3ATBEPJIP)KEHO

Haka3 MinicTepcTBa OXOpOHHU
3/10poB's YKpaiHu

28 BepecHs 2022 poky Ne 1753

CyTTeBi NONpaBKu 10 NPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb

InenTudikariisi CyTTe€BOI MOMPaBKU

Omnosnenuii [Ipotokon 3 mompaBkoro 3 Bix 29.03.2022 p.; Ononenuit Ilporokon 3
nonpaBkoro 4 Bixm 24.05.2022 p.; Homatox mo IIporokomy - KepiBHUIITBO 1010
MPOBEACHHS TOCIIIIKEHHS 1] 9ac cepiio3HuX nopyiieHs Bix 24.05.2022 p.; [npopmarrist
it marienTa Ta @opma inpopmoranoi 3roau — [Iporokonr CNTO1959LUN2001, Bepceis
6.0 ykpaincbkoro MoBorw ansi Ykpainu Big 15.07.2022; Indopmarist ans maiieHTta ta
®opwma indopmosanoi 3roau — [Iporokon CNTO1959LUN2001, Bepcist 6.0 pociiicbkoro
MoBow ansi Ykpainu Big 15.07.2022 p.; @opma BiakiaukaHHS iH(GOPMOBAHOI 3rojH,
Bepcis 1.0 ykpaiHChKOI0 MOBOIO uisi Ykpainu Big 27.06.2022; dopma BiIKIMKAHHS
iH(popmoBaHoi 3roau, Bepcia 1.0 pociiicbkoro MoBor s Ykpainu Bing 27.06.2022;
Kaprka anamizy ceui Ha DK, ykpaincekoro MoBoro Bepceis 2.0 Big 26.01.2022; Kaprka
st K obcTexxeHHs cedi, pociiichbKoro MOBOO Bepceis 2.1 Big 26.01.2022

Howmep Ta nara nakazy MO3 mozno
3aTBEPUKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Bix 16.09.2020

Ha3sBa kiiHiYHOTO BUIIPOOYBaHHS, KO/,
BepcCis Ta Jata

«bararonieHTpoBe, paHIOMI30BaHe, MO/BIMHE ciime, IU1aed0 KOHTPOJIbOBaHE, B
napajeNbHUX rpynax KIIHIYHE JOCHIKEHHS I'ycelbKymMaly y MAalleHTIB 3 aKTUBHUM
BoBUakoBUM Hedpurom», CNTO1959LUN2001, 3 nompaskoro 2 Bix 20.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CynyTHi MaTepianu/mpenapaTi CynyTHbOT
Tepanii

InenTudikariist CyTTeBOi MOMpaBKU

Jlocke nociikyBaHoro Jikapebkoro 3acody ARGX-113 with rtHuPH20 po3uwnn s
NiAIWKIpHUX 1H ek, Bepcist 5.0 Big 19 nucronana 202 1p., aHrniicbkoo MOBO0; Jloche




JOCITIDKYBaHOTO JTikapchkoro 3acody ARGX-113 with rtHuPH20, mnane6o 10 po3unny
JUIS MAKIpHUX 1H €Ki, po3ain P Drug Product, Bepcis 5.0 Bix 19 nuctonana 2021p.,
AHITHCHKOI0 MOBOIO; JIOChE JOCHIIKYBAaHOrO JTiKapchkoro 3acooy ARGX-113 with
rHuPH20, po3unn ans nimmukipaux in’exniii, Appendices rHuPH20, Bepcis 5.0 Bin 04
xoBTHs 2021p., aHMIICHKOIO MOBOIO; bpomrypa gocimigHuKa JOCTIAKYBaHOTO
nikapcekoro 3acody ARGX-113 (efgartigimod), Bumanns 10.0 Bix 23 nuctomana 2021
p., aHTJIHCBKOI MOBOIO; [loOBXKEHHS TEpMiHY NPUIATHOCTI JIOCIIIKYBaHOTO
nikapcebkoro 3aco0y ARGX-113/rHuPH20, po3unn mis migmkipHux 18’ ek, 180
Mr/ma 10 24 micsaui; [TomoBkeHHST TEpMiHY MPUAATHOCTI BiANOBITHOTO IIanedo 10
nocaimkyBaHoro Jikapcskoro 3acody ARGX-113/rHuPH20, po3unn [1s miAmkipHUX
11’ eK1ii, 10 36 micsanis; JJomatok no [ndopmarrii st manienta ta Gopmu iHPOPMOBAHOT
3roau st Ykpainu, Bepcis 1.0 Big 02 yepBHs 2022p. aHrIidcbK00 MOBOKO; JlogaToK 10
Iadopmarii g manienta ta popmu iHpopMoBaHoi 3roau s Ykpainu, Bepcis 1.0 Bix
02 yepBHsa 2022p., ykpaincbkoro MoBowo; Jlomatok no Indopmamnii ans mamieHta Ta
¢dopmu iHdopmoBaHOi 3romu s Ykpainu, Bepcis 1.0 Big 02 uepsHs 2022p.,
POCICbKOI0 MOBOIO

Howmep Ta nata nakazy MO3 mozno
3aTBEP/KEHHS KJIIHIYHOTO BUNPOOYBaHHS

Ne 1143 Bix 15.05.2020

Hazga kiiHiuHOTO BUIIPOOYBaHHS, KO,
Bepcis Ta gara

«locnimkennsa 2-0i ¢a3u s OLIHKU €()EeKTUBHOCTI, OE3MEUYHOCTI Ta NEePEHOCUMOCTI]
npenapary Edrapririmon PH20 mis miamkipHOro BBEIEHHS Y IOPOCIUX MAIlI€HTIB 13
XPOHIYHOIO 3allabHOI0 JIeMieNiHI3yrouot nodineiponariero (X3/I1)», ARGX-113-
1802, Bepcis 4.0 Bix 30 nuctonaaa 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexenoro BiamosimanphicTio  «KoHTpakTHO-/{oCHiqHUIIBKA
Opranizauist InHodgapm-Ykpaina»

Crnoncop, kpaiHa

argenx BVBA, Belgium/ apukenkc BBBA, benbris

CynyTHi MaTepianu/mpenaparu CynyTHbOT
Teparnii
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Inentudikariisi CyTTeBOI MOMpPaBKU

BxuroueHHs JOJaTKOBUX MICLIb TPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS |

No [1.LB. BiIMOBIJAILHOTO AOCITITHUKA

/1 Ha3sa miciis npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. | k.m.H. KpaBuenko T.I'.
KomyHnanpHe HekoMmepiiiiHe mianpueMcTBO «KuiBchbka MichbKa KIiHIYHA
nikapHs Nel8» BukonaBdyoro oprany KuiBcbkoi micbkoi paau (KuiBchkoi
MICBKOI JiepaBHOI aMiHICTpallii), IPOKTOJIOTiuHEe BijtiaeHHs, M. KuiB

2. | reHepaJbHUHN AUPEKTOP Manuipka A1
KomyHanbHe HeKOMepIliiiHe miampueMCcTBO «XepCOHChKa MicbKa KJIiHIUYHA
mikapHs im.  €.€. Kapabenema» XepcoHCbKOi  MICBKOI  paju,
racTPOCHTEPOJIOTIYHE BiIIJICHHS, M. XE€pPCOH

Howmep Ta nara nakazy MO3 mozno
3aTBEPPKEHHS KIITHIYHOTO BUIIPOOYBAHHS

Ne 2616 Bix 24.11.2021

Ha3zBa kiiHiYHOTO BUIIPOOYBaHHS, KO/,
Bepcis Ta jgaTa

«PannmomizoBaHe, MOJBiliHE crimne, TUIale00-KOHTPOIbOBAHE KIIHIUYHE OCTIIKEHHS
¢dazu 11l nns oninky ePekTUBHOCTI Ta 0€3MeYHOCTI KOOITONMMOAY AK 1HAYKIIMHOI Ta
HNIATPUMYIOUOI Tepamii B YYaCHUKIB 3 aKTHMBHMM JIIBOOIYHHUM BUPA3KOBUM KOJITOM
nomipHoOro abo Tskkoro nepediry», CSUC-01/21, Bepcis 2.1 Big 09 uepBust 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaiHa

In/lexc dapmactorikan3 Ab, [lIBenis / InDex Pharmaceuticals, Sweden

CynyTHi MaTepiaiau/npenapaTi CynyTHbOT
Tepanii
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InenTudikariisi CyTTe€BOI MOMPaBKU

3MiHa BIAMOBITAIBHOTO JOCHIIHUKA B paHillle 3aTBEPHKECHOMY MICIl ITPOBEICHHS
KJIIHIYHOTO BUIIPOOYBaHHs; 3MiHAa HA3BU paHIlIe 3aTBEPKEHOTO Miclis MPOBEICHHS

KJIIHIYHOT'O BUIIPOOYBAHHSI:

byno

Cramno

K.M.H. 3onoTaiikina B.1.

KomyHnaneHe  HekoMepuiiiHe  MHiANPHEMCTBO
«Micpka kiiHiuyHa JiikapHs Ne27» XapKiBChKOI
MICBKOI pajy, BUIIIJICHHS IHTEHCUBHOI Tepartii,
M. XapKiB

3aB. Bij. Jleonigosa B.1.
KomyHnanbne Hexomepuiiine
i ITPUEMCTBO «Micpka
KIiHiuHA ~ JikapHa ~ Ne27»
XapKiBCbKO1 MICBKOT paju,
BiJUTIICHHSA IHTEHCHUBHOT
Tepanii, M. XapKiB

I.M.H. ipo¢. @ymreii .M.

KV «3anopi3pka micbka kiriHigHa JikapHsa Nel0»,
TEpareBTUYHE BiJIUIeHHS, JlepkaBHUM 3aKiaja
«3amopi3bKa MeIMYHa aKajaeMis ITiCIISIUIIOMHOT
ocBiTh  MiHICTepCTBA  OXOpPOHH  3JIOPOB’S
Vkpainu»,  kadenpa  Tepamii,  KIiHIYHOL
(hapmakoiorii Ta €HIOKPUHOJIOT1T, M. 3amopixKs

1.M.H. ipo¢. @ymreii .M.

KomyHnaneHe HekomepiiiiHe
T IITPUEMCTBO «Micbka
mikapHs NelO» 3amopizbkoi
MICBKOI pajifi, TeparneBTUYHE
BiIIJIEHHS, HepxxaBHuit
3aKiaja «3amnopizbka MeIuYHa
akajgeMiss  MICISAUIIIOMHOI
OCBITH MinicTepcTBa
OXOpPOHHM 3/10pOB's YKpaiHu»,
kadenpa Teparnii, KJIIHIYHOL

dapmakoorii Ta
€HJOKPHHOJIOTI, M.
3anopixoks

Howmep Ta nara nakazy MO3 mozno
3aTBEP’KEHHS KIIIHIYHOTO BUITPOOYBAHHS

Ne 1896 Big 27.08.2019

Ha3ga kiiHiuHOrO BUNpOoOyBaHHs, KO/,
BepcCis Ta JgaTa

«FLOW — BmmMB cemariyTHay B MOpIBHSHHI 3 Mjane6o Ha piBEHb MOTIPLIICHHS
GyYHKIIT HUPOK y XBOPHUX Ha I[yKPOBHH JiabeT TUIl 2 pa3oM 13 XpOHIYHOI XBOPOOOIO

HUPOK», NN9535-4321, inansua Bepcis 4.0, Big 11 aucronana 2020

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

Cnoncop, kpaiHa

Novo Nordisk A/S, Denmark




CynyTHi MaTepiayii/mpernapaTy CymyTHbO1
Teparii

InenTudikamist CyTTEBOI MONPABKU

BrxirodeHHsT J10JIaTKOBOTO JIOCIHIKYBAHOTO JIIKApChKOTO 3aco0y —ABaTpomoborar
(Avatrombopag), TOpOIIOK s TepopaibHOi cycmeHsii, B Kamcymax, 10 wr,
BupoOHuku: Alcami Carolinas Corporation, CIIIA; Alcami Carolinas Corporation,
CHIA; Alcami Carolinas Corporation, CIIIA; Almac Clinical Services, CIIIA; Almac
Clinical Services Limited, O6'eqnane KopomictBo; Cilatus Manufacturing Services
Limited, Ipnanais; BxiirodeHHs 101aTKOBOTO JOCTIIKYBAHOTO JIIKAPCHKOTO 3aC00y —
[Tname60 no ABarpomoborar (Avatrombopag), TOPOIIOK JIIs IEPOPATBHOT CYCIICH31i, B
karcynax, BupoOHuku: Alcami Carolinas Corporation, CIIIA; Alcami Carolinas
Corporation, CIIIA; Alcami Carolinas Corporation, CIIIA; Almac Clinical Services,
CHIA; Almac Clinical Services Limited, OG'eqnane KopomisctBo; Cilatus
Manufacturing Services Limited, Ipmanmis; Jlocbe MOCITIIKYBaHOTO JIIKapCHKOTO
3aco0y ABarpomOomnar maneat (Avatrombopag maleate), roroBuii JikapchbKuii 3acid Ta
iane6o, Bepcis 07 Big 02 Gepesns 2022 poky aHIITIHCHKOI0 MOBOIO; 3MiHA Ha3BH
BUPOOHWYOI JAUISHKA JOCIIKYBAaHOTO JIIKAPChbKOro 3aco0y ABaTpomobornar
(Avatrombopag) (ABarpombormar maneat (Avatrombopag maleate), TabieTka, BKpuTa
TUTIBKOBOIO 00o0noHKoI0, 20 Mr Ta [lmame6o mo ABatpombomar (Avatrombopag),
TabJieTKa, BKpUTA IJ1IBKOBOIO 000510HKOIO 3 Carton Services Incorporated T/A Pharma
Packaging Solutions (PPS), CILIA na Pharma Packaging Solutions, LLC, CIIIA; 3mina
aapecu BupoOHMuoi ausHku Cilatus Manufacturing Services Limited, Ipnannis
JIOCHIJKYBAHOTO  JIIKapchbkoro  3aco0y  ABarpombomar  (Avatrombopag)
(ABarpomOonar manear (Avatrombopag maleate), Tabnerka, BKpUTa IUIIBKOBOIO
o0onoHkoro, 20 mr Ta [Tnanedo 1o ABarpombonar (Avatrombopag), TabieTka, BKpuTa
TTiBKOBOIO 000s10HKOI0 3 Regus House, Harcourt Centre, Harcourt Road, Dublin, D02
HW77, Ipnanais na Pembroke House, 28-32 Pembroke Street Upper, Dublin 2, D02
EK84, Ipnanmis; 3pa3ok MapKyBaHHS JIOCHII)KYBAaHOTO JIIKapChKOTO 3aco0y
ABatpombomnar (Avatrombopag), 10 mr, moOpomok sl MepopaibHOI CyCHeH3ii, B
Karncynax, Bi 15 BepecHs 2021 poky yKpaiHCHKOIO MOBOIO; 3pa30K MapKyBaHHS
JIOCJTIDKYBAHOTO JIIKapChKOTro 3aco0y ABarpombomar (Avatrombopag), 10 mr abo
1ane6o0, TOPOIIOK JUIs epopaIbHOI CyceHsii, B Kancynax, BiJ 15 BepecHs 2021 poky
YKpaiHCbKOI0 MOBOM; Jloche AOCTiKyBaHOTO JIIKapchKoro 3aco0y ABarpomoborar
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MmazeaTr (Avatrombopag maleate), mkapcbka pedoBuHa, Bepcis 04.1 Big 15 cepmas
2022 poky aHriiiicekoro MoBoro; [Hpopmanilinuii muctok Ta dhopma iHhopMOBaHOT
3roAu Ha BUKOpUcTaHHS nmocayr kommadii Scout Clinical, Bepcis 3.0 mis Ykpainu Bifg
30 6epesnst 2022 poky yKpaiHCBKOFO Ta pociiickkoro MoBamu; Scout Clinical — [Tociyru
JU1s arieHTiB — [ToBiTOMIIGHHS €IEKTPOHHOIO MOIITO, Bepeis 2.0 mis Ykpainu Bif
12 kBiTHa 2022 poKy yKpaiHCHKOIO MOBOIO Ta Bepcis 2.0 ais Ykpainu Bif 14 kBiTHS
2022 poky pociiicbkoro MoBoI0; [HpopMariiiHuii mucToK 1 hopMma iHHOpMOBaHOT 3TOH
mis pited (3-5 pokiB), Bepcis 2.0 mns Ykpainm Bim 17 smmcromama 2021 poky
YKpaiHCBKOIO Ta POCICHKOI0 MOBaMH; [HCTPYKIIis i3 3aCTOCYBaHHS OCIiIKYBaHOTO
npernapaty — mnpotokon AVA-PED-301, Bepcis 1.2 Bim 4 kBiTHa 2022 poky
VKpaTHChKOIO Ta pocilickkoro MoBamu; llloeHHUK mpHiioMy Tperapary NarieHToM
AVA-PED-301, Bepcis 1.2 Big 28 kBiTHS 2022 poKy yKpaiHCBhKOIO Ta POCIHCHKOIO
MOBaMH

Howmep Ta nara nakazy MO3 mozno
3aTBEPPKEHHS KIITHIYHOTO BUIIPOOYBAHHS

Ne 422 Bin 10.03.2021

Ha3Ba kiiHiuHOTO BUIPOOYBaHHS, KO,
Bepcis Ta Jara

«bararonieHTpoBEe  paHAOMI30BaHE TMOJBIMHO Ciine  IJIane00-KOHTPOJIhOBaHE
BUnpoOyBaHHd ¢azu 3b B mapajenpHUX TIpynax 3 MOJAIBLIOI BIAKPUTOO
pO3MIUPEHOI0 (Ha30t0 NS OIIHKU €(PEeKTUBHOCTI Ta O€31eyHOCTI ABaTpomobomnary st
JIKyBaHHS  TPOMOOLMTONEHIi B  MAaLI€HTIB JUTIYOr0 BIKY 3  IMYHHOIO
TpoMOOLMTONEHIEI0 TpoTsiroM >6 wicsamie»y, AVA-PED-301, Bepcis 3.0 Big 02
mucronaga 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJITOBIJAAJIBHICTIO «®APMACBIOTIKAJI
PICEPY ACCOYIIMUENTC YKPAIHA» (TOB «®PA YKPAIHA»)

CnoHncop, kpaiHa

Sobi, Inc., CIIIA

CynyTHi MaTepianu/mpenaparu CynyTHbO1
Teparnii

InenTudikariist CyTTeBOI MOMpaBKU

3MiHa Miclisl POBE/IEHHSI BUITPOOYBAHHSL:

byno Crano

I.M.H., po¢. Mockosko C.II. 1.M.H., 1po¢. Mockosko C.II.




Komynaneuuii 3akman «BinHunbka oOnacHa | Meau4yHUE 1IEHTp TOBAapHUCTBA 3

MICUXOHEBPOJIOTIYHA JiKapHs IM. aKaj. | OOMEXEHOK BIJIIOBIIAIBHICTIO
O.I. FOmenka», HeBposoriude BimmiaeHHs Ne3, | «Menuunuii neHTp «CaroTemM,
Binaunpxuii HaLlOHAILHUI MEIWYHUH | JTIKYyBAIbHO-TIPOPITAKTHYHU T
yHiBepcuter iM. M.I. Iluporosa, kadenpa | Bimmaiia, M. Binauns
HEPBOBHX XBOp0O, M. BiHHUIIA

Howmep Ta nara nakazy MO3 miono Ne 1896 Big 27.08.2019

3aTBEPUKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHOrO BUNIpOoOyBaHHs, KO/, «bararonieHTpoBe, paHIOMi30BaHE, TMO/BIHE cIine, IUIae00-KOHTPOIbOBAHE

BepcCis Ta gaTa

nocmimkenns ¢aszu IlIb nns ominku edexkTUBHOCTI Ta OE3MEYHOCTI Mpenapary
Oxpenizymad y [AOpOCIMX TMAIi€HTIB 3 MEPBUHHO-TPOTPECYIOYUM PO3CITHUM
ckiiepo3om», WA40404, sepcis 4 Big 01 mrororo 2021 p.

3asBHUK, KpaiHa

ToapuctBo 3 OOmexeHnorw BimmosimansHicTio «KoHTpakTHO-/{0oCHinHUIIBKA

Opranizaris [arOdapM-Ykpainay

CnoHcop, kpaiHa

®. Xohdpmanu-JIs Pomr JIta, setinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi MaTepiaau/npenapaTi CynyTHbOT
Tepanii

InenTHdikamist CyTTEBOI MOMPABKU

[TonoBkeHHsT TepMiHY NPUAATHOCTI AOCHIPKYBAaHOTO JliKkapchbkoro 3aco0y PG20
(CPL500036) mo 36 wmicsmiB, OnoBneni po3aum 2.1.P.3.4.2 Tta 2.1.P.8.1. [ocwe
JI0CH1JKyBaHOTo Jiikapcbkoro 3acody PG20 (CPL500036) wactuna P, Bepcis 6.0. Big
06.07. 2022

Howmep Ta nara nakazy MO3 mozno
3aTBEPKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 2947 Bix 30.12.2021

Ha3ga kiiHiuHOrO BUNpOoOyBaHHs, KO/,
Bepcis Ta Jara

«®Da3a I, moagiiiHe ciine, paHIOMi30BaHe, MIANE00 KOHTPOILOBAHE, Y MapaielbHUX
rpymnax, JOCHIIPKEHHS 3 METOI0 BHUBYCHHS TMOTCHIIWHUX aHTHANCKIHETUYHUX
BiactuBocteit CPL500036 (inriditop PDE10A) y mauieHTiB i3 xBopo6oto [TapkiHcoHa,
K1 CTPaXJAr0Th BiJ AUCKiHE31i, cipuunHeHoi JleBogomnoro», 03PDE2020, Bepcis 2.0.
Bij 16 munus 2021 poky
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3asBHUK, KpaiHa

TOB «®apma Kommieke Comtomns FOA», Ykpaina

Cnoncop, kpaina

Celon Pharma S.A, Tonpma

CymnyTHi MaTepianu/mpenaparu CynyTHbO1
Teparnii

Inentudikariisi CyTTeBOI MOMPaBKU

Bpomrypa ngocnmigHuka AOCTIKYBaHUHN JIKapChKUI 3acid JiymaTenepoH, BUAaHHS 16
Big 02 uepBHs 2022 poky; [lomoBkeHHS TPUBAIOCTI KIIHIYHOTO BUIPOOYBaHHS B
Vkpaini go 31 Oepe3ns 2024 poxy, 3miHa MICHS MPOBEIEHHS KIIHIYHOTO
BUIIPOOYBaHHS

byno Crano

1.M.H. Mopo3 C.M. 1.M.H. Mopo3 C.M.
Komynanene mignpueMctBo «/[HimpomnerpoBcbka | KomyHanbHe — miAnpuUEMCTBO
obmacHa kmiHiyHa JikapHs iM. LI. MeunukoBa» | «/lHinpomerpoBcrka
JIHITpONEeTpOBChKOI 00JIaCHOT panuy», oOJacHHM | OararonpodiabHa
IIEHTP TICMXOCOMAaTHYHHX pO3JiajaiB Ha 0asi | JiKapHs 3 HaJaHHSA
TICUXOHEBPOJIOTIYHOTO BIIIIICHHS, M. J{HImpo MICUX1aTPUIHOT JTOIIOMOT
JlHInponeTpoBchbKOI 00JacHOL
panny, [IcuxocomatnyHui
LEHTp, M. JIHIIpo

KJIIHIYHA

Howmep Ta nara nakazy MO3 mozno
3aTBEPKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 132 Bin 20.01.2022

Ha3zBa kiiHiyHOTO BUIPOOYBaHHS, KO/,
BepCis Ta gaTa

«Bigkpurte, OaraToleHTpPOBE OCHIIKEHHS 3 METOI OIIHKKM Oe3MeyHOCTI Ta
MEPEHOCUMOCTI JIyMaTENEPOHY Y SKOCTI TOJATKOBOT TEpaITii Py JIIKyBaHH1 MAaIli€HTIB
3 BEJTUKUM JIeTIPECUBHUM posnagomy», ITI-007-503, 3 monpaskoro 1 Big 23 ceprus 2021

POKY

3asBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHcop, kpaina

Intra-Cellular Therapies, Inc., United States

CynyTHi MaTepiaiay/npenapaTi CynyTHbOT
Teparnii
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9. | ImenTudikaris cyrTeBOi MOMpaBKu Onosnenuii [Iporokon kmiHigyHOro BumpoOyBanHs SEL-212/302, Bepcis 7.0 Bimg 25
tpaBHsa 2022 poky; OnoBnena bpomrypa nocnignuka ans SEL-212, suganss 10 Bix 25
tpaBHsa 2022 poky; [Hdopmartis s narienTta i @opma iHGoOpMOBaHOT 3TOM HA y4acCTh
y HAayKOBOMY KIIIHIYHOMY nociifkeHHi, Moaens s Ykpainu, Bepcis 4.0 Bix 20
yepBHs 2022 poKy, YKpaiHCHKOIO Ta POCIMCHKOI0 MOBAMH

Howmep ta nata nakazy MO3 mono Ne 762 Big 20.04.2021
3aTBEPUKECHHS KIIHIYHOTO BUIIPOOYBaHHS
Ha3sBa kiiHiyHOTO BUIIPOOYBaHHS, KO/, «PannomizoBane, nojBilHe-cline, mi1aned0-KOHTPOIbOBAHE JOCIIIKEHHS MpenapaTy
BepcCis Ta Jata SEL-212 y mami€eHTiB 3 MOJarpor, pepakTepHO 10 CTaHAapTHOI Tepamii», SEL-
212/302, Bepcis 6.0 Bix 18 xoBTHa 2021 poky
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»
CrioHcop, KpaiHa Selecta Biosciences, Inc., USA/ «Cenexra baiiocacucis, Iuk.», CIITA
CynyTHi MaTepiaiau/npenapaTi CynyTHbOT —
Tepanii
10. | InenTudikaris cyrreBoi nonpaBku [Tponenypa obcTexenns i3 3acrocyBaHHsIM mkanu AIMS, Bepcis Bix 16 yepBHs 2021

POKY yKpaiHCbKOI MOBOMO; «IIpomemypa ocMoTpa mpu padote co mkamor AIMSy,
Bepcisa Bix 16 yepBHs 2021 poky, pociiicbkoro MoBoro; OIIMTYBAJIBHUK JIJIA
OLIIHKM BIAMOBIAI HA JIKYBAHHA AHTUIAEIIPECAHTAMMU (ATRQ)
(3MIHEHUI), MASSACHUSETTS GENERAL HOSPITAL (MGH), Bepcis Bix 24
yepBHs 2021 poKy, YKPaHCBKOIO Ta pociiickkoro MoBamu; I[llkana omiHky akatmsii,
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BHUKJIMKaHO1 Jikapchkumu mpenaparamu (Illkana ominku akatusii bapaca [BAS)),
Bepcis Big 16 uwepBHs 2021 poky, ykpaiHCchkoro MoBow; «lllkama amst oneHKH
JeKapcTBeHHO-BhI3BaHHOM akaTu3uu (Lllkana ouenku akatusuu bapuca)y, Bepcis Bif
16 uepBHs 2021 poky, pociiickkoro MoBo; [lIkana 3aranbHOTO KIIHIYHOTO BPaKeHHS
— TspKKicTh 3axBoproBaHHs (CGI-S), Bepcis Big 16 yepBHst 2021 poky, YKpaiHCHKOIO
MoBom; «lllkama oOmiell KIMHHYECKON OIeHKH BhIpakeHHOCTH 3aboneBanus (CGI-
S)», Bepcia Big 16 uepBHs 2021 poky, pociiicekoro moBoio; HIKAJIA OLIHKU
TSOKKOCTI CYIIMAY KOJYMBIMCBKOI'O VYHIBEPCUTETY (C-SSRS) -
Buxinai mani/Bepcis mis omnintoBanHs, Bepeis 14/01/09 Bim 16 yepBust 2021 poky,
yKpaiHcbkoro  MoBow;  «IIKAJIA  OLEHKM  TSKECTU  CYULIUAA
KOJIYMBUMCKOI'O YHUBEPCHUTETA (C-SSRS), McxoHble/CKPHHHHIOBBIE
nanHbie, Bepcis 14/01/09» Big 16 yepBHa 2021 poky, pociiicbkoro MoBoio; IIIKAJIA
OLIIHKU TSDKKOCTI CYIIUAY KOJYMBIMCBKOI'O YHIBEPCUTETY (C-
SSRS) — 3 MoMeHTy ocTaHHBOTO Bi3uTy, Bepcist 14/01/09 Bix 16 xoBTHs 2021 poky,
YKpPaiHCBKOK0 ~ MOBOXO; IIKAJIA  OLIHKU  TSKKOCTI  CYIIUAY
KOJIYMBIMCBKOI'O YHIBEPCUTETY (C-SSRS) — 3 MOMEHTY OCTaHHBOTO Bi3UTY,
Bepcis 14/01/09 Bin 25 uepBusa 2021 poky, pocilicekoro moBor; MDKHAPOJIHE
HEMPOIICUXIATPUYHE IHTEPB'IO MINI JIS1 JIOCJIIDKEHL PO3JIAJIIB
HACTPOIO 31 SMIITAHUMHU CUMIITOMAMMU, Bepcis 7.0.2. Big 17 nucronana
2021 poky, ykpaiHchkol MoBow; «KPATKHUM  MEXJIYHAPOIHBIN
HEWPOIICUXUATPUYECKU  OINPOCHHUK JUISI  MCCJELOBAHUI
PACCTPOMCTB HACTPOEHHMSI CO CMEIIAHHBIMU CUMITOMAMM»,
Bepcisa 7.0.2. Bin 17 nmucronana 2021 poky, pociiicbkoro MoBoro; [lkana CimricoHa-
Amnryca (SAS), Bepcis Big 15 mororo 2022 poky, ykpaiHcekor MoBoro; Illkana
Cimncona-Anryca (SAS), Bepcig Big 16 uepBHs 2021 poky, pocCiiCBKOIO MOBOIO;
I[TOCIBHUK 3 IIPOBEJJEHHA CTPYKTYPOBAHOI'O IHTEPBTO I3
3ACTOCYBAHHSIM HIKAJIM OLIIHKM AENPECII MOHTIOMEPI-ACEEPT A
(IIKAJIA SIGMA), SIGMA 2011, Bepcis 1.2 Bix 16 uepBus 2021 poky,

ykpaincekoro  MoBoio;  «PYKOBOJICTBO IIO0 CTPYKTYPUPOBAHHOMY
WHTEPBBIO JUTA IIKAJIbBI OHEHKHW AEIMTPECCUN MOHTI OMEPU-ACBEPT
(SIGMA), SIGMA 2011», Bepcis 1.2 Big 16 yepBust 2021 poky, poCiiiCbKOI0 MOBOIO;
[Ikana GAD-7, Bepcist Bin 16 uepBHa 2021 poky, YKpaiHCBKOIO Ta POCIHCHKOIO
MoBaMu CaMOOIIIHKA: EKCIIPEC-OMUTYBAHHS MO0 JENPECUBHOI CHMIITOMATHKH
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(QIDS-SR16), Bepcist Bix 16 uepust 2021 poky , yKpaiHCbKOIO MOBOIO; «Kparkmii
ONPOCHUK IO CHMIITOMAaM JAENPECCUH s camocTosiTeNbHoro 3amonneHus (QIDS-
SR16)», Bepcis Big 16 uepBHa 2021 poky, poCIHCBKOIO MOBOM; IHCTpyKIlis 3
3anoBHIOBaHHA onuTyBajmbHHKa QIDS-SR16, Bepcis Bin 17 mucronmanma 2021 poky,
aHTIIChKOI0 MOBOKO; bporypa mocmiHMKa TOCHIDKYBAaHWUW JIIKAPCHKUK 3aciO
aymatenepoH, BupaHHs 16 Bim 02 yepBHs 2022 poky; [lomoBkeHHS TPHUBAJIOCTI
KIiHiuHOrO BUNpoOYBaHHs B Ykpaini go 31 mumuasa 2023 poky, 3amydeHHsS
JI0JIATKOBOT'O MiCIIsl MPOBEICHHS KJIHIYHOTO BUITPOOYBAHHS

Ne I1.1.B. BiAIIOBIAILHOTO JOCIITHUKA

/ Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. | mikap @inbn FO.O.

KomyHnaneHe HekoMmepiiiiiHe mianmpueMcTBO JIbBiBCbKOi 00MacHOi paau
«JIpBiBChKA O0TaCHA KJIIHIYHA ICUX1aTPUYHA JIIKAPHS», BULTUICHHS Ne25 |
M. JIbBiB

3MiHa MicIst MPOBEACHHS KIIHIYHOTO BUIIPOOYBAHHS

byno Crano
1.M.H. Mopo3 C.M. 1.M.H. Mopo3z C.M.
KomyHanshe nignpuemcTBo | KomyHanbHe miaAnpueMcTBO

«/IninponerpoBchka obacHa KIiHIYHA JIiKapHs | «/{HITpOneTpoBCchKa
iMm. LI. MeunukoBa» JlHimponeTpoBCchKoi | 6araTonpodisibHa KIIHIYHA

obmacHoi panu, oOnacHui LEHTp | JIIKapHs 3 HaJaHHSA

IICUXOCOMATUYHHX po3iaaiB Ha 0a3l | MCUXIATPUYHOI JTOTIOMOTH)

MICUXOHEBPOJIOTIUHOro0 BijaAlIeHHs, M. JHinpo | /IHinponeTrpoBchKoi
o0OJracHOI pamgm,
NICUXOCOMAaTUYHUNA  IIEHTD,
M. JIHinpo

Howmep ta nata Hakazy MO3 mono
3aTBEPKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 2672 Bix 01.12.2021
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Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBaHe, TMOJBIiHE ciine, IUIae00-KOHTPOJIbLOBAaHE, OaraToleHTPOBE
JOCITIJKEHHS 3 METOIO OI[IHKM €(PeKTHBHOCTI Ta OE3MEYHOCTI JIyMaTEIepOHY Y SKOCTI
JIOJIATKOBOT Tepamii mpu JIIKyBaHHI MAIli€HTIB 3 BEJIMKUM JCTIPECUBHUM PO3JIaJI0M,
IT1-007-501, 3 monpaskoto 2 Big 20 ceprust 2021 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

Cnoncop, kpaiHa

Intra-Cellular Therapies, Inc., United States

CynyTHi MaTepiayii/mpernapaTy CymyTHbO1
Teparii

11. | ImenTHdIKALisS CYTTEBOT OMPABKH OnoByieHa Bepcis bpomypu IOCHTiTHUKA JOCHTIIKYBAHOTO JIIKAPCHKOTO 3aco0y
Macituni6 Bepcis 1.0, Bunanns 2022 Bix 7 kBiTHS 2022
Howmep ta nata nakazy MO3 mono Ne 703 Big 23.06.2017
3aTBEPUKECHHS KIIHIYHOTO BUIIPOOYBaHHS
Ha3zBa kiiHiyHOTO BUIIPOOYBaHHS, KO/, «baraTonieHTpOoBe, TPOCIEKTUBHE, paHIOMI30BaHE, MOJBIMHE ciine, IwIanedo-
BepcCis Ta Jata KoHTposboBaHe aocnikeHHs I da3u, mo npoBoauTbes mpoTAroM 24 THXKHIB 3
MOJKJIMBICTIO MOJOBXXKEHHS TEpPMIHY JIKYBaHHS, y JBOX HapajlelbHUX Tpynax 3
paH/IoOMI3alli€l0 MALIE€HTIB y CHIBBIAHOLIEHH] 1:1, 3 MeTOI0 OIiHKK €()EeKTUBHOCTI Ta
0e31eKku nNepopabHOr0 MaciTUHIOY y MOPIBHAHHI 3 MJIane0o Npu JIIKyBaHHI MaIli€HTIB
3 MOBUIBHO MPOTPECYIOYNM CUCTEMHUM Ta 1HJOJICHTHUM CHCTEMHHUM MacCTOIIUTO30M 3
TSOKKUMH ~ CUMOTOMAaTHYHMMHU — TPOSIBAMM, PE3UCTEHTHUM 10  ONTUMAIbHOI
cumnToMaruyHoi tepamii», AB15003, Bepcis 7.0 Big 15 munns 2021
3asBHUK, KpaiHa TOB «Cinepmxu I'pynn Ykpainay, Ykpaina
Crnoncop, kpaiHa AB Science, ®panuis
CynyTHi MaTepianu/mpenapaTi CynyTHbOT —
Tepanii
12. | InenTHdikailist CyrT€BOi MOMPaBKU [adopmariitnuit TUCT marieHTa CTOCOBHO il B yMoBax maHjemii (Takoi sk COVID-

19) abo 1HIKX BaXJIWUBUX TMOJIM, SKI BIUIMBAIOTh Ha Y4acTh Yy JOCIIHKEHHI
[[HopmartiitHMiA JIUCT U1 yYaCHHUKA KIITHIYHOTO BUMPOOYBaHHS |, Bepcis i YKpaiHu
BiJ 26 Oepe3ns 2022 poky, YKpaiHCHKOIO Ta pOCIHICHKOI0 MOBaMHU
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Howmep Ta nata nakazy MO3 miono
3aTBEPKEHHS KIIHIYHOTO BUIPOOYBaHHSA

Ne 403 Bix 04.05.2016

Ha3ga kiiniuHOrO BUNpOoOyBaHHs, KO/,
BepcCis Ta gaTa

«PannomizoBane, nmojasiitHe ciine gocmimkeHHs 11 ¢a3u ans mopiBHSHHS npenapary
Ynanarutuni6 (ABT-494) y Burisiai MoHoTeparrii OiMH pa3 Ha JIeHb 3 MeToTpekcaTom
y BHUIVIAAI MOHOTEpamii y Mali€HTiB 3 CEPeIHBOTKKOI Ta TSHKKOI (hopMamu
AKTHBHOI'O PEBMATOIAHOIO apTPUTY, 110 paHille He OTPUMYBAIIM MeTOTpeKcaTy», M13-
545, 3 iHKOpIIOpOBaHUMU AMiHICTpaTUBHUME 3MiHamu 1, 2, 3 i 4 Ta [lonpaBkamu 1,
2,3,4,5,6,7 a8 Big 03 rpynnst 2020 poky

3asiBHUK, KpaiHa

«E66Bi biopapmacsrotikams ['M6X», [1IBeitmapis

Cnoncop, kpaiHa

E66Bi Ink, CIIIA / AbbVie Inc., USA

CynyTHi MaTepianu/mpenaparu CynyTHbOi
Teparii

13.

InenTHdikamist CyTTEBOI MOMPABKU

3MiHa KOHTPAKTHOI JIOCTIIHUIBKOI OpraHi3aiii, BiANOBIAaIbHOI 32 BHKOHAHHS
BOXJMBUX 3aBJaHb y paMmkax KiiHiuHoro BunpoOyBanHis 3 TOBAPHUCTBA 3
OBMEXEHOI  BIATIOBIAAJIBHICTIO  «®APMACBIOTIKAJI ~ PICEPY
ACCOVIHINENTC YKPATHA» (TOB «®PA YKPATHA») na ITinnpuemctso 3 100%
inosemuoro imBecrumieio “AMK’IOBIA PJIC Vkpaina”; Bpomrypa mocmigmuka
AxanaOpytini0 (ACP-196), Buganns 11.0 Bixg 21 motoro 2022 poky, aHINTIHCBEKOIO
MOBOI0; JlomoBHeHHs 1 10 iHopMaliiftHOTO JHUcTKa Ta GopMu 1HGOPMOBAHOI 3TOIU
Bepcis V1.OUKR(uk)1.0, Big 22 yepBHs 2022 poky, nepekiaa yKpaiHCbKOI MOBOIO
Bix 02 cepnus 2022 poky; HomoBHeHHs | no iHpopMauiiiHOro iucTka ta (popmu
iH(popmoBanoi 3rogu Bepcist V1.0UKR(ru)1.0, Bix 22 yepBHs 2022 poky, mepeknaj
pociiicbkoro MoBoto Biz 02 ceprust 2022 poky; KapTka yuacHuka g0ociiKeHHs, BepCist
1.0UKR(uk)1.0 Bix 24 uepBHs 2022 poky, mepekiaja yKpaiHChbKOI MOBOrO Bia 30
yepBHs 2022 poky; Kaprka yuacuuka nocmimxenns, Bepcis 1.0UKR(ru)l.0 Big 24
yepBHs 2022 poky, nepekiaa ykpaiHcbkoro MoBoto Bif 01 numus 2022 poky

Howmep Ta nara nakazy MO3 mozno
3aTBEP’KEHHS KIIIHIYHOTO BUITPOOYBAHHS

Ne 109 Bix 10.02.2017
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Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBane, 6ararorneHTpoBe, Biakpute pociuimkeHHs I ¢asu AxanabpyTiHiOy
(ACP-196) B mopiBHsHHI 3 a0o I[xenamicibom y moenHanHi 3 Purykcumabom, abo
bennamycriHoM y noeaHaHHi 3 Purykcumabom, Ha BUOIp TOCIIIHUKA, Y TAIIEHTIB 3
PEUANBYIOYOI0 200 pehpakTOpHOIO XPOHIUHOIO JTiM(pOIUTapHOIO NeiikeMieto», ACE-
CL-309, 3 inkopriopoBaHo0 norpaBkoro, Bepcis 8.0 Bijg 26 TpaBHs 2021 poky

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO iHBECTHITIEIO “AUK’IOBIA PJIC VYkpaina”

Cnoncop, kpaiHa

Acerta Pharma BV, Hinepnanau

CynyTHi MaTepianu/mpenapaTi CynyTHbOT
Teparii

14.

InenTHdikamist CyTTEBOI MOMPABKU

Iadopmartist Ta HoKyMeHT mpo iHpOpMOBaHy 3roay Ui manieHTa, Y kpaina, MK-7339-
008, Bepcis 6.01 Bix 12 nunus 2022 p., ykpaiHcbKko0 MOBOIO; [H(opMmaliist Ta TOKyMEHT
npo iHpopMoBaHy 3roAy Ui mamieHTta, Ykpaina, MK-7339-008, Bepcis 6.01 Big 12
aunHs 2022 p., pociiicbkor MOBOIO; 3MiHa BIAMOBIJAIBHOTO JOCTIIHUKA!

byno Crano

3aB.Bia. Ko63es O.L nikap Jleonosa B.B.

KomynaneHe  HekomepiiiiHe — mianpuemcTtBo | KomyHanbHe HeKoMepIiiiiHe

«O0nacHUi LIEHTp OHKOJOTii», OHKOXIpypriune | mianpueMcTBo «OOnacHui

BIUIUIGHHS ~ OpraHiB  TIpPYyAHOI  MOPOXXHUHH, | LIEHTP OHKOJIOT11»,

M. XapkiB OHKOXIpYpri4He BiAIiNIE€HHS
OpraHiB IrpyAHOI
MOPOYKHUHHU, M. XapKiB

Howmep Ta nata vakazy MO3 mozno
3aTBEP’KEHHS KIIIHIYHOTO BUITPOOYBAHHS

Ne 2107 Big 17.10.2019

Ha3sa kiiHiuHOTO BUNIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«docmimxennsa Il ¢asum ans memOponizymaly y kombOiHamii 3 kapOoraTMHOM /
TakcaHOM (makiiTakcea ab0o HaO-TaKIiTakcend) 3  MOJAJBIIUM  BBEJACHHSIM
neMOposi3ymMady y KoMOiHalii 3 MATPUMYIOUUM JIIKYBaHHSM ojanmapubom abo 6e3
HBOTO B SIKOCT1 Tepamii nepuIoi JiiHii y MaieHTiB i3 METACTATUYHUM IJIOCKOKJIITHHHUM
HeApiOHoKTITHHHUM pakoM JiereHiB (HIKPJI)», MK-7339-008, 3 iHKOpITIOpOBaHOIO
nonpaBkoto 05 Bix 18 mrororo 2022 poky
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3asBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BianoBiganbHicTIO «MCJl Ykpaina»

Cnoncop, kpaina

TOB Mepk lapn ean Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi MaTepianu/mpenaparu CynyTHbO1
Teparnii

15.

Inentudikariisi CyTTeBOI MOMPaBKU

OHOBIEHUH TPOTOKOJ KITiHIYHOTO AociimkerHds MS200662 0001, Bepcist 13.0 Bix Bifg
02 yepBHs 2022 poky, aHrmiiicbkoro MoBoto; [HpOpMaris i narienra i
dopma indpopmosanoi 3rogu: MS2006622 0001 ®I3 nns OCHOBHOTO AOCIHIKEHHS,
qactrHa 2, mns Ykpainuw, penakiis 3.0 Bim 18 mumas 2022p. (MS200662 0001
[Ma6non ®I3, penakuia 9.0 Bim 05 numus 2022p.), yKpaiHCBKOIO, POCIHCBHKOIO,
aHTIiichKOI0 MoBamHu; bpomrypa mocmigauka, TL-895, Bepcis 6.0, 16 gepBusa 2022
pPOKy, aHriiiickkolo MoBoi0; IHopmariiiHuii OroneTeHb MNpPo AOCHIHKEHHS s
MEeIWYHUX TpaniBHUKIB: Bepcis 4, 14 mumus 2022 p, yKpaiHCBKOIO, POCIHCBHKOIO,
aHTIChKOI0 MOBaMH; KOHTpOIBHUH TIEepetiK i1 BUKOpUcTaHHs repea CKpUHIHTOM:
Bepcis 4, 14 munas 2022 p., yKpaiHCBKOIO, POCIMCHKOIO, AHTIIHCHKOIO MOBAMH,
Kaprtka nmist mOCTigHUKIB 13 TEPENiKOM KPUTEpIiiB BKIFOUYEHHS/HEBKIIOUCHHS 3TiTHO
[Tporoxony kniHiyHOro AocnikeHHs MS200662 0001, Bepcist 13.0 Bix 02 uyepBHS
2022 poky, aHIUIIHCHKOK MOBOIO; 3MiHa KOHTaKTHOT ocoou CrioHcopa:

BYJIO CTAJIO
I.ILb. konrakTtHOi ocobu: Patricia Ryan | IL.LB. xoHTakTHOI OCOOH:
Micue3naxo/pkeHHs opuauuHoi ocodu / wmicie | Khushboo Vyas
IIPOYKUBAHHS ¢biznyHol ocobu: | Micue3HaxopKeHHS
275 WMopnaitn paiis, Pensyn Citi, KamidopHisa | ropuaudnoi ocobu / micue
94065, CIITIA IIPOKUBaHHS ¢biznuHo1
[275 Shoreline Drive Redwood City, CA 94065 | ocobu:
USA] 275 Illopnaitn  [paiis,
KonTaktauit TenedoH: - dakc: - | Peasyn Ciri, Kamidopnis
Anpeca en.momtr: pryan@teliosphanna.com 94065, CIIIA
[275  Shoreline  Drive
Redwood City, CA 94065
USA]
KonrtakthHuit Tenedon: -
Paxc: -
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Az[peca CJI. IIOIITH:
kvyas@teliospharma.com

Howmep ta nata nakazy MO3 mono
3aTBEPUKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Bixg 24.05.2021

Ha3ga xiiniuHOr0 BUNIpOOyBaHHs, KO/,
BepcCis Ta gaTa

«®aza I/Il, mociipKkeHHS TEPHIOrO 3acCTOCYBaHHS Y Jrojaed mpemapaty TL-895 3
€CKaNalli€l0 JI03d y TMAall€HTIB 3 peuuguBHUME/pedpakTepHUMH B-KIiTHHHUMH
37I0AKICHAMHU 3aXBOPIOBAaHHSAMH Ta i3 TOAAJBIIMM 3aCTOCYBAHHSM Yy TIALI€HTIB 3
XPOHIYHUM JIIM(POLUTAPHUM JIEHKO30M ab0 ApiOHOKIITHMHHOIO JIIM(OLUTAPHOO
aimpomor0, Kl  paHille HE OTPUMYBaJM JIIKyBaHHS, Ta MAIll€eHTIB 3
peLUIUBHUM/pEPpPaKTEPHUM  XPOHIYHMM  JIMPOUUTApHUM  Jeiko3oM  abo
peIUIUBHOIO/pePpakTEpHOI0  IPIOHOKIITHHHOI  JIIM(POIHUTAPHOI  JiM(OMOIOY,
MS200662_0001, Bepcis 12.0 Bix 14 rpyans 2021 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MeKeHOI0 BiamosizansHicTio «MEJITTIENMC YKPATHA»

Crnoncop, kpaiHa

«Temioc ®apma, [nk» [Telios Pharma, Inc.], CILIA

CynyTHi MaTepianu/mpenaparu CynyTHbO1
Teparnii

16.

InenTudikaris cyTTeBoi MoNpaBKu

3MiHa BiANOBIJAIIBHOIO IOCHIIHHUKA; 3MiHA Ha3BU MICISl IPOBEACHHSI BUIPOOYBaHHS:
byno Crano

nikap Kaukoscbka B.B. aI.M.H., npod. IIpucryna
Komynanene  HekomepiiiiHe — mignpuemctso | JIL.H.

Cymcbkoi obmacHoi pagu «Cymcbka oOnacHa | KomyHaneHe HEKoMepliiiHe
KJIIHIYHA JIKapHs», TepaneBTHYHE BUIUIeHHs, | mianpueMctBo  Cymcbkoi
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CyMchKuH Jep>KaBHUIM YHIBEPCHUTET, MeauuHui
iHCTUTYT, Kadenpa BHYTPIIIHBOI MEIUIUHH 3
LIEHTPOM pecIipaTopHoi MeaAuMHU, M. CyMu

obmacHoi pamn «Cymchbka
o0JiacHa KIIiHIYHA JIKapHs»,
pEBMAaTOJIOTIYHE
BiJILJICHHS, Cymcbkuit
Jep)KaBHUH  YHIBEPCHUTET,
HAaBYaJIbHO-HAYKOBUI
MEIUYHUN IHCTUTYT,
Kadenpa BHYTPIIIHBOT
MEIUIMHA 3  LEHTPOM
pecmipaTopHOl MEIUIUHH,
M. Cymu

Howmep Ta nara nakazy MO3 mozno
3aTBEPXKEHHS KIITHIYHOTO BUIIPOOYBAHHS

Ne 1586 Bin 29.07.2021

Ha3ga xiiniuHoro BUnpoOyBaHHs, KO/,
BepcCis Ta gaTa

«PanmomizoBaHe, TMOABIHE ciine, IUTAe00-KOHTPOJIhOBAHE, 0araToOIEHTPOBE
JocipKeHHs 3b ($a3u 3 MeTOI0 OIIHKU €()eKTUBHOCTI Ta OE3MEeYHOCTI MiAIMIKIPHOTO
BBEJICHHS TYyCelIbKyMaly Jisi 3MEHIIEHHS O3HAaK 1 CHUMIITOMIB Ta CIIOBUIbHEHHS
PEHTIeHOJIOTIYHOI Iporpecii y Mali€eHTiB 3 aKTMBHUM ICOPIaTUYHUM apTPUTOM,
CNTO1959PSA3004, nompaska 2 Bix 04 tpasust 2022 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

Cnoncop, kpaiHa

Janssen Pharmaceutica NV, Belgium / SInccen ®apmanentuka HB, benbris

CynyTHi MaTepianu/mpenaparu CynyTHbO1
Teparnii

17.

InenTudikariist CyTTeBOI MOMpaBKU

Honatok 10 ¢hopmu iHPOPMOBAHOT 3rojM MiJ Yac KpU30BOi CUTyalli B YKpaiHi 1
nociipkenns BN42082, Bepceis 1.0 a1 Ykpainu ykpaiHCbKOIO Ta pOCiiChKOI0 MOBaMHU
BiJ 26 ceprina 2022 p. Ha ocHoBi maiictep-Bepcii noaarka 1 1o @I3 mix yac kpu3oBoi
cutyanii B Ykpaini juia gocnimpkenHs BN42082, sepcis 1 Bix 23 cepras 2022 p.

Howmep Ta nara nakazy MO3 mozno
3aTBEP’KEHHS KIIIHIYHOTO BUITPOOYBAHHS

Ne 3059 Big 29.12.2020
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Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baratonieHTpoBe, paHAOMi30BaHe, MOJBIHHE CIlile, KOHTPOJIbOBAHE JOCIIKCHHS
dazu IlIb ans omiHkK eheKTHBHOCTI, OE3MEYHOCTI Ta (PapMaKOKIHETUKH BHUIIUX 103
OKpeni3ymMaly y JIOpOCIMX IMAII€HTIB 3 PEIHUANBYIOUUM PO3CISTHHM CKJIEPO30M,
BN42082, Bepcis 3 Big 27 xoBtHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiANOBiAaIbHICTIO «Pomn Ykpainay

Cnoncop, kpaiHa

@.Xodpdpmann-JIs Pomr JIta, HIseitmapis

CynyTHi MaTepiai/mpenapaTy CymyTHbOT
Teparii

18. | ImenTudikarmis cyrreBoi nmonpaBku Honarok 10 ¢opmu iHPOPMOBAHOI 3rOIM i Yac KPU30BOi CUTYyamii B YKpaiHi A
nocmimkenns BN42083, epcist 1.0 ans Ykpainu ykpaiHChKOIO Ta pOCIICHKOI0 MOBaMU
Bix 26 ceprias 2022 p. Ha ocHoBI maiictep-Bepcii momarka 1 go @I3 mix yac kpu3oBoi
cutyarlii B Ykpaini ais gocnimxenas BN42083, Bepcis 1 Bix 23 ceprias 2022 p.
Howmep ta nata nakazy MO3 mono Ne 2554 817 09.11.2020
3aTBEPUKCHHS KIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiiHiuHOTO BUIIPOOYBAaHHS, KO, «bararonieHTpoBe, paHIOMI30BaHE, MOJBIWHE CIiNE, KOHTPOJIbOBAHE JOCIIIKEHHS
Bepcis Ta JaTa ¢a3zu IIIb ans ouinku eekTUBHOCTI, O€3MeYHOCTI Ta (PapMAKOKIHETHKH BHUIUX 03
OKpenizymMady y AOpPOCIUX 3 MEPBUHHHUM IPOTPECYIOYMM PO3CITHUM CKIIEPO30M),
BN42083, Bepcis 3 Big 28 xoBTHs 2021 p.
3asBHUK, KpaiHa ToBapucTBO 3 00MeEXKEHOI0 BiANOBIAaNbHICTIO «Pomn Ykpaina»
Crnoncop, kpaiHa ®.XodpPpmann-JIs Pour JIta, HIseituapis
CynyTHi MaTepiaiau/npenapaTi CynyTHbOT —
Tepanii
19. | InmenTHudikailist CyrT€BOi MOMPaBKU 3MiHa BiAMOBIJAIBHOTO JOCHTIIHAKA Y MiCIIi MPOBEICHHS KIHIYHOTO BUITPOOYBAHHS .

byno Crano

I.M.H., ipod. Ammnua JI.O.
JlepxaBHa ycraHoBa «HarioHaabHMNA 1HCTUTYT
¢drusiatpii 1 nyapMoHoJorii iM. @.I". SIHOBChKOTO

nikap Mockanenko C.M.
JlepxaBHa yCTaHOBa
«HamionanbHU  1HCTUTYT
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HamionaneHoi  akagemii  MemMYHUX  Hayk | ¢TuziaTpii i
VYkpaiuu», BiIAIICHHA A1arHOCTHKH, Tepamii Ta | myapMonosorii iM. @.I.
KJIIHIYHOI (apMakojorii 3aXBOPIOBaHb JIETeHb, | IHOBCHKOTO

M. Kuis Hamionanesaoi  axajmemii
MEJINYHHUX HAYK YKpaiHuy,
BIAIIIEHHS O1arHOCTHKH,
Tepamii Ta  KJIIHIYHOT
dapmakororii
3aXBOPIOBaHb JIETCHb, M.
Kuis

Howmep ta nata nakazy MO3 mono
3aTBEPUKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 833 Bin 28.04.2021

Ha3sBa kiiHiyHOTO BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«52-TKHEBE, paHIOMI3OBaHe, TOJABIMHE ciime, IuIaneb0  KOHTPOJIhOBAHE
JOCIIDKEHHS y MapaeIbHUX TPYIAax 3 METOI OIiHKA €()EeKTUBHOCTI Ta OE3MEYHOCTI
nBox no3 npenapaty CHF6001 y ¢opmi cyXxoro mopomky /Ui IHTaIsAMid, 10
JOJAI0ThCA 10 MIATPUMYIOYOi MOTPIMHOT Tepamii y TMali€HTIB 13 XPOHIYHUM
00CTpYKTUBHUM 3axBoproBaHHAM Jerenb (XO3JI) ta xpoHiuauMm OponxiTom», CLI-
06001AA1-04, Bepcis 4.0 Big 18 6epesnst 2022 poky

3asBHUK, KpaiHa

ToBapuctBo 3 oOmexeHoro  BiamoBiganbHicTIO <« JIABKOPIT  KJITHIKAJI
JEBEJIOIIMEHT YKPATHA»

Cnoncop, kpaiHa

«K’e3i ®apmarnestiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itamis

CynyTHi MaTepiaiau/npenapaTi CynyTHbOT
Tepanii

20.

InenTudikaiist CyTTEBOI MOMPABKU

Bporrypa nocmimHuka gociipKyBaHoro Jrikapebkoro 3acody ARGX-113 (Efgartigimg
Bunanns 10.0 Bix 23 mucromana 2021 p., anrmiickkoro MoBoto; Jlomatok mo Tndopma
JuIs manieHTa ta popmu iHhOpMOBaHOI 3rou AN YKpaiHH, aHTIIIHCbKOI0 MOBOIO, BEp)
1.0 Bix 31 tpaBus 2022 p.; Jonatok o [upopmarii ans nauienTta ta popmu iHpopmMoBa
3roju ans YKpaiHu, yKkpaiHcbkoio MoBoto, Bepeis 1.0 Big 31 tpaBus 2022 p.; omaTok
[ndpopmanii m1s mamienta ta Gopmu iHGOpPMOBaHOI 3roAu Uid YKpaiHH, POCIHCBHK




20

MoBoto, Bepcis 1.0 Bim 31 TpaBHs 2022 p.; Indopmanis nns mamienta Ta dof
iHpopMoBaHOi 3roau s YKpaiHW, aHIIHCHEKOIO MOBOIO, Bepcis 6.0 Big 17 ot
2022 p.; Imdopmarmis ana mnamieHta Ta Qopma iHbopmoBaHOI 3roau IS YKpail
YKpaiHChKOIO0 MOBOI0, Bepcis 6.0 Bix 17 motoro 2022 p.; Indopmaris mis namienrta
dbopma iHDOpMOBaHOT 3rou I YKpaiHH, poCiiChKO0 MOBOIO, Bepcis 6.0 Big 17 moT:
2022 p.; COVID-19 Honatok Bepcii 4.0 Bix 1 7motoro 2022 p. no [ndopmartii mist nariel
1 ¢opmu iHpopMOBaHOi 3roau s YKpaiHH, aHTIIHCHKOIO MOBOIO, Bepcis 6.0 Bix
motoro 2022 p.; COVID-19 Honarok Bepcii 4.0 Bix 17motoro 2022 p. no [Hdopmarii
narienTa i popmu iHPOPMOBAHOI 3rofu Aisl Y KpaiHH, YKpaiHCHKOI0 MOBOIO, Bepcis 6.0
17 motoro 2022 p.; COVID-19 Nonatok Bepcii 4.0 Big 17 mororo 2022 p. no [Hpopmd
JUTS TTattieHTa i popmu iHPOPMOBAHOT 3roIu A1 Y KpaiHu, pOCIICBKO0 MOBOIO, BEpCis
Bix 17 motoro 2022 p.

Howmep ta nata nakazy MO3 mono
3aTBEPUKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3Ba kniHiuHOTO BUIPOOYBaHHS, KO,
Bepcis Ta Jara

«Binkpure npomoBxkeHHs  gociipkeHHs ARGX-113-1802  mist  BUBYCHHS
JIOBFOCTPOKOBOi ~ O€3MeYHOCTi, MEepPEeHOCHUMOCTI Ta e(eKTHBHOCTI Ipenapary
Edrapririmon PH20 151 miamkipHOro BBEIEHHS y MAIIEHTIB 13 XpOHIYHOIO 3aM1ajIbHOI0
nemieninizyrouoro noninerpomnariero (X3IT)», ARGX-113-1902, sepcisa 4.0 Big 07
ciyns 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexenoro BignosimanpHicTio «KonTpakTHO-/ocmigHuIbKa
Opranizauist InHodapm-Ykpaina»

Cnoncop, kpaiHa

argenx BVBA, Belgium/ apmxenxkc BBBA, benbris

CynyTHi MaTepianu/mpenaparu CynyTHbO1
Teparnii

21.

InenTudikariist CyTTeBOI MOMpPaBKU

OHoBnenuit mpoToko KiaiHIgHOTo HociimkeHHs MOR208C310, ocratouna pegaxitist
6.0 Bix 12 nmunnst 2022 p.; CUHOIICKHC OHOBJIEHOT'O MPOTOKOIY JOCTIJKEHHS, 0OCTaTOYHA
penakiis 6.0 Big 12 nmunus 2022 p., nepekiiaj 3 aHII1HCbKOT MOBU Ha YKPaiHCBKY MOBY
Bi7 05 ceprnnst 2022 p.; Indopmariitnuii mucTok namienTa i popma iHOpPMOBaHOI 3T0 T
(1a ocHoBi pemakiiii 5.0), ocrarouda penakiiis 3.0 aHMTIHCHKOI0 MOBOIO ISl Y KpaiHu
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Bix 07 wepBas 2022 p., octatouna peaaxiis 3.0 yKpaiHCbKO MOBOIO JIJIsl YKpaiHu Bif
07 gepBus 2022 p., ocraToyHa peaakuis 3.0 pociiicbkor MOBOIO Jutst YKpainu Big 07
yepBHs 2022 p.; Jlocke mociimkyBaHOTO Jikapcbkoro 3aco0y (IMPD) tadacuramad
(Tafasitamab): Po3ain 2.2 JlokiiHiuHi papMakoIOTivHI Ta TOKCHKOIOT14HI 1aHi / Non-
clinical Pharmacology and Toxicology Data Bim tpaBust 2022 p.; Posnin 2.3 Jani
MPOBEJCHUX MOMNEPEHIX KIiHIYHUX nociimkenp Ha moguHi / Clinical Trial and
Previous Human Experience Data Big TpaBus 2022 p.; IlyTiBHHUK i3 HajaHHS
1H(pOpMOBaHO1 3r0/I HA Y4acTh Yy IOCHiKeHH], penakiis 1.0 Bix 24 yepsus 2022 p.,
ocrarodHa penakiis 1.0 ykpaiHCBKOI MOBOIO BiJl 24 yepBus 2022 p., ocraroyHa
penaxiist 1.0 pociiicbkoro MoBOIO BiJ 24 uepBHs 2022 p.; JIuct nikapro, penakitis 1 Bix
19 tpaBus 2022 p., nepekiiaj 3 aHITHChKOT MOBU Ha YKpaiHCbKY MOBY Bif 02 uepBHS
2022 p.; Kaprka HampaBieHHs mariedTa, penakiis 1.0 Bim 24 yepBus 2022 p.,
ocrarouHa pemakiiis 1.0 ykpaiHChKOIO MOBOIO Bix 24 uwepBHs 2022 p., ocTtaTodHa
penaxiis 1.0 pociiicekoro MoBoIO Bif 24 uepBHs 2022 p.; PekitamaMii mocTep, peaakiris
1.0 Bix 18 mumast 2022 p., ocratouna penakuis 1.0 ykpaiHCbkor0 MOBOIO Bix 18 mumHs
2022 p., ocrarouna penakiis 1.0 pociiicbkoro MoBOtO Bij 18 mumus 2022 p.

Howmep Ta nata nakazy MO3 mozno
3aTBEP/PKEHHS KJIIHIYHOTO BUNIPOOYBaHHS

Ne 516 Bin 22.03.2021

Ha3zga kiiHiuHOTO BUIIPOOYBAaHHS, KO,
Bepcis Ta Jara

«bararonieHTpoBE paHIOMI30BaHE, TMOJBIMHO CIine, MJare00-KOHTPOIhOBAHE
nociijpkeHHs 11 ¢a3u 3 MeToro OliHKK e(eKTUBHOCTI Ta OE3MEeYHOCTI JIIKYBaHHS
taacuTamMaboM y MO€IHAaHHI 3 JIEHAIIIOM1I0M JI0OJIaTKOBO JI0 XIMI1OTeparii 3a CXeMOI0
R-CHOP y nopiBHsHHI 3 XiMioTepai€eto 3a cxemoro R-CHOP y nartienTiB 3 ynepiue
BUABJIEHOIO NH(]y3HOIO B-kpynHokmiTuHHOIO niMpomoro ([ABKJI), saxi panime He
MPOXO/IMJIN JIIKYBAHHSI 32 IIUM ITOKA3aHHM 1 BXOJITh JI0 TPYIH BUCOKOT'O TPOMIKHOTO
a6o0 Bucokoro pusuky», MOR208C310, ocrarouna penaxiis 4.0 Big 17 wepas 2021

pP-

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIAIIOBIJTAJIBHICTIO «II EC Al-
YKPAIHA»

CnoHcop, kpaina

«MopdoCuc AT'» [MorphoSys AG], Himeuunna




22

CynyTHi MaTepiaim/mpenapaTy CynmyTHbOT
Teparii

22. | Inentudikaris CyTTeBOi MONpPaBKH Bpomrypa mociinHuka mociimkyBaHoro Jikapcbkoro 3aco0y Jlycmarepuent (ACE-

536), Bepcis 15.0 Bix 23 yepBHsa 2022 p., anrailicbkoro MoBow; ACE-536-MDS-002,
Indopmaris s namienta i ¢popma iHGOPMOBAHOI 3rOJM AHTIIHCHKOI0 MOBOIO IS
VYkpainn, Bepcis 7.0 Big 12 cepmas 2022 p.; ACE-536-MDS-002, Indopmarist mis
narienTa i oopma iHHOpMOBaHOT 3r0IM YKPATHCHKOIO MOBOIO JJIs1 YKpainu, Bepcist 7.0
Bin 12 cepnusa 2022 p.; ACE-536-MDS-002, Indopmaris mis namieHta i gopma
1H(OPMOBaHOT 301N POCIMCEKOI0 MOBOIO /isi Y Kpainu, Bepcis 7.0 Bix 12 cepmas 2022
p.

Howmep ta nata nakazy MO3 oo Ne 9 Bin 02.01.2019

3aTBEPXKEHHS KIITHIYHOTO BUIIPOOYBAHHS

Ha3zBa kiiHiyHOTO BUIIPOOYBaHHS, KO/, «Binkpure, pangomizoBane gociipkeHHs ®a3u 3 miisa nmopiBHAHHS €)EKTHBHOCTI Ta

BepcCis Ta Jata OesneunocTi nmpenapary aycnarepient (ACE-536) ta enoetuny anbga [uist TIiKyBaHHS
aHeMii, ClIpUUMHEHOI MieaoauciiaacThyHuMu cunapoMamu (MJIC) 3 nyxe HU3BKUM,
HU3bKUM a00 MpoMiKHUM piBHeM pu3uky 3a IPSS-R, y narienris, siki pasime He
OTPUMYBAJIU CTUMYJISITOPH €PUTPOIIOE3Y Ta MOTPEOYIOTh NEPETUBAHHS EPUTPOLIUTIBY,
ACE-536-MDS-002, mompaska 4.0 Bix 31 6epesns 2022 p.

3asiBHUK, KpaiHa ToBapuctBo 3 OOmexeHoro BinnmosiganbHicTIO  «KOHTpakTHO-IOCTIAHUIIBKA
oprasizauis [nno®apm-Ykpainay

CrioHcOop, KpaiHa Celgene Corporation, USA/ Cenmxen Kopropeiims, CIITA

CynyTHi MaTepiaau/npenapaTi CynyTHbOT —

Tepanii

23. | InenTuikaris CyTrTeBoi MONpaBKU Honarox 1 Big aumusa 2022 poky o bpomypu nocminnuka mis RO6889450

Ralmitaront (TAAR1(4) Partial Agonist), Bepcis 7 Bix xoBTHS 2021 poky,
AHTJTIHCHKOI0 MOBOIO
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Howmep Ta nata nakazy MO3 miono
3aTBEPKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 833 Bin 28.04.2021

Ha3ga kiiniuHOrO BUNpoOyBaHHs, KO/,
Bepcis Ta gaTa

«PannomizoBane, OJIBiifHE clIilie, U1ane00- KOHTPOJIboBaHe AociimkeHHs (as3u 11 mst
orinku edektiB npernapaty RO6889450 (PasmitapoHT) y mamieHTiB 13 mu30(peHiero
a00 3 mM30aQeKTUBHUM PO3JIJI0OM Ta HETaTHBHUMH cumntomammy , BP40283, Bepcis
6 Bix 27 Bepecus 2021 p.

3asBHUK, KpaiHa

ToapuctBo 3 OOmexenorw BimmosimansHicTio «KoHTpakTHO-/{0oCHinHAIIBKA

Opranizais [nrOGapM-Ykpainay

CnoHncop, kpaiHa

®. Xohdpmanu-JIs Pomr JIta, setinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CymyTHi MaTepianu/mpenapari CynyTHbO1
Teparnii

24.

InenTudikariis CyTTeBOi MOMpaBKU

3MiHAa KOHTPAKTHOI JOCHIAHHUIIBLKOI opraHizamii B Ykpaini Ha TOB «KJIIHIYHI
BUITPOBYBAHH S1»; [TpogoBKeHHs CTPOKIB MPOBEACHHS KIIIHIYHOTO BUIIPOOYBaHHS
B Ykpaini no 01 ciunsa 2025 poky; [Hpopmaniiinuii nucTok marieHTa Ta Gopma
iHdopmoBaHoi 3roau, Bepcid 3.0 mia Ykpainu Bin 20 aunss 2022 poky, nmepexiiaf
yKkpaiHcbkoro MoBo0 BiJ 20 numnHs 2022 poky; IHdopmariitnuii 1ucToK naiieHTa Ta
¢dopma iHpopmoBaHOi 3ronau, Bepcis 3.0 mst Ykpainu Big 20 nunua 2022 poky,
nepekiax pociiicekoro MoBoro Bin 20 sumnHs 2022 poky; [HpopmaniiHuil aucTox
narienTa ta popma iHpopMoBaHoi 3roau, Bepcis 3.0 mus Ykpainu Big 20 gunas 2022
POKY, Ha ocHOBI MacTtep-Bepcii 8.0 aHrmilicekoro MoBoIO BiJ 29 Gepesns 2021 poky;
peKIaMHa JHUCTIBKa AJisl BeO-caiiTy, Bepcis s Ykpainu 1.0 Big 28 yepBHa 2022 poky,
YKpaiHChKOIO MOBOIO; peKJIaMHa JIMCTIBKaA JUIsl Mali€HTIB, Bepcis 1uid Ykpainu 2.0 Bif
29 yepBHst 2022 poKy, YKpaiHCHbKOI MOBOIO; pedepaabHUil JIUCT [0 JIIKapiB, BEpCis s
Vkpainu 2.0 Bix 29 uepBHs 2022 poky, YKpaiHCEKOIO MOBOIO

Howmep Ta nara nakazy MO3 mozno
3aTBEP’KEHHS KIJIIHIYHOTO BUITPOOYBaHHS

Ne 614 Bin 01.04.2021
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Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBaHe, TMOJBIHE ciine, IUIale00-KOHTPOJIbLOBAaHE, OaraToleHTPOBE
JOCHIJDKEHHSI 3 METOI0 HOpPIBHSAHHS €(PEeKTHBHOCTI Ta 0e3meYyHOCTi KOMOIHOBaHOTO
3aCTOCyBaHHS OynecoHiny 4 Mr y HOBiHA (opmi Cymo3uTOpiiB 13 MecaJa3mHOM IS
NEPOPAIBLHOTO MPUIOMY Ta MOHOTEpAIii Mecala3nHOM JJIsl IEPOPATLHOTO PUHOMY Y
TMAIIE€HTIB 13 TOCTPUM BUpa3koBuM KoJiitom», BUS-5/UCA, Bepcis 4.0 Bix 09
muctonana 2020 poky, 3 IHKOPIOPOBAHOIO MONpaBkoto 02

3asBHUK, KpaiHa

TOB «KJIIHIYHI BUITPOBYBAHHS», Ykpaina

CnoHncop, kpaiHa

Hp. @ansk @apma ['M6X, Himewyunna (Dr. Falk Pharma GmbH, Germany)

CymyTHi MaTepianu/mpenapari CynyTHbO1
Teparnii

25.

InenTudikaris cyTTeBoi MOMpaBKu

bpomrypa nmocmigauka JJI3 C21 Bepcig 6.0 Big 05 mumas 2022 poky; 3anydeHHS
HoBoro MIIB:

No [1.1.B. BiAIOBIHAJIBHOTO JOCHITHHAKA

n/n HasBa micus nmpoBeieHHs! KIIIHIYHOTO BUIPOOYBaHHS

1. | a.m.H., npod. OctpoBebkuit M.M.

KomyHnanbHe  HekomepiiiiHe  minnmpueMctBo  «IBaHO-DpaHKIBCHKUIA
oOnacHu (PTH3ioNyIbMOHONOTTYHUM eHTp [BaHO-DpaHKiBChKOi 001aCHOT
panuy, BilieHHs nyiabMoHosorii Ne2 , M. IBaHo-®paHKIBCbK

Howmep Ta nata vakazy MO3 mozno
3aTBEP/PKEHHS KJIIHIYHOTO BUNIPOOYBaHHS

Ne 2674 Bin 18.11.2020

Ha3sa kiiHiuHOTO BUNIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararouentpose, BiAKpUTe BUIPOOYBaHHS (Pa3u 2 3 OJHIEIO TPYIOI0 JIIKYBAaHHS ISt
JOCHIJKeHHsT Oe3nevHocTi, eeKTUBHOCTI Ta (hapMmakokiHeTHKH mpemnapaty C21 y
MAIiEHTIB 3 1AI0MaTHYHUM JiereHeBUM ¢iopo3zom», VP-C21-005, Bepcis 7.0 Big 15
BepecHs 2021 p.

3asBHUK, KpaiHa

TOB «O CI TI-I'JIOBAJI», Ykpaina

CrnoHcop, kpaina

«Bikop ®apma Ab» /Vicore Pharma AB, Sweden
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CynyTHi MaTepiayii/mpernapaTy CymyTHbO1
Teparii

26. | Inentudikaris CyTTeBOi MONpPaBKH Omnosnena bpomrypa gocmigHuka A JiKapchKOTo 3aco0y nemopomizymal, Bepcis 22
Bix 13 tpaBHs 2022 poky; OHOBIeHUH 1HPOPMALIIHHII JTUCTOK JIJIs MaIieHTa Ta popma
iHpopmoBaHoi 3roau ast Ykpainu, Bepcig 3.0 Bixg 11 mumus 2022 p. aHriicbKo0
MOBOI0; OHOBIIEeHUH 1H(POPMAIIHHKUIA JTUCTOK JUIs TMaiieHTa ta Gopma iHhopMOBaHOT
sroau Uit Ykpainu, Bepcis 3.0 Big 11 aunns 2022 p., yKpaiHCHKOIO MOBOIO

Howmep ta nata nakazy MO3 mono Ne 1012 Big 24.05.2021

3aTBEPUKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ha3pa xmiHIYHOTO BUIIPOOYBaHHS, KOJI, TACTI-002 (Two ACTive Immunotherapeutics): baratonenTpoBe, BiIKpuTe

BepcCis Ta gaTa nocmimkenHa (asu Il y mamieHTiB 3 paHille HEJIIKOBaHUM HeorepabenbHuM abo
MeTacTaTHYHUM HenpiOHoxIiTHHHNM pakom sereri (H/IPJI), abo peunauByrounm PD-
X pedpaxrepuum H/IPJI, abo pennauByr04uM Y METACTATHYHUM IJIOCKOKIITHHHUM
pakom rosioBu Ta mui (IIPTIH), sixi oTpuMyr0Th PO3UMHHUN PEKOMOIHAHTHHUM O1710K
LAG-3 edrunarimon anbda (IMP321) y komOiHanii 3 nemO6postizymabom (aHTaroHicT
PD-1), TACTI-002, Bepcis 4.1 dinanpHa, Bijg 8 uepBHs 2021 poky

3asBHUK, KpaiHa ToapuctBo 3  oOmexeHoro  BignmoBigambHICTIO <« JIABKOPIT  KJITHIKAJI
JIEBEJIOTIMEHT YKPAIHA»

Cnoncop, kpaiHa Immutep S.A.S., ®panuis

CynyTHi MaTepianu/mpenaparu CynyTHbOi —

Teparnii

27. | InenTHiKaIis CyTTeBOI MONpPaBKH OHoBIIEHUH TPOTOKON KJIIHIYHOrO BuUIpoOyBaHHS M16-066, i1HKOpIIOpOBaHUI

[Mompaskamu 1, 2, 2.01 (tineku mas Kutaro), 3, 3.01 (tineku ans Himewunnn), 4 ta
4.02 (nns YkpaiHu Ta NpUIETIIMX 3aA1sIHUX KpaiH) 1 AIMIHICTpaTUBHUMHU 3MiHaMu 1,
2, 3 ta 4 Bixg 09 tpaBus 2022 poky; IHdopmariitnuii TUCT malieHTa CTOCOBHO il B
ymoBax nanjeMii (tTakoi sk COVID-19) a6o iHIUX BaKIUBUX TMOJIiH, SKi BIUIMBAIOThH
Ha ydacTh Yy njochikeHHi [IHdopmamiiinuii nucT a0 ydyacHUKA KITIHIYHOTO
BurnpoOyBaHHs |, Bepcis 1.0 st Yipainu Big 26 6epesnst 2022 poky, yKpaiHCbKOIO Ta
POCIiiCbKOI0 MOBaMU
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Howmep Ta nata nakazy MO3 miono
3aTBEPKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 2030 Bixg 07.11.2018

Ha3ga kiiniuHOrO BUNpoOyBaHHs, KO/,
Bepcis Ta JgaTa

«bararonienTpoBe, paH/OMi30BaHe, MOJBIHHE ciine, MIane60-KOHTPOJIbOBaHE S52-
THDKHEBE BIZIKPUTE MPOJIOBXKEHE JOCIIDKEHHS MiATPUMYIOYOi Teparii s BUBYCHHS
epexTUBHOCTI Ta Oe3mevyHocTti Picankizymaly y Hami€HTIB 3 BUPA3KOBUM KOJIITOMY,
M16-066, inkopriopoBanwmii [lonpaBkamu 1, 2, 3 ta 4 Big 01 >xoBTHs 2020 poky

3asBHUK, KpaiHa

«E66BI1 biopapmackrotikans ['M6X», [lIBelinapis

CnoHcop, kpaiHa

AbbVie Inc., USA

CymyTHi MaTepianu/mpenapari CynyTHbO1
Teparnii

28.

InenTudikariis CyTTeBOi MOMpaBKU

OHoBIIeHUH TPOTOKON KJIiHIYHOrO BuIpoOyBaHHsI M16-067, iHKOpIIOpOBaHU
nonpaBkami 1, 2, 2.01 (tineku mis Kanamu), 2.02 (tineku ans Kuraro), 2.03 (Tinbku
s Himewunnu), 3 ta 3.02 (ans YkpaiHu Ta NOpWIErIUX 3aAisiHUX KpaiH) i
AJMiHICTpaTUBHUMU 3MiHaMu 5, 6, 7, 8 Ta 9 Big 09 tpaBHs 2022 poky

Howmep Ta nara nakazy MO3 mozno
3aTBEPKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3sBa kiiHiYHOTO BUIIPOOYBaHHS, KO/,
Bepcis Ta jgaTa

«bararonienTpoBe, paHAOMI30BaHe, MOABIMHE ciine, MJane60-KOHTPOJIbOBAHE
JOCTIPKEHHST 1HAYKIIMHOT Tepamii JJis BUBUEHHS €(QEKTUBHOCTI Ta OE3MEYHOCTI
picaHki3yMaly y MAIli€HTiB 3 BUPA3KOBUM KOJITOM BiJl CEPEIHbOBAXKOI O BaXKOT
¢hopmu akTuBHOCTI», M16-067, iHKOpriOpoBaHMii monpaskami 1, 2 ta 3 Bif 01
#0BTHs 2020 poky

3asBHUK, KpaiHa

«E066B1 biopapmackrotikans ['m6X», [lIBelinapis

CnoHcop, kpaina

AbbVie Inc., USA

CynyTHi MaTepianu/mpenaparu CynyTHbO1
Teparnii
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29. | InenTudikaris cyrTeBOi MOMpPaBKU OHOBJIEHU TIPOTOKOJ KIIHIYHOTO JOCIHIDKEHHs 3 mompaBkoro 06, Bepcis 1 Big 23
TpaBHs 2022 poky, aHTIiiCbKOI0 MOBOIO; OCHOBHA iH(OpMAIlis PO JOCTIHKEHHS Ta
dbopma iHpopmoBaHoi 3roau, Bepcis 6 Bix 24 TpaBHsa 2022p., aHTIIHCHKO MOBOIO;
Iadopmarris ans naunienTa i popma iHpopMoOBaHOi 3rou, Bepcis st Ykpainu Ne6 Bif
15 uwepBus 2022p. (Ha ocHOBI OcHOBHOI iH(oOpMaIlii Mpo TOCHIHKEHHS Ta (OpMH
iH(hopMoBaHoi 3roau, Bepcist 6 Bin 24 TpaBHs 2022p.), YKpaiHCHKOIO Ta POCIHCHKOIO
moBamu; lllogennuk narmienta, epcis 6.0 Big 25 tpaBus 2022 poky, YKpaiHCHKOIO Ta

OC1MCbKOI0 MOBaMU; 3MiHA IOPUIMYHOT aIpECH CIIOHCOPA KJIIHIYHOTO JIOCIIIKSHHS:
BYJIO CTAJIO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street,
02142, United States of America Cambridge, Massachusetts,
02142, United States of
America.
Howmep Ta nara nakazy MO3 mozno Ne 2487 Bin 17.12.2019
3aTBEPXKEHHS KIITHIYHOTO BUIIPOOYBAHHS
HasBa kiiHiyHOTO BUIPOOYBaHHS, KO/, «Jl0BrocTpOKOBE PpO3IIMPEHE JOCHIKEHHS 3 OIIHKM Oe3NeKku Ta ePeKTHUBHOCTI
BepcCis Ta Jata npenapaty SAR442168 y ydyacHUKIB JOCHIKEHHS 3 PELUAMBYIOYMM PO3CISTHUM
ckiepozom», LTS16004, 3 nonpaskoto 05, Bepcis 1 Bia 29 nunns 2021 poky
3asiBHUK, KpaiHa TOB «Canogi-ABeHTic YkpaiHa»
Crioncop, kpaina Genzyme Corporation, USA (Ixen3aiim Kopropeiins, CIIA)
CynyTHi MaTepianu/mpenapaTtu CynyTHbOT —
Teparnii
30. | InenTHdiKaIis CyTTEBOI MOMPABKH Onosirennii [Ipotokon kimiHigHOTO nociimkenHs ICP-CL-00112, Bepcis 5.2 Bixg 21

yepBHA 2022 poky
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Howmep Ta nata nakazy MO3 miono
3aTBEPKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ga kiiniuHOrO BUNpoOyBaHHs, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, MoABiHHE clile, Taned0-KOHTPOIbOBaHE AOCTIKEHHS (azu 2 s
OIIIHKM  €(EKTUBHOCTI, OE3MEYHOCTi, NEPEHOCUMOCTI, (APMAKOKIHETHUKH Ta
010JI0T1YHOI aKTUBHOCTI OpenadpyTHHIOy y MAIliEHTIB i3 PEHUIUBYIOYO-PEMITYIOUUM
poscissHuM ckiepo3om», ICP-CL-00112, Bepcist 5.1 Big 15 6epe3ns 2022 poky

3asBHUK, KpaiHa

[TinnmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

InnoCare Pharma, Inc., USA

CymyTHi MaTepianu/mpenaparu CynyTHbOL
Teparnii

31.

InenTudikariis CyTTeBOi MOMpaBKU

Omnosnenuii mpotokon kiiHiyHoro BunpoOyBanus HLX10-005-SCLC301, Bepcis 5.0
Big 22 kBitHA 2022 poky; ®opma iHGOpMOBAHOI 3rogu A y4acTi y HaAyKOBOMY
KIIIHIYHOMY JTociipkeHHi, Monens s Ykpainu, Bepceis 7.0 Big 27 tpaBus 2022 poky,
YKpaiHChKOIO Ta pociiickkoro mMoBamu; JlomaTtkoBa ¢opma 1iHGOPMOBAHOI 3roau Ha
JIKyBaHHS MIiCIs IPOrpecyBaHHs 3axBOPIOBaHHS (HE0OOB’si3koBa), Monenb ais
VYkpainu, Bepcis 5.0 Bix 27 tpaBHs 2022 poKy, yKpaiHCHKOIO Ta pOCIHCHKOI0 MOBaMH;
OHoBJIEHE OChE AOCIHIPKYBaHOro Jikapcbkoro 3acooy HLX10 100 mMr po3uun juis
1H(y31H, Bepcist 03 Bix 24 tpaBHs 2022 poky; [lo1oBKeHHsSI TPpUBAJIOCTI KIIIHIYHOTO
BunpoOyBaHHs B YkpaiHi g0 30 uepBHs 2023 poky, 3MiHa BiANOBIAAIBHOTIO
JOCTIAHHKA!

byno Crano

3aB. BiJ1. Ko03eB O.1. nikap Jleonosa B.B.
Komynanene  HekomepuiiiHe — mianpueMcTBo | KomyHanbHe HeKoMepItiiiHe
«O06nacHUN LIEHTP OHKOJOTI», OHKOXIpypriuxe | miampueMctBo «OOnacHHM

BI/UIJICHHS  OpraHiB TpYAHOI  TOPOKHUHH, | LEHTP OHKOJIOT1i»,
M. XapkKiB OHKOXIpYpriyHe BiJA1IEHHS
OpraHiB IpyAHOI

MOPOKHUHU, M. XapKiB
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Howmep Ta nata nakazy MO3 miono
3aTBEPKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 1360 Bix 10.06.2020

Ha3ga kiiniuHOrO BUNpOoOyBaHHs, KO/,
Bepcis Ta gaTa

«PanmomizoBaHe MoABIMHE ciine OaratoreHTpoBe nociimpkenHs ¢aszu I s
nopiBHAHHS KiiHIYHOI edexTtuBHOCTI Ta Oe3meuynocti HLX10 (pexkomOGiHaHTHOTO
Tr'yMaHi30BaHOTO MOHOKJIOHANLHOTO aHTHTUIA 10 PD-1 (antH-PD-1) mus iw’exmiit) B
KoMOiHamii 3 XimioTepamiero (KapOOIUIaTUH + €TOMO3W[) y paHille HETIKOBaHUX
MAaIi€HTIB 3 TOMUPEHOK (opMOI0 ApiOHOKIITHHHOTO paky Jereni (IKPJI)y,
HLX10-005-SCLC301, Bepcis 4.0 Big 05 mrororo 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Shanghai Henlius Biotech, Inc., China / [llanxait Xenmniyc baiiotek, [nk., Kurait

CynyTHi MaTepianu/mpenaparu CynyTHbOi
Teparii

32.

InenTHdikamist CyTTEBOI MOMPABKU

OnoBJeHHH TPOTOKOJ KiiHIYHOTO BUmpoOyBaHHS No. BAY 2757556/20290 Bepcis
14.0 Bin 23 motoro 2022 p.; Jocmipxenns 20290 [npopmaris g namienra ta popma
1H(OpPMOBaHOI 3ro/1M JJI yYaCHUKIB JOCIIIKEHHs BIKOM Bif 7 10 12 pokiB, Bepcis 3.0
Bia 22 munHs 2022 p. s YkpaiHM yKpaiHCBKOIO MOBOIKO Ha 0a3i OCHOBHOI Bepcil
[Hpopmanii quist narienta Ta opmu 1HHOPMOBAHOT 3TN JUISl YYACHUKIB TOCIIIIKEHHS
BikoM Big 7 mo 12 pokis, Bepcis 13.0 Bim 28 Oepesns 2022 p.; HocmimkeHHS
20290 Indopmamis mis mamieHta Ta (opma 1HGOPMOBAHOI 3roAM JUIsl YYaCHUKIB
nocmimkeHHs BikoMm Bifp 12 1o 14 pokiB, Bepcist 3.0 Bix 22 nunas 2022 p. ans Ykpainu
YKpalHChbKOIO MOBOIO Ha 0a31 ocHOBHOI Bepcii [Hpopmarii ans mamieHta ta Gopmu
iH(hOpMOBaHOI 3roM Ui yYaCHUKIB JOCTiIKEeHHS BikoM Bif 12 mo 14 pokiB, Bepcis
13.0 Bix 28 Oepesns 2022 p.; HocmimxenHs 20290 Indopmaris ans nanienrta ta gopma
iH(hOopMOBaHOI 3rou AJIsl YYaCHUKIB JOCTiIKeHHs BikoM Bif 14 mo 18 pokis, Bepcis
3.0 Big 22 nunua 2022 p. ans YKpaiHu yKpaiHChKOIO MOBOIO Ha 6a31 OCHOBHOI Bepcii
[Hdopmartii mist narieaTa Ta popmu iHHOPMOBAHOT 3TOIN JIJIsl YYACHUKIB TOCIIIKEHHS
BikoM BiJ 14 no 18 pokis, Bepcia 15.0 Big 28 6epesns 2022 p.; Hocmimxenns 20290
Indopmartis ans namienta ta ¢popma iHHOPMOBAHOT 3r0IM HA y4acTh y JOCIHIKEHH]
JUTSL TOPOCTUX marieHTiB, Bepcisa 3.0 Big 22 mumnas 2022 p. st YKpaiHu yKpaiHChKOIO
MOBOIO Ha 0a3i ocHOBHOI Bepcii [Hpopmartii 11 mamienta ta Gopmu iHGOPMOBAHOT
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3TOAM Ha y4acTh Y JAOCTIDKEHHI U TOPOCIuX marieHTiB, Bepcis 15.0 Bix 28 6epesns
2022 p.; Hocmimxenns 20290 Iudopmamis mis OaThKiB mamieHTa Ta (opma
iHpopMoOBaHOT 3roau A 0aTHKIB YYacHHMKA JOCHIKEeHHS, Bepcis 3.0 Bix 22 numHsS
2022 p. nia Ykpainu yKpaiHCHKOIO MOBOIO Ha 0a3i ocHOBHOI Bepcii Indopmarii ams
0aThKiB MarieHTa Ta GopmMu iIHPOPMOBAHOI 3r0/I1 JIJIs1 0ATHKIB yUYaCHUKA JOCIIKEHHS,
Bepcis 15.0 BiJ[ 28 OepesHs 2022 p.;
Jlocke pocmiKyBaHOTO JiKapchbkoro 3aco0y Bepcis 01 Bim 16 6epesns 2022 p.;
bpomypa Jlocnigauka Bepcist 9.0 Big 11 mrotoro 2022 p.

Howmep ta nata nakazy MO3 mono
3aTBEPUKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 1102 Bix 02.06.2021

Ha3ga xiiniuHOrO BUNIpoOyBaHHs, KO/,
BepcCis Ta gaTa

«docmimxenns 1/2  ¢a3m  3acrocyBanHs nepopanbHoro inriditopy TRK
JMApOTPEKTIHIOY y Malli€HTIB AUTAYOTO BIKY 3 MPOTPECYIOUUMHU COJIITHUMU IMyXJIMHAMU
a00 MepBUHHUMH ITyXJIMHAMHU [EHTPaIbHOI HEPBOBOi cucteMmn», No. BAY 2757556 /
20290, Bepcis 13.0 Bix 22 yepBHs 2021 p.

3asBHUK, KpaiHa

TOB «baiiepy», Ykpaina

CnoHcop, kpaiHa

baitep Konceromep Kep AT, llIBeiinapis

CynyTHi MaTepianu/npenapaTi CynyTHbOT
Tepamii

33.

Inentudikariist CyTT€BOI MOMPaBKU

OnoBnennii poTokoi KiiHigHOTO BUMpoOyBanHs MK-7339-009 3 iHkopnopoBaHOO
nonpaskoro 02 Big 18 TpaBHs 2022 poky, aHrmiiicbkor0 MOBO; bporrypa gocigHuka
Pembrolizumab (MK-3475), Buganns 22 Big 13 tpaBHs 2022 poKy, aHTJIIHCHKOO
MOBOIO; 3MiHa KUIBKOCTI JOCHiKyBaHUX B Ykpaini 31 100 no 97 oci6; 3pa3ok
nepBuHHOro MapkyBaHHs Olaparib Bottle, Bepcis 2.0 Bix 24 tpaBHs 2022 poky; 3pa3ok
BTOpUHHOTrO MapkyBaHHs Gemcitabine Kit, Bepcis 2.0 Bix 29 yepBHs 2022 poky;
3pa3ok nepBuHHOro MapkyBaHHs Gemcitabine Vial, Bepcis 2.0 Bix 29 yepBHs 2022
POKy; 3pa3oK CHpOIIEHOTO MapKyBaHHS 3apeeCTPOBAHOTO B YKpaiHi JIIKapChKOTO
3aco0y, KM 3aCTOCOBYETHCS B KJIIHIYHOMY BHIPOOYBaHHI, Bepcis 5, B 22 NUMHA
2022; Yxpaina, MK-7339-009, [adopmartist Ta JOKyMEHT IIPO iHPOPMOBAHY 3TOAY JIIS
narfienra, Bepcist 2.00 Bix 02 cepmust 2022 p. yKpaiHCHKOIO MOBOIO; 3MiHa Ha3BH Ta
aapecu CnioHcopa:
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BYJIO

CTAJIO

«Mepk Iapn enx Hoym Kopm.», nouipne
nignpueMctBo «Mepk enn Ko., Iak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Anpeca: Mepk /lpaiiB, 1, nomrosa ckpunbka 100,
M. Baiitxayc-Creiimn, mrat Hero-/Ixepci, 08889-

TOB Mepk llapn enn Hoym
(Merck Sharp & Dohme LLC)
Anpeca: 126 Icr JliHKOIBH
aBeHro, 1/c 2000, Paseii, Hpro
Jlxepci, 07065, CIIA (126
East Lincoln Ave., P.O. Box

0100, CIIA (One Merck Drive, P.O. Box 100, | 2000, Rahway, NJ 07065,
Whitehouse Station, New Jersey, 08889-0100, | USA)
USA)
3MiHa Ha3BU MiclLis IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBAHHS:
byno Crano

I.M.H., ipod. dynnivenko O.C.
HepxaBHa ycraHoBa «IHCTUTYT 3arajabHOi Ta

HeBigkiIaaHoi Xipyprii imeni B.T. 3aiinena
HamionanpHoi  akajgemii  MeOMYHUX — HayK
VkpaiHu», BiJJIIeHHS THIHHOI Xipyprii Ha

25 niKOK 3 MajaTrol IHTEHCHBHOI Tepamii Ha
6 mikok, XapkiBCbka MeIWYHA  aKajeMis
niCIISIUIUIOMHOT OCBiTH, Kadeapa oHKOJIOTII Ta
JTUTSY01 OHKOJIOTI1, M. XapKiB

I.M.H., ipod. JlynHI4YeHKO
O.C.

[epxaBHa yctaHoBa «IHCTUTYT
3arajJibHOi  Ta  HEBIAKIAIHOI
xipyprii imeni B.T. 3aiiuea
Harmionansaoi akazgemii
MEIUYHUX HayK YKpaiHu»,
BIJIIUIEHHS XIpypriyHUX
iHpekmiii Ta  ycKiIaaHeHOI
OHKOJIOT1YHOI martoJjorii Ha 25
JDKOK 3 MHajaToOK 1HTEHCHBHOI
Teparnii Ha 6 JIXKOK,
XapkiBcbKa MeMYHA aKagaeMist
ITI CIIA IATIIIOMHOT OCBITH,
kadenpa OHKOJIOTI Ta AUTAYOT
OHKOJIOT1i, M. XapKiB

Howmep ta nata Hakazy MO3 mono
3aTBEPKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Bim 11.01.2020
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Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane BigkputTe nociipkeHHs (asu 2 ta 3 OmnanmapuOy y komOiHamii 3
[TemOpoizymaboM y MopiBHSIHHI 3 XiMioTeparieio y koMmOiHamii 3 [lemOponizymadbom
Mmicis 1HAYKIT KIIHIYHOI TepeBaru 3 IMepIIoro JIiHIEK XiMioTeparnii y KoMOiHamii 3
[TemOponi3ymMaboM y MAaIi€HTIiB 3 MICIIEBO-PEIUINBYIOUMM HeornepadebHuM abo
METAaCTaTUYHUM  TOTPIHHO-HEraTUBHUM  pakoM MosiouHoi 3amo3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, 3 inkopriopoBaHoto nonpaskoro 01 Bix 02 uepBHs
2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexxeHo0 BignosigansHicTIO «MCJ] Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Ean Hoym Kopm.», nouipue nianpuemctBo «Mepk Exn Ko., Ink.», CILIA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymyTHi MaTepianu/mpenapari CynyTHbO1
Teparnii

34.

InenTudikariis cyTTeBOi MOMpaBKU

Jonatok nns YKpaiHu 10 MPOTOKONY KJIiHIYHOrO BUIpoOyBaHHS, Bepcia 1 Big 25
mumas 2022 poky, aHTIIHCBEKOI MOBOI0; OHOBIEHa Opolnypa JJOCTIJIHHKA I10
npernapaty AZD6094 (HMPL-504, volitinib, savolitinib), Bepcig 9.0 Big 06 mumnHs
2022 poky

Howmep Ta nara nakazy MO3 mozno
3aTBEPUKEHHS KIIHIYHOTO BUIIPOOYBaHHS

Ne 897 Bin 04.08.2017

Ha3zBa kiiHiYHOTO BUNIPOOYBaHHS, KO/,
Bepcis Ta jgaTa

«Binkpure, panaomizoBaHe, HOPIBHIOBAJIIbHE, 0araTOLEHTPOBE KIIIHIYHE TOCIIIKEHHS
¢a3u 3 oninku epekTUBHOCTI Ta 6e3nexku CaBoiTiHIOy B opiBHAHHI 3 CyHITIHIOOM y
nanieHTiB 3 MET-no3utuBHOI0, HeomepabenbHOK Ta JIOKAJIbHO-MOLIIUPEHO, a00
METAaCTaTUYHOI  TaMUIIPHOK  HUPKOBO-KIITHHHOKO  KapuuHomoio  (mHKP)»,
D5082C00003, Bepcis 6.0 Bix 19 rpynus 2018 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATIHA»

Cnoncop, kpaina

AstraZeneca AB, Sweden

CynyTHi MaTepianu/mpenaparu CynyTHbOT
Teparnii
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35. | ImenTudikaris CyTTeBOT MOMPABKU

Onosnenuii mpotokou 3 [Tonpaskoro INT-8 Bix 27.06.2022 p.; JloJaTOK 10 MPOTOKOITY
kiiniyHoro  jgocmipkeHHss  PCI-32765MCL3002: KepiBHUITBO 3  MPOBEICHHS
KJIIHIYHOTO JOCIHI/DKEHHS TIiJ Yac BeIUWKOoro motpscinHg Bixm 16.06.2022 p.
AHTJIIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 miono
3aTBEPKECHHS KIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHoro BUnpoOyBaHHs, KO/,
BepcCis Ta gaTa

«PanomizoBaHe, MOABIMHE ClIile, TUIANEOOKOHTPOIHOBAHE KIIIHIYHE JTOCIIHKCHHS 3
¢azu iuriditopa tuposmHkiHazu bpyrona (BTK), PCI-32765 (I6pyTtuni6), y
koMmOiHamii 3 benmamyctuHoMm Ta Purykcumabom (BR) y mamientiB i3 Bmepie
JIarHOCTOBaHOIO JiMQoMOI0 MaHTiiHOI 30HUY», PCI-32765MCL3002, 3 mompaBKorO
INT-7 Bix 19.12.2019 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi MaTepianu/mpenaparu CynyTHbOi
Teparnii

B.o. renepajibHOro AUpPEKTOpPa
®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




