Hoparok 1
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBepyKeHHs CyTTEBUX I1OIIPaBOK 0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Paniomi3oBaHe mozBikiHe ciiime m1aleb0-KOHTPO/IbOBaHEe AOC/iPKeHHS 3 a3y 3 BUBUEHHS HaBiTOK/IAKCY
B TIOEAHAHHI 3 PYKCOMTUHIOOM TIOPiBHSHO 3 PpYKCOMTMHIOOM Yy maljfieHTiB i3 Miesodibpo3om
(TRANSFORM-1)», ko mocaifpkenHss M16-191, Bepcist 4.0 Big 27 TpaBHsi 2021 poky

3asiBHUK, KpaiHa

«E66Bi Biodapmacerotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

HagiToknakc (ABT-263; Navitoclax, ABT-263, A-855071.0; Navitoclax); TabseTka, BKpuUTa IUTiBKOBOIO
o6os10HKO10; 25 Mr (Mminirpam); AbbVie Deutschland GmbH & Co. KG, Himeuunna; AbbVie Inc., CIIIA;
AbbVie Ireland NL B.V., Ipnangis;

[Tnaiebo mo HaeiToknakc, TabsieTKa, BKpWUTa ILTIBKOBOIO 000/IOHKOIO (MIiKpOKpUCTaiuHa Ie/ro/03a,
KOJIOIIHUIM  /TIOKCH/T KDPEMHil0/OKCHZ KpeMHito 0e3BOJHMI, HATPil0 KPOXMasal TKOJST, HaTpiro
creapwiymapat); AbbVie Deutschland GmbH & Co. KG, Himeuuuna; AbbVie Inc., CIIIA; AbbVie
Ireland NL B.V., Ipnangis;

Hagitoknakc (ABT-263; Navitoclax, ABT-263, A-855071.0; Navitoclax); TabneTka, BKpuTa ITiBKOBOIO
o6osouKo0r0; 100 Mr (misirpam); AbbVie Deutschland GmbH & Co. KG, Himeuunna; AbbVie Inc., CIIIA;
AbbVie Ireland NL B.V., Ipnangis;

[Tnate6o mo HariTokmakc, TabsieTka, BKpPHUTa IUTIBKOBOIO O00O0JIOHKOIO (MiKpOKDHCTAJiUHA I1€/H0/103a,
KOJIOIJHUM  [IiOKCHJ, KpEeMHil0/OKCHJ, KpeMHito 0e3BOAHMI, HATpPil0 KPOXMal0 TJKO/AT, HaTPilo
creapundymapar); AbbVie Deutschland GmbH & Co. KG, Himeuuuna; AbbVie Inc., CIIIA; AbbVie
Ireland NL B.V., Ipnangis;
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PykconituHi6 ([I>xakaBi) (PykconitiHi6 (Ruxolitinib), Ixakasi (Jakavi, Jakafi); Ruxolitinib); Tabnerka; 10
mr (Mmisirpam); AbbVie Deutschland GmbH & Co. KG, Himeuunna; AbbVie Ireland NL B.V., Ipnangis;
Novartis Pharma Stein AG, IlIBeiitiapis;
Pykconituni6 ([Ixakasi) (Pykconitini6 (Ruxolitinib), Ixakasi (Jakavi, Jakafi); Ruxolitinib); Tabnerka; 5
mr (minirpam); AbbVie Deutschland GmbH & Co. KG, Himeuunna; AbbVie Ireland NL B.V., Ipnangis;
Novartis Pharma Stein AG, IlIBefitiapis

Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBefjeHHS
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. KucenvoBa O.A.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJmOBifga/nbHICTIO «MiKHAPOJHUMA iHCTUTYT
K/IIHIYHUX JO0C/IiI)KeHb», CTaljioHapHe BiAAiseHHs, BiAAL1 reMaTosorii, M. Kuis

2) k.M.H. Kyukosa O.10.

KomyHa/ibHe HeKoMepIiiliHe MiAnpueMCTBO «O0/acHUN 1LIEHTP OHKOJIOTii», T'eMaToJ/IoTiuHe BiJjlieHHs],
M. XapKiB

3) A.M.H. Macssik 3.B.

HepxaBHa ycTtaHoBa «IHCTUTYT matoJsiorii KpoBi Ta TpaHcdysiliHOol mMeauuyHu HarjioHanbHOT akazemii
MeJVYHUX HayK YKpaiHW», BifJi/IeHHs1 reMaToJIorii, M. JIbBiB

4) p.m.H. Camypa b.b.

KomyHanbHe HeKoMepIliiiHe MiApUeEMCTBO «3aropi3bka 0bJiacHa KJTiHiuHa JlikapHsI» 3aropi3bKoi obsacHoOi
pajiy, reMaToJIoriyHe Bif/isieHHsl, M. 3aropixkKs

[Ipenapatu OpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/nperiapaTty
CyMyTHBOI Tepartii

KomnaHisi, sika fi€ 3a [JOBIpeHICTIO, $IKy HajJaB CIIOHCOP UM 3asBHMK Ha BBe3eHHS JOCIiPKyBaHUX
niKapchkux 3acobiB Ta cymyTHix MarepiasniB: TOB «Lentp Kniniunnx docsmimkens JITI»;

KomnaHisi, sika fi€ 3a [JOBIpeHICTIO, $IKy HajJaB CIIOHCOP UM 3asBHMK Ha BBe3eHHS JOCIiPKyBaHUX
niKapchKux 3acobiB Ta cymyTHix MarepianiB: TOB «IMII-Jlorictika YkpaiHa».

- ruiaHieTHUH KoMt 'totep iPad Air 2 A1267 (9,77, 1,5 GHz);

- cmapTdon iPhone SE A1723 (47, 1.8 GHZ).

JlabopartopHi Habopw:

- Screening

- Week 1 Day 1

- Week 2 Day 1

- Week 3 Day 1
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- Week 5 Day 1

- Week 13

- Week 25

- Week 49

- Week 73

- Week 97

- Week 121

- Week 145

- Treatment Completion Visit
- BMC Tissue Biopsy Screen
- BMC Tissue Biopsy On-Treatment
- Quantiferon Kit

- Retest

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTrO 3a0e3MeueHHsA IBan 3A/IBOPHUX




Hoparok 2
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBepyKeHHs CyTTEBUX I1OIIPaBOK 0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«BaraTorieHTpoBe paHZiOMi30BaHe T/1al[e00-KOHTPO/IbOBaHe [OCTiPKeHHsI 0araTopa3oBO 3pOCTalOUMX /03
repopaibHOrO TpoTH3ananbHoro 3acody BT051 y marjieHTiB i3 akTMBHUM Bupa3koBuM KojiTom (BK) Bif
TIOMipHOTO /10 BaXKKOT'0 CTyTeHs», KoA aocaimkenHss BT051-1-002, Bepcis 1.0 Big 04 6epesns 2021 p.

3asiBHUK, KpaiHa

TOB «biomanac», YKpaiHa

CnoHcop, KpaiHa

«bakaiinH TepanbioTikc, IHK.»/Bacainn Therapeutics, Inc., CIIIA

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

BT051 (BT051; BT051); kanicynu; 200 mr; Quay Pharmaceuticals Limited, Crionyuyene KoposiBctBo; Quay
Pharmaceuticals Limited, Cnonyuene KoposiBctBo; Curia Global, Inc., CIIIA; PharmaKorell GmbH,
HimeuunHa;
[Tnanie6o go BTO051 (mikpoxpucraniuHa uemososa (Avicel)); xancymu; Quay Pharmaceuticals Limited,
Crnionyuene KoposniBctBo; Quay Pharmaceuticals Limited, Crionyyene KoponisctBo; PharmaKorell GmbH,
HimeyunHa

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

1) a.m.H., ipod. 3axapaii HO.M.

MeauuHui LIEHTP TOBapUCTBA 3 0OMEXXeHOI0 BiJToBifanbHICTIO «["apMOHist Kpacu», BigiieHHs] KIMiHIUHAX
BUTIPpOOYBaHb, M. KuiB

2) K.M.H. anienko O.T'.

KomyHanbHe HeKoMmeplLiiiHe miAnpueMcTBO «MicbKa KiiHiuHa JikapHs Ne2 imeni mpod. O.O. IlanimoBa»,
XapKiBCbKOI MiCbKOI pajii, MPOKTOJIOTI1YHE Bi/i/li/IeHHs, M. XapKiB

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa
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CymnyTHi
MaTepianv/mpernapaTi
CyMyTHBOI Tepariii

- JlabopaTtopHi Habopu Cerba Research, BK/IOuarouyd OXOJIOMKYIOUi MAaKeTH /OXOJIO/PKYBaJbHUN MIIIIOK,
3acobwu zi71s1 360py KpoBi, ceui Ta dekartiii, KoHTeliHepy 65 Mt i3 70% eTaHOIOM

- Habopu obnagHanus CIMS

- 'omoreHni3zaTop Kany

- TenedoHHU TIPUCTPIii [/1s1 3aTIOBHEHHS €/IeKTPOHHOTO I1[0/[eHHUKA Ta MPUHOMY TIperiapary

- ®aiin cality gocnigHuKa Ta daiin a1 dapMalieBTa — IOKYMeHTH B TIalKax.

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




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe BiJKpHTe JOC/iI)KEHHs, sIKe TIPOBOJUTHCS 3 METOIO OL[iHKK 0e3MeuHoCTi i e)eKTUBHOCTI
3aCTOCYBaHHSI TIperapary aBaTpoMmborar i BU3HaueHHs YaCTOTH PeMicii B OPOC/TUX MAIi€EHTIB 3 iMyHHOIO
tpomborurorneniero (ITIT) TpuBasicTio He Oinblile 6 MICSLiB 3 MOMEHTY TIOCTAHOBKM [[iaTHO3Y», KOZ
nocnimpkeHHs AVA-ITP-306, pepakuis 1.0 Big 21 yepBHs 2021 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIATIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CrioHCOp, KpaiHa

«loBa ®@apmaceroTtikan3 [HkoprioperTen» [Dova Pharmaceuticals, Inc.], CIIIA

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

Apatrpombomiar (E5501; Avatrombopag, Avatrombopag maleate); Ta0/ieTKd, BKPUTi IUTiBKOBOIO
o6osonkoro; 20 mr; "Eisai Co., Ltd.", fnonis; "Cilatus Manufacturing Services Limited", Ipnangis;

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

1) k.m.H. KucenvoBa O.A.

Mepnunuii neHTp «Ok!KniHik+» ToBapucTBa 3 06MeXXeHO BiJIOBifambHICTIO «MiKHApOAHUNM iHCTUTYT
K/IIHIYHUX J0C/IiI)KeHb», CTaljioHapHe BiAAiseHHs, BiAA1 reMartosiorii, M. Kuis

2) a.m.H. CracumumH O.B.

[HepxkaBHa ycTtaHoBa «IHCTUTYT matoJsiorii KpoBi Ta TpaHcdy3iliHol mMeaulviHy HaijioHambHOT akazemii
MeIMUHUX HaYK YKpaiHW», BiJlli/IeHHs 3arajabHOl Ta reMaToJ/I0TiYHOol Xipyprii, M. JIbBIiB

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa
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CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«BigkpuTe, HEKOHTpPOJIbOBaHe [OC/i/pKeHHs ¢a3yd 2 3 3aCTOCYBaHHSM OJHOPAa30BOI 703U AJis1 OL[iHKU
0e3rmeyHoCTi Ta TepeHOCMMOCTi, (PapMaKOKiHeTMKM Ta TMOSBM aHTUTIT [0 TIpermapaTy HipceBiMab y
iMyHOJIOTIYHO CKOMIPOMETOBaHUX [liTed BikoM < 24 wicsauiB», KoA pgochimkenHs D5290C00008, 3
IHKOpPNOPOBAHOM MOMNpaBKoo 3 Bif 23 uepBHs 2021 poky

3asgBHUK, KpaiHa

ITignpremcTso 3 100% iHosemHoro iHBecTHicto «AMK’FOBIA PIC YkpaiHa»

CrioHCOp, KpaiHa

AstraZeneca AB, IlIBeris

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

Hipcerimab (MEDI8897) (MEDI8897; Nirsevimab); Po3uun s in’ekiii y ¢uakoni 0,5 mm; 100 mr/mir;
PATHEON ITALIA S.P.A, Italy; Medlmmune, LLC, United States; AstraZeneca Nijmegen B.V.,
Netherlands; MedImmune Limited, United Kingdom; Fisher Clinical Services, USA; Fisher Clinical
Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland

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

1) k.M.H. MakefioHCcbKa [.B.

KomyHanbHe HeKoMeplliiiHe TiANPUEMCTBO «MicbkKa AuTsua KiiHiyHa fikapHs Ne 5» JIHITpOBCHKOI MiCbKOT
pajiy, KOHCY/IbTaTUBHO-/1arHOCTUYHE BiAJiseHHs, M. [IHIrpo

2) A.M.H., ipod. MakeeBa H.I.

KomyHansHe HekomeplLiiiiHe TignpueMcTBO «MicbKa KiliHiuHa guTsva JiikapHs Ne 16» XapKiBCbKOI MiCbKOL
pajiv, remMaToJIoTiuHe BifiseHHsl, XapKiBCbKUM HallioHalTbHUN MeAUUYHUM yHiBepcuTeT, Kadezapa neziaTpii

[TIpenapatu MOpiBHSHHS,
BHUPOOHUK Ta KpaiHa

No2, m. XapkiB




2 TPOJIOBXKEHHS ojaTKa 4

CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




HonaTtok 5
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHst 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraTolieHTpOBe, paHAOMi30BaHe, TO/BiliHe cJiire, T1alleb0 KOHTPOJ/IbOBaHe KJIiHIUHe AOCTiKeHHS 2a
dasu a9 OMiHKK  edeKTUBHOCTI Ta 0e3MevyHoCTi TMpU3HAueHol IiKipHO KOMOiHOBaHOI Tepariii
rycesibkymaOy Ta rojiMymaly y TaI[i€EHTiB 3 aKTUBHHAM TICOPiaTUYHMM apTPUTOM», KO JOCTiKEeHHs
CNTO1959PSA2003, Bix 08.06.2021 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», Benbris

CrioHCOp, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

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

I'ycenbkyma0, rycenkyma0, guselkumab, TREMFYA®; CNTO1959; (SUB179789; JNJ-54160366); po3unH
JU1s1 iH'eK1Iii y romnepeAiHbO 3arioBHeHoMY 1uripuiii, 1 ma; 100 mr/mi; Janssen Pharmaceutica NV, Besnbris;
Cilag AG, IlIBetiuapisi; Fisher Clinical Services GmbH, IlIBetitjapisi; Fisher Clinical Services, CIIIA;
Catalent Pharma Solutions, Kuraii; Catalent Germany Schorndorf GmbH, Himeuuuna; Catalent Pharma
Solutions, LLC, CIIIA;

Tonimymab, golimumab, CIMIIOHI, SIMPONI®, (CNTO148, SUB25638); po3uuH mis iH'€KIiid y
rornepeiHbO 3arioBHeHOMYy 1rpuii, 0.5 mut; 100 mr/mi; Janssen Pharmaceutica NV, benvrisi; Cilag AG,
[IBeiiiapisi; Janssen Biologics, B.V., Higepnanau; Janssen Sciences Ireland UC, Ipnangisi; Baxter
Pharmaceutical Solutions, CIIIA; Fisher Clinical Services GmbH, IlIBeiiiiapisi;; Fisher Clinical Services,
CIIIA; Fisher Clinical Services, BerukobpuraHis;

[Tnaie6o go Tonmimymab, (golimumab, CIMITIOHI, SIMPONI®), po3uwH Ajif iH'€KI[iii y TorepeaHbo
3arioBHeHoMy 1mpuli, 0.5 ma; Janssen Pharmaceutica NV, Benwris; Cilag AG, IBeiiuapis; Janssen
Biologics, B.V., Higepnanau; Janssen Sciences Ireland UC, Ipnanpis; Baxter Pharmaceutical Solutions,
CIIA; Fisher Clinical Services GmbH, IIBetitiapis; Fisher Clinical Services, CIIA; Fisher Clinical
Services, BenrkobpuTaHis
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Bignosigansuuii (i) 1) k.M.H. Tkauenko M.B.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe mignpuemctBo «[losTaBchka o6siacHa kiiHiuHa sikapHsi imM. M.B. CkridocoBcbkoro
(s1) mpoBejeHHS [MonTaBcbkoi  obmacHoi pagw», OO6sacHUM — JiKyBalbHO-/[ilaTHOCTUYHWM  PEBMATOJIOTiUHUI  LIEHTP,

BUTIpOOyBaHHs B YKpaiHi | [TonTaBChKU [epyKaBHUA MeIMUHUI YHiBepcuTeT, Kadeapa ciMeliHol MeaULIMHM i Teparii, M. [TonTaBa

2) k.M.H. Kneban f1.1.

KuiBcbka KiiHiYHAa JiKapHd Ha 3ami3HMYHOMY TpaHcropTi Ne2 @inii «L]eHTp OXOpoHU 370pOB’s»
AKIIIOHEpHOTr0 TOBAapUCTBa «YKpaiHChKa 3a/1i3HULs», Bii/liJIeHHS IEHHOr0 CTaljioHapy, M. KuiB

3) k.M.H. ['apmimt O.O.

HepxaBHa ycraHOoBa «HallioHaibHMNM HayKOBUM 1IeHTp «IHCTUTYT Kapgiosorii iMeHi akajeMika
M.[.Crpaxecka» HarjioHanbHOI akazieMil MeJUUHUX HayK YKpaiHu, Bifi/li/1 HEKOpPOHapHUX XBOPOO cepIs Ta
peBmaroJiorii, M. Kuis

4) K.M.H., foueHT Tpuninka C.A.

KomyHanbHe HekoMepljifiHe MignprueMcTBO XapKiBCbKOI 00siacHOi pagu «OO0sacHa KiTiHiuHa JliKapHs»,
KOHCYJIbTaTUBHA I0JIIK/IiHiKa, M. XapKiB

5) a.M.H. Pekanos [I.I".

MenuyHuii 1IeHTP TOBapuCTBa 3 00OMe)KeHOI BiAmoBifambHicTIO «CyuyacHa KiiHiKa», JIiKyBa/JbHO-
JliarHOCTUUHUM MiZIPO3Aia, M. 3amopixoKs

6) a.M.H. ['onoBuenko O.1.

MeauuHul 1I€EHTP TOBapHCTBa 3 OOMEXXEHOIO BiAroBizanbHicTiO «Xesic KiiHik», Bigzgin kapaiosorii Ta
peBMaToJIorii MeMYHOro KJIIHIYHOr0 AOC/IiJHULIBKOTO LieHTpY, M. BiHHuLg

7) p.M.H. CmisiH C.1.

KoMmyHanbHe HekoMepliifiHe MiANpUEMCTBO «TepHOMiNbCbKa YHiBepCUTeTChbKa JiKapHs» TepHOMiIbChbKOl
ob/acHOI pajid, peBMaToJIOTiuHe BifineHHs, TepHOMiIbCbKIUM HallioHATbHUM MeJUUHUN YHIBepCUTeT iMeHi
I.41. TopbaueBcbkoro MiHicTepcTBa OXOpPOHHM 37]0pOB'S YKpaiHW, Kadeapa BHYTPIlIHbOI MequrHyA Ne2,
M. TepHoIiIb

[Ipenapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi —
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHst 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panzomi3oBaHe, no/BitiHe ciiine, miarie00-KOHTPOIbOBaHe, 12-T)KHEBe [JOC/TiIKEeHHs, 1110 TPOBOAUTHCS B
rapasie/TlbHUX TPyTax 3 MeToro migTBepykeHHs KoHuernil (TTK), as oifiHku edeKTUBHOCTI, Ge3rnevHocCTi Ta
NepeHOCUMOCTI pUI3abpyTHHIOY B YYaCHUKIB i3 OPOHXiaJbHOIO aCTMOIO CEpeJHbOTO Ta BaXKKOTO CTYIIEHS
TSDKKOCTI, $IKi HeZJOCTaTHhO Z00pe KOHTPOJIIOIOTHCS Tepariero iHransminaumu kopTukoctepoigamu (IKC)
nmoc Geta-2-afipeHepriyHuMuy arodictamu tpuBanoi Ail (BAT)», kox gocnimkenuss ACT17208, Bepcisi 1
Biz 16 uepBHs 2021 poky

3asBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CrioHCOp, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiC peliepiil e feBesionMaH, PpaHiiis)

[Tepetik goC/iIKyBaHUX
nKapChKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Rilzabrutinib (SAR444671; PRN1008; pun3abpytuHi6); TabmeTky, BKpUTi 0607I0HKOIO (KaruieTH; Tab/ieTKH
y ¢opwmi karcymu); 400 mr; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHma Ha3Ba —
sanofi-aventis recherche & developpement; Sanofi R&D), France; Patheon Inc., Canada; Almac Clinical
Services (inma Ha3Ba — Almac Clinical Services Limited), USA; Fisher Clinical Services Inc., USA;
Creapharm Clinical Supplies (inia — Creapharm clinical supplies), France;

[Tnanie6o mo Rilzabrutinib, Tabnetku, BKpuTi 060/10HKO0O (Kariet; Tabnetku y ¢opmi karicym); SANOFI-
AVENTIS RECHERCHE & DEVELOPPEMENT (inmaa Ha3Ba - sanofi-aventis recherche &
developpement; Sanofi R&D), France; Patheon Inc., Canada; Almac Clinical Services (iHia Ha3Ba — Almac
Clinical Services Limited), USA; Fisher Clinical Services Inc., USA; Creapharm Clinical Supplies (iHia —
Creapharm clinical supplies), France
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Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipod. AHzapeitunH C.M.

KomyHanbHe HekoMmepliiiiHe TiANpUeEMCTBO «TepHOMibCcbka KOMyHalbHa MicbKa JiikapHsi Ne 2»,
TepareBTUYHe  BiAfineHHs, TepHOMINIbCBKMM  Hal[iOHA/JIbHUM  MeJWYHUM  yHIBepCUTeT  imeHi
.. T'opbaueBcbkoro MiHicTepcTBa OXOpPOHHM 37I0POB'st YKpaiHW, Kadenpa TpOmeeBTUKH BHYTPIITHbOT
MeWLMHU Ta QTr3iartpii, M. TepHOMiIH

2) K.M.H. [JobpsiHCchKuii [1.B.

MeauuHul 1[eHTP TOBapHMCTBAa 3 OOMEXEHOI0 BiJmNOBijanbHICTIO «MeanuHa KiiHikKa «baromeny,
JIiKyBanbHO-AiarHOCTUYHUM Mifipo3aia, M. Kui

3) a.M.H., npod. KoBanenko C.B.

Ob6nacHe KOMyHa/lbHe HEKOMePIIiliHe MiAmpueMcTBO «YepHiBellbKa 00acHa K/TiHIUHA JIiKapHS», MiAPO3AiT
IyJIbMOHOJ10TIT, M. YepHiBLi

4) p.mM.H. OcTpoBchkuii M.M.

KomyHanbHe HekoMepriiiiHe TignmpueMCcTBO «IBaHO-PPaHKIBCHKUIM 00/1aCHUIM (PTH3i0IMy/TbMOHOIOTiUHUH
1eHTp IBaHO-®paHKiBCHKOI 06/1aCHOT paji», LIEHTP JieTeHeBUX 3aXBOPIOBaHb, Bif[i/IeHHS MMy/JIbMOHOJIOTIT
No2, IBaHO-PpaHKiBCHKMI HallioOHATBLHUM MeIUUHUM yHiBepcuTeT, Kadeapa dTusiaTpii i mysabMoHosorii 3
KypcoM ripodeciiiHux xBopo0b, M. IBaHO-PpaHKiBCbK

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi - nabopaTopHi Habopw;
Marepianu/npernapaTy - eJIKTPOHHI 1LI[0/IeHHVKU;
CYIyTHBOI Teparnil - crliporpadu;

- NIOX mnpuctpoi;

- OCLJW/I/IOMeTpY;

- HOYTOYKH

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




Hoparok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBepyKeHHs CyTTEBUX I1OIIPaBOK 0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«ocnimkennss ZEUS - BrmmB 3inTiBekiMaOy TOpiBHSHO 3 TMialeb0 Ha CepLeBO-CYy/AWHHI HACTiKA B
YYaCHUKIB 3 [iarHOCTOBaHWM aTepOCK/JIepOTUYHHMM 3aXBOPIOBAHHSIM  CepLIeBO-CYZUHHOI  CUCTeMH,
XPOHIYHOI0 XBOPOOOIO HUPOK i CHCTEMHHM 3arajieHHsM»., Kog nocmimpkeHHs EX6018-4758, Bepcis 1.0,
(iHasmbHa, Bij 16 kBiTHA 2021 pOKy

3asgBHUK, KpaiHa

TOB «HoBo Hopaick YkpaiHa»

CrioHCOp, KpaiHa

Novo Nordisk A/S, Denmark

[Tepetik gocC/iyKyBaHUX
nKapChbKUX 3ac00iB
Jlikapcbka dhopma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

3inTiBekiMab (3inriBekimab (ziltivekimab); Ziltivekimab, EV Substance code SUB204133); po3uuH Ajis
in’ekuiid; 15 mr (minirpam)/ ma (mininitp); Novo Nordisk A/S, Denmark; Vetter Pharma-Fertigung GmbH
and Co. KG, Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Germany; Vetter Pharma-Fertigung
GmbH and Co. KG, Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Germany; AGC Biologics A/S,
Denmark; Catalent Germany Schorndorf GmbH, Germany;

[Tnate6o go 3inriBekiMab, po3umH gyis iH’exijii;; Novo Nordisk A/S, Denmark; Vetter Pharma-Fertigung
GmbH and Co. KG, Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Germany; Vetter Pharma-
Fertigung GmbH and Co. KG, Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Germany; AGC
Biologics A/S, Denmark; Catalent Germany Schorndorf GmbH, Germany
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BianosigansHuii (i) 1) unen-kop. HAMH Ykpainu, A.M.H., ipo@. [Tapxomenko O.M.
JIOCJTiIHYK (1) Ta MiclLie HepxaBHa ycraHOoBa «HallioHa/bHUNM HayKOBUM 11eHTp «IHCTUTYT Kapgiosorii iMeHi akajeMika
(s1) mpoBefieHHS M.[. Crparkecka» HarjioHanbHOI akajeMii MeJUYHUX HayK YKpaiHW», BifJi1 peaHiMaljii Ta IHTeHCUBHOI

BUTIPOOYBaHHsA B YKpaiHi | Tepartii, M. Kui

2) 3aB. Bij. Pynenko JI.B.

KomyHanbHe HekoMmepiiitiHe mianNpueMcTBO «KHiBCbKa MiCbKa KJ/iHIiYHA JIiKapHS ILIBUAKOI MeJUYHOL
JIOTIOMOTH» BHWKOHaBYoro oprany KuiBcbkoi Mickkoi paau (KuiBcbKoi MiChbKOi /iep>KaBHOI aMiHicTpaLliii),
Kap/iiosioriyHe BifijiiieHHs (717151 XBOpUX Ha iH(hapKT MiokapAy), M. Kuis

3) K.M.H. Muiuanuu I'.1.

KuiBcbka KriHiyHa JliKapHS Ha 3ami3HUUHOMY TpaHchopti Ne 2 ¢inii «LleHTp 0XOpoHM 370pOB’si»
aKL[IOHEPHOI'0 TOBAPUCTBA «YKpaiHChKa 3a/li3HULIS», BiJi/IeHHs JeHHOro cTaliioHapy, M. Kuis

4) nikap Tomoprok JILA.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJMOBifanbHICTIO «MiKHApOJHUMA iHCTUTYT
K/IIHIYHUX JO0C/IiI)KeHb», CTaljioHapHe BiaaineHHs, M. Kuis

5) K.M.H. Pemmoteko [1.0.

MeauuHuH 1IeHTP TOBAapHCTBA 3 0OMEXXEHOI0 BifiNMOBifanbHicTIO « Meauunuii 1ieHTp «KoHcumiym Megikan»,
KJ/TIHIKO-KOHCY/IbTaTUBHe BiJJineHHs, M. KuiB

6) a.M.H., npod. Konecuuk M.FO.

HaBuanbHO-HayKOBHI MeUUHMI 1IEHTP «YHiBepCUTeTChKa KiiHiKa» 3aropi3bKoro ep>KaBHOr0 MeJUUHOT0
yHiBepCUTETY, KapAionoriuHe BiffineHHs, 3aropi3pKuil [ep)kaBHUN MeAUUYHUM yHiBepcuTeT, Kadezpa
ciMeiiHOI MeAWLIMHM, Teparii, Kapzionorii Ta HeBpoJsorii ¢dakynbTeTy MiC/ASAUIIOMHOI  OCBITH,
M. 3aropixKs

7) A.M.H., mpod. Llenyiiko B.I.

KomyHanbHe HekoMmepliiliHe miAnpueMcTBO «MicbKa KiiHiuHa JikapHs Ne8» XapkiBCbKOi MiCbKOi pajw,
Kap/iio/ioriuHe BififiisieHHs 1711 XBOpUX Ha iHbapKT Miokap/a Ne3, M. XapkiB

8) a.M.H. IcaeBa I'.C.

[HeprxaBHa yctaHoBa «HarjioHaneHuli iHcTutyT Tepamnii imeni JI.T. Manoi HarjioHanbHoi akafeMii MeJUUHHUX
HayK YKpaiHW», Bifi[[i/l KOMIJIEKCHOTO 3HWKEHHSI PU3MKY XPOHIUHMX HeiH(eKI[IHHUX 3aXBOPIOBaHb Ha 0a3i
Bi/Zli/TeHHsI TaCTPOEHTEePOJIoTil Ta Tepariii, M. XapKiB

9) nikap ITetpoBcbkuii T.P.
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Kniniunuil miKyBasbHO-AiarHOCTUYHUNA 1[eHTP TOBApUCTBA 3 00MEXXeHOH Bi/noBifjanbHicTIO «CiMearpym»,
M. IBaHO-DpaHKIiBCHK

10) nikap Hdonenp O.A.

MeauuHuii 1IeHTP TOBapUCTBa 3 OOMeXeHO BiAmoBiganbHicTIO «Menoya-Kninik», JikyBaabHO-
npodilakTHYHUM mifpo3ain, M. Kuis

[IpenapaTtu MOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi 1. JTabopaTopHi HabopH Ta [[0/IaTKOBi MaTepiaau 10 HUX.
Marepiaau/npernapary 2. CucreMy TeMIepaTypHOTO MOHITOPHUHTY [ Miclsl 30epiraHHsi mperapaty pAociizkeHHsi (Berlinger
CYMyTHBOI Tepamii Fridge-Tag® 2L) Ta TpancrnioptHi (Berlinger Q-tag Data Logger).

3. Ckanepu mtpux-koziB Symbol DS4308 (Symbol DS4308 USB-kit, black w / shielded USB cable).
4. Cwmaptdponu CamcyHr, wmogenb Galaxy All (BupoOHHMLITBO KommaHii Samsung), ski OyayTh
BHUKOPHCTOBYBATHUCS B SIKOCTi e/IeKTPOHHUX I110/IeHHUKIB

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




HonaTok 8
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHst 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panziomi3zoBaHe miarie60-KOHTPObOBaHe 0Oa30Be KiiHiuHe gocmipkeHHs I ¢a3u  ans  oriHKM
edeKTUBHOCTI Ta Ge3rneku Bepitjiryary / MK-1242, ctumynsiTopa po3uMHHOI I'yaHiaTWK/Ia3U, ¥ JOPOC/INX
3 XDOHIUHOIO CepI[eBOI0 HEeJOCTaTHICTIO 3i 3HWKEHOW (QpaKilielo BUKUAY», KOJA AOCHTiIKeHHS
MK-1242-035, Bepcis 00 Bizg 14 qunHst 2021 poky.

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BifinoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn Exp Joym Kopn.», fouipne nignpuemctso «Mepk Eng Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

Bepiuiryar (VERQUVO, VERQUVO ©, VERQUVO™) (MK-1242 (BAY 1021189); Vericiguat;
MK-1242;1350653-20-1; SUB32031; C19H16F2N802); TabseTKH, BKpUTi 000/10HKO0; 2.5 mr; Bayer AG,
Germany; Bayer AG, Germany; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services GmbH,
Switzerland; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher
Clinical Services UK Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom;

IMnate6o go Bepiuiryar (VERQUVO, VERQUVO ®, VERQUVO™), Tabnetku, BKpUTi 060/710HKOI0; Bayer
AG, Germany; Bayer AG, Germany; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services GmbH,
Switzerland; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher
Clinical Services UK Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom;

Bepiuiryar (VERQUVO, VERQUVO ®, VERQUVO™) (MK-1242 (BAY 1021189); 1350653-20-1;
Vericigua; tMK-1242; C01DX22); TabneTku, BKpUTi 000710HKO10; 5 mr; Bayer AG, Germany; Bayer AG,
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Germany; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services GmbH, Switzerland; Werthenstein
BioPharma GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom;
IMnae6o go Bepiuiryar (VERQUVO, VERQUVO ®, VERQUVO™), tabnerku, BKpUTi 060/710HKOI0; Bayer
AG, Germany; Bayer AG, Germany; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services GmbH,
Switzerland; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher
Clinical Services UK Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom,;

Bepiniryar (VERQUVO, VERQUVO ®, VERQUVO™) (MK-1242 (BAY 1021189); 1350653-20-1;
C01DX22; SUB32031; Vericiguat; MK-1242); Tabnetku, BKpuTi o6os0HKor0; 10 Mr; Bayer AG, Germany;
Bayer AG, Germany; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services GmbH, Switzerland;
Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services
UK Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom;

ITnare6o go Bepiniryar (VERQUVO, VERQUVO ®, VERQUVO™), Tabnetku, BKpUTi 060/710HKOI0; Bayer
AG, Germany; Bayer AG, Germany; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services GmbH,
Switzerland; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher
Clinical Services UK Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom.

Bianosigansuuii (i) 1) A.M.H., ipo@. Bakastok LIT.
JIOCJTiTHYK (1) Ta Miclie KomyHasbHe HeKoMepIiiliHe MiANIpUeEMCTBO «IBaHO-PpaHKIBCHKUN 00/aCHU K/TiHIUHUM Kap/[io/oriuHui
(s1) mpoBeeHHS 1eHTp IBaHO-PpaHKiBCbKOI 00/1acHOI pasin», BiAfi/NeHHs XPOHIUHOI ileMiuyHOi XBOpoOW cepus, IBaHO-

BUTIPOOYBaHHS B YKpaiHi | ®PpaHKIiBCbKMI HaLliOHATBHUM MeAWYHUN yHiBepcuTeT, Kadegpa BHYTpilIHbOI MeaurmHu Ne2 Ta
Me/CeCTPUHCTBA, M. IBaHO-PpaHKiBCbK

2) a.M.H. JIleBueHko O.M.

KomyHansHe HeKoMepijitiHe miarnpueMctBo «OecbKa obacHa KiiHiuHa JlikapHsi» OfecbKoi 061acHoOl pajy,
TNO/iK/IiHIYHe BifziieHHs, M. Ofeca

3) K.M.H. PewioTteko 1.0.

MenuuHul [IEHTP TOBAapUCTBA 3 0OMeXXeHO0 BifnoBifanpHicTIO « Meauunwmii LeHTp «KoHcumiym Megikan»,
KJ/IiIHIKO-KOHCYJ/IbTaTUBHE BiJJiieHHs, M. KuiB

4) nikap I[TetpoBcekuii P.B.
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Kniniunuii  mikyBanbHO-Z[iaTHOCTUYHUK  1IeHTp ToBapucTBa 3  OOMEXEHOH  Bi/IMOBi/aNbHICTIO
«CIMEI'PYII», M. IBaHO-PpaHKiBCbK

5) k.M.H. Crens P.B.

KomyHaneHe HekoMmepljiliHe mianpuemcrBo «Micbka sikapHsg Ne6» 3amopi3bkol MiCbKOI  pajw,
TeparieBTUYHe BifiliIeHHs, M. 3aropixiKs

6) nikap I1poxopos O.B.

KomyHanbHe HekoMepliiiiHe miAnpueMcTBo «Micbka KiiHiuHa jikapHs Ne27» XapKiBCbKOI MiChbKOI pajuy,
Kap/iiosioriyHe Bifi/liieHHs /i1 XBOPUX Ha iH(apKT MioKap/y, M. XapkiB

7) unen-kop. HAMH Ykpainuy, 1.M.H., ipod. [Tapxomenko O.M.

Kninika fepskaBHOI ycrtaHoBM «HarjioHanbHMM HayKOBUM LIeHTp «IHCTUTYT Kapgiosorii iMeHi akazjeMika
M.[. Crpaxkecka HarjioHanbHOI akajeMii MeJUYHUX HayK YKpaiHW», BiJ/i/IeHHs peaHiMallii Ta IHTeHCUBHOI
Teparii, M. Kui

8) A.M.H. Miwenko JI.A.

Kninika fepskaBHOI ycrtaHoBM «HarjioHanbHMM HayKOBUM LieHTp «IHCTUTYT Kapgiosorii iMeHi akazjeMika
M.[. Crpakecka HarjioHanbHOI akazemii MeJUUHUX HayK YKpaiHW», Bifi/lil/IeHHs apTepia/bHOI TinepTeHsil
Ta KOMOpOifHOi TaTostorii, M. KuiB

9) K.M.H., 3aB. Bij. KameHcbka E.II.

XapkiBcbKa KiiHiYyHa JiikapHs Ha 3aii3HMUHOMY TpaHCropTi Nel ¢inii «LleHTp OXOpOHM 370pOB si»
aKI[iOHEPHOTO TOBAPUCTBA « Y KpaiHChbKa 3a/1i3HUL[S», 2 KapZioa0riuHe Bij/isieHHs, M. XapKiB

10) nikap Tpyb6ina C.IO.

KomyHanbHe HekoMmepljiiiHe mignpueMcTBO «KOHCY/IbTaTUBHO-/AiarHOCTUUHUI LieHTp» [leyepchKoro
paiioHy Micta KueBa, TepaneBTuuHe BiazisieHHs1, M. KuiB

[Iperniapatu OpiBHAHHS, —
BHMPOOHUK Ta KpaiHa

CynyTHi - nabopaTopHi Habopw;
Marepianu/mpenapaTu - min/max TepMOMEeTpY;
CyIyTHBOI Tepariii - eJIeKTPOHHI 11I0ZIleHHUKH [171s1 MaLlieHTiB Ta XoT-cnoT (Wi-Fi mogem);

- [TopratuBHuii npunaz Ay BusHaueHHs1 NT-proBNP.
Kowmmanisg, fika [i€ 3a [JOBIPeHICTIO, fIKy HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [OC/ipKyBaHUX
JiKapchKuX 3acobiB Ta cynyTHix MaTepiasiB: TOB «Arenuisi «C.M.O.-YkpaiHa».

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




HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PangomizoBaHe, Bigkpute, OararoueHTpoBe (a3u III  gocmimkeHHS HemeHIIOl e(eKTHUBHOCTI Y
napajiesibHUX —Tpynax [ijis BUBYeHHS (apMakokiHeTHKH, (apMakoguHamiky, Oe3meyHocTi Ta
PEHTTeHOJIOTIUHUX i KITiHIYHUX e(eKTiB 3aCTOCYBaHHs MiALIKipHOI (OPMH OKpenizymady y TMOpiBHsHHI 3
BHYTPIIIHEOBEHHOIO (POPMOIO OKpesisymaly y Talji€eHTiB i3 pO3CiTHUM CKepo30M», KO AOCTiKeHHS
CN42097, Bepcis 1 Big 21 ciunsa 2021 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BioBiampHICTIO «Port YKpaiHa»

CnoHcop, KpaiHa

@. Xodpdmann-JIs1 Poru JITa, lIBelitapis

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

Oxkpenizymab 600 mr/15 mi (Okpenizymab 600 mr/15 mi Ta rianyponiga3sa, Ocrelizumab 600 mg/15 ml and
hyaluronidase, Ocrelizumab SC) (RO4964913; okpenizymab — Ro 496-4913/F09, SUB121707; okpenizymab
(ocrelizumab); pekombiHaHTHa rianypoHifasa moguaKM (recombinant human hyaluronidase); po3uwn gist
nigmkipHux in’exuiii; 40 mr/mi; xeHentek [Hk., CIIIA

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

1) 3aB. Bia. Kazina J1.3.

KomyHanbHe HekoMmeplLjifiHe MiJIIpUeMCTBO «YepHiriBcbka MicbKa JikapHs Ned» UepHIriBcbKol MiCbKOI
pajid, HEeBPOJIOTiuHe BifzisieHHs 3 di3nuHo0 peabinmitariieto, M. UepHiriB

2) a.M.H., nipod. Mimenko T.C.

HepxaBHa ycTtaHoBa «IHCTUTYT HeBpoJOrii, mcuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazeMii MeauyHuX
HayK YKpaiHW», BiiZji/1 CyJMUHHOI NIAaTOJIOT] TOJIOBHOI'O MO3KY, M. XapKiB

3) nikap ITenemok C.P.

MeauuHul 1IeHTP TOBapUMCTBAa 3 OOMEXEHOIO BiJmoOBifanbHICTIO «MeanuHa KiiHika «baromeny,
JIIKyBaJIbHO-ZIiarHOCTUYHUH Tigpo3aia, M. Kui




2 TIPOJIOBXKEHH loJaTka 9

4) p.m.H., ipod. [Ikpobor C.1I.

KomyHanbHe HekoMepLiliHe mignpueMcTBo «TepHomisibchbka o6sacHa KiiHiYHAa TICMXOHEBPOJIOTiuHa
nmikapas» TepHoOmiMbCbKOI 00/1acHOI  paju, Tiepiie HeBpoJIOTiuHe BiagineHHs, TepHOMiMbCHKUI
HallioHaNbHUM MeanuHuE yHiBepcuter imeHi [.]1. I'opbaueBcbkoro MO3 Ykpainu, kKadeapa HeBpOJIOrii,
M. TepHOTiIb

5) nikap fArosbHuK B.M.

MeauuHUi 1IEHTP TOBApHCTBA 3 OOMEXKeHOW BiIoBifambHiCTIO «Meauunuii 1eHTp «KimiHika ciMeiiHOl
MeJULIMHW», CTallilOHapHe BiJ/ieHHs, Bigia HeBposorii, M. IHinpo

[peniapatu nopiBHsiHHSA, | Okpenizymab 300 mr/10 ma (Ocrelizumab 300 mg/10 ml, OKPEBYC®, OCREVUS®, OkpeByc, Ocrevus,
BUPOOHUK Ta KpaiHa Ocrelizumab IV) (R0O4964913 (R0O4964913/F07-01); okpenizymab (ocrelizumab)); KoHIleHTpaT st
PO34MHY /i1 BHYTpillIHb0BeHHUX iH(Dy3iii; 30 mr/mn; Pom [diarnoctuke I'm6X, Himeuunta; ®.XoddmaHH-
JIst Pomn JItp, [IBelitiapis.

CymnyTHi - JTabopatopHi poBiguuku Labcorp (COVANCE);
Marepianu/mpernapaTu - JTaboparopHti popmu 3aruty Labcorp (COVANCE);
CYTyTHBOI Tepariii - JTabopaTopHi npodopmu iHBoticiB Labcorp (COVANCE);

- JTabopatopui Habopu Labcorp (COVANCE);

- DopatkoBi matepianu Labcorp (COVANCE);

- Indy3iiinuit Habip 25G, 6e3neunuit iHdy3iliHu Habip 25G, Habopu Oe3nevyHUX MiAKIpHUX TO/I0K 24G;
- lInpuuesi nomnu/iHdy3iiiHi mommy;

- [IpoTokonu BUNIpoOyBaHHS;

- Marepianu Jj1s1 OC/TIAHUKIB Ta IaLli€HTIB;

- Tectu 9-Hole Peg Test;

- [Ipuctpoi Dycem Anchorpads;

- Habopu Ta naketu ¢popm SDMT;

- HaBuasibHi DVD paucku ta wkanu Neurostatus;

- Taiimep Seiko;

- BumiproBasibHa CTpiukKa;

- byksieT 11100 103yBaHHS;

- Crierjia/zibHi CyMKWY;

- Inky6aTopu;

- [InaHieT/e1eKTPOHHI ONUTYBA/ILHUKMU.

Komnanisi, sika i€ 3a [JOBipeHiCTIO, IKy HaJaB CIIOHCOpP UM 3asBHUK Ha BBe3eHHS JOCIi[PKyBaHHUX
JiKapChKUX 3acobiB Ta cymyTHiX MaTepiaiB: TOB «®apmacodhT».

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




Honatok 10
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHst 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PangomizoBane gocmimkenss 111 da3um asis oniHku edeKTUBHOCTI Ta Oe3neuHocTi nmembposntizymady (MK-
3475) y kombiHanii 3 nenBatuHibom (E7080/MK-7902) i ximioTeparii€ro TMOpiBHSHO 3i CTaHAApPTHUM
JIIKYBaHHAM B SIKOCTI IepLlol JIiHii Tepamil [/ yYaCHUKIB 3 MeTaCTaTUYHOH KapLMHOMOIO CTPaBOXOZY»,
Koz mociimkenas MK-7902-014 (E7080-G000-320), Bepcist 01 Bix 24 6epe3nst 2021 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BifinoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

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

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

MK-3475, TTembposnizymab, Pembrolizumab, Keytruda®, Kitpyza® (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475; MK-3475;
[Tem6ponizymad, Pembrolizumab; KITPY/JA; KEYTRUDA; KITPYIA®; KEYTRUDA®); cTepu/ibHUMA
PO3UMH /ISl BHYTPillIHbOBeHHOI iHdy3ii; 25 mr/mn (minirpam/mininitp); Almac Clinical Services, USA;
Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Werthenstein
BioPharma GmbH, Switzerland; Merck, Sharp and Dohme Corp., USA; MSD International GmbH T/A
MSD Ireland (Carlow), Ireland; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;
JlenBaTHHi0, Lenvatinib (E7080; MK-7902; MK-7902; 857890-39-2; SUB72971; Lenvatinib, JlenBaTuHi0);
Karncyau; 1 mr (Mismirpam); Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services UK Limited, United Kingdom; Patheon Inc, Canada; Eisai Co., Ltd., Japan; Eisai Co., Ltd., Japan;
Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions LL.C (Philadelphia), USA; Catalent
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UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK) Limited, United Kingdom; Sharp
Clinical Services Inc, USA; Werthenstein BioPharma GmbH, Switzerland; Merck, Sharp and Dohme Corp.,
USA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;

JlenBatuHi0, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBaTnni6 Me3unat, Lenvatinib
mesilate; Lenvatinib, JlenBatuni0); kancymu; 4 mr (minirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Patheon Inc, Canada; Eisai
Co., Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma
Solutions LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services
(UK) Limited, United Kingdom; Sharp Clinical Services Inc, USA; Werthenstein BioPharma GmbH,
Switzerland; Merck, Sharp and Dohme Corp., USA; MSD International GmbH T/A MSD Ireland
(Ballydine), Ireland;

JlenBatuHib, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBaTnni6 wme3mnat, Lenvatinib
mesilate; Lenvatinib, JlenBatuni6); karcym; 10 mr (minirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Patheon Inc, Canada; Eisai
Co., Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma
Solutions LL.C (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services
(UK) Limited, United Kingdom; Sharp Clinical Services Inc, USA; Werthenstein BioPharma GmbH,
Switzerland; Merck, Sharp and Dohme Corp., USA; MSD International GmbH T/A MSD Ireland
(Ballydine), Ireland;

CISPLATIN TEVA, Hucnnatun, Cisplatin (Cisplatin ( LlucrinatuH)); KOHLEHTpAT [AJs1 PO3UMHY [iJIs
iHdysii; 1 mr/mn (minirpam/mininitp); Almac Clinical Services, USA; Almac Clinical Services Limited,
United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services UK Limited, United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Merck,
Sharp and Dohme Corp., USA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;
Pharmachemie B.V., Netherlands; Benda-5 FU; 5 Fluorouracil, ®nyopoypauun (®Pnyopoypaiun
(Fluorouracil); ®dsmtoopoypatun (Fluorouracil); 5-®ropypauun; 5-Fluorouracil; 5-FU; 5-®Y); po3uuH s
in'ekii abo indy3ii; 50 mr/ma (Migirpam/mininitp); Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland;
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Fisher Clinical Services UK Limited, United Kingdom; Werthenstein BioPharma GmbH, Switzerland;
Merck, Sharp and Dohme Corp., USA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;
Bendalis GmbH, Germany;

Fluorouracil, = ®nyopoypauun (®Pnyopoypaumn (Fluorouracil); ®moopoypaumn  (Fluorouracil);
5-®ropypatmn; 5-Fluorouracil; 5-FU; 5-®Y); posunH pns  iH'ekuii abo iHgy3sii; 50 wmr/mn
(minirpam/mininitp); Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom;
Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services
UK Limited, United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Merck, Sharp and Dohme
Corp., USA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Accord Healthcare Limited,
United Kingdom;

Calciumfolinat-GRY® TEVA, Kanbiito donidat (Calcium folinate) (CALCIUM FOLINATE
PENTAHYDRATE, Kanbiiito doninar (Calcium folinate)); crepunbHMi po3uuH ajis iH’ekui; 10 mr/mi
(minmirpam/mininitp); Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom;
Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services
UK Limited, United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Merck, Sharp and Dohme
Corp., USA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Pharmachemie B. V.,
Netherlands;

Oxaliplatin AqVida, Okcaninnatus (Okcaninnatud (Oxaliplatin)); KoHLIeHTpAT A1 pO3uUMHY AJis iHDY3iii; 5
mr/mn (minirpam/mininitp); Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services UK Limited, United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Merck, Sharp and
Dohme Corp., USA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; AqVida GmbH,
Germany.

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

1) a.m.H., ipod. JIucenko C.A.

KomyHanbHe HekoMmepliiiiHe MiAnMpUeEMCTBO «Ilo/ibCbKUM perioHanbHUN LIeHTP OHKOJorii BiHHULIBKOT
obmacHoi Pagu», XiMmioTeparieBTWUHe BizfineHHs, BiHHUIBKWI Hal[iOHA/JIbHUN MeJWUHWMA YHiBEepCUTET
im. MLI. TIuporoga, kadeapa nMpomMeHeBOI ZiarHOCTUKH, IPOMeHeBOI Tepariii Ta OHK0JIOTi1, M. BiHHuLIs

2) a.M.H., nipod. dyauivenko O. C.

HepxaBHa ycTaHOBa «IHCTUTYT 3aranbHOi Ta HeBifknagHoi xipyprii imeni B.T. 3aiiuieBa HarijioHanbHOT
akaZiemil MeMYHUX HayK YKpalHW», Biffi/leHHd THiMHOI Xipyprii Ha 25 JIDKOK 3 IanaTtor IHTeHCUBHOI
Teparii Ha 6 Mi>KoK, XapKiBCbKa MeJu4yHa akajieMist Mic/IsiIUIIOMHOT OCBiTH, Kaespa OHKOJIOTIT Ta AUTSYOL
OHKOJIOril, M. XapkKiB
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3) k.M.H. Afamuyk [".A.

KomyHanbHe mifgnpuemctBo «KpuBOpi3bKuii OHKOJIOTiUHMM AucriaHcep» JIHIMporneTpoBcbKoi 06siacHOi
paau», XimioTeparieBTUUHe BiajineHHs, M. KpuBuii Pir

4) 3aB. Biz. Kob3es O.1.

KomyHaneHe HekoMmeplliliHe MiAnpueMcTBO «O6acHUN 1[eHTP OHKOJIOTii», OHKOXipypriuHe BifiiieHHsS
OpraHiB I'PyJHOI ITOPOXXKHUHYU, M. XapKiB

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

HarjioHanbHuil iHCTUTYT paky, Bi/ileHHs MajOiHBa3WBHOI Ta eH/OCKOMiuHOi Xipyprii, iHTepBeHLiliHOT
pagiosiorii, M. Kui

6) nikap CiHenpHIKOB 1.B.

KomyHasbHe mianpueMcTBO «BoMMHCBKUI 00/1aCHUM MeJUUHHUM 1[eHTP OHKOJIOTii» BOJMHCBHKOI 06/1acHOT
pajiy, OHKOJIOTiUyHe XimMioTeparneBTUYHe BifJilieHHs, M. JIyLbK

7) pupekTop Cokyp L.B.

KomyHanbHe HeKoMepijiliHe TMiANPUEMCTBO «XepCOHCHKUM 00/laCHUM OHKOJIOTIUYHWN — AMCIIaHCeP»
XepcoHCbKOI 00/1acHOT pazu, JeHHW CTalioHap TIOMIK/IiHIKK 3 KabiHeToM amOy/aTopHOI XimioTepartii,
M. XepCoH, CMT. AHTOHIBKa

8) nikap 3y6 O.B.

KomyHanbHe HekoMepliiiiHe TMiANpUEMCTBO «YUepHIriBCbKUid MeAWYHMM LIeHTP CydyaCHOi OHKOJIOTii»
YepHiriBcbKoi 00/1aCHOI pajiy, Bifi/li/IeHHs! K/TiHIYHOI OHKOJIOTIi Ta riHekosorii, M. UepHiriB

[Ipenapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi - nabopaTopHi Habopw;

Marepiasu/nperiapaTtv - min/max TepMOMeTpY;

CyIyTHBOI Tepariii - CKaHepH [IJisi 3UMTyBaHHs IITPUX-KoAiB (Barcode scanners);
- eJIGKTPOHHI 110/IeHHUKHU /1J1s1 TallieHTiB Ta XoT-croT (Wi-Fi Mozem);
- iHy3omaTy;

- IPyKOBaHi Marepiany;

- Ta IHIII CYIIyTHI MaTepiasu.

Kowmmnanis, sika fgi€e 3a [JOBIpeHICTIO, $IKy HaJaB CIIOHCOD 4YM 3asBHUK Ha BBe3€HHS [OC/iJKyBaHUX
JiKapCchKUX 3acobiB Ta cymyTHiX MaTepiasiB: TOB «Areniiisi «C.M.O.-YkpaiHa».

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




HopaTok 11
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fogaTtka Ne 1 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 24 ymunHa 2021 poky Ne 1553 Ta
BHECEeHHs 3MiHHU 0 Jogartka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 No 2237

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomisoBaHe, Bigkpute, 6aratoiieHTpoBe AocipkeHHs da3u 111 3 oiHku eheKTUBHOCTI Ta 6e3MeYHOCTi
aZi’FOBaHTHOI Tepamil ripefleCTpPaHTOM TIOPIBHSIHO 3 /i’ FOBAaHTHOK) €HJOKPHMHHOK) MOHOTepaIli€r 3a
BUOOpPOM JTiKapsi B TAL[i€EHTIB 3 €CTpPOreH-peLenTop-mo3uTuBHUM, HER2-HeraTMBHUM pakoM MOJIOUHOI
3a/1034 Ha paHHil cTafii», koa gociimkeHHss GO42784, pepcis 2 Bif 30 uepBHs 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMexeHor BignosiganbHicTi0 «KOHTpaKTHO-AOCTIAHHUIIbKA oOpradizariiss IHHo®apMm-
YKpaiHa»

CnoHcop, KpaiHa

@. Xoddmann-JIst Pou JItg, IBetinapis (F. Hoffman-La Roche Ltd., Switzerland)

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

IipepectpanT, Giredestrant, GDC-9545 (RO7197597; Giredestrant); karicysiu tBepAi; 30 mr; F. Hoffmann-
La Roche Ltd., Switzerland; F. Hoffmann-La Roche Ltd., Switzerland; Genentech, Inc., USA; GP Grenzach
Production GmbH, Germany; Catalent Pharma Solutions, LL.C, USA; Almac Clinical Services LLC, USA;
Almac Clinical Services Ltd, United Kingdom; Fisher Clinical Services UK Ltd., United Kingdom; Fisher
Clinical Services, Inc., USA; Catalent Germany Schorndorf GmbH, Germany; Fisher Clinical Services
GmbH, Switzerland; DHL Solutions Fashion GmbH, Germany

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

1) nikap CinenbHikoB I.B.

KomyHasbHe TignpueMcTBO «BoMMHCBKHN 00/1aCHUN MeAMUHUKN 1IeHTP OHKOJorii» BosmHCbKOI 06/1acHOi
paZiy, OHKOJIOTiUHe XimMioTepareBTUUHe BiJiieHHs, M. JIyLbK

2) nikap Onekcienko A.O.

JlikyBasibHO-/liaTHOCTHUHUH LieHTp ToBapucTBa 3 0OMe)keHO0 BiAmoBifanbHicTIO «CriewiaizoBaHa KiliHiKa
«[1o6pwii TPOrHO3», OHKOJIOTiUHe BifgineHHs, M. KuiB
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3) k.M.H. [Tominuyk /1.B.

MeauuHuii 1[eHTp TOBapucTBa 3 o0OMekeHow BigmosimampHicTIO «KJ/ITHIKA BEPYM EKCIIEPT»,
xipypriuse BigzineHHs, M. Kuis

4) nikap Mensauk H.B.

MeauuHUl IIEHTP TOBAapHCTBa 3 0OMeXKeHOIO BiAmoBizambHicTIO «Xenc KiiHiK», MegUUHUN KIiHIUHUN
JIOC/TiTHALILKWM 1IeHTP, Bifi1 oHKomoril, M. BiHHULIS

5) 3aB. Bia. ITosnenkoB C.E.

KomyHanbHe HekoMepliiiiHe TMiANpUEMCTBO «UepHIriBCbKUid MeAWYHMM LIeHTP CyyaCHOi OHKOJIOTii»
YepHiriBcbKoi 00/1aCHOI pajii, MaMOJIOTiuHe Bifi/i/leHHs 3 pPeKOHCTPYKTHUBHO-TIACTUUHOIO Xipyprieto,

M. YepHirisB
IIpenapatu NOpiBHAHHS, Jletpo3omn, Letrozole (Letrozole); TabneTky, BKpUTi MJTIBKOBOIO 000/10HKOMO; 2,5 Mr; F. Hoffmann-La Roche
BHUPOOHUK Ta KpaiHa Ltd., Switzerland; Genentech, Inc., USA; GP Grenzach Production GmbH, Germany; Catalent Pharma

Solutions, LLC, USA; Almac Clinical Services LLC, USA; Almac Clinical Services Ltd, United Kingdom;
Fisher Clinical Services UK Ltd., United Kingdom; Fisher Clinical Services, Inc., USA; Catalent Germany
Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Switzerland; DHL Solutions Fashion GmbH,
Germany;

Tamokcuden, Tamoxifen (Tamoxifen); tabmetku; 20 mr; F. Hoffmann-La Roche Ltd., Switzerland;
Genentech, Inc., USA; GP Grenzach Production GmbH, Germany; Catalent Pharma Solutions, LLC, USA;
Almac Clinical Services LLC, USA; Almac Clinical Services Ltd, United Kingdom; Fisher Clinical Services
UK Ltd., United Kingdom; Fisher Clinical Services, Inc., USA; Catalent Germany Schorndorf GmbH,
Germany; Fisher Clinical Services GmbH, Switzerland; DHL Solutions Fashion GmbH, Germany;
Amnactpo3on, Anastrozole (Anastrozole); TabneTku, BKpUTi TUTiBKOBOrO 060si0HKOM0; 1 Mr; F. Hoffmann-La
Roche Ltd., Switzerland; Genentech, Inc., USA; GP Grenzach Production GmbH, Germany; Catalent
Pharma Solutions, LLC, USA; Almac Clinical Services LLC, USA; Almac Clinical Services Ltd, United
Kingdom; Fisher Clinical Services UK Ltd., United Kingdom; Fisher Clinical Services, Inc., USA; Catalent
Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Switzerland; DHL Solutions
Fashion GmbH, Germany;

Ex3emecrtaH, Exemestane (Exemestane); TabyeTKu, BKPUTI TTIBKOBOIO 000/10HKO; 25 Mr; F. Hoffmann-La
Roche Ltd., Switzerland; Genentech, Inc., USA; GP Grenzach Production GmbH, Germany; Catalent
Pharma Solutions, LLC, USA; Almac Clinical Services LLC, USA; Almac Clinical Services Ltd, United
Kingdom; Fisher Clinical Services UK Ltd., United Kingdom; Fisher Clinical Services, Inc., USA; Catalent
Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Switzerland; DHL Solutions
Fashion GmbH, Germany
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CynyTHi - JlTaboparopHi Habopw,
Marepianu/mpenapaTy - Tectun Ha BariTHiCTb,
CyIyTHBOI Tepariii - KonTetinepu zyist 300py ceui, BK/IFOUAHOUX TeCT-CMY>KKH [IJIs1 aHasTi3y,

- EnektponHi 1j0/jeHHUKH (CMapT(OHH),
- XonozoBi LeHTpUdyru,
- [HIi cynyTHI MaTepiau.

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3nMeueHHsA IBan 3A/IBOPHUX




HopnaTok 12
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBieHU# TIPOTOKOJ KiiHiyHOTO BumnpoOyBanHs MK-7902-014 (E7080-G000-320) 3 iHKOpIIOpOBaHOIO
nonipaBkoro 03 Big 05 cepnHs 2021 poky, aHrIiMcbKOIO MOBORO; YkKpaina, MK-7902-014 (E7080-G000-
320), Indopmatiis Ta JOKyMeHT npo iHdopMoBaHy 3rofly Ajs natjienTa, Bepcis 1.00 Big 26 cepnns 2021 p.
yKpaiHCbKOIO MOBOI0; YKpaiHa, MK-7902-014 (E7080-G000-320), Iadopmaiiis Ta AOKYMEHT Mpo
iHdbopMoBaHy 3roay /s natieHTa, Bepcis 1.00 Big 26 cepriast 2021 p. pociiicbkoro moBoro; MK-7902-014
(E7080-G000-320) IHCTpyKLisi [/ Y4YaCHUKIB [JOC/i/KeHHsl i3 3acTOCyBaHHs JieHBaTWHIOy y ¢opmi
cycrniensii. [IpurotyBaHHsl cycrieHsii y crakaHuuky, Bepcis 2 (Big 24 uyepBHs 2021 poky), mepeksaj
YKpalHCbKOIO MoBOK g Ykpainu; MK-7902-014 (E7080-G000-320) IHCTpyKLjisi A/ ydaCHUKIB
JOCTiIKeHHsI i3 3aCcTOCyBaHHS JieHBaTHHIOY y opmi cycrensii. [IpurotyBaHHsI CycrieH3ii y CTaKaHUUKY,
Bepcis 2 (Big 24 yepBHsa 2021 poky), epeksaz, pociicbKor MOBOO A1 YKpainy; MK-7902-014 (E7080-
G000-320) THCTpyKLis A/l YYaCHUKIB AOC/I/PKeHHS i3 3aCTOCYBaHHs JIeHBaTHHIOY y ¢dopmi cycrieHsii.
3acTocyBaHHsI CyCreH3ii 3a [J0MoMorow 30HAY Ajs roayBaHHs, PiHambHa Bepcis 2.0 (Big 29 sunHs
2021 poky), nepeksaj yKpaiHCbKOO MOBOO /151 YKpainu; MK-7902-014 (E7080-G000-320) IHcTpyKLis
JUIs yUaCHUKIB JIOC/IiZI>KeHHS i3 3aCTOCyBaHHS JieHBaTHHIOY y ¢opmi cycrieHsii. 3acTocyBaHHsI CycrieH3ii
3a JOMOMOror 30HAY A roayBaHHs, ®DiHanbHa Bepcis 2.0 (Big 29 munua 2021 poky), mepeknaz
pocilicekoro MoBow g Ykpainu; MK-7902-014 (E7080-G000-320) IHCTpyKuisi [ yYacCHHKIB
JOCTiIKeHHs i3 3aCTOCyBaHHs JieHBaTHHIOy y dopmi cycrieHsii. 3acTocyBaHHSI CyCIieH3il 3a 10MTOMOT0r0
repopasabHOro 1mmnpuua, PinansHa Bepcis 2.0 (Big 29 nunns 2021 poky), nepeksiaj, yKpaiHCbKOH0 MOBOIO
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nnst Ykpainu; MK-7902-014 (E7080-G000-320) IHCTpyKLisi A/ y4YaCHMKIB [AOCTI/DKeHHS i3
3aCTOCyBaHHS JieHBaTHHIOy y ¢dopmi cycreHsii. 3acTocyBaHHs CycrieH3ii 3a ZJOMIOMOIOl0 IepopasbHOro
mmpuia, PinanpHa Bepcis 2.0 (Big 29 munusa 2021 poky), nepeknaz poCikiCbKOI MOBOIO [/s1 YKpaiHu;
AHketa mofo craHy 3po0poB’s EQ-5D-5L, mepeksaj Ha yKpalHCbKY MOBY JJisl YKpalHW, TeKCT [Jisl
TenedoHHOTr0 iHTepB’10; OMUTYBa/ILHUK 1110710 cTaHy 370poB’ss EQ-5D-5L, Bepcis Ha pociiicbKiii MOBi /15t
Ykpainu, TekcT /s TesieOHHOrO iHTepB’t0; ONUTYBaNbHUK JJis OL[iHKU sIKOCTi UTTs1 — Core 30, Bepcis
3 (QLQ-C-30), CueHapiii mipoBefieHHs1 Tene(OHHOTO iHTepB’t0, Bepcisi 2.0, yKpaiHCHKOI MOBOIO;
OnuTyBaMbHUK AJ1s1 OLiHKU KOCTi >XUTTS i3 30 mutanb, QLQ-C-30 (Bepcis 3), CKpunT 7151 IpoBejeHHs
OMUTYBaHHS TI0 TeniedoHy, Bepcis 2.0, pocitickkoro MOBoH; ONUTYBaMbHUK /i OL[iHKU SKOCTi XKUTTS TIPU
paky ctpaBoxogy (QLQ-OES18), TumuacoBuii cleHapiii mpoBeZieHHs TesiehOHHOTO iHTepB’t0, Moay/ib
o QLQ-C30, Bepcia 1.0, ykpaiHCbKO0O MOBOR; OTUTYBa/JbHUK [JIs1 OLIHKKA SIKOCTI JKUTTS TPUA PaKy
ctpaBoxogy (QLQ-OES18), TlonepefHili cKpUNT AJis TIPOBeJeHHsS] OMUTYBaHHA M0 TenedoHy, Moaynb
QLQ-C30, Bepcis 1.0, pocitickkoro MoBow; Kanbiiymdoninat “E6ee” (Calciumfolinat “EBEWE”),
po3umH s iH ekuifi, 10 mr/mm, 20 mn y dnakoni Nel; Bupobnuk: EBEBE ®apma I'ec.m.6.X.Hor.KT,
Agctpisi (EBEWE Pharma Ges.m.b.H.Nfg.KG, Austria); Okcaniruiatun “E6eBe” (Oxaliplatin “EBEWE?>),
KOHIIEHTpAT it po3uuHy Ayt iHdys3ii, 5 mr/mia, 20 ma (100 mr) y dnakoHax Nel; Bupobnuk: EBEBE
®apma lec.m.60.X.H¢pr.KI', ABcrpis (EBEWE Pharma Ges.m.b.H.Nfg.KG, Austria); 5-®Topyparmn
“EbeBe” ( 5-Fluorouracil “EBEWE”), KoHLleHTpaT A5 po3unHy jy1s iHdy3ii, 50 mr/mim, 10 mu (500 mr) y
¢nakonax Nel; Bupobnuk: EBEBE ®apma TI'ec.m.60.X.Hopr.KI', Asctpis (EBEWE Pharma
Ges.m.b.H.Nfg.KG, Austria); Lucrinatun “E6ese” ( Cisplatin “EBEWE”), KoHIleHTpaT [ijisi pO3UMHY /st
iHgy3ird, 1 mr/m1,100 ma (100 mr) y ¢uakoHax Nel; Bupobnuk: EBEBE ®apma I'ec.m.6.X.H¢r.KT,
Agctpiss (EBEWE Pharma Ges.m.b.H.Nfg.KG, Austria)

Howmep Ta gata Hakasy —
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOTO «PanpomizoBane gocmimkenns 111 da3u asist ouinky eeKTUBHOCTI Ta Ge3neuHocti membposmizymady (MK-
BUMIPOOYBaHHs, KO/, 3475) y kombiHarii 3 senBatunioom (E7080/MK-7902) i ximioTeparti€to TOpIiBHSHO 3i CTaHAApPTHUM
BepCis Ta JaTa JIIKYBaHHAM B SIKOCTI IepLloi JIiHii Teparii /1 y4aCHUKIB 3 MeTaCTaTUYHOK KapLIMHOMOK CTPaBOXOAY»,

MK-7902-014 (E7080-G000-320), Bepcist 01 Biz 24 6epe3nst 2021 poky

3asBHUK, KpaiHa ToBapucTBO 3 06MexkeHOI0 BinoBiganpHicTIO « MC/I YKpaina»
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CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

OnHoBneHuii MpoToKoJ KiiHiuHOro AociifkeHHss BBT401-UC-005, Bepcisi 5 Bix 02 cepmns 2021 poky,
aHIJIIMCBKO0 MOBOIO; 3MiHa HaliMeHyBaHHs 3asiBHMKa B YKpaiHi 3 TOB «KOBAHC KJITHIKAJI
JNEBEJIOTIMEHT YKPAIHA» na TOB «JIABKOPII K/TIHIKAJI IEBEJIOTIMEHT YKPAIHA»

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzomisoBane, mozBiiiHe criine, 1iareb0-KOHTPOJIBLOBaHE JOC/TiIKeHHs Tiperiapaty BBT-401-1S mpu
IlepopajbHOMY 3aCTOCYBaHHI y MAalli€eHTiB i3 BUPa3KOBUM KOJIITOM CepeJHbOI0 Ta Ba)KKOI'O CTYIIeHs, L0
BKJ/IIQUAE BiJMOBiAb-afanTUBHY MOABiMHY ciinmy ¢a3y moJoBxeHOro mikyBaHHs», BBT401-UC-005,
Bepcid 4 Bif 14 rpygus 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 06MEXeHOI0 BiAnoBizanbHicTIO «JIABKOPIT K/TTHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Bridge Biotherapeutics, Inc., Pecriybika Kopest

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoB/IeHHI TPOTOKOJ K/IiHIYHOTO BUMPOOyBaHHsS 3 iHKOPIIOPOBaHOK TorpaBkow 3 Bif 02 ceprHs
2021 p., aurmiiickkoro MoBOw; OHoOB/ieHMM CHHOICUC TIPOTOKOJy KJIiHIUHOrO BUMpPOOYBaHHS 3
iHKOpriopoBaHow0 moripaBkow 3 Big 02 cepmHsi 2021 p., yKpaiHCBKOIO MOBOI; OHOBJIEHHH PO37ia
2.1.P.3.1. Jocke pocimkyBaHoro mikapcbkoro 3acoby (TRC101) Ta rnaiue6o, Bepcis 6.2.1 Big 16 cepriHs
2021p., aHr/1iMCBKOK MOBOO

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

IHKOPIIOPOBaHORO rornpaskoro 2 Bizg 18 nucronazga 2020 p.

«PanziomizoBaHe, TOABiliHe cJline, T/1alle00-KOHTPO/IbOBaHe [AOC/i/pKeHHS a3 3b A1  OL[iHKK
ebekTBHOCTI Ta Oe3nekn mpermapary TRC101 y BHOOBibHEHHI TIpOrpeCcyBaHHS XPOHIUHOTO
3aXBOPIOBaHHS HHMPOK Yy TaLi€HTiB 3 MeTabomiunuM arnugo3om», TRCA-303 (VALOR-CKD), 3

3asgBHUK, KpaiHa

TOB «BOPJIIBAI /] KITIHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«Tpaticiga, Ink.» (Tricida, Inc.), USA.

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX



Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnene [locke Ha AocmimpkyBaHui Jikapcbkuid 3aci6 (PRA023) Bepcis 3.0 Big 05 cepras 2021,
aHTJIiicbKOI0 MOBOMO; [To/10BXKeHHsI TepMiHy MPUAATHOCTI AOCTiI)KyBaHOTo JiKapchkoro 3acoby PRA023,
KOHL|eHTpaT A/ po3uuHy AJs iH@y3iit 500 mr/8.4 mna (60 mr/mn) y ¢uakoni 3 18 go 24 micauis; JoaaTok
Jo Indopmariii Anst yuacHUKa AociizpkeHHs Ta ¢opmu iHpopmoBaHoi 3rogu, Bepcisi 02 Big 03 BepecHs
2021 p., yKpaiHCbKOIO Ta POCIHCbKOK MOBamy; IneHTUdiKalliliHa KapTKa yyaCHUKa AOCTiKeHHs BepCis
02 Big 05 TpaBHa 2021 p. yKpaiHCBKOKO Ta pOCIMCbKOIO MOBaMH; 3aqyueHHs [A0AAaTKOBHUX MiCllb

TIPOBe/IeHHSsI K/TiHIYHOTO BUIIPOOYBaHHSI:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba miclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 A.M.H. Muming K.M.
KomyHaneHe HekoMepLiiiHe nignpueMcTBO «MicbKa JlikapHsi Ne9» 3arnopi3bKoi MiCbKOI pajuy,
racTpoXipypriuyse Bii/liieHHs, M. 3alIOPIXIKs

2 K.M.H. Hettita B.B.
MeauuHuii  IIeHTP  TOBapuUCTBAa 3  OOMeXeHOW  BiAmoBigampHicTIO  «/lianjeHTp»,
raCcTpPOeHTEepOJIOTiuHe Bii/ji/IeHHs, M. 3arI0pixKs

3 I.M.H., ipod. CranHiciaBuyk M.A.

KomyHa/meHe HeKOMepIjiiiHe —ITiIpueMcTBO «BiHHMIIbKa o00slacHa KITiHiYHa JliKapHS
im. M.I. TluporoBa BiHHMIIEKOI 00siacHOI pasu», OO6macHWM crierfiaizoBaHUN KTiHIYHUN
racTPOEHTEePOJIOTiYHUM LIeHTP, M. BiHHUIs
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe, BigKpuTe mAocCmiKeHHS (a3m 2a Ay OI[iHKK Oe3revHocTi, eQeKTMBHOCTI Ta
dapmakokiHeTrku TiperiapaTy PRA023 y marjieHTiB i3 aktuBHOIO XBopo6oro KpoHa 3 cepeiHiM Ta
BaXXKUM cTyneHeM», PR200-103, Bepcis 2.0 Big 18 uepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «biomanac», YkpaiHa

CnoHcop, KpaiHa

«[Ipometeyc BaitocatieHci3 IHk.»/ Prometheus Biosciences, Inc., CIIIA

CynyTHi
MaTepianv/ripernapaTi
CyIyTHBOI Tepartii

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




HonaTok 16
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikaris cyTreBoi
TIOTIPaBKU

3MiHa HaliMeHyBaHHS 3asgBHUKa B YKpaini 3 TOB «KOBAHC KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»
Ha TOB «JIABKOPII KJ/IIHIKAJI JIEBEJIOTIMEHT YKPAIHA»; OnoBrieHa Gpoliypa A0C/TiHMKA Ha
JOCTiIKyBaHUH Jlikapcbkuit 3aci6 Osamapi6 (Olaparib), Bumanns 20 Big 21 ciuns 2021 poky; OHoOB/IeHUHA
po3zin 2.3 Clinical Study and Previous Human Experience Data (Clinical Pharmacology, Clinical
Pharmacokinetics, Human Exposure, and Benefit/Risk) Jocbe npenapaty nopiBHsiHHs (IMPD) Olaparib,
BuganHsa 19 Big 08 mrororo 2021 poky; OnHoBiieHe Aocke miperiapaty mopiBHsHHS (IMPD) Olaparib
(Dossier Doc ID-004396866, Version 2.0); 3anyueHHs1 [0JaTKOBUX BUPOOHUUMX [iJITHOK ZJIs TIPerapary
ropiBassHHS Ogarapi6 (Olaparib), TabmeTku BKpuTi iiBKoBot0 000s0HKO0 1o 100 mr ta 150 mr ta
[Tnae6o go OsamnapiOy (Olaparib), Tabnetku BKpuTi 1wiiBKoBor o60s0HKOM: Fisher Clinical Services
UK Ltd., Benuka Bpuranis; Fisher Clinical Services GmbH, IlIBeiitiapisi; Fisher Clinical Services Inc.,
CIIIA; Fisher Clinical Services Inc., CIIIA; 3anyueHHsI AOAaTKOBOI BUDOOHWYOI [iISTHKU ZIJIs TIperapary
nopiBHssHHS Ogarapi6 (Olaparib), Tabmetkn BKpuTi TUTiBKOBOMO 000/I0HKOMO O 100 mMr ta 150 wmr:
AstraZeneca AB, IlIBetiis; [Hdbopmatiisi mpo gocimkeHHs: Ta @opma iHpopMoBaHOI 3rofu AJ1si OPOCIUX,
Bepcis 7.0 Bix 31 cepriag 2021 poKy aHIVIIMCBKOIO, YKPAiHCHKOIO Ta POCIHCHKOI0 MOBaMH

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

Ne 727 Big 04.04.2019
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Ha3Ba kniHiyHOr 0O «PaHjomi30BaHe, GaraTorieHTpoBe, MOABIMHO ciiirne, MikHapozHe gociimkeHHs II dasu 1y1a BUBUEHHS
BUTIPOOYBaHHS, KO/, edeKTUBHOCTI Ta Oe3meuHOCTi KOMOiHOBaHOI Teparii AypBasymMabom i3 osamapiOoM y TOpiBHSIHHI 3
BepCid Ta ziaTa MOHOTepAITi€l0 AypBaiyMaboM y SIKOCTi TMiATPUMYyBalbHOI Tepariii y Talli€HTiB 3 HeJpiOHOKTiTHHHUM

pakoMm sereHiB IV crazii, siki oTpuMyBaM Tepariito repiioi JiHii, B SKuX xBopoba He rporpecyBasa Micis
CTaHZAPTHOI XiMioTepamii TmpermapaToM TIJIaTUHKU 3 #AypBaaymabom (gocmimkenHs ORION)»,
D9102C00001, Bepcis 4.0 Big 14 munns 2020 poky

3asgBHUK, KpaiHa ToBapucTBO 3 06MEXEHOI0 BiAnoBiganbHicTIO «JIABKOPIT K/TTHIKAJI IEBEJIOIIMEHT YKPATHA»
CnoHcop, KpaiHa AstraZeneca AB, llIBewjis

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepartii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 17

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikaris cyTreBoi
TIOTIPaBKU

Hocwke mpocmimkyBaHoro Jikapcbkoro 3acoby ARGX-113 with rHuPH20, po3uuH aA7s migmKipHUX
iH’ekuin, Bepcig 4.0 Big 28 TpaBHs 2021p., aHrIiMCBKOIO MOBOIO; Jl0Che AOC/iPKYBAaHOTO JIiIKApCHKOTO
3aco0y ARGX-113 with rHuPH20, po3uuH gy migmkipHux in’ekuiii, posgin Appendices rHuPH20,
Bepcisi 4.0 Big 28 TpaBHsi 2021p., aHT/TiMCHKOIO MOBOMO; 3ajayueHHs! [0JaTKOBOI BUPOOHUUOI Ai/STHKU
JociimkyBaHoro mikapcekoro 3acoby ARGX-113 with rHuPH20, po3uuH gy miAmkipHUX iH’eKLii:
Vetter Pharma-Fertigung GmbH & Co. KG, HimeuunHa ARGX-113-1902 IudopmMatiisi /s naijieHTa Ta
dbopma iHdpopMoBaHOI 3rofgu Ans AorisgauiB Ay YKpaind, Bepcis 3.0 Big 24 uepBHa 2021 p.,
anrJjiticekoro MoBoto; ARGX-113-1902 IndopmMatiis ans mnaiieHta Ta dopMa iHpopMoOBaHOI 3rofu [iist
JornsgaviB A1 Ykpainu, Bepcis 3.0 Bim 24 uepBHsi 2021 p., ykpaiHcbkor MoBOw; ARGX-113-1902
IHdopmariist A naijieHTa Ta opma iHGopmMoBaHOI 3rofu AJiA AOrsjaviB A YKpainu, Bepcis 3.0 Bif
24 uepBHsi 2021 p., pocilicbkkoro MoBow; ARGX-113-1902 PekomeHpaljii I10Z0 TpaHCIOPTYBaHHS,
30epiraHHs, MirOTyBaHHS Ta TiALIKIpDHOTO BBe/eHHS AOCTi[KyBaHOro Tiperapary (165 mr/mi) Boma,
Bepcig 5.0 Bim 29 uepBHa 2021p., aurimiicbkoro MoBorw; ARGX-113-1902 PekomeHparlii 11100
TPAaHCTIOPTYBaHHs, 30epiraHHsi, MiJroTyBaHHS Ta TiAMIKIPHOTO BBEJEHHS JOC/TiKYBaHOTO TIperapaTy
(165 wmr/mn) Bpoma, Bepcig 5.0 Big 29 uyepBHs 2021p., ykpaiHcbKor MoBow; ARGX-113-1902
PekomeHzallii 1070 TPaHCIIOPTYBaHHs, 30epiraHHs, TiATOTyBaHHA Ta IMiJIIKIDHOTO BBeZEHHS
Jloc/ipKyBaHoro npernapary (165 mr/min) Bgoma, Bepcis 5.0 Bifg 29 uepBHsi 2021p., pociliCbKOI0 MOBOIO;
ARGX-113-1902 PekomeHailii 1110710 TPAaHCIIOPTyBaHHS, 30epiraHHs, MiAr0TyBaHHs Ta MiALIKipHOTO
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BBeJIeHHsI JIOC/IiZKyBaHOro Tmiperapary edrapririvogy PH20 (180 mr/min) BAoma, Bepcis 6.0 Bim 29
uyepBHd 2021p., aHrmiickkoro MoBow; ARGX-113-1902 PekomeHpjaljii 1100 TpaHCIOPTYBaHHS,
36epiraHHs, MiAroTyBaHHsS Ta Mi/JIIKipHOTO BBeJeHHS [JOC/i)KyBaHOro rperapary edrapririmogy PH20
(180 wmr/mn) Bpoma, Bepcig 6.0 Big 29 uyepBHs 2021p., ykpaiHcbKor MoBow; ARGX-113-1902
PekomeHallii 10710  TPaHCIIOPTYBaHHs, 30epiraHHs, TMiATOTYBaHHA Ta IMiJIIKIDHOTO BBEeZEHHS
JlociipKyBaHoro npenapaty edrapririmogy PH20 (180 mr/mi) Bgoma, Bepcisi 6.0 Big 29 uepshs 2021p.,
pociiicekoro MoBor; ARGX-113-1902 CkpiHIIOT JOAATKY-iHCTPYKLii AJis poBefieHHs1 TeneBi3uTIiB Aj1st
nauieHta Bepcis 1 Bix 25 TpaBHs 2021p., ykpaiHCbKor0 MOBOH; ARGX-113-1902 CKpiHIIOT A0AATKY-
IHCTpyKUii 51 mpoBefeHHs1 TeneBi3uTiB /s maijieHTa Bepcisi 1 Big 27 TpaBHsi 2021p., pOCiHCHKOIO
MOBOI0; [ToOBXKeHHST TepMiHy TIPUAATHOCTI OC/iIXKyBaHOTO JiKapchKoro 3acody ARGX-113/rHuPH20,
PO3UMH /IS MiJIIKIpHUX iH’€KLiK, 165 mr/mi, 1o 24 MmicsiiB

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

Ne 1360 Biz 10.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure nipomoBxeHHs1 gociimpkeHHss ARGX-113-1802 a1 BUBUEHHSI [JOBrOCTPOKOBOI Oe3MeuHOCTi,
repeHoCUMOCTi Ta edeKTUBHOCTI npernapaty Edraprtirimos PH20 ans mialikipHoro BBeZieHHs y TALli€EHTIB
i3 XpPOHIUHOIO 3aMajibHOIO JeMieiHi3yrouoro nomiHerponarieto (X3AIT)», ARGX-113-1902, Bepcis 4.0
Bizg 07 ciung 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexeHoro BianosizanbHicTio «KoHTpakTHO-[ocnigHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

argenx BVBA, Belgium/ apyxkenkc BBBA, besnbris

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBnieHnl TNPOTOKOJ KiiHiyHOro pgociifpkeHHss CT-P43 3.1, Bepcis 2.0 Big 05 mumua 2021 poky,
aHI/TiICBKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3sBa kiiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PaHgi0Mi30BaHe, aKTWBHO KOHTPOJIbOBaHe, TMOJBiliHe ciine JocsifpkeHHs (a3u 3 A/ TOpiBHSHHS
edekTBHOCTI Ta Oe3neuHocti CT-P43 3 mpemapatom Cresnapa y MaljieHTIB i3 O/sIIKONOAiOHAM
T1ICOpia30M BiJi IOMIPHOIO [0 TSKKOI'O CTyIieHs TsKKOCTI», CT-P43 3.1, Bepcis 1.1 Big 10 cepriag 2020 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianoBigansHicTio «KoHTpakTHO-ocmiguuiipka Opraizaifiss IHHOGapM-
YKpaiHa»

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea (South Korea)/ CEJIJITPIOH, Iuk, Pecriy6sika Kopes (ITiBgerHa
Kopes)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 19
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBnieHU TIPOTOKOJ KiiHiuHOro BurnpoOyBaHHsi GS-US-417-0304, mompaBka 6 Bim 11 uepBHs
2021 poKy aHrmiiiCbKO MOBOIO; 3MiHa CIIOHCOpa TMPOTOKOJY KiiHiuHOro BurpoOyBaHHsi GS-US-417-
0304 3 Gilead Sciences, Inc., CIIIA Ha Galapagos NV, Benbrisg; IHpopmarjiiinuii muctok Ta dopma
indopmoBaHoi 3roju maijieHTa A YKpainu, Bepcisg 10.1 Big 24 uepBHs 2021 poKy yKpaiHCHKOIO Ta
pociiickkoro MoBamu; Popma iHopMoBaHOI 3roAM TlAapTHEPKM Ha TOfajbllle CIOCTepeXXeHHs 3a
BariTHICTIO 47151 YKpaiHy, Bepcid 3.1 Bix 24 vepBHs 2021 poKy yKpaiHCBKOIO Ta POCIHMCBKOIO MOBamy;
Indopmariiiina kKapTka mnaijieHTa, opuriHaabHa Bepcisi 3.0 Big 24 uepBHs 2021 poKy yKpaiHCBKOKO Ta
pociiicekoro MoBamu; OHOB/IeHa €THKeTKa /s [JOCTiPKyBaHOTO JTiKapcbKoro 3acofy ®inroTinio
(GS-6034) 100 mr, TabeTKH, BKPUTIi TUTiIBKOBOKO 000J/I0HKOI0, YKPaiHCBEKO MOBOIO; OHOBJ/IEHAa eTHKeTKa
[UIs1 OCITiZKYBAHOTO JTiKapcbKoro 3acofy dinrotiHib (GS-6034) 200 mr, TabneTKy, BKPUTI TUTIBKOBOIO
000JI0HKOFO, YKPaiTHCHKOIO MOBOO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 915 Big 08.08.2017

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, BigKpWUTe, [OBroTpUBaje TIOJOBXKEeHe OC/i/PKeHHS [/ OI[iHKM 0e3MeyHoCTi Ta
eeKTUBHOCTI 3acTocyBaHHs (inroTiHiOy B malieHTiB i3 peBMaroigauM aptputom», GS-US-417-0304,
rionpaska 5 Bif 24 kBiTHA 2020 p.
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3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAITIOBIAAJIBHICTTO
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

«DPAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIIIA

CynyTHi
MaTepianv/ripernapaTi
CyNyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bportypa gociiHMKa AOCTipKyBaHOTO Jlikapcbkoro 3acoby E7080, snenBatuHi6 (LENVIMA®,
KISPLYX®), pepakuisi 18 Big 30 uepBHsi 2021 poky, aHriikicekoro MoBow; Po3pin 3.2.P [Jocbe
JOCTiKyBaHoro jikapchbkKoro 3acoby MK-3475 (Pembrolizumab), Bepcis 05RG5J Bixm 31 Gepesns
2021 poKy, aHIilCbKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomizoBane gocmimkenns 111 da3u asist ouinky eeKTUBHOCTI Ta Ge3neuHocti membposmizymady (MK-
3475) y kombiHarii 3 senBatunioom (E7080/MK-7902) i ximioTeparti€to TOpIiBHSHO 3i CTaHAApPTHUM
JIIKYBaHHAM B SIKOCTI IepLloi JIiHii Teparii /1 y4aCHUKIB 3 MeTaCTaTUYHOK KapLIMHOMOK CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), Bepcist 01 Biz 24 6epe3nst 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

3asydyeHHs /I0/IaTKOBOI Opradi3ailii, sikiii CIIOHCOp fiesieryBaB CBOi 000B’s13kM Ta (yHKIii, TOB’si3aHi 3
MpOBeZleHHsIM KiliHiuHoro BUrpobyBaHHs, — TOB «IMII-JloricTvka YkpaiHa»; BK/toueHHs1 101laTKOBOTO
MiCIIsl TPOBeIeHHs1 K/TiHiYHOTO BUNIPOOYBaHHSI:

Ne
/11

HasBa miclis ipoBe/ieHHsT K/TiHiIYHOTO BUTMPOOYBaHHS

[1.I.b. BigmoBifasbHOrO AOC/IIIHUKA

1.

I.M.H., pod. Knumenko C.B.

Kniniyna snikapusi «®eodanisi» [lep)kaBHOro ymnpaB/iiHHS crpaBaMu, LleHTp remarosorii,
ximioTeparii reMo6s1acT0O3iB Ta TpaHCIVIAHTALIi1 KiCTKOBOTO MO3KYy, M. KuiB

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

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHioMi30BaHe TIO/BiliHe cilire

HAaBITOK/IAKCY B IIO€JHAHHI

3 DPYKCOJIITMHIOOM TIODiBHSHO 3 PYKCOJITMHIOOM Yy TAI[i€eHTiB i3
mienodibpozom (TRANSFORM-1)», M16-191, Bepcis 4.0 Bix 27 TpaBHst 2021 poky

naiie00-KOHTPObOBaHe AOCTiMKeHHS 3 (a3d 3 BUBUEHHS

3asiBHUK, KpaiHa

«E66Bi biodapmacektoTikan3z 'M6X», I1IBeiiiapis
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CrioHcop, KpaiHa «E00BIi Iuk», CIITA / AbbVie Inc., USA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

MK1242-035_300pakeHHsI Ha €JIeKTPOHHUX IIofieHHHUKaX /s TarjienTra (Instrument Screenshots;
EQ-5D-5L; KCCQ; Standard Application Screenshots; Version History), Bepcia 1 Bim 16 ceprHs
2021 poky, ykpaiHCbKo0 MOBOW; MK1242-035_300pakeHHsI Ha eJIeKTPOHHUX I[O/[eHHUKAX [IJist
narjiedTa (Instrument Screenshots; EQ-5D-5L; KCCQ; Standard Application Screenshots; Version
History), Bepcis 1 Big 17 cepmns 2021 poky, pociiicbkor0o MOBOW; BK/tOoueHHsI A0JaTKOBUX MiCllb

MIPOBe/IeHHs1 K/TiHiYHOTr0 BUNIPOOYyBaHHSI:

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

/11 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Kyns6auyk O.C.
KomyHaneHe HekomepLiiHe nianprueMcTBO «Mickka ikapHs Ne9» 3aropi3pkoi MiCbKOI paju,
BiazineHHsi tepanii 1, [lep)kaBHUWM 3aK/aj «3aropi3bka MeJWuHA akajeMisi MicasiAUIIOMHOT
ocBiTH MiHicTepcTBa OXOPOHU 3/I0pOB'sS YKpaiHu», Kadeapa 3aranbHOI INPaKTHUKH-CiMeHHOT
MeJULVMHY, lepMaTOBeHeposIoril 3 KYpCOM ICUxiaTpii, M. 3arnopixoks

2. K.M.H. Muiiannu I'.1.

KuiBcbka KiiHiUHa mikapHd Ha 3ani3HMYHOMYy TpaHcnopTi Ne2 ¢inii «LleHTp oxopoHu
3/I0pOB’S1» aKL[IOHePHOI'O TOBApPUCTBA «YKpalHCbKa 3ali3HULA», BiAJUIEHHS [€HHOI'O
crauioHapy, M. Kuis
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3. rosioBHuH jikap Kypba C.B.

3aXBOPIOBaHb MioKapay, M. Yepkacu

KomyHasbHe HeKOMepIiiiiHe MignpueMcTBO «YepKacbKuii 00/aCHUN KapAio/IOTiUYHUNA LIEHTP
YepkacbKoi 00/1acHOI pajy», BiJfileHHs imemMiuHOI XBOpOOHW ceplsi Ta HEKOPOHApOTeHHUX

4. nikap Kynuk A.B.

ob/1acHOI pajin», KapAiiopeBMaTo/IoriuHe BifgineHHs, M. Yepkacu

KomyHaneHe HekomepijiliHe mianpueMcTBo «Uepkacbka obOsiacHa mikapHs UepkachKoi

Howmep Ta faTa Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanziomizoBane miarie00-KOHTPObOBaHe 0a3oBe KiiHiuHe fociimkenHs III da3u Ay OIiHKH
edeKTUBHOCTI Ta Oe3meku Bepiliryary / MK-1242, ctumynaropa pO3UMHHOI TyaHiIaTLWUK/IA3H, Yy
JIOPOC/IMX 3 XPOHIYHOIO CepLIeBOI0 HEeJOCTATHICTIO 3i 3HWKeHOH ¢pakijiero BUkuay», MK-1242-035,

Bepcist 00 Big 14 ysunHs 2021 poky.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifinmoBigampHicTI0O « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», fouipHe nianpuemctso «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &

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

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOTO fUpeKkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

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

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. [.M.H., ipo¢. I'purop'ea H.B.
Kninika fepskaBHOI ycraHOBU «IHCTUTYT repoHTosiorii iMeni [1.®. UeboraproBa HarlioHanbHOT
akaziemil MeIMUHUX HayK YKpaiHu», Biafin kmiHiuHoi ¢isionorii Ta matonorii omopHo-
PYXOBOI'0 anapary, Bifiji/ieHHs1 BIKOBOI [1aTO/IOTii ONIOPHO-PYX0BOro arapary, M. Kuis

2. K.M.H. ['punienko I'.M.
KomyHanbHe HekoMeplLiiiiHe MiJNPUEMCTBO «4-a MicbKa KiiHiuHa JikapHs M. JIbBOBa»,
peBMaToJIoriyHe BifzisieHHs, M. JIbBiB

3. n.M.H., npod. Hagamkesuu O.H.
MeauuHul 1I€HTP TOBApUCTBA 3 OOMEXKEHOIO Bi/MOBifanbHICTIO «AKaZieMiuHa MeJuYHa
rpyna», M. JIbBiB

4. I.M.H., ipod. IlleBuyk C.B.

Krinika HayKoBO-[OC/IiZIHOrO iHCTUTYTy peabinmitarii oci6 3 iHBamigHicTIO (HaBYa/IBLHO-
HayKOBO-JIiKyBa/lbHUM KOMIUIEKC) BIiHHMIIBKOTO HAal[iOHa/JIbLHOTO MEAUUYHOTO YHiBEpCUTETYy
iMm. M.I. TluporoBa, BigAin Tepamii Ta KIiHiYHOI peBmMaTo/OTii, BiHHMIIbKUN Hal[iOHa/JbHUM
MeauuHui yHiBepcuTeT iM. M.I. [TuporoBa, kadeapa BHyTpilliHb0iI MegUIIMHU No2, M. BiHHUIs




2 MPOJOBXKEeHHA JojaTKa 23

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

Ne 1966 Big 15.09.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«MixHapoziHe, paH/OMi30BaHe, TO/BiliHe CJire, aKTWUBHO KOHTPOJIbOBaHe AOC/ifkeHHs 3 dasu s
TOPIiBHSHHA ~ K/TiHIUHOT  edeKTUBHOCTi, Oe3reuyHocTi, ¢dapMakoKiHETMKH Ta (¢apMaKoJuHAMIiKH
JmocimKyBaHoro mozibHoro 6Giosoriunoro smikapcekoro 3acoby EB1001 i3 3apeectpoBanum y €C
npernapatoM Prolia® y >iHOK 3 ocTeomopo3oM B moctMeHomnay3i», EB-CLIN-1001-03, Bepcisi 1.0 Bif,
24 tpaBHs 2021 poky

3asiBHUK, KpaiHa

TorapuctBo 3 ObmexkeHow BianorigansHicTio «KonTpakTHO-[ocmiguuipka Oprasizaifiss IHHOGapM-
YkpaiHa»

CrioHcop, KpaiHa

Eden Biologics, Inc., Taiwan / Enen Baiionomxikc, IHk., TaliBaHb

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartox 24
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikaris cyTreBoi
TIOTIPaBKU

Bpouypa pocniguuka ans RO7121661 (PD1-TIM3), Bepcis 4 Big uepBHs 2021 p. Bpoiiypa gocnigHyka
nns RO7247669 (PD1-LAG3), Bepcisi 3 Bifg uepBHs1 2021 p.; OCHOBHI 3HIMKM eKpaHy IUIaHLIeTa 3
eNIeKTPOHHOIO Bepciero onurtyBaabHMKa EORTC IL97, Bepcis 1.0 Big 22 nunHg 2021 p. yKpaiHCBKOIO Ta
pOCiHCbKOI0O MoOBamMHM. OCHOBHI 3HIMKM €KpaHy IJIaHIlleTa 3 eJIeKTPOHHOIO BepCi€l0 OMMUTyBajbHUKa
EORTC QLQ-OES18, Bepcisi 1.0 Bix 22 nunnsa 2021 p. yKpaiHCbKOIO Ta POCiKCbKOO MoBaMu. OCHOBHI
3HIMKM eKpaHy TIlaHlleTa 3 e/leKTPOHHOK Bepciero onutyBanbHMKa EORTC QLQ-C30, Bepcisa 1.0 Big
22 nunHs 2021 p. ykpaiHcbKoro MoBoto Ta Bepcisi 1.0 Big 27 nunHs 2021 p. pociiicbkoro MoBO0. OCHOBHI
3HIMKM eKpaHy TllaHIlIeTa 3 e/leKTpOHHOI Bepcieto onuTyBajbHUKa NCI PRO-CTCAE, Bepcis 1.0 Bix
22 gunHs 2021 p. yKpaiHCBKOKO Ta POCiHCbKOWO MoBaMU. OCHOBHI 3HIMKM €eKpaHy TIUlaHIIeTa 3
e/IeKTPOHHOI0 BepCi€l0 ONUTYBa/JIbHUKA 3arajJlbHOr0 BpakeHHs MaljieHTa IIpo 3MiHy CTaHy Ta ii
BakmuBicTh (PGI-CI), Bepcis 1.0 Big 22 numnHsa 2021 p. yKpaiHCbKOO MOBORO Ta Bepcis 1.0 Bif 27 numHs
2021 p. pociiicbkoro MOBO. OCHOBHI 3HIMKHM eKpaHy TI/IaHIlleTa 3 e/IeKTPOHHO BepCi€r0 OMUTyBabHUKA
3arajibHOTO BPa)KeHHsI Malli€eHTa Mpo CTYIMiHb TSHKKOCTI 3axBoproBaHHs (PGI-S), Bepcis 1.0 Big 22 nunHs
2021 p. ykpaiHcbkor0 MOBORO Ta Bepcis 1.0 Big 27 nunHs 2021 p. pociticbkoro MoBot0. OCHOBHI 3HIMKHU
€KpaHy TIIaHIlleTa 3 eJIeKTPOHHOK BEPCi€l0 OINMUTYBaJbHUKA /ISl OL[iHKK KHIIKOBOI MiKpob6ioTh Ha
rnificraBl xapuoBux nepesar, Bepcisg 1.0 Big 22 qunnHa 2021 p. ykpaiHCbKOIO MOBOKO Ta Bepcig 1.0 Bif
27 nunHs 2021 p. pociiicbkoro MoBOr0. OCHOBHI 3HIMKM eKpaHy TJlaHIlleTa 3 iHIIMMU MaTepianamu st
yuacHMKIB BUMpoOyBaHHs, Bepcis 1.0 Bix 15 Gepe3ns 2021 p. yKpaiHCBKOH MOBOIO Ta Bepcis 1.0 Bia
11 6epe3nst 2021 p. pocCilicbKOIO MOBOIO.




2 MPOJOBXKEeHHA fojaTka 24

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

Ne 1326 Big 02.07.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PaHsioMmi30BaHe, ciirne, KOHTPOJIbOBaHe aKTUBHUM TperapaTtoM AocuifpkeHHs (a3u I, 110 mpoBoAUTLCS
y TpbOX TIpymax, 3acTocyBaHHs Tiperapaty RO7121661, PD1-TIM3 6icnenmdiudoro aHTHUTi/A, Ta
RO7247669, PD1-LAG3 O6icrierpipiuHOr0 aHTWTI/NA, y TOPiBHSHHI 3 HiBOymMaboMm y TMalfi€HTiB i3
TOIIIMPeHO0 ab0 MeTaCTaTUUYHOIO TIOCKOK/TITUHHOIO KapI[MHOMOIO CTpaBOXoAy», BP42772, Bepcis 1 Bif
08 rpyans 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXXEHOI0 Bi/noBifambHicTIO «Porr Ykpaina»

CrioHcop, KpaiHa

@.Xoddmann-JIs Pour Jita, [Beiiuapis

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepanbsHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonmaTok 25
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikaris cyTreBoi
TIOTIPaBKU

[HdpopMariiiiHuil MMCTOK maljieHTa Ta ¢popMa iHPOPMOBAHOI 3roAU Ha y4acThb Y KIiHIUHOMY AOCTiKeHHi,
Bepcig 05 Big 03 cepriasa 2021 p. gisi YKpaiHM aHTJIiMCBKORO, YKPaiHCBKOK) Ta POCIHMCHKOI MOBaMu;
[TociOHMK 3 KOPUCTYBAHHSI [JOMAIIHIM OHJIaWH-II[0JIeHHUKOM 3710pOB si, Bepcisi 1 Big 26 kBitHsa 2021 p.
Ji1s1 YKpalHu yKpalHChKOK MOBOO Ta Bepcis 1 Bif 18 tpaBHs 2021 p. a1 YKpaiHM POCIHCHKOI0 MOBOIO;
3BIT eKpaHHHUX TOBiJOM/IeHb NaLieHTy, Bepcia 1 Big 09 kBiTHA 2021 p. A YKpaiHU YKPaiHCBKOIO MOBOO
Ta Bepcisa 1 Biz 26 kBiTHA 2021 p. A1 YKpaiHU pOCiMCbKOI0 MOBOO; JIMCT NP0 aZiMiHICTpaTUBHI 3MiHU [10
MIPOTOKOJTy KiliHiuHOTO BUNpoOyBaHHs Bif 30 uepBHs 2021 p.; KapTka HarazyBaHHS HAaCTYITHOTO Bi3UTY,
Bepciss 01UKRO1 Big 25 moTtoro 2020 p. yKpaiHCBKOIO Ta pOCiiCbKOO MoBaMy; [lozska maiieHTy 3a
BHECOK Ta y4acTb y KaiHiuHOMy gocmimkeHHi, Bepcis 01UKRO1 Bix 27 6epe3nst 2020 p. yKpaiHCBKOIO Ta
pocilicekoro MoBamy; Ilofsika maljieHTy 3a NPOXO/PKEeHHS MOJIOBUHM TepMiHY yuyacTi y K/IiHIYHOMY
nmocrimkenni, Bepcis 01UKRO1 Big 27 6epesnsi 2020 p. yKpaiHCBKOIO Ta pOCilicbKOr MoBamu; ITozsika
TMAaI[ieHTy 3a 3aBepllleHHsl y4acTi y kiaiHiuHoMmy gocrimkeHHi, Bepcisi 01UKRO1 Big 27 6epe3ns 2020 p.
YKpPaiHCBKOIO Ta poCikicbKor MoBamu; [TocibHMK /st matieHTiB, Bepcist 01UKRO1 Bizg 25 mrotoro 2020 p.
YKpalHCBKOI0 Ta POCiiicbKOl0 MoBamu; 300pakeHHsI OpeH/|0BaHOI CYMKH AJis Talli€HTiB, Bepcis 01 Bix
07 kBiTHs 2020 Pp.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020




2 MPOJOBXKEeHHA J0ojaTKa 25

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«bBaraTolieHTpOBe, paHIOMi30BaHe, TO/BiliHe cJiire, TUIale00-KOHTPO/IbOBaHe AOoC/imKeHHsT (a3u 26 3
miZ00pOoM ONTHUManbHUX /103 [UIs OL[iHIOBaHHS e(eKTUBHOCTI, Oe3reuHocTi U QapMaKOKiHEeTUKH
nperiapaty PF-06480605 y mopoc/iuxX Y4YacHUKIB i3 BHpPa3KOBHM KOJITOM TOMipHOTO ab0 Ba)XKOTO
CTyIeHs TsDKKOCTI», B7541007, octaTouHa Bepcist mpoTokoJy, Ilornpaska 2 Bif 1 BepecHst 2020 poky

3asBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[aitzep Iuk., CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

nocmigkeHHs Ta Popma iHdbopmoBaHoi 3roaud, Mogenb Aas Ykpainu, Bepcig 3.0 Bix 30 cepmHs

Bpouypa pocnigavka g AZD5718, Buganssa 6.1 Big 08 numusa 2021 poky; Matepianu Ajis MaLji€HTIB:
Indopmatiisi po gociimpkeHHss Ta @opma iHpopMoBaHoi 3roau, Mogenb anasi YKpainu, Bepcis 4.0 Bix
23 cepriast 2021 poKy, yKpaiHCHKOIO Ta POCIMCHbKOI0 MOBaMHM; IH(hopMariisi mpo HeOOOB’I3KOBEe TeHEeTUUHE

2021 poKy, yKpalHCbKOI Ta POCIKCHKOI0 MOBaMH.

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

Ne 187 Big 05.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangoMi3zoBaHe, mojBiliHe crirne, Maneb0-KOHTPO/IbOBaHe, OaraToLieHTpOBe AOC/imKeHHs 2b da3u 3
nizbopy mgo3u mpemnapatry AZD5718 y maijieHTiB 3 XpPOHIUHOK XBOPOOOK HHPOK 3 TIPOTeiHypi€ro»,
D7551C00001, Bepcis 3.0 3 iHKOpriopoBaHoto rorpaBKoro Ne2 Bif 25 ciung 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

«Actpa3eneka Ab», IlIBeriist / AstraZeneca AB, Sweden

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 27
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikaris cyTreBoi
TIOTIPaBKU

@dopma [103BOJIy BariTHOI NMapTHEPKWM Ha mnepejauy naHux, Bepcig 1.0 ang YkpaiHu Bim 25 ceprnHs
2021 poky, YKpaiHCBbKOIO Ta pOCIHCHbKOIO MoBamu; KapTka mnpuiiMaHHsl miperaparty, Bepcis 1.0 Bif
14 tpaBns 2021 poKy, yKpaiHCBKOIO Ta POCIMCHKOK MOBaMM;3pa3ku 300pa’keHb €KpaHy eIeKTPOHHOTO
TIPUCTPOIO I BUKOPUCTaHHA: OnuTyBasbHUKa A1 OLiHKK aKoCTi xkutts EORTC QLQ-C30, Bepcii 3;
Bepcisi yKpaiHCbKOIO MoOBOw Bif 20 ceprmHsi 2021 poky, Bepcisi pocilicbkkoro MoBoro Bia 30 numHs
2021 poky; AHKeTH L0fi0 cTaHy 340poB’st EQ-5D-5L y nepeksazax yKpaiHCbKOX MOBOO [JI1 YKpaiHU Ta
POCIlICbKOI0 MOBOI /i1 YKpaiHW; Bepcisi yKpaiHCbKOO MoBowo Bif 20 cepmHsi 2021 poky, Bepcis
pociticbkoro MoBoto Bif 30 nmumnus 2021 poky; OnuryBanbHuKa «BToMa — Kopotka gopma 7a» (PROMIS
Fatigue SF 7a), Bepcii Big 30 ciuns 2018 poky; Bepcist ykpaiHCbKO0 MOBORO Bif 20 cepriHsi 2021 poky,
Bepcisg pociiicbkkoro MoBoto Bif 30 smnHsS 2021 poky; PopMu OL[iHKM CUMNTOMIB Mienodibposy
(uwjomennuka), pegakuii 4.0 (MFSAF v4.0 Diary); Bepcis ykpaiHcbkoro MoBoto Bif 20 ceprias 2021 poky,
Bepcisl pocikicbkoro MoBOIO Bifi 30 munHa 2021 poKy; onuTyBabHUKA «3arajbHe Bpa)KeHHs MaljieHTa Mpo
3minu (PGIC)»; Bepcisi ykpaiHcbkoro mMoBoro Bif 20 cepriHsi 2021 poky, Bepcisi poCiiiCbKOI0 MOBOIO Bif
30 nunHg 2021 poky; OMUTYBaJbHUKA «3arajbHe BpaKeHHsl Malli€eHTa MO0 TSXKKOCTI HMOTO CTaHy
(PGIS)»; Bepcis ykpaiHCcbKOK MOBOO Bif 20 ceprinsi 2021 poky, Bepcisi pociticbkoro MoBOO Bif, 30 UMHS
2021 poky

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




2 MPOJOBXKEeHHA fojarka 27

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgoMmi30BaHe TO/BiMHe criime TIale00-KOHTPOIbOBAHE AOCTiMKeHHS 3 ¢asd 3 BHUBUEHHS
HaBIiTOK/IaKCy B TIO€JHAHHI 3 PYKCOMITHHIOOM TIOpPiBHSHO 3 PYKCOMITHHIOOM Yy TmaljieHTiB i3
mienodibpozom (TRANSFORM-1)», M16-191, Bepcis 4.0 Big 27 TpaBHst 2021 poky

3asgBHUK, KpaiHa

«E66Bi biodapmacsroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

«E66Bi Tuk», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 28
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

Hoparok no IHdopmMariiiHoro nmuctka naijieHta i @opmu iHpopMoBaHoi 3roiu, Maiictep-Bepcisa 1.0 Bix
08 numns 2021 p., Bepcis ans Ykpainu 1.0 Big 18 cepriaa 2021 p. (mo ocHoBHOro IH(opMaiiitiHoro
nucTka nauieHTta i @opmu iHdopmoBaHoi 3roau, Matictep-Bepcisi 5.0 Big 22 rpygus 2020 p., Bepcis A
Yxpainu 3.0 Bif 13 ciunsa 2021 p.) yKpaiHCbKOIO, POCIHCHKOIO Ta aHIJIIMCbKOK MOBaMH

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

Ne 1246 Biz 26.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, BifKpUTe, AOBroCTpPOKOBe AoCHi[pkeHHs1 3-1 ¢asu [Ans OLiHKM Oe3reuHocTi Ta
edektBHOCTI Tipernapaty edrapturimos (ARGX-113) 10 Mr/kr Ajis BHYTPIilLIHbOBEHHOTO BBEJEHHS y
JIOPOC/IMX TIAI[iEHTIB i3 TIEPBUHHOIO iMyHHOIO TpoMboruToneHiero», ARGX-113-1803, ¢dinansHa Bepcis
nporokony 6.0 Big 22 rpyansa 2020 p.

3asgBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

Argenx BVBA, Belgium/ Ap>xxenkc BBBA, Benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3aMyIaHOBaHOI KiIbKOCTI AOCTIKYBaHUX [i/Isi BK/IFOUEHHsSI Y KTiHiuHe BUMPOOYBaHHSI B
Yxpaini 31 150 go 200

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

Ne 2554 Biz 09.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararoLieHTpOBe, paH/|J0Mi30BaHe, MOABiliHe CJjiiNle, KOHTPObOBaHe Aoc/imkeHHs ¢a3u I1Ib gnst ouiHky
edeKTUBHOCTI, 6e3rMeyHoCTi Ta hapMaKOKiHETUKM BUIIMX 03 OKpesiizymaly y AOpOC/IUX 3 TePBUHHUM
MPOrpecyrounM po3CisiHUM ckiepo3om», BN42083, Bepcis 2 Biz 29 6epesns 2021 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXeHOI0 BiMoBizambHICTIO «Porr YKpaiHa»

CrioHcop, KpaiHa

@.Xoddmann-JIs Pou Jita, [Beiiuapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4eHHsi I0/IaTKOBHMX MiCLlb TIPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS:

Ne
/11

[1.I.b. BigmoBifa/bHOro AOC/iJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1.

[.M.H., npo¢. bongapenko [.M.

KomyHaneHe HekoMepLiiiHe mignpueMcTBO «Mickka KiiHiuHa jikapHs Ned» [IHINpoBCBHKOI
MICBKOI pajy, XimiOoTeparieBTUUHe BiZi/IVIeHHS 3 J[eHHUM CTalioHapoM, JIHINpOBCHKUM
Jlep’KaBHUM MeIMUHUM YHiBepcuTeT, Kadepa OHKOJIOTIi Ta MeMuHOI pafioJorii, M. /IHinpo

K.M.H. Ypcon I"'M.
[TpuBaTHe MiANPUEMCTBO MpUBaTHa BUPoOHMYA (ipmMa «ALUHYC», TiKyBaabHO-/1iarHOCTUYHUN
1[eHTp, M. KponuBHULIbKHUN

nikap bep3oii O.A.
KomyHanbHe HeKoMepifitiHe miarnpueMcTBo «Ofiecbka obmacHa KiiHiuHa JiikapHs» OechbKoi
ob/acHOI paju», BififiiieHHs1 TOpakKaabHOI Xipyprii, M. Ofeca

K.M.H. AfaMuyk I".A.
KomyHanbsHe mianpueMcTBo «KpHBOpPi3bKHM OHKOJIOTIYHUM [JucIiaHCcep» JIHIMpomeTpoBChKOT
obsiacHOi pagu», XiMioTeparneBTHUHe BiggineHHsi, M. KpuBuii Pir

nikap Kysnsba 51.M.
Menunuii 1ieHTp ToBapHCTBa 3 0OMEXKEHOIO Bi/ITOBianbHICTIO «ACKI/IeMioH», CTallioOHapHUH
nizpo3zin, c. XogociBka (KueBo-CBSTOMMHCHKUM p-H, KuiBcbKa 0671.)




2 NPOZIOBXKeHHs 1o4aTKy 30

6. J.M.H., ipo¢. 'oteko €.C.
KomyHaneHe HekoMmepljiliHe miAnpueMcTBo «lleHTpasbHa MicbKa KIIiHIUHA JTiKapHs»
YKropozcbkoi Micbkoi pagy, MiCbKuiI OHKOJIOTIYHMM LIeHTp, TepamneBTUYHe BiJJiIeHHs,
[epxaBHUI BUIMH HaBUa/JbHUW 3aK/af «Y)XTOPOACHKUM Hal[iOHAJIbHUM YHIBEPCUTET»,
Kadenpa oHKoJIOTIT Ta paziosorii Gaky/nbTeTy Mic/JUIVIOMHOL OCBITU Ta JOYHiBEepCHUTETCHKOT
TiITOTOBKU, M. Y KTOpOJ,

7. nikap ITigsepberpka A.B.
ObnacHe  KOMyHa/ibHe  HeKOMepljiiiHe  MiANpUEMCTBO  «ByKOBUHCBKUM  KTiHIYHUNA
OHKOJIOTiYHMM 1[eHTP», CTPYKTYPHUH TiJIPO3/1iJ1 IEHHOTO CTallioHapy, M. YepHiBIli

8. sikap bongapenko HO.M.
Menunuii  1ieHTp «Medical Plaza» ToBapucTBa 3 00MEXEHOK  BiZMOBiZATBHICTIO
«EKO/IHITPO», xipypriute BiaginenHs Ne2 OaratorpodinbHOro XipypriuHoro mizposziny,
M. [THinpo

9. 3aB. LeHTpoM byxtees [1.C.
KomyHasnbHe HekKoMepilifiHe MiAnmpueMcTBO «OOIacCHUI 1IEHTP OHKOJIOTIii», 00/IaCHUHN LIEHTP
MamoJiorii, M. XapkiB

10. | a.m.H., ipod. Jyaxiuenko O.C.
[HepxaBHa ycTaHOBa «IHCTUTYT 3arajbHOi Ta HeBifkiaAHoi Xipyprii imeni B.T. 3aiiuieBa
HarioHansHOT akaieMii MeZIMUHUX HayK YKpalHW», BiJli/ieHHs THIMHOI Xipyprii Ha 25 /i>KOK 3
MajiaTor iHTeHCHMBHOI Tepamii Ha 6 JiKOK, XapKiBCbKa MeJWuUHa akaAeMisl MiCasagUIIOMHOL
OCBiTH, Kape/[pa OHKOJIOTIT Ta AUTSUOT OHKO/OTi1, M. XapKiB

11. | x.m.H. I'pubau C.M.
KomyHa/ibHe HeKoMepIiikiHe mianpueMcTBo KuiBcbKoi o6s1acHOI paay «KUIBCHKUE 06/1aCHUMA
OHKOJIOTiYHMM AMCIIaHCep», MaMOJIOTiuHe BifjisieHHs, M. KuiB

12. | nikap Ickivoku 1.1.
KomyHanbHe HekomepijiiiHe MiAnpueMcTBO «OOMacCHUM KIIiHIYHUN OHKOJIOTIUHUN TIEHTp
KipoBorpa/ickoi o61acHOi pajin», XiMioTeparneBTUUHe BifiieHHs, M. KpONMMBHUITbKUH

13. | nikap I'aBpuok I.C.

KomyHa/ibHe  HeKOMepIliiHe  ITiIPUEMCTBO  « TepHOMINbCEKUN  00/lacCHUM  KIiHIYHUN
OHKOJIOTiUHMH AucriaHcep» TepHOMibChKOi 06/1acHOi pajy, XiMioTeparneBTUUHE BififieHHs,
M. TepHOMiJb
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14. | p.M.H., npo¢. KprxaHiBceka A.€.
KomyHaneHe HekoMepLiiiHe mNignpueMcTBO «lIpvKapnaTChbKyM K/IiHIUHKMN OHKOJIOTiYHHN
1eHTp IBaHO-PpaHKIiBCHKOI 00s1acHOI pagu», Xipypriude BiggineHHs1 Ne3 ropMOHO3a/IeKHUX
MyX/IUH Yy >KIHOK, I|BaHO-®PpaHKIBCHbKUM HalliOHaJIbHUKA MeJWYHWM YHiBepcuTeT, Kadezapa
OHKOJ10Tii, M. IBaHO-PPaHKiBCbK

15. | nikap Kypoukin A.B.
KomyHanbHe HekomepiiitiHe mignpuemctBo CyMmcbKoi obsacHoi pagu CymcbKuil 061acHui
K/IiHIUHUMA OHKOJIOTIUYHWW [JuCIiaHCep, [AWCIaHCepHe BifJliieHHs 3 JeHHUM CTallioHapoM
ximioTepaneBTuuHOro mnpodimo, CyMCbKUI Jiep)KaBHUM yHiBepcuTeT, KadeJpa OHKOJIOTII Ta
pagioJiorii, M. Cymu

16. | K.M.H., go11. Hedppa M.FO.
KomyHanbHe HekoMmepliiliHe MignpueMcTBO XapkKiBCcbKol o6sacHOi pagu  «ObmacHuit
K/IIHIUHMAW Criewiagi3oBaHuM [IUCIaHCep PpaialliiHOro0 3aXWCTy HaceleHHs», XipypriuHe
Bi/I/liJIeHHS] 3 OHKOJIOTIYHHAMM JTiKKaMH, M. XapKiB

17. | nikap Ilepenagsa C.B.
HepxaBHa ycTtaHoBa «IHCTUTYT MemuuHOi pagionorii Ta onkosorii im. C.II. I'purop’eBa
HanjionaneHol akazemii MeIWMUHMX HayK YKpaiHW», BiAi/IeHHS KI/IiHIYHOI OHKOJOrIi Ta
reMarosorii, M. XapkiB

18. | K.M.H., gou. Pucrnaesa /1.E.
JIikyBa/IbHO-/1iarHOCTUYHUIA LIEHTP TOBapUCTBa 3 00MEXKeHO0 Bi/IMOBijanbHiCTIO «Memikc-peit
Intepuernn I'pymn» JlikapHs i3painbcpkoi oHKosorii «LISOD», BiafineHHs K/IiHIYHUX Ta
HAYKOBMX ZOCTiKeHb, C. [TmotH, (O0yxiBCchbKuii p-H, KriBcbka 0011.)

19. | pa.m.H. llampaii B.A.
KomyHanbHe HekoMmepliiiiHe miAnpueMcTBO «[lofinbChbKUM perioHanbHUNM LIEHTP OHKOJIOTIT
BinnuipKoi ob6acHoi Pagu», BifginenHs ximioreparii, M. BiHHUIS

20. | k.M.H., fou. [lInapuk A.B.
KomyHanbHe HeKoMepijiliHe miAnpueMcTBO JIbBiBCbKOI 06sacHOi pagu  «JIbBiBCHKUM
OHKOJIOTIYHUM perioHa/JbHUM JIIKYyBaJIbHO-JiaTHOCTUYHUM L|eHTP», BiJJi/leHHs XimioTepartii,
M. JIbBIiB

21. | pupekrtop Cokyp I.B.

KomMyHa/mbHe HeKOMepIliiiHe IMiJITPUEMCTBO  «XepCOHCbKUM  00/acHUM  OHKOJIOTiUHUM
JUcriaHcep» XepCcoOHChKOT 067acHOi pajy, [JeHHWM CTalfioHap TOMK/IiHIKM 3 KabiHeTom
amOysiaTopHOi XimioTepariii, cMT. AHTOHiBKa, M. XepCOH
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22. | k.M.H. Tpyxin [I.B.

KomyHanbHe HekoMepliifiHe TiAnpueMcTBo «OmechbKuii 06/1acHUN OHKOJIOTiYHUEN [TUCTIaHCEP»
Opecbkoi 06macHOi paju», CTalioHap [Je€HHOTo IepeOyBaHHS [UCTIAHCEPHO-TIOJIKTiHIUHOTO
BigzinenHs, M. Ofeca

23. | 3asB. Bifj. Boutko H.JL.

KomyHanbHe HekoMmepijiliHe migrnpueMcTBO «KUIBCbKUN MiCbKUIN KJIiHIUHUNA OHKOJIOTiUHMM
L[eHTp» BUKOHaBuoro opraHy KuiBcbkoi Mmicbkoi pagu (KuiBcbkoi MichKOI [JeprkaBHOT
aaMiHicTpaiiil), XimiorepaneBTuuHe BiagineHHs: Ne 2, M. Kui

24. | nikap Konypgesa JI1.O.

KomyHanbHe HeKoMepLiiHe TMiJNPUEMCTBO «3aKaprnaTCbKU TMPOTUIMYXJIMHHUM LIeHTp»
3akaprnaTchKoi 00/1acHOI pajiv, XiMiOTeparieBTUUHE Bifj/lijIeHHs, M. ¥Y>KrOpo/|

25. | nikap 3y6koe O.O.

[HepxaBHa  ycraHoBa  «HarjioHanpHMM ~ IHCTMTYT — Xipyprii Ta  TpaHCIIAHTOJIOTII
iM. O.0. IIIanimoBa» HarioHa/nbHOI akafemii MeUUHUX HayK YKpaiHH, BiJileHHs OHKOJIOT I,
M. KuiB

26. | meguuHuii aupekTop Jleenko O.I.

KomyHanbHe HekoMepLliliHe MiANPUEMCTBO «3aropi3bKUi perioHaJbHUM INPOTHIYXJIMHHUN
L[eHTp» 3aropi3bKoi 00slacHOi pajiv, BiJfiieHHsT OHKOXiMioTeparrii 3 JJeHHHUM CTarlioHapoM,
M. 3aropixKs

27. | nupektop IlapamoHoB B.B.

KomyHanbHe HekoMepIiiliHe migmpueMcTBO «UepKachbKuii 00/1aCHUN OHKOJIOTiUHHI JUCIIaHCep
YepKacbKoi obsacHoi paju», OO6/acHUM L[EHTP KJTiHIUHOI OHKOJIOT1
(oHKOXiMiOTepaneBTUUHUIM), M. Yepkacu

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

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomiszoBane, Bimkpute, OararoiieHTpoBe gocmimkeHHsT ¢a3u I 3 omiHKK edeKTUBHOCTI Ta
Oe3revyHoCTi aji’lOBAaHTHOI Tepamii TripefieCcTpaHTOM TIOPiBHSHO 3 a/’FOBAHTHOI €HJOKPHUHHOMO
MOHOTeparti€l0 3a BUOOPOM JTiKapsi B TAIiEHTIB 3 eCTpOreH-perentop-no3utuBHM, HER2-HeratuBHUM
pPaKOM MOJIOYHOI 3a/1034 Ha paHHiu ctagii», GO42784, Bepcis 2 Biz 30 yuepBHs 2021 poky
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3asiBHUK, KpaiHa ToBapuctBo 3 O6MexkeHoI BigmnoBiganbHicTIO «KOHTPAaKTHO-JOCTIHUIIBKA oOpradizaiis [HHo®apwm-
YKpaiHa»

CnoHcop, KpaiHa @. Xodhdmanu-JIs Por JIta, [etitapis (F. Hoffman-La Roche Ltd., Switzerland)

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

Honarok Nel Bipm 28 kBiTHA 2021 poky o bpouypu gocnignauka gias HLX10, Bepcis 4.1 Bif, 25 KOBTHSA
2020 poky; ®opma iHpOopMOBaHOI 3rofu AJis y4acTi y HAyKOBOMY K/IiHIUHOMY A0C/i/KeHHi, MoJeNb /s
Yxpainuy, Bepcis 4.0 Biz 25 cepriasg 2021 poky (YKpaiHCBKOIO Ta POCiMCbKOK MOBAMH)

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

Ne 1574 Biz 10.07.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomizoBaHe TioABiMiHe cmime OaratouieHTpoBe (da3u Il kminiune mocmimkenHs HLX10
(peKOMOiHAHTHOT'O TyMaHi30BaHOTO MOHOKJIOHA/ILHOTO aHTuTi/a 10 PD-1 (aHTH-PD-1) ans iv’exuinn) +
ximiorepariisi (kapboriatTiH + 3B’s3aHW 3 aAbOYMiHOBUMM HaHOYAaCTWHKAaMM TakK/iTakcen (Hab-
MakJ/IiTakcen) ) y MOPiBHsIHHI 3 XiMioTepartieto (kapOoriaTiH + HaO-MmaksTiTakce ) B AKOCTi Tepariii TiepIioi
NiHil MpPU MiCLIeBO-TOIIMPEHOMY ab0 METaCTaTUYHOMY IJIOCKOKTITUHHOMY He[piOHOK/ITITUHHOMY pakKy
neredi (HAKPJT)», HLX10-004-NSCLC303, Bepcis 4.0 Big 08 nunus 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Shanghai Henlius Biotech, Inc., China / [Ilanxaii XeHnsiyc batioTek, [HK., Kurtaii

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

Honatok Nel Bigm 28 kBiTHs 2021 poky o bpouypu gocnigauka gias HLX10, Bepcis 4.1 Bifg 25 KOBTHS
2020 poky; ®opma iHbopMOBaHOI 3roAiu /i/1s1 yyacTi y HAyKOBOMY KJIiHIUHOMY ZIOCTi/KeHHi, MoJiesib Jjist
Yxpainu, Bepcisi 6.0 Bizg 26 ceprHst 2021 poky (yKpaiHCBHKOIO Ta POCiMCHKOI0 MOBaMM).

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzomiszoBane mofBiliHe ciime OaraTorjeHTpoBe AocmimkeHHs da3u Il aia mopiBHSHHSA KITiHIYHOT
edpexTrBHOCTI Ta 6e3neuHocti HLX10 (pekomMbiHaHTHOTO T'yMaHi30BaHOTO MOHOKJ/IOHAJBHOTO aHTHUTi/a
o PD-1 (antu-PD-1) nns in’ekuiil) B KoM0OiHalii 3 ximioTepariero (kapOoriaTiH + eTorno3u) y paHiiie
He/liKOBaHUX TMAIi€EHTiB 3 TOmMpeHor (opMmoro  ApiOHOKmiTHHHOTO paky JiereHi (JKPJI)»,
HLX10-005-SCLC301, Bepcis 4.0 Big 05 motoro 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Shanghai Henlius Biotech, Inc., China / [Ilanxaii XeHnsiyc batioTek, [HK., Kurtaii

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

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

Ne
/11

[1.I.b. BigmoBifa/bHOro AOC/iJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

K.M.H. Cuzgop H. .
KomyHasbHe mignpueMcTBO «BosMHCbKa 06/1acHa KiliHiuHa JlikapHS» BOJMHCBKOI 06/1acHOI
pajiy, peBMaToJIOriyHe BiffiieHHs, M. JIYLbK

J.M.H., ipo¢. CmisiH C.1.

KomyHaneHe HekomepLiiliHe TMiJNIPUEMCTBO «TepHOMIbCbKA YHIBEPCUTETChbKA JIIKApHS»
TepHominbCcbKOT 06/1aCHOT paiv, peBMaToJIOTiuHe BifineHHs, TepHOMiNLCHKUN HallioHa/IbHUN
MeguuHMiA yHiBepcuTeT imeHi 1.51. ['opbaueBcrkoro MiHicTepcTBa OXOPOHM 37J0POB'st YKpaiHu,
Kadespa BHYTpiliHbOI MeguLHU Ne2, M. TepHominb

J.M.H., ipo¢. Ky3bmina I'.I1.
KomynanbHe mnignpueMcTBo «KpuBOpi3bKa MicbKa KiiHiuHa JikapHs Ne2» KpuBopisbKoi
MiCBKOI pajid, KapAioJioriude BiagiseHHs, M. Kpusuii Pir

K.M.H. HaiiireTik .M.
ToBapucTBO 3 0OMEXEHOI Bi/TIOBiJJa/IbHICTIO «[HCTUTYT pPEeBMATOJIOTIi», BifAin KIiHIUHUX
npocimkedb Nel, M. KuiB
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bBaraTolieHTpOBe, paHAOMi30BaHe, TO/BiliHe cJiine, TUIale00 KOHTPO/bOBaHe KIiHIUHE JOC/Ti/PKeHHs
4 da3u a5 oLiHKY eeKTUBHOCTI Ta 6e311euHOCTi IPU3HAUEHOTO MiIIKIPHO T'yceibKyMaly y MarjieHTiB 3
aKTUBHHUM aKCia/IbLHAUM TICOPiaTUYHUM apTPUTOM, sIKi HiKOMM He OTpUMYyBa/id 0ioJIOTiuHy Tepariiio»,

CNTO1959PSA4002, Bix 14.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepajsibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX



Honatok 34
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpourypa gocniguuka JNJ-73841937 (lazertinib, YH25448), Buzmanus 9 Big 16.07.2021 p.; Bpouypa
nmocnigavka JNJ-61186372 (amivantamab), BuganHs 6 Big 16.07.2021 p.; IHdopmaiiis Ay maijieHTa Ta
®opma iHndopmosaHoi 3roau — ITpotokon 73841937NSC3003, Bepcis yKpaiHCbKOI0 MOBOMO i1 YKpaiHU
Big 06.09.2021 p., Bepcis 3.0; Indopmaiiis s marjienta Ta Popma iHbopMoBaHoi 3rogu — IIpoToKoM
73841937NSC3003, Bepcisi pociticbkoro MoBOO /151 Ykpainu Bif 06.09.2021 p., Bepcis 3.0

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomizoBane kiiHiuHe gocimkenHs Pasu 3 KombiHOBaHOI Tepartii AMiBaHTamaboM Ta JlazepTiHibom
y TiopiBHsiHHI 3 OcuMepTUHIOOM Ta y MOpiBHSHHI 3 JIa3epTiHiOOM fIK TepILoi JiiHil Teparii y MaijieHTiB 3
MiCIeBO-TIOIIMPeHUM abo MeTacTaTUYHUM HepiOHOK/IITHHHUM PAaKOM JieTeHb 3 MYTAl[i€l0 periernTopinB
ernigepmanbHoro (dakropa pocty (EGFR-myrtauieto)», 73841937NSC3003, 3 IlompaBkoro 1 Bif
22.04.2021 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




Honatok 35
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

bpomypa pgocmiguuka Etpomisymab, Bepcis 15 Big uepBHsi 2021 poKy, aHI/THCHKOO MOBOIO;
Indopmarifinuii ucToK mnarieHTa i ¢popma iHpopmoBaHoi 3rogu Ay yactuHu 1 (BP/]) i uvactunm 2
(MB TIMJI) mocnimxkenss, Bepcig V12.0UKR(uk)1.0 Big 04 cepriusi 2021 poky, nepeksaj, yKpaiHCbKOIO
MoBor0 Bifi 08 BepecHst 2021 poky; IHdopmariitiHuii 1MCTOK maijieHTa i doopma iHbopMoBaHOI 3roau Ais
vyactuau 1 (BP/) i wactunu 2 (Mb IIMJI) pocnimxenns,, Bepcigs V12.0UKR(ru)1.0 Bix 04 ceprHs
2021 poky, repeknaj pocitickkoro MoBoto Bifi 08 BepecHsi 2021 poky; IHdopmariiiiH1ii TMCTOK MaljieHTa
ta ®opma iHpopMoBaHOI 3rofu A/t yacTUHU 2 (MOHITOpHHT Oe3reku 3 mpuBogy I[IMJI) mocmimkeHHs,
V10.0UKR(uk)1.0 Big 04 cepmast 2021 pokKy, mepek/af, yKpaiHCbKor0 MOBOO Bifj 08 BepecHs 2021 poky;
IHdopMariiiiauil TMCTOK marjieHTa Ta ®opma iHpopMoBaHOI 3rou /11 YaCTUHU 2 (MOHITOPUHT Oe3TeKH 3
npuBogy IIMJI) pocnimxkenHs, V10.0UKR(ru)1.0 Big 04 cepmusi 2021 poky, mepeksaj, pOCiHCHKOIO
MOBOIO BiJi 08 BepecHs 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute posimMpeHe AOCTIIHKEHHS Ta MOHITOPWHT Oe3MeKd y TAli€HTiB 3 BHPA3KOBUM KOJTOM
cepeHROTO ab0 Ba)KKOTO CTYTIeHs, sIKi paHime Opanu y4acTb y gocmimpkeHHsix ¢asu II/IIT mpemnapary
eTpostisymab», GA28951, Bepcis 9 Biz 12 mortoro 2019 poky
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3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoto iHBecTHIiel0 «AMK’FOBIA P/IC YkpaiHa»
CrnioHcop, KpaiHa «®. Xoddmann-JIs Pou Jita» (F. Hoffmann-La Roche Ltd), [IBeiiiapis
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

[HCTpyKIjisi A/I1 MeIUYHOro 3acTocyBaHHS AHidposymadb abo mmarebo 120 mr / 0,8 mu (150 mr/mn),
YKpaiHCBKOIO MOBOIO; [HCTpyKIisi /i1 MeAWUYHOro 3acTocyBaHHs AHidponymab abo rminaie6o
120 mr / 0,8 ma (150 Mr/mma), pocCiliCbKOI0 MOBOIO; BK/IHOUEHHS [JOAATKOBHUX MiCllb TIPOBeeHHS

BUTIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1. I.M.H., pod. [leBuyk C.B.

KriHika HayKoBO-IOC/TIZHOTO iHCTUTYTY peabinitamii ocib 3 iHBamigHiCTIO (HaBYAIbHO-
HayKOBO-/TiKyBa/IbHAM KOMILJIEKC) BiHHUWI[PKOTO Hal[iOHa/JIbHOTO MEJWYHOrO YHiBepCUTETY
im. ML.I. Tluporosa, Biazin Teparmii Ta K/IiHIYHOI peBMAaToJIOrii, peBMaTOJIOriuHe BifJi/leHH,
BiHHMLIbKMI HalliOHaNbHUK MeJu4HUM yHiBepcuteT iM. M.I. [TuporoBa, kajeapa BHyTPIllIHbOI
MeauiuHU Ne2, M. BiHHULA

nikap I'ermanenp O.B.
KomyHaneHe HekomepLiiiHe mianpreMcTBO «KpuBopi3pka MicbKa JiikapHs Ne9» KpuBopisbkol
MiCBKOI pa/ii, peBMaTtoJioriuHe BigziseHHs, M. Kpusuii Pir

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big; 20.08.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, paHZOMi30BaHe, IMO/IBiliHe CIlille, M1aleb0-KOHTPO/IbOBAHEe JOC/iKeHHs Gda3u 3 /s
OLiHKMA e(eKTUBHOCTI Ta 6e3rmeuHOoCTi MiJIKipHOTO BBeeHHsS aHipposiymady AOpOCTUM Talli€eHTaM 3
CUCTEeMHHM YepBOHUM BOBUYaKOM», D3465C00001, Bepcis 2.0 Big 16 rpygusa 2020 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emMHor0 iHBecTHLielo «AVIK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3aMyIaHOBaHOI KiIbKOCTI AOCTIKYBaHUX [i/Isi BK/IFOUEHHsSI Y KTiHiuHe BUMPOOYBaHHSI B
Ykpaini 3 50 go 100

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

Ne 187 Big 05.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangomizoBaHe, 6OararorjeHTpoBe, a3u IB/III gocrimkeHHs (apMaKOKiHETHKH, e(deKTUBHOCTI Ta
0e3reyHoCTi 3acTOCyBaHHS TAIIKIPDHOI ¢GopMu aTe30/1i3ymMaly y TIOpPiBHSHHI 3 BHYTPIiIIHBOBEHHOIO
dopMoro aTe30/1i3yMaby y MallieHTiB i3 paHillle JiKOBaHUM MiCI|eBOIOIIMPEHUM ab0 MeTacTaTHUHUM
HeIpiOHOK/TITUHHUM PakoM JiereHb», BP40657, Bepcist 5 Big 10 moToro 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpomypa pgocnigivka Etposizymab, Bepcisi 15 Big uepBHs 2021 pokKy, aHIJIHCBKOIO MOBOIO;
[ndopmariiinuii McTok maijieHTa Ta dopma iHdopmoBaHoi 3rogau (Yactuna 1 (BP/l) i wactuHa 2
(Mb Ha npeametr TTMUT)), Bepcis V7.0UKR(uk)1.0 Big 04 ceprius 2021 poky, repeksaj, YKpaiHCbKOIO
MoBow Bif 07 BepecHst 2021 poky; IHdopmatiiinuii nUCTOK maijieHTa Ta ¢opMa iHdhopMoBaHOi 3roAu
(Hactuna 1 (BP) i uvactmHa 2 (Mb Ha npeamer [IMJI)), Bepcis V7.0UKR(ru)l.0 Big 04 ceprHs
2021 poky, nepeknaj pocitickkoro MoBoto Bifi 08 BepecHst 2021 poky; IHopmariiiiiH1ii TMCTOK MaljieHTa
Ta (opma iHpopmoBaHoi 3rogu (Tinmeku ans uvactunau 2, TIMJI (MoHiTOpMHT G6e3meku)), Bepcis
V6.0UKR(uk)1.0 Big 04 cepnas 2021 poky, nepekniaj ykpaiHCbkoro MoBoo Bif 07 BepecHsi 2021 poky;
Indopmaritinnii mcTtok mnaijienta Ta ¢opma iHdopmoBaHoi 3roau (Tinbku g yactuHua 2, TTMJT
(MoniTopuHT 6e3mekn)), Bepcisi V6.0UKR(ru)1.0 Big 04 ceprinst 2021 poky, nepeksiaj poCiiCbKOK MOBOHO
Biz 07 BepecHs 2021 poky

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

Ne 300 Big 22.05.2015

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure po3ivpeHe JOCTIMKEHHSI i3 CIOCTepe)XXeHHsIM Oe3MeKH TMaljieHTiB 3 XBOPOOOIO KpOHa B
aKTHBHIH (pa3i BiJ cepeJHHOTO []0 TSYKKOTO CTYTIeHsI Ba’KKOCTI, sIKi paHillie MpuiiMaiy yuacThb y MPOTOKOJIi
eTposizymab da3a I gocnimkenas GA29144», GA29145, Bepcis 6 Big 29 kBiTHs 2019 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHolo iHBecTHiclo «AMKTOBIA PIIC Ykpaina»
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CrioHcop, KpaiHa «®. Xohdmann-JIs Poru Jitay», HIsetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpomypa pgocnigivka Etposizymab, Bepcisi 15 Big uepBHs 2021 pokKy, aHIJIHCBKOIO MOBOIO;
[HdopmariiiHuil mucToK natjienTa i popma indbopmosanoi 3rogu, Bepcisi V8.0UKR(uk)1.0 Big 24 cepriHst
2021 poky, repek/saf yKpaiHCbKOr0 MOBOO Bijj 03 BepecHst 2021 poky; [Hpopmarifinuii m1cTok narjieHTa i
tdopma iHndopmosanoi 3rogu, Bepcis V8.0UKR(ru)1.0 Bix 24 cepriusi 2021 poky, nepeksaj pocilicCbKOr0
MOBOHO BiZi 03 BepecHs 2021 poky

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

Ne 300 Big 22.05.2015

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHj0OMi30BaHe, To/BiliHe-C/Iire, Myaneb0-KOHTPOIbOBaHe AoCTipKeHHsT da3u 11 ans
OLiIHKMA e(deKTUBHOCTI Ta 0e3revHoCTi Tperapary eTposidymMad B SIKOCTi iHAYKLii i MiZATpUMYyHOYOro
MKyBaHHSI TALieHTiB 3 XBopoOoto KpoHa B akTHBHiM ¢a3i Bij cepeHbOTO A0 TSHKKOTO CTYIIEHS
BaXKKOCTI», GA29144, Bepcis 7 Bif 24 kBiTHs 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIicto «AMKTOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«®. XOODPMAHH-JIA POLI JITA», HIelinapis (F. HOFFMANN-LAROCHELTD, Switzerland)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 40

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

3asyJeHHs! I0IaTKOBOTO MiClisl TPOBe/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. nikap Mymuk M.I.

KomyHanbHe HekoMeplifiHe mianpueMcTBo «IIpUKaprnaTCbKuii 00/IaCHUM KITiHIUHUNA IIeHTp
TICUXiyHOTO 3710pOB's IBaHO-PpaHKiBChKOI 00/1acHOI paan», BiagineHHs Nel KpH30BHX CTaHIiB
Ta IIePBUHHOIO IICUXOTUYHOIO eri3ofy, M. [BaHO-PpaHKiBChK

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

Ne 422 Big 10.03.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanziomizoBaHe, moBiliHe-cJiine, 3 M1aleb0 Ta aKTUBHUM KOHTPOJIEM JTiKyBaHHS A0OCTipKeHHs 26 da3u
edexTrBHOCTI Ta 6e3neuHocti MK-8189 y narjiedTiB 3 roctpum emizofom mmm3odpenii», MK-8189-008,
3 iHKopriopoBaHo10 norpaskor 02 Biz 24 nucronaza 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBizampHicTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiClisl TPOBe/IeHHsI KTiHIUHOr0 BUMIPOOYBaHHS B YKpaiHi:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. J.M.H., tpo¢. bosnbiosa O.B.

Iep>xaBHa ycTaHoBa «IHCTUTYT eHJOKpUHOJOTriI Ta 00MiHy peuoBuH iM. B.I1. KomicapeHka
HAMH VYkpaiHn», HayKOBO-KOHCY/JIbTaTUBHUM BifAis  aMOynaTopHO-TIPOdiaKTHUHOT
JIOTIOMOT'M XBOPYM 3 eHJIOKPHHHOIO Tarosiorieto, M. Kuis

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

Ne 1012 Big 24.05.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

foresiGHt: bararoijeHTpoBe, paHAOMi30BaHe, 3 TiapajielbHUMHU Tpylamu, I1/1aleb0-KOHTPOIbOBaHe
(mozBiliHe cjiime) Ta aKTUBHO-KOHTPOJIbOBaHe (BifKpuTe) mAociimkeHHs edeKTUBHOCTI Ta Oesrneku
IIOTVPKHEBOT'O 3aCTOCYBaHHSI JIOHATIerCOMAaTpOITiHa B TMOPIiBHSAHHI 3 T1aleb0, a TaKoXX B TOPIBHSHHI 3
COMAaTOTPOMIHOM II[0/IEHHOT'O 3aCTOCYBaHHs y AOPOC/IuX 3 AediumroM ropmony pocty., TCH-306, Bepcis
nporokony 2.0, Big 06 cepras 2020

3asiBHUK, KpaiHa

Akuesnbciop3s JIta., YropiiyHa
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CrioHcop, KpaiHa Acuenzic ®apma Enpokpinonomxu iBika A/C, Hanis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

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




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

Hopatok fo iHdopmarii Ta Gopmu 3roau A AOPOCIAMX YYaCHUKIB AociimkeHHs, JlokanbHa Bepcis
Homep 1.0 g YKpalHM yKpalHCBKOKO Ta POCIHMCBKOIO MOBamH, fAara Bepcii 14 BepecHs 2021 poky Ha
ocHoBi Mactep Bepcii Homep 1.0 Big 16 6epesnsi 2021 poky

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1388 Big 08.11.2017

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomisoBane, Bigkpute, 6araTorjeHTpoBe AoctimkeHHs 111 ¢a3u dypanymaby ta Tpemenimymaly B
SKOCTi TIepIIol JIiHii /iKyBaHHSI MAaLliEHTIB 3 TOLIMpeHUM remnarolemtonsipHuM pakoMm (HIMALAYA)»,
D419CC00002, Bepcis 6 Big 20 cepras 2019 p.

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 43

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

bpomypa mocnigauka Bepcis 13.0 Big 10 cepniast 2021p.; TlofoBXKeHHsI TepMiHy TPUBAIOCTI K/IiHIYHOTO
BUTIpoOYBaHHs B YKpaini fo 30 kBiTHs 2023p.

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

Ne 43 Bif 27.01.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®aza III, panmomizoBaHe, mMoABiliHe cJiine, TM/1alie60 KOHTPOLOBaHe [AOC/i)KeHHS BH3HAUeHHS
edeKTUBHOCTI Ta Oe3meuyHOCTi Komansiciby B KoMOiHaiii 3 puTykciMaboMm y TalLli€HTIB 3 peLUAUBOM
IHJJ0JIeHTHO] b-kniTrHHOL HeXO[KKIHCbKOI naimpomu (IHXJT) - CHRONOS-3»,
No. BAY 80-6946 / 17067, Bepcis 7.0 3 iHTerpoBaHoro nomnpaskoro 11 Bix 22 tpasHs 2020 p.

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHa

CnoHcop, KpaiHa

«baitep AI'», HimeuurHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 44

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

[MocibHuK i3 mocnimkenHs ays mariedta, 30 gunas 2021 poky [V02 UKR(uk)], ykpaiHCbKOIO MOBOIO;
KepiBHuiTBO marjieHTa 3 ydacti y pmocaimkensi, 30 munHsa 2021 poky [V02 UKR(ru)], pocilickkoro
MOBOIO

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

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, mojBiliHe ciiine, GaraTOLEHTPOBE JOC/iMIKEHHSI TepareBTHUUHOI eKBiBa/JIeHTHOCTI, II0
MIPOBOJIUTHCS B TIapasie/IbHUX TPyIax AJisi TOPiBHSHHS e(heKTUBHOCTI, 0e3meuHOCTi Ta iMyHOTeHHOCTI
nperapatry DMB-3115 ans migmkipHoro BeeseHHs Ta mnpernapaty Crenapa® Bupobuuntea €C y
MaIji€HTiB i3 XPOHIUHUM OJISIIKOBUM TICOPia30M CepeJHBOro abo TSHKKOTO CTymeHs», DMB-3115-2,
3 iHKopriopoBaHow norpaskoro 01 Bizg 04 yepsHst 2021 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

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

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
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hocwe mocmimkyBaHoro jmikapcekoro 3acody Kocubenimab (CK-301), Bepcis 6.0, ceprienb 2021 poky,
AHTTIMCbKOI0 MOBOMO; [TO/IOBKEeHHSI TepMiHy TMPUJATHOCTI jikapchKoro 3acoby Kocubenimab (CK-301)
3 36 10 48 MicsiiiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020
Ne 1265 Big 23.06.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure 06araroueHTpoBe gochimkeHHs | ¢asu 3 eckanauiero go3u miperiapary CK-301 mpu
BHYTPILIHbOBEHHOMY BBeJleHHI B peXXUMi MOHOTeparil MarjieHTaMm i3 3amyljeHUMH (opMaMHy paky»,
CK-301-101, Bepcis 3 iHKopriopoBaHoto rorpasKoro Ne 5 Bif 14 cepriasg 2020 poky;

PanziomisoBane Bizkpute gocmimpkenHsi 111 ¢a3u 3actocyBaHHsi mpenapaty kocubenimab (CK 301) y
TO€JHAaHHI 3 XimioTeparii€rw rnemMeTpekcesoM Ta IperapaToM IUIATUHU Y SIKOCTI Tepariil meprioi JiiHii y
MalfieHTiB i3 MeTacTaTUYHUM HEeTJIOCKOK/IITUHHUM HeApiOHOKTiTMHHUM pakom JiereHi, CK-301-301,
Bepcis 1.0 Big 12 ciung 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXeHoo BianosiganeHicTI0 «OCT YKPAIHA»

CnoHcop, KpaiHa

YekmnoitHT Tepar’'toTikc, [HK., CIIIA (Checkpoint Therapeutics, Inc., USA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 46
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

TekCT e/leKTPOHHOTO OMUTYBalbHUKa_Brme 6omo PROMIS, Bepcis v1.00 Big 13 sumnsa 2021 poky,
YKPaiHCBKOK MOBOIO; TeKCT eneKTpOHHOro omnuTyBasbHUKa_Brumue 6omo PROMIS, Bepcis v1.00 Bix
01 uepBHa 2021 poKy, pOCIHCBKOIO MOBOIO; TeKCT e/leKTPOHHOTO ONUTyBarbHUKA_llopyiieHHs CcHY
PROMIS, Bepcis v1.00 Big 13 sunHa 2021 poky, yKpaiHCBKOKHO MOBOK; TeKCT eeKTpOHHOro
onurtyBanbHUKa_llopymenns cny PROMIS, Bepcist v1.00 Big 01 uepBHst 2021 poKy, pOCiHCbKO0 MOBOIO

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

Ne 2707 Big 28.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«52-TKHeBe, OaraTolleHTpoBe, paH/AOMi30BaHe, TMOJBiliHe clire AocaimkeHHsT da3u 3 A1 OLHKU
edekTHBHOCTI Ta Ge3neuHocrti rperapaty GSK3196165 y kombiHailjii 3 MeToTpeKcaToM y TOPiBHSHHI 3
nate6o i TodauTUHIOOM Y MaLlieHTiB 3 aKTUBHUM PeBMaTOIJHUM apTPUTOM CepeIHbOr0 Ta TSDKKOTO
CTyIleHs, IKI Ma/ld HeZIlOCTaTHIO BiJNOBi/Ab Ha JiKyBaHHS MeTOTpekcatoM» , 201790 , 3 mornpaBkoro 02 Bif,
21 ciung 2020 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

GlaxoSmithKline Research & Development Limited, United Kingdom

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa MiClisl POBe/IeHHsI K/IiHIYHOTO BUIIPOOYBaHHS:

Crano

Byso
J.M.H., ipo¢. KprxaHiBcbka A.€.
KomyHanbHui 3aK/aj «[TpuKapraTcbKui
KJIIHIYHUA OHKOJIOTIYHUU LIEHTD»,
OHKOTiHeKoJIoTiuHe  BiagiseHHsi, /[lep>kKaBHUM
BULLIUMN HaBYa/IbHUN 3aKaz «IBaHO-
®paHKiBChKUM HarjionanpHuii MeIUUHUI

yHiBepcuTeT», Kadenpa oHkoJsorii, M. IBaHO-
PpaHKIBCbK

J.M.H., ipo¢. KpmxaHiBcbka A.€.

KomyHanbHe ~— HeKoMepLiiiHe — MiANPUEMCTBO
«[IpyKapnarcbkKuii  K/IiHIYHUM  OHKOJIOTiUHUM
1eHTp IBaHO-®paHKIiBCbKOI 00/1acHOI  pajn»,

xipypriude BiagineHHss Ne3 TrOpMOHO3a/IeKHUX
MyXAUH Y  XKIHOK, IBaHO-®PpaHKiBCbKHUM
HalliOHa/IbHUI MeIMYHUN YHiBepcuTeT, Kadespa
OHKOJI0T'i1, M. IBaHO-@PpaHKIBCBK

Howmep Ta fata Haka3sy
MO3 1woz0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1233 Big 06.10.2017

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«®a3za 1, gocmimkeHHs 6e3rneku, mepeHocuMocTi Ta hapmakokiHeTki INCMGAO00012 (kosuiiHsT Ha3Ba
MGAO012) y naijieHTiB 3 COJiAHUMU MyXJIMHAMM Ha TIi3HIX cTafisx po3BUTKY xBopobu (POD1UM-101)»,

INCMGA 0012-101, monpaska 9 Biz, 09 uepsus 2020 p.
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3asBHUK, KpaiHa TOB «KLIP Ykpaina»

CrioHcop, KpaiHa «Incaut Kopnopernmn» (Incyte Corporation), CIIIA
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 48

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

Bbpouypa gocnignvka Omikamony (BIA 9-1067), Bepcis 13.0 (enektpoHHa Bepcis 3.0) Bifg 23 uepBHs

2021 poKy, aHI/IilChKOI MOBOKO

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

Ne 1722 Biz 11.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe, mo/BiliHe Cline, TUIAle00-KOHTPOIBOBaHe AOC/imKeHHsT ¢a3u I B mapanenbHUX
rpynax /s OL[iHIOBaHHs e(eKTHUBHOCTI Ta 0Oe3rmeuHOCTi OIKAroHy SIK AoZAaTka Ao cTabinbHOI Tepartii
neBogororo (L-mororo) B KoMmbiHarii 3 iHribitopom poma-pekap6okcwiasu (IJAK) y mamieHtiB i3
MOYaTKOBOKO CTafi€r0 ifiomaTruHOi XxBopoOu IlapkiHCOHA; 3 BiIKDUTHM [[OJJaTKOBUM [JOCTiKEHHSIM»,
BIA-91067-303, Bepcis 2.0 3 iHKOpopoBaHO0 1orpaBkoro 1 Biz 16 mororo 2021 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

BIAL — Portela & Ca, S.A., Portugal

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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

Isan 3A/IBOPHUX




Honatok 49

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

InenTudikatiist cyrreBoi
TIOTIPaBKU

300pakeHHsI eKpaHy eJIeKTPOHHOTO I1o/ileHHuKa, Bepcist 01 Big 25 ceprmust 2021 poKy yKpaiHCBKORO Ta
POCiMICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Biz 15.09.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanziomizoBaHe ajanTHBHe TMO/BilHE cJiine TUIare00-KOHTPO/bOBaHe OaraToLeHTPOBE AOC/IiPKEHHS
¢asu 1b s BuUBUeHHs Oe3reuHOCTi, TepeHOCHMMOCTi, ¢apMakoKiHeTHUKA Ta (apMakoAUHaMiKU
Gararopa3zoBux 703 npernapary PT101 y maijieHTiB 3 akKTMBHMM BUpPa3KOBUM KoJjiTom», PT101-201,
nioripaBka 1 Bizg 11 tpaBHs 2021 poky

3asBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

«[Tangion TepanblOTHKC, IHK.», JOUIpHS KOMITaHis, 1110 3HAXOUTBCS y MOBHIM BiacHOCTI «Mepk eHg Ko.,
Ink.», KeninBopt, mratr Heto-/xepci, CIIIA (Bigomoi sik «MC/l» 3a Mexxamu Cnosyuenux IlTaTiB
Awmepuku Ta Kanaau) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the United States and Canada), CIIIA

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 50

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

bpouypa gocnignvka MK-3475, Buganns 21 Big 02 BepecHsi 2021p., aHI/iliCbKOIO MOBOO; YKpaiHa,
MK-7902-014 (E7080-G000-320), IHdopmaLiisi Ta AOKYMeHT Mpo iHGOpMOBaHy 3rofly AJisi Talli€HTa,
Bepcisi 1.01 Big 21 BepecHs 2021 p. ykpaiHCbKOIO MOBOR; YKpaiHa, MK-7902-014 (E7080-G000-320),
Indopmariisi Ta JoKyMeHT mpo iHpopMoBaHy 3rofy AJisi maijieHTa, Bepcisi 1.01 Big 21 BepecHsi 2021 p.
pociticekkoro MoBor; MK-7902-014_03_Bpoiiypa s maljieHTa_yKpaiHCbKOIO MOBOO_JJig YKpaiHU_
5 cepnns 2021 p.; MK-7902-014_03_ITocTep /i naLjieHTa_yKpaiHCbKOK MOBOO_/IJIg YKpaiHU_5 CepIriHs
2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomizoBane gocmimkenns 111 da3u asist ouinky eeKTUBHOCTI Ta Ge3neuHocti membposmizymady (MK-
3475) y kombiHarii 3 senBatuniOom (E7080/MK-7902) i ximioTeparti€lo TOpIiBHSHO 3i CTaHAApPTHUM
JIIKYBaHHAM B SIKOCTI IepLloi JIiHii Teparii /1 y4aCHUKIB 3 MeTaCTaTUYHOK KapLIMHOMOK CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), Bepcist 01 Biz 24 6epe3nst 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




HopaTok 51

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/ieHUi TIPOTOKOJ KiiHiYHOTO BUNpoOyBaHHs MK-3475-866, 3 iHkopriopoBaHO morpaBkoro 03 Bif
01 nunnas 2021 poky, aHIJiACbKOIO MOBOI0; OHOB/eHI 3pa3ku MapKyBaHHS JiiKapCbKHUX 3acobiB
Femirabin (Gemcitabine), Hucrinatun (Cisplatin): Cisplatin_Kit, Bepcist 2.0 Big 18 uepHs 2020 poky,
aHrTiChKOI0 Ta yKpaiHcbKoro MoBamy; Cisplatin_Vial, Bepcist 2.0 Bizg 18 uepsnst 2020 poky, aHTTiiiCbKOIO
Ta ykpaiHcbKoro MoBamu; Gemcitabine_Kit, Bepcig 2.0 Big 01 numusi 2021 poky, aHT/iMCbKOIO Ta
yKpaiHcbKor0 MoBamu; Gemcitabine_Vial, Bepcisi 2.0 Big 01 sunnHsa 2021 poky, aHI/IiCBKOK Ta
yKpaiHcbkoro MoBamu; Gemcitabine_Kit, Bepcis 2.0 Big 20 cepmHsi 2021 poKy, aHIJIIHCBKOKO Ta
yKpaiHcbKoro MoBamu; Gemcitabine_Vial, Bepcis 2.0 Bizg 20 ceprmus 2021 poky, aHI/IiNMCBKOH Ta
KpalHCbKOI0 MOBaMH. 3MiHa Ha3B Ta MiCllb IPOBe/IeHHsI K/IiHIYHOT0 BUMIPOOYBaHHS:

byno

Craso

JI.M.H., npod. bonzaapexnko .M.

KomMyHanbHuM 3aknaf «MickKa KaiHIYHaA JiKapHs
Ned» JIHITIDOBCBKOI MIiCBKOI pajau, BiAAileHHS
ximioTeparrii, [epxaBHUM 3aK/1af,
«/IHITIpOTIeTPOBCHKA MeauyHa akazieMis
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHW»,
Kadeapa oHKojorii i MeAuuHOI paiosorii,

M. [THinpo

I.M.H., pod. bonaapenko .M.

KomyHanpbHe  HekoMeplliliHe  MiANPUEMCTBO
«Micbka KiiHiyHa JikapHs Ned» [IHINPOBCBKOL
MIiCBKOI pajy, XiMioTeparieBTUYHEe BiJJiJIeHHS 3
JIeHHUM CTaLjioHapoM, JHITTpOBCHKUM
Jlep>kaBHUM MeJJUUHUI yHiBepcuTeT, Kadezpa
OHKOJIOTi1 Ta MeZJUYHOI paAiosiorii, M. HIinpo
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J.M.H., ipod. Ctycs B.IL.

KomyHaneHuii  3aknag — «/lHimporeTpoBChbKa
obsacHa KiiHiyHa sikapHs iM. [.I.MeuHunkoBa»,
BiffineHHss ypoJiorii Ne2, [lepkaBHUM 3aknaf,

A.M.H., pod. Ctycs B.I1.

KomyHanbHe migrpuemMcTBO «/IHINponeTpoBCchbKa
obsiacHa kmiHiyHa sikapHs im. L.I. MeuHukoBa»
JIHinporeTpoBCchKOi 00/1aCHOT pajy», BifimeHHS

«/IHinporieTpoBCcbKa MeJUYHa aKazeMis
MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
Kadesnpa yposorii, M. JIHinpo

yponorii Ne2 (oHkosoriuHe), [IHIMPOBCHKUIA
Jlep’KaBHUM MeJUYHUM YHiBepcuTeT, Kadepa
ypoJiorii, M. [THirpo

Howmep Ta fata Haka3sy
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzoMi3oBaHe, moBiiiHe ciine pocrimkeHHs 111 da3u A OLiHKM MepiornepaljiiHOTO 3aCTOCYyBaHHs
nembponizymady (MK-3475) y kowmOiHamii 3 HeoaJ'TOBaHTHOI XiMiOTeparii€l0 TOpPiBHSAHO 3
repiornepariiiHiM 3aCTOCYBaHHSM r1aljebo y KoMOiHaIllil 3 Heoa ' FoOBaHTHOIO XiMiOTeparii€ro B yUaCHUKIB
3 M'I30BO-iHBa3MBHHMM DAaKOM CE€UYOBOr0O MiXypa, NpyUJaTHUX s aikyBaHHs pucriatiHoM (KEYNOTE-
866)», MK-3475-866, 3 inkopnoposaHoto nonpaskoto 02 Biz 15 rpyass 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng Joym Kopm.», gouipae mianpuemctso «Mepk Exp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnenuii mpotokon 3 IlompaBkoro 1 Bix 20.05.2021 p.; Bpomypa pgocnignvka JNJ-61186372
(amivantamab), BuzmanHs 6 Big 16.07.2021 p.

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

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe Bigkpure KhiHiuHe pgocmimpkeHHs Pa3u 3 kKomOiHarii AmiBaHTamalOy Ta Teparii
KapboriatuHom Ta ITlemeTpekcenom y mopiBHsHHI 3 KapOoriatuH-IlemMeTpekcesoM y Talli€HTIB 3
MicLieBO-TIOIIMPeHMM abo MeTacTaTUUHUM HeJpiOHOK/IITUHHUM DakoOM JiereHb 3 MYTAlli€el0 peLiernTopiB
enigepmanbHoro (akrtopa pocty (EGFR) 3i BcraBkamu B ek30Hi 20 (Exon 20ins)», 61186372NSC3001,
Big 17.07.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/ieHUi TIPOTOKOJT KiiHiuHOTO BUNpoOyBaHHs MK-3475-033, Bepcist 3 iHKOPIIOPOBAHOK MOTIPAaBKOIO
05 Biz 14 munHsa 2021 poKy, aHT/IiKCbKOK MOBOIO; 3MiHa Bi/INMOBiIa/IbHOTO [OC/IiTHUKA:

Bysno Crano

n.M.H. Konecnik O.0. K.M.H. Ocranenko FO.B.
HaijioHanbHuii  iHCTUTYT paky, BiggineHHs | HanjioHanbHul — iHCTUTYT  paky, BiafineHHs
Ma/IOiHBa3UBHOI Ta eHJOCKOMIYHOI XIpyprii, | Ma/loiHBa3UBHOI Ta eH/JOCKOITIYHOI  Xipyprii,

iHTepBeHLiMHOI pagiosorii, KuiB iHTepBeHLIiiHOI paziiosiorii, M. KuiB

Howmep ta faTa Hakasy
MO3 1wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 70 Bif 31.01.2017

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraToHallioHa/sibHe,  0araTolleHTpPOBe,  paHoOMi30oBaHe  Bigkpute  gociimkenHs III a3y,
nemMOpoti3ymMaby B TMOpPIBHSIHHI 3 /0IeTaKCe/I0OM y TAI[iEHTIB 3 HeAPiOHOKTITUHHUM PaKOM JIeTeHb, III0
paniue gikyBamucsa», MK-3475-033, 3 inkoprioposaHoto ronpaskoro 04 Biz 01 xoBTHsa 2018 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk Ilapn Exg Joym Kopr.», gouipHe nignpuemctBo «Mepk Exnp Ko., [nk.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




Honatok 54
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»
18.10.2021 Ne 2237

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBnieHU# TIPOTOKOJT KiiHigyHOro BUmnpoOyBanHss MK-7339-009 3 inkopriopoBaHowo TioripaBkoro 01 Bif
02 uyepBHs 2021 poKy, aHr/iMcbKOIO MOBOW; YKpaiHa, MK-7339-009, IHdopmaliisi Ta JOKyMeHT Ipo
indbopMoBaHy 3rofy AJs nauieHTa, Bepcis 1.00 Big 31 cepriHsi 2021 p. yKpaiHCHKOIO MOBOIO; YKpaiHa,
MK-7339-009, I[Hdopmaliis Ta AOKyMeHT Mpo iHpopMoBaHy 3roAy JJis maiieHTa, Bepcisi 1.00 Big
31 cepnns 2021 p. pocificbkoro MOBOHO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomizoBane Bifkpute mociimkeHHs dasu 2 ta 3 Osanapuby y kombiHarii 3 Tlem6postizymabom y
MOpPiBHsAHHI 3 XimioTepariiero y KoMbiHariii 3 ITemOposizymabom mic/ist iHAYKIi K/aiHiUHOI TiepeBar#t 3
TepIIIOI0 JTiHi€0 XiMioTeparii y KombiHarjii 3 IlemOpostizymaboMm y MalfieHTiB 3 MiCIIeBO-pelUIUBYHOUNM
HeoriepabesibHUIM 200 MeTaCcTaTUUHUM TIOTPiHO-HEraTUBHUM pakoM MosiouHol 3ano3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, Big 24 nunzs 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanbHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaTty
CYIyTHBOI Tepamnii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HomaTtok 55

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 24 munHa 2021 poky Ne 1553 Ta
BHeCeHHs 3MiHM 10 fojaTtka Ne 5 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 27 BepecHs 2021 poky Ne 2076»u
18.10.2021 Ne 2237

InenTudikaris cyTreBoi
TIOTIPaBKU

Omnosnenutii [Tpotokon (Bepcis 1.3 Big 17.09.2021); OHoBnenuii CuHoncuc fjo npotokosny (Bepcist 1.3 Big,
17.09.2021); 3miHa Ha3BH JiKapcbkoro 3acoby 3 IMYHOI'JIOBYJIIH AHTUPE3YC RhO (D) JIOAVMHU
(Anti-D (rh) immunoglobulin) Ha Pe3orno6in(Rhesoglobin); 3miHa Ha3BM KTiHIYHOTO [OCTiKEHHS 3
«Bigkpure OaraTorjeHTpoBe MiKHApOJHe JOC/iIKeHHsI e(heKTUBHOCTI Ta Oe3reKu JIiKapchbKoro 3acoby
IMYHOTI'JIOBYJIIH AHTUPE3YC RhO (D) JIJFOOAMHUM (Anti-D (rh) immunoglobulin) BupoGHuiiTBa
TOB «bIO®APMA IIJTASMA», YKpaiHa, y BariTHUX JXIHOK B aHTeHaTa/lbHOMY Ta IIOCTHaTaJbHOMY
nepiofii B PYTUHHIM KTiHIYHIN mpakTULi A7 TpodisakTHKK pe3yc-ceHcHbimizarii, 3 miArpymnoro
JIOCJIi/DKeHHsT  [IesIKUX TapaMeTpiB  (apMakokiHeTMKH» Ha «Biakpure 6araToijeHTpoBe MiXKHapoHe
nmociimkeHHs: edeKTUBHOCTI Ta OesmeuHocTi sikapchkKoro 3aco0y Pesorno6in (Human Anti-D (rh)
immunoglobulin) BupoOHuiTBA TOB «biodgapma Ilnasma», VYKpaiHa, y BariTHUX JKiHOK B
aHTeHaTaJTbHOMY Ta MOCTHATa/IbHOMY Tepiofii B PyTUHHINM KJIiHIUHIM NpakTULli AJis mpodilakTUKX pe3yc-
ceHcubinizanii, 3 MiATPynow AOCHIPKeHHsT [lesiIKuX TapameTpiB (apMakoOKiHeTHUKW»; 3aayuyeHHs
INOJATKOBUX MIiCLIb TPOBeIeHHSI:

No I1.1.b. BigmoBiasbHOrO AOC/IIIHUKA [TpumiTkH
/1 Ha3Ba miclisg TpoBe/ieHHsT KJTiHIYHOTO BUMPOOYBaHHS
1 | a.m.H., nipod. Yeuyra C.b. 3HATO 3
MeauuHul 1IEHTP TOBapHMCTBa 3 OOMEXXEHOW BiAMOBifambHICTIO «IHHOME- | pO3Tsay 3a
LIEHTp eHJ0Xipyprii», Xipypriuxe BiggineHHs, M. BiHHULSA pileHHAM
CIIOHCOpa.
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K.M.H. Manbnesa O.I.

KomyHasnbHe miAnpUeEMCTBO «/IHIMPOIIEeTPOBCHKUI 00/1aCHUM TiepUHaTaIbHUN
L[eHTp 3i cTrarjioHapom» [IHITIPOTNIeTPOBCHKOI 00/1aCHOI pajii, KOHCY/IbTaTUBHO-
JllarHOCTUYHe BifAiieHHs, M. /IHinpo

I.M.H., ipod. Makapuyk O.M.

KomyHasnbHe HekoMepliiliHe TiANpueMcTBO «IBaHO- PpaHKiBCbKUM 06s1acHUM
nepuHaTafbHAN 1leHTp IBaHO- ®paHkiBchKkoi oOsacHoi pagw», LleHTp
naaHyBaHHsi ~ ciM’l,  IBaHO-®paHKIBCbKUI  HalliOHaJbHUA  MeJUUYHUM
yHiBepcuTeT, Kadeipa akylliepcTBa i TiHEKOJIOril MiCIsJUIIOMHOI OCBiTH,
M. IBaHO-DpaHKiBCbK

nikap Mirtesa T.M.
KomyHanbHe HekoMeplLifiHe mignpuemMcTBo «KipoBorpajcbka obsiacHa JikapHs
KipoBorpasicekoi 06/1acHOI pajin», MepUHaTaIbHUM 1[eHTpP, M. KpornMBHULIbKUI

K.M.H. llypyk H.B.
KomyHanbHe mignpueMcTBo «BosimHCbKe o6siacHe TepUTOpiasbHe MeAudHe

00’eiHaHHS 3aXMCTy MAaTePUHCTBA i AUTUHCTBa» BoMHCHKOI 006s1acHOI pajiy,
TOJIIK/IIHIYHEe BififiiyieHHs1, M. JIyLIbK

K.M.H. ManaunHceka M.,

KomyHanbHe HeKoMepiiiiiHe mignpuemMcTBo JIbBiBCbKOI 00sIacHOI  paau
«JIbBiBCbKMM 007aCHUM K/MHIUHUAN TepUHATAJbHUN  LEHTP», BiJfieHHs
PerpoAyKTUBHOIO 3/10POB’sI Ta MJIaHyBaHHs CiMm’1, M.JIbBIiB

sikap Kanzpaypos O.A.
KomyHa/sHe HeKoMepIjifiHe MiAnpueMCcTBO «MuKojaiBcbKa ob6/1acHa KiTiHiuHa
nikapHsi» MuKkosaiBceKoi 0bmacHoi pasay, [lepuHartansHui 11eHTP, M. MUKOJIaiB

sikap Baienko B.JI.

KomyHanbHe mignpuemMctBo «IlonTtaBcbka o0OsacHa  K/iHIUHA — JTiKapHS
iMm. M.B. CkricdhocoBcbkoro ITositaBcbKoi o6acHOI paaw», IlepuHaTambHUM
LeHTp, M. [TonTasa
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9 | nikap LiniHceka M.I

KomyHanbsHe mianpuemctBo «O6acHUM MepuHaTaabHUM 11eHTp» PiBHeHCHhKOT
obnacHoi paau, Ob6acHUM 1[eHTP TUIAaHYBaHHS CiM’1 Ta PerpOAYKIil JIFOUHH,
M. PiBHe

10 | g.m.H., ipod. Ky3pomeHcbka M.JI.

KomyHaneHe HekomeprijiiHe —migrnpuemMctBo CymchbKoi  ob6sacHOi  paau
«O06/1acHMl KTiHIYHWM TepUHATA/IbHUM 1IEHTP», KOHCY/IbTaTUBHO-/1iarHOCTUYUHE
BifiiieHHs1 (Mosik/aiHiKa), M. Cymu

11 | nikap Psibokons A.O. 3HATO 3
MeauuHuii  LIeHTP  TOBapuMcTBAa 3  OOMEXeHOI  BiJTOBifanbHICTIO | PO3r/sSAy 3a
«MEIVKI'PYII», LlenTp rianyBaHHs CiM’i, M. XepCcoH pileHHAM

CIIOHCOpA.

12 | nikap ITyxsskosa O.0.

KomyHasibHe HeKOMepIlifiHe TANPUEMCTBO «XMesbHUIbKa 0b6/acHa JiiKapHs»
XMenbHUIBKOI 001acHoi paju, O6/acHUM 1IeHTp TJIaHyBaHHS CiM’i — JKiHOoua
KoHcysbTalist XOIIL, M. XMenbHULIbKUI

13 | 3aB. Big. [TounHOK B.A.

KomyHanbHe HeKoMmepijiliHe miAnpueMcTBO «Yepkacbka o6siacHa JiKapHs
Yepkacbkoi o0macHOi  paau», BiJfiJileHHA TATO/Orii  BariTHOCTI  Ta
eKCTpareHiTajsbHOI naroJsiorii, M. Yepkacu

14 | K.M.H. Punxyk B.€

KomyHanbHe  HeKoMepijiliHe  MiANpUEMCTBO  «YepHiBel[pKUi  00/1acHUM
nepyHaTa’ibHUM LIEHTP», BiAJi/IeHHS [€HHOrO CTal[ioHapy 3 IMpeHaTaJbHO0
J1arHOCTUKOI, M. YepHiBLi

15 | nixap Tpuxammna O.1.

KomyHanbHe — HekomepijiiiHe — migmpueMcTBo  «IlosioroBuit  OyAMHOK»
UepHIiriBcbKol MiCbKOI pajy, )XxiHoua KOHCysbTawist Ne2, M. YepHiris
306i/pILIeHHS KiZTbKOCTi 0C/TiZpKYBaHUX B YKpaiHi Ta CBiTi: B YKpaiHi - 3 180 f0 265 marjieHToK, y CBiTi - 3
200 mo 281 narjienTKH; 3MiHa odilliiiHOTO Mpe/cTaBHMKA CIIOHCOpa:




4 TIPOZIOBXKEHHS 10JaTKa 55

Byno Crano

kepiBHK YKBMC Pubakos A.P. KEepiBHUK YTIpaB/iHHS MEAUYHOrO0 CYIPOBOAY

K.MeJI.H., noil. JKebenenko . T

OnHoBneHa InauBigyansHa Peectpaijitina ®opma (Bepcis 1.3 Big 17.09.2021); OuHoBieHa Popma
IndopmoBaHoi 3rosu Ha yuyacTs y KaiHiuHOMY AociizpkeHHi (Bepcis 1.3 Big 17.09.2021) ykpaiHCbKORO Ta
pociiicbkoto MoBoro; OnHoBiieHa @Popma IHdopmoBaHoi 3rogu Ha 00OpOOKY pe3y/bTaTiB pPYTHHHOTO
00CTe)XeHHsI IMTUHYU B paMKax KiiHiuHoro mociimkeHHs (Bepcis 1.3 Big 17.09.2021) ykpaiHCBKOIO Ta
pocitickkoro MoBoro; OHoOB/ieHa Bpormypa gociigHuka mikapcbkoro 3acoby Pe3zorno6in (Rhesoglobin)
(Bepcis 1.3 Big 17.09.2021)

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

Ne 893 Big 15.04.2020

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«Bigkpure OaraTorjeHTpoBe MiKHApOZHE JOC/TiMKeHHsI e(heKTUBHOCTI Ta Oe3reKu JiKapchbKoro 3acofy
IMYHOTJIOBYJIIH AHTUPE3YC RhO (D) JJKOAVWHU (Anti-D (rh) immunoglobulin) BupoOHMIITBa
TOB «bBIO®PAPMA IIJTASMA», YKpaiHa, y BariTHUX >KIHOK B aHTeHaTa/lbHOMY Ta IIOCTHATa/JIbHOMY
repiofi B pYTHHHIM KIiHIUHIM MpakTULi s TIPodiJakKTHKKA pe3yc-ceHcuOimizariii, 3 mMiArpymnor
JIOCJTiPKeHHsI IesTKUX napameTpiB apMakokiHeTuku», 1901-RH-BF, Bepcis 1.1 Big 15.01.2020

3asiBHUK, KpaiHa

TOB «BIO®PAPMA TIUVIA3MA», Ykpaina

CnoHcop, KpaiHa

TOB «BIOPAPMA IIJTA3SMA», YKpaina

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekroparty

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




