Hoparok 1
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«PaHgomi3oBaHe, To/BiliHe cilille, TUIAI[e00-KOHTPO/ILOBAHe, OaraToLleHTPOBE MOC/I/PKEHHSI 3 MEeTOI0
OL[iHKM e()eKTHBHOCTI Ta Oe3MeYHOCTI JIyMaTernepoHy Y sSIKOCTi 10/IaTKOBOI Tepartii 1pu JiKyBaHHi Malli€HTiB
3 Be/IMKUM JIeTIPeCMBHUM P03J1afioM», Kog, aociigkeHHs [TI-007-501, 3 nmonpaBkoro 2 Bifg 20 cepnnst 2021

POKY

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CnoHcop, KpaiHa

Intra-Cellular Therapies, Inc., United States

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

nymareriepon (ITI-007; ITI-007 tosylate, FP-212, 1C200056 tosylate salt, ITI-11-tosylate; Lumateperone
tosylate (Lumateperone)); karcyna; 42 mr; Patheon Inc., part of Thermo Fisher Scientific, Canada; Patheon
Inc., part of Thermo Fisher Scientific, Canada; Catalent Pharma Solutions, LL.C, USA; Catalent CTS, LLC,
USA; Catalent Germany Schorndorf GmbH, Germany;

[Tnate6o po mymarenepony (ITI-007), karncyna; Patheon Inc., part of Thermo Fisher Scientific, Canada;
Patheon Inc., part of Thermo Fisher Scientific, Canada; Catalent Pharma Solutions, LLC, USA; Catalent
CTS, LLC, USA,; Catalent Germany Schorndorf GmbH, Germany

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

1) k.m.H. Kie6an K.1I.

KuiBcbka kiiHiuHa JfikapHsi Ha 3ami3HUYHOMY TpaHCIopTi Ne2 ¢inii «LleHTp OXOpPOHM 370pOB’si»
AKI1lioHEpHOT'O TOBAapUCTBa «YKpaiHChKa 3a/li3HULs», KOHCY/TbTaTUBHO-/1iarHOCTUYHUM LIeHTP MOJIiK/TiHIKY,
M. KuiB

2) reH. aupektop Bonoigyk A.€.

KomyHasbHe HeKoMepIjiiiHe TiAnprueMcTBO «Oecbkuii 00/1aCHUM MeIMYHUI TIeHTP TICMXiYHOTO 3/]0POB'SI»
Opecbkoi ob/sacHOT pagn», BiagineHHst Ne6 (donoBiue), BigginenHs Nel2 (kiHoue), M. Ozeca

3) reH. aupekrop KoBanenko B.B.

KomyHasibHe HeKOMepIliiiHe miAnpueMcTBO XapKiBChbKOI 0b6acHoi pagu «ObacHa KiiHiYHa TicUXiaTpyuuHa
sikapHs Ne3», ricuxiaTpiyHe BifjiiIeHHs [IepBUHHOIO IICUXOTUYHOIO eri3o/y, M. XapKiB

4) nikap benuii LA.

Komynanbhe mignpuemctBo «I'eiikiBcbKa OaraTorpodinbHa JliKapHsl 3 HaflaHHS TICUXiaTPUUHOI JOTIOMOTH
[uinporieTpoBchKoi obacHoi pagu», BigginenHs Ne3, Bigmisenus Ned, c. Kpusbac, KpuBopi3bkuii paiioH,
[HinporeTpoBckKa 00/1acTh
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5) A.M.H., ipod. CkpurHikoB A.M.

KomyHanbHe mignpuemctBo «OO6macHU 3akiaf 3 HaflaHHA TicuxiaTpuyHoi foromMord [lonTaBcbKOi
obmacHOi  paauW», O>KiHOUe TOCTpe 3araJbHOICHUXiaTpHUHe BiAgiseHHs 5-0, dosoBiue TOCTpe
3arajibHOTICUXiaTpuuHe BiffineHHss 2-a, [lo/nTaBChbKUM [Jep)KaBHUN MeAUUHUM YHiBepcuTeT, Kadezpa
rcuxiaTpii, HapKoJ/Orii Ta MeguyHOI ricuxosiorii, M. [Tonrasa

6) k.M.H. CepebpenHnikoBa O.A.

KomyHasibHe HeKoMepLIiliHe TiANPUEMCTBO «BiHHUIIbKa 06JiacHa K/TiHiYHa MICUXOHEeBPOJIOTiYHA JTiKapHS iM.
akazg. O.I. HOmenka BiHHumpkoi obsacHoi Pagu», 3MimnaHe (dosioBiue Ta »KiHoue) BiggineHHs No2,
BiHHMLIbKMI HallioHaMbHUM MeauuHMi yHiBepcuTeT iM. M.I. [TuporoBa, kKadezpa ncuxiaTpii, HapKoJOTii Ta
TICUXOTepariii 3 KypcoM MiC/ISIAUIIZIOMHOT OCBITH, M. BiHHULA

7) n.M.H. Mopo3 C.M.

KomyHanbHe mignpuemMcTBo «/IHinporieTpoBcbka o6sacHa KiiHiyHa JjikapHsi iM. LI, MeuHukoBa»
MuinporieTpoBcbKoi  obmacHoi  paau, OOsacHUM 1eHTP TICHXOCOMAaTHYHMX PpO3/afiB  Ha 0asi
TICUXOHEBPOJIOTIYHOr 0 BiAAiseHHs, M. [IHIrpo

8) K.M.H., 3aB. LleHTpy bnaxesuu FO.A.

KomynaneHe HekomepuiliHe migrnpueMctBo «Kiiniuna jikapHsi «[ICUXIATPISI» BuUKOHaBYOro opraHy
KuiBcbkoi Micbkoi pagu (KuiBcbkoi MichbKOI Jlep>kaBHOI agMiHicTpallii), LleHTp mepBUHHOTO MCUXOTUYHOTO
eri30/ly Ta CyyaCHHMX MeTOZIB JiKyBaHHs, M. KuiB

9) a.M.H., ipod. Yabax O.C.

KuiBcbka kiiHiyHa JikapHs Ha 3amisHUYHOMY TpaHcropTi Nel @inii «LleHTp OXOpoHM 370pOB's»
AKXKIIiOHepHOT O TOBapMCTBa « YKpaiHCbKa 3a/1i3HULIs», TICUXOHEBPOJIOTiUHe BifiieHHs, M. KuiB

10) a.m.H., pod. ITigzkopuros B.C.

JepkaBHa ycrtaHoBa «IHCTUTYT HeBpoJiorii, ncuxiaTpii Ta Hapkosorii HarjioHanpHOI akazeMii MeauYHUX
HayK YKpaiHW», K/IiHiKa BiiZI/ly K/IiHIYHOI, COLia/IbHOI Ta AUTAYOI NcUxiaTpii, M. XapKiB

[Iperniapatu OpiBHAHHS, —
BHMPOOHUK Ta KpaiHa

CynyTHi KowmrmaHii, #ki fir0Tb 3a [OBIpEHOCTMM, SKi HajaB CIIOHCOP UM 3asBHMK Ha BBe3€HHs [0C/iKyBaHUX
Marepianu/mpenapaTu JiKapchKUX 3aco0iB Ta CcymyTHiX MarepiasiB: ToBapucTBO 3 0OMe)keHOw BifmosigampHicTIO «CMO-T'PYTI
CyIyTHBOI Tepariii YkpaiHa» (SMO-GROUP Ukraine), TOB «Arenuis «C.M.O.-YkpaiHa» (“S.M.O. — Ukraine” Agency”

LLC); TOB «CMO-JIorictuka» (“SMO-LOGISTICS” LLC)

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




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3Ba kiiHiuHOTO «®PA3A 1B, BATATOLHEHTPOBE, BIJKPUTE OOC/IIIXXEHHSA 3 ECKAJIALIEO 403U 3 METORO
BUTIPOOYBaHHS, KO/, OLIHKM BE3IMEYHOCTI, TTEPEHOCUMOCTI, ®APMAKOKIHETUKU I ®APMAKOAMHAMIKUA
BepCisi Ta JjaTa M[MIAIIKIPHOI'O BBEAEHHA MOCYHETY3YMABY B YHACHUKIB 3 CUCTEMHUM YEPBOHUM
BOBYAKOM», kop, pociigkenas GA43191, Bepcis 2 Big 12 cepriag 2021

3asBHUK, KpaiHa TOB «APEHCIA EKCITJIOPATOPI MEAICIH», YkpaiHa

CnoHcop, KpaiHa F. Hoffmann-La Roche Ltd, Switzerland / ®. Xoddmana—JIs Pouu Jita, [lIBeiiiapis

[Mepenik mocmimkyBanux | MocyHetry3ymab (Mosunetuzumab) (RO7030816; MocyHety3ymab, Mosunetuzumab (RO7030816;
JiKapCchKUX 3aco0iB Ro 703-0816/ F05-02; RO7030816/F05-02; 487-7533/F01-02; (BTCT4465A; MocyHeTty3ymab
nikapcbKa dhopMa, (Mosunetuzumab)); po3uuH s iH’ekuiii 5 mr/ 0,5 ma (2 mi); 10 mr/mia; Genetech, Inc, CIIIA; Genetech,
[03yBaHHsI, BUPOOHUK, Inc, CIIIA; DHL Solutions Fashion GmbH. I'epmanis; Catalent Pharma Solution LLC, CIIIA; Catalent
KpaiHa Germany Schorndorf GmbH, T'epmanisi; Fisher Clinical Services GmbH, IlIBeiiijapisi; Fisher Clinical

Services UK Limited, Bemukobpuranisi; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services Ltd,
Bemko6bpuTanist; Almac Clinical Services LLC., CIIIA;

MocyHety3ymab(Mosunetuzumab) (R0O7030816; MocyHery3ymab, Mosunetuzumab (RO7030816;
Ro 703-0816/ FO05-02; RO7030816/F05-02; 487-7533/F01-02; (BTCT4465A; MocyHeTy3ymMab
(Mosunetuzumab)); po3uuH Ajis iH’ekiiti 45 mr/ ma (2 mi); 45 mr/mn; Genetech, Inc, CILIA; Genetech, Inc,
CIIA; DHL Solutions Fashion GmbH. I'epmanisi; Catalent Pharma Solution LL.C, CIITA; Catalent Germany
Schorndorf GmbH, T'epmanis; Fisher Clinical Services GmbH, IlIBetitiapis; Fisher Clinical Services UK
Limited, BenukoOpuranisi; Fisher Clinical Services Inc., CIIA; Almac Clinical Services Ltd,
BenmukobpuTanisi; Almac Clinical Services LLC., CIIIA;

Torunizymab (Tocilizumab) (RO4877533; Touwmnizymad, Tocilizumab (RO4877533, RoActemra;
Actemra/RoActemra; RoActemra®; RO4877533/F01-02; Ro 487-7533/ F01-02; 487-7533/ F01-02;
Tormnizymab (Tocilizumab)); KOHIIeHTpaT A/l PUTOTYBaHHS PO3YMHY /IS BHYTPIllIHBOBEHHUX iH(Y3iit
200 mr/ 10 mut (20mm); 20 mr/mi ; F. Hoffmann-La Roche Ltd, IlIgeiiapisi; Genetech, Inc, CIIIA; Genetech,
Inc, CIIIA; DHL Solutions Fashion GmbH. I'epmaHnisi; Catalent Germany Schorndorf GmbH, I'epmanis;
Fisher Clinical Services GmbH, IlIBeiiiapisi; Fisher Clinical Services UK Limited, Benuko6puranisi; Fisher
Clinical Services Inc., CIIIA; Almac Clinical Services Ltd, Bemko6putanis; Almac Clinical Services
LLC,,
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CIIIA; Catalent Pharma Solution Inc., CIIIA; Chugai Pharma Manufacturing Co. LTD, fInoHis;

PosunnHuk gyis MocyHety3ymaby (Diluent for Mosunetuzumab) (RO5541267; RO5541267;
RO5541267/F02-01; Ro 554-1267/F02-01; po3uMHHUK TicTUauH auetaTty caxapo3u (Histidine Acetate
Sucrose Diluent)); Po3uuH /111 BHYTPIllTHLOBEHHUX a00 MiAmKipHUX iH'ekiii, 35 mi (50m1); F. Hoffmann-
La Roche Ltd, IlIBetitiapisi; Genetech, Inc, CIIIA; Genetech, Inc, CIIIA; DHL Solutions Fashion GmbH.
I'epmanisi; Catalent Pharma Solution LLC, CIIIA; Catalent Germany Schorndorf GmbH, I'epmasnisi; Fisher
Clinical Services GmbH, IlIeeinapist; Fisher Clinical Services UK Limited, BemukoOputanisi; Fisher
Clinical Services Inc., CIIIA; Almac Clinical Services Ltd, Bennko6putanis; Almac Clinical Services
LLC., CIIIA;

Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBefeHHS
BUTIPOOYBAaHHS B YKpaiHi

1) k.M.H. KoBanenko C.O.
MenuyHUl LIEHTP TOBapUCTBa 3 0OMEXKeHO BiJNOBiZambHICTIO «I'apMOHist Kpacu», Bifi[i/leHHs] K/TiHIYHUX
BUTIpoOyBaHb, M. KuiB

[IpenapaTtu OpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

JlabopartopHi Habopu

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




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«KomrinekcHe GaraTolleHTpOBe paHI0Mi30BaHe, TO/BiMHO ciire gocimkenHs I/11 da3su, 10 MpoBogUTHCS 3
BUKOPHCTAHHSIM TIperiaparty MopiBHsIHHS [Iucropr i mianebo 3 MeToro OL[iHKM 6e3rneuHoCTi i e)eKTUBHOCTI
nperiapaty IPN10200 y 36inbinyBaHux go3ax i migbopy Horo onTuManibHOI 03U AJis JTIKyBaHHS
CIaCTUYHOCTI BEPXHiX KiHLIIBOK y AOPOCIUMX MaLieHTiB», KoA pociaigpkeHHs D-FR-10200-001, ocrarouyHa
pepakiist 1.0 Big 11 mucronaga 2020 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIATIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnioHCOop, KpaiHa

«Iricen InHoBetwH» [Ipsen Innovation], ®paxiiis

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

IPN10200 (IPN10200; Clostridium botulinum, neurotoxin serotype A/B; M03AX01; modified recombinant
botulinum neurotoxin serotype AB (mrBoNT/AB)); NOpoIIOK [/s1 PO3UMHY AJisl iH €Kil i3 pO3UMHHHUKOM
nnst BimHoBeHHsT; 36 Hr; «Carbogen Amcis SAS», ®paHuiis; «Ipsen Biopharm Limited», Benvika bputaHisi;
«Ipsen Pharsciences», ®paniiis; «Patheon Italia S.P.A.», Itanis;

ninane6o o IPN10200 (riarie6o g0 IPN10200); mopoliiok Ajist pO3UuHY AJIs iH’ €Kil i3 pO3UMHHUKOM ISt
BifHOB/eHHs; «Carbogen Amcis SAS», ®panijisi; «Ipsen Biopharm Limited», Benuka Bpuranisi; «Ipsen
Pharsciences», ®@paHiiisi

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

1) a.M.H., pod. MockoBko C.II.

ToBapucTBO 3 O0OMEXXeHOI  BiJMOBifa/mbHiCTIO — «MeauuHui
npodisakKTHYHUM Biagin MeauuHOTro LieHTpy, M. BinHuis

2) K.M.H CaHonbKuii f1.€.

KomyHanbHe HekomepijifiHe mignpueMcTtBo JIbBiBcbKOI 00macHOI pagu «JIbBiBcbKa obslacHa KiliHiuHa
JIiKapHs», HeBPOJIOTiuHe BiJfineHHs, M. JIbBiB

3) k.M.H. ['oBbax I.0.

KomyHanbHe HeKoMmepiiiiiHe mMiAnpueMcTBo «Mickka TosikaiHika Ne9» XapkiBcbKoi MiChKOI paju,
BififiineHHs1 By3bKUX (haxiBI[iB, XapKiBCcbKa MeJMUHa aKa/eMisl Tic/IsgJuIrioMHol oCcBiTH, Kadepa 3arajbHol
TMPaKTHUKKU — CiMeMHOI MeIULIMHU, M. XapKiB

4) k.m.H. [Tactopa I.M.

XapkiBCbKa K/IiHIYHA JIiKapHS Ha 3ali3HAYHOMY TpaHCropTi Nel ®isii «LleHTp 0OXOpoHM 340pOB’s»
aKL[IOHEPHOT'0 TOBAPUCTBA «YKpaiHCbKa 3a/li3HHLIS», 3-€ HeBPOJIOTiuHe BiJ/ieHHs, M. XapKiB

5) A.M.H., ipo@. JIuTBrHeHKO H.B.

ueHTp «CamoTreM», JiKyBa/JbHO-
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JIiKyBa/IbHO-/1iarHOCTUYHHI 1IeHTP TOBAPUCTBA 3 0OMe)KeHOI0 Bi/TOBifanbHiCTIO «MeIKOHTUHEHT», LIEHTP
HeBpoviorii Ta peabinitanii, M. [TonraBa

6) K.M.H. Uepke3 A.M.

KomyHanbHe HeKOMepIliiiHe MiApueMCTBO «3aropi3bka o0siacHa KiTiHiuHa JlikapHs» 3aropi3bKoi 0bsacHoOi
paju, BiagiieHHs HeBpoJorii Nel, M. 3anopixkks

[Ipeniapatvi mOpiBHSIHHS, Hucriopt® (Dysport®, botulinum toxin type A - haemagglutinin complex; 93384-43-1; Botulinum toxin);

BHUPOOHMK Ta KpaiHa TOPOLLOK 7151 po3uunHy A8 iH’ekuiii; 500 O/l (oaunui aii); «Ipsen Biopharm Limited», Benuka BputaHis;
«Ipsen Pharsciences», ®paHtiis

CymnyTHi - TlopratuBHuii enekTpomiorpad (MeAUUHWN TIPUCTPiM, TMpU3HAUeHWN [jissi BUKOPUCTAHHS B SIKOCTI

Marepianu/mpernapaTy CTUMYJIITOpPa JJ1s1 JIOKasi3alii HepBiB Ta B SKOCTI HaBiratopa Jjisi TIPULIJIBHOIO BBEAEHHS TOJKA MPU

CYTyTHBOI Tepariii BHYTPIiIlIHbOM’si30BUX iH'ek1jisix) «Dantec™ CLAVIS™» Bupobuuk: Alpine Biomed ApS, [aHis;

Kommnanis, 1o fie 3a [JOBIpeHICTIO, Ky HaJaB CIOHCOP 4YM 3asiBHUK Ha BBE3eHHS [JOC/iKyBaHUX
niKapcbKKX 3acobiB Ta cynyTHiX MaTepianis — «TOB «IMIT-JIOT'ICTUKA YKPATHA».

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopnaTok 4
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«baratouentpoBe pocnimpxkenss /111 da3u 3 8-TwKHEBUM BCTYIHUM M€PioioM, MOAAIbIINM 12-TH)KHEBUM
MIPOCTIEKTUBHUM, TO/JBIHUM CTMKM, I/1a1le00-KOHTPOIbOBAaHUM TIEPiOIOM 3 PaH/OMi30BaHOIO BiZIMiHOIO
rperiapary B IapajejbHUX rpynax i 52-TWKHEBHUM BiJIKDUTUM PO3LIUPEHUM [JOC/IipKeHHAM [/ OL{IHKU
edeKkTUBHOCTI Ta Oe3meuHOCTi IIofeHHOro Tipuiiomy 1,5-3,5 mr BaciMriypaHTy y marjieHTiB 3 Gosiem,
00yMOBJ/IEHUM HEBpa/ITi€l0 TPiyacTOro HepBa, i HeJOCTAaTHLOK BiJTIOBiJI0 Ha TIOTOYHY TMPOTHOOTBLOBY
Teparnito», Koa gocaimpkeHHss NOE-TGN-201, Bepcis 1.0 Big 31 6epesns 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO0mexeHoro BiamosigampHicTio «KoHTpakTHO-[locmigaunibka Oprarizamis [HHObapM-
YKpaiHa»

CnioHCOp, KpaiHa

Hoema ®apma AT, [lIBeiiriapis (Noema Pharma AG, Switzerland)

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

Bbacimrnypant (Basimglurant, NOE-101); karicymna 0.5 mr, 40 Karicys B 6/1icTepHiii yIakoBI[i TUITy TaMaHLIs;
Catalent Pharma Solutions, USA; Catalent Pharma Solutions, USA;

bacimrnypant (Basimglurant, NOE-101); kamcyna; 1.0 mr, 40 karicyn B OJiCTepHiM yMaKOBI THITY
ramaHi; Catalent Pharma Solutions, USA; Catalent Pharma Solutions, USA;

ITnaie6bo mo bacimraypant (Microcrystalline Cellulose Spheres, (Vivapur®1000)) karicysa; Catalent
Pharma Solutions, USA; Catalent Pharma Solutions, USA

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

1) A.M.H., ipod. JIiHncbkwmii 1.B.

Kninika [lepkaBHOI ycTaHOBM «IHCTUTYT HeBpOJIOTii, ricuxiaTpil Ta Hapkosiorii HarjioHanbHOI akazemil
MeJVUYHUX HayK YKpaiHu», Binain ayToiMyHHMX Ta [ereHepaTMBHMX 3aXBOPIHOBaHb HEPBOBOI CUCTEMH,
LleHTp po3cisHOro CK1epo3y, M. XapKiB

2) a.M.H., pod. I'pub B.A.

JlikyBasnbHO-zliarHOCTHUHMH 1IeHTp «Heiipo I'nmoban» ToBaprcTBa 3 00MekeHO BimoBifansHicTi0 «Heiipo
I'1o6an», MiKyBa/JbHO-TIPOMiTAKTUYHUM Miipo3aia, M. IBaHo-PpaHKiBCEK, €. KpuxiBii

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

- Cmaprdonu Big Replior

- IlopratuBHi nipucTpoi Big Empatica
- EKT

- Min/max TepMOMeTpH

- Uentpudyru

- JIpyKoBaHi MaTepiay /J1g NaLji€HTiB
- JTabopaTtopHi Habopu

- EXcripec TecTy Ha BariTHICTb

- [HIi cynyTHi Martepianu

B.o. renepajibHOro AupeKkTopa /lupeKkropary
(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX



HonaTtok 5
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Pan/ioMi3oBaHe, KOHTPOLOBaHe TIperapaToM TOPiBHSAHHS KiiHiuHe gocmigkeHHs III ¢asu s BUBUeHHs
eeKTMBHOCTI Ta Oe3meuHocTi membponizymadby (MK-3475) y kombiHariii 3 6anunoro Kanbmerra-I'epeHa
(PLXK) B yuacHUKIB 3 HeM’5130BO-iHBa3MBHHMM PaKOM CEUYOBOI'0 MiXypa 3 BUCOKUM CTYIE€HEM PU3UKY, V SIKUX
CTIOCTEpiraeTbCsl TEPCUCTYIOUMi ab0 peluAuBYIOUMi pak micias iHaykuifHoi BIDK-tepamii abo skum
panimme He mpoBogunu BIDK-tepamnito (KEYNOTE-676)», koj pgocimimkenHs MK-3475-676, 3
iHKopriopoBaHoto norpaskoro 04 Biz 09 uepsHs 2021 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeEXXeHOI0 BifnoBifampHicTI0 «MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn Eng Hoym Koprm.», nouipne nmignpuemctBo «Mepk Enp Ko., IHk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

[Tembponizymab (MK-3475, Pembrolizumab, KITPYJIA®; KEYTRUDA®; MK-3475 (aPD-1);
SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1);
MK-3475, nembposizymab, pembrolizumab); cTepunbHMM PpO3uMH /I8 BHYTPIIlTHBOBEHHUX iH(DY3il;
25 mr/mi; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services
UK Limited, United Kingdom; Merck Sharp & Dohme Corp., United States; Werthenstein BioPharma
GmbH (WAG), Switzerland; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Schering-
Plough Labo NV, Belgium; MSD International GmbH TIA MSD Ireland (Ballydine), Ireland

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

1) a.M.H., ipod. KpwkaHiBcbka A.€.

KomyHanbHe HekoMepLiiiHe miANpUeMCTBO «IIpyMKapnaTCbKuM KIIIHIYHMM OHKOJIOTIYHMM LieHTp IBaHO-
@dpaHKiBCbKOI 00/1acHOI pazin», BiffineHHs [JeHHOro CcraifioHapy, IBaHO-®PpaHKIBCbKWI HalliOHATbHUM
Me/IMYHUM yHiBepcuTeT, Kadeapa oHKosOrii, M. IBaHO-PpaHKiBCbK

2) 3aB. Bigginennsm Hanbangsa T.A.

KomyHasibHe HeKoMepliiliHe MiAnprueMcTBO «O0acHU 1[eHTP OHKOJIOTii», OHKOYPOJIOTiuHe BizieHHs,
M. XapkKiB

3) k.m.H. Heppa M.FO.

KoMyHa/bHe HeKOMeplliiiHe —ITiJIIPUEMCTBO XapkKiBCbKOi 00sacHOi pagu  «O6macHUN  KITiHIUHWM
crerjiayi3oBaHMy AMCIIAHCED pafialliiHOTO 3aXMCTy Hace/leHHs», XipypriuHe BiJ/li/IeHHSI 3 OHKOJIOTIYHUMU
JIKKaMu, M. XapKiB
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4) nupekrop [Tapamonos B.B.

KomyHanbHe HeKoMepijitiHe TiAnprueMcTBO «UepKachKuii 00/acHUN OHKOJIOTiUHMH JucriaHcep YepkachbKoi
obsacHoi pagu», O6/1acHUI LeHTp K/TiHIYHOT OHKOJIOTii (OHKOXiMioTepaneBTHUHMI), M. UepKacu

5) a.M.H. Cakano A.B.

KomyHanbHe HekoMepijiliHe TmignpueMcTBO «KUIBCbKMM MICBbKMM K/IiHIYHMN OHKOJIOTIUHUM LIEHTP»
BUKOHaBUOro oprany KuiBcekoi Micbkoi paau (KuiBcbKOI MiChbKOi /lep>KaBHOI agMiHicTpallii), yposioriuHe
Biazinenns, /lep)kaBHa ycraHoBa «IHCTUTYT yposiorii HarioHanbHOT akazeMii MeMYHUX HayK YKpaiHu»,
BiAzin1 oHKOyposiorii, M. Kuis

6) a.M.H., pod. Crycs B.II.

KomyHanbHe mignpuemcTBo «/IHimporieTpoBckka o6sacHa KiiHiyHa fikapHsi iM. II. MeuHuKoBa»
[HinporneTpoBCchKO1 00/1acHOi paaw», BigaineHHs yposiorii Ne2 (oHKOMOTiUHE), [JHIMPOBCHKUI /1epKaBHUM
MeJIMUHUI YHiBepcuTeT, Kadezpa ypoJorii, M. JIHinpo

[Mpenapatu nopiBHsiHHs, | JKuBa 6aumna Kanbmerra-I'epeHa, mwitam TICE (Live Bacillus Calmette-Guerin, strain TICE, BACILLUS
BHUPOOHUK Ta KpaiHa CALMETTE-GUERIN (BCG), TICE; bauuna Kanemerra-I'epena (BLDK), Taiic, OncoTICE®,
OnkoTAVIC®, TICE® BCG, TAVIC® BIK; BACILLUS CALMETTE-GUERIN (BCG), TICE ); noporuok
ISl IPUTOTYBAHHA Cycriensii; 2-8 x 10° kononieyteoproroui ogunmiii (Colony Forming Units (CFU)); Fisher
Clinical Services GmbH, Switzerland; Merck Sharp & Dohme Corp., United States; Werthenstein
BioPharma GmbH (WAG), Switzerland; N.V. Organon, Netherlands (Bizoma six: NVO PHARM OPS OSS
NL, Netherlands Ta MSD Oss, Netherlands); Organon Teknika Corporation (OTC), LLC, USA (Bigoma siK:
Merck Teknika, gouipus kommanisi Merck & Co., Inc.); MSD International GmbH TIA MSD Ireland
(Ballydine), Ireland

CynyTHi - nabopaTopHi Habopw;
Marepianu/mpernapaTu - min/max TepMOMEeTpY;
CyIyTHBOI Tepariii - IpyKOBaHi Marepianu.

Komnanis, sika [i€ 3a [OBIpeHICTIO, Ky HaJaB CIIOHCOP YW 3asgBHUK Ha BBEe3eHHS [OC/ipKyBaHUX
JiKapChKUX 3acobiB Ta cymyTHiX MaTepianiB: TOB «Areniiisi «C.M.O.-YkpaiHa»

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




HonaTtok 6
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

“PaHloMi30BaHe, BiJJKpHUTe, KOHTpOJIbOBaHe, 3 /JIBOMa TIpyNamMH JiKyBaHHS JochifjkeHHs a3 3
¢doroimyHoTeparnii ASP-1929 B mopiBHsHHI 3i cTaHJapTOM J/iKyBaHHSI Ha BUOIp Jikapsi [jisl JIiKyBaHHS
TJIOCKOK/TITHHHOTO JIOKOPEeTiOHa/IbHOTO PeL[UIMBYIOYOro PaKy rOJIOBU Ta Wi B TIAIiEHTIB, y SKUX He Oy/0
JIOCSTHYTO e(eKTy UM CTajnocs MpOrpecyBaHHs 3axXBOPIOBAHHS TIifi yac abo mic/st MpUHaMHI ABOX JIiHiH
Tepariii, MpuHaliMHi offHa 3 sIKuX Oy/a cucTeMHOR”, Kog, pociimkeHdass ASP-1929-301, Bepcisi 3 MOMpaBKoOO
3.1 Big 10 yepBHs 2020 p.

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CIITA

CnoHcop, KpaiHa

Pakyten Megikan, k., CIITA (Rakuten Medical, Inc., USA)

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

ASP-1929 (RM-1929 / ASP-1929 Photoimmunotherapy, ®otoimyHoTepamiss ASP-1929; cetuximab
sarotalocan); po3uuH as iH’ekuiii; 250 mr / 50 mut; 5 mr/ma (minirpam / mininitp); Piramal Pharma
Solutions Inc., USA

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

1) A.M.H., ipo@. dyaniuenko O. C.

HepxaBHa ycTaHoBa «IHCTUTYT 3aranbHOi Ta HeBifkaagHoi xipyprii imeni B.T. 3aiiueBa HauioHanbHOT
akajieMii MeAMUHUX HayK YKpaiHW», BiffiisieHHs THiMHOI Xipyprii Ha 25 /J>KOK 3 IMajaTor iHTeHCUBHOL
Tepariii Ha 6 /i>koK, XapKiBCchbKa MeJJMuHa akaJeMisi Mic/siAUTIIOMHOT OCBiTH, Kadeipa OHKOJIOTIT Ta AUTAYOT
OHKOJIOTi1, M. XapKiB

2) a.M.H., ipod. boHgapeHko 1. M.

KomyHanbHe HekoMmeplLiiliHe MigrpueMcTBO «Micbka KiiHiuHa ikapHsi Ned» [IHIPOBCHKOI MiChKOI pajy,
xiMioTepaneBTUYHe BiJJiJieHHd 3 [eHHMM CTalioHapoM, [IHIMPOBCBKWM [€p)KaBHUM MeJUUHUN
yHiBepcuTeT, Kadeipa OHKOJIOTi1 Ta MeiMUHOI pagionorii, M. JIHinpo

3) 3aB. Bif. Boiitko H. JI.

KomyHanbHe HekoMepijiliHe TignpueMcTBO «KUIBCbKUN MIiCbKMM K/IiHIYHMN OHKOJIOTIUHUM LIeHTp»
BUKOHaBYoro opraHy KwuiBcbkoi Mickkoi pagu (KuiBcbkoi MiCbKOI  Jep)kaBHOI —afMiHicTpallii),
xiMmioTeparieBTHYHe BigaineHHs: Ne 2, m. Kui

4) k.m.H. Pucnaesa /1.E.
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JIikyBa/bHO-/1iarHOCTUYHUM 1IeHTP TOBApUCTBa 3 00MeKeHOI0 BiAimoBianbHicTIO «Megikc-peii [HTepHeHI
I'pyr» JlikapHsa i3painbcekoi OHKoJOril «LISOD», BinfiseHHs KIiHIYHWUX Ta HAYKOBUX [OC/IIKeHb,
KuiBceka 06:1., O0yxiBCcbKu# p-H, c. [TmoTn

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

HarlioHanbHulM iHCTUTYT paky, BiffiJieHHS MaJsiOiHBa3MBHOI Ta €H/IOCKOIMIYHOI Xipyprii, iHTepBeHL|ilHOI
pagiosiorii, M. Kuis

[IpenapaTtu MOpiBHAHHS,
BHUPOOHUK Ta KpaiHa

Erbitux (Cetuximab; Cetuximab); 20 mn po3uuH ans iHdy3ii; 100 mr / 20 mm; 5 Mr / mi (minirpam /
Mininitp); Merck KGaA, HimeuunHa;

OOLIETAKCEJI-BICTA (Docetaxel; 114977-28-5; Docetaxel); KoHLleHTpaT AJi1 pO3uuHy AJs1 iHQY3il;
20 mr / 1 my; 20 Mr/mn (mistirpam / mininitp); Akragic Itanis C.n.A., Itanis (Actavis Italy S.p.A., Italy);
JOLETAKCEJI-BICTA (Docetaxel; 114977-28-5; Docetaxel); KoHLleHTpaT /151 po3urHy Ajis iHQy3iii; 80
mr / 4 mm; 20 mr / mut (Misirpam / mininitp); Akragic Itanis C.m.A., Itanis (Actavis Italy S.p.A., Italy);
OJOLIETAKCEJI "EBEBE" (Docetaxel; 114977-28-5; Docetaxel); KOHL|eHTpaT /11 pO3uMHY AJ14 iH(py3iii; 80
mr / 8 mi; 10 mr / M (minirpam / mininitp); EBEBE ®apma I'ec.m.6.X. Hor. KI', ABctpiss (EBEWE Pharma
GmbH Nfg. KG, Austria);

Docetaxel Accord (Docetaxel; 114977-28-5; Docetaxel); KoHLleHTpaT AJis1 po3uuHy A iHdy3iii; 80 mr / 4
m; 20 mr / mi (minirpam / mininitp); Accord Healthcare Polska Sp. z o.0., [Tonbia;

METOTPEKCAT "EBEBE" (Methotrexate; 59-05-2; Methotrexate); po3uuH ans iH’ekuiii; 50 mr / 5 mi;
10 mr / mn (misirpam / minisitp); EBEBE ®apma I'ec.m.6.X. Hr. KI', ABctpis (EBEWE Pharma GmbH
Nfg. KG, Austria);

[TAKJIITAKCEJI-BICTA (Paclitaxel; 33069-62-4; Paclitaxel); koHLeHTpaT nas pO3uuHy A5 iHQY3il;
150 mr / 25 mut; 6 Mr / M (minirpam / Mininitp); Akrasic Itanis C.n.A., Itanis (Actavis Italy S.p.A., Italy);
ITAKJIIBICTA (Paclitaxel; 33069-62-4; Paclitaxel); koH1ieHTpat /51 po3uuHy A5 iHdy3iit; 150 Mr / 25 mi;
6 mr / mn (minirpam / wmininitp); Xaynr ®apma Bonbdparcxay3en 'mM6X, Himeuunna (Haupt Pharma
Wolfratshausen GmbH, Germany)

CynyTHi
Marepiasu/nperiapatv
CyIyTHBOI Tepariii

1. JTabopaTopHi Habopu - LabConnect, USA

2. PIT690 Laser System - Rakuten Medical, Inc., USA, Bkatouarouu:
Cylindrical Diffuser 40 mm

Cylindrical Diffuser 30 mm

Cylindrical Diffuser 20 mm

Cylindrical Diffuser 10 mm

Frontal Round Diffuser
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Frontal Hex Diffuser

Calibration Port Insert — Radial

Calibration Port Insert — Frontal

Flexi Needle Catheter 12 cm

Flexi Needle Catheter 9 cm

Flexi Needle Catheter 7 cm

3. [JonoMi>kHi MaTepianu:

Goggle Omicron Germany

Eye Patch Noir Laser USA

TBA Adapter Merit Medical USA

Mylar bag IV cover IMPAK USA

Mylar bag IV cover Shieldpro USA

KowmmaHis, sika fi€ 3a [OBIPeHICTIO, Ky HaJaB CIIOHCOP YW 3asBHUK Ha BBEe3€HHS JOC/Ii)KyBaHUX
JiKapCchKUX 3acobiB Ta cymyTHiX MaTepiaiB: TOB «Arenuis «C.M.O.-YkpaiHa»

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




Hoparok 7
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«MixHaposHe OaraTOI|eHTPOBe BiJKpUTe paHZOMi30BaHe [OC/i/)KeHHs y TPbOX Tpyrax JJis OLIiHKU
eeKTUBHOCTI Ta Oe3neuyHOCTi HaHOCOMHOI MiMmiJHOI cycreH3ii fgoileTakcesny y nopiBHsHHI 3 Taxotere®
(moueTtakceny KOHLIEHTpAT AJis iH’€KI[il) y Malli€eHTiB 3 TpUUi HEraTUBHUM pPakOM MOJIOUHOI 3a/1034 3
MICIIeBO PO3MOBCIO/)KEHUMM ab0 MeTacTaTUUHUM pakKOM MOJIOUHOI 3a/I03U TIC/s HeBZaui TornepeaHbol
ximiotepanii», Kog gociigxeHHs: 0063-17, Bepcist 1.0 Big 23 uepBHs 2021

3asgBHUK, KpaiHa

TOB «Kpomocgapma YkpaiHa»

CnioHCOop, KpaiHa

Jina Pharmaceuticals Inc. ([I>kuna ®@apmackrotukans IHk.), CIIIA

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

HanocomnHa nimigHa cycrniensis pgoietakceny (Nanosomal Docetaxel Lipid Suspension (NDLS),
DOCEAQUALIP) (gouertakcen (docetaxel)); mopoiiok siodinizoBaHuii Ajisi IPUTOTYBaHHSI PO3UMHY [I/IsT
in’ekuiti, 80 wmr/¢umakoH; 40 mr/mn (20 mr abo 80 wmr, ekBiBajeHT 6e3BogHOi peuoBuMHHM); Intas
Pharmaceuticals Limited, India

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

1) a.m.H., ipod. boraapenko 1.M.

KomyHanbHe HekoMmeplLiiliHe MigrpueMcTBO «Micbka KiHiuHa ikapHsi Ned» [IHIPOBCHKOI MiChKOI pajy,
xiMioTepaneBTUYHe BiJJiJieHHd 3 [eHHMM CTalioHapoM, [IHIMPOBCBKWM [€p)KaBHUM MeJUUHUN
yHiBepcuTeT, Kadeipa OHKOJIOTi1 Ta MeiMUHOI pagionorii, M. JIHinpo

2) k.M.H. ['pubau C.M.

KomyHasbHe HekoMepLitiHe mignprueMcTBo KuiBcbKoi 06s1acHOI pagu « KUiBcbKUi 00/1aCHUM OHKOJIOTiUHU
JMCriaHcep», MaMoJIoTiuHe BifzineHHs, M. Kui

3) nikap I"'aBputok I.C.

KomyHanbHe HekoMmepLiiiHe TignpueMCTBO «TepHOMiNbCHKUN 00MaCHUI KTiHIYHUM  OHKOJIOTiUHUMA
qvcriaicep» TepHOIIBCHKOT 00/1acHOT paji, XiMioTeparieBTHUUHE BiffisieHHs, M. TepHOITib

4) nikap Ilepenags C.B.

HepxaBHa ycTtaHoBa «IHCcTUTYT MemuuHol pagiosorii Ta oHkosiorii iMm. C.II. I'purop'eBa HatjioHanbHOI
akazieMii MeIMUHUX HayK YKpalHu», BiJ/li/IeHHs K/IIHIYHOI OHKOJIOTii 1 reMaTos1orii, M. XapkiB

5) a.m.H. [lampaii B.A.

KomyHanbHe HeKoMepLitiHe nigrnpuemMcTBO «[1ofinbChKUi perioHa/IbHUM LIeHTP OHKOJIOTiT BiHHULBKOI
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obnacHoi Pagw», BigzineHHs ximioreparii, M. BiHHULS

6) K.M.H., gou. [lInapuk A.B.

KomyHansHe HekoMepiiitiHe miAnprueMcTBo JIbBiBCbKOI 06macHOl pafu  «JIbBiBCHKUM OHKOJIOTiUHUM
perioHasnbHUM MiKyBa/lbHO-/[ilarTHOCTUUHUMN LIeHTP», BiAineHHs ximioTeparii, M. JIbBiB

7) k.M.H. TpyxiH [1.B.

KomyHanbHe HeKoMmepIiifiHe mianpueMcTBo «OpecbKuii 00/lacHUM OHKOJIOTiUHME [qucraHcep» OpecbKoi
ob1acHoi paju», CTaljioHap JeHHOTro repe0yBaHHs AWCIIAaHCEPHO-TIOMIK/IiHIYHOTO BiagineHHs, M. Ofeca

8) nikap ITigBep6eribka A.B.

Ob6nacHe KOMyHajbHe HeKoMepLiliHe MiANpUEMCTBO «BYKOBMHCHKMI KIiHIYHMA OHKOJIOTIYHUNA LIeHTp»,
CTPYKTYPHUH MiIpO3AiJ AeHHOT O CTallioHapy, M. YepHiBLi

9) nikap JleBenko O.I.

KomyHanbHe HeKoMepliiiiHe TMiJIpPUEMCTBO «3aropi3bKWi perioHaJbHUM TPOTUMYX/IMHHUA L[eHTP»
3ariopi3bpKoi 00/1acHOT paju, BifilileHHss OHKOXiMioTepariii 3 IeHHUM CTallioHapoM, M. 3aropiXKs

[Ipernapatu OpiBHAHHS, Taxotere® (TakcoTep®) (moLeTakcen); KOHLEHTpAT A/ TPUrOTYBaHHS PO3uuHy s iHOy3ii; 1 i

BHUPOOHMK Ta KpaiHa KOHLIEHTPATy MICTUTh ZOLleTakCe/qy TPHTiipaTy y TepepaxyBaHHI Ha [joueTakcen Oe3BopHuWi - 20 Mr;
20 mr/mn; Sanofi-Aventis Deutschland GmbH, Germany

CynyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepartii

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




HonaTok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Kiniune BunpoOyBaHHSI 3 OLiHKKA OioeKBiBasieHTHOCTI Jsikapchkux 3aco6iB TMUHOBIS M, TabieTkw,
BKPUTI T/IIBKOBOK 060/10HKOI0, 10 50 mr / 500 mr, BupoGHuurea AT "KWUIBChKMI BITAMIHHM
3ABO/", Ykpaina ta fIHymeT, TabsieTKH, BKPUTI TTIBKOBOIO 000/10HKOO, 110 50 Mr / 500 mMr, BUpOOHUIITBA
Mepk Illapn i Joym B.B., Higepnangyu B yMoBax O/JHOPAa30BOTO TepPOpPaabHOTO TIPUMOMY 3/10POBUMH
nmo6poBobIsIMI», Koa nociimkeHHss KVZ-STM, Bepcis 2.0 Big 28.10.2021

3asgBHUK, KpaiHa

AT «KMIBCHKII BITAMIHHII 3ABO/I», YKpaiHa

CnioHCOop, KpaiHa

AT «KUIBCBKIM BITAMIHHII 3ABO/I», YKpaiHa

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

TunoBisgs M, Curarnintun+Metdopmin-KB (curarnintud 50,0 Mr /Metdopminy rigpoxsnopuay 500,0 mr);
Tab/1eTKY, BKPUTI MIiBKOBOIO 060/10HKOI0; AT «KUTBCHKUM BITAMIHHUI 3ABO/I», Ykpaina

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

1) ron. nikap Aptui b.1.

MeauuHuii LIeHTp ToBapucTBa 3 oOMexkeHow BifmnoBifaneHicTI0O «Kminika IHHO®AP - YkpaiHa
InHoBeliTiB ®apma Pecepu», UepHiBelpka 00:1., HoBocenmmupbkuii p-H, c. BosiHu

2) k.0.H. Jlibina B.B.

JlabopaTopist papmakokiHeTuku (M. XapkiB) [II1 «/lep>kaBHUM eKCIepTHUH 11eHTp MiHiCcTepcTBa OXOpOHM
3[0pOB’s1 YKpaiHW», M. XapKiB

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

Suymer (curarmintud 50,0 mr/metdopminy rigpoxmopuay 500,0 wmr); TabmeTku, BKPWUTI TUTIBKOBOIO
060s108K010; Mepk Illapn i [Joym b.B., Hinepnanau

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 fUpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HopaTtok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Ononiennti TIpoTokon KiiHiuHoro BumpoOyBanHs VIB0551.P3.S2, TMorpaBka 7, 16 cepmusi 2021 p.,
aHIIiNCbKOl0 MoBOM; IHdopmaliis  ansg  marienta i Popma  iHdopmoBaHoi  3roau: Biena
Baitio_VIB0551.P3.S2_T'nobanpauii mabson ®I3_epcis 5.0_ 07 BepecHsi 2021 poky_YKpaiHa_Bepcis
2.0_14 Bepecns 2021 poky_ aHI/ilicbKO0 MOBOO; IHQopmariisi Ans naijienta i @opma iHpopmMoBaHOi
srogv: Bienma  Batio_VIB0551.P3.S2_I'nobanehuii  1mabmon  ®I3_Bepcis 5.0 07  BepecHs
2021 poky_YxkpaiHa_sepcisi 2.0_14 BepecHsi 2021 poKy_yKpaiHCbKOI MOBOO; [HpopMaliisi A5 narjieHTa
i ®opma iHpopmoBaHoi 3rogu: Biema Bbaiio_VIB0551.P3.S2_T'nobanbHuii 1mabson PI3_sepcisi 5.0_
07 Bepecnst 2021 poky_YkpaiHa_sepcisi 2.0_14 BepecHsi 2021 poky_pociiicbkoto MoBor0; dopma 3roau
BariTHOI TapTHePDKM Ha HajaHHs iH@opwmariii: Biema Baiio_VIB0551.P3.S2_dopma 3rogu BariTHOI
napTHepKH, Bepcisi 4.0_27 cepnns 2021 poky_ YkpaiHa_Bepcisi 2.0_14 BepecHsi 2021 poKy_aHI/iliCbKO0
MoBo10; Popma 3roZiv BariTHOI MapTHepKU Ha HajaHHs iHpopmauii: Biena baiio_VIB0551.P3.S2_®dopma
3rofv BariTHOI napTHepkW, Bepcis 4.0_27 cepnHs 2021 poky_ YkpaiHa_epcis 2.0_14 BepecHs
2021 poky_ykpaiHCbKOI0 MOBO; Popma 3rofu BariTHOi MapTHepKW Ha HajaHHs iHdopmariii: Biena
baiio_VIB0551.P3.S2_®opma 3roau BaritHOi mapTHepku, Bepcisi 4.0_27 ceprnHa 2021 poky_
Ykpaina_epcis 2.0_14 BepecHst 2021 poKy_poCiiiCbKOI0 MOBOIO; 3MiHa Ha3BM BUPOOHWYOI JiMSAHKU /IS
inebinmizymab (Inebilizumab), koumeHTpar g1 po3uwHy A iHQY3iiA,10 mr/min ta miane6o g0
ine6ismizymab (Inebilizumab) 10 m, KoHIIEHTpaT Ayi po3uuHy s iHby3ii: 3 MedImmune Pharma, B.V.,
Hinepnanayu Ha AstraZeneca Nijmegen B.V., Higepnanau; 3MiHa KoHTakTHOI ocobu CrioHcopa Ta
KOHTaKTHOI iHopMmariii:

Bbyno Crano
I1.I.LB. koHTakTHOI ocobu: Lisa Pitt Konrakthuii | I1.I.LB. KoHTakTHOI 0cobu: Anju Samy KoHTakTHUIA
teneon: 001 240 5580038 (X125) TenedoH: +1.224.383.3876
®axkc: 001 240 7729578 AJipeca eJIeKTPOHHO] MOLLTH:
Ajpeca enekTpoHHOI noiuTH: pittl@vielabio.com | asamy@horizontherapeutics.com
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2393 Biz 21.10.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanyomizoBaHe, nozBiliHe ciiine, 6araTtolieHTpoBe, Mialle60-KOHTPOIbOBaHe JOCTipKeHHsT 3 ¢dasu s
OLiHKM edeKTUBHOCTI i Oe3nmeuHocti iHeGinisymaby mpu IgG4-acorjifioBaHUX 3aXBOPIOBAHHSIX»,
VIB0551.P3.S2, ITornpaBka 3, 16 kBitHs 2020 p.

3asgBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHOI0 BiinosiganbHicTI0 «MEITIENC YKPATHA»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/IeHWM TPOTOKOJ KiiHiuHOro BurpobyBanHs APG2575CU101, Bepcis 2.2 Big 15 >KOBTHsS
2021 (aHrmiicbKO MOBOW); BK/tOueHHs1 y K/IiHiUHe BWITPOOYBaHHSI [JOC/Ii/PKYBaHOTO JTiKapChKOTO
3acoby APG-2575 (APG2575) (APG-2575; 4-{4-{[6-(4-xnopdenin)-cripo[3.5]HoH-6-eH-7-i1]mMeTHN}-
ninepasuH -1-in}-N-{{3- Hitpo -4-[((2S)-1,4-miokcaH-2-inMeTua)amiHo]deHin}cynsdonin} -2- (1H-
riiposio [2,3-b] mipuanH-5-i1okcK) GeH3amiz); TabeTKM BKPUTI TUTiBKOBOIO 000/10HKOR0; 200 Mr; Haimen
Pharma Inc., Kuraif; [Jocke gocmimkyBaHoro mikapcekoro 3acoby APG-2575, Bepcis 2.0 Big 15.12.2020
aHTJIiCBKOI0 MOBOIO; JJoChe AOCTiIKyBaHOTO JlikapchKoro 3aco0y APG-2575, Bepcis 3.0 Big 14.10.2021
aHTTICHKOI0 MOBOIO; 3anyueHHss HOBOi BUpoOHMUoi finssHku Almac Clinical Services Limited, Benuka
Bpuranis, ans APG-2575, Tab/eTKu BKPUTi TUTiBKOBOIO 000/10HKOI0, 10 Mr; APG-2575, TabneTKy BKpUTI
TUTiBKOBOIO 000/10HKO0, 50 Mr; APG-2575, Tab/ieTKu BKPUTI TTIBKOBOIO 0060/10HKO!0, 200 M;r 3amyyeHHs
HOBOI BUpoOHMYOi aAinsHKKM Almac Clinical Services (Ireland) Limited, Ipnangis, gna APG-2575,
TabJ/IeTKHU BKPUTI TUTIBKOBOIO 000/10HKO0, 10 Mr; APG-2575, Tab/ieTKH BKPHTI TJTIBKOBOO 000/I0HKOFO, 50
mr; APG-2575, Tab/eTKu BKpHUTI T/TiBKOBOIO 000/10HKO!0, 200 Mr; 3pa3oK eTHMKETKH 3 iHhopMalli€o mpo
rperiapatd APG-2575, Tab/ieTKu BKPHTI TITiBKOBOIO 000/10HKO!0, 10 mr; APG-2575, TabneTku BKpHUTI
MTiBKOBOIO 0007m0HKOI, 50 M™r; APG-2575, TabseTku BKpPHUTI IUTIBKOBOKO 000/10HKOO, 200 Mr
yKpaiHCcbKoro MoBoto (Bepcisi 2.0); IllomeHHMK 3acToCyBaHHs AOCTiAKyBaHOro mpernapaTy APG-2575 3
MabTepa®, Bepcist 5 Bif 15 >xoBTHs 2021, 115 YKpainu Ha ocHoBi CrioHcop Bepcii 4 Big 15 >koBTHS 2021
(YKpalHCBKOIO Ta pOCilicbKOr MOBOM0); LIloleHHUK 3aCTOCYBaHHS J0C/ipKyBaHoro npernapaty APG-2575
3 KankeeHCc®, Bepcis 5 Bifg 15 xoBTHa 2021, ay1a YKpaiHu Ha ocHoBi CrioHcop Bepcil 4 Bifj 15 »KOBTHSA
2021 (yKpaiHCBKOIO Ta POCiMICbKOIO MOBOIO)

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

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

«Hdocmimkenns: ¢a3u Ib/II 3acrocyBanHs mipemapaty APG-2575 sk mMoHoTepamii abo B KOMOiHarfii 3
iHIIIMMU JTIKapCHKUMU TIperapaTamMy y TMallieHTiB 3 peliuJUBYIOUMMH Ta/abo pedpakTepHUMHU XPOHIUHUM
nimMpoumTapHuM Jetiko3om (XJIJT)/gpibHOKMiTHHHOW MiMdoruTapHoo iMpomoro (AJIT) (SACRED)»,
APG2575CU101, Bepcis 2.1 Big 14 TpaBHs 2021

3asgBHUK, KpaiHa

TOB «Kpomocgapma YkpaiHa»

CnoHcop, KpaiHa

Ascentage Pharma Group Inc. (Acentax ®apma I'pyn Iuk.), CILIA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosnenuii TTpoToKo/ KiiHiuHOTO AocimkeHHs, Bepcis 02 Big 31 ceprHst 2021; 36iibleHHsT KiTbKOCTI
JoCTiKyBaHUX B YKpaiHi 3 3 10 6 0ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1722 Bip 11.08.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Kiniune mocmimkeHHsT A71s1 OIiHKM e(heKTUBHOCTI, (hapMaKOKiHETUKH, iMyHOTeHHOCTi Ta Oe3rmeuHOCTi
nipernapatry Binate (Wilate) y maijienTiB Bikom 10 6 pokiB i3 Baxkkoro (hopMoro xBopobu BinnebpaHga»,
WIL-33, Bepcisa 01 Big 15 ciuna 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




HopnaTok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-6482-012, Tudopmaliisi Ta JOKyMeHT npo iHpOpMOBaHy 3rofy [/s maljieHTa, Bepcis 2.02
Big 08 >xoBTHs1 2021 p. ykpaiHCbKOIO MOBOW; YKpaiHa, MK-6482-012, IHdopmaliisi Ta JOKYMeHT Tpo
indbopmoBaHy 3rofy A/1s maijieHTa, Bepcis 2.02 Big 08 >xoBTHS1 2021 p. pociiicbkoro MOBOI0; AHKeTa 110710
cta”y 3mopoB’ss EQ-5D-5L, mepeknaj Ha YKpaiHCbKy MOBY /i YKpaiHW, TeKCT [/s1 Tere(OHHOTro
iHTepB’10; ONUTYBalbHUK L[O4O0 cTaHy 370poB’ss EQ-5D-5L, Bepcis poCikChbKOIO MOBOKO [ YKpaiHW,
TeKCT [i/1s1 TefiepOHHOTO iHTepB’t0; ONUTYBanbHUK [i71s1 OLIiHKYU sKoCTi xutTsi — Core 30, Bepcis 3 (QLQ-
C30), Cuenapiit ipoBefieHHs1 TeneoHHOTO iHTepB’t0, Bepcisa 2.0, yKpaiHChKOI MOBOO; OMNUTYBa/JbHUK
J7st oLiHKM siKocTi xkuTTd 3 30 nuranb, QLQ-C30 (Bepcisi 3), CKpinT A/ MpoBe/ieHHsI OMUTYBAaHHS 10
tesiecoHy, Bepcis 2.0, pociiicbkoro MOBOI0; KepiBHUIITBO KOpHCTYBaya 3 OL[iHKM pe3y/bTaTiB JiKyBaHHS 3
esleKTpoHHUM 300poM faHux (eCOA) 1/ AOCTiAHULBKUX 1ieHTpiB, Bepcis 1.0 Big 22 rpyans 2020 p.,
YKpaiHChbKOIO MOBOI0; OHoBeHe [locke [OCTimKyBaHOro Jikapchkoro 3acody MK-1308A, Bepcist
07W2GG, Bix 24 Bepecus 2021 p., aHr/iMCbKOIO MOBORO; 3MiHa Ha3BU MICLsl TIPOBeZieHHs KJIiHIYHOTO
BUTNIPOOYBaHHS:

Byso Crano

I.M.H., ipod. Ctych B.II.

KomyHanbHe mignpuemMcTBo «JHIimporneTpoBchKa
obsiacHa kmiHiuHa JsikapHs iM. 1.I. MeuHUKOBa»
[HinporeTpoBChKOI 00/1aCHOT pajiv», BigimeHHs
ypouorii Ne2 (oHKosoriune), [lep>kaBHUM 3aK/az
«/IHITIpOTIeTPOBCHKA MeauyHa akazieMis
MiHicTepcTBa OXOpPOHM 3[0pOB‘d  YKpaiHU»,

Kadezapa ypoJorii, M. JIHinpo

IO.M.H., ipod. Ctych B.II.

KomyHnanbHe mignpueMcTBo «/IHIimporneTpoBcbKa
obsiacHa kmiHiyHa JsikapHsi imM. L.I. MeuHukoBa»
THINporeTpOBCHKOI 00/1aCHOT pajiv», BifgineHHs
yposorii Ne2 (oHKoJsiOriuHe), [IHIMPOBCHKUI
Jlep)KaBHUN MeJWYHMI yHiBepcuTeT, Kadezpa
ypoJiorii, M. [IHinpo
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«Bigkpure, pangomizoBaHe gociimkenHs III ¢a3m ana ouinku  edekTuBHOCTI Ta 6Ge3reuyHoCTi
nembponizymady (MK-3475) y kombiHariii 3 6ensyrudanom (MK-6482) ta nenBarunioom (MK-7902),
abo MK-1308A y kombiHailii 3 eHBaTMHIOOM MOPiBHSHO 3 1eMOpoTi3ymMaboMm i jieHBaTUHIOOM B SIKOCTi
nepiioi JIiHiI Tepamii /g Y4YaCHUKIB 3 PO3IOBCIO[KEHOK CBIT/IOK/IITUHHOX HUPKOBO-K/IITUHHOMO
KapLuHoMoro», MK-6482-012, 3 inkopnopoBaHoto rioripaBkoro 02 Biz 01 yepBHsi 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, 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. renepajibHOro AupeKkTopa /lupekropary
(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX



Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa gocniganka CNTO1959 (guselkumab), Buganns 12 Big 30.08.2021 p.; OHoBneHuit posgin 3.2.S
nmocee I1JI3 rtycembkymab (CNTO1959), cepriens 2021 p.; OnHonenuid po3zin 3.2.P mocee [JI3
rycesbkymab (CNTO1959), nonepenHbo 3aroBHeHu# mmpwuiy, 100 mr/mii, ceprieds 2021 p.

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

Ne 2237 Big 18.10.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHiOMi30BaHe, TIO/BiliHe cJiire, M1aleb0 KOHTPOIbOBaHe KiHIUHe JOC/iIKeHHs 2a
dasu g ouwiHKM edeKTUBHOCTI Ta Oe3MeYHOCTI MpU3HAueHoi IMiJIKipHO KOMOiHOBaHOI Tepariil
rycenbkyMa0y Ta rosiiMmyma0y y TMaii€HTiB 3 aKTUBHUM TcopiaTiuHUM apTputoM», CNTO1959PSA2003,
Big 08.06.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikaiiis cyrreBoi Hoparok Bizx 31 ceprinst 2021 poky go bpormypu gocnigavika 3inebecipany (ALN-AGTO01), BuganHs 3 Bif,
TIOTIPABKU 13 xBitHg 2021 pOKy, aHI/IiMCBbKOO MOBOI; [Jocke mocsimpKyBaHOro mikapchkoro 3acoby (IJ13)
3inebecipan (ALN-AGTO01), yactnHa «SIkicte», Bepcisi 3.0 Big 21 BepecHs 2021 poKy, aHT/TiHCBKOIO
MOBOO; 3MmiHa Ha3Bu [IJI3 3 «ALN-AGTO1» Ha 3inmeGecipan (ALN-AGTO01); 3pa3ok 300pakeHHs
cucremu eConsent «I[ToyaTok pob60oTH», POCiHCHKOI0 MOBOR; 3pa3ok «IHhopmarjiiiHoro vcTKa i hopmu
indbopmoBaHoi 3roau» 3 cuctemu eConsent, yKpaiHCbKOIO MOBOO; 3pa3ok «lHdopmalliiiHoro aucTka i
dopmu iHpopMoBaHoOi 3rogu» 3 cuctemu eConsent, pociiicbkoro MOBO; PM AHOTOBaHOTrO 11ab/ioHy
nucTa-nofiaHHs iHdopMmoBaHoi 3rogu eConsent, Bep. 2.3 Big 2 sumnHs 2021 poky aHI/IiNCBKO0 MOBOIO
(ans pociticekoi MoBM); [lepeksaz yKpaiHCbKOIO MOBOHO Bifi 22 »oBTHS 2021 poky mnojaHHs (Gopmu
iHbopMoBaHoOi 3rofu B eneKTPOHHOMY (opmari Ajs pocikicekoi MoBH, Bif 09 cepmusi 2021 poky; PM
AnoTtoBaHoro 111a0/10HY JTMCTa-TI0/jaHHs iHhopMoBaHoi 3rozu eConsent, Bep. 2.3 Big 2 numHg 2021 poky
aHTJIiiCbKOI MOBOIO (/1 YKpaiHChbKOI MOBH); [Tepeknia/, yKpaiHCbKOIO MOBORO Bif| 22 >k0BTHS1 2021 poky
nojilaHHs Gopmu iHopMOBaHOI 3roiv B efeKTPOHHOMY (opmari it yKpaiHCbKoi MoBH, Bif 09 cepriHs
2021 poky; Ornasii monoXkeHb 3MicTy Ta Oe3meku, Bepcisi 4 A4, Cucrema SecureConsent 5.2 Bim 22
Oepe3nst 2021 poKy, aHI/iHACHKOIO MOBOM; Ilepeksas yKpaiHCBKOIO MOBOH Bif 19 xoBTHS 2021 poky
Ornsiiy mosioykKeHb 3MicTy Ta 6e3rieku, Bepcis 4 A4 Bix 22 6epesnsi 2021 poky; BkroueHHs [0JaTKOBUX
MiCLIb TIPOBeJI€HHS JOC/IIKeHHS:

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

/11 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. K.M.H. bependyc B.f.

KomyHaneHe HekoMepLjiliHe TMiANPUEMCTBO «4-a MiCbKa KJ/IiHIYHA JliKapHsi M. JIbBOBa»,
Bi/I/liJIeHHS] IEHHOT0 CTaLliOHapy 3 KapAi0JIOrIYHUMU JIiKKaMH, M. JIbBIB

2. IO.M.H. Yepnrok C.B.

Hep>kaBHa ycTaHoBa «HallioHaibHUNM HayKOBUM 11eHTP «IHCTUTYT Kapziosorii iMeHi akajieMika
M.[. Crpaxecka» HarjioHanbHOI akajeMili MeJUUHHUX HAayK YKpaiHU, BifJi1 HEKOPOHapHUX
XBOpOO ceplist, peBMaToJorii Ta Tepamnii, M. KuiB
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I.M.H., ipo¢. Konecuuk M.IO.

HaBuanbHO-HAayKOBUMM  MeQUYHUM LIEHTP «YHIBepCUTETChbKA KIIiHIKa»  3arnopi3bKoro
Jlep>KaBHOTO MeJIMUHOTO YHiBepCUTeTY, KapAioJioriuHe BiffineHHs, 3aropi3bKuil Jep>kKaBHUN
MeJUUHUI YHiBepcuTeT, Kadeapa ciMeiiHOI MeAWLIMHU, Teparii, KapAiosorii Ta HeBpoJoril
(haky/IbTeTy MiC/ISIAUTIJIOMHOT OCBITH, M. 3allOpiXoKs

K.M.H. Muianuy I'.1.
KuiBcbka KiiHiyHa JliKapHSa Ha 3alisHUYHOMY TpaHcnopTi Ne2 @inili «lleHTp oXxopoHu
3[0pOB’s1» aKL[IOHePHOI'O0 TOBApPUCTBA «YKpaiHCbKa 3ajli3HULA», BiJJiJIeHH [eHHOro
crauioHapy, M. Kuis

nikap IlerpoBcekuii P.B.
KniHiuHMi /TiKyBa/bHO-/[iaTHOCTUYHUM LIEHTP TOBApHCTBA 3 OOMEXKEHOIO BiTOBiZa/IbHICTIO
«Cimearpym», M. IBaHO-PpaHKiIBCbK

sikap IToroBa I'.B.
MeauuHuli 1]eHTP TOBapucTBa 3 OOMEXKEHOW BiANOBifanbHICTIO «MeAUUHUIA 1IeHTP
«KoHcusiym Megiikas», K/TiHIKO-KOHCY/IbTaTUBHE BifzineHHs, M. KuiB

a.M.H. Cepik C.A.

[HepxaBHa ycraHoBa «HauioHanbHui iHCTUTYT Tepamii imeni JI.T. Manoi HarjioHanbHoi
akajieMii MeIMUHUX HAyK YKpaiHu», Bifgfin imemiuHoi xBopoOu cepust i MeTabomiuHMX
MopylIeHb, M. XapKiB

I.M.H., ipod. IlleBuyk C.B.
HaykoBo-gocmiguuii  iHCTUTYT peabimitarfii oci6 3 iHBasifHiCTIO (HaBUa/JbHO-HAYKOBO-
JIKyBaJ/IbHUA  KOMIUIeKC)  BiHHMILBKOrO  Hal[iOHa/JIbHOTO  MEJWYHOTO  YHiBEPCUTETY
iMm. M.I. Tluporosa, Bifzin Tepamili Ta K/IiHIYHOI peBMAaTOJIOrii, TeparieBTUYHe Bif/li/IeHHs,
BiHHUIIbKMI HallioHanbHUM MeinyHui yHiBepcuteT iM. M.I. TTuporosa, kadeapa BHYTPIillIHbOT
MeuIUHN Ne2, M. BiHHMIIS
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9. I.M.H., npo¢. Bakamok L.IT.

KomyHanbHe HekoMepliiliHe TiAnpueMcTBo «IBaHO-PpaHKIiBCbKUN 007aCHUM  KTiHIYHUNA
Kapzionoriunuii 1eHTp IBaHO-®DpaHKiBCbKOI 00siacHOI pagw», BiffiJieHHS XpOHIUHOI
imeMiuHoi xBOpoOM cepiis, IBaHO-PpaHKIBCHKMI HalliOHAIbHUNA MEJUUHHM YHiBEPCUTET,
Kadespa BHYTPilIHbOI MeULIMHU Ne2 Ta MeJiICECTPUHCTBA, M. IBaHO-PpaHKiBCBHK

10. | K.M.H., 3aB. Bij. KameHcoka E.I1.

XapkiBCbKa KJIiHIUHA JliKapHs Ha 3aii3HUYHOMY TpaHcropti Nel ®inii «LleHTp oxOpoHM
3/10pOB’s1» aKL[IOHepHOI'0 TOBAapMCTBA «YKpaiHCbKa 3asli3HuLisg», 2 KapZloJoriyHe BiJ/i/IeHHs,
M. XapKiB

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

Ne 2147 Bip 04.10.2021

HasBsa kjiHiuHOro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanziomizoBaHe, moBiliHe crire, T1aleb0-KOHTPO/IbOBaHe, OaraToleHTPOBe JIOC/II/PKEHHS TI0 Mij00py
03U 171l OLiHKM edeKTUBHOCTI 1 OesmeunHocti mperapaty ALN-AGTO1 y maijieHTiB 3 M'SKOIO Ta
TIOMIPHOIO apTepianpHOI rinepreHsieo», ALN-AGT01-002, inkopriopoBaHui mnonpaskor 2 Bix 09
yepBHs 2021 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

Alnylam Pharmaceuticals, Inc., United States

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

[Toj0B>KeHHs TEPMiHy TIPUAATHOCTI AOC/IiPKyBaHOTO JTiKapchbKoro 3acoby FT011, karcymum 200 mr ta 100
MT Ta BifimoBigHOro mnare6o JoAaTKOBO Ha 12 MicsiliB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomiszoBaHe, moABiliHe ciiime, Talle00-KOHTPOIbOBaHe [ocC/imKeHHs (a3u II a1 BUBUeHHsS
(apMakoKiHeTHKH, (apMakoAuHaMiuHUX e(eKTiB i Oe3meunocti mperapary FTO11 s mepopaibHOTO
3aCTOCYBaHHSI B YYaCHUKIB AOCTi[KeHHs i3 Audy3HUM cucteMHUM ckiaepo3om», CER-FT011-SSc01,
Bepcid 1.4 Big 11 moToro 2021 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

Certa Therapeutics Pty Ltd, Australia

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

3anpoBa/)Ky€eThCsl OHOBJIEHA Bepcist [IoCke JOCTiHKyBaHOTO JTiKapchKoro 3acodby IMU-838-RC, TabneTky,
5wr / 15 mr / 22.5 mr / 30 mr / 45 mr ta IMU-838, Tabnetku, 5 mr / 15 mr / 22.5 mr (Vidofludimus
Calcium (IM90838) / Bigodayaimyc kanbiiito (IM90838)), Bepcisi 11 Bix 14 rpygus 2020 poky; po3ain
3.2.P.3.1: Bepcis 11A Biz 14 BepecHs 2021 poky (IMPD IMU-838-RC Tablets 5 mg / 15 mg / 22,5 mg /
30 mg / 45 mg and IMU-838 Tablets 5 mg / 15 mg / 22.5 mg (Vidofludimus Calcium Tablets) Drug
Substance: Vidofludimus Calcium (IM90838) version 11 dated 14 December 2020; 3.2.P.3.1: version 11A
dated 14 September 2021); 3ampoBa/i)KyeTbCs OHOBJeHa Bepcisi JJoche AOCTiAKyBaHOTO JTiKapChKOTO
3aco0y ITnare6o ans IMU-838-RC ta IMU-838 (Vidofludimus Calcium Tablets / Bizodnyzaimyc kanbiiito,
TabneTku) Bepcist 7 Bifg 14 rpyans 2020 poky; po3zin 3.2.P.3.1: Bepcis 7A Bij 14 BepecHsi 2021 poky
(IMPD Placebo For IMU-838-RC and IMU-838 Tablets (Vidofludimus Calcium Tablets), version 7 dated
14 December 2020; 3.2.P.3.1: version 7A dated 14 September 2021); BxtoueHHs A0OZATKOBOTO MicCIist
TIPOBe/IeHHSs! K/TiHIYHOTO BUIIPOOYBaHHSI:

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

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

1. I.M.H., ipo¢. JensBa M.IO.

KomyHanbHe i ATIPUEMCTBO «ITonTaBCchka obnacHa KJ/IiHIYHa JIiIKapHs
im. M.B. CkmidocoBcekoro IlontaBcekoi o6macHoOi paav», HEBPOJOTiYHE BiffineHHs,
[TonTaBCbKM Jep)kaBHUMA MeJUUHWN  yHiBepcuTeT, Kadeapa HepPBOBMX XBOpPoO 3
HEeHpOXIpYPri€r0 Ta MeJUYHOK reHeTUKOR, M. [losTaBa

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

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

«bararorieHTpOBe, paHJOMi30BaHe, MO/BiliHe CJIiMe, TIare00-KOHTPOILOBaHEe JOCTiPKEHHS /IS OL[iHKU
edekTBHOCTi, Oe3rmeyHocTi i mepeHocumocti mpernapatry IMU-838 y mailieHTiB 3 Tporpecyrounm
pO3CisiHUM CKiepo3oM», P2-IMU-838-PMS, Bepcis 2.0 Biz 24 uepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «Bepyw™m Kninikan Picepu», YkpaiHa

CrioHcop, KpaiHa

«ImmyHik Al'», Himeyunna / Immunic AG, Germany

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OnHoBnieHe Jocbe pociimkyBaHoro miperiapaty RO7490677 ta mnaniebo (IMPD), Big »oBtHa 2021 p.;
3a/yyeHHs1  [[OJIaTKOBOI  BUPOOHWUOI [AiMISHKU i AOC/II/PKYBAaHOTO — JIiKapCbKOTO — 3acoby -
PekombiHaHTHUI neHTpakcuH-2 moguHu (RO7490677, PRM-151), 160 mMr/8 mi CTepUabHOTO PO3UMHY
nnsi BHyTpiliHboBeHHUX iHGYy3ili: F. Hoffmann-La Roche AG, IlIBeiinapis; TecT i3 6-XBU/IMHHOO
X0Zb0OK — TWIOBi iHCTPYKLii Ta mi/f0abOpIOBaHHs, 2-Te BUJAHHsA YKpaiHCbKOIO MOBO; Tect i3 6-
XBWIMHHOIO XO/IbOOIO — TUTIOBI iHCTPYKIIii Ta mi/i0a[bOpIOBaHHsI, 2-T'e BUJJaHHS POCilICHKOI0 MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzomiszoBaHe, mToOABiMiHe citine, T/1ale00-KOHTPOIbOBaHe [OCTiMKeHHs Gasu 3 A OL[iHKU
edeKTUBHOCTI Ta Oe3meuHocTi 3actocyBaHHs PRM-151 y maijieHTiB 3 ifiomaTUUHUM JieTeHeBUM
¢hibpo3om», WA42293, Bepcis 3 Big 13 mucromaza 2020 poky

3asiBHUK, KpaiHa

ToBapKCTBO 3 06MeXeHOI0 BianoBsiganeHicTio «JIJABKOPIT K/TIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«®. Xopdpmanu-JIs Pour JIta» [F. Hoffmann-La Roche Ltd.], HIBeiiiapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

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




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuti TIpotokon kiiHiuHoro BumpoOyBanHsa MS200569_0004, Bepcisi 4.0 Big 21 >xoBTHs 2021
POKY, aHr/iiicbkoro MoBoro; [HdopMarilinuii nructok Ta (opma 3roau Bepcis 4.0 gas Ykpainu Bifg 25
JKOBTHA 2021 poky, ajanToBaHa Ha OCHOBI MaucTep-Bepcii ocHoBHOI ®I3, Bepcii 4.0 Bix 21 KOBTHSA
2021 poky, «Mepk Xenckea KI'aA», [Tporokon MS200569_0004, aHrnilicbKor0 Ta yKpaiHCbKOI0 MOBaMU;
Hoparok mo IndopmariiiHoro ivcTka Ta dopmu 3roau Bepcis 4.0 anst Ykpainu Bif 25 xoBTHs 2021 poky,
aZlanToBaHa Ha OCHOBi MaiicTep-Bepcii ocHoBHOI I3, Bepcii 4.0 Big 21 >xoBTHsi 2021 poky, «Mepk
Xenckea KI'aA», Ilporokon MS200569_0004, aHrmiicbKor Ta YKpalHCbKOWO MoBamu; [locke
JOCTiIKyBaHOTO JTiKapchbKoro 3acoby M5049, Bepcist 12.0 3a BepeceHb 2021 poKy aHTJIiHCHKOI0 MOBOIO;
3asyueHHs1 10/JaTKOBOI Ha3BH [yisl JOC/TiPKYBAHOTO JTiKapcbKoro 3aco0y M5049: Eamartopan (Enpatoran)

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

Ne 2777 Big 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, TmOABiliHE cCiine, TIALe00-KOHTPO/IILOBaHe [OC/imKeHHs Ib dasu s OL[iHKK
6e3reyHoCTi Ta (hapmMakoKiHeTHKH TiperiapaTy M5049 npu nepopa/ibHOMY 3aCTOCYBaHHi y 6araTokpaTHUX
3pOCTal0uYMX [03aX B YYaCHUKIB 3 CUCTEMHMM UYepPBOHMM BOBUYAKOM Ta 3 LIKIPDHUM YepBOHUM BOBUAKOM,
SIKi OTPUMYIOTb CTaHIapTHe jiKyBaHHs», MS200569_0004, Bepcis 3.0, Big 05 TpaBHs 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Merck Healthcare KGaA, Darmstadt, Germany / «Mepk Xenckea KI'aA», Japmintaar, HimeuurHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikaiiis cyrreBoi BKJ/TIOUEHHST I0/IaTKOBUX MIiCITh TPOBEIEHHS K/TiHIYHOTO BUIIPOOYBaHHSI:
TIOIIpaBKU Ne I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. 3aB. Bij. Typsauuyg C.P.

KomyHanbHe HeKoMepililiHe MiZIPUEMCTBO «3aKapraTchbka oOsiacHa K/IiHiUHA JIiKapHsS iMeHi
Awnpipist HoBaka» 3akapriaTcbKoi 00/1acHOI pafid, peBMAaToJIOTiuHe Bif[iIeHHs, M. Y KropoJ,

2. K.M.H. ['acanos F0.Y.

HepxaBHa yctaHoBa «HaijioHambHui iHCTUTYT Tepamii imeni JI.T. Manoi HaijioHanbHOI
akaziemil MeJUUHUX HayK YKpaiHuW», BifAin kaiHiuHOI (apmakosorii Ta ¢apMakoreHeTHKU
HeiH(eKLiIMHUX 3aXBOPIOBaHb, M. XapKiB

3. nikap YymaueHnko I'.A.

MeauuHuii 1IeHTP TOBapHMCTBA 3 OOMeKeHOW BifmoBifambHicTIO «Menbya-KiiHik»,
JiKyBasbHO-TIpoGiTaKTUUHUM TiApo3ain, M. Kuis

Howmep Ta fata Hakasy Ne 2237 Big 18.10.2021
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Has3ga kmiiHiuHoro «bBaraTolieHTpOBe, paH/IOMi30BaHe, TO/BiliHe CJiire, rialedbo KOHTPO/bOBaHe KIIiHiUHe AOCTiIKeHHsS 2a

BUMIPOOYBaHHs, KO/, ¢da3m [y ouiHKM edeKTMBHOCTI Ta Oe3meyHOCTi MpH3HaueHol MiJIIKipHO KOMOiHOBaHOI Teparii

BepCis Ta faTa rycenbKymaby Ta rosiMmyma0y y Malli€eHTiB 3 aKTUBHUM I1COpiaTHUHUM apTpuToM», CNTO1959PSA2003,
Biz 08.06.2021 p.

3asiBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», bensris

CnoHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», Benbris

CynyTHi —

MaTepianv/mpernapaTi

CyNyTHBOI Tepariii

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




Honatok 20
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa gocigHuKa st [OC/TiIpKyBaHOTO JTikapchKoro 3aco0y mna3zeptiHi6 (YH25448), Bepcist 9.0 Bifg
16 nunns 2021 poky; IHdopmariis ans naiienta Ta @opma iHQOpMOBaHOI 3rofiy, MoJenb /sl YKpaiHuy,
Bepcis 3.0 Big 22 BepecHs 2021 poky (YKpaiHCBKOIO Ta POCiliCbKOI0 MoBaMHM); IH(opMaliist a/1s matjieHTa
ta ®opma iHpopmoBaHoi 3roau ([lepexpecHe JocCifi)KeHHs), MOZe/b [s1 YKpaiHu, Bepcis 3.0 Big 22
BepecHs1 2021 poky (YKpalHCBKOIO Ta POCiMCHKOI0 MOBaMHM)

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

Ne 2243 Biz 05.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangomizoBaHe, mozgiiiHe ciine mocmimkeHHs ®a3u Il gns ouiHku edekTHBHOCTI Ta 6Ge3meuyHOCTi
na3epTiHiOy B ropiBHSHHI 3 rediTiHiOOM sIK Tepariil mepImoi JiHil B Mal{ieHTiB 3 MicIieBO-MIOMMPeHUM abo
MeTacTaTUYHUM He/IpiOHOK/IITUHHUM pakoM JiereHiB 3 MyTalli€elo, II[0 CEeHCUTU3YE peLenTop
erigepmanbHOro dakropa pocty», YH25448-301, Bepcist 2 Big 03 BepecHsi 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Yuhan Corporation, Republic of Korea / FOxan KopnopeiiiiH, Pecriy6sika Kopest

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

[MTomoB>xeHHsI TepMiHy MPOBe/IeHHsI K/TiHIYHOTro BUNIPOOYBaHHs B YKpaiHi fio 13 rpyans 2022 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 423 Big 12.04.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«KombiHoBaHi, moABiliHO-C/TiITi, paHJOMi30BaHi, TMiare60-KOHTPOIBOBaHI AOCHipKeHHsT (a3 3 s
OL[iHKM e(heKTUBHOCTI ¥ 6e3neuHocTi GinroTiHiOy A/l CTUMYyTIOBaHHS Ta 30epeXXeHHs peMicii y Malji€HTiB
i3 xBopo6oro KpoHa cepeZiHbOrO Ta TSDKKOTO CTYTIeHsS akTUBHOCTI», GS-US-419-3895, 3 iHKOPNOpOBaHOO
nioripaBkoroO 8 Bizg 01 TpaBHs 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI BIJIIIOBIJAJIBHICTIO «®APMACKIOTIKAJI PICEPY
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIITIA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiirypa pocnigauka R076477 (paliperidone) and R092670 (paliperidone palmitate), Bumanus 22 Bif
11.08.2021 p.; 3miHa Ha3BM MiClLisi TPOBe/IeHHsI KJIiHIYHOTO BUITPOOYBaHHS:

byno Crano
3aB. Bif. CamcoHoBa JI.O. 3aB. Bifj. CamcoHoBa JI.O.
KomyHaneHu# 3aKka/ JIbBiBCbKOI 06/1acHOI pagy | KomyHa/ibHe — HeKOMepIliiHe  TiIMpUEMCTBO
«JIbBiBCBKMI obacHMA KIiHiuAMK | JIbBiBCbKOI ~ oOsacHOi  pagu  «JIbBiBCBKUH
TICUXOHEBPOJIOTIUHUM ZIUCIIaHCep», 1iJioo0oBe | 00/JACHUM  KIIIHIYHUH  TICUXOHEBPOJIOTiUHHN
crarjioHapHe BiaaineHHs No2, M. JIbBIiB JACTIaHCED», Liyiono6oBe CTaijioHapHe
BigmineHHss Ne2, m. JIbBiB

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«Bigkpure, 3 0[HUM pPyKaBOM JIiKyBaHHSI MOJOB’KEHHSI TIO/IBIHOTO CJIIMOro, paHAOMi30BaHOT0, aKTUBHO
KOHTDPOJIbOBAHOT0, B TMapajieJibHUX TIpyrax KIiHIYHOrO JOCTi[IpKeHHsl TMalilepuiony MajbMiTary
mectumicssuHoi fii», R092670PSY 3016, 3 ITonpaBkoro 2 Bifg 15.12.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoirypa gocnigauka CNTO1959 (guselkumab), Bumanna 12 Big 30.08.2021 p.; IHcTpykijis 3
KODUCTYBaHHS aBTOiH’€KTOPOM TIpernapary rycesbkymab abo miarie6o, 2M1 yKpaiHCbKOIO MOBOKO BepCist
1.1 Bim 02 uepBHs 2021 p.; [HCTPyKIliss 3 KOPUCTYBaHHs aBTOiH’€KTOPOM IIperapary ryceibkymab abo
niate6o, 2mi1 pocikicbkoro MoBoro Bepcisi 1.1 Big 02 uepBHst 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, paHZOMi30BaHe, IMO/BiliHe Crire, TUIaleb0 KOHTPOJbOBaHe, B TapasefbHUX TIpyrax
KJIiHIiUHe [JOC/TiKeHHs TrycelbkyMaOy y TIAI[iEHTIB 3 aKTMBHMM BOBUAaKOBHM He(pHUTOM»,
CNTO1959LUN2001, 3 nomnpaskoro 2 Bizg 20.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa focmigHUKa A0C/TiIpKyBaHOTO Jlikapcbkoro 3aco0y ®inrotini6 (GS-6034), BugaHHs 16 Bif
02 Bepechs 2021 poky aHI/ilicbKOI0 MOBOMO; IH(opmariiiiHuii ucToK Ta ¢opMa iHdopMoBaHOI 3roau
narjieHTa s Ykpainy, Bepcig 11.1 Big 23 BepecHst 2021 poKy yKpailHCBKOIO Ta POCIMCHKOI0 MOBaMU

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

Ne 915 Big 08.08.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpOoBe, BigKpWUTe, JOBroTpHBaje TIOJOB)KeHe JJOC/i/)KeHHS JJisi OLIiHKM Oe3reyHoCTi Ta
edeKTUBHOCTI 3acTocyBaHHS (inroTiHiOy B marjieHTiB i3 peBMaToimHuM aptputom», GS-US-417-0304,
nioripaBka 6 Biz 11 yepBHs 2021 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 25
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa focmigHUKa A0C/TiIpKyBaHOTO Jlikapcbkoro 3aco0y ®inrotini6 (GS-6034), BugaHHs 16 Bif
02 Bepechs 2021 poky aHI/ilicbKOI0 MOBOMO; IH(opmariiiiHuii ucToK Ta ¢opMa iHdopMoBaHOI 3roau
nanienTa, Bepcist 10.1.0 Big 22 BepecHs1 2021 poKy yKpaiHCBKOIO Ta pOCiMChbKOIO MoBamu; ©opma 3roau
MapTHEPKM Ha TOJasiblle CIOCTepeXkeHHs1 3a BariTHicTio, Bepcis 2.1.0 Big 12 xoBTHa 2021 poky
YKPaiHCHKOIO Ta POCIKCHKOI0 MOBaMu

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

Ne 423 Big 12.04.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«KombiHoBaHi, mMoABikiHO-C/iMi, paHJOMi30BaHi, Miarie60-KOHTPOIbOBaHI AOCHiHKeHHsT (a3u 3 /s
OLIiHKY e(heKTUBHOCTI ¥ Ge3neuHocTi (GinroTiHiOy A1 cTMysTrOBaHHS Ta 30epe)keHHsI peMicii y maljieHTiB
i3 xBopo6oro KpoHa cepeiHbOTO Ta TSDKKOTO CTyIeHst akTUBHOCTI», GS-US-419-3895, 3 iHKOpriopoBaHO0
nonpaBkoro 8 Biz 01 TpaBHs1 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIITA

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

HNopatok - Mopens anst Ykpainy, Bepcig 1.0 Big 10 >xoBTHS 2021 poKy, YKpaiHCBKOIO Ta POCIHCHKOIO
MoBaMu - fio IHdopmaliii s maiieHTa i @opmu iHpopMoBaHoi 3rogu (A1 yactuHU 11 mocnimkeHHs),
Bepcii 8.0 Biz 28 kBiTHA 2021 poky

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

Ne 70 Big 31.01.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMizoBaHe mo/BiliHe ciiine m1ale060-KOHTPO/IbOBaHe OaraTOLIEHTPOBE JOCTIKeHHs ¢a3u 2b, 1o
MIPOBOAUTRECS y TapalefbHUX TPyNax 3 MeTOK OLiHKK Oe3meyHocTi Ta e(eKTMBHOCTI 3aCTOCYBaHHS
nipeniapaty JNJ-64304500 y marieHTiB 3 XxBopo6oto KpoHa B akTHBHIl (a3i BiJ cepeAHLOr0 /10 BaXKKOTO
crynenst TSDKKOCTi», 64304500CRD2001, 3 iHKopriopoBaHO0 TionpaBkoro 7 Big 04 yepBHs 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«SHccen-Cinar IntepHerinn HB», Benbris / Janssen-Silag International NV

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa focmigHUKa A0C/TiIpKyBaHOTO Jlikapcbkoro 3aco0y ®inrotini6 (GS-6034), BugaHHs 16 Bif
02 Bepechs 2021 poky aHI/ilicbKOI0 MOBOMO; IH(opmariiiiHuii ucToK Ta ¢opMa iHdopMoBaHOI 3roau
narjieHTa, Bepcist 9.1.0 Big 05 >koBTHS 2021 poKy yKpaiHCBKOIO Ta pOCIMCHKOI0 MOBaMU

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

Ne 423 Big 12.04.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[loBroTpuBase Mol0OBXeHe AOCTiKeHHS /i1 OLiHKKA 6e3reku GinroTiHiOy B MalfieHTIB i3 BUpa3KOBUM
Komitom», GS-US-418-3899, 3 inKopriopoBaHot0 1ornpaBkoro 7 Biz 23 6epe3nst 2020 poky

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIJIIOBIJAJIBHICTIO «PAPMACBIOTIKAJI PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonaTok 28
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-905, Bepcisi 2.01 Big 23 »oBTHs 2021 p., yKpaiHCbKOIO MOBOMO, iHdopmallis Ta
JIOKyMeHT mpo iHdopMoBaHy 3rofly [/s maljieHTa; YkpaiHa, MK-3475-905, Bepcis 2.01 Bifg 23 >KOBTHs
2021 p., pociiicbKoro MOBOIO, iHhopMallisi Ta JOKYMEHT Ipo iHGopMoBaHy 3rofy A/is MaljieHTa

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

Ne 2006 Biz 02.10.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangomizoBane pocmimkenHs III da3u s OLiHKM LUcTeKTOMii B KoMOiHallii 3 mepiornepaiiiHum
3aCTOCYBaHHSIM T1eMOposisymady Ta [jis OL[iHKM LUCTeKTOMil B KOMOiHalii 3 TmepionepariiHum
3aCTOCyBaHHSIM eH(opTymMaOy BeJOTHHY Ta TieMOposi3ymalOy TIODiBHSHO 3 TIPOBEAEHHSM TiJTbKH
LIUCTEKTOMII /i1 yYaCHUKIB 3 M’I30BO-iHBa3MBHUM PaKOM CE€YOBOI'0 MiXypa, SKMM He MO)KHa IIPOBOJUTHU
nikyBaHHs uucriatTuHoM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOPNOpPOBaHOI MOIPaBKOI)
04 Bix 14 kBiTHs 2021 poKy

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanbHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn Exng Joym Kopn.», gouipse nianpuemctso «Mepk Exp Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
Marepiasu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 29
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

MK-3475-630, YkpaiHa, Bepcisi 01 Big 22 >koBTHsi 2021 poOKy, yKpaiHCbKOIO MOBOMO, iH(opmarjisi Ta
JIOKyMeHT Tpo iHdopmoBaHy 3roay /s nauieHta; MK-3475-630, Ykpaina, Bepcisi 01 Big 22 >KOBTHs
2021 poky, pocilicbkkoro MOBOO, iHdopMallisi Ta AOKYMeHT Tpo iH(GOpMOBaHy 3roAy /s Talli€eHTa;
BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTrO BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. Jikap 3penux JI1.B.
MeauuHuii  1IeHTp «YHiBepcanbHa KiiHika «O06epir» ToBapucTtBa 3
BifnoBifaneHiCcTIO «KanuTan», KJIIHIKO-KOHCY/IbTaTUBHE BifiyieHHs, M. KUiB

00Me>KeHOI0

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

Ne 1773 Big 20.08.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, moABiliHe crime, T1UIaleb0-KOHTpo/bOBaHe AociimkeHHss III da3u s OLiHKM
nemMOposTi3ymMaly TOpiBHSHO 3 Muianebo K aj’FOBAaHTHOI Teparii IMic/as omepariii Ta ONMPOMiHEHHS B
YYaCHUKIB 3 MICLIeBO PO3IOBCIO/)KEHOI IIJIOCKOK/ITUHHOK KapLMHOMOK LIKIpYM 3 BUCOKUM CTYyIIeHeM
pu3uky (KEYNOTE-630)», MK-3475-630, 3 inkopriopoBaHoto riorpaBkoro 07 Biz 09 ceprias 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, 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. reHepasibHOr0 UpeKTOopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. I.M.H., npod. Ximion JI.B.
KomyHanbHe HekoMmepriiliHe MianpueMcTBo KuiBcbkoi obsacHOi pagu «KuiBchka o6sacHa
KJ/IiHIYHa JIiKapHsi», By3bKOCTIeLlia/lli30BaHe TepareBTUYHe BifiiyieHHs, M. K1iB

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

Ne 2237 Biz 18.10.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«bararorieHTpoBe, paHsOMi30BaHe, TIO/BiliHe CJiire, T1aleb0 KOHTPOIbOBaHe KTiHiUHe [JOC/Ti/KeHHs 2a
dasu s ouiHKM edeKTUBHOCTI Ta Oe3reyHoCTi Mpu3HaueHoi MiJKipHO KoMOiHOBaHOI Teparil
rycesibkyMaOy Ta rofiMyma0y y Talli€eHTiB 3 aKkTUBHUM TICOpiaTUUHUM apTpuTom», CNTO1959PSA2003,
Biz 08.06.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

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




Hopnatok 31
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-B68, Tndopmaiiis Ta JoKyMeHT 1po iHpopMoBaHy 3rofy AJis TaijieHTa, Bepcis 1.01
Bif 21 >koBTHs 2021 p. ykpaiHCbKOIO MOBOwO; YkKpaiHa, MK-3475-B68, Indopmalijisi Ta JOKyMeHT Mpo
indopmoBaHy 3rofy AJis naijieHTa, Bepcis 1.01 Big 21 >koBTHs1 2021 p. pocificbKor MOBOIO

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

Ne 1102 Big 02.06.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«docmimkenns I1 ¢a3u membponizymaby (MK-3475) KoxkHi 6 TVDKHIB y Mal[i€EHTIB 3 pelUIUBYIOU00 abo
pedpakTepHOI0 KIacU4HO0 iMpomoro XomkKiHa abo y MarjieHTiB 3 peruuByr0uor abo pedhpakTepHOO
MEepBUHHOI0 Me/liaCTUHa/IbHOIO B- KpymHOKIiTUHHOI niMdomoro», MK-3475-B68, 3 iHKOpriopoBaHO0
nonpaBkoro 01 Big 30 uepBHst 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 32
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

IHdopmariisi Ta JOKyMeHT 1po iHpopMoBaHy 3rofy [J1s maijieHTa, Bepcist 08 Big 25 >xoBTHs 2021 poky,
Jsi YKpaiHu, yKpaiHCbKOK MOBOO; IHQopmallisi Ta JO0KyMeHT Tpo iHpopMOBaHy 3rofy AJisl Malli€HTa,
Bepcis 08 Big 25 >xoBTHs 2021 poky, A/1s1 YKpaiHH, pOCiCbKOI MOBOHO

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomisoBane, III ¢a3u, moagikiHe ciine AocmipKeHHsT KoMOiHallii TpacTy3ymaly, XiMmioTeparii Ta
nemOpostisymaby y TOpiBHSHHI 3 KoMOiHalji€ero Tpacty3ymaly, ximioreparmii Ta tuianjebo sk Teparii
nepinoi JiiHii y marientiB 3 HER2-MO3UTMBHOIO MeTacTaTMUHOI aJ|eHOKApPLIMHOMOIO IIUTYHKY abo
u1yHKOBO-cTpaBoxigHoro 3'eaHanHs (KEYNOTE 811)», MK-3475-811, 3 iHKOpIIOpOBaHOIO MOIPaBKOIO
07 Bix 24 yepsHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 33

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikaiiis cyrreBoi Jluct-po3’sicHeHHss g0 cekuii 7.1 Big 11 >xoBtHa 2021 poky po mnporokony MK-7902-012 3
TOTpPaBKU inkopriopoBaHoto nomnpaBkoto 03 Bix 28 tpaBHs 2021 poky, aHr/IiMCbKOI0 MOBOR; YKpaiHa, MK-7902-
012, Bepcisg 1.03 Bix 13 >xkoBTHa 2021 poky, yKpaiHCHKOIO MOBOO, iH(opmaljisi Ta AOKYMEHT Ipo
iHdbopMoBaHy 3rofly A/ TaijieHTa; YkpaiHa, MK-7902-012, Bepcisi 1.03 Big 13 >xoBTHs 2021 poky,
pocilicbkolo MOBORO, iH(opmaljisi Ta AOKyMeHT Mpo iHGopMoBaHy 3rofly [Jisl maijieHTta; [HCTpyKuii i3
3aCTOCyBaHHSI JieHBaTUHiOy/mnane6o: MK-7902-012 (E7080-G000-318) OCTATOYHA Bep. 3 (13
ceprast 2021 p.), yKpaiHCbKOI MOBOIO A1 YKpaiHu; [HCTpyKii i3 3acTocyBaHHs ieHBaTHHIOy/Ti1arebo:
MK-7902-012 (E7080-G000-318) OCTATOYHA Bep. 3 (13 ceprniusi 2021 p.), pociiicbkor0 MOBOIO [JIsI
Ykpainy; MK7902-012_02_(E7080-G000-318)_IToci6bHMK maljieHTa II0A0  Bi3WTiB_yKpaiHCHKOIO
MOBOO_/yis YKpainu_28 cepriHsi 2019 p.; MK7902-012_02_(E7080-G000-318)_ITocibHuK rmarjieHTa
1100 Bi3UTIB_pPOCIMCHKOIO MOBOMO_ZI1s1 YKpainu_28 ceprng 2019 p.

Howmep ta faTa Hakasy Ne 1143 Biz 15.05.2020
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOTO «bararolieHTpoBe, paHAOMi30BaHe, TIO/BiliHe CJiille, KOHTPOJIbOBaHe 3a JOIMOMOrOK AaKTHBHOI'O
BUTIPOOYBaHHS, KO/, nperapary KiiHiuHe gocmimkenHs III ¢a3m gia ouinku Oe3rneku Ta eheKTUBHOCTI JIeHBAaTHUHIOY
Bepcisi Ta JjaTa (E7080/MK-7902) 3 membpomisymabom (MK-3475) 'y mMo€gHaHHI 3  TpaHCapTepiaJbHOO

ximioembouizaniero (TACE) nopiBasiHO 3 mipoBefieHHsM Tiibkd TACE y y4yacHUKIB 3 HEBWJIIKOBHOIO /
HeMeTaCTaTUYHOI Ternarolento/asipHo0 KapiuHoMmor (LEAP-012)», MK-7902-012, 3 iHKOpIIOpOBaHOO
nonpaBkoro 03 Bix 28 tpaBHst 2021 poky

3asgBHUK, KpaiHa ToBapucTBo 3 06MeXeHOI0 BiinoBizanpHicTI0O « MCJ] YKpaiHa»

CrioHcop, KpaiHa «Mepk Illapn Eng Ooym Kopn.», gouipHe nianpuemctso «Mepk Exg Ko., Ink.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/nperiapaTty

CYIyTHBOI Tepamnii

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




Honatok 34
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-598, Bepcisi 3.02 Big 27 »oBTHsi 2021 p., yKpaiHCbKOIO MOBOMO, iHdopMmallis Ta
JIOKyMeHT mpo iHdopMoBaHy 3rofly [/s maljieHTa; YkpaiHa, MK-3475-598, Bepcis 3.02 Bifg 27 >KOBTHs
2021 p., pociiicbKoro MOBOIO, iHhopMallisi Ta JOKYMEHT Ipo iHGopMoBaHy 3rofy A/is MaljieHTa

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

Ne 466 Big 13.03.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane moagiiiHe cmine gociimkenHs I ¢a3u, mopiBHAHHA KomOiHallil membposiizymaby Ta
imimiMmymaby 3 KoMmbOiHarjiero memMOposisymady Ta muianiebo y paHillle He/JiKOBaHMX IMAL[iEHTIB 3
MeTacTaTUYHUM HeJpiOHOKTTUHHUM pakoM JereHb 4 ctafii 3 PD-L1-mo3UTUBHUMU MyXJIMHAMU
(TPS >50%)(KEYNOTE-598)», MK-3475-598, 3 inkopriopoBaHow mnorpaBkoro 06 Big 11 rpyzans
2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn Exng Joym Kopr.», gouipre nignpuemctso «Mepk Exng Ko., [nk.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MICI[sl IPOBE/IEHHSI KTIHIYHOTO IOC/TIIPKEHHS:

byno Crano
3aB. Bif. Ilonenkos C.E. 3aB. Bifl. [lonenkor C.E.
KomyHanbHMi niKyBasbHO-NIpodinakTHuHMil | KoMyHasmbHe ~ HeKOMepljiiiHe — MiJTIPUEMCTBO
3aK/a/, «YepHiriBCcbKuii 00/1aCHUI OHKOJIOTiUHUY | «UepHIriBCbKUi MeJUUHWM 1[eHTP CyuyacHOI
JUCTIaHCep», MamoJIOTiyHe BiJ/liieHHs1, | OHKo/IOTii»  YepHiriBcbkoi  ob6sacHOI  paju,
M. UepHiris MaMoJIOr'iyHe Bif/iIeHHs] 3 PeKOHCTPYKTHUBHO-
IJIACTUYHOO Xipyprieto, M. YepHiris

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1399 Big 27.07.2018

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«barartolleHTpoBe paH/IOMi30BaHe TIO/IBIHHO CJlife TOpPiBHsUIbHE [OCTi[)KeHHs e(eKTUBHOCTI Ta
6esneuHocti mpenapaty EG12014 (tpacty3ymaby «Erp/keHikc») i T'eprienTHy® mpu MpoBefeHHi
Heoa/l'toBaHTHOI Tepamil mnauieHTkaMm i3 HER2-no3uTvBHMM pakoM MOJIOYUHOI 3a/103U paHHbBOI CTajil y
MOEJHAaHHI i3 CHCTEeMHOIO Teparii€l0 Ha OCHOBI Tperapary aHTPaLMK/IIHOBOrO psAAy 1 Mak/iTakceny
(ITI da3za kminiuaux gocmimpkens)», EGC002, octaTouHa pejakiiist 3rigHo 3 ITorpaBkoro 4 Big 02 GepesHst
2020 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«Eip/xenikc Inkopriopeiiren» (EirGenix, Inc.), TaliBanb, Pecriybnika Kurtaii

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

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




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

30i/bIIeHHs KiIbKOCTI Malfi€HTIB, SIKi MPUAMAaTUMYTh y4acTh Yy KJIiHIUHOMY A0C/TiHKeHHI B YKpaiHi 3 40
1o 60 ocib Ta y cBiTi 3 60 0 72 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomisoBane, mozBiiiHe criine, 1iareb0-KOHTPOBLOBaHE JOC/TiIpKeHHs Tiperiapaty BBT-401-1S mpu
IlepopajbHOMY 3aCTOCYBaHHI y MAalli€eHTiB i3 BUPa3KOBUM KOJIITOM CepefHbOI0 Ta Ba)KKOI'O CTYIIeHs, L0
BKJ/IIQUAE BiJMOBiAb-afanTUBHY MOABiNHY ciinmy ¢a3y mnoJoBxeHOro mikyBaHHs», BBT401-UC-005,
Bepcid 5 Big 02 cepniHs 2021 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

Bridge Biotherapeutics, Inc., Pecriy6ika Kopest

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 37

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBnieHuit npoTokos 3 mnompaBkow 2 Big 03.08.2021 p.; Bbpomypa pgocnigauka CNTO1959
(guselkumab), Buganns 12 Big 30.08.2021 p.; Indopmatiis a5 natjienta Ta @opma iHpopMoBaHOi 3roau,
Bepcisi 6.0 ykpaiHcbkoro MoBow Ayt Ykpainu Big 01.10.2021; Tudopmaris ans maiiedHta tTa ©opma
indbopmoBaHoi 3roau, Bepcisi 6.0 pociiicbkoro MoBorw i Ykpainu Big 01.10.2021; OHoBneHuid po3fin
3.2.S pocwke IJI3 rycenbkymab (CNTO1959), ceprierb 2021 p.; OHonenuii posgin 3.2.P mocbe 13
rycesibkymab (CNTO1959), nonepegupo 3anoBHeHud mmpui], 100 mr/mi, ceprieds 2021 p.; OHOBIeHUIA
po3ain 3.2.P nocke ninae6o o AJ13 rycenbkymab (CNTO1959), 100 mr/mn, kBiTeHb 2021 p.; OHOB/IeHU#
po3zin 3.2.A pocwke [JJI3 rycenskymab (CNTO1959), kBitens 2021 p.; OHoBieHuit po3zin 3.2.R mocke
IIJ13 rycenbkymab (CNTO1959), Big 07.05.2021 p.; Brmtouenns BupobHuuoi finsHku Catalent Pharma
Solutions, Kuraii, ayis 1713 rycenbkymab (CNTO1959), po3unH f/is1 iH’€K1ili y TIonepeiHbO 3aTIOBHEHOMY
mmpuri, 1 mm, 100 mr/mna, Ta tianebo A0 TycenbKymaly, pPO3udH /s iH’€KIiH y TOnepeaHbo
3arioBHeHOMY 1mipuifi, 1 mu; BkmroueHHsi BupobHuuoi ginsgHku Catalent Germany Schorndorf GmbH,
Himeuunna, ans [1J13 rycenbkymab (CNTO1959), po3uuH sl iH €KLl y rorepesHbO 3allOBHEHOMY
mmpuri, 1 mm, 100 mr/ma, Ta twiaiebo A0 TycenbKymaly, pO3uuH /s iH’€KLil y TOnepeaHbo
3aroBHeHOMY wImipuifi, 1 mM; BkmoueHHss BUpoOHMyoi AiisHkU Catalent Pharma Solutions, LLC, CIIIA,
st 113 rycenbkymab (CNTO1959), po3unH Jjis iH’ €Ki y TIoTiepeiHbO 3aTlOBHEHOMY LITIPHIL, 1 M,
100 mr/m, Ta marie6o A0 TycenbKymMa0y, pO3urH /1S iH’€KI[iM y TorepeHbO 3allOBHEHOMY LITIpHIfi, 1
MIT

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020




2 MPOJOBXKEeHHA fojartka 37

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, OaraTol|eHTPOBe, TIO/[BiliHe CJliTle, Myiarie00-KOHTPOIbOBaHe K/IiHiuHe A0C/ipKkeHHs 2b /
3 ¢a3u B mapanenpbHUX TPyTax Ajis OLiHKUA e(heKTUBHOCTI Ta Ge3rmeuHoCTi Tyce/ibKymaly B MAlfi€HTIB i3
CepeHbOr0 CTYTIEHI0 TSDKKOCTI Ta TSDKKUM aKTHBHUM HecriellM(iuHUM BHUPA3KOBUM  KOJITOM»,
CNTO1959UC03001, COVID-19 Hopatok Bix 14 tpaBHa 2020 poky pgo IIporokomy KiiHIYHOrO
pocaipkenas CNTO1959UCO3001 3 monpaskoro 1 Bizg 08.01.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HonaTok 38
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuni Ilpotokon kiniHiuHoro pociimpkenHss RSJ10135, pegakuis 1.1 Bim 18 cepmusi 2021 p.;
CHHOIICHC OHOBJIEHOTO TIPOTOKOMY KI/IHIYHOrO Aocii/pkeHHs, pefakuis 1.1 Big 18 cepmus 2021 p.,
repeKsiaj 3 aHr/iMCbKOI MOBM Ha YKpaiHCbKY MOBY Bif 12 >xoBTHs1 2021 p.; IHdopMatiist Ass natjieHTa Ta
tdopma iHbopMoBaHoi 3rosiy, octaTouHa peAakiis 2.0 aasg Ykpainu Big 15 >xkoBTHs 2021 p., ocTaTOYHUIMA
repeksa/, 3 aHIVIIKCbKOI MOBM Ha yKpaiHCbKy MOBY Bif 21 >xoBTHA 2021 p., ocTaTOyHMM Nepeknaj 3
aHI/TiMICbKOI MOBH Ha pPOCiiCbKYy MOBY Bifi 21 >koBTHs 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«docnimkenns: 111 ¢a3u 3 MeToro OL[iHKKM e(eKTUBHOCTI Ta [JOBFOCTPOKOBOI 0Oe3MeuHOCTi rperapary
SHRO0302 anst iHAYKLiHAHOT Ta MiATPUMYIOUOI Tepartii MarfieHTiB i3 cepefHHOTSIKKUM i TSDKKUM 1iepedirom
BMPA3KOBOT'0 KOJIITY B akKTHBHIN (ha3i», RSJ10135, pemakuis 1.0 Bix 22 6epe3ns 2021 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«PeiictoyH batiodapma KomraHi Jlimitea» [Reistone Biopharma Company Limited], Kuraii

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 39
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/leHM TIPOTOKO/ KjiHiyHOro BumpoOyBaHHsS MK-6024, 3 iHKopriopoBaHO TompaBkow 02 Bif
26 cepriHs 2021 poky, aHIiMCEKOI MOBOIO; YKpaiHa, MK-6024-001, Bepcis 1.00 Biz 21 >xoBTHs 2021 p.,
yKpaiHChKOI0 MOBOIO, iHopMallisi Ta JOKyMeHT npo iHopMoBaHy 3rofly [ naijieHTa; YKpaiHa, MK-
6024-001, Bepcis 1.00 Bix 21 »xoBTHa 2021 p., pocilicbkkor0o MOBORO, iH(oOpMallisi Ta AOKYMEHT Mpo
iHopMOBaHy 3rofly /i Tialli€HTa; 3MiHa TPUBAJIOCTi K/IiHIYHOTO BUTIPOOYBaHHS B YKpaiHi 3 2 pOKiB
7 MicsaiiB g0 1 poky 4 MicsiiB; 3MiHa TPUBA/IOCTi K/IiHIYHOTO BUTNIPOOYBaHHS y BCiX KpaiHaX Jile BOHO
MPOBOJUTHLCS 3 2 POKiB 9 MicsLiB 10 1 poky 6 MicALiB; 3a/lyueHHs J0JaTKOBUX MpPeAMEeTIB [1Jis NaL|i€HTIB:
CYMKa-XO0JIOIUIbHYK /ISl TIepeHeCceHHs1 10C/IiZ)KyBaHOr 0 Tperapary, KOHTeiHep [yis yTH/i3aLlii royoK Ta
MeJIMUHUX BiZXO/iB

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfiomi3oBaHe, BifKpuTe JOC/i/PKeHHS 2a (a3 3 aKTUBHUM IIperiapaToM IOPiBHSIHHS B SIKOCTI
KOHTPOJTFO, i OLiHKKA edeKkTUBHOCTI Ta Oe3neku ediHoneraytuay (MK-6024) y maijieHTiB 3
HeaJIKOT0JIbHOI >KMPOBOIO xBopoboto neuinku», MK-6024-001, 3 inkopniopoBaHoto moripaBkoro 01 Biz
17 moToro 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 40

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

Ounoenennii ITporokon kiainiyHoro BumpoOyBanHs AMT-101-203, Bepcis 3.0 Bix 26 »xoBTHS 2021 p.,
aHrJiicekoro MoBoro; [HdopMallisi Ans yuacHuKa i dopMa iHdpopMoBaHoOi 3rofu, Bepcisi 3 BifJ 26 KOBTHS
2021 p., yKpaiHCbKOIO Ta POCiCbKOK MOBaMU

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

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, 11atile60-KOHTPO/IbOBaHe, MOABiMHe Crlire, y mapane/lbHUX Tpymax, rnomykose, Paza 2,
JocimkeHHs1 edeKTUBHOCTI i Ge3neunocti mpernapaty AMT-101 g1 miepopasbHOTO 3aCTOCYBAaHHS Y
MO€EHAHHI 3 aja/niMymMad0M y Malli€HTiB 3 BHUPa3KOBUM KOJTOM CEpPeJHBOr0 ab0 TSHKKOTO CTYIIEHS»,
AMT-101-203, Bepcis 2.0 Big 30 BepecHs 2020 poky.

3asgBHUK, KpaiHa

TOB «biomanac», YkpaiHa

CnoHcop, KpaiHa

Applied Molecular Transport Inc. /«Emnnatig Mosekbtosap TpeHcriopt IHk.», CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hoparok 41
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

3anpoBapKyeTbCsl OHOB/IeHUH [IpoTokon KiiHiuHOro gocuimkeHHs1, Bepcis 4.0 Big 30 BepecHst 2021 poky
(aHr/icbKOI0 MOBOIO); 3arpoBa/KYeTbCsi OHOBAeHWM I[HdopMmaliliHuii MUCTOK TaijieHTa i dopma
indopmoBaHoi 3rou, Bepcis 5.0 Big 2 nuctomnaza 2021 poky (aHTIiMChKOI, YKPaiHCHKOIO Ta POCiMCHKOI0
MOBaMM); 3ampoBaJP)KyETbCSI OHOBJ/IEHUH 3pa30K eTUKeTKU (MapKyBaHHs) 3 iHdopMaljiero Tpo mpemnapar

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 230 Big 30.01.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomisoBaHe, moBiliHe cire, T1aleb0-KOHTPO/IbOBaHe, OaraToLeHTPOBe AOC/iIKeHHs a3y 2 ass
oLiHKM BIUMBY nperiapaty IMU-838 Ha akTHBHICTb 3aXBOpIOBaHHS, SIKa BUMIPIOETHCS 3a pe3y/ibTaTaMu
MarHiTHO-pe3oHaHcHOI Tomorpadii (MPT), a Takox O0e3neuHiCTh i TMEPeHOCHMICTh y TALli€HTIB 3
peLIMBYIOUMM-PEMITYIOUMM po3cisiHuM ckiaepo3om (PPPC) (EMPhASIS)», P2-IMU-838-MS, Bepcis 3.0
Big 28 ceprias 2020 poky

3asgBHUK, KpaiHa

ToapucTBO 3 06MexxeHOI0 BifnoBiganbHicTI0O «BEPYM KJITHIKAJI PICEPUY», YkpaiHa

CnoHcop, KpaiHa

«ImmyHik Al'», HimeuunHa / Immunic AG, Germany

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hoparok 42

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Inentudikaris cyrreBoi
TIOTIPaBKU

Omnosnenuii [Tpotokosn kiiHiyHoro pgociifpkeHHss ICP-CL-00112, sepcis 4.1 Bix 30 BepecHst 2021 poky;
Bpomrypa gocnigavika Openabpytunidy (ICP-022), Buganns 7.0A Big 11 cepriast 2021 poky, aHT/TiMCEKOIO
MoBO1; OOIDYHTYBaHHsI «OUiKyBaHOCTi» cepiho3Hux mobiunux peakwiii (CITP) uepe3 3acTocyBaHHS
OpenabpyTuHiOy, TOB’s3aHUX i3 TIOOJUHOKUMH BHUIIAJIKAMH 3aXBOPIOBAHOCTI y TOMepeHiX KIiHIYHUX
JocnimkenHsx, Bepcis 2.0 Big 18 »koBTHs 2021 poKy, aHrmilcbKO MOBOW; [HpopmaLilinuii 1ucToK i
tdopma 3rogu, Bepcisi V6.0UKR(uk)1.0 Big 26 >xoBTHs1 2021 poky, mepeksaf, yKpaiHCbKOK MOBOHO Bif
28 xoBTHs1 2021 poky; IHdopmariitinuii mvctok i dopma 3rogu, Bepcigs V6.0UKR(ru)1.0 Big 26 koBTHSA
2021 poky, mepeksaj pociiicbkoro MoBOO Bif 28 xoBTHs 2021 poky; JJomoBHeHHs [0 iH(opMaLiiiHOro
MUCcTKa Ta Gopmu 3rogu y 3B’s3Ky 3 maHjemiero COVID-19, Bepcis V3.0UKR(uk)1.0 Big 05 cepmHs
2021 poky, nepeksaj yKpaiHCbKOI0 MOBOMO Bif 26 »xoBTHsS 2021 poky; [ornoBHeHHs 10 iH(opMaLliiiHOro
nucTka Ta dopMu 3roau y 3B’s3Ky 3 maHgemiero COVID-19, Bepcis V3.0UKR(ru)1.0 Big 05 ceprHs
2021 poky, mepeksaj, pocilicbKo MOBOHO Bif 26 >koBTHs1 2021 poky; IHdopmaiiinuii 1ucToK i dopma
3ro/ii Jijis BiIKDUTOTO pO3IIMpeHoro mnepioay mochimxkenHs, Bepcigs V3.1UKR(uk)1.0 Big 02 mucromnaza
2021 poky, mepeknaj ykpaiHCbKoro MoBor Bif 03 nucromaga 2021 poky; IHdopmariliHuii nucToK i
dopma 3roau Ajsl BiAKPUTOTO pO3IIMpPeHOro TiepioAy AociimkeHHsi, Bepcis V3.1UKR(ru)1.0 Bix 02
muctoniaga 2021 poky, mepeknaj pociiicbkkoro Moo Bif, 03 mucromaza 2021 poky; IlogeHHUMK
peecTpaliil mpuiioMy mpenapary s naijienta B mexkax BPIT[] ICP-CL-00112 (50 mr 1 p/noby), Bepcis
V1.0 Big 09 uepBHs1 2021 poky, nepeksaj yKpaiHCbKOK MOBOO Bif 27 »k0BTHS 2021 poky; lomeHHUK
peecTpaliil mpuiioMy mpenapary s naijienta B mexkax BPIT[] ICP-CL-00112 (50 mr 1 p/noby), Bepcis
V1.0 Big 09 uepBHsi 2021 poky, mepekiaj pocilickkoro MoBO Bif 27 »oBTHA 2021 poky; 3pa3ok
MapKyBaHHSI TUISIIKH, SKa MiCTUTb TabieTku openadbpytuniOy (Orelabrutinib) 50 mr (ans 3acTocyBaHHS
BpaHlii), Bif 21 >koBTHs1 2021 pOKy, YKpaiHCbKOK MOBOIO
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi30BaHe, TMOABiMiHe cJiinle, TUIAlE00-KOHTPO/IbOBAHE MAOCTiIKeHHS a3l 2 [  OLiHKH
edeKTUBHOCTi, 0e3MeyHoCTi, TepeHOCUMOCTi, (apMakoKiHeTHKHM Ta 0io/IoriyHOI  aKTUBHOCTI
openabpyTHHiOy y TMallieHTiB i3 peLyUBYHOUO-PEMITYIOUMM PO3CiIHUM CKiaepo3om», ICP-CL-00112,
Bepcis 3.0 Big 09 ciung 2021 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHor0 iHBecTHLiclo «AVIK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa

InnoCare Pharma, Inc., USA

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. reHepanbHOrO fUpeKkTopa Jupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX




Honatok 43

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoOB/IeHUI TIPOTOKON KJiHiyHOrO AociimkeHHsi 05, Bepcig 1 Bix 23 BepecHsi 2021p., aHIVIIKCBHKOMO
MOBOM; [lofaBaHHS CKOpOYeHOI Ha3BU KIIIHIYHOro gociipkeHHs - AMEERA-3; bpoiiypa fociigHuKa
nikapcekoro 3acoby SAR439859, pepakijisi Ne5 Big 02 ceprias 2021p., aHrmificbkoro MoBorO; OCHOBHa
iHbopMmauis mpo gochimkeHHsi i ¢dopma iHdopmoBaHoi 3roau, Bepcisi 8 Bixg 23 BepecHs 2021p.,
aHrmiceKor MoBoo; IHdopMaliis Asist natjienTa i popma iHhopMoBaHoi 3roau, Bepcis At YKpaiHu Ne 6
Bin 29 BepecHs1 2021 p. (Ha ocHoBi OcHoBHOI iH(popMallii nmpo AocaimpkeHHs i ¢popmu iHbOpMOBaHOI
3roau, Bepcisi 8 Bif 23 BepecHs 2021p.) aHI/IiNCBKOO, YKPalHCHKOIO Ta pocikicbkoro moBamu; ACT16105
(AMEERA-3) — mjofeHHUK TaljieHTa, Bepcisi 6.0 Big 22 uepBHsi 2021p., aHI/iCbKOO, YKPaiHCHKOKO Ta
pociiicbkoto MoBamu; PekomeHfallii 3 TpaHCIOpPTyBaHHsS Ta 30epiraHHsi JOC/i/KyBaHOTO JIiKapCbKOTO
nipenapaty (AJIIT), Bepcisi 3, yKpaiHCBKOIO Ta POCIICEKO0 MOBaMH

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«Bigkpure paHfomi3oBaHe AociimkeHHsi 2 ¢asu, 110 MPOBOJUTHCS 3 METOH TOPIBHSIHHS TIperapary
amueHectpaHT (SAR439859) i eHZOKpPUHHOI MOHOTepariii, BUOpaHOi JiikapeM, y Tal[iEHTiB 3 eCTpOreH-
peLienTop-1o3uTuBHUM, HER2-HeraTuBHUM MiclieBOMOmMPeHUM ab0 MeTaCTaTUUHHUM pPakKOM MOJIOUHOI
3a/1034, SKi paHillle OTpUMyBa/id TOPMOHa/IbHY Teparito», ACT16105, nporokon 04, Bepcis 1 Big 17
rpyzHs 2020p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBejiornMaH, ®paHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 44

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/IeHHs1 MPOTOKOMY KiliHiuHOro BUrpoOyBaHHsi MK-3475-867, 3 iHKopriopoBaHoto rorpaBkoto 03 Bif
24 ceprias 2021 poKy, aHI/IiHCHbKOO MOBOK; OHOB/IEHHSI TIOBHOI Ha3BW KJIiHIYHOTO BUTIPOOyBaHHS 3
«PanziomizoBaHe, Marie60-KOHTPOIbOBaHe KiiHiuHe mocimkenHs III ¢a3u 3 orfiHkM Oe3mnekw Ta
edeKTUBHOCTI cTepeoTakcuuHoi pagiotepartii (SBRT) y noeananHi 3 TTem6ponizymabom (MK-3475) abo
6e3 HbOTO Y MAIiEHTIB 3 HeonepabeTbHUM HeZPiOHOKTITUHHUM pakoM JiereHiB (HIKPJI) crazii I abo ITA
(KEYNOTE-867)» Ha «PaHmomizoBaHe, Tiiaiie00-KOHTPOIbOBaHe KiiHiuHe mgocmimkenHs III dasm 3
oliHku 0Oe3meku Ta edeKTUBHOCTI cTepeoTrakcuuHoi pagiorepamii (SBRT) y mnoeaHaHHi 3
[Tembpomnizymabom (MK-3475) abo 6e3 HbOr0 y MaijieHTiB 3 HeornepabeslbHUM HeJPiOHOKTITUHHAM PakKOM
nerenie (HOKPJI) crazii I a6o 1T (KEYNOTE-867)»; 36inbliieHHsI KiTbKOCTi JOCTIKYBaHUX B YKpaiHi
25 o 50 oci6; Ykpaina, MK-3475-867, Indopmariist Ta JoKyMeHT mpo iHpOpMOBaHy 3rofy [jis MarjieHTa
Bepcig 2.00 Big 21 »xoBTHs 2021 p. ykKpaiHCBKOIO MOBOW; YKpaiHa, MK-3475-867, Indopmatiis Ta
JIOKYMeHT T1po iHopmoBaHy 3rofy As natjienta Bepcisi 2.00 Big 21 »xoBTHs 2021 p. pocilicbKor MOBOIO;
YkpaiHa, MK-3475-867, IndopmariiiiHuii TUCTOK i JOKyMeHT Tpo iHpopMOBaHy 3rojy Ha MailOyTHE
biomemuuHe mocimkeHHs, Bepcis 02 Bix 21 >koBTHS 2021 p. yKpaiHCbKOIO MOBORO; YKpaiHa, MK-3475-
867, Indopmarilinvii JUCTOK i JOKyMeHT mpo iHdopMOBaHy 3rofy Ha MaiOyTHe OiomenuuHe
nmocmigykenHs, Bepcisg 02 Big 21 »xoBTHa 2021 p. pocilickkoro MoBorw; YkKpaiHa, MK-3475-867, ®opma
3ro/iv Ha B3ATTS 3pa3sKiB MyXJIMHHOI TKaHWH abo ii BUKopucTaHHs, Bepcis 2.00 Big 21 >kotHst 2021 p.
YKpaiHCBKOI MOBOIO; YKpaina, MK-3475-867, ®opma 3rosiv Ha B3STTS 3pa3KiB MyX/IMHHOI TKaHWH abo ii
BUKOpUCTaHHS, Bepcis 2.00 Bix 21 >koBTHs 2021 p. poCiiicCbKOI0 MOBOIO

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

Ne 1896 Big 27.08.2019
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, Mialie60-KOHTPOIbOBaHe KiliHiuHe mocimkenHs III ¢da3u 3 orfiHKM Oe3mekw Ta
edeKTUBHOCTI cTepeoTakcuuHoi pagiotepartii (SBRT) y moeananHi 3 TTem6ponizymabom (MK-3475) abo
0e3 HBOTO y MAIli€HTIB 3 HeornepabenbHUM HepiOHOK/ITITHHHUM pakoM jereHiB (HIKPJI) crazii I abo IIA
(KEYNOTE-867)», MK-3475-867, 3 iHKopriopoBaHot0 nioripaBkoto 02 Bif 26 mrororo 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Exg Toym Kopr.», gouipHe nignpueMmcrso «Mepk Exg Ko., Tnk.», CIITA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




Honatok 45
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJT KiTiHiYHOro BUNpoOyBaHHs MK-3475-355, 3 iHKOpriopoBaHoro mornpaBkoio 06 Bif
01 BepecHs 2021 poky, aHT/TilICbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 70 Big 31.01.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomisoBane, nogsitiHe-crine gocmimkenss 111 da3u s mopiBHAHHS TiKyBaHHS TieMOpostisymMabom
(MK-3475) y komOiHanjii 3 rmperapaTamMu XiMmioTeparii Ta JikyBaHHsA Iulanebo y KomOiHamii 3
rperaparamMy  xiMioTeparii y TALi€eHTIB 3  paHillle HeJiKOBaHUM  MiCL|eBO-peLUIUBYHOUUM
HeoriepabesibHUM abo MeTacTaTUYHUM TOTPiliHO-HeraTMBHUM pakoMm MosouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 iHKopriopoBaHo0 norpaBkoro 05 Biz 04 >koBTHs 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn Eng Ooym Kopn.», gouipse nianpuemctso» Mepk Exp Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 46
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
1.12.2021 Ne 2672

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/leHWM TIPOTOKOJ KjiHiuHOro BumpoOyBaHHs Bepcis 3.0 Big 15 BepecHs 2021 (yTouHeHHS
nosioxkeHHs1 mpotokony KB Bepcist 2.0 Big 22 motoro 2021); BkitoueHHs [01aTKOBUX MiCLb TIPOBeJeHHS
KJIIHIYHOTO JOC/Ti/PKEHHS:

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

/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. O.M.H., npod. ynsk O.B.

HepxxaBHa ycraHoBa «IHcTuTyT yposorii HarioHanbHOI akazieMii MeUUHUX HayK YKpaiHu»,
I ypoJioriune BiggineHHs, Mm.Kui

2. O.M.H. I'puropenko A.M.

ToBaprCTBO 3 0OMEXEHOI0 BiATOBiZa/NbHICTIO «[HHOMEJ-IIeHTp eHZAOXipyprii», Xipypriuxe
BinzineHHs, M. BiHHuLg

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

Ne 1012 Big 24.05.2021

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTolieHTpOBe paHAOMi30BaHe BifKpuTe KJiHiuHe [Joc/ifpkeHHs 2/3 ¢a3u 3 OLiHKU e(eKTUBHOCTI Ta
Oe3nekn (ikcoBaHoi KoMOiHarlii KeToposaky/miTodeHOHY/(eHMiBepUHit0 B TIOPiBHSHHI 3 aKTHBHUM
KOHTPOJIEM Y TIAL[iEHTIB i3 OO/OBUM CHHPOMOM ITiC/IsI XipypriyHOro BTPyUYaHHsS Ha OpraHax 4yepeBHOI
TOPOXXHUHU Ta Masioro tazy», KPF07-T, Bepcist mpotokosy 2.0 Big 22.02.2021 p.

3asBHUK, KpaiHa

[TpAT «PapmarieBTryHa ipma «/lapHuLis», YKpaiHa

CrioHcop, KpaiHa

[MpAT «®apmarieBTruHa (ipma «lapHulisi», YKpaiHa

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




