Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«[locmipKeHHsT pe3y/IbTaTiB JTIKyBaHHS JTiKapCbKUM 3acobom T89 st miATBeppKeHHsI aHTHAHTiHA/ILHOTO
ebekTy y mallieHTiB 3i crabisibHOIO cTeHOKapAieo (gocrmimkenHs ORESA)», kopa  gociipkeHHs
T89-08-ORESA, Bepcis 1.6, Big 08 >xoBTHs1 2020 p.

3asgBHUK, KpaiHa

TOB «BOPJIIBAV]T KJITHIKAJI TPAIJIC YKP»

CnioHCOp, KpaiHa

Tacni @apmackrotukans, [Hk., CIIIA (Tasly Pharmaceuticals, Inc., USA)

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

Dantonic® (T89; Kopenesuirie 3 KopiHHsaMm Salvia Miltiorrhiza Bunge (ekctpareHt 6Gopaeos), Danshen
(IlIaBnist)/Kopenesuirie 3 kopiHHsM Panax Notoginseng (Burkill) F.H. Chen (ekctpareHT 6opHeon), Sangi
(Kenb11eHn)); Karicynu; 75 mr; Tasly Pharmaceutical Group Co., Ltd, China;

[Tnare6o 10 Dantonic®, karicyu; Tasly Pharmaceutical Group Co., Ltd, China

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

1) a.M.H., ipo¢. Bakasntok L.II.

KomyHa/bHe HeKoMepIiiiiHe TiAnpueMcTBO «IBaHO-PpaHKiBCHKMM 06/aCHUNA KIiHIUHUN Kap/[io/IoTiuHuR
11eHTp IBaHO-®paHKIiBCHKOI 00/1IaCHOI paju», BifiseHHs XpOHIUHOI ileMiuHOi XBOpoOW cepii, IBaHO-
@®paHKiBCbKWM HallioHaNbHUK MeAWYHUM yHiBepcuTeT, KadeApa BHYTpPilIHbOI MeAuliMHU Ne2 Ta
MeJCeCTPUHCTBA, M. IBaHO-PpaHKiBCbK

2) A.M.H., 3aB. Bif. IcaeBa I'.C.

Kninika /[lepxaBHoi ycraHoBU «HarjioHanbHui IHcTuTyT Tepamii im. JI.T. Manoi HauioHanbHOi akagemil
MeJUUHUX HayK YKpaiHW», BiAJil KOMIUIEKCHOTO 3HWKEHHsS pH3UKy XPOHIUHMX HeiHdeKI[iiHUX
3aXBOPIOBaHb Ha 0a3i BiffiieHHs1 racTpoeHTepoJIoTii Ta Tepartii, M. XapKiB

3) A.M.H., ripod. Cipenko FO.M.

Kninika [lepkaBHoi ycraHOoBM «HarjioHanbHMM HayKoBUM LeHTp «lHCTUTYT Kapgiosorii im. akag,.
M.A. Crpaxecka» HarioHanpHOI akajeMii MeJUUHUX HayK YKpalHW», Bifiiil BTODUHHUX I JlereHeBUX
rineprensii, M. Kuis
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4) p.M.H., npod. Lenyiiko B.M.

KomyHanbHe HekomepliliHe mignpueMcTBO «Micbka KiiHiuHa sikapHs Ne8» XapkiBcbKoi MicbKOi pajw,
KapZlosioriyHe Bif/lisieHHs [/11 HaZlaHHSA MeJUYHOI JOTIOMOI'M XBOPYM 3 IOPYILEeHHs pUTMY, M. XapKiB

5) 3aB. migpo3ginom Jonenp O.A.

MeauuHuii 1IeHTP TOBapUCTBa 3 OOMeXeHO BiAmoBiganbHicTIO «Menoya-Kninik», JikyBaabHO-
npodisakTHYHUM migpo3ain, M. Kuis

6) nikap ®@eznopyxk 1.0.

KomyHanbHe HekoMmepliiiiHe mignpueMctBo «Tpersi Uepkacbka MicbKa JiKapHSl IIBUAKOI MeAUUYHOL
JIOTIOMOTM», KapZioJioriyHe BifaisieHHs1, M. Yepkacu

[Ipenapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi Hitporniuepun (Hitporsitepun); Tabsnetku; 0,4 mr; Ingenus Pharmaceuticals NJ, LLC, USA

Marepiasu/nperiapatv

CyIyTHBOI Tepariii [TopratvBHUM KapziomoHiTOp (enekTpoHHMM EKI'-mMoHITOp 3 2 BifBefeHHSMU [/ peecTpauii emi3oniB
CTeHOKapAii)

Toprosa mapka:

Cardea SOLO™, TAGecg™

HasBa Ta agpeca BupoOHUKa:

Kopnopauis «Cardiac Insight Inc.»

2375, 130-a aBeHto, cetoT NE, Ne101,

BenbBro, mrat Bammnrron, 98005, Crionyueni [ltatn AMepyuku

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




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«Bigkpure, 6araTol|eHTPOBE OC/TiPKEHHS 3 METOI0 OIL[iHKM 0e3MeYHOCTi Ta TepeHOCHUMOCTI JIyMaTernepoHy
y SKOCTI [J0JATKOBOI Teparii NpU JIiKyBaHHI MAaL[i€HTIB 3 BeJMKUM [elpeCMBHUM pO03J1IajloM», KO
nocaimpkenHs ITT1-007-503, 3 monpaBkoro 1 Bif 23 cepnHsi 2021 poky

3asgBHUK, KpaiHa

TOB «[Ipem’ep Pecepu YkpaiHa»

CnioHCOp, KpaiHa

Intra-Cellular Therapies, Inc., United States

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

Jlymatenepon (ITI-007; ITI-007 tosylate, ITI-007, FP-212, 1C200056 tosylate salt, ITI-11-tosylate;
Lumateperone tosylate (salt); lumateperone (free base)); karcyna; 42 mr; UPM Pharmaceuticals Inc., USA;
Cardinal Health Packaging Solutions formerly A+ Secure Packaging); Catalent Pharma Solutions, LLC.
(Catalent), USA; Catalent CTS, LLC. (Catalent), USA; Catalent Germany Schorndorf GmbH, Germany

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

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

KuiBcbka KiiHiuHa JiKapHsi Ha 3ai3HUUYHOMY TpaHCopTi Ne2 @inii «LIeHTp 0XOpoHU 370pOB’s»
AKIiOHEDHOTO TOBAapUCTBa «YKpaiHChKa 3a/li3HULS1», KOHCY/IbTaTUBHO-/1arHOCTUYHUM LIEHTP MOJIIK/IiHIKHY,
M. Kuis

2) reH. aupektop Bonomgyk A.€.

KomyHa/ibHe HeKoMepIiifiHe TianprueMcTBo «OechbKuid 001acHAN MeJUUHUM 1[eHTP MCUXiYHOTO 37I0POB’s»
OpnecbKoi 06/1acHOT pajy, BiagineHHs: Neb (wosioBiue), BigzineHHst Nel2 (kiHoue), M. Ofieca

3) reH. aupektop KoBanenko B.B.

KomyHasibHe HeKOMepIliiiHe MiAnpueMcTBO XapKiBChbKO1 006/1acHOi pagu «O6/acHa KiliHiYHA TICUXiaTpyUyHa
JiikapHs Ne3», mcuxiaTpUyHe Bifi/IeHHS] TIEPBUHHOTO TICUXOTUYHOTO emi3o/y, M. XapKiB

4) nikap bemi L A.

KomyHanbHe mignpueMcTBO «I'eliKiBcbKa OararorpodinbHa JlikapHs 3 HaZlaHHs TICMXiaTPUUHOI ZOTIOMOTH
[HinporeTpoBcbKOi 001acHOi pagu», BiagineHas Ne3, Bigginenns Ned, c. Kpusbac, KprBopi3pkuii paiioH,
[uinporieTpoBchKa 06/1aCTh
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5) A.M.H., ipo¢. CKpunHikoB A.M.

KomyHaneHe mignpuemctBo «OO6macHW 3akiaf, 3 HaJaHHA IICHUXiaTpU4HOI AoroMord IlonTaBchbKoi
obmacHoi paau», >KiHOYe TOCTpe 3arajbHOICUXiaTpuuHe BiAfineHHs 5-6, uosoBiue TOCTpe
3arajibHOMNCUXiaTpuuHe BijfineHHs1 2-a, [lonTaBCcbKuW [Jep)kaBHHMM MeJUUYHUM YHiBepcuTeT, Kadezpa
ricuxiaTpii, HapKoJIorii Ta MeUuHOI nicuxosorii, M. [TonraBa

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

KomyHa/ibHe HEKOMepLIiliHe TiANPUEMCTBO «BiHHMIbKa 00/1acHa K/TiHiYHA MICUXOHEBPOJIOTiUHA JTiKapHS iM.
akaz. O.I. HOmienka BinHuipKoi obsacHoi Paau», 3mimaHe (dosoBiue Ta >kiHoue) BiggimeHHs Ne2,
BiHHULIbKMI HallioHaTBLHUM MeiuuHUM yHiBepcuTeT iM. M.I. TTuporoea, Kadezpa rcuxiaTpii, HapKoJIOTii Ta
TICUXoTepariii 3 KypcoM MiC/ISAUIITIOMHOI OCBITH, M. BiHHULA

7) p.M.H. Mopo3 C.M.

KomyHanbHe mignpuemcTBo «/IHimporieTpoBchka o6sacHa KiiHiyHa JfikapHsi iM. LI, MeuHuKoBa»
[THIinporeTpoBcbKOi  00/1acHOI  pafu», OOJIAaCHWM LIEHTP TICMXOCOMATUYHUX po3/7afiB Ha 0asi
TICUXOHEBPOJIOTIUHOT0 BifiieHHs1, M. HITIpo

8) k.M.H. bnaxkeBuu FO.A.

KomyHanbHe HekoMmepiiiiiHe mignpuemcTBo «KmiHiuHa jikapHsi «[ICUXIATPISI»» BHKOHaBYOro OpraHy
KuiBcbkoi MicbKoi pasy (KuiBCchbKOi MiCBKOI ep>KaBHOI afiMiHiCcTpallil), LleHTp NePBUHHOIO NCUXOTUUHOTO
eri30/ly Ta CyyaCHHWX MeTOZiB JIiKyBaHHs, M. KuiB

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

KuiBcbka KiiHiuyHa J/ikapHs Ha 3ani3HUUHOMY TpaHcHopTi Nel @inii «LleHTp 0XOpOHM 370pOB'S»
AKIIIOHEpHOTr'0 TOBapUCTBA « YKpaiHChKa 3a/1i3HUL[s», TICKXOHEeBPOJIOTiuHe BifJiseHHs, M. KuiB

10) a.m.H., po@. [Tigkopuros B.C.

HepxaBHa ycrtaHoBa «IHCTUTYT HeBpoJiorii, mcuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazemii MeauuHuxX
HayK YKpaiHW», K/IiHIKa BiJ/ii/ly KJiHIUHOI, COL[ia/IbHOI Ta AUTSIYOI ricuxiaTpii, M. XapKiB

[IpenapaTtu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi Kowmnanis, sika [i€ 3a [OBIpeHiICTIO, Ky HaJaB CIOHCOP YW 3asgBHUK Ha BBE3eHHS [OC/iKyBaHUX
Marepiaau/npernapary MiKapchKUX 3acobiB Ta CymyTHiX marepianiB: ToBapucTBo 3 oOMexkeHOI0 BizmosifansHicTIO «CMO-TI'PYTI
CyIyTHBOI Teparii YkpaiHa» (SMO-GROUP Ukraine), TOB «Areniisgs «C.M.O.-YkpaiHa» (“S.M.O. — Ukraine” Agency”

LLO), TOB «CMO-JIorictuka» (“SMO-LOGISTICS” LLC), npocriekt JlobaHoBcbKorO, 119,

M. Kuig, 03039, YkpaiHa

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(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 IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«bararorjeHTpoBe, TOZBiliHe ciimne, paHAOMi3oBaHe AOCHiKeHHs (a3u 3 AJid OLiHKU edeKTUBHOCTI Ta
6e3meunocti mpernapatry OPT-302 mpu iHTpaBiTpeasbHOMYy BBeeHHI B KoMOiHallii 3 paHibi3ymabowm,
TOPiBHSIHO 3 MOHOTepari€r paHibizymabom, B y4YaCHHKIB [JOCTi/KeHHsSI 3 HeOBaCKY/ISIPHOK BiKOBOIO
MakyJisipHOtO JereHepauiero (HBM)», kog mocrimkenHs OPT-302-1004, Bepcis 1.0 Big 16 rpyans
2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHosemHolo iHBecTHicio «AMK’FOBIA PIC YkpaiHa»

CnioHCOp, KpaiHa

OPTHEA LIMITED, Australia

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

OPT-302 (OPT-302; OPT-302; OPT-302); po3uuH ajis iH’ekuiii; 40 mr/mn; Vetter Development Services
USA, Inc., USA; Vetter Pharma-Fertigung GmbH & Co.KG, Germany; Vetter Pharma-Fertigung GmbH &
Co.KG, Germany; Vetter Pharma-Fertigung GmbH & Co.KG, Germany; Patheon Biologics Australia Pty
Ltd, Australia; Eurofins ams Laboratories Pty Ltd, Australia; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services, USA

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

1) 3as. Big. [lnaronosa O.1.

KomyHanbHe HeKoMepliiliHe MiAMPUEMCTBO «XepPCOHChKa MiCbKa K/liHiuHa JiikapHs iMeHi Adanacis i Osibru
Tpomninnx» XepCcoHCbKOI MiCbKOI paZid, o(TasibMOJIOTiUHe BififliieHHs, M. XepCoH

2) nikap IToBx B.JI.

JIiKkyBa/IbHO-/1iaTHOCTUYHHI LIEHTP MPUBATHOTO TiJTIPUEMCTBA TIPUBATHOI BUPOOHMUOI (ipMu «ALIUHYC»,
M. KponuBHULIbKUT

3) 3aB. Biaginenusm Cuzop P.b.

KomyHa/bHe MiNIpUeMCTBO «BoJsiMHCbKAa 00/lacHa KiTiHiuHa JiKapHsS» BosiMHCBKOI 00/1acHOi pajw,
o TasbMOJIOTiuHe JIiKyBa/JbHO-AiarHOCTUYUHE BifAineHHs, M. JIyLbK

4) n.M.H., ipo@d. be3koposaiina .M.
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KomyHanbHe mignpuemMctBo «[losTaBchbka obOsiacHa KiiHiuHa mikapHsa im. M.B. CkridocoBcbkoro
[TonraBcbkoi o6macHOl pazu», odTanbMosoriuHe BiffineHHs1, IloNTaBCBKUN [Iep>KaBHUM MeAUUHUN
yHiBepcUTeT, Kadepa oTopuHOMapuHToJiorii 3 odransMoriorieto, M. ITonraBa

5) A.M.H., ipod. 3aBropoaHs H.T'.

Mepuunuii 1ileHTp ToBapucTBa 3 00Me)XeHOIO BiZAMOBifanbHICTIO «Bi3yc», JiKyBanbHO-ZiarHOCTUUHE
BiggimeHns Nel, M. 3anopixoks

6) reH. nupektop Ycrumenko C.b.

KomyHanbHe TmianpueMcTBo  «/IHimpomeTpoBcbKa 00siacHa KiIiHIYHA  O(TasbMOJIOTiUHA  JTiKapHS»,
TIOJTiK/IiHIYHe BiffineHHs, M. [THiripo

[Tpenapatu nopiBusHHS, | JIyuentic (Lucentis®, Panibizymab, Ranibizumab) (Lucentis®; Pani6izyma0, Ranibizumab); po3uun pans
BHUPOOHMK Ta KpaiHa iH’ekyiil y nonepefHb0o HaroBHeHoMy wumnpuui; 10 mr/mi; Vetter Pharma-Fertigung GmbH & Co.KG,
Germany; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services (Ireland) Limited,
Ireland; Alcon-Couvreur NV, Belgium

CynyTHi dnyopectiein CEPB (Fluorescein SERB, Fluoresceine SERB, ®nyopeciein Hatpito; Fluorescein sodium)
Marepianu/mpernapaTu (Fluorescein SERB; Fluorescite; Fluorescein; Fluor); po3uun ans in’ekuii y amnyni 5 ma; 100 mr/mo;
CYTIyTHBOI Tepamnii DELPHARM TOURS, France; SERB - PARIS, France

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUYHOr0 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 IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«BigkpuTe paH/OMi30BaHe KOHTpO/JIbOBaHe MiKHapoAHe JAochifkeHHs 3 da3u a8 BHUBUEHHS
TeizoTy3ymaby Begotuny (ABBV-399) y mopiBHSIHHI 3 Ji01[eTaKCe/IoM y MallieHTiB i3 paHilie JiKoBaHUM
MiCI[€BOTIOIITUPEHUM/METAaCTaTUUHUM ~ HETIJIOCKOK/IITHHHUM ~ HeZIpiOHOK/TITHHHUM ~ pakOM  JIereHiB i3
HaZleKcTipecieto perjenitopa (hakTopa pocTy remnaTolUTiB (c-Met+) Ta HasiBHICTIO pelieriTopa erlifiepManibHOTo
dakropa pocty (EGFR) HemyTareHHoro Tumy», Kop mocaimjkeHHss M18-868, Bepcis 1.0 Big 21 kBiTHs
2021 poky.

3asiBHUK, KpaiHa

E066Bi Biodapmacerortikans I'm6X, I1IBetiiapis

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

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

TenizoTy3ymab BemotH (ABBV-399; Telisotuzumab vedotin (ABBV-399, telisotuzumab-vcMMAE),
ABT-700-vcMMAE ADC; telisotuzumab vedotin); mopoIok /s MpUroTyBaHHsS PO34YMHY AJs1 iHGY3il;
100 mr (minirpam); AbbVie Deutschland GmbH & Co. KG, Himeuunna; BSP Pharmaceuticals S.p.A.,
Itanisz; Labor LS SE & Co. KG, Himeuunna; SGS Institut Fresenius GmbH, Himeuunna; AbbVie Inc.,
CIIIA; PPD Development, LP, CIITA; SGS Analytics Switzerland AG, IIIBefitiapis

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

1) nikap Birypo M.C.

MeauuHUl 11eHTP TOBapUCTBa 3 0OMEXXEHOI0 BiAmnoBiganbHicTIO «Mpis Mea-CepBic», Bifain KmiHiYHMX
JocuiikeHb, M. KpuBuii Pir

2) k.M.H. I'omobopogpko O.0.

KomyHanbHe HeKoMepijiliHe TiANPUEMCTBO «3aropi3bKUi perioHa/bHUN TIPOTUITYXJIMHHUM  LIeHTp»
3aropi3bKoi 00/1aCcHOI pajiy, Bij/lijieHHsI OHKOXiMiOoTepartii 3 [eHHUM CTal[ioHapoM, M. 3aropixoKs

3) nikap Ickivoku [.1.

KomyHasnbHe HekoMepiiitiHe miarnpueMcTBo «O06IacHUE KTiHIYHWIA OHKOJIOTiUHWE 11eHTp KipoBorpazcbkoi
obacHoi paju», XiMioTeparieBTUUHe BifAiieHHs, M. KpONMMBHULIbKHI

4) 3aB. Bizg. Ko63e O.1.
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KomyHaneHe HekoMmeplliliHe MiAnpueMcTBO «O6macHUN 1[eHTP OHKOJIOTii», OHKOXipypriuHe BifiieHHsS
OpraHiB I'pyJHOI ITOPOXXKHUHYU, M. XapKiB

5) nikap Kynuk C.O.

MeauuHui [IEHTP TOBapUCTBa 3 oOMexkeHOoro BifnoimampHicTio «KJITHIKA BEPYM EKCITEPT», M. KuiB
6) 3aB. Bif. [1leBHs C.IT.

KomyHanbHe HekoMmepliiliHe mMignpueMcTBO «IlofibCbKUM perioHanbHUM LIeHTp OHKOJIOTii BiHHMIIBKOI
obnacHoi Pagu», BigziseHHs xiMioTeparnii, M. BiHHuUIIS

[Mpenapatu nopiBusiHHs, | Jouetakcen (Bendadocel, Benganonen; Docetaxel); KoHLeHTpaT AJisi po3uuHy A iHdy3iii; 80/4 (20) mr/mn

BHUPOOHMK Ta KpaiHa (minirpam/mininitp); AbbVie Deutschland GmbH & Co. KG, HimeuunHa; Bendalis GmbH, HimeuuuHa;
S.C. Sindan-Pharma S.R.L., PymyHis

CynyTHi KowmmnaHis, sika fii€ 3a JJOBipeHICTIO, SIKy HaZlaB CIIOHCOP UM 3asiBHUK Ha BBE3€HHS JOC/IiKyBaHUX

Marepianu/npernapaTy JiKapchKUX 3acobiB Ta cymyTHiX MaTepianiB: TOB «Lentp Kniniuaux Jocmimkens JITI»; TOB «IMII-

CYIyTHBOI Teparnil JloricTrka YKpaiHa».

riiaHieTHUH koMt 'torep iPad Air 2 A1567 (9,77, 1,5 GHz).
JlaboparopHi Habopwu:

Pre-screening C-MET Cycle>2 Day 1

Screening End of Treatment

Cycle 1 Day 1 30-Day Follow-up

Cycle 1 Day 8 Retest

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




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«PaHgomi3oBaHe T0/IBiliHe cJiime rmapasiesibHe OaraTorieHTPOBe Mi>KHAPOHE OC/Ii/PKeHHs JJIsI TIOPiBHSIHHS
eeKTUBHOCTi,  (apMakOKiHeTHKH, (apMakoJuHaMiky, Oe3meuHocti i  iMyHoreHHocti MBO09
(3amporioHoBaHOTrO OioaHasora JieHocyMaly) y mopiBHsHHI 3 mipemapaToM Prolia® (3 €C) y kiHOK i3
ToCTMeHoMay30t0 Ta octeoriopo3om (SIMBA Study)», ko gocnimkernass MB09-C-01-19, dinanbHa Bepcis
1.0 Biz 30 BepecHs 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 ObmexxkeHoro BignoBiganbHicTio «KoHTpakTHO-ocmignunbka Opranizanis IHHOGMapM-
YKpaiHa»

CnoHcop, KpaiHa

mAbxience Research, S.L., Spain

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

MB09 (MB09; Denosumab); Po3unH a5 iH’€Klili y monepeJHbO HAllOBHEHOMY OJHOPA30BOMY ILIIPHULIi
06’emoM Ha 1 mi, skuit MictuTh 60 Mr/mi niperiapaty MB09; 60 Mr/mn (Mistirpamis/mistiniTp); Laboratorios
Farmalan S.A., Icnanisi; GH GENHELIX S.A., Icnanisi; PPD development Ireland Ltd., Ipnangis

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

1) nikap Bbetiko I'. B.

MeauuHUl 1[eHTP TOBApUCTBA 3 OOMEXKEHO BiAMOBiZambHICTIO «L[eHTp CiMeMHOI MeAWIUHM TUTIOC»,
JIiIKyBaJ/IbHO-TIpO(iNakKTHUHUM miapo3aia, M. Kuis

2) a.M.H., ipo@. [lleBuyk C.B.

Krninika HaykoBo-gocigHoro iHcTUTyTy peabimitaiii oci6 3 iHBasmigHicTIO (HaBua/bHO-HAYKOBO-
JIIKyBaJIbHUM KOMILIEKC) BiHHUI[bKOTO Hal[ioHa/IbHOTO MeAuYHOro yHiBepcutety iMm. M.I. ITuporoga, Biggin
Teparii Ta KJiHiYHOI peBMaTOJI0Tii, BiHHULIbKWI HalliOHa/IbHUW MeAUUHUN YHiBepcuTteT iM. M.I. TTuporoga,
Kadeapa BHYTPilIHbOI MeJuLMHA Ne2, M. BinHuULs

3) K.M.H. boiiuyk H.C.

MeauuHul 1I€HTP TOBapHMCTBa 3 0OMeXKeHOIO BiarnoBimanbHicTiO «EmenbBeiic Megikce», JiKyBa/lbHO-
ripodinakTHUHUM TiApo3aia, M. Kuis
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4) n.M.H., ipod. I'purop ea H.B.

Kninika gepkaBHOI yctaHoBa «IHcTUTYT TepoHTosorii imeni [1.9.UeborappoBa HarjioHanbHOI akajemii
Me/IMYHUX HayK YKpaiHW», BiAin kiaiHiuHoi ¢isiosorii Ta maTosorii ornopHo-pyXxoBoro anapaty, BifineHHs
BIKOBOI MaTasiorii OropHO-pyxoBoro arapary, M. Kuis

5) nikap Kapnienko O.0O.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJMOBifanbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIUHUX J0C/IipKeHb», BiA1I Tepariii, peBMaToJIOTIl Ta KapZiosoril craljioHapHOro BifjineHHs, M. Kuis
6) nikap Jlorotiga IL.1.

[Monikninika IleHTpy MeguuHUX TOCAYT Ta peabiniTarii [lep)kaBHOI aKI[iOHEPHOI XOJIAMHIOBOI KOMIIaHii
«ApTtem», Bijji/IeHHS IeHHOr 0 cTalioHapy, M. Kuis

7) nikap ITocron C.B.

Menuunuii 1ieHTp ToBapucTBa 3 00MeXeHOH BizmnoBizanbHicTIO «MeaOya-KniHik», JiKyBa/sbHO-
nipodilaKTHUHUM MTipo3ain, M. Kuis

8) n.M.H., npo@d. CtaHiciaBuyk M.A.

KomyHanbHe HeKOMepIjiiiHe TiAnpueMcTBo «BiHHMI[bKA oOsiacHa KiiHiuHa JikapHsa im. M.I. TTuporoBa
Binnunpkoi ob6macHOi paju», BHCOKOCIIEI[ia/li3oBaHUM KJIiHIUHUM LeHTP peBMAaToJIOTii, OCTeornopo3y Ta
6ionoriuHoi Teparii, BiHHUI[bKUI HalliOHa/MEHUN MeAuuHUM yHiBepcuTeT iM. M.I. TTuporoBa, kadempa
BHYTPIIIHBO1 MeauLMHU Nel, M. BiHHULIS

[Ipeniapatui mOpiBHSAHHS, [Tpoia, Prolia® (Denosumab); Po3uun gy iH’€eKk1ili y nornepeAHb0 HallOBHEHOMY OJHOPAa30BOMY LLTIPHILI
BHUPOOHUK Ta KpaiHa o6'emom 1 m, o mictute 60 mr/mn mipenapary Ipomia (geHocymab); 60 Mr/mn (MimirpamiB/MimimiTp);
Amgen Technology (Ireland) Unlimited Company, Ipnangis; PPD development Ireland Ltd., Ipnangis

CymnyTHi - MacKH Jj1s Ouew;
Marepiasu/nperiapaTtv - KOHTeHepy /1 yTUli3aLii FoCTpUX BUTPAaTHUX Marepialis;
CYIyTHBOI Tepartii - 1abopaTopHi HabopHu

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 IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«E®EKTUBHICTb 1 BE3IMEUHICTE KOMBIHOBAHOI TEPAIIII TIO3EJIIMABOM I
OEMIVNCUPAHOM VY TIALIEHTIB 13 TEHEPAJII3OBAHOKO MIACTEHIEKD TPABIC 13
KIITHIYHMMU TTPOABAMMW», kon aociimkenHss R3918-MG-2018, inkopriopoBaHuii morpaBkoto 1 Big 13
snHsA 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OO0mexeHoro BiamosigameHicTio «KoHTpakTHO-[locmigavnibka Opradizamis [HHOMapM-
YKpaiHa»

CnoHcop, KpaiHa

«Pemxenepon ®apmacktotikanc, [HK.», Crionyueni IlItatu Amepuku (Regeneron Pharmaceuticals, Inc.,
United States of America)

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

[Tozenimab (Pozelimab, REGN3918) (REGN3918; Immunoglobulin G4 [228-proline], anti-(human
complement CS) (human monoclonal REGN3918 y4-chain), disulfide with human monoclonal REGN3918
k-chain dimer; pozelimab); Tlo3enimab (Pozelimab, REGN3918), posumH /i TiAINKipHUX iH’€KI[iN,
200 mr/mn, y ¢dnakoni; 200 mr/mn (Misirpamis/minisitp); Catalent Indiana LLC, USA (CIIA); Regeneron
Pharmaceuticals, Inc., USA; Fisher Clinical Services, USA; Fisher Clinical Services GmbH, Switzerland;
Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services, USA; Nelson Laboratories,
USA; Nitto Avencia Pharma Services, USA;

[Tnare6o g0 ITo3enimab (Pozelimab, REGN3918), aqueous buffered solution, pH 5.8, containing 100 mM
arginine hydrochloride, 20 mM histidine, 0.15% (w/v polysorbate 80,2% (w/v) sucrose; po3uuH AJsi
nigmkipHux in’ekuiid; Catalent Indiana LLC, USA (CIIA); Regeneron Pharmaceuticals, Inc., USA;
Fisher Clinical Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services, USA; Nelson Laboratories, USA; Nitto Avencia
Pharma Services, USA;

Hemaucupan (Cemdisiran, ALN-CC5) (ALN-CC5; cemdisiran); Llemaucupan (Cemdisiran, ALN-CC5),
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po3uMH i mifgwKipHux iH’ekuiii, 200 mr/mn y ¢uakoni; 200 mr/mn (minirpamis/mininitp); Albany
Molecular Research Inc. (Glasgow) Limited, United Kingdom; Fisher Clinical Services, USA; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Agilent
Technologies Inc., USA; Wickham Laboratories Limited, United Kingdom; Hologic Limited T/A Tepnel
Pharma Services, United Kingdom; Pace Analytical Life Sciences, USA; Associates of Cape Cod, Inc.,
USA;
[Tnane6o go Llemaucupad (Cemdisiran, ALN-CC5), po3uuH /s migmkipaux iH’ekiifi; Albany Molecular
Research Inc. (Glasgow) Limited, United Kingdom; Fisher Clinical Services, USA; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Agilent Technologies Inc.,
USA; Wickham Laboratories Limited, United Kingdom; Hologic Limited T/A Tepnel Pharma Services,
United Kingdom; Pace Analytical Life Sciences, USA; Associates of Cape Cod, Inc., USA

BignosiganeHui (i) 1) a.m.H., ipod. Byuakuuticbka H.M.
JIOCJTiIHYK (1) Ta MiclLie KomyHa/ibHe HeKOMepIiiiiHe MiJIpUeEMCTBO «3aropi3bKa 06/1acHa KiliHiuHa JlikapHs» 3aropi3bKoi 00/1acHOl
(s1) mpoBeeHHSI pasy, BiazineHHs HeBpoJorii Nel, /lep)kaBHu 3ak/aj, «3aropi3bka Meu4Ha akajeMis MiC/sJurIOMHOL

BUMIPOOYBaHHA B YKpaiHi | ocBiT MiHicTepCcTBa 0XOPOHHU 3[I0pOB'st YKpaiHu», Kadeipa HEPBOBUX XBOPOO, M. 3aropixoKs

2) A.M.H., fou. HensBa L.I.

KomyHanbHe mignpueMctBo «IlonTaBcbka obOsiacHa KiiHiuHa JjikapHsi imeni M.B. CxkiidocoBcbKoro
[TonTaBcbkoi  obnacHoi paaw», HeBposoriuHe BiagineHHs, IlonTaBChKUN /Aep)KaBHUM — MeJUUHUI
yHiBepcUTeT, Kaepa HepBOBUX XBOPOO 3 Helpoxipypriero Ta MeJUUHOI reHeTHKOO, M. [lonTaBa

3) k.M.H. [Jopowenko O.0.

JlikyBasibHO-ZliarHOCTHUHMH 1eHTp «Helipo ['1o6am» ToBapucTBa 3 00MEXKeHOI0 BimoBifaneHicTI0 «Helipo
['nobamn», mikyBanpHO-TIPOGiMaKTHUHUN TTiApo3Aia, M. IBaHO-PpaHKiBChK, ¢. KpuxiBii

4) 3aB. Bif. 'anyma A.L

KomyHanbHe HekomepijitiHe mianpueMctBo KwuiBcbkoi ob6sacHoi pagu «KuiBcbka obsiacHa KiTiHiUHa
JIIKapH$», HeBPOJIOTiuHe BifJiieHHs, M. KuiB

5) A.M.H., npo¢. Mockogko C.I1.

MeauuHuii 1[eHTp TOBapucTBa 3 0OMekeHOW BiAmoBiganbHiCTIO «Meguunuii 1eHTp «CamoTrem»,
JIKyBa/IbHO-NIPO(iNlakTHUHKH BiAzin, M. BiHHuLS

6) K.M.H. [Ticoupka O.B.

JepxxaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazemii MeauYHUX
HayK YKpaiHW», BiJJi/eHHs ayTOIMyHHUX Ta [JereHepaTUBHUX 3aXBOPIOBaHb HEPBOBOI CUCTEMH,
M. XapkKiB




3 TPOJIOBXKEHH 0JaTKa 6

[TpenapaTy MOpiBHAHHSA, | —
BUPOOHUK Ta KpaiHa

CymnyTHi - nabopartopHi Habopw;

Marepianu/npernapaTy - npunagu EKT;

CyMyTHBOI Tepariii - criipoMeTpH Ta OOJiafiHaHHS [/s criipomerpa (IINPMIL] KaaiOpyBanbHuUM 00’eMOM 3 J1 Ta 3aTHCKaui /s
HOCa);
- IMHaMOMeTpH;
- TOHIOMeTpy;

- IOPTAaTUBHI eJIEKTPOHI TIPUCTPOI Ta akCeCcyapu 10 HUX;
- eCOA mniaHIlIeTH Ta akcecyapu

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




Hoparok 7
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«PanziomizoBane, OarartolleHTpOBe, TIO/BiliHe ciire fgocsifkeHHs (a3 3 3 BUBUEHHS IIperapary
amuieHecTpaHT (SAR439859) y nopiBHsHHI 3 TaMoKcU(eHOM [/ JIiIKyBaHHsI MaL[iEHTIB 3 TOPMOH-peLienTop-
TIO3WTUBHUM, HeTraTUBHUM ab0 MO3UTHBHKM 3a PeLielITOPOM elliZiepMabHOro (akTopy poCTy JHOJUHU 2-TO
TUITy paKOM MoJIOuHOI 3a103u crtafii [IB-III, ski npunvHuiM af'toBaHTHY Tepartito iHTiGiTOpoM apomarasu
yepe3 TOKCUUHICTb, TOB'I3aHy 3 JIIKyBaHHsIM», Kof pmociipkeHHss EFC16133, Bepcis 1 Big 02 BepecHs
2021 poky

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peluepii e feBesiorniMaH, PpaHiiisi)

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

Amcenestrant (SAR439859; SUB186740, P969, P969 SERD; AwmueHectpadT); TabseTka, BKpuTa
o6osonkoro; 200 mr; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inma Ha3Ba — Sanofi-
Aventis Recherche & Developpement), France; Patheon France (inma Ha3Ba - Patheon, Thermo Fisher
Scientific), France; Fisher Clinical Services Inc., USA; Creapharm Clinical Supplies, France; Almac
Clinical Services Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services, USA;
[Tnaie6bo mo AwmreHectpaHty; Tabsetka, BKpuTa 000/0HKOI0; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inmma Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Patheon France
(imma Ha3Ba - Patheon, Thermo Fisher Scientific), France; Fisher Clinical Services Inc., USA; Creapharm
Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services,
USA; Almac Clinical Services, USA

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

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

HepxaBHa ycTaHOBa «IHCTUTYT 3aranbHOi Ta HeBifknagHoi xipyprii imeni B.T. 3aiiuieBa HarijioHanbHOT
akaZiemil MeMYHUX HayK YKpalHW», Biffi/leHHd THiMHOI Xipyprii Ha 25 JIDKOK 3 IanaTtor IHTeHCUBHOI
Teparii Ha 6 Mi>KoK, XapKiBCbKa MeJu4yHa akajieMist Mic/IsiIUIIOMHOT OCBiTH, Kaespa OHKOJIOTIT Ta AUTSYOL
OHKOJIOril, M. XapkKiB
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2) a.M.H., nipod. ['oTeko €.C.

KomyHanbHe HeKoMepliiliHe TiAnprueMcTBO «LleHTpanbHa MicbKa K/liHIUHA JiKapHsSI» Y KropoAcCbKoi MiCbKOI
pajiy, TeparieBTUYHE BiJI/IeHHS, M. Y KTOpoJ,

3) nikap JleBenko O.I.

KomyHanbHe HekoMepijiliHe TiANPUEMCTBO «3aropi3bKUi perioHaJbHUN TIPOTUITYXJIMHHUM  LIeHTP»
3artopi3pKoi 006/1acHOI pajy, BififineHHss OHKOXiMioTeparlii 3 [eHHUM CTal[ioHapoOM, M. 3armopiXKs

4) K.M.H., fo11. Hedbda M.HO.

KomyHanbHe HekoMmepliiliHe mignpueMcTBO XapKiBcbKoi o6macHOi pagu  «O6sacHUNA — KITiHIUHUH
crieljiasi3oBaHMM AMCIIAHCED pafialliiHOTO 3aXMCTy Hace/eHHs», XipypriuHe BiJfli/ieHHSI 3 OHKOJIOTIYHUMU
JIbKKamMu, M. XapKiB

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

MeauuHui [IEHTP TOBapUCTBa 3 oOMexkeHoro BifnoeimampHicTio «KJITHIKA BEPYM EKCITEPT», M. KuiB
6) nikap Pekyrta A.C.

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

7) A.M.H., ipod. Cyxina O.M.

Kninika [epkaBHOi ycTaHOBU «IHCTUTYT MeAuuHoi pagiosiorii Ta onkosorii im. C.II. T'purop eBa
HauioHaneHOi akajgeMii MeAMUHMX HayK YKpaiHW», BiJJileHHS KIIIHIUHOI OHKOJOril Ta remaToJIOrii,
M. XapKiB

8) nikap 3penux JI.B.

Mepyunnii 1jeHTp «YHiBepcanbHa KiiHiKa «OO6epir» TOBapucTBa 3 0OMEXEHOIO BiJTIOBiJAMBHICTIO
«Kanurany, KIiHIKO-KOHCY/IbTaTUBHE BiffieHHs, M. KuiB

[Ipeniapatvi mOpiBHSIHHS, Tamoxifen (SUB04672MIG; Tamoxifen citrate; Tamokcuden; Tamokcudeny nurpar; Tamoxifen 20 PCH®;
BHUPOOHUK Ta KpaiHa Tamoxifen 20 PCH); Tab6setka; 20 mr; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHma
Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Fisher Clinical Services Inc., USA;
Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom; Almac Clinical
Services, USA; Almac Clinical Services, USA; TEVA Czech Industries s.r.o, Czech Republic

[Tnaue6o mo Tamokcudeny; Tabnetka; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHmra
Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Fisher Clinical Services Inc., USA;
Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom; Almac Sciences
Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services, USA; Genepharm AE /
Genepharm SA (inma Ha3Ba — Genepharm S.A.), Greece; TEVA Czech Industries s.r.o, Czech Republic
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CymnyTHi - MOOi/TBHI TTPUCTPO;
MaTepiasi/TperapaTu - 1abopartopHi Habopw.
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HonaTok 8
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBneHuii po3ain «SKicTb» JloChe AOCTIKYyBaHOTO JliKapcbkoro 3aco0y Benerokmakc (ABT 199),
Bepcisg 3.0 Bixm 04 uepBHs 2020 poky; 3amydeHHsSI /0[aTKOBOi BUPOOHWYOI Mi/NSHKW [JIs1 JIiKapChKOi
cyOcTaHIil JoCTipKyBaHoro Jylikapcbkoro 3aco0y Benetokmakc (ABT 199) — Rolabo Outsourcing S.L.,
Icrianisi; 3anmyueHHs1 [0/]aTKOBOI BHUPOOHWYOI [i/ITHKK [yis JiKapChbKOI CyOCTaHI[il AOC/TipKyBaHOTO
nikapcekoro 3acoby Beneroknakc (ABT 199) — Solvias AG, IllBeiitiapisi; 3asiyueHHsI aJibTePHaTHBHOTO
rpernapaTy mopiBHsiHHS Bortezomib Ribosepharm 3,5 Mr, mopoiiok [jsi MPUrOTyBaHHSI PO3UMHY AJIsI
iH’eknii (BmacHUK peectparjiiHoro mnocBigueHHs: Hikma Pharma GmbH, Germany; BupoOHMK: SIA
PHARMIDEA, Latvia (agpeca: 4 Rupnicu iela, Olaine, LV-2114, Latvia)); IlogoBxxeHHs Tiepioay
TIpOBeZleHHs1 K/iHiyHOro BUMNpoOyBaHHs B YKpaiHi 3 16 TpaBHs 2019 poky 0 27 BepecHst 2022 poky

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

Ne 248 Big 09.03.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«baratoLieHTpoBe, paHJOMi30BaHe, TMOABiliHe cCJjine AOCHipKeHHs ¢a3u 3, y $SKOMY BHUBUYAETHCSA
bopre3omib Ta ZekcameTa3oH y KOoMOiHallii 3 BeHETOKIaKCOM abo rianebo y MAaIji€HTiB 3 PeLUAUBHOI0
abo pedhpakTepHOK MHOXXMHHOIO Mi€JIOMOIO 3 UyT/IMBIiCTIO [0 iHTiOiTOPiB MpoTeacom abo y MallieHTiB, sKi
He OTPUMYBA/IM JTiKyBaHHs iHribiTopamu mpoteacom», M14-031, 3 iHKOPIIOpoBaHOK AIMiHiCTPaTUBHOIO
3miHoto 1 i IlompaBkoro 0.01 (Tinbku gy Ppanuii), MicueBoro IlompaBkoro 1 ana SAmnowii Ta
I'nobanearMu ITonpaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Bix 16 rpyans 2020 poky

3asgBHUK, KpaiHa

«E66Bi biodapmachktoTikan3z 'M6X», I1IBeiiiapis




2 TPOJIOBXKEHH 0JaTKa 8

CrioHcop, KpaiHa E66Bi Iuk, CIIIA / AbbVie Inc., USA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBnenuti po3zin 3 «Akicte» gocke [J13 6epmekimad (JNJ-77474462), nuctomnaz 2021 p.; [TogokeHHs
TepMiHy mipugatHocTi [JI3 6epmekimMab (JNJ-77474462) po3uuH y TorepeHbO 3allOBHEHOMY IITIPHIIi,
175 mr/mn, pno 30 micsAwis

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

Ne 2426 Big 05.11.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, OaraTolleHTpPOBe, TO/BilHe ciline, TUIale00-KOHTPO/IbOBAHEe, iHTEpPBEHLIiMHEe K/IiHiuHe
JocimkeHHs1 2a a3y 4718 OLiHKKM e(heKTUBHOCTI, Oe3meuHoCTi, (hapMaKOKiHETHKU ¥ iMyHOT€HHOCTI TIpH
BHYTDIIlIHOBEHHUX BBEJIEHHSX Ppi3HUX 103 OepmekimMady [yisi JiKyBaHHS JOPOC/AMX TIALIi€HTIB 3
aTOTIYHUM JIEPMaTUTOM CepeIHbOr0 ab0 Ba’KKOTO CTyTeHs.», 77474462ADM2003, Big 17.06.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikaris cyrreBoi
TIOTIPaBKU

[TomoBXeHHs] TepMiHYy MPUAATHOCTI AOCTiIKyBaHOro jikapchkoro 3acoby Iipemectpant / Giredestrant /
GDC-9545 (RO7197597), kancynu TtBepzi, 30 mr, no 24 wicsaui; OHonenuii posgin P.8.1 mocke
JOC/TiIKyBaHOTO JliKapcbkoro 3aco0y Tipegectpant / Giredestrant / GDC-9545 (RO7197597), kancynu
TBepAi, 30 wmr, aHriilicbkkoro MoBow; OHoBreHui po3fin P.8.3 mocke AOCHiKYBaHOTO JiKapChbKOTO
3acoby TipemectpanTt / Giredestrant / GDC-9545 (RO7197597), kancynu TBepfi, 30 Mr, aHIJIiHCHKOIO
MOBOIO; 3a/y4yeHHs I0JaTKOBUX BUPOOHWUMX [iSTHOK AOC/TiPKYBAaHOTO JliKapchbKoro 3acoly Jletpo3on /
Letrozole, TabneTku, BKpUTI TJTIBKOBOIO 000/10HKOIO, 2,5 Mr: IHTac ®apmackiotikanc Jlimiten (Matoga),
Inpis / Intas Pharmaceuticals Limited (Matoda), India; InTac ®apmacetorikasc Jlimiten (®apme3s), Iumist /
Intas Pharmaceuticals Limited (Pharmez), India; Xaynt ®apma MrioHctep I'M6X, HimeuunHa / Haupt
Pharma Muenster GmbH, Germany; 3aiyueHHs [0JaTKOBOI BHPOOHHWUOI [iNSIHKA ZOCTiPKyBaHOTO
nikapcekoro 3aco0y Tamokcuden / Tamoxifen, Tabnetku, 20 mr: IxeHedapm C.A., I'pewisi / Genepharm
SA, Greece; 3anyuyeHHs JOJATKOBUX BUPOOHWUMX [i/ITHOK /IOC/iZP)KyBaHOTO JIiKapChKOTO 3acoly
Amnactpo3on / Anastrozole, TabmeTku, BKpUTi TIiBKOBOIO 000/10HKOIO, 1 mr: IHTac ®apmackroTikasc
Jlimiten (Maroga), Inais / Intas Pharmaceuticals Limited (Matoda), India; Intac ®apmachkroTikaic
Jimiten (Papmes), IHzgis / Intas Pharmaceuticals Limited (Pharmez), India; Xaynt ®apma MioHcTep
I'M6X, Himeuunna / Haupt Pharma Muenster GmbH, Germany; 3amy4eHHs /10/IaTKOBUX BHUPOOHHUUMX
JISTHOK JIOCTiKYBaHOTO JliKapchKoro 3aco0y Ek3emecrtan / Exemestane, Tab/eTKH, BKPUTI TJTIBKOBOIO
obosioHKOr0, 25 Mmr: IHTac ®apmackrotikanc Jlimitenq (Maroza), Ingist / Intas Pharmaceuticals Limited
(Matoda), India; Inrtac ®apmacbtoTikanc Jlimiten (Papmes), Ingis / Intas Pharmaceuticals Limited
(Pharmez), India; Eiil'en ®apma Jlimiten, Ipnanzisi / EirGen Pharma Limited, Ireland; /omomixuuit
nocibHUK KopucTyBaya fjis Baiioro OHaiiH-11[oleHHUKa AoctimkeHHs GO42784 nns Ykpainu, Bepcis 1
Big 09/mucronazia 2021 p., yKpaiHCbKOIO MOBOIO; JlomoMiXkKHUM TIOCIOHUK [171s1 BeO-II[0ZleHHUKa /IJIsT




2 NpoOBXKeHHd fojartka 10

pociimpkeHHs: GO42784 nns Ykpainu, Bepcist 1 Big 07 >koBTHS 2021 p., poCiHCHbKOIO MOBO; 3pa3okK
300pa’keHHsI eKpaHy eJIeKTPOHHUX OINUTYBaJbHUKIB TMaljieHTa pociaimkeHHs GO42784_Web Subject
Facing Screen Report, ansa Ykpainu, Bepcis 1 Big 04 mucrornaga 2021 p., yKpaiHCbKOK MOBOIO; 3pa3oK
300pa’keHHsI eKpaHy eJIeKTPOHHUX OINUTYBaJbHUKIB TMalfieHTa aociaimkeHHss GO42784_Web Subject
Facing Screen Report, ans Ykpainu, Bepcis 1 Big 06 BepecHsi 2021 p., pociiicbkoro MoBoro; lidERA
JoCiKeHHs1 - 3pa30K OCHOBHOTO 300pa’keHHsI eKpaHy eyieKTpoHHOro 3actocyHKy_lidERA Study Core
App Screenshots, ays Ykpainu, Bepcis 2.0 Big 09 nucromaza 2021 p., ykpaiHcbkoio MoBoio; lidERA
JoCiKeHHs1 - 3pa30K OCHOBHOTO 300pa’keHHsI eKpaHy eyieKTpoHHOro 3acTocyHKy_lidERA Study Core
App Screenshots, ais Ykpainu, Bepcisi 2.0 Big 09 mucromaza 2021 p., pociiicbkoro mMoBow; lidERA
nmocmimkenHss - Indopmariisi gn1s Habopy maiieHTiB (3pa30K 300pa’keHHS €KpaHy eeKTPOHHOTO
3actocyHKy)_lidERA Study Patient Engagement Content, a1 YKpaiHu, Bepcis Big 27 »xoBtHsi 2021 p.,
yKpaiHCcbKor MOBOIO; lidERA mocrmimkenHs - THpopmaliis a1s Habopy MalfieHTiB (3pa3oK 300pakeHHs
eKpaHy eyieKTpoHHOTro 3acTtocyHKY)_lidERA Study Patient Engagement Content, a/1s1 YKpaiHu, Bepcisi Bif
27 xoBTtHs 2021 p., pociiicbkkoro MoBor; lidERA mocmimkenss - IHdopmarisi g1t Habopy Malli€HTIB -
3pa30K MapKyBaHHs esieKTpoHHOTo ripuctpoto_lidERA Study Patient Engagement Content Device Labels,
Bepcis 1.0, ykpaiHcekoro MoBoto; lidERA mocnimkenHs - THdbopmariis A1 Habopy Talli€HTIiB - 3pa3oK
MapkKyBaHHs esieKTpoHHOTO0 Tipuctpoto_lidERA Study Patient Engagement Content Device Labels, Bepcis
1.0, pociiicbKor0 MOBOIO

Homep Ta gara Hakazy Ne 2237 Big 18.10.2021
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOTO «PanpomiszoBane, Bigkpute, OararouieHTpoBe gocmimkeHHs (a3u I 3 omiHKK edeKTUBHOCTI Ta

BUTIPOOYBaHHs, KO/, Oe3neyHOCTi a/’FOBAaHTHOI Tepamii TipeeCTpPaHTOM TOPiBHSHO 3 aJ’IOBAaHTHOK €H/[OKPHHHOIO

BepCis Ta JaTa MOHOTepAITi€l0 3a BUOOPOM JIiKapsi B TIALiEHTIB 3 eCTporeH-perentop-no3utuBHUM, HER2-HeratnBHUM
pPaKOM MOJIOYHOI 3a/1034 Ha paHHiu ctagii», GO42784, Bepcis 2 Biz 30 yuepBHs 2021 poky

3asBHUK, KpaiHa ToBapuctBo 3 O6MmekeHow BigmnoBiganbHicTio «KOHTpPAaKTHO-OCTIIHUIBKA oOpradizaiis [HHoO®apwm-
YKpaiHa»

CrnioHcop, KpaiHa @. Xobdmanu-JIs Pom JIta, [setitapis (F. Hoffman-La Roche Ltd., Switzerland)
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHOBJ/IEHe CIIpOIIeHe ZI0ChE AOCTIHKyBaHOTrO dikapchkoro 3acoby Komanmicio (BAY 80-6946), Bepcis
09 Big 10 mucromnaga 2021p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 43 Bif 27.01.2016

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«®aza III, panmomi3oBaHe, TIOABiliHe ciine, TUIalEeb0 KOHTPOJBLOBAHE [OC/i/KEHHs BU3HAUEHHS
eeKTUBHOCTI Ta Oe3meuyHOCTi KomaH/ici0y B KOMOiHallii 3 pUTyKCiMabOM y MAalli€EHTiB 3 peLyAuBOM
ingoneHTHOI b-kiTuHHOI HexomkkiHCBKOI niMpomu (IHXJI) — CHRONOS-3», No. BAY 80-6946 /
17067, Bepcis 7.0 3 iHTerposaHoro romnpaskoro 11 Big 22 tpasus 2020 p.

3asBHUK, KpaiHa

TOB «bauiep», YkpaiHa

CnoHcop, KpaiHa

«baitep AI'», HimeuunHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

3alyueHHs1 0/aTKOBOI BUPOOHHWUOI Mi/MSTHKYM [Jisi OC/iPKYBaHOTO JTiKapchkoro 3acoby [ypBamymab
(Durvalumab) 50 mr/mm, KoHLeHTpaT AJs1 po3unHy A iHdys3iii: COOK Pharmica LLC, CIITA

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bip 04.10.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpure, paHgoMi3oBaHe, B TPbOX IMapasesibHUX rpyrax OaratoreHTpoBe mociimkeHHs 111 da3u npu
BukopucTanHi CaBonitiHiOy 3 [lypBanmymabom y mopiBHAHHI 3 BuKOpucTaHHsM CyHiTUHIOy Ta
HypBanymady y sikocTi MoHoTepariii y mamieHTiB 3 MET-no3utuBHOW0, Hepe3eKTabelbHO, JIOKATbHO
TMpe/ICTaB/IeHOI0 ab0 3 MeTacTaTUYHOK TAIliISIPHOI KITUHHOK KapuuHOMOow HuUpku (SAMETA)»,
D5086C00001, Bepcis 1.0 Bizg 26 mrotoro 2021 poky

3asgBHUK, KpaiHa

ToBapKcTBO 3 06MeXeHO0 BianoBsiganeHicTio «JIABKOPIT K/TIHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB / Actpa3eneka Ab, LlIBeris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 13
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

Hopatok 1 Bix cepriasa 2021 mo Bpomrypu gocnigarka RO5541267 TECENTRIQ (atezolizumab), Bepcis
18, Big numnHsa 2021 poky, aHraiiicbkoro MoBoro; [1oZ0B)KeHHSI TepMiHy MPUAATHOCTI [OC/iKYBaHOTO
mikapcbkoro 3aco0y Tuparonmymab st 1/t BBeieHHs, po3uuH s iHekwit, 1040 mr/daakoH, 6,5 M
¢dnakoH, maptii 3436196 g0 24 wicswiB; 306inblieHHs 3arylaHOBAHOI KiIbKOCTI AOCTIHKYBaHUX Yy
K/IiHiYHOMY BHUIIpoOyBaHHi B YKpaiHi 3 51 0 100 oci6

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

Ne 2147 Big 04.10.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«DPA3A 1b, BIOKPUTE, BAT'ATOLEHTPOBE [JOC/IIDKEHHA /11 BU3HAUEHHSA
OIITUMAJIBHOI 103 3 METOIO OLIIHKUA ®APMAKOKIHETUKM, BE3IEYHOCTI TA
INEPEHOCUMOCTI TIAMIKIPHOI'O BBEJEHHS KOMBIHALII TUPATOJIYMABY 1
ATE3OJ/II3YMABY VY MAULIEHTIB 3 MICHEBOIIOIIMPEHMMN ABO METACTATUYHVMWU
I[TYXJIMHAMMW», GP43365, Bepcis 4 Big 21 koBTHS 2021 poKy

3asBHUK, KpaiHa

TOB «ApeHncisa Exkcriiopatopi Megicin», YkpaiHa

CnoHcop, KpaiHa

@. Xopdmann-JIs Pour JItg, Ilseiinapis / F. Hoffmann-La Roche Ltd, Switzerland

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

Iocwke pocmipKyBaHoro jikapcbkoro 3acoby APG-2575, Bepcis 4.0 Big 17 rpygHs 2021 aHrIiiCbKOO
MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«docnimkenns: dasu Ib/II 3actocyBanHs npernapaty APG-2575 sk MoHoTeparii abo B KomOiHarjii 3
iHILIMMU JTiIKapCLKUMU TIperapaTamMy y MaLji€eHTiB 3 peliuJUBYIOUMMU Ta/abo pedpakTepHUMHU XPOHIUHHUM
nimdorurapanM Jietiko3oM (XJIJT)/gpibHoKmiTHHHOIO HiMdoruTapHOio yiMdbomoro (JJIT) (SACRED)»,
APG2575CU101, Bepcis 2.2 Big 15 xoBTHA 2021

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honmatok 15
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBneHa Bporypa gocnignuka no Todarmtuniby (CP-690,550), Bepcisi 17.0, BUmaHHS Bif cepriHs
2021 p., aHraifickkoro MoBow; OHOB/IeHUM 10KyMeHT «OLjiHKa CIiBBiJIHOIIEHHSI PU3KKY Ta KOPHUCTI Bif
yuacTi y K/IiHiuHOMY BUIIpOOyBaHHi», Bepcis Bif 25 cepmHsi 2021 p., aHIJTiMCEKOI0 MOBOIO; [IOMIOBHEHHST
no IadopwmatiiiHoro nucTka A/s mnaiieHTa i ¢dopmu iHQOpPMOBaHOI 3rold Ha y4dacTb y K/iHIYHOMY
JocmipkeHHi (Maiictep Bepcist Bifg 27 motoro 2019 p., Bepcist gy Ykpainu 3.0 Big 27 6epe3ns 2019 p.),
Matictep Bepcis Bim 09 BepecHs 2021 p., Bepcisi A Ykpainu Bix 29 BepecHs 2021 p., aHIJiNCBKOLO,
YKPaiHCHKOIO Ta POCIKCHKOI0 MOBaMU

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

Ne 342 Big 26.02.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«barartoLieHTpOBe, MOJBiliHe CJjile, paHAOMi30BaHe, y Mapaje/ibHUX Tpynax AociimkeHHs1 ¢da3u 3B/4
nperiapary Todauutuni6 (CP-690,550) y maijieHTiB 3 BHPA3KOBUM KOJITOM B CTiMKid peMicCii»,
A3921288, ¢inanbHa Bepcis 3 iHKOpIIOpoBaHOo norpaekoro 3 Bif 11 TpaBus 2020 p.

3asgBHUK, KpaiHa

TOB «KniniuHni gocnimkeHHs AMKOH», YKpaiHa

CrioHcop, KpaiHa

Pfizer Inc., USA/ ®aiizep Iuk., CIIIA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikaris cyrreBoi
TIOTIPaBKU

3pa3ok 300pakeHHs eKpaHy e/IeKTPOHHOT'O MPUCTPOI0, 1110 Oy/ie BUKOPUCTOBYBATUCH MatjieHToM_5-D Itch
eCOA Handheld Screenshots, Bepcis 1,00 ykpaiHcbkoro wmoBoro, Bifg 01 mucromaza 2021 p.;
3pa3ok 300pakeHHs eKpaHy e/IeKTPOHHOT'O MPUCTPOI, 1110 Oy/ie BUKOPUCTOBYBATUCH MatjieHToM_5-D Itch
eCOA Handheld Screenshots, Bepcis 1.00 pocitickkoro MoBoto, Bifx 08 nuctomaza 2021 p.; 3pa3ok
300pakeHHsI eKpaHy eJIeKTPOHHOTO TIPUCTPOIO, 110 Oy/le BUKOPUCTOBYBATHCH TaijieHToM_Patient Training
Quiz eCOA Handheld Screenshots, Bepcis 1,00 ykpaincbkoro MoBoto, Bif 01 mucronaza 2021 p.; 3pa3ok
300pakeHHsI eKpaHy eJIeKTPOHHOTO TIPUCTPOIO, 110 Oy/le BUKOPUCTOBYBATHCh TaijieHToM_Patient Training
Quiz eCOA Handheld Screenshots, Bepcist 1.00 pociticbkkoro MoBoto, Bij 08 nmucronaza 2021 p.; 3pa3ok
300pakeHHsI eKpaHy eJIeKTPOHHOTO TIPUCTPOIO, 110 Oy/le BUKOPUCTOBYBATHCH TaijieHToM_Patient Training
Video eCOA Handheld Screenshots, Bepcis 1,00 ykpaiHncbkoro MoBoto, Bif 01 mucronaza 2021 p.; 3pa3ok
300pakeHHsI eKpaHy eJIeKTPOHHOTO TIPUCTPOIO, 110 Oy/le BUKOPUCTOBYBATHCH TaijieHToM_Patient Training
Video eCOA Handheld Screenshots, Bepcisi 1.00 pociiicbkkoto MoBoto, Bif 08 nucronaza 2021 p.; 3pa3ok
300pa’keHHsI €KpaHy eJIeKTPOHHOTO TPUCTPOIO, 110 Oye BUKOPUCTOBYBaTUCh marjienToM_PBC-40 eCOA
Handheld Screenshots, Bepcist 1,00 ykpaincbkoro MoBoto, Bif 01 mucromaza 2021 p.; 3pa3ok 300pa>keHHs
€KpaHy eJIeKTPOHHOTO TIPUCTPOI0, 110 OyJe BUKOpPUCTOByBaTHCh maijieHToM_PBC-40 eCOA Handheld
Screenshots, Bepcisi 1.00 pocitickkoro MoBoto, Bif 08 mucroraza 2021 p.; 3pa3ok 300pakeHHs] eKpaHy
€JIEKTPOHHOT'O TIPUCTPOIO, 1110 Oye BUKopucToByBaTrch naiieHToM_PGI-C eCOA Handheld Screenshots,
Bepcist 1,00 ykpaiHCcbKOr0 MOBORO, Bif 01 nmuctonaza 2021 p.; 3pa3ok 300pa)keHHsI eKpaHy e/IeKTPOHHOTO
MPUCTPOIO, 1110 Oyze BukopuctoByBatvch TauieHToM_PGI-C eCOA Handheld Screenshots, Bepcis 1.00
pociticbkkoro MoBOR, Bi 08 mucromaza 2021 p.; 3pa3ok 300pakeHHsI eKpaHy e/IeKTPOHHOTO MPUCTPOIO,
110 Oyze BuKopucToByBatrch naiienToM_PGI-S eCOA Handheld Screenshots, Bepcist 1,00 ykpaiHCbKOrO
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MoBoto, Bif 01 muctoraza 2021 p.; 3pa3ok 300pa)keHHsT €KpaHy e/IeKTPOHHOTO TPHUCTPOLO, 1110 Oyze
BukopucTtoByBatuch natiientoM_PGI-S eCOA Handheld Screenshots, Bepcis 1.00 pocilicbkol0 MOBOIO,
Bifz 08 smmcromaga 2021 p.; 3pa3ok 300pakeHHs €KpaHy eJIeKTPOHHOTO TIPUCTPOlo, 1o Oyge
BUKopucToBYyBaTuCh matjienTom_Pruritus NRS eCOA Handheld Screenshots, Bepcis 1,00 ykpaiHCbKORO
MoBoto, Big 01 mucromaza 2021 p.; 3pa3ok 300pakeHHs eKpaHy eJIeKTPOHHOTO MPHCTPOIO, 1o Oyme
BUKOpUCTOBYBaTuCh marlienToM_Pruritus NRS eCOA Handheld Screenshots, Bepcisi 1.00 pociiicbkoro
MoBoto, Big 08 mucromaza 2021 p.; 3pa3ok 300pakeHHs eKpaHy eJIeKTPOHHOTO MPHUCTPOIo, 1o Oyme
BUKOpHUCTOBYBaTuCh manieHToM_HH Training Module eCOA Handheld Screenshots, Bepcis 1,00
YKpaiHCBKOIO MOBOIO, Bifi 17 rpyaHs 2020 p.; 3pa3ok 300pakeHHsI eKpaHy eJIeKTPOHHOTO MPHUCTPOIO, 110
Oyzne BukopucToByBathch TanieHToM_HH Training Module eCOA Handheld Screenshots, Bepcisi 1,00
pociiicekoro MoBoro, Bif 11 rpyans 2020 p.; 3pa3ok 300pakeHHs] eKpaHy eJIeKTPOHHOTO TMPHUCTPO, 0
Oyzne BukopuctoByBatuch marjieHToM_Reminder Icon eCOA Handheld Screenshots, Bepcis 1,00
YKpaiHChKOIO MOBOIO, Bifi 01 mmctonaza 2021 p.; 3pa3ok 300pakeHHs1 eKpaHy €/IeKTPOHHOTO TPUCTPOIO,
mo Oyze BukopucroByBaTHch marjieHTOM_Reminder Icon eCOA Handheld Screenshots, Bepcis 1.00
pociiicbKor MoBo1o, Bif 08 nucronaza 2021 p.; BkiroueHHs1 A0JaTKOBUX MICL[b TIPOBe/IeHHS K/TiHIYHOTO
BUTNIPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. nikap Casiupka JI.M.

MenuyHuii 1[eHTP TOBapucCTBa 3 OOMEXKeHO BiAToBizanbHiCTIO «Mezibop», BifmineHHS
MeJJUYHOTO 1[eHTPY 3 JAEeHHUM CTal[ioHapOM, Xipypri€i0 OAHOrO0 JHS Ta MajaTol iHTeHCUBHOI
Tepariii, M. JKutomup

2. qikap Jlorganizi T.1.

KomyHanbHe HekoMepriiliHe mianpueMcTBo KuiBcbkoi obsacHOi pagu «KuiBchka o6macHa
JIIKapHs1», TepareBTUYHe BifjiieHHs, M. KuiB

3. K.M.H. BummBaniok B.FO.

KomyHanmeHe HeKoMepiiitiHe migrnpueMcTBo «Ob6sacHa KiiHiuHa JiikapHs [BaHO-®PpaHKiBCHKOT
obacHOi paziy», TACTPOEHTEPOJIOTiuHe BifiieHHs, [BaHO-PpaHKIBCHKUI HalliOHATbHUN
MeJUUHUM YHiBepcuTeT, Kadepa BHYTpillIHbOI MeuiuHuA Nel, KmiHIUHOI iMyHomorii Ta
aneproJorii iM. akaziemika €.M. Hetika, M. IBaHO-®PpaHKiBCbK
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4, I.M.H., npod. /I3BoHKOBCbKa B.B.

KomyHaneHe HekoMmepLiliHe MOiANpueMcTBO «lleHTpasbHa MiCbKa KJ/IiHIYHa JiKapHs IBaHO-
@®paHKiBCbKOI MiCbKOi pagu», TepamneBTAYHe BiggineHHsi Ne2, IBaHO-DpaHKiBCHKUNI
Hal[iOHaIbHUM MeJWYHUM YHiBepcuTeT, Kadeapa MpOMNeAeBTUKU BHYTPIIIHbOI MeAULIVHH,
M. IBaHO-®DpaHKIBCHK

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

Ne 2814 Big 17.12.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zara

«RESPONSE: Tlnarje60-KOHTpO/IbOBaHe, PaHAOMi30BaHe JOC/Ti/KeHHs a3y 3 [Jis OI[iHKU e(heKTUBHOCTI
Ta Ge3neuyHocTi mpernapaTy Cesajiennap y maijieHTiB i3 mepBuHHUM OimiapHuM xosanritom (ITBX) Ta
HE/IOCTaTHBOIO BiJTOBiAAI0 Ha ypcoge3okcuxoneBy kucioty (YIXK) abo i HernepeHOCHMICTHO,
CB8025-32048, Bepcis 3.0 Big 30 yepBHs 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmosimanbHicTio «KoHTpakTHO-[ocmigauipka Oprasizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Cimabeii Tepar'toTikc [Hk., CIIIA CymaBay Therapeutics, Inc., USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

BK/TIOUEHHST I0/IaTKOBUX MICITh TPOBE/IEHHS K/TiHIYHOTO BUIPOOYBAHHSI:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1. sikap Jlorganizi T.1.
KomyHanbHe HekoMmepriiliHe MianpueMcTBo KuiBcbkoi obsacHOi pagu «KuiBchka o6sacHa
JIIKapHs1», TepareBTUUHe BifjiieHHs, M. KuiB
2. [.M.H., ipo¢. buukos M.A.

KomyHaneHe HekoMepLjitiHe mifrnpueMctBo «KiliHiuHa JliKapHS MBUIKOI MeAUUYHOL OTIOMOTH
M. JIbBOBa», LJeHTp Teparii, JIbBIBCbKUM HalliOHaTbHUM MeIUUHWN YHiBepcuTeT iMeHi [laHuna
lanuubkoro, kageapa teparii Nel, MeUUHOI /iarHOCTUKKA Ta reMartosorii i TpaHcdy3iosorii
dakynbTeTy mic/AsSAUIIOMHOI OCBiTH, M. JIbBiB

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

Ne 1962 Biz 29.10.2018

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanzomizoBaHe, nozBiiiHe ciiine, TUialeb0-KOHTPO/IbOBaHEe Ta 3 aKTUBHUM KOHTPOJIeM, OaraTolieHTpoBe
JocaikeHHs1 (asu 2/3, 1110 TPOBOJUTLCS y TapasejbHUX Ipyrnax 3 MeTOH OLIHKWA e(eKTHBHOCTI Ta
6e3meuHOCTi ryce/bKyMaly y MailieHTiB i3 XBopoboto KpoHa B akTHBHIl (ha3i Bifi cepe/HLOTO /10 BaKKOTO
cryneHs TspkKKocTi», CNTO1959CRD3001, 3 nonpaskoro 4 Big 21 yunHg 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»
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CnoHcop, KpaiHa Janssen Pharmaceutica NV, Belgium / flnccen ®apmartieBtvika HB, Benbrisi

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

[TopoB)KeHHs1 TepMiHy TIpOBeJleHHs A0C/iIKeHHs B YKpaiHi 10 30 uepBHs 2023 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«docnimkeHHs: 6e3reKy Ta MOIIYK ONTUMAabHOI ZI031, TPY BUKOPUCTAHHI Pi3HUX [030BUX piBHIB MOD-
4023 B MOpiBHSAHHI 3i CTAaHZAPTHOIO IIO/IEHHOIO Teparieto p-nl'3 y mpernybepraTHUX AiTelt 3 gedinuTom
ropMOHY 3pocTy», CP-4-004, ITorpaBka NeS no nporokony, VV-TMF-53886, Bepcia 1.0, Big 12-KOBTHSA-
2017

3asBHUK, KpaiHa

Axkuessciops JIta., YropiiyHa

CnoHcop, KpaiHa

OPKO Biologics Ltd., (OITKO bionomxkukc JItx), I3pains

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikariist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBOTO MiCLisl IPOBe/IeHHsI K/TiHIYHOTO BUTIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. I.M.H., npod. Yemnyk B.€E.

ToBapucTBO 3 OOMEXeHOI BiAmoBifambHICTIO «MeanuHui 1eHTp iMeHi akazeMmika FOpis
[IpokonoBuua ChixkeHka», Bigfin kiaiHiYHUX fgocdimkedb Nel, c. KamitaniBka, Kueso-
CBsiTOIMHCHKUN p-H, KuiBcbka 001

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

Ne 2814 Big 17.12.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«Bigkpurte KommkoBe gociipkeHAs (a3u 2 1o BUBUeHHIO TiperiapaTty FS118, 6icrernudiunoro antuTina
no LAG-3/PD-L1, y mnauji€HTiB 3 MOLIMPEHUMM 3/I09KICHUMU HOBOYTBOPEHHSIMU 1 3J/I0SIKICHUMU
HOBOYTBOPEHHSIMM Ha paHHiu ctagii», FS118-21201, Bepcis 1.0 Bix 17 cepris 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

®-crap TepanstoTikc Jlimiten (F-star Therapeutics Limited)

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

B.o. revepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

3pasku 300pakeHHs oaTKy Televisit App Ha ekpaHi eJIeKTPOHHOTO TIPUCTPOIO AIJIs1 TiatlieHTa, Bepcis 1.1
Biz 19 xoBTHs 2021p., YKpalHCbKOI MOBOI; BK/HOUEHHS [0JaTKOBHUX MICL[b MPOBeJeHHSI K/IiHIYHOTO
BUTIPOOYBaHHS:

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

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

1. a.M.H. Ctacumvn O.B.

[HepxaBHa yctaHoBa «IHCTUTYT maTosiorii KpoBi Ta TpaHcdys3itiHOI MeauuyHM HarioHanbHOT
aKkazemii MeJUUHMX HAyK YKpaiHW», BifJli/JIeHHs 3arajbHOI Ta reMarToJ/IOTiyHOi Xipyprii, M.
JIbBiB

2. | nikap Bu6upana P.J1.

KomyHasnbHe HekoMepliifiHe miAnpueMcTBo «TepHorinbcbka oOiacHa KiIiHIUHA JHiKapHs»
TepHoIiIbcbKOI 00/1aCHOT pajiy, remMaTo/IoriuHe BifineHHs, M. TepHOITib

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

Ne 1849 Biz 11.08.2020

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi30BaHe, TMOABiMiHe cJiinle, TUIAle00-KOHTPO/IbOBAHE MAOCTiIKeHHS a3l 2 [  OLiHKH
OesmeuHocTi, mepeHocuMocTi Ta  edekTtuBHOCTi  mpemapary TAK-079 y  mauiedTtiB i3
MePCUCTYIOUOI/XPOHIYHOIO TIEPBUHHOI0 iMyHHOIO TpoMbOouuroneHiero», TAK-079-1004, Bepcis i3
rioripaBkoro 4 Biz 05 TpaBHs 2021 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianorigansHicTio «KoHTpakTHO-[ocmiguuipka Oprasiszaifiss IHHOGapM-
YkpaiHa»
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CrioHcop, KpaiHa Takena leBenonment Centep Amepikac, IHk., CILIA (Takeda Development Center Americas Inc., USA)

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopnaTok 21
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

Indopmariisi g maijieHta Ta iHdopMOBaHa 3roJla Ha y4YacTb Yy HAyKOBOMY [IOC/Ii/PKEHHI Ta
Heo0OB’SI3KOBOMY /10C/Ti/KeHHi, Bepcisi 12.0 ans Ykpaiau Big 25 »koBTHs 2021 poKy, YKpailHCBHKOIO Ta
pociticbkkoro MoBamu; [HdopMaljitiHa KapTka maijieHTa, Bepcisi 3.0 Ay YKpainu Big 27 BepecHs 2021
POKY, YKPaiHCBKOIO Ta POCiiCEKOI0 MOBaMH

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 403 Big 04.05.2016

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomizoBane, mogBitiHe ciine mocsimkends, 111 ¢a3u, a1 MOpiBHSHHS TpernapaTy YTafal[UTUHIO
(ABT-494) y Burssiii MOHOTepariii 3 MeTOTPEKCAaTOM, Y TMAl[i€EHTIB 3 CepeJHbOTSKKOI abo TSHKKOIO
(opMaMy aKTHBHOTO PEeBMAaTOIHOTO apTPUTY, 3 BiAICYTHICTIO a/leKBaTHOI BiJTIOBiZi Ha MeTOTpeKcaT»,
M15-555, 3 iHKOpriopoBaHUMH AIMiHICTpaTUBHUMH 3MiHamu 1, 2, 3, 5, 7, 8,9, 10 Ta 11 i [lonpaBkamu 1,
2,2.02,3,3.02,4, 5, 5.02, 6 a7 Big 04 rpyauas 2020 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacsktoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTok 22
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikaris cyrreBoi
TIOTIPaBKU

Bporypa (nem6ponizymab), Bepcis 21 Big 02.09.2021; dopma iHhOpMOBaHOI 3roJji Ha yuyacTb Y BBigHiH
YaCTUHI JOCTiKeHHs I OIiHKK Oe3reuHocTi, Bepcis 2.0 Big 08 mumcromaza 2021 p. ansg YKpainu
aHrmicekoro MoBoro; dopma iHpopmMoOBaHOI 3ro/jM Ha yuyacTb y BBiAHIM YaCTMHI JOCHTiKeHHS AJist
omiHku 6e3meuHocti, Bepcisg 2.0 Big 08 mucromaza 2021 p. ansg YKpaiHM pociiicbkoro MoBoro; dopma
iH(hopMOBaHOI 3roJj Ha y4yacTb Y BBi/IHil YaCTHHI JOCTIHKEeHHS [/1s OL[iHKK Oe3meuHocTi, Bepcis 2.0 Biz
08 mucromaza 2021 p. ana YKpaiHu ykpaiHCbKOO MoBoro; dopma iHpOpMOBaHOI 3roili Ha ydacTb y
pocmigkenHi, Bepcia 3.0 Big 08 mmcromaza 2021 p. g YKpaiHM yKpaiHCBKOO MOBOKO; PopMa
iHdbopMoBaHoi 3rou Ha yyacTb y fociimpkeHHi, Bepcis 3.0 Big 08 nucrtomaza 2021 p. ans YkpaiHu
pociticekoro MoBoro; PopMa iHhopMOBaHOT 3roAiv Ha y4acThb Y AoCTilKeHHi, Bepcis 3.0 Big 08 micromnaza
2021 p. ans YKpaiHu aHriilicbkoro MoBoro; KapTka HaragyBaHHs 1po 3ycTpid, Bepcis 01 Big 25.06.2021
p., A YKpaiHu yKpalHCbKOIO MOBOXO; KapTka HarajyBaHHs npo 3yctpiy, Bepcisa 01 Bifg 25.06.2021 p.,
J1si YKpaiHM pocilickkoro MoBoro; Bpoiilypa menuuHoro npaijiBHUKa, Bepcis 01 Big 25.06.2021 p., gns
YKpaiHu yKpalHCBKOIO MOBOMO; bpoiiypa MeauuHoro mpatjiBHuka, Bepcig 01 Bix 25.06.2021 p., aus
YKpainu pociticbkkoro MoBoro; IpeseHTarlis mocimpkeHHs,, Bepcis 01 Big 06.07.2021 p., ans YKpainu
yKpaiHCbKOI0 MOBOI0; [1pe3eHTatiis gocuigpkenHsi, Bepcis 01 Big 06.07.2021 p., ans YKpaiHu pociliCbKOr
MoBor0; ITocibHWK i3 HazaHHs iHdbopMoBaHoi 3rogu, Bepcigs 01 Big 30.07.2021 p., gasg YKpaiau
yKpaiHCbKOI0 MOBOIO; KepiBHUIITBO 3 HazlaHHs iHdopmoBaHoi 3rogu, Bepcis 01 Big 30.07.2021 p., ans
YkpaiHu pocilicbkkoro MoBoro; bporirypa maijieHTa, Bepcig 01 Big 29.06.2021 p., gnas Ykpainu
YKpaiHCbKOIO MOBOO; bportypa natjienra, Bepcis 01 Big 29.06.2021 p., A1 YKpaiHu POCiHCBKOI0 MOBOIO;
®naep nauienta, Bepcig 01 Big 25.06.2021 p., ana YKpaiHM yKpaiHCbKOHO MOBOR; Pjaep marji€HTa,
Bepcig 01 Bim 25.06.2021 p., ana YkpaiHd pociiicbkoro MoBOro; Iloctep marjieHta, Bepcisi 01 Bif
25.06.2021 p.,
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Iy YKpaiHM yKpaiHCbKO MoBORO; Iloctep manienta, Bepcis 01 Bim 25.06.2021 p., aag Ykpainu

pociticbkoro MoBOr; HaBuanmpHMIA mociOHMK a5 marjieHTiB, Bepcis 01 Big 30.06.2021 p., ans Ykpainu
YKPaiHCbKOO MOBOIO;
HaBuanbHuii mocibHuK [ mauieHTiB, Bepcis 01 Big 30.06.2021 p., a1 YKpaiHu pPOCiiChKOI0 MOBOIO;
Jluct pocnigHuka Jjikapro, Bepcisg 01 Big 25.06.2021 p., g YKpaiHM yKpalHCBKOHO MOBORO; JIuct
JocnigHuKa mikapro, Bepcisi 01 Big 25.06.2021 p., Az YKpaiHu pociiicbkoro MoBO; KapTka paHzoMisatiii
nauienra, Bepcig 01 Big 07.07.2021 p., ang YkpaiHM yKpaiHCbKOO MOBOH; Kaprka paHpomisariii
nanienTa, Bepcist 01 Big 07.07.2021 p., Ans YkpaiHnu pocilicbKoro MOBO; KapTka s marjieHTiB, sKi He
Oy/i1 BK/TFOUEHi B ZOC/TiZPKEHHsT 3a pe3y/bTaTaMu CKpuHiHTY, Bepcis 01 Bix 07.07.2021 p., ans Ykpainu
YKPaiHCbKOK MOBOIO;
Kaprtka z/1s1 matjieHTiB, siki He Oy BK/IIOUeHi B JOC/TiPKEHHS 3a pe3y/IbTaTaMu CKpUHiHTY, Bepcist 01 Bif
07.07.2021 p., ans Ykpainu pociiicbkoro MoBoro; KapTka nogsiky natiieHty, Bepcis 01 Bix 07.07.2021 p.,
I YKpaiHu yKpalHCbKOX MOBORO; KapTka nozasku mnatieHTy, Bepcis 01 Big 07.07.2021 p., gas Ykpainu
POCiliCbKOI0 MOBOIO; ENeKTpOHHMIA JTUCT i3 MOASKOI JoCaigHULIbKOMY caiTy, Bepcis 01 Big 07.07.2021
P., @HTJTiIICbKOI0 MOBOO

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

Ne 833 Big 28.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe moBitiHe ciine gociipkeHHs (a3u 3 eHKopadeHiOy Ta OiHiMeTiHIOy B moeaHaHHI 3
nemMOposisymaboM y TIOpiBHSIHHI [0 Twuianebo B TMO€gHaHHI 3 TIeMOposi3ymMaboM y Talli€HTiB i3
MeTacTaTMUHOK abo HeorepabesbHOK MiCL[eBO TOIIMPEHO MeTaHOMOM), TIO3UTHBHOK /10 MyTalliid
BRAF V600E/K», C4221016, octatouHa Bepcist mpotokoy, ITorpaBka 1 Bix 31 6epe3nst 2021 poky

3asgBHUK, KpaiHa

[N¢atizep Iuk., CIIIA

CnoHcop, KpaiHa

[aitzep Iuk., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

dopma /103B0/Ty Ha BUKOpHUCTaHHs 3HIMKiB KT/MPT B HaBua/ibHUX i (a00) peKnaMHUX I[i/IAX, T/I00aibHa
Maiictep Bepcisi 1 dopmu fo3Bosy, Bepcis 1 gns Ykpainu Bif 25 >xoBTHa 2021 p., aHIVIIHCBKORO,
YKPaiHCBKOI0 Ta POCiMCbKOK0 MOBaMU

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

Ne 1050 Biz 04.09.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Mi>kHapoiHe, paHAOMi30BaHe, BigKpuTe AocCHikeHHsS (a3u 3 gjs ouiHku mnpernapaTy REGN2810
(a"THTiNA 10 PD-1) nopiBHAHO 3 XiMiOTeparii€ro Ha OCHOBI MpernapaTiB IJIATUHU SIK Teparlii nepuioi JiiHii B
TMALi€HTIB i3 PO3MOBCIO/KEHUM ab0 MeTacTaTUYHUM PD-L1-MO3UTUBHUM HepiOHOK/TiTHHHUM pakoM
Jieredb», R2810-ONC-1624, 3 iHKOpriopoBaHot0 nornpaBkor 9 Bix 13 tpasHs 2020 p.

3asgBHUK, KpaiHa

TOB «Kniniuni gocnigkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemyxenepon ®@apmackroTikasc, IHk., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporrypa gocnigHuka Jikapcbkoro 3aco0y itemekimab (SAR440340/REGN3500), Bepcis Ne6 Bif
26 >koBTHS 2021p., aHTJiICEKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanpomisoBaHne, ToBiliHe criine, T1aleb0-KOHTPO/IbOBaHEe JOCTiHKeHHsT 3 a3y B Mapasie/ibHUX Ipyrax,
II0 TIPOBOAWTBCSA [yii BUBYEHHS e(eKTUBHOCTi, 0e3MeYHOCTi Ta TIEPEHOCHUMOCTI —Tperapary
SAR440340/REGN3500/iTeriekimab (MOHOK/IOHA/IBHI aHTUTINA, crietpdiuni g0 1L-33) y mamieHTiB i3
MOMiDHUM Ta Ba)KKUM XPOHIUHMM OOCTPYKTHBHHMM 3aXBOPIOBaHHSM JjiereHb (XO3JT)», EFC16750, Bepcis
1 Big 25 BepecHsi 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepiil e feBesiornMaH, OpaHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

BKJ/TIOUYeHHs1 10/1aTKOBOT'O MiCLIsl TPOBeZieHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. I.M.H., npod. Ky3bmina I'.I1.
KomynanbHe mnignpueMctBo «KpuBopisbka Micbka KiiHiuHa sikapHs Ne2» Kpuopisbkoi
MiCbKOI pajid, KapAioJioriude BiaziseHHs1, M. Kpuuii Pir

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

Ne 1722 Biz 11.08.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«bararorieHTpoBe, paHZiOMi30BaHe, TMO/BiliHe Crire, TIaleb0 KOHTPOJhOBaHE, B TapaselbHUX Tpyrax
KJIiHIUHe [OC/Ii/PKeHHsT HirnokaniMaby y [JOpOC/MX TMaLji€HTiB 3 aKTUBHHUM CHCTEMHMM YepBOHUM
BoBUYakKoM», 80202135SLE2001, 3 nornpaskoro 1 Bix 27.05.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

3miHa BifnmoBigaspHOro gociigauka y MIIB:
Byso Crano

K.M.H. ['ycak O.C. K.M.H. ['peuaHceka JI.B.

ToBaprcTBO 3 00MeXeHOW BifnoBifanbHiCcTIO | ToBapUCTBO 3 0OMEXEHOIO BiZNIOBiJanbHICTIO
«Meguunuii  ueHTp «KoHcuniym Megikan», | «Meguunnii  1eHTp «KoHcuniym  Megikan»,
KJ/TIHIKO-KOHCY/IbTaTUBHE BiffieHHs, M. KHuiB KJIiHIKO-KOHCYJIbTaTMBHE BiijieHHsl, M. K1iB

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

Ne 2426 Biz 05.11.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, OaraToIleHTpPOBe, TOBiMHe Crline, TUIaleb0-KOHTPO/ILOBAHEe, iHTEpPBEHLIiMHEe K/TiHiuHe
JocimkeHHs1 2a a3y 718 OLiHKKU e(heKTUBHOCTI, Oe3meuHoCTi, (papMaKOKiHETHKU ¥ iMyHOTe€HHOCTI TIpH
BHYTDIIIIHOBEHHUX BBEJIEHHSX Ppi3HUX 103 OepmekimMady /il JiKyBaHHS JOPOC/AMX TIALli€HTIB 3
aTOMYHUM /IePMaTUTOM CepeIHbOr0 ab0 Ba’KKOTO CTyTeHs.», 77474462ADM2003, Big 17.06.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU

Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

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

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

n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. JIe6enp K.M.
KomyHanbHe HeKoMepLliliHe MiANPUEMCTBO «XepCOHCbKA MiCbKa KIIiHIYHA JIKapHd iM.
€.€. Kapabeema» XepCcoHCHKOI MiCbKOI pa/id, My IbMOTePAieBTHUHE BifI/Ii/IeHHS, M. X€epPCOH

2. I.M.H., npod. CmisiH C.1.
KomyHaneHe HekomepLiiiiHe MiANPUEMCTBO «TepHOMi/JIbCbKa YHIBEPCUTETChKa JIiKapHS»
TepHominbcbKoi 06/1aCHOI pafivi, peBMaToJIoTiuHe BifineHHs, TepHOITi/IbCbKUNA HallioHATbHUMA
MeguuHUA yHiBepcuTeT imeHi 1.51. 'opbaueBcbkoro MiHicTepcTBa 0XOPOHM 3/]0POB'sl YKpaiHy,
Kadespa BHYTPilIHbOI MeAuLMHU No2, M. TepHoMinib

3. I.M.H., ipod. CranHiciaBuyk M.A.
KomyHa/meHe HeKOMepIliiiHe ITi[TPUEMCTBO «BiHHHUIIbKA 00siacHa K/IiHIUHA JIiKapHS iM.
M.I. TluporoBa BinHuipKoi 067acHOi pajgw», BUCOKOCIIEI[ia/li30BaHUNA K/TiHIUHUMA I[eHTp
peBMaTosorii, octeoropo3y Ta OiosioriuHoi Teparii, BiHHMIIbKMIM Hal[iOHAJbHUN MeJUUHHN
yHiBepcuteT im. M.I. [Tuporosa, Kadeapa BHYTPiliHbOI MeAuLiiHU Nel, M. BinHulIs

4, jikap Bacunenp B.B.

JIiKyBa/IbHO-/IiarHOCTUYHHUI 1I€HTP TOBapucTBa 3 OOMEXeHOW BiAmoBiganbHicTIO «[lim
MeauiHn», aM0y/1aTOPHO-TIOJiK/TiHIUHe BifgineHHs, M. Ozeca

Howmep Ta faTa Haka3y
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

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

«bararorieHTpoBe, paHiOMi30BaHe, TIO/BiliHe CJliMe, TUIaleb0 KOHTPO/IbOBaHe KIIiHiUHe AOoCTipKeHHsT 3b
a3y a5 oLiHKK eheKTUBHOCTI Ta 0e3rMeyHOCTi MpU3HAueHoro MiAIIKipHO TyceibKymaly y Malli€HTiB 3
aKTMBHUM TICOPiaTUUHUM apTPUTOM, SIKi paHillle Mand HeJOCTAaTHIO BiZMOBiAb Ta/abo HerepeHOCHMiCTh
NiKyBaHHSI OZHUM 3 iHTibiTOpiB (hakTOpy HEKpo3y myxiuH anbgha», CNTO1959PSA3005, Big 13.04.2021

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
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBsieHa 6poriypa gocigavka, Bugantsa 9.0 Big 12 ceprist 2021 poky aHTr/IiMCbKOI0 MOBOO; OHOBJ/IEHA
®opma iHpopmMOBaHOI 3rofu As MalieHTiB, Bepcis 2.0 ana Ykpainu Big 09 nucromaga 2021 poky
aHIVIIMCbKOIO, POCIMCBKOK Ta YKpaiHCBKOW MOBaMH; 3ajiyueHHs [0/aTKOBUX MICLb TIPOBe/leHHs
KJIiHIYHOTO BUNTPOOYBaHHS:

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

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

1. pupekrtop Ilanamapuyk I1.B.

KomyHanbHe HeKOMepIiiiiHe TANpUEMCTBO «XepCOHChKWI 00/IacHWi 3aKk/iaj, 3 Ha/laHHS
TICUXiaTPUYHOI J0MOMOTrH» XepCOHCHKOI 00/1acHOI pajiv, YOsIoBiUe TCUXiaTpUUHe BiJfieHHS
Ne3 Ta xiHOoue nicuxiatpuuHe BigzaineHHs1 Nel0, c. CtenaHiBKa, M. XepCOH

2. J.M.H., ipog. ITinkoputos B.C.

Kninika fiep;kaBHOI ycTaHOBU «IHCTUTYT HeBposiorii, ncuxiarpii Ta Hapkosorii HarioHanbHOT
akazemii MeAUYHUX HAyK YKpalHW», BiAJAUI K/IiHIYHOI, COL{ia/bHOI Ta JUTAYOl ICUXiaTpii,
M. XapKiB

3. red. aup. Kosasienko B.B.

KomyHansHe HeKoMepIjifiHe MiArnpueMcTBO XapKiBCbKOi o6macHOl pagu «ObsacHa KiaiHiuHa
ricuxiaTpuuHa JjikapHsa Ne3», rcuxiaTpuyHe BififjijleHHS [IEPBUHHOIO IICUXOTUYHOIO eIli30Ay,

M. XapKiB

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

Ne 2426 Big 05.11.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararoljeHTpOBe  paH/OMi30BaHe TMO/BiliHe cjiime MIale00-KOHTPOIbOBaHE —AOC/i/KEHHS, 110
MPOBOJIUTHCS Y Tiapalie/lbHUX Tpymax [jis OLiHKA e(eKTUBHOCTi, 0Oe3rneyHocTi Ta TepeHOCHUMOCTI
nperiapaty AVP-786 (neyzaekctpometopdany rizpobpomiz [d6-DM/xiHiguny cymedar [Q]) s
NiKyBaHHS HEraTUBHUX CUMITOMIB 11n3odpeHii», 18-AVP-786-207, Bepcis 3.0 3 mompaBkoro 2 Bifg 27
TpaBHsA 2021 poky

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Aganip ®apMaceroTuKans, IHk., CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa MiCI[b TIPOBe/IeHHsI K/TiHiUHOT0 BUNPOOYBaHHS:

Byso

Crano

K.M.H. MakesijoHCbKa 1.B.
KomyHanbHe ~ HeKoMepLiliHe  MiJNPUEMCTBO
«Micbka pgutAvya KiiHIiyHA  stikapHa  NeS»
JHITIPOBCBKOT  MICBKOI  paau, TiefliaTpUuHe
BigzineHHs, M. JTHinpo

K.M.H. MakefjoHCBKa 1.B.
KomyHanbHe  HeKkoMmepljiliHe  TiANPUEMCTBO
«Miceka pguTAya KiiHIYHA  J1ikapHa  Ne6»
[HITIPOBCBKOT  MICBKOI  paau, TiefiaTpuyHe
BifiseHHs1, M. /IHinpo

K.M.H. JIutBrHOBa T.B.

KomyHaneHe — mignpuemcrtBo  «KpuBopisbka
MicbKa K/iHiyHa sikapHsi Ne 8» KpuBopisbkoi
MiCbKOI ~ pajM,  TiefiaTphuHe  BiJJi/eHHS,
JHITpOBCHKUIM Jlep>KaBHUM MeJUYHUMI
yHiBepcuteT, Kacdeznpa refiatpii, cimeliHol
MeJULINHA Ta KJTIHIYHOT nabopatopHoi
JiarHOCTUKY  (daky/ibTeTy — MiC/IsAUIIOMHOT

ocBitTH, M. KpuBuii Pir

K.M.H. JIutBuHoBa T.B.
KomyHaneHe  HekoMmepljiiHe  MiATIPUEMCTBO

«KpuBopi3bka MiCbKa JIIKapHA Ne16»
KprBopi3bkoi  MICBKOI  pasy, IiefiaTpUuHe
BifiTiIeHHs, [THITTpOBCHKUM Jlep>KaBHUN

MeJMYHUM yHiBepcuTeT, Kadezpa Tmeziarpii,
ciMelHOI MeAWIIMHU Ta K/iHIYHOI jlabopaTopHO1
JiarHOCTUKY  (aKky/abTeTy  MiC/IgJUIIOMHOL
ocBitu, M. Kpusmii Pir

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

Ne 1102 Big 02.06.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHfoMi30BaHe, TMOABiMiHe ciiine, TUIale00-KOHTPO/IbOBAHE MAOCTiMKeHHs ¢a3d 3 [  OLIHKU
edeKTUBHOCTI Ta Oe3MeuyHOCTi pisieMaToBipa y HEMOBJIST Ta JiTelt (Bikom Bij > 28 aHiB o < 5 pokiB) Ta
3ro/IOM Y HOBOHapOKeHUX (BikoM < 28 [HiB), TOCIiTa/i30BaHUX 3 MPUBOAY TOCTPOI iHbeKIIiT AuxaNibHUX
LUIAXIB, CIPUUMHEHOI pecripaTopHO-cUHLMTIanbHUM BipycoM (PCB)», 53718678RSV 3001, 3 nonpaBkoo
1 Big 04.05.2021 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 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU

Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

BkntoueHns A401daTKOBOI'O MiCL[H MMpOoBeJEeHHA BI/Il'IpO6YBaHH$II

/1

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. K.M.H., KepiBHUK LieHTpy ABep'ssHOB €.B.

remocrasy, M. Kuis

KomyHaneHe HekomepuikiHe mignpueMcTBO «KuiBcbKa MicbKa KiiHIiYHA JikapHsi Ne9»
BHUKOHAaBUOro opraHy KuiBcekoi Micbkoi pagy (KuiBcbKoi MiCBKOI JiepykaBHOI afMiHicTpaLii),
MICbKMM HAyKOBO-TPAaKTUUHWUW L|€HTP [iarHOCTUKM Ta JIIKyBaHHS XBOPHUX 3 [aTOJIOTIE€0

3MiHa Ha3BM MiCIsg IPOBeJeHHsT BUTIPOOyBaHHST:

TepHOIibCbKOI 00/1aCHOI pajiv, remMaToJIoriyHe

BifzisieHHs1, M. TepHOMIJIb

Byino Crano
nikap Bu6upana P.J1. nikap Bu6bupana P.J1.
KomyHaneHe — HekomepuiviHe — mignpueMcTBO | KoMyHanbHe ~— HeKOMepLiiHe  MiANPUEMCTBO
«TepHomiNbCcbka  yHiBepcUTeTChbKAa  JiKapHs» | « TepHOITIbCbKAa 06JslacHa KITiHiUHA JTiKapHSI»

TepHoOMibCbKOI 00/1aCHOI pajii, remMaToJIoTiuHe
BifiliieHHs, M. TepHOMi/b

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 2426 Big 05.11.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, mozBiliHe cilinie, MIale00-KOHTPO/IbOBaHe AOCHiKeHHs (a3 III 3 JOBroTpuBaium
BiIKDUTUM TIDOJIOB’KEHHSIM, III0 TPOBOAUTHLCS B TMapanefbHUX Tpymnax /s OLiHKU edeKTHBHOCTI Ta
OesneuHocti mpermapaty TRM-201 (podekokcub) y marfieHTiB 3 reMo(isiuHOIO apTpomariero»,
TRM-201-HA-301, 3 inKopriopoBaHot0 rornpaBkoro 1 Big 31 6epesnst 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Tremeau Pharmaceuticals, Inc., United States

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




Hopnatok 31
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikaris cyrreBoi
TIOTIPaBKU

CKpIHIIOTH eNeKTPOHHOIO 1oJeHHUKAa: ONUTyBaJbHUK $IKOCTI JKUTTS XBOPUX Ha acTMmy i3
cTaHgapTu3oBaHuMu BuAamu fAisbHOcTi (AQLQ(S)), Bepcis 1.0 Big 02 mucromaza 2021 poky,
YKpalHCbKOIO MOBOIO; CKpIHILIOTHA eeKTPOHHOIO WofeHHUKa: ONUTYBalbHUK 3 SIKOCTI JKWATTS TMpHU
OpoHXianbHIM acTMi i3 cTaHAapTH30BaHUMHM BHAAMHU JismbHOCTI (AQLQ(S)), Bepcis 1.0 Bix 02 mucromnaga
2021 poky, pocihcbKOO MOBOIO; CKpIHIIOTH eleKTPOHHOIO LjofeHHUKa: ONUTyBaribHUK 3 KOHTPOJIIO
actmu, Bepcisi 1.0 Big 22 xoBTH 2021 poKy, yKpaiHCbKOKO MOBOR; CKpIHIIOTH €e1eKTPOHHOIO
moZieHHUKa: ONUTYBa/IbHUK 3 KOHTPOJTIO CUMIITOMIB OpoHXia/bHOI acTMu, Bepcist 1.0 Big 22 >xoBTHsS 2021
POKY, pociiicbkoro MoBO; CKpiHILIOTU efieKTpoHHOro wjofeHHuKa: OSFT, Bepcisg v2.0 Bix 17 cepnHs
2021 poky yKpaiHCbKOHO MOBOR; CKpIiHIIOTH eyieKTpOHHOro mjogeHHuka: OSFT, Bepcia v2.0 Big 17
cepriHs 2021 poky pociiicbkoro MOBOH; CKpIiHILIOTH e/eKTPOHHOIO II0/leHHMKA: 3arajbHa OLiHKa 3MiH
nauieHnToM (PGAC), Bepcis v1.0 Bix 13 BepecHs 2021 poky, YyKpaiHCbKOIO MOBOK; CKpIiHILIOTH
e/IeKTPOHHOTO I10/leHHMKa: 3araibHa oljiHka 3miH narjienToMm (PGAC), Bepcis v1.0 Bix 13 BepecHst 2021
POKY, POCIMCBKOK MOBOI; CKpIiHILIOTH e/IeKTPOHHOIrO IO/leHHWKa: 3arajbHa OL{iHKa CHY MallieHTOM
(PGAS), Bepcia v1.0 Bix 13 BepecHs 2021 poky, yKpaiHCbKOK MOBOK; CKpIHIIOTU eeKTPOHHOIO
LI0JleHHUKa: 3arajnbHa oLiHka cHy mnauieHToM (PGAS), Bepcis v1.0 Big 13 BepecHs 2021 poky,
pOCilicbKOI0 MOBOIO; CKPIHILIOTH e/IeKTPOHHOTO 1jo/ileHHUKa: [lopylieHHs, ToB’s3aHe 3i cHOM — KopoTka
¢dopma 8a, Bepcis v1.0 Bix 13 BepecHs 2021 poky, yKpaiHCbKOHO MOBOIO; CKPiHIIOTH €/IeKTPOHHOTO
mogeHHuKa: [lopyiieHHs, noB’si3aHi 3i cHoM — KopoTkuii 3anuTanbHuK 8a, Bepcist v1.0 Big 13 BepecHs
2021 poky, pocilicbkolo MOBOH; CKpIiHIIOTH eeKTPOHHOro 1iofieHHWKa: ONUTyBa/JbHUK 3
Tpatie3aTHOCTI Ta noripiieHHs noBcskAeHHO]I AisnbHOCTi: ACTMA (WPAI: Asthma), Bepcis v1.0 Big 13
BepecHs1 2021 poky, YKpaiHCbKOX MOBOIO; CKPIiHILIOTH e/IeKTPOHHOIO 1jofleHHUKa: OnuTyBanbHUK 1100
3HIDKEHHSI TIpalle3/]aTHOCTI Ta TIOPYIIeHHs TOBCSKAEHHOI [isbHOCTI: OponxianbHa actma (WPAL:
Asthma), Bepcist v1.0 Big 13 BepecHst 2021 poky, pocitickKoro MoBor; KopoTkuii MociOHUK [jisi yUaCHHKa,
penakuia 3.0, gara pemakuii: 4 cepnHs 2021 p., yKpaiHCbKOHO MOBOR; KOpoTKe [10BiZIKOBe KepiBHULITBO
JL7sl aLieHTiB, Bepcis 3.0, gata Bepcii: 4 cepriasg 2021 p., poCiliCbKOI0 MOBOIO
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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

«PanpomizoBaHe, mozBiliHe ciiire, m1aleb60-KOHTPO/IbOBaHe, OaraTolleHTpoBe [JocC/ifkeHHs 4 ¢da3u B
napasieJlbHUX Tpylax /[yis BUBUEHHs BIUIMBY AymiiymMa0y Ha TIOpPYIIeHHS CHY y Tal[i€HTiB 3
HEKOHTPOJIbOBAaHOK MEePCUCTYHUOK actMor», LPS16677, 3 monpaBkoto 01, Bepcig 1 Big 17 BepecHs
2020p.

3asiBHUK, KpaiHa

TOB «Cano@i-ABeHTic YKpaiHa»

CrioHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic pelepii e feBejiornMaH, OpaHifis)

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

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




HopnaTok 32
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikaris cyTreBoi
TIOTIPaBKU

bpourypa pocniguuka, AVP-786, Buganns 9.0 Big 12 cepmHsi 2021 pOKy, aHIJIIWCBKOIO MOBOIO;
20-AVP-786-306 ®opma iHpopmoBaHOI 3rofu /s TaijieHTa, YKpaiHa, Bepcisi 4.1.0 Big 27 BepecHs
2021 p. Ha ocHOBi Maiictep Bepcii 1.3, ykKpaiHCBKOIO Ta pociiickkoro MoBamu; 20-AVP-786-306
IHdopmariist anis gorasizaua Ta dopMa iHpopmoBaHoi 3rou, YKpaiHa, Bepcis 3.1.0 Big 12 ceprins 2021 p.
Ha OCHOBI MaiicTep Bepcii 1.2, ykpaiHCbKOIO Ta pociiicbkoro moBamu; 20-AVP-786-306 Indopmatiis gst
nornsgaua (criBpobiTHHKa JliKapHi) Ta oopMa iHpopMoBaHoi 3rogu, YkpaiHa, Bepcis 3.1.0 Big 12 ceprHs
2021 p. Ha ocHOBi MaricTep Bepcii 1.2, yKpaiHCbKOIO Ta pociiicbkoro MoBamu; KapTka marjienta, MLR-
786-UA-0014-0721 (b), ykpaiHcbkolo MoBoro; Kaprka mnauienta, MLR-786-UA-0015-0921 (b),
POCiMCbKOIO MOBOIO; [tmemiuHa IIKasaa Hachinski (Moaudikaris Rosen),
913_Hachinkski_UKR(UKR)_v2_2021_Aug_17, ykpaiHCbKOIO MOBO0; Imemiuda mikana Hachinski
(Rosen Modification), 913_Hachinkski_RUS(UKR)_v2_2021_Aug_25, pocilicbkkoro MoBOI0; liiemiuHa
mkana Hachinski (Rosen Modification), 914_Add On Hachinkski_UKR(UKR)_v2_2021_Aug_17,
yKpaiHCbKOIO ~ MoBoro; lmiemiuna mkana Hachinski (Rosen  Modification), 914_Add On
Hachinkski_ RUS(UKR)_v2_2021_Aug_25, pocilicbkkolo MoBOi0; Martepianu moptany Longboat mgis
narjienTiB, Avanir 20-AVP-786-306 ASPECT™ Patient Portal Protocol v1.2 27-Jul-2021 Ukrainian v1.0,
yKpaiHChKOI0 MOBOO; Marepianu noptany Longboat asist natjienTiB, Avanir 20-AVP-786-306 ASPECT™
Patient Portal Protocol v1.2 27-Jul-2021 Ukraine Russian v1.0, pociiickkoro MoBor0; Marepianu noprany
Longboat anst gocimigauiibkoro 1eHTpy, Longboat Site Introduction Letter, MLR-786-ALL-0108-0321,
aHrJIilicbKo0 MOBO; Marepianu noprany Longboat ass gocnignuibkoro 1eHTpy, Longboat Site Portal
Introduction MLR-786-ALL-0109-0321, anrmiilicbkkoro MOBOW0; Marepianu moprany Longboat st
JocnigHULbKOTo 11eHTpy, Longboat Site Portal Welcome Letter MLR-786-US-0621-0321, aHriticbkoro
MoBo10; Martepianu noptany Longboat asis gocmiguunbkoro ueHTpy, Longboat Site Portal Treatment
Period (v18), Early Termination, MLR-786-US-0623-0321, anrniiicbkoto MOBOr0; MaTepianu noprany
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Longboat aist gocnaignuiibkoro 1jeHTpy, Longboat Site Portal Treatment Period (v18), Screening, MLR-
786-US-0622-0321, aurnilicbkkoro MoBoro; Matepianu noptany Longboat ans mocnifHuLBbKOrO 1LIeHTpY,
Longboat Site Portal 20-AVP-786-306 Pre-Screening Navigator, MLR-786-US-0624-1220, aHr/i#icbKot0
MoBOw; Matepianu moptany Longboat ans pgocinigHULbKOTO 1ieHTPY, Bifeoposik Longboat Placebo
Response Script and Video, aHrmiiicbkkoro MoBoto; «IlTociOHuk ans gornsgauiB», MLR-786-UA-0014-
0721 (a), ykpaiHCcbKol0 MOBOM; «CripaBoyHOe PYKOBOJCTBO AJisl JIML], OCYILeCTBJSOLUMX yxoa», MLR-
786-UA-0015-0921 (a), pociiicbkoro MoBoro; JIuct nikaps o mnauienta, MLR-786-UA-0014-0721 (c),
yKpaiHCbKOIO MOBO0; JIucT nikapsi Ao manienta, MLR-786-UA-0015-0921 (c), pociliCbKOIO MOBOIO;
bpourypa ana nauienta, MLR-786-UA-0014-0721 (e), ykpaiHCbKOIO MOBOMO; bpoliypa A/ narlieHTa,
MLR-786-UA-0015-0921 (e), pociticbkoro MOBOI0; JIMCTiBKa /i/is MaljieHTiB, yacTi 3anutaHHsa, MLR-786-
UA-0014-0721 (f), ykpaiHCcbKO0 MOBOO; JIMCTiBKa /7151 TIALli€HTiB, yacTi 3artanHs1, MLR-786-UA-0015-
0921 (f), pociticekoro MoBorw; Iloctep, MLR-786-UA-0014-0721 (g), ykpaiHcbkoro MoBow; [locTep,
MLR-786-UA-0015-0921 (g), pocitickkoro moBoto; Tekct pagiopeknamu, MLR-786-UA-0014-0721 (h),
yKpaiHCbKoro MoBO0; Tekct pagiopeknamu, MLR-786-UA-0015-0921 (h), pociiicbkkoro MoBoto; JIucTiBka
s Habopy marientiB, MLR-786-UA-0014-0721 (i), ykpaiHCbKOH MOBOIO; JIucTiBKa asisi Habopy
narieHTtiB, MLR-786-UA-0015-0921 (i), pociiicbkoro MoBOr0; Orsifi JOC/Ii[)KeHHS - Bifleo-po3KapoBKa,
20-AVP-786-306_Study Overview Video Storyboard_V1_12Feb2021_Ukrainian, ykpaiHChKOIO MOBOIO;
Ornspg fJochifikeHHS - BiJjle0-po3Ka/ipoOBKa, 20-AVP-786-306_Study  Overview  Video
Storyboard_V1_12Feb2021_Russian, pocitickkoto MoBowo; Oruisig mocnimpkends, MLR-786-US-0656-
0121, anrmilicbkoro MoBoto; Haknelika Ha KOpPOOKy 3 MaTepiasamu fociimkeHHs, MLR-786-US-0635-
1220, aHriticbkoro MoBoto; [IpuBiTasbHui aUCT A0 gocaigHukiB, MLR-786-US-0648-1220, aHriicbKO0
MoBow; Jluct go mikaps, MLR-786-US-0651-1220, aurnilicbkkoro MoBoo; Ilepenik iHCTpyMeHTIB AJsi
Habopy marjieHTiB Ta 06i3HaHOCTI y mocimkenHi, MLR-786-US-0654-0121, anHrJiiicbkoro MoBOw; MiHi-
npotokos, 20-AVP-786-306, Version 1.2, anrilickkoro MoBOr; Hakselika Ha KOpoOKy 3 Marepiaiamu
I Habopy nanientia, MLR-786-US-0634-1220, aHrnilficbkoro MoBOr0; Cxema MyHKTIB /ISl TiepeBipKu
(Chart Review Checklist), MLR-786-US-0637-1220, anrilicbkoro MoBoto; Ilepesik KpurepiiB
BK/toueHHs1/BUK/toyeHHs (Inclusion/Exclusion Criteria), MLR-786-US-0653-0121, aHrnificbKor0 MOBOO

Howmep Ta fata Haka3y Ne 762 Big 20.04.2021
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

baraToljeHTpOBe, paH/|0Mi30BaHe, MOBiliHe ciiire, T1alle00-KOHTPOIbOBaHEe JOC/iKeHH (a3u 3 s
OLIiHKMA e(deKTUBHOCTI, Oe3rmeyHoCTi Ta mepeHocuMmocTi miperiapaty AVP-786 (neyzekcrpomeTtopdaHy
rizpobpomizg [d6-DM]/xiniguHy cynbdat [Q]) ans nikyBaHHS aXuTalil B TAalli€eHTIB i3 JeMeHLIi€r0
anblreiiMepiBcbKoro tumy, 20-AVP-786-306, Bepcist 1.2 Big 29 kBiTHs1 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Avanir Pharmaceuticals, Inc., USA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

KapTtka yuacHuka, Bepcig 2.0 Big 15 ymunHs 2021 poKy aHI/IiMCBKOI, YKpPalHCBKOK Ta POCIMCHKOIO
MoBaMy; KapTka 3 IHCTpyKUissMM [/ manieHTa (IHCTPYKUii 100 BBeJeHHsl Mperapary B JOMallHiX
yMoBax), Bepcis 5.0 Bix 24 BepecHs 2021 p. aHIVIiKCbKOIO, YKPAiHCHKOI Ta POCIMCHKOIO MOBaMH; 3MiHa
aJipecy CTIOHCOPA KJIiHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
Dermira, Inc. 275 Middlefield Road, Suite 150 | Dermira, a wholly owned subsidiary of Eli Lilly
Menlo Park, CA 94025, USA and Company Lilly Corporate Center Indianapolis,
IN 46285 USA

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

Ne 1468 Biz 26.06.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi3oBaHe, moBiliHe cJiime, TIalle00-KOHTPOIbOBaHe [OC/IiPKeHHs /i1 OL[iHKKA eeKTHUBHOCTI Ta
Oesnekn seOpikisymaba y TMaIfieHTiB 3 aTOMYHKMM [epMAaTHTOM TIOMIpDHOTO i TSDKKOTO CTYIIeHsD»,
DRMO06-ADO05/ J2T-DM-KGAC, 3 nomnpaBkoro 2 Bif 20 TpaBHs 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

«[lepmipa, IHK.» mOUipH KOMMaHis, 10 3HAXOAWTBHCS Y IOBHIM B/IACHOCTI KommnaHil «Emi Jlinmi enp
Kowmmani, CIITA (Dermira, Inc., a wholly-owned subsidiary of Eli Lilly and Company, USA)
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bbpouypa gocnignvka MK-6482, Buganus 9 Big 28 >koBTHs1 2021 poky, aHI/IiMCHKOI0 MOBOHO; YKpaiHa,
MK-6482-005, [Hpopmaliis Ta AOKyMeHT Tpo iHpopmoBaHy 3rofly Ajs maiieHTa, Bepcis 2.01 Big 07
rpyaHs 2021 p., ykpaiHCbKOWO MOBOI; YKpaiHa, MK-6482-005, IHndopmalis Ta [JOKyMEeHT Mpo
iHdopMoBaHy 3rofy A1 mnatlieHTa, Bepcis 2.01 Big 07 rpygas 2021 p., pocilicbKor0 MOBOIO; 3MiHa Ha3BU
Ta MiCLisl IPOBe/IeHHsI KJIiHIYHOTO BUNIPOOYBaHHS:

Bbyno

Craso

I.M.H., ipod. Ctycs B.IL.

KomyHaneHuii  3aknag — «/lHimporeTpoBChbKa
obnacHa KmiHiuHa sikapHs iMm. 1.I. MeuHMKoBa»,
BiffineHHs ypoJiorii Ne2, [lep)kaBHUM 3aknaf,
«/IHITIpOTIeTPOBCHKA MeauyHa akazieMis
MiHicTepcTBa OXOPOHU 3[0pPOB'S  YKpaiHW»,
Kadezapa ypoJiorii, M. JIHITIpo

I.M.H., pod. Ctyck B.I1.

KomyHanbHe mirpuemMcTBO «/IHINponeTpoBCchbKa
obsacHa KiiHiuyHa mikapHsa iMm. I.I. MeuHMKoBa»
JIHinporeTpoBchKOi 00/1aCHOI pajiu», BiflineHHs
yponorii Ne2 (oHkosoriuHe), [IHIMPOBCHKUIA
Jlep>kaBHAM MeJJUUHUI yHiBepcuTeT, Kadezpa
yposorii, M. [IHirpo

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

Ne 767 Big 02.04.2020

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«BigkpuTe, paHgomi3oBaHe AocsimpkeHHs 3 ¢a3u nperapaTy MK-6482 B MopiBHsSHHI 3 TperapaToM
€BepoJIiMyC Yy YyYaCHUKIB 3 TIOLIMPEHWM HUPKOBO-K/IITUHHUM DPakKOM, $IKMM TIpOrpecyBaB IMiC/is
rioriepeiiboi PD-1/1.1 Ta VEGF-TapretHoi Tepamii», MK-6482-005, 3 iHKOpriopoBaHO TornpaBkorw 04
Biz 16 mortoro 2021 poky
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3asgBHUK, KpaiHa ToBapucTBo 3 06MeXXeHOI0 BiAinoBiAanbHicTI0O « MC/] YKpaiHa»

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

CynyTHi —

Marepianu/mpenapaTy

CYTyTHBOI Tepamii

B.o. renepanbHoro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOTO BUIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. 3aB. Biz. [Tropa O.A.

KomyHanbHe HeKoMepriiliHe migrprueMcTBo KuiBcbkoi obsacHoi pagu «KuiBckka obsacHa
KJ/IiHIUHA JIiIKapHs», By3bKOCIellia/i30BaHe TeparieBTUUHe BijjisieHHs1, M.KHuiB

2. 3aB. Biz. Pomantok B.IT.

KomyHanbHe HekoMepijiliHe MignpueMcTBO «YepHiriBcbka obsiacHa JikapHs» UepHiriBcbKoi
ob/1acHOI paju, peBMaToJioTiuHe BizfineHHs, M. YepHiriB

3. 3aB. Bif. Kymuk A.B.

KomyHanmeHe HeKoMepIjifiHe mianpueMcTBo «Yepkacbka o6siacHa JlikapHsi YepKachKoi
00/1acHOI paji», Kap/lio-peBMaTo/IoriuHe BifzineHHs, M. Yepkacu

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

Ne 1586 Big 29.07.2021

Ha3ga kyiiHiyHOTO
BUMPOOYBaHHs, KO/,
BepCis Ta faTa

«Panomi3oBaHe, mozBiliHe crirne, Tiarieb0-KOHTPO/IbOBaHe, GaraTtorieHTpoBe AociimkeHHs 3b da3m 3
METOI0 OL[iHKM e(eKTUBHOCTiI Ta 0e3MeyHOCTi MiAIKIpHOTO BBeeHHS TyCelbKymaly [Jisi 3MeHILeHHs
O3HAaK i CHMITOMIB Ta CIIOBI/IbHEHHS PEHTIeHOJIOTIYHOI MPOrpecii y Nalji€HTiB 3 aKTUBHUM T1COPiaTUUHUM
aprputom», CNTO1959PSA3004, nornipaska 1 Big 07 kBiTHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»
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CnoHcop, KpaiHa Janssen Pharmaceutica NV, Belgium / flnccen ®apmartieBtvika HB, Benbrisi

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpoiiypa gocnignrka Radotinib HCI, Bepcis 8.0 Big 26 >koBTHs1 2021 poKy, aHI/IifiCEKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«MixHapozHe, 0OaraTOIleHTpPOBe, BifKpuTe [oCTimKeHHs (a3 3 3 OJHI€I0 TPYIOK0 [ OL[iHKH
edeKTUBHOCTI Ta Oe3neuHocTi pafoTHHiIOy B malfieHTiB i3 Ph-TO3UTUBHUM XPOHIUHUM Mi€IOIAHUM
NIeMKO30M Yy XpOHiuHili (ha3i, B SKUX TorepegHs Tepariis iHribiTopaMy THUPO3WHKiHA3HM, BK/IFOYHO 3
imatuHiOOM, Oysla Hee(eKTHBHOIO UM BUK/IMKana HerepeHocumicte», RT51KRIO3, Bepcis 5.0 Bix
02 BepecHst 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

IL-YANG PHARM. Co., Ltd., Kopes

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

36isbIIeHHsT KiTbKOCTI joc/iKyBaHuX B YkpaiHi 3 80 g0 120 oci6; ITooB)KeHHs TPUBAIOCTI KJIiHIYHOTO
BUTIPOOYBaHHs B YKpaiHi fo 31 sunas 2025 poky

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

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, TMOABiMiHe ciiine, TUIAle00-KOHTPO/IbLOBAHE MAOCTiIKeHHs ¢a3d 2 [  OLHKH
edeKTUBHOCTi, 0e3MeyHoCTi, TepeHOoCUMOCTi, (apMakoKiHeTHKM Ta 0io/ioriyHOI  aKTUBHOCTI
opeslabpyTuHiOy y MallieHTiB i3 peLyMBYIOUO-PEMITYIOUMM PpO3CITHMM CKiepo3om», ICP-CL-00112,
Bepcis 4.1 Big 30 BepecHss 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

InnoCare Pharma, Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 38
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

MK-3475-756_00_bpoirypa ajis yTpUMaHHSI TaljieHTiB (B KJIiHIYHOMY [JOC/i/)KeHHi) YKpalHChKOIO
MOBOrO_3 xO0BTHA 2018p.; MK-3475-756_00_bpouiypa 18 yTpUMaHHSI TMaLi€eHTIB (B K/IIHIYHOMY
JIOC/TiI)KeHHi) pociiicbkoro MoBOO_3 >k0BTHS 2018p.; 30i/bIeHHs KiTbKOCTI AOC/Ti/PKyBaHUX B YKpaiHi 3i
130 go 160 oci6

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 540 Big 07.03.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzomisoBane, nozgiviHe cirte pocimkends 11 dhasu ans mopiBHAHHS TieMOpostizymaly 3 miare6o y
KoMbiHallil 3 HeoaZ'FOBaHTHOI XimioTeparii€ro Ta afi'FOBaHTHOK eHJOKPUHHOIO Teparli€to Mpu JiKyBaHHi
paKy MOJIOYHOI 3a/1034 3 HasBHICTIO peLeNTopiB [0 eCTPOreHiB i BiJICYTHICTIO JIFOCHKUX peLienTopiB
enigepmanbHoro gakropa pocty 2 (ER+ / HER2-) Ha paHHili cTazii py BUCOKOMY CTYIIEeHi PU3UKY
(KEYNOTE-756)», MK-3475-756, 3 iHKopriopoBaHot0 nonpaBkor 04 Big 22 kBiTHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enz Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIIA (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 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU

Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBnena bpomypa pocnignuka PRA023, Bepcig 3.0 Bifg 12 >xoBTHs 2021 p., aHIJIIMCBKOIO MOBOIO;

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBeIeHHsI KTiHIUHOTr0 BUTIPOOYBaHHS:

Ne
/11

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

1.

[.M.H., ipo¢. Bipctiok H.T'.

KomyHaneHe HekoMmepLiliHe mignpueMcTBO «LleHTpasbHa MicbKa KiliHiuHa JikapHs IBaHO-
@®paHKIBCbKOI MICbKOI pagu», BigaiieHHsa TepaneBThUuHe Nel, IBaHO-PpaHKiBCHKUM
Hal[iOHa/IbHUM MeJUYHUK YHiBepcuTeT, Kadejpa (hapmakoJsiorii Ta BHYTPIlIHBOI MeAULIMHU
Ne3 imeHi podecopa M.M. BepexHuIbKOro, M. IBaH0-PpaHKiBCbK

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

Ne 1586 Biz 29.07.2021

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, mOABiliHe cJiine, T1alle60-KOHTPOIbOBaHe [OC/i/pKeHHsT ¢dasu 2 [/ OL[iHKU
Oe3reyHocTi, edeKTUBHOCTI Ta (apmakokiHeTuky miperiapaTy PRA023 B sikocTi iHAYKIiMHOI Tepartii y
TMAL[i€HTIB i3 aKTUBHMM BHPAa3KOBUM KOJIITOM BiJ| TIOMiIPHOIO 10 BaXKKOT'0O CTyTeHs TsDKKOCTi», PR200-102,

Bepcis 2.0 Big 18 yepsHs 2021p.

3asiBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

«[Ipometeyc BaiiocaiieHci3 IHk.»/ Prometheus Biosciences, Inc., CIIIA
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 40
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikaris cyrreBoi
TIOTIPaBKU

AHKeTa OILIiHIOBaHHSI ~ CTyIeHs  3a/lOBOJIEHOCTi  JiikapchbkuM — 3acobom_Medication — Satisfaction
Questionnaire, MSQ, Bepcisi 1 Bix 02 mucronaga 2021 poky, yKpaiHCbKOK MOBOW; ONUTYBabHUK [IJIst
OLIIHKM 3a/]0BOJIEHOCTI JIiKapchKuM mpemnapatoM_Medication Satisfaction Questionnaire, MSQ, Bepcis 1
Bifz 02 mucromaza 2021 poky, pocilickkoro MoBoro; Illkana Hepie3matHocTi Illuxana_KopoTkuii
OMUTYBa/JIbLHUK [JIsi CaMOCTIMHOI oOLjiHKu Hexie3gaTHOCTi_SDS, Bepcisi 3.0 Big 05 sunua 2018 poky,
YKpaiHCbKOIO MOBOI0; OMNUTYBa/bHUK M0 OLiHLi Hefie3gaTHOcTI [[Irxana_KopoTkuii onuTyBanbHUK AJ1s1
caMoCTirHOI oLjiHKu HegiezgaTtHOCTi_SDS, Bepcis 3.0 Big 05 swmnHs 2018 poky, pocCiliCbKOH MOBOIO;
@®opma OponroBanHs DTP/DFP _VYkpaina, Bepcis 07, ykpaiHCbKolo MoBow; Popma OpoHIOBaHHS
DTP/DFP _¥YxkpaiHa, Bepcis 07, pocitickkoto MoBot0; OHoB/eHa [TeHCH/IbBaHCHKA ITKasia OLiIHKK OO0 B
06muui (PENN Facial Pain Scale — Revised, Penn-FPS-R)_PFPS, iz kBiTHs1 2016 poKy, YKpaiHCHKOIO
MoBoI0; ITepernisiHyTa [TeHCH/IbBaHCHKA IIKasa OIiHKKM 00/1t0 B obsacTi 06/muus (PENN Facial Pain Scale
— Revised, Penn-FPS-R)_PFPS, Big kBiTHsa 2016 poky, pociiicbkoro MoBow; NOE-TGN-201 «IIlogeHHUK
rpuioMy npenapary», ocrarouHa Bepcis 1.0 Big 06 cepnias 2021 poky, ykpaiHcbKoro MoBot0; NOE-TGN-
201 «IIlogeHHUK mpuiioMy mpernapary», octatouHa Bepcis 1.0 Big 06 ceprmHsi 2021 poky, pociiicbKoro
moBoto; NOE-TGN-201 «IIlogeHHUK oLjiHIOBaHHSI 60m0», octatouHa Bepcis 1.0 Bixg 06 ceprHs 2021
POKy, yKpaiHCbKor MOBOI0; NOE-TGN-201 «IllogeHHuK oljiHtoBaHHS 00/1F0», ocTatouHa Bepcisi 1.0 Bix
06 cepriusi 2021 poky, pociiicekoro MoBo; NOE-TGN-201 «3arasbHa OLiHKa MHAMIiKU 3MiH Mal[iEHTOM:
iHcTpykuis»_PGI-C, ocratouna Bepcis 1.0 Big 06 cepriaa 2021 poky, ykpaiHCbKor0 MOBOr; NOE-TGN-
201 «3aranbHi BpakeHHs matieHTta BigHocHO 3MiH (PGI-C): inctpykuisi»_PGI-C, ocratouna Bepcis 1.0
Bif 06 cepmus 2021 poky, pociticbkkoro MoBow; NOE-TGN-201 «IHCTpyKLil 1]0/10 OL[iHKK 3araabHOro
BpakeHHs1 naijieHTa npo 3miHu (3BII-3)»_PGI-S, ocrarouna Bepcis 1.0 Big 06 ceprias 2021 poky,
ykpaiHcbkoto MoBor; NOE-TGN-201 «CiieHapili OLiHKM 3arajJbHOr0 BpaXkeHHs MallieHTa Mpo TSHKKiCThb
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3axBoproBaHHs»_PGI-S, ocratouna Bepciga 1.0 Big 06 ceprmua 2021 poky, pociiicbkoro mMoBoro; NOE-
TGN-201 «Tekct crnioBimens ePRO»_ePRO notification text, Bepcig 1.0 Big 02 ceprmus 2021 poky,
ykpaiHcbKoro MoBor; NOE-TGN-201 «Tekct criositjeHss ipo eCITP»_ePRO notification text, Bepcist 1.0
Bif 02 cepnHs 2021 poky, pociticbkkoro MoBow; NOE-TGN-201 IHcTpykuii A/ MalieHTIB 100
KopuctyBaHHa fAozatkoM ePRO, ocrtatouna Bepcis 2.0 Bix 02 ywmcromaza 2021 poky, yKpaiHCBKOKO
MoBO1O; NOE-TGN-201 Inctpykuii mono eCIIP gns mauieHnTta, ocratouHa Bepcist 2.0 Big 02 nucronaza
2021 poky, pociiicbkoto MoBoto; Illkana IlIuxaHa s BifgcTexkeHHs1 cyitpaanbHocTi_S-STS_(In the past
week), Bepcis 8.0 Big 19 cepnusa 2021 poky, ykpaiHcbkoro MoBoro; Illkana IllvxaHa [A/s1 BUSIB/IEHHS
cyiuuianbHOI oBeliHKY, MUC/IeHHs ur camonoiikopkeHHs_ S-STS_(In the past week), Bepcis 8.0 Big 18
6epe3nst 2021 poky, pociicbkkoro MoBow; Illkana [luxaHa ans BifgcTexxeHHs cyiuuaampHOCTi_S-STS_(In
the past year), Bepcisi 8.0 Big 19 cepmHs 2021 poky, ykpaiHCbKoio MoBoto; Illkana IlluxaHa gyis
BUSIBJIEHHS CYIL[UAA/IbHOT TIOBe/liHKYU, MUC/IeHHsT uM camonomkopkeHHs_S-STS_(In the past year), Bepcis
8.0 Big 18 Gepesns 2021 poky, pociiicekoro MoBOr;NOE-TGN-201 OcHoBHa IHdopMariis g/1s marjieHTa
Ta hopma iHopmoBaHoi 3roau, Bepcis 1.1 A YKpaiHu aHT/IiMCbKOK0 MOBOR, Bif 29 nucronaga 2021 p.;
NOE-TGN-201 OcHoBHa IHdopmMaliis ans maijieHta Ta dopMa iHpopMoBaHOi 3rogu, Bepcis 1.1 g
YKpaiHu yKpaiHCbKOIO MOBOMO, Bif 29 nucromaga 2021 p.; NOE-TGN-201 OcHoBHa IHdopmais gms
naijiedTta Ta gopma indopmoBaHoi 3roau, Bepcisi 1.1 /1 YKpaiHu pocilicbKOor MOBOIO, Bif 29 nvcTonaza
2021 p.; 3pa30K MapKyBaHHS AOC/Ti/PKyBaHOTO JliKapchbKoro 3acoby BacimriypanT anst duiakoHy, Big 28
)KOBTHsA 2021 pOKy, yKpaiHCbKOK MOBOK; BK/rOUeHHsI [0[aTKOBUX MICLb IIpOBe/eHHs K/IHIYHOIo

BUTIPOOYBaHHS:

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

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

1. K.M.H. Tomax H.B.
Mepanunuii 1ieHTp ToBapucTBa 3 06MexxeHOr0 BifnoBifanbHicTI0O «IHET-09», M. 3anopixoks

2. sikap Omimesceka H.B.
Menuunuii  teHTp  «Ok!KiiHik+»  ToBapuctBa 3  00Me)KeHOK  BiZMOBiZia/bHICTIO
«MiKHapoZHUM iHCTUTYT KIIHIYHUX [OC/TiI)KeHb», aMOy/1aTOPHO-TIOJIK/TiHIUHe Bifi[i/IeHHsT, M.
Kuis

Howmep Ta gata Hakasy Ne 2672 Big 01.12.2021

MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararouienrpoBe gocmimkenuss II/III ¢da3u 3 8-TiyKHEBUM BCTYIHUM TIepiofioM, MoZaibiuM 12-
T>KHEBUM MPOCIIEKTUBHUM, TTOABIHHUM CJIIMTNAM, T1a1[e00-KOHTPO/IbOBAHUM TIEPioZioM 3 paH/I0Mi30BaHOI0
Bi/ZIMiHO}O TIpenapary B IapasieJIbHUX Ipynax i 52-TWKHeBUM BiIKDUTUM PO3LLIMPEHUM [OC/IiKeHHSIM /151
OLIiHKM e(heKTUBHOCTI Ta Oe3reyHocTi mjogeHHoro npuiiomy 1,5-3,5 Mr BaciMriypadty y maiji€HTiB 3
OoseM, 0OyMOB/IEHMM HEBpA/ri€l0 TpiliuacTOro HepBa, i HEJOCTATHBLOKO BIiZMOBIAAI0 HAa TIOTOUHY
rpotr00160BY Teparito», NOE-TGN-201, Bepcis 1.0 Big 31 6epesns 2021 p.

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

Hoema ®apma AT, llIBeiiiapis (Noema Pharma AG, Switzerland)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




Hoparok 41

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHSs1 0AaTKOBOT'O MiClisl TPOBeIeHHsI K/TiHiUHOT0 BUMIPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. nikap Kynuk A.B.

MenuuHuii [IeHTp TOBapucTBa 3 oOMexeHOr BigmnosiganbHicTio «BDKH TTAPTHEP»,
JIIKYBa/IbHO-KOHCYJIbTaTUBHE BiJ/iieHHs, M. KuiB

3MiHa Ha3BM MiCIsg IPOBeIeHHST K/IiIHIYHOTO BUITPOOYBaHHS:

Byino

Crano

O.M.H. KprwkaHiBceka A.€.

KomynansHum 3aKaz «[Ipukapnarcbkuii
K/IIHIYHUM OHKOJIOTIYHMW LIeHTp», MaMOJOriuHe
Bififji/IeHHs, OBH3 «IBaHO-®PpaHKIBCHKUU
HartionanbHuii MeJUUHUI yHiBepCUTeT»,
Kadepa oHKosOTi1, M. IBaHO-PpaHKiBCHK

I.M.H., pod. KpmxkaHiBcbka A.€.

KomyHanpeHe — HekoMeplliliHe — MiANPHUEMCTBO
«[1puKapriaTCbkuii  K/IiHIUHUNA  OHKOJIOTiUHUI
1eHTp IBaHO-®PpaHKiBCcbKOi 00/macHOI  pagm»,
xipypriude BiaginieHHs1 Ne3 TOpMOHO3aNIeXHUX
NyXJIMH Y JKIHOK, IBaHO-PpaHKiBCbKNM
HallioHa/TbHUN MeIUUHUN yHiBepcuTeT, Kadezpa
OHKOJIOTii, M. IBaHO-®PpaHKIBChK

Howmep Ta fata Haka3sy
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 415 Big 18.02.2019
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure panpomizoBane gociimkenHs 111 da3u 3 oifiHku afariaokcany cimoseniny (OBI-822)/0OBI-821
(BakuuHM Ha ocHOBi aHTureHy Globo H) mpu mpoBefeHHi aj'toBaHTHOI Teparil maljieHTaM i3 Tpuui
HeraTUBHUM pakOM MOJIOYHOI 3a7103d Ha paHHiM crazfii, y skux Biamiuaetbcsi ekcrpecis Globo H i €
BUCOKWM PH3UK PO3BUTKY peliUuBY (KomoBe mo3HaueHHs1 fociimpkeHHs: GLORIA)», OBI-822-011,
octaToyHa pezaakuis 6.0 Big 17 yepsusg 2020 p.

3asBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

OBI Pharma, Inc., Taiieanb, Kurtaiiceka Pecrtybitika

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Hoparok 42

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

CriporieHe /10Cb€  AOCTIpKyBaHOTO jikapcbkoro 3acoby ENTIVIO Vedolizumab (Bemonizyma0),
[MTopoiioKk A7s1 IPUTOTYBaHHSI KOHLIEHTpATy [J/isi PO3uuHy AJs iHQy3iii, Bepcis 4.0 Bix 16 mucromnaza
2021p., aHI/IMCbKOIO MOBOI; 3alyueHHs [JOJaTKOBUX BUPOOHMUMX [IITHOK OC/i/PKyBaHOTO
nikapcekoro 3acoby Vedolizumab (Bemonmizymab, MLNO0002, Entyvio, Entueio, KYNTELES,
KUWHTEJIEC), TTopomok /s pUroTyBaHHs KOHLIEHTpATy [ po3uuHy AJs iHQy3iid, 300 mr/dnakoH:
Hospira, Inc., CIIIA, Patheon Italia S.p.A, Itanis, Takeda Pharmaceutical Company Limited (Hikari
plant), fIroHis

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, TOABiMiHe ciire AocmigkeHHS (a3 3 A8 OL[iHKA edeKTUBHOCTI Ta 6e3meuHoCTi
3aCTOCYBaHHSI BeJ[0/1i3ymMaly /11 BHYTPillTHBOBEHHOTO BBeJIeHHS SIK IMiZITPUMYIOUOI Tepariii y TarjieHTiB
JUTSYOTO BiKy 3 aKTMBHMM BHPA3KOBHUM KOJIiTOM BiJi TIOMipDHOTO /10 TSDKKOTO CTYTIEHS, Yy SIKUX OyJio
JOCATHYTO KJIiHIYHOT BiAMOBiZi micis Tepamii BemosizymMaboM fjisi BHYTPIIIHBOBEHHOTO BBeJE€HHS Y
BikpuToMy pexxumi», MLN0002-3024, npoTokos 3 nornpaskoro 1 Bifg 16 mrotoro 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHowo BiamorizanpHicTio «KoHTpakTHO-[ochigHumnpka Opranizanis IHHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Takena /[leBenonimeHT CeHTep Awmepikac, IHk., Cnonyudeni Illtatu (Takeda Development Center
Americas, Inc., USA)
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA 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 [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

CriporieHe /10Cb€  AOCTIpKyBaHOTO jikapcbkoro 3acoby ENTIVIO Vedolizumab (Bemonizyma0),
[MTopoiioKk A7s1 IPUTOTYBaHHSI KOHLIEHTpATy [J/isi PO3uuHy AJs iHQy3iii, Bepcis 4.0 Bix 16 mucromnaza
2021p., aHI/IMCbKOIO MOBOI; 3alyueHHs [JOJaTKOBUX BUPOOHMUMX [IITHOK OC/i/PKyBaHOTO
nikapcekoro 3acoby Vedolizumab (Bemonmizymab, MLNO0002, Entyvio, Entueio, KYNTELES,
KUWHTEJIEC), TTopomok /s pUroTyBaHHs KOHLIEHTpATy [ po3uuHy AJs iHQy3iid, 300 mr/dnakoH:
Hospira, Inc., CIIIA, Patheon Italia S.p.A, Itanis, Takeda Pharmaceutical Company Limited (Hikari
plant), fIroHis

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, TOABiMiHe ciire AocmigkeHHS (a3 3 A8 OL[iHKA edeKTUBHOCTI Ta 6e3meuHoCTi
3aCTOCYBaHHSI BeJ[0/1i3ymMaly /11 BHYTPillTHBOBEHHOTO BBeJIeHHS SIK IMiZITPUMYIOUOI Tepariii y TarjieHTiB
JUTSYOTO BiKY 3 aKTMBHOIO XBOpoOoro KpoHa Bij MOMIpHOTO 0 TSDKKOTO CTYIeHs, y SIKUX OyJio
JOCATHYTO KJIiHIYHOT BiAMOBiZi micis Tepamii BemosizymMaboM fjisi BHYTPIIIHBOBEHHOTO BBeJE€HHS Y
BikpuToMy pexxumi», MLN0002-3025, npotokos 3 nornpaskoro 1 Big 17 moTtoro 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHowo BiamorizanpHicTio «KoHTpakTHO-[ochigHumnpka Opranizanis IHHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Takena /[leBenonimeHT CeHTep Awmepikac, IHk., Cnonyudeni Illtatu (Takeda Development Center
Americas, Inc., USA)
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 44
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBneHuii npotokos, Bepcis 7.0 Big 16 uepBHs 2021; agMiHiCTPaTUBHUM JIUCT /10 MPOTOKOJY, Bepcisi 1
Bim 01 BepecHs 2021; 747-304_Iudopmaliis /s maijieHTa yuyacHUKa HayKOBOTO JOC/i/pKeHHs i opma
indbopMoBaHoi 3roju / yacTuHa 2: BigKpuTa mofoB)keHa (a3a_YkpaiHa_Bepcisi 9.1_27 Bepecns 2021 p.
YKpaiHCBKOIO Ta pocilicbkkoro MoBamy; 747-304_®dopma iHpopMoBaHOI 3rofi Ha BiJHOBEHHSI NIPUAOMY
JOCIipKyBaHOr0 Iiperapary IIic/is TpyBajol IepepBd / 4YacTWHA 2: BiJKpyUTa TOJ0OBXKeHa
¢asa_YkpaiHa_sepcis 5.1._Big 27 ceprmHs 2021 p. ykpaiHCbKOIO Ta pociiicbkoro MoBamu; 747-304_
®opma iHhopMOBaHOI 3roiv Ha ZOBFOTpUBAse To/asbliie CIIOCTepeXXeHHsI TiC/s MPUMUHEHHSl y4acTi y
JloC/Ti/kKeHHi/yacTiHa 2: BifKpuTa mojoBxeHa (a3a _YkpaiHa_Bepcisg 4.1._Bing 27 Bepecuss 2021 p.
YKpaiHCBKOIO Ta pociiicbkoro MoBamu; 747-304_dopma J03B0Jy Ha OTpMMaHHs iHdopMallii 3 101aTKOBUX
IoKkepen nst pociifpkeHHs: 747-304/ YactuvHa 2: Bigkpura mnojoBkeHa (a3a_YkpaiHa_Bepcis 4.1._Bix
27 BepecHst 2021 p. yKpaiHCHKOIO Ta POCiMCbKOI0 MOBaMH; Gporirypa gocigHuka: O6eTrxoneBa KUC/IOTa,
ToproBesibHa Ha3Ba Ocaliva®, Bepcisi 20 Big 23 uepBHs 2021; KapTKa 3 Ba)K/IMBOIO iHbOpMAIi€t0 1110/10
Oe3rieku [yIsT YYaCHUWKIB KJIiHIYHOTO MAOC/i/pKeHHs, Bepcisi 2 Bix 2 mwumHs 2021 yKpaiHCBKOIWO Ta
OCifiCbKOI0 MOBaMH; 3MiHa KOHTaKTHOI 0cO0OH Ta aJipecH CIoHCopa:

BYJIO CTAJIO
KoHTakTHa ocoba: Ingrid Delaet KOHTaKTHa ocoba: Sarah Luijpers
MicuesnaxomkenHsi: 4760 Eastgate Mall San | Micue3snaxomkenssi: 9520 Towne Centre Drive,
Diego 92121, USA Suite 200, San Diego, CA 92121, USA
KOHTaKTHUM TenedoH: +1 619 541 7227 KOHTaKTHUI TenedoH: +1-646-931-1266
dakc: +1 858 380 1111 dakc: +1 858 380 1111
AJipeca eJIeKTPOHHOI MOLLTH: AJipeca eJIeKTPOHHOI MOLLTH:
reginfo@interceptpharma.com Sarah.Luijpers@interceptpharma.com
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 540 Big 07.03.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[TopBiliHe ciine, paHioMi3oBaHe, Tulaleb0-KOHTPOJ/IbOBAaHe, OaraTolleHTPOBe A0CTipKeHHsT $a3u 3 st
OLIiIHKM e(eKTUBHOCTI Ta Oe3meuHOCTi 00eTHX0/eBOi KUC/IOTH y TIALi€HTIB i3 KOMITEHCOBAaHUM ITMPO30M
MeYiHKH, CIIPUUMHEHUM Hea/IKOTOJbHUM cTeaTorenatutrom», 747-304, Bepcisi 6.0 Big 06 Gepe3ns 2020

POKY

3asiBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa

Intepcent ®apmacstoTikanc, [Hk, CIITA (Intercept Pharmaceuticals, Inc., USA)

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepanbHoro aupexkTopa Jlupekropary
(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX



Honatok 45
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoOB/IeHUI TMPOTOKOJ KiiHIiYHOro pociimpkeHHsi, Bepcig 4.0 Bix 03 BepecHs 2021 p., aHI/IiMCBKOIO
MoBOI0; Jlocke JocCipKyBaHoTo JlikapchKoro 3aco0y TaeamagoH (Tavapadon) Ta rnaie6o, Bepcist 3.0, Bif
17 BepecHss 2021 p., aHriilicekoro MoOBOw; [ozaTtok g0 bBpoiuypu pocnigHukKa AoC/iIpKyBaHOTO
nikapcekoro 3aco0y Taamagon (CVL-751) 1.0 Big 31 ceprast 2021 p., #o Buzganus 3.0 Big 08 uepBHs
2020 p., aurnilickkoro MoBoro; CVL-751-PD-004_Indopmariis asis nauienta i dopma iHdopmoBaHoi
3rofiy JJis MAaL[i€HTiB, siKi 6pamu ydacTh y gocmimkeHHsx CVL-751-PD-001/-002/-003 B Ykpaini _Bepcis
nnst Ykpainu 3.1.0 Big 18 >koBTHs 2021 p., YKpalHCBKOIO Ta POCIMCHKOO MOBaMH; ONUTYBa/JbHUK 111010
iMITy/TbCUBHO-KOMITY/TbCUBHUX PO3/1aZiiB 1py xBopoOi [TapkiHcoHa — o1jiHrOBasbHa mikana (Questionnaire
for Impulsive-Compulsive Disorders in Parkinson's Disease - Rating Scale, QUIP-RS) ans Ykpainu
pociiicbkoro MoBoro Bepcist 1 Bif 11 motoro 2020 p. (CVL-751-PD-004_QUIP-RS_Ukraine_Russian_
V1_2020_Feb_11); 3miHa Ha3BU MicClis TPOBE/IEHHS K/TiHIYHOTO BUMPOOYBAHHSI:

BYJIO CTAJIO

K.M.H. Mopo3 O.M. K.M.H. Mopo3 O.M.

Kninika /[lep>kaBHOI ycTaHOBU «YKpaiHcbkui | Kiinika [lepkaBHOi yCTaHOBM «YKpaiHChKU
Jlep’KaBHUM HayKOBO-Z0C/IiIHAN IHCTUTYT | Jep>KaBHUM HayKOBO-ZJ0C/IiIHUN IHCTUTYT
MeJIMKO-COIfia/IbHUX ~ mpobsieM  iHBaJliJHOCTI | MeJUKO-COL[ia/lbHUX  TIpo0sieM  iHBasmigHOCTI
MiHicTepcTBa OXOPOHU 3[0pOB'S  YKpaiHW», | MiHicTepcTBa OXOpOHU 3[0pOB's  YKpaiHW»,
BigJi/T  MeOUWKO-COLia/IbHOI  eKCIepTH3W  Ta | HEBPOJIOTiuHe BifgiieHHs, M. JIHIrpo
peabimitaifii Tpu  BHYTpIilIHIX,  HEpPBOBUX
XBOpoOax Ta TICMXOCOMAaTHYHHX pO3/ajiax Ha
0a3i BigzieHHss HeBPOJOTii Ta TOTPAHUYHHUX

CTaHiB, M. JIHINpo
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«58-TKHeBe BiKpuTe AoC/i/pkeHHs1 TaBaraJoHy y MailieHTiB 3 XxBopoOoto ITapkiHcoHa (JoC/TipKeHHs

TEMPO-4)», CVL-751-PD-004, Bepcis 3.0 Bix 07 cepriasa 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Cepesen Tepam'toTikc, JIJIC, CIIIA [Cerevel Therapeutics, LLC, USA]

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoOB/IeHUI TMPOTOKOJ KiiHIYHOro mociimpkeHHsi, Bepcig 3.0 Bix 03 BepecHs 2021 p., aHI/IiMCBKORO
MoBOI0; Jlocke JocCipKyBaHoTo JlikapchKoro 3aco0y TaeamagoH (Tavapadon) Ta rnaie6o, Bepcist 3.0, Bif
17 BepecHss 2021 p., aHriilicekoro MoOBOw; [ozaTtok g0 bBpoiuypu pocnigHukKa AoC/iIpKyBaHOTO
nikapcekoro 3aco0y Taamagon (CVL-751) 1.0 Big 31 ceprast 2021 p., #o Buzganus 3.0 Big 08 uepBHs
2020 p., aurnilickkoro MoBoro; CVL-751-PD-003_Indopmariis asis nauieHta i dopma iHdopmoBaHoi
srogu_Bepcisg A Ykpainu 5.1.0 Big 18 xoBTHA 2021 p. yKpaiHCBKOIO Ta pOCIMCHKOK MOBaMU;
OnuTyBaNbHUK 00 iMITY/IbCUBHO-KOMITYJ/IbCMBHUX PO371a/iiB TIpY XBOpoOi [TapKiHCOHa — OLliHIOBa/ibHA
mkana (Questionnaire for Impulsive-Compulsive Disorders in Parkinson's Disease - Rating Scale, QUIP-
RS) pnsa Ykpainu pociiickkoro mMoBow Bepcisi 1 Big 11 motoro 2020 p. (CVL-751-PD-003_QUIP-
RS_Ukraine_Russian_ V1_2020_Feb_11); 3anyuyeHHs [OJaTKOBUX MiCllb TIPOBeJEHHSI K/iHiUHOTO
BUTIPOOYBaHHS:

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

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. n.M.H. Kanmsoyc O.1.

KomyHanbHe — mianpueMcTBo  «/IHimporieTpoBchbKa — obOjacHa — KiTiHIiUHA — JTiKapHS — im.
[.I. MeunukoBa» [IHirporneTpoBchbKOi 06sacHOI paju», BifgineHHs HeBposorii Nel,
[HInpoBChKUIA lepykaBHUM MeIMUHUMM YHiBepcuTeT, Kadenpa HeBpoJiorii, M. [IHINpo

2. K.M.H. Mopo3 O.M.
KrniHika pgep)kaBHOI YCTaHOBU «YKpalHCbKUM [Jlep)KaBHUW HayKOBO-JOCTIIHUM IHCTUTYT
Me/IMKO-CoLlia/ibHuX TipobsieM iHBamigHOCTI MiHicTepcTBa OXOpPOHM 370pOB'St  YKpaiHW»,

HEBPOJIOTiYHe BifiyieHHs, M. JIHITIpo
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3MiHa Ha3BM MiCL[b POBe/IeHHsI K/IiHIUHOTO BUMTPOOYBaHHS:

bYJIO CTAJIO

K.M.H. Uepke3 A.M. K.M.H. Uepke3 A.M.

KOMYHa]I]:Ha YCTaHOBa ((3&H0pi3bKa objlacHa KOMYHaJ'II:He HeKOMepL[iI‘/JIHe Hi,quI/IEMCTBO
K/IIHIYHA JIIKapHA» SHHOPIBBKOI obJiacHol paau, «3anopi3],}(a o0OJiacHa KJ/IIHIYHa ]IiKapHH»

HeBpoJIOriuHe Bifi/ilTeHHst Nel, M. 3amopixoks 3anopisbkoi  067acHOi  pajy, HeBpOJIOriuHe
BiazisieHHss No 1, M. 3anopixoks

I.M.H., ipod. 135K JLA. I.M.H., ipod. /35K JL.A.

Mennunuii  LeHTp  [epXXaBHOrO  3aK1ajy | MeguuHuii 1jeHTp JJHIMPOBCLKOTO JeP’KaBHOTO

«/IHINpOTeTPOBChKA MeZn4Ha aKaZleMis | meauuHOrO YHIBEpPCUTETY, THITIPOBCHKUM

MiHicTepcTBa OXOPOHM 3[0POB‘  YKpaiHW», | nep)kaBHMII MeJUUHMI yHiBepcuTeT, Kadezpa

HeprxaBHuit 3akjaz, «/IHINPOTIETPOBCBKA | HepBOBMX XBOPO6 Ta HeMpoxipyprii (akynbTeTy

Me[uuHa akafemis MiHicTepcTBa  OXOPOHH | micisiaunioMHOI OcBiTH, M. JIHinpo
3/I0pOB‘sT YKpaiHu», Kadeapa HEPBOBHUX XBOpPOO
Ta Heupoxipypril (akynbTeTy Mic/asAUNIIOMHOL
OCBiTH, M. /IHinpo

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

Ne 80 Big 19.01.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, no/BitiHe cire, T1aleb0-KOHTPO/IbOBaHEe JOC/iHKeHHs Ga3u 3 y mapasnebHUX Ipynax
TPUBAJCTIO 27 TWXKHIB i3 THYYKMM TIii0OpOM /103U [/iS OLIHKA eQeKTUBHOCTi, Oe3MeyHoCTi Ta
nepeHocuMocTi TaBamaJjoHy B SKOCTi /[JOMOMDKHOI Tepamii y /[JOpOC/AMX TAaI[iEHTiB 3 XBOPO0OOIO
[MapkiHcoHa 3 MoTOpHMMH (AYKTyalisM{, $Ki OTPUMYIOTh JIiKyBaHHSI TiperiapaToM JleBozoma
(zocnimpkenns TEMPO-3)», CVL-751-PD-003, Bepcis 2.0 Big 29 uepBHs 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CnoHcop, KpaiHa

Cepesen Tepam'toTikc, JIJIC, CIIA [Cerevel Therapeutics, LLC, USA]

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBIeHUI NpOTOKOJ KaiHiyHOro fociimkeHHss EFC16033 3 nmonpaBkoto 05, Bepcisi 1 Big 18 nucromnaga
2021p., aHT/1iICbKOK MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzpomisoBane, mogBiliHe cire fgociimkeHHs 3 a3y A1 BUBYEHHS e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
riperiapaTy SAR442168 y mnopiBHsHHI 3 TepudayHomizoMm (O6amkio®) B yUaCHUKIB 3 pelUAUBYIOUNMH
dopmamu po3scisitHoro cknepo3y (GEMINI 1)», EFC16033, 3 nonpaBkoto 04, Bepcis 1 Bix 14 kBiTHA
2021p.

3asBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xensaiim Kopnopern, CIIIA)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honatok 48

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBIeHUI NpOTOKOJ KaiHiyHOro fociimkeHHss EFC16034 3 nonpaBkoto 05, Bepcisi 1 Big 18 nucromnazga
2021p., aHr1iMICbKOIO MOBOIO.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Big 09.11.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzpomisoBane, mogBiliHe cire fgociimkeHHs 3 a3y A1 BUBYEHHS e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
riperiapaTy SAR442168 y mnopiBHsHHI 3 TepudayHomizoMm (O6amkio®) B yUaCHUKIB 3 pelUAUBYIOUNMH
tdopmamu po3scisiHoro cknepo3y (GEMINI 2)», EFC16034, 3 nonpaBkoto 04, Bepcis 1 Bix 14 kBiTHA
2021p.

3asBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xensaiim Kopnopern, CIIIA)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honatok 49
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnHoBnenuit ipotokon paociaimkeHHs NB-NDO021 (NM21-1480)-101, ocraTtouHa Bepcist 5.0 Big 01 BepecHs
2021 p., aHrniicekor0 MoBowo; OHoBiieHa bpoiypa gocnignuka NM21-1480, Bepcis 2.0 Big 22 TpaBHs
2021 p., aHrjilicekkoro MoBoro; IHpopMaliiiHuii nMCTOK maijieHTa Ta ¢opma iHdopMoBaHOI 3rou Ha
y4acTb y AOC/iPKeHHi, MalicTep-BepCisi AJig yacTuHu B ocHoBHOTrO focmigkeHHs 5.0 Big 05 >xoBTHS 2021
p., Bepcis Ay Ykpainu 2.0 Big 12 >xoBTHs 2021 p., yKpaiHCbKOI, POCIMCHKOIO Ta aHIVIiMCHKOI0 MOBaMy;
IHdopmaritinuii micTok narjieHTa Ta popma iHpopMoBaHOi 3rofu /715 MorepeJHLOr0 CKPUHiHTY, YacTHHa
B, koropta B3, maiictep-Bepcis 2.0 Big 01 >xoBTHsa 2021 p., Bepcisi ansa Ykpainu 2.0 Big 12 KOBTHA
2021 p., yKpaiHCBbKOIO, POCIHICHKOIO Ta aHIJIiMChKOI0 MoBaMu; IHdopMaliiiiHuii IMCTOK natjieHTa Ta opma
iHbopMoBaHoOi 3roAu [/1s1 MPOJOB)KEHHSI JIiKyBaHHS MMiC/Isl MPOrpecyBaHHs 3aXBOPOBaHHS, MaliCTep-BepCis
3 Big 01 >koBTHsA 2021 p., Bepcis asis Ykpainu 2.0 Big 12 »xoBTHs 2021 p., yKpaiHCBKOIO, POCIMCBHKOIO Ta
aHIJIICbKOI MOBaMHM; IH(opMalliiHUM JTMCTOK [/1s1 BariTHOI mapTHepKU Ta opMa iH(popMoBaHOI 3roau
Ha nepefaHHs iHdopmailiii, Maiictep-Bepcist 2 Big 01 >koBTHs 2021 p., Bepcisg s Ykpainu 2.0 Big 12
>koBTHS1 2021 p., yKpaiHChKOIO, POCIHICHKOIO Ta aHIJIiMCbKOK MOBaMHU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2426 Big 05.11.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Jocnimkenns: ¢asu 1/2 npenapaty NM21-1480 (tpicnenicdiune antutinio o PDL-1/4-1BB/CAJ) y
JIOPOC/IMX TAL[iEHTIB i3 pPO3MOBCIO/PKEHUMM COMiIHUMU TyxjauHamu», NB-NDO021 (NM21-1480)-101,
ocraroyHa Bepcis nporokony 3.0 Big 15 ciung 2021 p.

3asiBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWMKOH», YKpaiHa
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CrioHcop, KpaiHa Numab Therapeutics AG, Switzerland /Hymab Teparn’totikc AT, IIBeiiiapis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 50

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBnenunyi npotokon 3 Ilompaekoro 2 Bifg 23.09.2021 p.; Homarok 1 Bixg 22.09.2021 po Bpomrypu
nocmignvka JNJ-73841937 (lazertinib, YH25448), Bumanns 9 Big 16.07.2021 p.; Indopmaria aas
narjienTa Ta ®opma iHdopmosaHoi 3roau — IIpotokon 73841937NSC3003, Bepcis 4.0 ykpaiHCBKOIO
MOBOW 51 Ykpainu Big 12.11.2021; Indopmatiis ans mnauienta tTa Popma iHdopmoBaHOI 3rogu —
[Tpotokon 73841937NSC3003, Bepcis 4.0 pocilicbkkoro MOBOO AJig YKpainu Big 12.11.2021

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

Ne 3059 Big 29.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane kiiHiuHe gociimkenHs Pasu 3 KombiHOBaHOI Teparii AMiBaHTamaboM Ta JlazepTiHiOom
y miopiBHSIHHI 3 OcMepTHHIOOM Ta y TopiBHsIHHI 3 Jla3epTiHiOOM sIK Iepiioi /TiHii Teparii y marjieHTiB 3
MicLieBO-TIOIIMPeHMM abo MeTacTaTUUHUM HeJpiOHOK/IITUHHUM DakoOM JiereHb 3 MYTAlli€el0 peLiernTopiB
enigepmanbHoro Qakropa pocty (EGFR-myrtauniero)», 73841937NSC3003, 3 IlompaBkowo 1 Bif
22.04.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HopaTok 51
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBneHa Bepcis mpoTokosny, Bepcisi 6.0 Bixm 11 Yepsusi 2021p.; OHoBneHa Bepcis IHdopmarii ans
yuacHUKIB gocmipkeHHsi Ta @opmu iHdopmoBaHoi 3rogu «IMCgpl100-202 YKP, ®I3 a1 0CHOBHOTO
nocunimpkenHs, Bepcig 11.1, (pinanbHa) Big 24 BepecHsi 2021p.» yKpaiHCbKOIO MOBOO; 3MiHa KOHTaKTHOI
ocobu KonrpakrtHoi [ocmigauipkoi Opranizamii mo Oysa 3a3HayeHa B ¢opmi 3asiBU TIPO TIPOBeZEHHS
K/IiHiYHOrO BUMpPOOYBaHHs JiKapcbKoro 3aco0y, posgin 1.4.: Byno: II. 1. b. konTaktHOi ocobu: Ute
Eckenbach, Micuie3naxomkenns: Albrechtstr. 14, Munich, 80636, Germany KoHTakTHuit Tenedon: + 49
891266800; Crano: II. I. b. kontaktHOi 0co6u: Paul Kelly Micuesnaxomkenns: 5909 Carlsbad,
California, 92010, United States KonrtaktHuii Tesedon: +1 760 268 7330

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, BigkpuTe, 6araroueHTpoBe dasu II gocsimkeHHst Oe3reku Ta eheKTUBHOCTI Mperapary
IMCgp100 B ropiBHsAHHI 3 JliKyBaHHSIM, BUOpaHuM goctigankoM y HLA-A*0201 Mo3UTHBHUX TIALIi€HTIB 3
TIOIIMPEHOI0 yYBea/lbHOK MeJIaHOMOMO, SIKi paHillle He OTpUMyBav JiKyBaHHs», IMCgp100-202, Bepcia
5.0 Big 31 6epesnst 2020p.

3asgBHUK, KpaiHa

CinrepakTt I'M6X, HimeuunHa

CnoHcop, KpaiHa

Immunocore Ltd, United Kingdom

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTtok 52

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoB/IeHWM TIPOTOKO/ KJiHIiUHOTO BUMpoOyBaHHsi, Bepcis 11 Bix 04 muctomaga 2021 p.; Popma
indbopmoBaHoi 3roau Bepcis 6.0 A YKpaiHM yKpaiHCHKOKO Ta pOCiMCbKOH MOBaMu Bif 15 nuctomnaza
2021 p. Ha ocHoBi MoienbHOT (hopmu iHpopmoBaHoi 3roau Bepcis 6 Bif 22 >koBTHs 2021 p.

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

Ne 800 Big 26.04.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolieHTpOBe, paHZOMi30BaHe, TOJBiliHe cJirne, Tialleb00-KOHTpPoLOBaHe aAochimkeHHs III da3u
ate30/i3yMa0y (aHTu-PD-L1 aHTHTI/IO) B SKOCTi af’tOBAaHTHOI Tepartil Mic/si pafiMKaabHOTO JIIKyBaHHS Y
TALE€HTIB 3 MICLIeBO-TIOIIUPEHOI0 TJIOCKOK/IITUHHOK KapLIMHOMOIO T'0JIOBU Ta IIUI BUCOKOTO PU3UKY»,
WO040242, Bepcis 9 Big 07 ciyns 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonmaTok 53
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHOB/IeHUI MPOTOKO/ KJiHiuHOro BUrpoOyBaHHs 63935937MDS3001 3 momnpaBkoro 7 Big 02 BepecHs
2021 poky; bpouypa pocnignuka anasi Hatpiii ImetenbctaT, BuganHs 17 Big 15 uepBHsi 2021 poky;
Indopmargisi Ans narienta i @opma iHpopmoBaHoi 3roau, Mogens s YKpainu, Bepcist 2.0 Big 06 KOBTHs
2021 poKy, yKpaiHCBbKOI Ta pOCilicbKO0 MoBaMu; [HdopMalis gis nauieHta i @opma iHdpopMoBaHOi
3roAu AJ1s yyacti B miggocaigpkenHi napametpis EKI', Mogens ais Ykpainu, Bepcig 1.0 Big 06 KOBTHS
2021 poky, ykKpaiHCbKOIO Ta pocilicbkkoro MoBaMd; OHOB/eHi eTUKeTKH [ mnpernapaty Hartpiii
iMeTtenbcrar 210 Mr, KapTOHHA yIaKOBKa Ta (iakoH

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

Ne 2777 Bip 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[JocnimkeHHs 3 ouiHku npernapary Imetensctat (GRN163L) y mikyBaHHI 3ane)XHUX Bif TpaHcQys3id
narjieHTiB 3 miemogucriactiyiuM cuHapoMoM (MJIC) 3 «HU3BKHM» ab0 «IIPOMiKHHMM-1» CTyrieHeM
pusuKy 3a wikanow IPSS, 3 mporpecyBaHHsM abo BifCyTHICTIO BiANoOBiZi Ha Teparmito epuTporoes-
ctumymorounmMu areHTamu (ECA)», 63935937MDS3001, 3 monpaBkoto 6 Bif 01 kBiTHs 2021 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

I'epon KopnopetinH, CIIIA / Geron Corporation, USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 54

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikariist cyrreBoi
TIOTIPaBKU

OnHoBnieHu# TPOTOKO/ 3 TompaBkow 2 Big 29.09.2021 p.; Indopmarjisi gns maijieHtra Ta dPopma
indbopmoBanoi 3roau — [Ipotokon 64007957MMY 3001, Bepcist 2.0 yKpaiHCbKOK MOBOO /151 YKpaiHU Bif
04.11.2021; Indopmaris as nauieHTta Ta @opma inpopmosanoi 3rogu — [Ipotokon 64007957MMY 3001,
Bepcis 2.0 pociiicbKoro MOBOO A5 YKpainu Big 04.11.2021; BkitoueHHsI 10aTKOBUX MiCLlb TIPOBe/IeHHSI
BUTIPOOYBaHHS:

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

/11 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. I.M.H., npod. Hsrinb 1.C.

Hep>xaBHa ycTtaHoBa «HarjioHa/lbHUII HAYKOBUM LIeHTP pafiauiiHoi meaunuHu HarjioHanbHOL
akajeMii MeAWUHHUX HAyK YKpalHW», BiAjileHHs pafialiiHOI OHKoreMaroJsiorii Ta
TpaHCIUIaHTaLlii CTOBOYPOBUX K/ITUH BiAfiny remarosiorii i TpaHcrianTtosorii THcTUTyTy
KJIiHIUHOI pafiiosiorii; BifisieHHs pajialiliHol remaToJiorii, M. KuiB

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

HarjioHaieHU# iHCTUTYT paky, HayKOBO-ZIOC/i/IHe BifJineHHs XimioTepariii remMo06sacTo3iB Ta
a/i’FOBaHTHUX METO/IB JIIKYBaHHsS, BiZJiJIleHHI OHKOreMaToJ/Iorii 3 CeKTOpPOM aJ'FOBaHTHUX
MeTOZIB JiKyBaHHs, M. KuiB

3. jiikap Pomanrok H.M.
KomyHa/meHe HeKoMepililiHe TMignmpueMcTBO «MuKoaiBcbKa o6JlacHa KiiHIUHA JHiKapHsSI»
MuKoJiaiBCcbKOi 00/1aCHOI pajiy, reMaToJIoTiuHe BifiiieHHs, M. MUKo/1aiB

4. I.M.H., npod. CkpunHukK [.M.

KomyHnanbHe TiATIPUEMCTBO «ITonraBceka obacHa KJ/IiHIYHa JIIKapH# iM.
M.B. CkridocoBcekoro IlonTaBckKoi o006macHOI  paju», TeMaTo/IoTiuHe — BiJieHHs,
[TonTaBcbKMid [iep)KaBHUA MeJWUYHUI yHiBepcuTeT, KadeZpa BHYTPIlIHbOI MeAMLIMHU Nel,
M. [TosiTaBa
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Big 24.11.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHomi3oBaHe KiHiuHe gocstimpkeHHs 3 a3y nopiBHAHHA KOMOiHallii Tekmicramady 3 fapaTymyMabomM
st migmkipHoro BBefeHHs1 (Tec-Dara) 3 kombiHarjiero gapatymymaOy /sl MiIIKipHOTO BBeJI€HHS,
nomastigominy i mekcameraszony (DPd) abo maparymymaly As mifiiKipHOro BBeieHHs, OopTe3oMiby Ta
nekcameta3oHy (DVd) y mnarieHTiB 3 permauBHOI0 ab0 pedpakTepHOI MHOKHHHOK Mi€JIOMOIO»,
64007957MMY 3001, 3 nonpaskoro 1 Big 01.07.2021 p.

3asgBHUK, KpaiHa

«SHccen ®PapmarieBtrka HB», benbrisa

CnoHcop, KpaiHa

«SHccen ®PapmarieBtrika HB», benbrisa

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



HomaTtok 55
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJI KiiHiuHOTO BUNpoOyBaHHs MK-3475-676, 3 iHKopriopoBaHor0 morpaBkoio 05 Bif
09 nucronaza 2021 poky, aHIiMCbKOIO MOBOR; YKpaiHa, MK-3475-676, Bepcis 1.00 Big 30 nucronaza
2021 p., ykpaiHCbKOIO MOBOO, [H(opMaLiisi Ta JOKyMeHT TIpo iHpopMoBaHy 3rofly A/ MaLjieHTa; YKpaiHa,
MK-3475-676, Bepcis 1.00 Big 30 mucronaza 2021 p., pociiicbkoro MOBOIO, [HpopMallisi Ta JOKyMeHT Mpo
iHdbopMoBaHy 3rofy [/ maiieHTa; YkpaiHa, MK-3475-676, Bepcis 1.00 Big 30 mucromaza 2021 p.,
YKpaiHCBKOK MOBOM, IH(dopMarjiiiHuii /JMCTOK i JOKyMeHT mpo iHpopMoBaHy 3rofly Ha MalbOyTHE
GiomemuuHe gocimkeHHst; YKpaiHa, MK-3475-676, Bepcisa 1.00 Bix 30 yucromnaga 2021 p., pocifichbKoro
MoBoto, IH(opMarjiiiHMii JUCTOK i [JOKyMeHT mpo iH(opMoBaHy 3ro/ly Ha MakOyTHe OiomeauuHe
JOCTiHKeHHS

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

Ne 2672 Bip 01.12.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfi0Mi30BaHe, KOHTPO/IbLOBaHe IpernapaToM MOPiBHAHHSA KiliHiuHe focaifkeHHd 11 ¢a3u f1s BUBUeHHS
edeKTUBHOCTI Ta Oe3meuHocTi embposizymady (MK-3475) y kombiHariii 3 6auunoro Kanemerra-I'epeHa
(PLI)K) B yuacHUKIB 3 HeM’5130BO-iHBa3MBHHMM pakOM C€YOBOTO Mixypa 3 BUCOKUM CTYIIEHEM DU3HKY, Y
SKUX CIIOCTEPIira€ThCsl MepCUCTYOUri abo pelANBYOUMM pak mic/s iHaykuiiHoi BIDK-Tepartii abo sskum
paniue He nipoBoauiu BIDK-tepanito (KEYNOTE-676)», MK-3475-676, 3 iHKOprIOpoBaHO!0 MOIPABKOIO
04 Bix 09 yepBHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




HonaTok 56

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

Inentudikaris cyrreBoi OHoB/ieHUi TIPOTOKOJ KiliHiuHOro BUrpo6yBaHHs MK-7339-003 3 inkopriopoBaHo0 momnpaBkoio 04 Bif
TOTIPaBKH 29 gmcromaga 2021 PpoKy, aHIJIIACBKOIO MOBOW; 3MiHa Ha3BU K/IiHIUHOrO BUIPOOYBaHHS 3
«PanziomizoBaHe, BifikpuTe mocstimpkeHHs 3 da3u A/1s OLiHKYA e)eKTUBHOCTI Ta Oe3MeuHOoCTi MOHOTepartii
osiartapubom abo y kombiHarjii 3 GeBaifu3ymMaboM, y MOpiBHsHHI i3 3acTocyBaHHSM OeBaiju3ymady i3 5-
(bTOpypanuiIoM y maijieHTiB 3 HeorepabelbHUM ab0 MeTacTaTUYHUM KOJIOPEKTaJIbHUM PakoM 0e3 03Hak
MporpecyBaHHs XBOpOOU Mmic/s iHAYKLiKHOT Teparii nepioi JiHil 3a cxemoro FOLFOX (POJIPOKC) y
noeaHaHHi 3 GeBaruaymabom (LYNK-003)» Ha «PaHjomi3oBaHe, BifikpuTe mociimkeHHs 3 da3u Jjist
OLIiHKM e(heKTUBHOCTI Ta Ge3reuHocTi MOHOTepartii oarnapubom abo y KombiHarlii 3 6eBaizymabom, y
MOPiBHSAHHI i3 3acTOCyBaHHSIM OeBalju3yMaly i3 ¢TopripuMiIuHaMu y TallieHTiB 3 HeorlepabembHUM abo
MeTaCTaTUYHUM KOJIOpPeKTaJlbHUM pakoMm 6e3 03HaK MporpecyBaHHS XBOpOOU Tiic/isi iHAYKI[iMHOI Tepartii
niepioi JiiHiT (LYNK-003)»; Ykpaina, MK-7339-003, [HdopmaLiisi Ta JOKyMeHT 1po iH)OpPMOBaHY 3rofy
A nagienta, Bepcig 1.00 Big 03 rpygns 2021 p. ykpaiHCBKOHO MOBOR; YKpaiHa, MK-7339-003,
[HdopmMariisi Ta JOKyMeHT Tipo iHpopMoBaHy 3rofy s maijieHTa, Bepcis 1.00 Big 03 rpyans 2021 p.
pocilicbkkoro MoBoOr0; YkpaiHa, MK-7339-003, [HdbopMaliliHuii IUCTOK i JOKYMEHT Tpo iH(pOpMOBaHYy
3ro/ly Ha MaitbyTHe GiomeauuHe gocrimkeHHsi, Bepcis 01 Big 03 rpygus 2021 p. yKpaiHCHKOIO MOBOIO;
Ykpaina, MK-7339-003, IndopmariiiiHuii JUCTOK i JAOKYMeHT Tpo iH()OpMOBaHy 3rofly Ha MalOyTHE
6iomemuune pocmimkenHsi, Bepcis 01 Big 03 rpyans 2021 p. pocificbKOr0 MOBOIO; AHKeTa I[0/I0 CTaHy
3nopoB’ss EQ-5D-5L, mepeksiaz Ha YKpaiHCbKY MOBY [/s1 YKpaiHU, TeKCT AJis Tesie)OHHOrO iHTepB’o;
OnuTyBasbHUK 1070 cTaHy 3710poB’st EQ-5D-5L, Bepcis Ha pOCIMCBKiN MOBI A/ YKpaiHW, TeKCT AJis
TeneoHHOr0 iHTepB’10; ONUTYBa/JbHUK AJis OLIHKMU sIKOCTi »kuTTs — Core 30, Bepcis 3 (QLQ-C30),
CueHapiii nmpoBefieHHs1 Tesie)OHHOTO iHTEPB’10, Bepcis 2.0, yKpaiHCbKOI0 MOBOI; ONUTYBaMbHUK /IS
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oliHKK gKocTi »xuTTsa i3 30 nurtanb, QLQ-C30 (Bepcisi 3), CKpunt Ajsi MPOBeJleHHs OMUTYBaHHS T10
TenedoHy, Bepcisi 2.0, pocilicbkor0 MOBOI; ONUTYBalbHUK [JIs OLIHKM SIKOCTi XUTTS y XBOPUX Ha
KonopekTtanbHui pak (QLQ-CR29), CueHapiii npoBezieHHst TesiedoHHOTO iHTepB’10, Moaynb ansa QLQ-
C30, Bepcist 1.0, ykpaiHCbKOHO MOBOH; ONMTYBa/JbHUK [JIs1 OLIHKM SIKOCTi JXUTTS NPU PaKky TOBCTOIO
kuieuynnka (QLQ- CR29), IlonepesHili CKpUIIT AJisi TIPOBeJileHHsSI OMUTYBaHHS 1O TesieoHy, Mony/ib
QLQ-C30, Bepcis 1.0, pociiicbkoto MOBOI0; BurnpaBieHHs TeXHiUHOI OMU/KY B Ha3Bi cxBaneHoro MIIB:
bYJIO CTAJIO
Menuunuii teHTp «Medical Plaza» ToBapuctBa 3 | Meauunuii 1ieHTp «Medical Plaza» ToBapucTBa 3
obmexxeHoro BiamoBiganbHicTiIo «EKOITHIIPO», | obmekeHow BiamnosiganbHicTIoO «EKOJHITIPO»,
OararonpoiibHUI  XipypriuHMdA — Migpo3fis, | 6aratronpodisibHUM  XipypriuHMA — MipO3/is,
xipypriune  BigginenHs  Ne2, M. [Iuinpo | xipypriude  BigginenHs  Ne2, M.  [Ininpo
(BignoBiganbHUM focaigHUK - bongapenko FO.M.) | (BignoBimanbHuii focaifHuK - borgapenko HO.M.)

Homep Ta faTa Haka3sy Ne 1924 Big 21.08.2020

MO3 1joz0 3aTBepAKeHHs

K/TiHIYHOTO BUTIPOOYBaHHS

Has3ga kmiiHiuHoro «Pangomi3oBaHe, BifKpuTe AoC/imKeHHsT 3 da3u A/ OL[iHKA eheKTUBHOCTI Ta 6e3reuyHocTi MOHOTepartii
BUTIPOOYBaHHS, KO/, oslartapubom abo y komOiHarii 3 GeBar3ymaboM, y TOpPiBHsSIHHI i3 3acTOCyBaHHsM OeBaru3ymaly i3
Bepcis Ta JjaTa 5-¢bTOpypaLuiIioM y TallieHTiB 3 HeorlepabeslbHUM ab0 MeTacTaTUUHUM KOJIOPEKTa/IbHUM pakoM 6e3 03Hak

rporpecyBaHHsI XBOpoOu mic/is iHAYKUiliHOI Teparmii nepimoi JiHii 3a cxemoro FOLFOX (®OJI®OKC) y
noegHanHi 3 GeBanzymabom (LYNK-003)», MK-7339-003, Bepcis 3 iHKOPIIOPOBaHOIO TOIpaBKow 02
Bizg 13 kBiTHg 2020

3asiBHUK, KpaiHa ToBapucTBO 3 00MexeHOI0 BiAmoBigampHicTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa «Mepk Illapn Exng Joym Kopn.», gouipHe mianpuemctso «Mepk Eng Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepiasu/nperiapatv

CYTIyTHBOI Tepamnii

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




HonmaTok 57

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU

Bifg 17 rpygHa 2021 poky Ne 2814»
20.01.2022 Ne 132

InenTudikatiist cyrreBoi
TIOTIPaBKU

BksttoueHHs1 2 (IBOX) /10/IaTKOBUX MiCllb TIPOBE/IEHHS] BUTIPOOYBaHHS:

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

/11 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. a.M.H. Koposnbs A.P.
HepxaBHa ycraHoBa «IHCTUTYT OuyHMX XBOpoO i TKaHuWHHOI Tepamii im. B.II. ®inaToBa
HauioHanpHOi akazemil MeJWUHUX HayK YKpalHW», BiAAil IJIayKOMW Ta I1aTOJIOril
KPUILUTA/IUKA, Bii/lisIeHHsI MiKpOXipYpPriyHOrO JIiIKyBaHHA IJIayKOMM Ta Karapakty, M. Ozeca

2. K.M.H. MenbHuK B.O.
MeauuHul TIEHTP TOBApUCTBa 3 0OMe)KeHO BifmnoBifganbHicTIO «KimiHika BizioOyg-Tlmoc»,
KOHCYJIbTaTUBHO-/[iarHOCTHAYHE BifzineHHs1, M. KuiB

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

Ne 1586 Big 29.07.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«baraTolieHTpOBe, BifKpWTe, paH/OMi30BaHe MAOC/Ti/[)KeHHs 3 TOPIiBHSABHOI OL[iHKA e(eKTUBHOCTI Ta
MepeHoCUMOCTI npenapaTty bpuH3onamig+bpUMOHIAWMHY TapTpaT, Kparuii OuHi, cycrneH3is 10 mr/ma+2
mr/mn, BupoOHuiTBa AT «®apmak», YkpaiHa Ta mperniapaty CiMOpmH3a®, Kparuli 04Hi, BUPDOOHHUIITBA
«AnkoH-KyBpbop», Besbris y maijieHTiB 3 BiJKDUTOKYTOBOIO TJIayKOMOI ab0 OYHOIO TirepTeH3i€ro»,

FM-BMN-BZN-20, Bepcis No2 Big 25.06.2021

3asiBHUK, KpaiHa

AT «®Papmak», YKpaina
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CrioHcop, KpaiHa AT «Papmak», YKpaiHa

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopaTtok 58
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCEeHHs 3MiHM 710 fojaTtka Ne 6 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Bizx 17 rpypHsa 2021 poky Ne 2814»
20.01.2022 Ne 132

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

baraTorieHTpoBe, TpocTe cJjime, I1arie00-KOHTPO/IbOBAHe, pPaH/OMi30BaHe KITiHiUHEe JOC/TiIKeHHS
edektuBHOCTI i Oe3meuHocti mpemapary TpwiymiH, po3uuH [jisi iH'ekdid mo 0,5 ma y c¢iakoHax /
mmpuiax/amiysiax Bupobuuntea TOB «HAY «KBAHT M» y maljieHTiB 3 XpOHIUYHWM PpelUIUBYHOUNM
repriecom ( BIII'-1, BIII'-2), kox gocaimkenHst KV/TL/SI/ phase 111, Bepcis Ne3 Big 05.01.2021 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXXEeHOI0 Bi/noBinampHicTIO «HaykoBo-mocsigHa yctaHoBa « KBAHT M»

CnoHcop, KpaiHa

ToBapurCTBO 3 0OMeXXeHOI0 BifmnoBifanpHicTIO «HaykoBo-gocsiaHa yctaHoBa «kKBAHT M», YkpaiHa

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

TpunyMiH (KOMILJIEKC HU3BKOMOJIEKY/ISIPHUX OpPTraHiYHUX OiO/IOTiYHO aKTMBHUX CIIOJYK, OTPUMAaHUX i3
Bacillus Subtilis); po3uun g in'exiiii; 0,5 mi; JouipHe nianpuemctBo «k EH3MM», YKpaiHa;

miarebo go TpunymiH (Bozja Jyisa iH'eKiiid); po3uwH as iH’ekuiid; [ouipHe mignpuemctBo «EH3VM»,
Ykpaina

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

rOJIOBHMH JTiKap, K.M.H. Kagurpo6 1.B.

KomyHanbHe HekomepliiiiHe miANpueMcTBO «MIiCbKHMM IIKipHO-BeHepO/oriyHuM  aucrnaHcep Nelx»
XapKiBCBKOI MiCbKOI pajik, IepMaToJ/IOTiuHe BiJgileHHs], M. XapKiB

2) a.M.H., nipod. droaton A..

KomyHanmeHe mignpueMcTBo «OO0acHUN  IIKipHO-BEHEpOJIOTIUHWM  [JucriaHcep»  [THIMpomneTpoBCHKOT
obmacHoi pagw», BipgineHHs neHHOro crarioHapy, [3 «/lHinmpomeTpoBckka MeanuHa akagemis MO3
YKpainu», Kadezapa gepmaToBeHeposorii, M. [IHITIpo

3) a.M.H. Pe3niuenko H.FO.

BiiicbkoBuii rocritans (BiticbkkoBa yactHa A3309) BilicbKOBO-MeAMUHOIO KJiHiuHOTO 1ieHTpy [liBgeHHOro
perioHy, TepareBTUUHE BiJJileHHs (3 majaTaMu [Jjisi HEBPOJIOTIUHUX Ta JepPMaTOBEHEePOJIOTiYHUX XBOPUX),
M. 3aropixoKs

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

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




