09 uepBHs 2021 p.; Popma iHdoOpMOBaHOI 3roZi Ha BUKOHAHHS
000B’s13KiB HaZlaBaua iHdopMallii PO yuyaCHUKA AOC/Ii/PKeHHS 11 YKpaiHW aHT/TiiChKOK MOBOO, BEpCist
4.0 Bix 09 uepBHs 2021 p.; Popma iHPopMOBaHOI 3roZi Ha BUKOHAHHS 000B’sI3KiB HajlaBaua iHpopMariil
PO y4yaCHUKA JOC/IIKeHHs [J1s1 YKpaiHu yKpaiHCbKOI0 MOBORO, Bepcis 4.0 Biz 09 uepBHs 2021 p.; Popma
iHbopmoBaHOi 3rozu Ha BUKOHaHHS 000B’s3KiB HaZlaBaua iHdopMallii Mpo yyacHUKA [JOC/iKeHHs /ISt
Ykpainu pocilicbkoro MoBoto, Bepcist 4.0 Big 09 uepBHa 2021 p.; 3pa3ok TekcTy mkanu WASI-II, Bepcis
1.1 Bim 22 Gepe3nss 2021 poky, yKpaiHCbKOIO MOBORO; 3pa3oK TeKcTy mkaau WASI-II, Bepcis 1.1 Bix
22 Gepe3nst 2021 poky, pocilicbKol0 MOBOIO; 3pa3ok TekcTy mikaniu WASI-II Supplemental Pages, Bepcis
1.1 Big 23 6Gepesnsi 2021 poky, pocitickkoro MoBow; WCG MedAvante-ProPhase—Roche BP41743 —
KepiBHUIITBO /I/151 yUaCHUKA [JOC/i/PKEHHS 1[0/I0 BUKOPUCTaHHS [0JaTKy Zoom [jis BiZieoKOH(hepeHLii,
Bepcis 2.0 Bix 13 kBiTHs 2021 p., ykpaiHcbkoro MoBorwo; WCG MedAvante-ProPhase—Roche BP41743 —
KepiBHUIITBO /1151 yUaCHUKA JOC/i/PKEHHS 1[0/I0 BUKOPUCTaHHS [0JaTKy Zoom [jis BiZieoKoH(bepeHLiii,
Bepcis 2.0 Big 13 kBiTHa 2021 p., poCiiicbKOIO MOBOIO.

Howmep Ta gara Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 2110 Big 16.09.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, paHJOMi30BaHe, TO/BilHe cjline, y TapajefbHUX TPYyIax, miareb0-KOHTPOIbOBaHe
nmocrimkenss dasu 11 anst ouiHku edekTUBHOCTI Ta O6e3meyHocTi npernapaty RO6889450 (PanmiTapoHT) y
MOPiBHSAHHI 3 TwIanebo y MaifieHTiB i3 mm3odpeHiero abo 3 mM30apeKTUBHUM pO3/1aZioM Y CTafil
3aroctpeHHsi», BP41743, Bepcisi 3 Bif 17 BepecHs 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMexxeHoro BigmosizanbHicTio «KoHTpakTHO-[ocmigauibka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

@. Xopdmann-JIs Pour JIt, Iselinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




Hopnatok 31
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

3asy4eHHs! I0IaTKOBOTO MiClisl TPOBe/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOrO AOC/TiJHAKA
n/n Has3Ba miclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 [.M.H., ipo¢. Bonogsko H.A.

KomyHanbHe HeKoMepijifiHe mianpueMcTBo JIbBiBCcbKOi 06macHOi pagu  «JIbBiBCHKMM
OHKOJIOTIYHUM perioHa/JibHUW JiKyBa/IbHO-11arHOCTUYHUM LIeHTP», TiHEKOJIOTiuHe BiJ/ieHHs
Nel, JIbBiBCbKMI HalliOHa/IbHUM MeJUYHWI yHiBepcuTeT iMeHi anwna ["anuibkoro, kadezapa
OHKOJIOTII i pagiosiorii akyapTeTy mic/isgguniIoMHoi ocBiTH, M. JIbBIB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHyomi3oBaHe, TmoABiMiHe cminme gocaimkenHss Il ¢asu  ximiopagiorepamii y kombOiHaiii 3
nemOpostisymabom abo 6e3 HLOrO [t JIIKyBaHHI JIOKAJIbHO PO3MOBCIO/PKEHOTO paKy IIUHAKKA MaTKH 3
BucokuM crtyneHeM pusuky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», MK-3475-A18/ENGOT-
cx11/GOG-3047, 3 inkopnopoBaHor nonpaBkoro 01 Bin 06 ciuns 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTOopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




HopnaTok 32
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TpoTtokon kiiHiuHoro BurpoOyBanHs GLPG3970CL102, Bepcis 2.0 Bim 18 TpaBHs 2021 poky,
aHrjinicekoro MoBor; [logatok o bpowypu pocnigauka GLPG3970, Bepcis 2.00 Bifg 26 mrororo
2021 poky, pemakwis 1.0 Big 01 6epesnsi 2021 poky, aHTJIiHCBKOIO MOBOR; [HhOpMAaLiHUN THCTOK
narjieHTa Ta ¢opma inpopmosanoi 3roau, Bepcis V4.0UKR(uk)1.0 Bix 11 yepBHsa 2021pokKy, mepeksaf,
yKpaiHCbKOIO MoOBoOwO Bif 21 uepBHsi 2021 poky; IHdopmauiiiHuii AMCTOK TMalieHTa Ta Qopma
indopmosanoi 3roau, Bepcisi V4.0UKR(ru)1.0 Big 11 uepBHs 2021poKy, repeksaj; poCiiiCbkOol0 MOBOIO
Biz 22 uepBHs 2021 poky

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomizoBane, mofBiliHe citine, TMIale60-KOHTPOIbOBaHe, 0araTolleHTPOBe IOC/i/KEHHS B
rapasieJlbHUX rpynax Jjisi OLiHKK (papMakoguHaMiKy, (papMakoKiHeTHKH, 6e3reyHOCTi Ta 1epeHoCHMOCTi
nperniapaty GLPG3970 mipu nepopasibHOMY 3aCTOCYBaHHI MPOTATOM 12 TWXKHIB y JOPOC/IUX MAL{i€HTIB 3
aKTMBHUM CHCTeMHUM yepBOHKUM BoBUakom», GLPG3970-CL-102, Bepcisi 1.0 Big 17 BepecHsi 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Galapagos NV, Belgium

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onosnena bpomrypa Hdocniagnvka, Semaglutide subcutaneous administration, Projects: NN9536, EX9536,
Semaglutide s.c. 2.4 mg for Weight Management, BuzanHs 7, ¢iHanbHa Bepcis 1.0 Big 04 yepBHsa 2021;
[TepeliMeHyBaHHS MiClisl TIPOBeJileHHS JOC/TiKeHHsl: KoMyHanbHe HeKoMeplLiiliHe miArnpueMcTBo «Micbka
K/IiHiyHa JtikapHs Ne3» UYepHiBellbKOlI MICbKOI pajy, TepareBThuHe BifaiseHHs Nel 3 jibkkaMu
KapziosoriyHoro npo¢into; ByKoBUHCHKUN /1ep>KaBHUI Me[IMUHUI YHiBepcuTeT, Kadeapa MporeseBTUKI

BHYTpillIHiX XBOp0oO, M. UepHiBLi:

Byno

Crano

a.M.H. pod. Inamyk T.O.

KomyHanbHe  HekOMepLliliHe — MiANPHUEMCTBO
«Micbka KiiHiyHa mikapHsi Ne3» YepHiBelLbKOI
MIiCBKOI pajau, TeparieBTAUHe BifzineHHs Nel 3
JIbKKaMM ~ KapzionoriyHoro mipodimo, Burmii
Jlep>)KaBHUM  HaBUY&/JIbHUM  3aK/aaf,  YKpaiHu
«ByKOBUHCBKMI Jlep>KaBHUMN MeZIMUHUN
yHiBEpCUTET», Kaeapa TMpore1eBTUKU

BHYTPIIIHIX XBOp0b, M. UepHiBIi

a.M.H. npod. Inamgyk T.O.

KomyHanpeHe — HekoMepliliHe  MiANIPUEMCTBO
«Micbka KiiHiyHa sikapHsi Ne3» YepHiBelbKOI
MIiCBKOI pajuy, TeparieBTAuYHe BifzineHHs Nel 3

JIDKKaMu Kap/1i0JIOTiYHOr0 ripodisnto,
bykoBUHCBKMI Jlep’KaBHUMN MeJUYHNN
YHiBepCHTeT, Kadezapa TIpOrie/|eBTUKU

BHYTPIIIHiX XBopo0, M. UepHiBLi

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«SELECT - BIuMB ceMariyTUy Ha CepLIeBO-CYAWHHI YCK/IaZHEHHs Y JIFOfel 3 Ha/[/TIIKOBOIO Baror abo
oxxupiHHam», EX9536-4388, ¢inansHa Bepcis 6.0 Big 04 ciunsa 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopzick YkpaiHa»

CrioHcop, KpaiHa

Novo Nordisk A/S ([aHisi)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepansHoro aupexkropa Jlupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 34
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

[MTogoBskeHHs TepMiHy mipugaTHOCTI cepii LFD0654A pocmimpkyBaHoro fikapchKoro 3acoby [ieHorect 2
mr / Etuninectpagion 0.02 mr (LPRI-424), TabneTky MpOJIOHrOBaHOI [iii, BKPUTi 000/0HKOIO, A0 36
micsaniB; IlogoBkeHHss TepMiHy npuaaTHoOcTi cepii LFDO655A aocmipKyBaHOTO JiKapChKOTO 3aco0y
Hienorect 2 mr / Etuninectpagion 0.02 mr (LPRI-424), TabieTK¥ MPOJIOHr0BaHOI /i1, BKPUTi 000/I0HKOIO,
o 36 micauiB; 3pa3oK MapKyBaHHS [/isl MOJOBXKeHHs1 TepMiHy mnpuzaatHocti o 10.03.2022, Mactep
eTrKeTKa, Bepcid 1.0. Big 07.06.2021

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

Ne 1143 Biz 15.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«baratoleHTpoBe, TIO/BiliHe cJjiire, 3 TIO/ABIMHOIO iMiTalli€t0, paHAOMi30BaHe  JIOC/Ii/I>KeHHs
KOHTpAIleNTUBHOI e)eKTUBHOCTI, epeHOCUMOCTi Ta be3neuHocti nperapaty LPRI-424 (gienorect 2 mr /
eTuHinectpagion 0,02 Mr) mpu 3aCcTOCYBaHHI BIIPOZOBX [J€B’STH IMK/IIB y TOPIBHSAHHI 3 KOMOiHaLli€r0
apocnipeHoH 3 mr / etuHinectpagion 0,02 mr», LPRI-424/302, ocratouHa Bepcis 1.0, 15.10.2019

3asgBHUK, KpaiHa

«Ckoyn IntepHemnn Al'», HimeyurHa

CnoHcop, KpaiHa

«Uemo Pezepu C.JI.» (Chemo Research S.L.), Icianis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onosnena bpomypa gocnigauka (Lu AA21004), Bepcis 18 Big 01 uepBHsi 2021 p., aHI/iCHKOI0 MOBOIO;
306i/bIIeHHsT KiZTbKOCTI I0C/TiZPKyBaHUX B YKpaiHi (3 90 10 120 marjieHTiB)

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

Ne 2393 Biz 21.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfiomi30BaHe MOJBiliHe Cilile JOC/I[PKeHHSl y TMapajelbHUX Cpylax 3 akKTUBHUM KOHTpOJIEM [JIs
OLIiHKM e(eKTHBHOCTI BOPTIOKCETHMHY Y TOPIiBHSIHHI 3 [JecBeHIa(aKCMHOM Y [OPOC/IMX TALli€HTIB, 1110
CTPaXXal0Th Ha BeJIMKWM [lelIpPeCHBHUM pO371aJ i Malyd 4acTKOBY BiJ[TIOBifIb Ha Teparilo CeJleKTUBHUMU
inribiTopamu 3BopoTHOrO 3axorieHHs1 cepoToHiHy (CI33C)», 18498A, Bepcis 1.0 Big 22 mwmcromaza
2019 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

X. Jlynnbek A/C, aHist

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TomoB>KeHHs TPUBAJIOCTI KJIIHIYHOTO AOC/i/pKeHHs B YKpaiHi 10 31 TpaBHs 2023 poky

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

Ne 403 Big 04.05.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure pocnimkenHs (a3 3b Aa9 OLHKA [OBrOCTPOKOBOI 6e3rmeuHocTi Ta e(heKTUBHOCTI
BeJI0/Ti3yMaly /sl MiJIIKipHOTO BBeJieHHs y TAIiEHTIB 3 BUPA3KOBUM KOJIITOM Ta XBopoOoro KpoHa»,
MLNO0002SC-3030, inkopriopoBanuii noripaBkoo 10 Big 20 >koBTHsS 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHiclo «AMKTOBIA PIIC Ykpaina»

CrioHcop, KpaiHa

«Takega HdesenonmeHT Centep FOpon JIta.» (Takeda Development Centre Europe Ltd.), Cnonyuene
KOpOJIiBCTBO

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikariist cyrreBoi
TIOTIPaBKU

BxJ/r0oueHHs1 J0AaTKOBOTO MiCLisi TPOBeEeHHs K/IIHIYHOTO OC/Ii)KeHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1 | K.M.H. JIekomIieBa €.B.

[epxaBHa ycrtaHoBa «IHCTUTYT HeBpoJiOrii, mcuxiaTpii Ta Hapkosiorii HarjioHaneHOI akazeMii
MeJMUHUX HayK YKpaiHW», BiAAin (yHKIiOHaIbHOI HeMpOXipyprii 3 rpyroro natomMopgoJorii,
BifineHHs1 QyHKL[iOHa/IbHOT HEUPOXipYPrii Ta MapoOKCHM3MaJbHUX CTaHiB, M. XapKiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2243 Biz 05.10.2020

Ha3ga ky1iHiyHOrO
BUMPOOYBaHHs, KO/,
BepCis Ta faTa

«PangomizoBaHe mogBikiHe citine gocrimkeHHs: 111 da3u 3 BUBUeHHs eeKTHUBHOCTI Ta Oe3meuHOCTi
nipeniapaty SAR442168 y nopiBHsHHI 3 T1arie00 cepej| yY4aCHHKIB 3 BTOPUHHO-TTPOTPECYIOUMM PO3CisTHUM
cknepo3om 0Oe3 peuygusie (HERCULES)», EFC16645, 3 nomnpaBkoto 03, Bepcis 1 Bix 03 mucromaza
2020p.

3asiBHUK, KpaiHa

TOB «Cano@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim Kopropetimn, CIIIA)

CynyTHi
MaTepianv/mpernapaTi
CyMNyTHBOI Tepartii

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




HonaTok 38
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUYeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. | g.m.H., ipo¢. CraniciaBuyk M.A.

KomyHanbHe HeKOMepIiiliHe mMignpueMcTBO «BiHHMIIbKa oOsacHa KJIiHIUHA JTiKapHS
iMm. M.I. TTuporoBa BinHMibKOI 06siacHOi Pasn», BHUCOKOCIIeI[iami30BaHUM KTiHIUHUN 1[eHTp
peBMaroJiorii, ocreornopo3y Ta 6OiosoriuHoi Tepamii, BiHHMIbKMI Hal[iOHabHUN MeAUYHUN
yHiBepcureT iM. M.IL. [Tuporosa, kadezapa BHYTpiliHb0I MeaAuLMHU Nel, M. Binauug

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Biz 16.09.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«bararorieHTpoBe, paHZiOMi30BaHe, TMO/BiliHe Crire, TIaleb0 KOHTPOJhOBaHE, B TapaselbHUX Tpyrax
K/IiHIUHe JOCJi/pKeHHsT TycelbkymMaldy y TAI[ieHTiB 3 aKTUBHUM BOBYAaKOBUM  He(pUTOM»,
CNTO1959LUN2001, 3 ITonpaskoto 1 Bizg 07.05.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro supexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta
BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy
MiHicTepcTBa OXOPOHHM 30POB’sl YKpaiHu
Bif 24 munHsa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3aTIaHOBAHOI Ki/IbKOCTI AOCTiKYBaHUX [I/Isi BK/IFOUeHHsI Y BUTIpOOyBaHHs B YKpaiHi 3 155
10 200 CKpUHOBAHWX TALi€HTIB (Ki/IbKiCTb MaLi€HTiB 30i/bImiack Ha 45 CKpUHOBaHUX TAIfi€HTIB)

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

Ne 146 Big 21.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/[0Mi30BaHe, TO/BIHO CJIiNle JOCTiPKEHHS 3 OL[IHKM e(eKTUBHOCTI Ta Oe3rmeuHoCTi
1edhTOOINMpoy MeAOKapwiy B TOPIiBHSAHHI 3 AANTOMILIMHOM TP JIiKyBaHHI OakTepieMmii, BUK/IMKaHOI
Staphylococcus aureus, y Tomy uwucii iH@ekuiiHoro engokapauty», BPR-CS-009, pepakuisi 9.0 Bix
27 motoro 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

bazinea ®apmarieBtrka [HTepHationans JIta., [IBetitapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 40
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Po3zin gocke mocmimpkyBaHoOro Jiikapcbkoro 3acody MK-7264 «P.8 STABILITY», Bepcisi 06DHS3 Bifg
10 uyepBHsa 2021 pokKy, aHIJilicbKOI0O MOBOW0; [lofoB)KeHHS TepMiHy 30epiraHHsl AOC/iKYBaHOTO
nikapceKoro 3acoby MK-7264 no 36 micsiiiB.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzmomizoBaHe, nozBiliHe ciiinie, TU1aleb0-KOHTPO/IbOBaHe, OaraTolieHTPOBe JOCTimKeHHsT da3u 3b s
OL[iHKM e(eKTUBHOCTI Ta Oe3reku redarikcaHTy y JKiHOK 3 XDOHIYHHMM KallJleM Ta CTPeCOBUM
HeTpUMaHHAM ceui», MK-7264-042, 3 iHkopriopoBaHoto nonpaskoro 03 Bif 23 mmcronaza 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. reHepasiibHOr0 UpeKTopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Hoparok 41
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpouypa ans gocnignvka 3 npernapaty Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBitHa 2021 p.;
Indopmariiinuii nvctok i ¢opma iHdopmMoBaHOI 3roju, ocTtaToyHa pefakiis 7.0 A YKpaiHM Bif
01 nunHs 2021 p., OCTaTOUYHUI MepeK/az 3 aHr/IilicbKOl MOBU Ha YKpaiHChbKy MOBY Bij 06 nunns 2021 p.,
OCTaTOYHUM TMepeK/aj, 3 aHI/IiMCbKOI MOBM Ha pOCiKcbKy MOBY Bif 06 smumnas 2021 p.; OuiHka
crniBBifHOLIeHHs1 KopucTi Ta pusuKy (Benefit and Risk Assessment) ans gocnimkenHss RPCO01-3102,

pepakuis 6.1 Big 29 keiTHa 2021 p.
Howmep ta faTa Hakasy Ne 838 Big 10.12.2015
MO3 oo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS
Hasga kiiHiuHOrO «Bigkpure, 0OaraTol|eHTPOBe, pO3ILIMPEHe MAOCHipKeHHs Ga3d 3 /1 BUBUEHHS [E€pPOPabHOr0

BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

3actocyBanHsi RPC1063 B siKOCTi Tepariii y TMalli€HTIB 3 MOMipHUM a00 TSHKKUM BUPA3KOBHUM KOJTiTOM»,
RPCO01-3102, pepakuis 8.0 Big 12 uepBus 2020p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CrioHcop, KpaiHa

«CenmpxeH IntepHerinn I, Capn» (Celgene International II, Sarl) («CIC II»), IIIBetitjapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 42
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoirypa mocnigauka PF-06944076 (Talazoparib), Bepcisi 4.0, TpaBeHb 2021 p., aHI/IiliICbKOIO MOBOIO;

Indopmariis a5 naiienta ta dopma iHdbopmoBaHoi 3roau, YKpaiHa, Bepcis 1.2.0 Big 07 uepBHs 2021p. Ha

OCHOBI Bepcii Ha piBHi gocsimpkeHHs Bif 08 mortoro 2021p., aHr/IilCEKO, YKPAaiHCHKOK Ta POCIMCHKOIO

MOBaMH; 3pa30K JIMCTa [0 JiKaps 3arajbHOI TIPakKTWMKH, YKpaiHa, Bepcis Big 24 mrotoro 2021p.

KpaiHCHKOI0 MOBOK; BK/TIOUeHHSI I0ZaTKOBUX MiCIlb TIPOBeJIeHHsI KJIiHIYHOTO BUIIPOOYBaHHS:
No I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 | k.m.H. [lInapuk A.B.

KomyHanbHe HekomepijiliHe —mianpueMcTBo JIbBiBChbKOi 00macHOi pagu  «JIbBiBCHKHMA
OHKOJIOTIUHUM perioHa/JbHUM JIiKyBa/IbHO-ZiarHOCTUYHUI LIeHTp», BiJJiseHHs XiMmioTepartii,
M. JIbBiB

2 | A.M.H., ipo¢. bonzpapenko .M.

KomyHaneHe HekoMmepLitiHe mianpreMcTBOo «Micbka KiiHiuHa JjikapHs Ned» JIHINPOBCHKOI
MiCbKOI paju, XiMioTepameBTWYHe BiJ/iiIeHHs 3 [IeHHUM CTalioHapoM, [IHiNpoOBCbKWM
Jlep’KaBHUM MeIMUHUM YHiBepcuTeT, Kadesipa OHKOJIOTIT Ta MeAnuHOi pafioJorii, M. /IHinpo

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

TALAPRO-3: PAHJIOMI3OBAHE, IIOABIMHE CJIIIE [JOC/II)KEHHSA ®A3M 3, 11O
[IPOBOJUTLECA 3 METOHO TIIOPIBHAHHA TAJIA3BOIIAPUBY B KOMBIHALL 3
EH3AJIYTAMIZIOM TA IIJIALIEEO B KOMBIHALII 3 EH3AJIYTAMIJZIOM Y YOJIOBIKIB 13
METACTATUYHMM T'OPMOHOUYT/IMBUM PAKOM [IEPEAMIXYPOBOI 3AJIO3U 3
MYTALIEK I'EHA DDR, C3441052, ocraTouHa Bepcist IpOTOKO/y Bifl 28 ciunst 2021 poky




2 MPOJOBXKEeHH JojaTKa 42

3asgBHUK, KpaiHa [Maitzep Iuk., CIIA
CnioHcop, KpaiHa [Maitzep Iuk., CIIA
CynyTHi —
Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 43
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBNeHU TIPOTOKOJ KIIiHIYHOTO BWIIPOOyBaHHsS, Bepcis 2 Big 29 Oepesns 2021 p.; dopma
indopmoBaHoi 3rogu, Bepcis 3.0 Ans YKpaiHM yKpaiHCbKOIO Ta poOCiiicbkoro MoBamH Bif, 03 uepBHs
2021 p. Ha ocHoBi maiicTep-Bepcii popmu iHpopmoBaHoi 3roau s gocaimkeHHs BN42082, Bepcis 2, Bif
26 6epe3nst 2021 p.; @opma iHboOpMOBaHOI 3rou Ha TPOBeJeHHsS TIPOLeZlyPH MarHiTHO-pe30HaHCHOI
tomorpadii y 3m0poBuX m0OpoBOMBLIB A/ KBamidikarii gocraigHUIBKOTO I1eHTpY, Bepcis 2.0 ass
YKpainu yKpaiHCbKOIO Ta pocitickkoro MoBamu Bif 03 yepBHst 2021 p. Ha ocHoBi Maiictep-Bepcii ¢opmu
indbopmoBaHoi 3roau Ay gocaimkenHss BN42082, pepcis 2, Big 26 Gepesnst 2021 p.; [o3Bin Ha
BUKODHWCTaHHs Ta Tepejady MeJW4HOl iHpopmallii 3a3HaueHOl B OMUTYBaJbHUKY «Pe3ynbTaT BariTHOCTI
Ta MeZiMuHa iHdopMallis PO CTaH 3[0POB’sSl HEMOBJISITU MPOTSTOM TEPIIOr0 POKY >KUTTs», Bepcis 2.0 as
YKpaiHu yKpalHCBKOIO Ta pocikicbKoro MoBamH Bif 03 uepBHsi 2021 p. Ha ocHoBi maiicTep-Bepcii asd
nmocrimkennss BN42082, sepcisi 2.1, Big 31 6epe3nst 2021 p.; OnutyBanbHUK «Pe3ysbTaT BariTHOCTI Ta
MeZiuHa iHdopMallisi TIpo CTaH 3/10POB’SI HEMOBJIAATH TIPOTITOM TIEPIIIOTO POKY JKUTTS» YKPaiHCHKOIO Ta
pociticbkoro MoBamu Ayisi focimkenHss BN42082, sepcist 2.0 Big 03 uepBHs 2021 p. Ha ocHOBI 1m1a6si0Hy
IHQ, Bepcis 3.0 Big 21 Bepecuss 2020 p.; JomoBHeHHs Ao Popmu iHbOpMOBaHOI 3roAu: 3rofia Ha
TPOBe/IeHHs allbTePHATUBHUX BI3UTIB y MeXax AoC/ipKeHHs 1 yac nanaemii COVID-19, Bepcis 1.0 asis
YKpaiHd yKpalHCBKOKO Ta pocikicbkoro moBamu Bif, 03 uyepBHsi 2021 p. Ha ocHOBi MaiicTep-Bepcii
noroBHeHHs1 1 10 ¢opmu iHdopmoBaHoi 3roau 1mogo COVID-19 gns gocnmimkenus BN42082, Bin
26 Gepe3ns 2021 p.

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

Ne 3059 Biz 29.12.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bBaraTolieHTpOBe, paH/[0Mi30BaHe, TO/IBiliHe Cjirne, KOHTPOIbOBaHe AochimkeHHs da3u IIIb ansa ouinku
edeKTUBHOCTI, Ge3revyHoCTi Ta (apMAKOKiHETHKH BHUIIMX 703 OKpesizymaly y [JOpOC/IMX TAalli€HTIiB 3
peLuAUBYOUMM PO3CIIHUM CKilepo3oM», BN42082, sepcis 1 Bif 19 tpasHsa 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/moBifambHiCTIO «Porr YkpaiHa»

CrioHcop, KpaiHa

@®.Xodbdmann-JIs Pom Jita, [IBetiiapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 44
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TpoTtokon kniHiuHOro AocaimkeHHs MS200527_0080, Bepcis 3.0 Big 19 TpaBHsi 2021 poKy, aHI/IilCHKOIO
MoBoto; dopma migTBepAykeHHs oTpumanHs [JIIT yuacHukom pochiimkenss, Bepcisi 1.0UKR(uk) Bifg
13 TpaBHs 2021 poky, nepeksaj yKpaiHCbKOK MOBORO Bif 16 uepBHsa 2021 poky; ®opma miTBepAKeHHS
orpumanHs [IJIIT yuyacuukom pocnigpkenns, Bepcigs 1.0UKR(ru) Big 13 tpaBHsi 2021 poky, mepeksnap
pocilicbkkoro MoBorO Bif 16 uepBHsi 2021 poky; IomenHuk yuacHuka, Bepcisi [V02 UKR(uk)01] Big
20 TtpaBHsi 2021 poky, ykpaiHCbKoro MoBoio; IlJomeHHMK ydacHuKa, Bepcis [V02 UKR(ru)01] Bix
20 tpaBHs 2021 poKy, poCiiiCbKOHO MOBOIO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararoLeHTpoBe, paHA0OMi30BaHe, TO/BiMHe CJIire, 3 MOJABIMHOK iMiTalli€r0, KOHTPOJbOBaHe aKTUBHHUM
npernapaTtoM, fociigkeHHs 111 ¢asy, 1110 NpoBogUTHCS B Mapasne/bHUX I'pynax 3 OLiHKY e()eKTUBHOCTI Ta
6e3reyHocTi eBOOPyTHHIOA y MOPiBHSAHHI 3 TepU(IYHOMIIOM B YYaCHHUKIB i3 PeLIUUBYIOUNM PO3CisTHUM
ckyiepo3om», MS200527_0080, Bepcis 2.0 Big 27 nucromnaga 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, HimeuunHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 45
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TpoTtokon kniHiuHOrO AocaimkeHHs MS200527_0082, Bepcis 3.0 Big 19 TpaBHsi 2021 poKy, aHI/IilCbKOIO
MoBoto; dopma migTBepAykeHHs oTpumanHs [JIIT yuacHukom pochiimkenss, Bepcisi 1.0UKR(uk) Bifg
13 TpaBHs 2021 poky, nepeksaj yKpaiHCbKOK MOBORO Bif 16 uepBHsa 2021 poky; ®opma miTBepAKeHHS
orpumanHs [IJIIT yuyacuukom pocnigpkenns, Bepcigs 1.0UKR(ru) Big 13 tpaBHsi 2021 poky, mepeksnap
pocilicbkkoro MoBorO Bif 16 uepBHsi 2021 poky; IomenHuk yuacHuka, Bepcisi [V02 UKR(uk)01] Big
20 TtpaBHsi 2021 poky, ykpaiHCbKoro MoBoio; IlJomeHHMK ydacHuKa, Bepcis [V02 UKR(ru)01] Bix
20 tpaBHs 2021 poKy, poCiiiCbKOHO MOBOIO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararoLeHTpoBe, paHA0OMi30BaHe, TO/BiMHe CJIire, 3 MOJABIMHOK iMiTalli€r0, KOHTPOJbOBaHe aKTUBHHUM
npernapaTtoM, fociigkeHHs 111 ¢asy, 1110 NpoBogUTHCS B Mapasne/bHUX I'pynax 3 OLiHKY e()eKTUBHOCTI Ta
6e3reyHocTi eBOOPyTHHIOA y MOPiBHSAHHI 3 TepU(IYHOMIIOM B YYaCHHUKIB i3 PeLIUUBYIOUNM PO3CisTHUM
ckyiepo3om», MS200527_0082, Bepcis 2.0 Big 09 rpyans 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, HimeuunHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 46
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onosnenuii ipotokoi 3 onpaBkoro 1 Big 22.04.2021 p.; COVID-19 [JopaTok o MPOTOKOIY KJIiHIYHOTO
BunpoOyBaHHs Bif 22.04.2021 p.; Bpounypa gocnigauka JNJ-73841937 (lazertinib, YH25448), Buianss 8
Bif 13.05.2021 p.; Homatok 1 Bim 20.05.2021 go Bpourypu pgocnignuka JNJ-73841937 (lazertinib,
YH?25448), Buznanus 8; Bporypa gocnigauka JNJ-61186372 (amivantamab), Buganns 5 Big 08.03.2021
p.; Inpopmarisi ans marienta ta Popma iHpopmoaHoi 3roau — [Ipotokon 73841937NSC3003, Bepcis
yKpaiHCbKOI0 MOBORO it YKpainu Bif 11.06.2021 p., Bepcis 2.0; Indopmariis ans natienta Ta @opma
indopmoanoi 3roau — Ilporokon 73841937NSC3003, Bepcis pociicbko0o MOBOI [/ YKpaiHU Bif
11.06.2021 p., Bepcisi 2.0; OHoeneHi po3zimm 3.2.S Hocwe [JI13 JNJ-73841937-ZCY, Jla3epTiHi0, Ta 3.2.P
Hocwe J13 JNJ-73841937-ZCY, Jla3epriHi0, Tabnetku, 80 mr, Big 09.03.2021 p.; ITogoB)KeHHs TepMiHY
nipuzatHocti [1J13 JNJ-73841937-ZCY, JlazepriHi6, Tabnetku, 80 mr, g0 30 MicsijiB

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

Ne 3059 Biz 29.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane kiiHiuHe gociimkenHs Pasu 3 KombiHOBaHOI Teparii AMiBaHTamaboM Ta JlazepTiHiOom
y miopiBHSIHHI 3 OcrMepTUHIOOM Ta y MopiBHsIHHI 3 Jla3epTiHiOOM sIK Iepiioi /TiHii Teparii y marjieHTiB 3
MicLieBO-TIOIIMpPeHMM abo MeTacTaTUUHUM HeJpiOHOK/IITUHHUM DakoOM JiereHb 3 MYTAlLi€l0 peLiernTopiB
enizepmanbHOro dakropa pocty (EGFR-myTartiero)», 73841937NSC3003, Big 05.06.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopartok 47
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KeHHsI CYyTTEBUX MOIMpPaBOK Ta

BHeCeHHs 3MiHU 10 fgogaTtka Ne 87 mo Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 24 nunHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHUi TIPOTOKOJ KTiHiYHOTO BUMpoOyBaHHs MK-3475-905, 3 iHKopriopoBaHor mornpaBkoto 04 Bif
14 xsiTHa 2021 poky, aHrmiicbkor MoBoOw; bpomrypa pgocnigauka [JJI3 MK-3475, Buzpanusa 20 Bif
08 OGepesnsi 2021 poky, aHr/ilicbKol MoOBOIO; bpomiypa gocmiguuka [1JI3 eHdoptymab BenoTuH
(Enfortumab Vedotin; ASG-22CE), Buzsanus 10 Big 12 OGepe3ns 2021 poky, aHIJIIHCBKOIO MOBOIO;
Ykpaina, MK-3475-905, Bepcisi 2.00 Bix 22 uepBHs 2021 p., yKpaiHCBbKOIO MOBOO, iHdopMaljisi Ta
JIOKyMeHT Tipo iHdopMoBaHy 3rofy AJjs TaijieHTa; YkpaiHa, MK-3475-905, Bepcisi 2.00 Big 22 uepBHs
2021 p., pociiicbKoro MOBOIO, iH(hopMallisi Ta JOKyMeHT Mpo iH(POPMOBaHy 3rofy AJis MaLjieHTa.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomizoBane gocmimkennst 111 da3u ans omiHKM mucTeKTOMii B KOMOiHaLii 3 TepionepariiiHumM
3aCTOCYBaHHSIM TeMOpoJsTisymMady Ta [/ OL[iHKM LMCTeKTOMil B KoMOiHallii 3 mepionepariiiHumM
3aCTOCyBaHHSIM eH(MOpTyMaOy BefOTHHY Ta TieMOposidymMaOy TIOpDiBHSIHO 3 TIPOBEJEHHSIM TiJTbKU
LIMCTEKTOMII [/l YYaCHUKIB 3 M S130BO-IHBa3MBHUM pakOM C€YOBOI'O Mixypa, SKMM He MO)KHa IPOBOJAUTU
nikyBanHs tuciiatuioM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOpriopoBaHo0 TorpaBkoto 02
Biz 05 ceprias 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», fouipue nignpuemctBo «Mepk Eng Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepiaynv/rpernapaTu
CyNyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HonaTok 48

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPABOK Ta
BHeCeHHs 3MiHM 110 fozaTtka Ne 87 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
11.08.2021 Ne 1722

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnieHa Oporrypa [JOC/TiHUKA [JOC/TiIKYBaHOTO JiKapchKoro 3aco0y Ertanepiient, siodimizat asis
po3umMHy A8 iH ek, Bepcis Ne 3 Bix 14.06.2021p.; 3MiHa Ha3BU 3aTBep[)KEHOT0 MiCLisl TIPOBe/IeHHs

BUTIPOOYBaHHS:

Bbyno

Craso

I.M.H., ipod. Ky3bmina I'.I1.

KomyHaneHe  mignpuemcrtBo  «KpuBopi3bka
MiceKa KiiHiyHa JiikapHa Ne 2» KpuBOpi3bKOi
MIiCbKOI  pajjy, KapAioJioriyHe  BiJJi/leHHS,
Hep>xaBHui 3aKsaz, «/IHITIpOTIeTPOBCHKA
MeJUYHa akajeMis MiHicTepcTtBa  OXOPOHU
3/10pOB’s1 YKpainn», Kadezpa Tepartii,
Kapziosiorii Ta cimeliHoi MeAULMHU (aKy/IbTeTy
TiC/IIAUTIZIOMHOI 0CBiTH, M. KpuBuii Pir

I.M.H., ipod. Ky3bmina I'.I1.

KomyHanbHe mignpueMcrso «KpuBopisbKa MicbKa
KiiHiyHa JjikapHs Ne2» KpuHBOpIi3bKOi MiCbKOI
paju, KapAioJsioriuHe BiffineHHsi, [JHIMpPOBCHKUI
Jlep)kaBHUM  MeJUYHMM  yHiBepcuTteT, Kadejpa
Tepamii, KapZiosiorii Ta CciMelHOI MeAWULIMHU
tdakynbTeTy micasguniaoMHoi ocBitTh, M. Kpuuii
Pir

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

Ne 2030 Big 07.11.2018

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure, paHiomizoBaHe, B MapasefbHUX rpyrax, OaraTolieHTpoBe BUITPOOyBaHHS 3 MOPIiBHSIbHOL
OLIiIHKM e()eKTUBHOCTI, Oe3reKu Ta iMyHOTreHHOCTi riperapatiB Etanepuient, miodinizar ais po3unHy s
in’ekuit Ta EHOpen, mioginizaT A NMPUrOTYBaHHS PO3UYMHY IS MiAIIKIPHOTO BBeAEHHS Y TIALli€HTIB 3
peBMaToifHUM apTpuToM», FM-ENRT-17, Ne 3 Big 20.05.2019

3asaBHUK, KpaiHa

Ak1jioHepHe ToBapucTBO «®apmak», YKpaiHa
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CrioHcop, KpaiHa AK1jioHepHe ToBapucTBO «®DapMak», YKpaiHa

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

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




