Hoparok 1

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

3miHa azpecu CrioHcopa gochiimkeHHsi: Byno: 101 Park Drive, Milton Park, Abingdon, Oxfordshire,
0X14 4RY, UK. Tel: +44 1235 438600; Crano: 92 Park Drive, Milton Park, Abingdon, Oxfordshire,
0OX14 4RY, UK. Tel: +44 1235 438600; OnoBneHa Bepcis bpoirypu pocimignvka TebeHTtadycn
(IMCgp100), Bepcis 12.1, Big 15 Jltororo 2021p.; OHoB/eHe MapKyBaHHs JIiKapCBKOTO 3aco0y
AnbbyHopMm, Bepcisi 2.0 Big 25 Jltotoro 2021p.; OHOB/ieHe MapKyBaHHSI 30BHIIITHBOI YIIaKOBKU
JocimKyBaHoro mikapcekoro 3acoby IMCgpl100, Bepcis 3.0 Bim 25 Jlrotoro 2021p.; OHoBiieHe
MapKyBaHHs (lakoHy ZAociifKyBaHoro Jikapcekoro 3acody IMCgpl00, Bepcis 3.0 Bix 25 JlroTtoro
2021p.; OHoBneHe MapKyBaHHS Habopy /sl NpUrOTyBaHHS [JOC/TiPKYBaHOTO JIiKapCBKOTO 3aco0y
IMCgp100, Bepcis 2.0 Big 25 JIrotoro 2021p.; OHoBreHi Bepcii: [HbopMallisi A/ yUaCHUKIB AOCTiHKeHHS
ta ®opma iHdopmoBaHoi 3rogu «IMCgp100-202 YKP, ®I3 anst ocHoBHOro AociigkeHHsi, Bepcisi 10.1,
(pinanpHa) Big 21 UYepBHsa 2021p.» ykpaiHCcbkoro MoBoOR; IH(opmariis ais mnauieHTiB Ta Popma
indopmosanoi 3rogu «IMCgp100-202 YKP, ®I3 ans ocHoBHOTO AociimkeHHs, Bepcist 10.1, (piHanbHa)
Biz 21 YepeHs 2021p.» poCilCBKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 9 Big 02.01.2019

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomisoBane, Binkpute, 6ararouentpoBe dasu II mocstimkeHHs 6e3rneku Ta eeKTUBHOCTI TperiapaTy
IMCgp100 B ropiBHsHHI 3 JliKyBaHHSIM, BUOpaHuM AocaigaukoM y HLA-A*0201 mo3suTUBHUX Mal[i€HTIB 3
TIOLLIVPEHOI0 YyBeaslbHOK MeJIaHOMOIO, Ki paHillle He OTpUMyBa/u JiKyBaHHsA», IMCgp100-202, Bepcis
5.0 Big 31 6epesnst 2020p.

3asBHUK, KpaiHa

Cinrepakt 'M06X, HimeuunHa

CnoHcop, KpaiHa

Immunocore Ltd, United Kingdom




2 MPOJOBXKeHHA JojaTtka 1

CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

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




Hoparok 2
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii po3zin P.8 «CrabimbHICTb» i3 3BiTamu 3i cTabimbHOCTI [T0ChE AOCTIHKYBAHOTO TiKApCHKOTO
3aco0y Ymagauutuni6 (ABT-494), Bepcis 7.0 E UA Big 26 numus 2021 poky; [TofoBXeHHsST TepMiHy
MPUJATHOCTI ZIOCTIPKYBaHOTO JliKapchkoro 3aco0y Ymagauurudio (ABT-494), TabneTkd >XOBTOTO
konbopy (ER-all) 45 mr, no 60 micsLis

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

Ne 490 Big 05.05.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorienTpoBe, TpuBase mofoBxeHe pociimkeHHs I11 ¢a3u 3 oriHku Ge3neuHocTi Ta eeKTUBHOCTI
YnapauutuHiby (ABT-494) y mnaijieHTiB 3 BHUpa3KoBUM KojiTom», M14-533, 3 iHKOpriopoBaHMMH
ApMiHicTpaTiBHUMM 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbku ans Kanagu) Ta [Monpaskamu 0.01, 1, 2, 3,4, 5 Ta 6
Big 31 mumnHsg 2020 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacsktoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoeneHe [locbe mociimKyBaHoro mikapcekoro 3aco0y Retifanlimab (INCMGAO00012), Bepcis 8.0 Bif
01 uepBHsa 2021 poky; [TogoBkeHHs1 TepMmiHy npuzaTHOCTi npenapary Retifanlimab (INCMGAO00012)
o P1 3 46 micaniB go 60 micsaniB ta gas P2 3 36 micsauiB go 48 micsuiB; ITogoB)keHHST TPUBaIOCTI
kiHiuHoro Buripo6yBanHs INCMGA 0012-101 B Ykpai#i 10 31 rpyans 2022 poky

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

Ne 1233 Biz 06.10.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®a3za 1, gocnigpkeHHs: 6e3reky, nepeHocuMocTi Ta hapmakokiHeTMk INCMGAO00012 (konuiHsg Ha3Ba
MGAO012) y maijieHTiB 3 COJAHUMU MyX/JIMHAMH Ha TIi3HIX CcTafiisix po3BUTKY xBopoou (POD1UM-101)»,
INCMGA 0012-101, nonipaBka 9 Biz, 09 yepsus 2020 p.

3asgBHUK, KpaiHa

TOB «KLP Ykpaina»

CrioHcop, KpaiHa

«IHcaitT Kopropetimn» (Incyte Corporation), CIIIA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

3pa3ok 00’€HAHOTO MapKyBaHHS [OC/Ii/)KYBaHOTO JiKapChbKOro 3acoby Benomisymab ajis KapTOHHOL
yrnakoBkH, 1 ¢uakon i3 300 mr Begosnizymaly y kopobiii asst Ykpainu (st gocaimkers MLN0002-3024,
MLNO0002-3025, MLN0002-3029), Bepcis 3 Big 29 uepBHs 2021 p., yKpaiHCbKOK MOBOI; 3pa3okK
00’€THAHOTO MapKyBaHHSI JIOC/Ii/KYBaHOTO JTiKapCchbKoro 3aco0y Bemosisymab asisi dakoHy, ¢uiakoH i3
300 mr Begomnizymaby ans Ykpaiau (ans gocmimpkens MLN0002-3024, MLN0002-3025, MLN0002-
3029), Bepcis 3 Big 29 uepBHsi 2021 p., yKpaiHCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomiszoBaHe, mozBiiiHe crine pocmipkeHHs (a3u 3 A1 OWHKA eeKTHBHOCTI Ta 0Oe3rmeuHOCTi
3aCTOCYBaHHSI BeZloylizymMady /il BHYTPIllIHLOBEHHOTO BBE/I€HHS SIK TTiJTPUMYIOUOi Tepariil y Malfi€HTiB
UTSUOTO BiKy 3 aKTHBHOK XBOpoOor KpoHa Bifi MOMIpHOTO [0 TSDKKOTO CTyIIeHs, y SIKUX Oy/i0
JIOCATHYTO K/iHIUHOI BiAMOBiAi micisi Tepamii Bemosizymabom fjisi BHYTPIilIHbOBEHHOTO BBeJI€HHS Y
BigkpuToMy pexxumi», MLN0002-3025, npotokon 3 nonpaBkoro 1 Bix 17 motoro 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO6mexkeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Takena /[leBenoriveHT CeHTep AwMepikac, I[Hk., Criosnyueni Illtatu (Takeda Development Center
Americas, Inc., USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gjupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

3pa3ok 00’€HAHOTO MapKyBaHHS [OC/Ii/)KYBaHOTO JiKapChbKOro 3acoby Benomisymab ajis KapTOHHOL
yrnakoBkH, 1 ¢uakon i3 300 mr Begosnizymaly y kopobiii asst Ykpainu (st gocaimkers MLN0002-3024,
MLNO0002-3025, MLN0002-3029), Bepcis 3 Big 29 uepBHs 2021 p., yKpaiHCbKOK MOBOI; 3pa3okK
00’€THAHOTO MapKyBaHHSI JIOC/Ii/KYBaHOTO JTiKapCchbKoro 3aco0y Bemosisymab asisi dakoHy, ¢uiakoH i3
300 mr Begomnizymaby ans Ykpaiau (ans gocmimpkens MLN0002-3024, MLN0002-3025, MLN0002-
3029), Bepcis 3 Big 29 uepBHsi 2021 p., yKpaiHCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomiszoBaHe, mozBiiiHe crine pocmipkeHHs (a3u 3 A1 OWHKA eeKTHBHOCTI Ta 0Oe3rmeuHOCTi
3aCTOCYBaHHSI BeZloylizymMady /il BHYTPIllIHLOBEHHOTO BBE/I€HHS SIK TTiJTPUMYIOUOi Tepariil y Malfi€HTiB
JUTSUOTO BiKy 3 aKTHBHMM BHPA3KOBHUM KOJIITOM BiJj TIOMipDHOTO JI0 TSDKKOTO CTYIIEHS, Y SIKMX Oy/10
JIOCATHYTO K/iHIUHOI BiAMOBiAi micisi Tepamii Bemosizymabom fjisi BHYTPIilIHbOBEHHOTO BBeJI€HHS Y
BigkpuToMy pexxumi», MLN0002-3024, npotokon 3 nonpaBkoro 1 Bix 16 motoro 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO6mexkeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Takena /[leBenoriveHT CeHTep AwMepikac, I[Hk., Criosnyueni Illtatu (Takeda Development Center
Americas, Inc., USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gjupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikaris cyTreBoi
TIOTIPaBKU

OnoBneHui mpoTokos KiaiHiuHoro gocrigkeHHss CLI-06001AA1-04, Bepcis 2.0 Big 03 TpaBHsi 2021 poky;
[Hdopmaritinuii McToK yyacHuKa Ta ©opma iHhOpMOBaHOI 3roJj Ha y4acThb y KIiHIUHOMY AOCTipKeHH]
3 kogom CLI-06001AA1-04, nocnimkenus PILASTER, Bepcis 2.0 Big 02 cepnus 2021 p. a1 YKpaiHu
aHrmiicpKor MoBoro; IHdopMariiiHuii rMcToK yuacHWKa Ta Popma iHpopMoBaHOI 3rofu Ha ydacTb y
KiIiHiuHOMy pociigkenHi 3 komoMm CLI-06001AA1-04, mocnimkenns PILASTER, Bepcis 2.0 Bim 02
cepriaa 2021 p. Ans YKpaiHu yKpaiHCbKOO MOBOM; IHdopmariitinuii mictok i @opma iHbopMoBaHOi
3rofi BariTHOI yYaCHWIi Ha y4acTb Yy TIpOrpaMi CIIOCTepe)KeHHs 3a repebiromM BariTHOCTI y MexXax
KiiHiyHOoro pociigpkeHHs 3 kogom CLI-06001AA1-04, mocnigkenns PILASTER, Bepcis 2.0 Big 25
TpaBHs 2021 p. ansg YKpaiHU aHIVIIMCBKOIO MOBO; IH¢opMariiviHuii auctok i Popma iHpopmoBaHol
3rofii BariTHOI yuyaCHUIli Ha ydyacThb y TpOTpPaMi CIIOCTEPE>KeHHsI 3a repebiroM BariTHOCTI y MeXXax
KniHiyHoro pociimkeHHs 3 kogom CLI-06001AA1-04, mocnimkenns PILASTER, Bepcis 2.0 Big 25
TpaBHs1 2021 p. assi YKpaiHu ykpaiHCbKOor MoBoo; IHdopMariiiinuii mictok i Popma iHpopmoBaHoOi
3ro[i BariTHOI TMapTHEPKU Ha ydyacThb Y TIPOTpPaMi CIIOCTepe)KeHHs 3a TepebiroM BariTHOCTI y MeXKax
KiiHiyHOoro pociigpkeHHs 3 kogom CLI-06001AA1-04, mocnigkenns PILASTER, Bepcis 2.0 Big 25
TpaBHs 2021 p. ansg YKpaiHU aHIVIIMCBKOIO MOBO; IH¢opMariiviHuii auctok i Popma iHpopmoBaHol
3ro/iv BariTHOI TIAPTHEPKM Ha y4acCThb y TIpOrpaMi CIIOCTepe)KeHHsl 3a TepebiromM BariTHOCTI y MeXkax
KniHiyHoro pociimkeHHs 3 kogom CLI-06001AA1-04, mocnimkenns PILASTER, Bepcis 2.0 Big 25
TpaBHs 2021 p. aa YKpaiHM yKpaiHCBKOIO MOBORO; 3MiHa HallMeHyBaHHS 3asiBHHMKa B YkpaiHi 3 TOB
«KOBAHC KJ/IIHIKAJT [EBEJIOTIMEHT YKPAIHA» ma TOB «JIABKOPIT KJIIHIKAJI
JOEBEJIOTIMEHT YKPAIHA»; 3any4eHHs 04aTKOBOIO MiCLsl TPOBeeHHS K/IiHIYHOTO JOC/TiIKeHHS




2 TPOJIOBXKEHH 0JaTKa 6

No [1.I.b. BiAmOBia/IbHOTO AOC/TiJHHAKA

/ Has3Ba miciis mpoBefieHHsT K/TiHIYHOTO BUTIPOOYBaHHS
1

1. | nikap Bunosceka B.B.

KomyHanbHe HekoMeplLjiliHe MeJuuHe MignpueMcTBO «KpemeHuylpKa mepia MicbKa JliKapHs
iM. O.T. boraeBcbKOro», Iy/JIbMOHOJIOTiuHe BiffiseHHs, M. KpeMeHuyK

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

Ne 833 Big 28.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«52-T>KHeBe, paH/IOMi30BaHe, TO/IBiliHe cilire, T1alle00 KOHTPO/bOBaHEe AOCTI[KeHHs y MapaiebHuX
rpyrnax 3 MeTOH OL[iHKK eheKTHUBHOCTI Ta Oe3meuHocTi ABoX 703 nperapatry CHF6001 y dopwmi cyxoro
MOPOLLKY AJIs1 iHrassiLii, 1o A0AArThCs [0 MiATPUMYHYOi NOTPiHOI Tepariii y Malji€eHTiB i3 XpOHIYHUM
0OCTPYKTMBHUM 3aXBOpIoBaHHSM jiereHb (XO3JT) Ta xpoHiunum 6ponxiTom», CLI-06001AA1-04, Bepcis
1.0 Big 20 yiucronaza 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 06MEXXeHOK0 BianosiganeHicTIO «/ TABKOPIT KJITHIKAJT IEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e3i dapmarieBtiui C.rm.A.» [Chiesi Farmaceutici S.p.A.], ITanis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

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




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnHoBneHuli MpoTOKOJ KiiHiuHOTO AociikeHHs: EB-CLIN-1001-03, Bepcis 2.0 Big 22 numnus 2021 poky,
aHIJIIKICbKOK MOBOIO

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

Ne 1966 Big 15.09.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Mi>kHapo/He, paH/|OMi30BaHe, TMO/BiliHe CJlile, aKTUBHO KOHTPOJIbOBaHe AOCTi/pKeHHs 3 ¢a3u Ajis
MOpiBHSIHHA ~ KJIiHIYHOT  edekTuBHOCTI, Oe3reyHocTi, (¢apMakOKiHETUKM Ta (apMaKOJUHAMIKU
JIOCJTipKyBaHOTO ToAibHOro 6GiosoriuHoro Jikapcekkoro 3aco6y EB1001 i3 3apeectpoBanuM y €C
riperniapatoM Prolia® y »iHOK 3 ocTeomopo3oM B moctMeHomay3i», EB-CLIN-1001-03, Bepcis 1.0 Bif
24 tpasHs 2021 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

Eden Biologics, Inc., Taiwan / Exen Baitonomxkikc, IHk., TaliBaHb

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikaris cyTreBoi
TIOTIPaBKU

3MiHa Ha3BM TPOTOKO/MY «Bigkpure GaraTolieHTpOBe [JOC/Ti/I)KeHHs, sIKe CK/IAZa€ThCs 3 [[BOX YaCTUH 3
Oe3repepBHUM TIepeX0/iOM, IO TIPOBOJUTHCS 3 METOI0 BHUBUEHHS 0e3MeuHOCTi, TepeHOCUMOCTi,
(hapmakokiHeTUKH, (papMaKoANHaMiKu Ta eeKTUBHOCTI Tiperapaty RO7034067 3a 1ioro 3acTocyBaHHS y
HEMOBJIAT 3i CMiHAIBHOIO M’s30BOI0 aTtpodiero 1-ro Tuy» Ha «BifkpuTe GaraTorieHTPOBe AOC/TiKEHHS,
sIKe CK/IaJJa€EThCSl 3 [IBOX UaCTUH 3 Oe3repepBHUM TePeXOfoM, IO MPOBOAUTHCS 3 METOI BHUBUEHHS
0e3neyHOCTi, TIepeHOCUMOCTi, (hapMaKOKiHEeTHKH, (apMakoJuHaMiKu Ta e(eKTUBHOCTI Tiperapary
pucaurniaMm (RO7034067) 3a loro 3acTocyBaHHSI y HEMOBJISIT 3i CIiHa/JbHOIO M’s130BOIO0 aTpodieto 1-ro
TUMy»; 3MiHa Ha3BU 3asBHUKA KiiHiuHoro BurpoOyBaHHsi 3 TOB «IHC Pecepu YkpaiHa» Ha TOB
«Cineoc Xenc YkpaiHa»; bpomnypa [Hocmigauka [gocmimKyBaHOro jikapcbkoro 3acoby RO7034067
(pucouniam), Bepcist 8 Big 30 6epe3nst 2021 p. aHriMcbKo0 MoBOO; [H(opMalifiHuii mcToK Ta Gopma
iHbopmoBaHoi 3rou OaThKiB Malli€HTIB HEMOBJIST, IKi OepyTh y4acTb Y YacTHHI 1 JOC/ifKeHHs1, BepCis
8.2.0 Biz 09 BepecHsi 2021 p. aHr/iMCHKOIO, YKpPaiHCBKOK Ta pOCiiicbkoro MoBamu; IHdbopmartiiiHuit
mctok Ta (opma iHpopmoBaHOI 3rofu OaThKiB TAIliEHTIB HEMOBJAT, siIKi OepyTh y4yacTb y YacCTHHi 2
JocuimpkenHst, Bepcis 8.2.0 Big 09 BepecHss 2021 p. aHI/IiMCBKOI, YKPaiHCBKOK Ta POCIMCHKOI0 MOBaMy;
sanyueHHs  kKommaHili  TOB  «HeCIlaT»  cTrocoBHO  mpouecy — BUIUIAaT  BIJIIKOJYBaHb;
BP39056_FIREFISH_Ykpaina_TOB «HeCIlaT» 3roza Ha 06poOKy mepcoHa/ibHUX JaHux, Bepcis 1.1.0
Bif 25 uepBHsa 2021 p. ykpaiHcbkow Ta pociiicbkkoro MoBamy; BP39056 FIREFISH_Ykpaina TOB
«HeCIlaT» dopma 3anuTy Ha BiALIKOAYBaHHs KOLUTIB, Bepcisa 1.1.0 Big 25 yepBHsa 2021 p. yKpaiHCBKOIO
Ta POCIMCBHKOIO MOBaMM; 3ajyueHHs MicieBoi cmy>xbu moctaBku [XJI InrepHemHn YkpaiHa (DHL
International Ukraine)

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

Ne 146 Big 21.01.2019
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«BigkpuTe GaraToreHTpOBe AOC/iKEHHS, SIKe CK/Ia[Ja€ThCS 3 IBOX YaCTHH 3 Oe3repepBHUM TE€PEX0ZI0M,
IT[0 TIPOBOZIUTHCS 3 METOIO BUBUEHHS 0€3MeuHOCTi, TePeHOCUMOCTI, (hapMaKOKiHETHKH, (hapMaKOoJUHAMIKH
Ta edektuBHOCTI mperapaty RO7034067 3a iioro 3acTocyBaHHsSI y HEMOBJST 3i CIiHa/JIbHOIO M’SI30BOHO
atpodietro 1-ro tuny», BP39056, Bepcist 7 Biz 17 uepBHsi 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland (IIBeiiiiapis)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




HonaTok 9
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBkeHHsT TepMiHIB KiliHiuHOrO BUTNpoOyBaHHs B YKpaiHi g0 31 rpyaHs 2022 p. ass 3abe3neueHHst
Habopy marjieHTiB

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

Ne 1246 Biz 26.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paH/OMi30BaHe, MOABilHe cire, rale60-KOHTPOIbOBaHe KiHiUHe [OCITi/KeHHs-
mardopma 2 a3y, MO BUBYAE e(eKTUBHICTH Ta Oe3rMeuHiCTh JIKyBaHHsS Mal[i€HTiB 3 aKTUBHOIO
xBOpoboto KpoHa Bifi mMOMipHOro [0 Ba)KKOro CTyreHs TspKKOCTi. PRISM. OcHoBHMM KaiHiUHMI
npotokonn PLATFORMPACRD2001. JopaTok mofo creludiyHOro MeToAy JiKyBaHHSI 3 KOHKDETHHUM
rperiapaToM [0 OCHOBHOro KjiHiyHoro mnpotokony PLATFORMPACRD2001, PRISM-SCARLET.
[Tpotokon 67864238PACRD2001, 2a ¢asa», PLATFORMPACRD2001, 67864238PACRD2001,
PLATFORMPACRD2001; 2 ¢a3za 3 nompaBkow 2 Big 17.09.2020 p.; JomaTtok oo crielu@iyHoro
MeTo/ly JiKyBaHHS 3 KOHKPETHUM TperapaToMm rpotokony 67864238PACRD2001; ¢a3za 2a 3 mornpaBKoiO
4 Big 14.12.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

3asy4yeHHs1 I0/IAaTKOBOTO MiClisi TPOBe/IEHHST KTiHIYHOTO BUTPOOYBaHHS

No I1.I.b. BiAgmoOBiJaIbHOrO AOC/TIJHHAKA

/1 Has3Ba Miclisi TpoBe/ieHHsT KJTiHIYHOTO BUMPOOYBaHHS

1 K.M.H. Yomossk FO.TO.
Menuunuii 11eHTp «/liames» ToBapucTBa 3 0OMEXXEHOH Bi/TIOBifanbHICTIO «MeAMUHUIA 1IEHTP
«[iamen», M. YKropog,

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2674 Bip 18.11.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«baraTorjeHTpoBe BiJKpUTe [OC/II[)KeHHS T[I0Ja/IbLIOr0 CIIOCTepeXXKeHHS [/ OLIHKU TPUBAaoro
3acTocyBaHHA JlakocaMisly mepopaabHO B YUaCHUKIB JOC/TiPKEHHS, sIKi 3aBePLUWIA YUacTb y AOC/iKeHH1
EP0034 a6o SP848 i orpumyBamu nikyBanHs Jlakocamigom», EP0151, Big 13 kBiTHs 2020 poky

3asiBHUK, KpaiHa

TOBAPVMCTBO 3 OBMEXEHOIK BIJIIOBIJAJIBHICTHO «DAPMACBIOTIKAJI PICEPYU
ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CrioHcop, KpaiHa

UCB Biopharma SRL, Benbris

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




HopaTok 11
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

[Hdpopmariviiuii mucTok Ta ¢dopMa iHPOpPMOBAHOI 3roAu Ha BUKOPUCTAHHS TMOC/AYr KommaHii Scout
Clinical, Bepcist 1.1 gns Ykpainu Big 03 BepecHsi 2021 poKy yKpaiHCbKOIO Ta POCifiCbKOIO MOBaMu; Scout
Clinical — ITocnyru ans naiieHTiB — [ToBizoMaeHHs efleKTPOHHOIO TMOLLITOO, Bepcist 1.0 Anst YkpaiHu Bif
12 nunng 2021 poKy yKpaiHCBKOO Ta pOCiHChKO0 MOBaMH

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

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paHZiOMi30BaHe MOABIMHO cline TuIaleb0-KOHTPO/IbOBaHe BUIIPOOyBaHHsS (a3u 3b B
rapasie/lbHUX Tpyrax 3 MOJaJbIIO BiKPUTOK pO3IIMpeHOr (a3or [/ OL[iHKKM e(deKTUBHOCTI Ta
6e3reuyHocTi ABaTpomboriary /s JiKyBaHHSI TPOMOOIIUTOIEHIT B MALi€HTIB JUTSUYOrO BiKy 3 iMyHHOMO
TPOMOOILIUTONEHi€10 MPOTAroM >6 micsiiB», AVA-PED-301, Bepcist 2.0 Bix 17 rpyans 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Dova Pharmaceuticals, Inc., CIITA

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




HopnaTok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa BiZITIOBiIa/IbHOTO /TOC/TiIHMKA; 3MiHA Ha3BH MiClisl IPOBe/IeHHsI BUTIPOOYBaHHSI

BYJIO

CTAJIO

K.M.H. Cmosiko H.M.
KomyHanmbHu# 3akia, «BiHHUIIBKA 00J1acHa

[ICUXOHEeBPOJIOTiyHa  JIKapHd  IM. akas.
O.I. FOmenka», HeBposoriude BiagiieHHsT Ne3,
BinHUIBbKMI HalliOHa/TbHUM MeJUYHUI

yHiBepcuteT im. M.I. TluporoBa, Kadezapa
HEPBOBUX XBOP0O, M. BiHHUIS

K.M.H. Cmoriko [I.T".

KomyHanbHe HeKOoMepLliliHe TiJTIPUEMCTBO
«BiHHuipKa obsiacHa KJTiHiUHa
TCUXOHEBPOJIOTiYHa JIiKapHs iM. aka.
O.I. Hmenka Binnumpkoi o67acHOI paan»,
HeBposioriyHe  BiagineHHsi Ne3, BiHHUI[bKMI
Hal|iOHa/IbHUM MeJUYHNN yHiBepcureT
iMm. M.I. TIuporoma, kadeznpa HepBOBHX XBOPOO,
M. BiHHuLg

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

Ne 660 Big 02.07.2016

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolleHTpOBe paHJOMi30BaHe TIO/[BiliHe cJiirie riarieb60-KOHTPOJbOBaHe AOCTimKeHHsT 3 (a3u s
OLiHKM edeKTUBHOCTI Ta Oe3meuHocti nperapaty CATPAJII3YMAB (SA237) B sikocTi MOHOTepartii y
naijieHTiB 3 onTukoHeBpomiesnitoM (OHM) Ta 3 xBopobGamu crieKTpy ontukoHeBpoMmienity (XCOHM)y,
BN40900 (SA-309JG), Bepcis 10 Bix 03 kBiTHs 2020 poKy

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrioHcop, kpaiHa

@®.Xodbdmann-JIs Pom Jita, [IBetiiapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoB/IeHUH TIPOTOKO/ KiiHiuHOTO focimkeHHss No. BAY 2757556 / 20290 Bepcist 13.0 Bix 22 uepBHsS
2021 p.; Hocnimkenns 20290 Iudopmariis Ay 6aTeKiB maijieHTa Ta (Gopma iHbopmMoBaHOI 3rogu s
0aTeKiB yuacHUKa JocsimKkeHHs, Bepcis 2.0 Big 16 ceprHs 2021 p. Ay YKpaiHM Ha yKpaiHChKili MOBi Ha
0a3i ocHoBHOI Bepcii IHopmaliii g1 6aThKiB marjieHTa Ta Gopmu iHGOPMOBaHOI 3roJu /A1 OaTbKiB
yuacHMKa focsimkerHs, Bepcis 14.0 Big 19 mumnas 2021 p.; Jocaimkerns 20290 Tndbopmariist g5t 6aTbKiB
narjieHTa Ta ¢opma iHpopmMoBaHOI 3roau s 6aThKiB yuaCHUKA AOCTiJKeHHs, Bepcis 2.0 Bifg 16 ceprHs
2021 p. a1 YKpaiHu Ha poOCiichbKilt MoBi Ha 6a3i ocHoBHOI Bepcii THdhopMmariii /s 6aTeKiB MaijieHTa Ta
¢dopmu iHdopmMoBaHOI 3rogu AJisi OATHKIB y4acHMKA AociimkeHHs, Bepcis 14.0 Big 19 mumusa 2021 p.;
Hocnimxenns: 20290 Tndopmaris a1s naijieHTa Ta gopma iHhopMoBaHOI 3rofu Ha yuacThb y AOCTiIKeHH]
IS IOPOC/MX TallieHTiB, Bepcisi 2.0 Bix 16 cepriHs 2021 p. s YKpaiHu Ha yKpaiHChbKiii MoOBi Ha 6a3si
ocHOBHOI Bepcii [HdhopMmarii A5 nmarieHTa ta popmu iHboOpMOBaHOI 3roju Ha y4acTb Y AOCTIPKeHHI AJis
Jlopoc/ivX matlieHTiB, Bepcisg 14.0 Big 19 numnua 2021 p.; Hocnimkenns 20290 IHdbopmMariisi Asis naijieHTa
Ta opma iH(pOpPMOBAHOI 3roAM Ha y4yacTb y AOC/i[KeHHi [A/s1 JOpOC/avX malieHTiB, Bepcis 2.0 Big 16
cepriHg 2021 p. a1 YKpaiHu Ha pOCiliCbKOK MOBOO Ha 0a3i ocHOBHOI Bepcii IHdopMariii A5 maijieHTa tTa
¢opmu iHQOPMOBAHOI 3ro/ili Ha y4acTb y AOC/i[KeHHi A/ [0pOoC/ivX TallieHTiB, Bepcig 14.0 Big 19
munHs 2021 p.; Hocnimkenns 20290 Indopmartiisi gns maijieHTa Ta dopma iHbopMoBaHOI 3rogu st
YYaCHUKIB AOC/i/pKeHHsT BikoM Bif 14 no 18 pokis, Bepcis 2.0 Big 16 cepriHsa 2021 p. a1 YKpaiHu Ha
YKpaiHCBKili MOBi Ha 6a3i ocHOBHOI Bepcii [Hdopmatiii A5 narjienta Ta GopmMu iHhOpMOBaHOI 3rou /st
YYaCHUKIB JOC/ipKeHHs1 BikoM Bif 14 no 18 pokiB , Bepcis 14.0 Big 19 munua 2021 p.; HdocaimpkeHHs
20290 Indopmariisi A narjieHTa Ta ¢popma iHGOpPMOBaHOI 3roAu Ajis YUaCHUKIB AOC/TiI)KeHHST BiKOM Bif
14 mo 18 pokiB, Bepcis 2.0 Big 16 ceprmas 2021 p. A/ YKpaiHH pPocCiliCbKOI0 MOBOIO Ha 06a3i 0CHOBHOL
Bepcii IHdopwmatiii /151 marjieHTa Ta dopmMu iHPpoOpMOBaHOI 3rofiu /s YUYaCHUKIB AOCTiKeHHsS BiKOM Bif
14 no 18 pokiB , 14.0 Bix 19 murzs 2021 p.; JocnigkenHs 20290 Indopmatiis gis naijieHTa Ta popma
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iHdopmoBaHoOI 3roAu [i/isi YYaCHUKIB A0CIipkeHHs BikoM Bif 12 no 14 pokis, Bepcis 2.0 Big 16 cepriHs
2021 p. ans YKpaiHM Ha yKpaiHChKil MoBi Ha 6a3i ocHOBHOI Bepcii [Hdopmatiii A5 matjieHTa Ta hopMu
iHbopMoBaHoOi 3roJu A/ YYaCHUKIB JOC/iAKeHHs BikoM Bif, 12 1o 14 pokiB , Bepcisi 12.0 19 nunnusa 2021
p.; Hocnimkennss 20290 Iudopmariis ans marjieHTa Ta ¢opma iHbopMoBaHOI 3rofu [jis Y4YaCHUKIB
nocmigykeHHs BikoMm Bif 12 mo 14 pokis, Bepcisi 2.0 Big 16 cepriag 2021 p. ansa YKpaiHU pPoCiMCbKOIO
MOBOIO Ha 0a3i ocHOBHOI Bepcii IHdopmMariil asis naifieHta Ta hopmMu iHPOPMOBaHOI 3ro/iu /st YUaCHUKIB
JocaigpkeHHs BikoM Big 12 mo 14 pokiB , Bepcis 12.0 Bigl9 ymumnas 2021 p.; Hocaimpkenas 20290
IHdopmariisi st matiienTa Ta opma iHpoOpMOBaHOI 3ro/u AJIsi YUYaCHUKIB [OC/iI)KeHHsI BikoM Bifj 7 1o 12
pokiB, Bepcis 2.0 Big 16 ceprmus 2021 p. g1 YKpaiHM Ha yKpaiHCBHKili MoBi Ha 6a3i OCHOBHOI Bepcii
IHdopmariii a5 natjienTta Ta popmu iHdopmMoBaHOT 3roiv AJisl yUaCHUKIB JOCTiI)KeHHs BiKoM Bif, 7 fi0 12
pokiB, Bepcia 12.0 Bigl9 nmumua 2021 p.; Hocnimkenas 20290 Iudopmaiiisi aia maijieHta Ta (opma
indopmoBaHoI 3rofiu A/l YYaCHUKIB [JOC/Ti/PKeHHs BiKOM Bif 7 1o 12 pokiB, Bepcis 2.0 Big 16 cepriHsa
2021 p. aist YKpaiHd pociiCbKOI0 MOBOIO Ha 0a3i ocHOBHOI Bepcii IH¢opmariii ans maijiedTa Ta Gopmu
indopmoBaHOI 3roAu AJis yUyaCHUKIB AOC/TiKeHHs1 BikoM Bif 7 go 12 pokiB, Bepcisg 12.0 Bigl9 mumnuHs
2021 p.; Hocmimkenns 20290 OxHosjieHa iHdopMarllist g1 0aTbKiB maifieHTa Ta ¢gopma iHbopMoBaHOI
sroav Ans OaThKiB y4yacHWKa AociimkeHHsi, Bepcis 1.0 Bixg 16 cepmas 2021 poky Ay YKpaiHu Ha
YKpaiHCBKilA MoOBi Ha 0a3i ocHoBHOi OHOBneHoi iHdbopmarii Ay 6aTeKiB maijieHTa Ta (HopMHU
indbopmoBaHoi 3rogu AJia OaThKiB y4yacHUKa mAocmimkeHHs, Bepcig 1.0 Big 19 gumas 2021 poky;
Hocrimkenns: 20290 OHoB/ieHa iHdopMallis A1t 6aThKiB TarjieHTa Ta dopMa iHGOpPMOBaHOI 3roau s
0aThbKiB yuacHMKa JocCmimpkeHHs1, Bepcist 1.0 Big 16 ceprias 2021 poky g1t YKpaiHU pPOCIHCHKOI0 MOBOIO
Ha 6a3i ocHoBHOi OHoBeHOI iHdopMmaliii Ay GaTbKiB marjieHTa Ta GopMu iHGOPMOBAHOI 3roAy IS
0aThKiB yuacHUKa mociimpkeHHs, Bepcis 1.0 Big 19 mumas 2021 poky; Hocmimkerns 20290 OHoBieHa
iHdbopMmalisa aia manieHTa Ta ¢gopma iHQOPMOBaHOI 3roJy Ha ydacTb Y AOCTiKeHHi [/ JOpOC/IUX
natjieHTiB, Bepcisi 1.0 Big 16 cepmHs 2021 poky A/ YKpaiHM Ha yKpaiHCbKiii MOBi Ha 6a3i OCHOBHOI
OnoBneHoi iHdopMatii A5 mauieHTa Ta ¢Gopmu iHGOpMOBaHOI 3rou Ha y4acTb Y [OC/i/PKeHHi [AJsi
Jopocnux matjieHTiB, Bepcis 1.0 Big 19 nunnsa 2021 poky; Jocnimkenns 20290 OHoBneHa iHdopMariis
Ji71s1 TatjiedTa Ta ¢dopMa iHpOpPMOBaHOI 3roiv Ha yuacTh y AOCTiIKeHHI [l JOPOCIUX Malli€HTIB , BepCis
1.0 Bim 16 ceprHst 2021 poky AJisi YKpaiHU poCiiicbKor0 MOBOO Ha 6a3i ocHoBHOI OHoB/eHOT iHhopMariii
Ji71s1 TatieHTa Ta Gpopmu iHGOpPMOBaHOI 3roiv Ha y4acThb Yy AOCTIKeHHi [ J0pOCIUX MallieHTiB, BepCis
1.0 Big 19 gumnas 2021 poky; HocmimkenHs 20290 OxHoBneHa iHdopmaliis Ais maijieHTa Ta dopma
iHdbopMoBaHoi 3roAu /sl yUaCHUKIB A0CIipkeHHs BikoM Bif 14 no 18 pokis, Bepcis 1.0 Big 16 cepriHs
2021 poky jyis1 YKpaiHy Ha yKpaiHChKili MOBi Ha 6a3i ocHoBHOT OHOB/eHOi iHopMariii A5 matieHTa Ta
¢opmu iHopmMOBaHOI 3rofu A YYaCHUKIB AoC/ifKkeHHs1 BikoM Bix 14 no 18 pokis, Bepcis 1.0 Big 19
nvrHst 2021 poky; HocnimkenHs 20290 OHoBneHa iHdopMmaliisi Asis natieHTa Ta popma iHpopmoBaHoi
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3ro/Iv JJ1s1 YYaCHUKIB JOCTiI)KeHHs BikoM Bif 14 no 18 pokis, Bepcisa 1.0 Big 16 cepriag 2021 poky s

YKpaiHu pocilicbkkoro MoBOIO Ha 0a3i ocHoBHOi OHoBieHoi iHdopMmarljii A1 maijieHTa Ta dopMu
indbopMoBaHOi 3roAau [Ans yuyaCHMKIB [JociifpkeHHs Bikom Big 14 no 18 pokis, Bepcis 1.0 Bif
19 nunus 2021 poky; docnimkenns 20290 OHosiieHa iHdopMaliis A/is1 natjieHTa Ta gpopma iHdhopmMoBaHOi
3ro/Iv [/ yUYaCHUKIB JOC/IpKeHHs BikoM Bif 12 no 14 pokis, Bepcis 1.0 Big 16 cepnns 2021 poky s
YKpalHM Ha YKpaiHCbKiii MoBi Ha 6a3i ocHoBHOI OHOBeHOi iHdopMallii s TaijieHTa Ta (opmu
iHdbopMoBaHoi 3roy A/ YYaCHUKIB J0CTi[pKeHHs BikoM Bif 12 mo 14 pokis, Bepcig 1.0 Big 19 munHs
2021 poky; Hocrimxenns 20290 OHoBneHa iHpopMaiiist A/ narjieHTa Ta oopMa iHhopMOBaHOI 3roJu /s
YYaCHUKIB Z0C/ipKeHHs1 BikoM Bif 12 mo 14 pokis, Bepcis 1.0 Big 16 cepnns 2021 poky a1 YKpaiHu
pociiicbKo0 MOBOIO Ha 0a3i ocHoBHOi OHOB/eHOi iHpopMalii /s TaiieHTa Ta ¢popmMu iHPOpPMOBaHOI
3rofv Ji YYaCHUKIB JOC/ipKeHHs BikoM Bif 12 no 14 pokis, Bepcisg 1.0 Big 19 ymumnua 2021 poky;
Hocnimxkennsi 20290 OHoBneHa iHbopMallisi /s TarjieHTa Ta ¢popma iHhopMoBaHOI 3ro/iu [l YUaCHUKIB
JlOC/li/pKeHHs1 BiKOM Bif; 7 o 12 pokiB, Bepcis 1.0 Bix 16 ceprins 2021 poky A YKpaiHy Ha yKpaiHChbKil
MOBi Ha 0a3i ocHoBHOI OHOB/eHOI iHdopmarllii aia maiieHTa Ta Gopmu iHGOpPMOBaHOI 3rogu st
YYaCHUKIB [OCTI)KeHHs1 BiKoM Bif 7 no 12 pokis, Bepcis 1.0 Big 19 munus 2021 poky; docuigkeHHs
20290 OnossieHa iH(opmatiist /s TarjieHTa Ta dopMa iHpopMOBaHOI 3roAu AJis YUaCHUKIB AOCTiIKeHHS
BikoM Bizi 7 mo 12 pokiB, Bepcis 1.0 Big 16 cepriast 2021 poky A/t YKpaiHM POCiiiCbKOI0 MOBOIO Ha 6a3i
ocHOBHOI OHoBneHol iH@opmauii Ass mailieHTa Ta ¢opmu iHGOpMOBaHOI 3roAu [ yYaCHUKIB
JOCTiI)KeHHs BIKOM Bif 7 1o 12 pokis, Bepcis 1.0 Big 19 nunus 2021 poky; 20290_OnurtyBanbHUK /IS
OLIiIHKM CMakKy Ta TeKCTypu, TabneTtku Ta po3umH, Bepcisg 1.0 Big 09 cepnust 2021 yKpaiHCbKOIO MOBOIO
st YKpainy Ha 6a3i OnuTyBasbHUKA [Jis1 OLiIHKKA CMaKy Ta TeKCTypH, TabyeTKu Ta po3uuH, Bepcis 2.0
Bif 06 munHs 2021; 20290_OnuTyBanbHUK [Jjisl OLIIHKA CMaKy Ta TeKCTypH, TabeTku Ta po3urH, Bepcist

1.0 Big 09 cepriHst 2021 pociticbKOr MOBOIO i1 YKpaiHu Ha 6a3i OnuTyBaibHUKA /IJIS1 OLIIHKA CMaKy Ta
TeKCTypd, TabmeTku Ta po3umH, Bepcig 2.0 Big 06 mumusa 2021; CrpoirjeHe [Jocbe AOCTIKYBAaHOTO
nikapceKoro 3aco0y Jlaporpektini6b (BAY 2757556) Bepcis 012 Big 07 mumHst 2021; I[TogoB>keHHS
TepMiHy ripuzatHocti [IJ13 JlapoTpekTinib cynbdar — BAY2757556 — po3unH, 2% 50 M 3 18 micswiB fio
24 micsuiB

Homep Ta fata Haka3y Ne 1102 Big 02.06.2021
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«docmimkenHs: 1/2 ¢asu 3actocyBaHHs mepopanbHoro iHribitopy TRK saporpektiHiOy y marfieHTiB
JUTSYOTO BIiKYy 3 INPOTpPecyrOurMHd COJiJHUMH TMyXJMHaMM abo TepBUHHUMU IMyX/IMHaMH LieHTpasbHOI
HepBOBOI cucteMu», No. BAY 2757556 / 20290, Bepcia 12.0 Big 21 kBiTHa 2020; JIokanbHa monpaska 0
[TpoTokony, Bepcis 1.0 Big 18 ciuns 2021

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHna

CnoHcop, KpaiHa

bariep Konceromep Kep AT, IIBenniapis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBnieHUM TIPOTOKOJ/ KjiHiuHOro BuripobyBaHHs BAY2976217/21170 Bepcis 3.0 3 iHTerpoBaHOIO
niorpaBkoro 2 Bif 07 murHs 2021; OHoBneHa Oporypa goctigavka, Bepcis 2.0 Big 10 cepriast 2021 poky;
21170 Indopmarisi ans nauieHta i dopma iHGopMoBaHOI 3rofu /[as OCHOBHOTO [OCTif)KeHHs 3i
crangaptHoto @K/®]], Bepcisi 3.0 Big 18 ceprmusa 2021 p. ans YKpaiHM yKpaiHCBKOK MOBOIO Ha 0Oasi
OCHOBHOI Bepcii [Hdopmatiii asis natjienTta i @opmu iHHOpPMOBaHOT 3ro/iy [jisT OCHOBHOTO JOC/i[KeHHS 3i
cranzaptHoro @K/D]I, Bepcia 2.2 Big 22 munHsa 2021 p.; 21170 Indopwmariisi g5 maijieHta i ®@opMma
iH(opMOBaHOI 3roAu /7151 OCHOBHOTO AOC/i/pKeHHs 3i craHgapTHoro PK/D/, Bepcisi 3.0 Big 18 cepriHs
2021 p. gy YKpaiHd pociiickKOoro MOBOIO Ha 6a3i ocHoBHOI Bepcii IHdopmMariii a5 marjienTa i @opmu
iHopMoBaHOI 3roAiu Ajis OCHOBHOTO [JOCJi/pKeHHs 3i cTaHgapTHoo ®K/®/I, Bepcis 2.2 Bix 22 nurHs
2021 p.; 21170 Indopmatiis gns naijieHTa i Popma iHbOpMOBaHOI 3roAiu /11 OCHOBHOT'O JOC/Ii/[XKEeHHS 3
anbrepHaThBHOIO OK/D]I, Bepcis 3.0 Bix 18 ceprusa 2021 p. a1 YKpaiHu yKpaiHCHKOIO MOBOIO Ha 0asi
ocHoBHOI Bepcii [Hdopmartiil g5 naijieHTa i ®opmu iHbopMoBaHOT 3roAu AT OCHOBHOTO JTOC/Ti/I)KeHHS 3
anbrepHaThBHOIO DK/D], Bepcis 2.3 Big 22 munHsa 2021 p.; 21170 IHdopmawis aas nauieHTa i @opma
iHopMoBaHOI 3roiu ijisi OCHOBHOI'O AOC/Ti/pKeHHs 3 anbTepHaTHBHOWO PK/D/I, Bepcis 3.0 Bix 18 cepriHs
2021 p. asia Ykpainud pociiicbkoro MOBOrO Ha 6a3i ocHoBHOI Bepcii [HdopMariii ans marjienTa i @opmu
iHopMoBaHOI 3roJu /1J11 OCHOBHOI'O JOC/Ii/KeHHs 3 anbTepHaTBHOWO PK/D/I, Bepcis 2.3 Big 22 numnHs
2021p.

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

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«LICA dakropy XI asis 3HWKeHHST TPOMOOTWYHMX SIBUIL Yy TAL[i€HTIB i3 TepMiHaJbHOI CTaJi€ro
XpOHiIUHOI XBOpOOU HUPOK Ha Aianisi: ¢asa 2, pangomizoBaHe, Mo/BiliHe ciiine, Maleb60-KOHTPOILOBAHEe
JocitipKkeHHs: Oe3riekd, (apMakoKiHEeTUKH Ta (hapMakKOAWHAMIKM MHOXWHHUX 7103 BAY 2976217.»,
BAY?2976217/21170, Bepcis 2.0 3 iHTerpoBaHo0 1orpaskoro 1 Bizx 29 BepecHs 2020
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3asgBHUK, KpaiHa TOB «batiep», Ykpaina
CnoHcop, KpaiHa baitep AI', HimeuurHa
CynyTHi —
Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

BKJTIOUeHHSsI I0JATKOBUX MiCIlb TTPOBeIeHHs KTiHIYHOTO BUNPOOYBaHHS

Ne I1.I.b. BigmoBiasIbHOrO AOC/IIIHUKA
n/ Has3Ba miclis ipoBe/ieHHsT K/TiHiIYHOTO BUTPOOYBaHHS
1

1 | 3aB. Big. 3aneBcbka T./1.

KuiBcbka KniHiuHa JlikapHS Ha 3ali3HUYHOMY TpaHcropTi Ne2 ¢inii «LleHTp 0XOpoHU 3/10pOB’si»
aKL[IOHePHOI'0 TOBAPUCTBA « Y KpPAiHChKA 3aJ1i3HHULIS», BiJIJIEHHS IeHHOr' O cTaliioHapy, M. Kuis

2 | K.M.H. ButiHuBerpkuii L1

KomyHnanbHe mnignpuemMctBo «JIikapHs Nel» JKMTOMHUPCBKOI MICBKOI paju, KOHCYJ/IbTaTUBHO-
JIiKyBaJibHe BiffliieHHs1 «HayKOBO-10CTi AHULIbKUAN LIEHTP», M. JKUTOMUD

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

Ne 1586 Biz 29.07.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanoMi30BaHe, moABiliHe crirne, maleb0-KOHTPO/IbOBaHe, OaraToeHTpoBe AociimkeHHs: 3b ¢a3m 3
METOI0 OIiHKM e(eKTMBHOCTI Ta 0e3reyHOCTi MiAKIpHOrO0 BBeleHHS r'ycesibKymMaly it 3MeHIIeHHs
O3HaK 1 CUMIITOMIB Ta CIIOBIJIbHEHHSI PeHTI'€HOJIOT UHOI Iporpecii y MnaijieHTiB 3 akTUBHUM I1COPiaTUUHUM
aptputom», CNTO1959PSA 3004, nonipaBka 1 Biz 07 kBiTHs1 2021 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmartieBtrika HB, Benbris

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikaris cyTreBoi
TIOTIPaBKU

3asy4eHHs! I0IATKOBUX MiCllb TIPOBe/IEHHsT K/TiHIYHOTO BUMPOOYBAHHS

Ne [1.1.b. BigmoBifasbHOrO AOC/IIIHUKA
/1 Ha3Ba miclist TpoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS
1 K.M.H. ['osobopoapko O.0.
KomyHaspHe HekoMmeplLiiliHe MiJIIPUEMCTBO «3aropi3bKUM perioHa/JbHUM TPOTUITYX/TMHHUN
I[eHTp» 3aropi3bkoi 00/acHOI paAu, OHKOXiMioTepareBTWUUHe BiAJileHHS 3 [JAeHHUM
CTaLliOHapOM, M. 3aropiKxKs
2 n.M.H. Ocuncbkuii [1.C.
KomyHaneHe HekoMeplLjiliHe MigrpueMCTBO «KUIBCbKHMM MiCbKWM KJIIHIUHWKA OHKOJIOTiUYHUHN
L|leHTp» BHMKOHaBuoro opraHy KwuiBcbkoi Mickkoi pasu (KuiBCbKOi MiCbKOI /ep>kaBHOI
azMiHicTpariii), ximioreparieBTHuHe BifgisieHHs Ne3 (3 i’KKaMu JeHHOTO TiepeOyBaHHS),
M. KuiB
3 K.M.H. TpyxiH [].B.
KomyHasibHe HeKoMepililiHe mignpueMcTBO «OmecbKuid 00/1aCHUM OHKOJIOTIUHUH TUCTIaHCeP»
OpecpKoi 00acHOi pajy, CTaljioHap AEeHHOro TepeOyBaHHS AMCIIAHCEPHO-TIOMIK/IiHIYHOTO
Biaminenns, M. Oneca
4 K.M.H. [IInapuk f.B.

KomyHasnibHe HeKomepijiliHe mianpueMcTBo JIbBiBCcbKOi 061acHOi pagu  «JIbBiBCHKHIMA
OHKOJIOTIYHMI perioHa/ibHUM JiKyBa/IbHO-iarHOCTUYHUM LIEHTP», BifJi/leHHs1 XimioTepariii,
M. JIbBiB
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanzioMi3oBaHe mo/IBikiHe cjiirne gocnimkeHHs (a3u 3 mpenapaty BGB-A1217, antutina go TIGIT, y
MO€EIHAHHI 3 THUC/eni3yMmaboM TOPiBHSHO 3 TieMOposisymMaboM y Talli€HTiB i3 paHilie HeTiKOBaHUM,
MiclieBOTIOIIIMPeHUM, HeorepabenbHUM ab0 MeTacTaTUYHUM He/[PiOHOK/IITUHHUM DakoM JiereHb i3
BUOpaHuM cratycom ekcrpecii PD-L1», BGB-A317-A1217-302, 3 mompaBkoto 1.0 Bim 23 rpyans

2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBIJA/IBHICTIO
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro JupexkTopa /lupekropary
(¢apmaneBTHUYHOrO 3a0€3MeueHHA

IBan 3A/IBOPHUX



Honatok 17
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

Mi>kHapoziHa Gporiypa A0C/IiIHUKA AO0CTiKyBaHOTO Jlikapchkoro 3aco0y Vedolizumab (Bemonizyma0)
(MLNO0002), Bupanns 25 Bif 14 nunHs 2021 poKy aHT/1iliCbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 84 Big 17.01.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[TomoexeHe mocrmimkenHss (a3 2b gy BUBUEHHST JOBrOCTPOKOBOI Oe3reuHOCTi BefosizymMaly mpu
BHYTPIIIIHLOBEHHOMY BBe/IeHHi B TIALIi€HTIB JUTSYOTO BiKy 3 BUPa3KOBUM KOJIiTOM abo xBopoboro KpoHa.
HoBroctpokoBa 6e3meuHicTh Befo/1i3ymMaly IMpU BHYTPIIlIHLOBEHHOMY BBeJieHHi B TAI[i€EHTIB JUTSIYOTO
BiKy 3 BHMPa3KOBMM KoJj1iToM abo xBopo6oto Kpona», Vedolizumab-2005, 3 nonpaekoto 05 Bif 24 ceprHs
2018 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Takena [deBenonmeHT Centep HOpon JIth.,, CrosnyuyeHe KoponiBctBo (Takeda Development Centre
Europe, Ltd., United Kingdom)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 18
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

Po3xin nocke gocsmimkyBaHoro jikapcbkoro mperapaTy P.3.1 — BupoOuuk(u), Bepcist 1.0 Bix 22 KBiTHS
2021p. aHruzilicbkkor0 MoBOR; Po3fin gocke pociifKyBaHoro Jikapcbkoro rmpernapaTty P.7 —Cuctema
3aKpUTTS KOHTelHepiB, Bepcis 1.0 Big 22 kBiTHA 2021p. aHrairicekoro MoBoro; WN42349 [HcTpyKLif i3
3actocyBanHsi [THIII i3 3aXyCHUM TIPUCTPOEM [Ijist TOJIKM 3 caTpasizymabom (Ha ocHoBi TEC-0202987 Bep.
2.0), Bepcist 3.0 Bix 14 nunns 2021 p., yKpaiHCbKOHO MOBOH; WN42349 [HCTpyKLisi i3 3aCcTOCyBaHHS
[THIII i3 3aXMCHKUM TPUCTPOEM [/ TOJIKK 3 caTpastizymabom (Ha ocHoBi TEC-0202987 Bep. 2.0), Bepcis
3.0 Bix 14 nunng 2021 p., poCiliCbKOI0 MOBOK)

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

Ne 2777 Big 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, HeropiBHs/IbHE, BiZIKPUTE AOC/TiKEHHs 3 METOIO OL[iHUTH JOBIOCTPOKOBY Oe3MeuHiCTb
Ta e(eKTUBHICTh TIperapaTy carpanizymab y Tal[ieHTiB 3 pO3/1afioM CITIeKTPY OINTHKOHEHPOMIEITY
(PCOHM)», WN42349, Bepcis 1 Big 28 nmunns 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

«®. Xopdmann-JIs Pou Jita» (F. Hoffmann-La Roche Ltd), [IBeiiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 19

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuii po3zin P.8 «CrabiibHICTb» i3 3BiTamu 3i cTabimbHOCTI [I0ChE JOCTIHKYBAHOTO TiKApChKOTO
3aco0y Ymagauutuni6 (ABT-494), Bepcis 12.0 C UA Big 26 numust 2021 poky; TTofoBKeHHsT TepMiHy
MPUJATHOCTI ZIOCTIPKYBAaHOTO JTiKapchbkoro 3aco0y Ymagaiutunio (ABT-494), TabneTKd >XOBTOTO
konbopy (ER-all) 45 mr, fo 60 MicsLiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018
Ne 1465 Biz 08.08.2018
Ne 296 Big 11.02.2020

Ne 1468 Bix 21.11.2017
Ne 1896 Big 27.08.2019

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«baraTolleHTpOBe,  paHAOMi30BaHe, TIO[BiiiHe  cJjiine, TUIALe00-KOHTPO/JIbOBAHE  JIOBIOCTPOKOBE
MIPOZIOBXKEHEe JIOC/Ii/DKEHHS TMiATPUMYIOUOi Teparii /s BHUBUeHHsS e(GeKTHMBHOCTI Ta 6e3rneuyHocTi
Ynagatmtuniby (ABT-494) y nauienTtiB 3 xBopoboro KpoHa, siki 3aBepimiu gociimkeHHass M14-431 un
M14-433», M14-430, 3 iHKopriopoBaHUMH AMiHiCTpaTUBHUMU 3MiHamu 5 Ta 6 i [TonpaBkamu 1, 2, 3, 4,
5 ta 6 Big 25 xoBTHS 2020 poKy;

«bararorieHTpoBe, paH/I0Mi30BaHe, MOABikHe cire, iarie00-KOHTPOIbOBAHe IOC/Ti/PKEHHS iHYKIIHHOT
Teparii /7151 BUBUeHHsI eheKTUBHOCTI Ta Oe3mneuHocTi YnagauutuHiOy (ABT-494) y natieHTiB 3 XBopo6oto
KpoHa Bif cepeiHbOBaXKKOT [0 BaXKKOI (hOpMU aKTUBHOCTI, y SIKUX BHHMK/IAa HeaJ/ileKBaTHA BiJTOBib uu
HerepeHOCUMICTb  CTaHJapTHOI Ta/abo  Giosoriunoi  Tepamii», M14-433, 3 iHKOpPIIOPOBAaHUMH
ApmiHictpatiBHMMHU 3MiHamu 1, 2 ta 3 i [lonpaBkamu 1, 2, 3, 4, 5 Ta 6 Big 24 BepecHsi 2020 poky;
«[Tporpama paHiOMi30BaHHX, IIal[e00-KOHTPOJLOBAHUX IMMOABIMHMX CHMMX AOCTimKeHb (a3u 3 ajis
OLiIHKA e(heKTUBHOCTI Ta O6e3nmeyHocTi YmaganuTuHIOy Yy [JOpPOC/IMX TALi€HTIB 3 aKCiaJlbHUM
CrIOHWI0apTpUTOM», M19-944, Bepcis 4.0 Big 29 rpyans 2020 poky;
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«PanziomizoBane, mogBitiHe ciine mocipkeHHs, 111 da3u, A1 MOPiBHSAHHS Tpernapary YTaZaldTHHIO
(ABT-494) 3 nyiarie60 Ta 3 afamiMmymaboM y MaijieHTiB 3 aKTUBHUM TICOPiaTUUHUM apTPUTOM, sIKi MalOThb B
aHaMHe3i HeaZIeKBaTHY BiJMOBigb TIpUHAMMHI HAa OAWH HeOioMOTiUHMKE XBOPOOO-MOAUGIKYHOUMI
npotupeBMatuuHuii miperapar (XMIIPIT) — SELECT - PsA 1», M15-572, 3 iHKOpPHOpPOBaHUMHU
azMiHicTpaTUBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ans ['oukonry (Kuraii)], 7 i 8 Ta [NonpaBkamu 1, 1.01 (asis
VHP kpain) 2, 3, 4, 5, 6 Ta 7 (a/151 Bcix KpaiH kpim fnowii) Big 30 ciuns 2021 poky;

«PaHgomi30BaHe, moBiliHe ciine, mialeb0-KOHTPO/IbOBaHe Aoc/imkeHHs: Pa3u 3 /15 OL[iHKM TIperapaTy
yHaJalUTUHIO y MiAMTKIB Ta JOPOC/IMX TALi€HTIB 3 TIOMiDHUM Ta TSDKKAM aTOIUYHUM JepMaTUTOM»,
M16-045, Bepcis 6.0 Bix 28 ciuns 2021 poky

3asBHUK, KpaiHa «E066Bi biodapmacetoTikan3z 'mM6X», [1IBeiiiapis
CrioHcop, KpaiHa AbbVie Inc., USA

CynyTHi —

Marepianu/mpenapaTy

CYNyTHBOI Tepariii

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




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/It0YeHHs1 101aTKOBOT'O MiCIisi TPOBe/ieHHs1 K/iHiUHOTO BUMIPOOyBaHHS

Ne I1.I.b. BiAMOBIJA/IBHOT'O TOCIiTHUKA

/1 Ha3Ba Miclist mpoBe/ieHHs1 K/IiHIYHOTO BUIIPOOYBaHHS

1. | k.m.H. 'ono6opoasko O.0.

KoMyHanbHe HeKOMepililiHe TiANPUEMCTBO «3arnopi3bKUi perioHaJbHUN TPOTUITYXJIMHHUM
1eHTp» 3amopi3pkoi 067acHOi pajy, OHKOXiMioTepareBTHUHE BiJfi/ieHHS 3 [eHHUM
CTalliOHapOM, M. 3aropiXxKs

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1326 Biz 02.07.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanpomizoBane, mogBiliHe citine AocmimpkeHHsT 3 ¢a3u Tpunauukiaiby abo tuianebo y marjieHTiB, sKi
OTPUMYIOTh XiMioTepamito remuyrtabiHoMm i kKapboruiaTUHOM repioi abo Apyroi miHii XimioTepartii st
MKyBaHHSI MiCL{eBOIOIIMPEHOr0 Hepe3eKTabeqbHOro abo MeTacTaTMYHOTO TMOTPiHO-HeraTUBHOTO PaKy
moJsiouHoi 3a103u (PRESERVE-2)», G1T28-208, noripaBka 3 Bepcisi 4.0 Big 02 6epe3nsi 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«[Ixi Yan TepanbtoTikc, [HK.»/ G1 Therapeutics, Inc., CIITA

CynyTHi
Marepianu/nperapaTy
CYyNyTHBOI Tepariii

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




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuii po3zin P.8 «CrabiibHICTb» i3 3BiTamu 3i cTabimbHOCTI [I0ChE JOCTIHKYBAHOTO TiKApChKOTO
3aco0y YmagamutuHi6 (ABT-494), Bepcis 7.0 G UA Big 26 munas 2021 poky; IlomoBxkeHHSI TepMiHy
MIPUJATHOCTI ZOCTiPKyBaHOTO JliKapchbKoro 3aco0y YmagarutuHio (ABT-494), TabneTku mypriypoBOro
konbopy (ER-all) 45 wmr, go 60 wicsuiB; IlogoBXeHHs TepMiHy MPUAATHOCTI [JOC/TiZP)KyBaHOTO
nikapchKoro 3acoby Ymagauutudi6 (ABT-494), tabnetku >xoBToro koswopy (ER-all) 45 mr, go 60
MicsiLiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 48 Big 19.01.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe, paHIOMi30BaHe, TIO/BiliHe cJiime, M1aleb0-KOHTPOIbLOBAHE [OC/IMKeHHsI 3 OL[iHKU
Oe3reyHocTi Ta epeKTUBHOCTI TipernapaTy YnagarutuHio (ABT-494) ans iHAyKLiHHOI Ta MiATpUMYHOUOL
Tepariii y TMal[i€eHTiB 3 CepeHBOTSHKKOI abo TSHKKOI (hopMaMH aKTUBHOTO BHPA3KOBOTO KOmiTy», M14-
234, 3 iHKOpnopoBaHUMU AJMiHiCTpaTUBHUMU 3MiHamu 1, 2 i 3 (Tisibku st Kanagau) ta [loripaBkamu
0.01,0.02, 1, 2, 3, 3.01, 4, 5, 6 Ta 7 Big 10 TpaBHsa 2021 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
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikaris cyTreBoi
TIOTIPaBKU

3MiHa Ha3B Ta MiCllb TIPOBe/IEHHS K/TiHIYHOTO BUMPOOYBaHHS

bYJIO

CTAJIO

I.M.H., npod. bonaapenko .M.

KomyHanbHui 3aknazg «Micbka KiiHIYHA JliKapHS
Ne4» JIHIMPOBCHKOI MICBKOI paju, BiJJiIeHHs
ximioTeparii, HepxaBHuM 3aKiag,
«/JHirponeTpoBCbKa MeJyHa akazeMis
MiHicTepcTBa OXOpPOHU  3[I0pPOB‘S  YKpaiHu»,
Kadeapa OHKomorii Ta MeAW4HOI pafioJiorii,
M. JTHinpo

I.M.H., npod. bonaapenko .M.

KomyHasnbHe HekOMepLjiliHe — MiZJIPUEMCTBO
«Micbka kiiHiuHa ikapHs Ned» [JHINMPOBCHKOL
MICBKOI pajy, XiMioTeparieBTU4He Bifi/li/IeHHd 3
JIeHHUM CTaLliOHapOM, JHITIpOBCHKUIA
Jlep>kaBHUM MeJUuYHUM yHiBepcuTteT, Kadeapa
OHKOJIOTI1 Ta MeJUUHOI pajiosorii, M. JJHinpo

n.M.H, npod. Ctyce B.II.

KomyHanbHUM 3aKJ/1a/, «/IHInporieTpoBChKa
obnacHa KiiHiuHa JikapHsa im. [.I. MeuHuKoBa»,
BiazineHHss yposiorii Ne2, [lep>kaBHUM 3ak/af,
«/lHinponeTpoBCchbKa MeJ4yHa akazemis
MiHicTepcTBa OXOpPOHM  3[0pPOB’S  YKpaiHW»,
Kadezapa ypoJiorii, M. [THinipo

n.M.H, npod. Ctyce B.II.

KomyHnanbHe TiATIPUEMCTBO
«[IHirporieTpoBcbKa 06/s1acHa KJliHiuHa JTiKapHs
im. LI. MeunukoBa» [IHIMPOMETPOBCHKOI
obnacHoi paau», BiAAiieHHs yposorii Ne2
(oHKonOriuHEe), [IHIMPOBCHKUN  JiepKaBHUI
MeJMUHUIN yHiBepcuTeT, Kadezpa ypoJorii,
M. JIHinpo




2 MPOJOBXKEHHS 0ojaTKa 22

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2006 Biz 02.10.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PangomizoBane pocmimkenus III da3u A1 OMiHKK LMCTeKTOMil B KOMOiHallii 3 rmepiorepariiHuM
3aCTOCYBaHHSIM TeMOposTisymMady Ta /i OIL[iHKM I[UCTeKTOMil B KoOMOiHallii 3 TmepionepariiiHum
3aCTOCyBaHHSIM eH(pOpTyMaby BeJOTHHY Ta TieMOposiisymaby TIOpDiBHSIHO 3 TIPOBEJEHHSIM TiTbKU
LIACTeKTOMII [/l YYaCHUKIB 3 M 130BO-IHBa3MBHUM pakOM C€YOBOI'O MiXypa, SKUM He MO)KHa ITPOBOAUTU
nikyBaHHs mucriatiioM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKopriopoBaHO moripaBkoto 04
Bizg 14 xBiTHa 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifmnoBiganbHicTIO «MCJ] YKpaiHa»

CrioHcop, KpaiHa

"Mepk lapn Exng Joym Kopn.", gouipue nignpuemctBo"Mepk Enp Ko.,Ink." (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CHIA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonmaTok 23
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

306i/bIIIeHHsT 3aMyIaHOBaHOI KiIbKOCTi AOCTIHKYBaHUX [i/isi BK/IFOUEHHsSI Y KTiHiuHe BUMpPOOYBaHHSI B
Yxpaini 3 55 go 150.

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

Ne 1143 Biz 15.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PAHJIOMI3OBAHE, IIOABIMHE CJIIIE, TIJIAIIEBEO-KOHTPOJILOBAHE JIOCJ/IIKEHHS
®A31 1II 3 OLIIHKW E®EKTMBHOCTI TA BE3IEYHOCTI KOMBIHAIII GDC-0077 3
[TAJIBOLVKIIIEOM TA ®YJIBECTPAHTOM VY I[IOPIBHAHHI 3 KOMBIHAIIIEO ITJIALIEEO 3
[MTAJIBOLHUK/IIBOM TA @®YJIBECTPAHTOM Y IIALIEHTIB 3 MYTALIEIO I'EHA PIK3CA,
I'OPMOH-PELEIITOP-ITO3UTVBHUM, HER2-HEI'ATUBHMM MICHEBO-IIOIINPEHVM ABO
METACTATUYHMM PAKOM MOJIOYHOI 3AJI03M», WO41554, Bepcis 4 Big 03 mucronaga 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

KapTka yyacHuka gociimkenHs: 64264681LYM1002, Bepcis 2.0 Big 19 cepnast 2021 poKy, aHI/ilCbKOIO
Ta yKpalHCbKOIO MOBaMu

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

Ne 833 Big 28.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute pocmimkenHs 1b ¢a3m 3 oniHku Oe3neuHocTi, (apMakOKiHETHKM i (hapMaKogMHAMiKH
niperiapaty JNJ-64264681 y kombGiHarjii 3 nperiapatom JNJ-67856633 B y4acHUKIB 3 HeXOKKiHCHKOIO
JiM(OMOI0 Ta XpPOHIUYHUM JIIM(OLIUTAPHUM JIeMK030M», 642646811 YM1002, nornpaBka 1, Big 06 »KOBTHs
2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Snccen-Cinar IntepHeiinn HB, Benbris / Janssen-Cilag International NV, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

IHdopMariist a1 marfieHTa 10/10 00pOOKY MepCoHaMbHUX JJaHWX, BepCisi ajanToBaHa Jyis YKpaiau 1.1 Bif
24 motoro 2021 p., nepeksaj, 3 aHIIIMCHKOI Ha pociicbKy Moy 20 cepriHsi 2021 p.

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

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, mozBikiHe cline, GaraToHaljioHa/bHEe, GaraToleHTPOBE OCTiKEHHS /ISl TTOPiBHSAHHS
edexkTuBHOCTi, Oe3rieku Ta imyHoreHHocti TVB-009P Ta genocymaby (ITPOJIIA®) y mnarjieHTiB 3
II0CTMeHoMay3albHUM ocTeorniopo3om», TVB009-IMB-30085, nporokosn 3 norpaBkoro 01, mara Bepcil
03 yiroToro 2021 p.

3asgBHUK, KpaiHa

TOB «CanaKic», YkpaiHa

CnoHcop, KpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 26

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosnena [Hdopmariisi i popma iHdhopMoBaHOI 3ro/iy /s YUaCHHUKIB K/IiHIUHOTO [JOC/iKeHHs1, Bepcist 3.0
Bif 18 cepriHsi 2021 p. Anst YKpaiHM YKpaiHCbKOIO MOBOIO, Ha OCHOBI aHI/IiMChKOI MalicTep-Bepcii 2.0 Bif
04 mororo 2021 p.; OHoBneHa Indopmariist i popma iHpopmoBaHOI 3rofu /s yUyaCHUKIB KTiHIYHOTO
nocuimkenHst, Bepcisi 3.0 Big 18 ceprins 2021 p. A/ YKpaiHu poOCilicCbKOIO MOBORO, HA OCHOBI aHT/TiHCHKOT
Matictep-Bepcii 2.0 Big 04 mororo 2021 p.; OHoBnenuit 1VIT15043_ IHdopmariitiHuii 1McTok i ¢opma
iHbopmoBaHoOI 3roju s OAATKOBOTO AociimkeHHs, Bepcis 2.0 Bix 18 cepriaa 2021 p. aia YKpainu
YKpaiHChKOI0 MOBOIO, Ha OCHOBi aHIJIiHCHKOI MakcTep-Bepcii 1.0 aia €pporwm Big 19 Gepesns 2021 p.;
Ononenuii 1VIT15043_ Indopmativinuii nuctok i ¢opma iHdopMoBaHOi 3roAu AJis A0JATKOBOTO
nocnigkeHHs, Bepcist 2.0 Big 18 ceprias 2021 p. aisi YKpaiHU pOCiMCbKOI0 MOBOO, Ha OCHOBI aHTJIiMCBbKOT
Matictep-Bepcii 1.0 a1 €eporu Big 19 6epe3ns 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBaHe, moziBiliHe ciririe, ryiane60-KOHTPOIbOBaHe OC/TiIKeHHs /i BUBUeHHS e()eKTUBHOCTI Ta
OesneuHocti mpemapary Imwkektagep® (KapbokcumanbTo3a 3amiza) i JIiKyBaHHsS — CepLIEBOi
HeJI0CTaTHOCTI Tpu 3asizogedinuTHux ctaHax», 1VIT15043, dinanbHa Bepcis 3 Bif 11 ciunsa 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0O6MeXXeHOI0 BifnoBiganpHicTIO «KILIP YKpaiHa»

CnoHcop, KpaiHa

«AwmepikaH PemxenT, Ink.», CIIIA (American Regent, Inc., USA)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiZTbKOCTI IOC/Ti/KyBaHUX B YKpaiHi 3 44 mo 80 ocib

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 PpO3CiTHUM ckiepo3om», ICP-CL-00112,
Bepcis 3.0 Big 09 ciung 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 28

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

Ckopouena bpomypa [ocnignvka, Ozempic® (Semaglutide, subcutaneous administration) Project:
NNO9535, Type 2 Diabetes, Bunanus 18, ¢inanbna Bepcis 1.0 Big 30 aumnns 2021 poky, aHT/IiMCHKOO
MOBOI; BuJaHHS HOBUX MarepiasiB [/s maijieHTiB: IHopmariitiHuii GrosieteHn AociimkeHHss FLOW,
Bunyck 2, Bepcisg 1.0 Bixg 20 cepmus 2021 p. UA, ykpaiHcbkoro MoBow; IHdopmartiitiHuii GroneTeHb
pocnimpkenHss FLOW, Bunyck 2, pen. 1.0 Big 20 cepmus 2021 p._RU-UA pociicbKOHO MOBOIO;
Indopmariitiauii Gronerens gocmimkenHss FLOW, Bumyck 3, Bepcis 1.0 Bixg 20 cepmus 2021 p. UA,
yKpaiHCBbKOI MOBOIO, [HpopMariiiinuii 6rosieTeHs goctimkendass FLOW, Bunyck 3, pen. 1.0 Big 20 cepras
2021 p._RU-UA pociticekoro MoBoro; IHdopmariitiauii 6roneteds gocimkerns FLOW, Bunyck 4, Bepcis
1.0 Big 20 cepriust 2021 p. UA, ykpaiHcbkoro MoBoto; [Hpopmatitinuii 6ronerens gocaimkeHHs FLOW,
Bunyck 4, pen. 1.0 Big 20 cepnus 2021 p._RU-UA pocilicekoro MoBowo; bpoillypa A/ maijieHTiB
«XapuyBaHHS Ta fieTa B pa3i AiabetruyHoi xBopobu HUpOK» Bepcis 1.0 Big 20 cepmus 2021 p. UA,
YKPaiHCBKOI MOBOR, «I1uiIieBble MPOAYKTHI U TTUTaHUe MPH JuabeTrueckoi 6oe3Hu rmouek» pea. 1.0 Big
20 ceprias 2021 p._RU-UA pociiickkoto MOBOr0; byknier s martieHTiB «BTomMa 1 BTOMIIIOBaHiCTb»
Bepcid 1.0 Big 20 ceprns 2021 p. UA, yKpaiHCBKOI MOBORO, « Y CTasoCTb M YTOMJIIEMOCTb», pef. 1.0 Bif
20 cepriust 2021 p._RU-UA pociiicbKOr0 MOBOIO

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

Ne 1896 Big 27.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«FLOW — BB cemaryiyTHy B TIOPiBHSIHHI 3 Tularie00 Ha piBeHb MOTipiieHHsT (GYHKLil HUPOK Y XBOPUX
Ha I[yKPOBHI /liabeT TUT 2 pa3oM i3 XpOHIUHOI XBOp0o0O0r0 HUPOK», NN9535-4321, dinampHa Bepcis 4.0,
Big 11 nmucronazga 2020

3asgBHUK, KpaiHa

TOB «Hoo Hopzick YkpaiHa»
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CrnioHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

B.o. renepanbHoro gupexkTopa Jlupekropary
(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX



Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

Hoparok mo pepakuii 3.0 "Indopmarii Ans marieHta Ta ¢opmu iHGOpMOBaHOI 3rofd Ha yuyacTb y
nJocmigykeHHi", ocratrouHa pefakiis 1.0 ans Ykpainu Big 06 cepmusi 2021 p., ocTaTOuHUM Tepek/aj 3
aHIJIIKCbKOT MOBU Ha YKpaiHCbKy MoBY Bif 01 BepecHs 2021 p., oCTaTOYHMM MepeKsaj, 3 aHITiNCbKOI
MOBHU Ha pocilicbky MoBY Bif 01 BepecHsi 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PaHgjoMi30BaHe KOHTpOJ/ibOBaHe, Bigkpute pociimkeHHs III ¢da3u 3 MeTo MOPIBHSAMBHOI OL[iHKA
MesipuiyeHy, IO 3aCTOCOBYEThCS B TO€AHAHHI 3 JapaTyMmymabom, i Aapatymymaly TpW JIiKyBaHHi
MaIfieHTiB i3 peruAuBHOI abo peUIUBHOI0 Ta pedpakTepHOK MHOXXWHHOI MiesoMow», OP-108,
pegakuis 2.1, [Tonpaska 2 Bifg 25 nucronaga 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AN-YKPATHA»

CnoHcop, KpaiHa

«Onkonenraiigc Ab» [Oncopeptides AB], I1IBeriis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 30
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

dopma iHPOpPMOBAHOI 3ro/i Ha BUKOPUCTaHHS OCOOMCTOTrO TPUCTPOIO /IJIsi 3alIOBHEHHS e/IeKTPOHHOTO
II0JleHHUKa, ocTatouHa pefakuis 1.0 ana Ykpainu Bifg 16 ceprHsa 2021 p., ocTaTOYHMM Tepeknaf 3
aHTJIiicbKOT MOBM Ha yKpaiHCbKY MOBY Bif 31 cepriHs 2021 p., ocTaTOYHUM MepeK/aj 3 aHI/1iCbKOI MOBU
Ha pociiceKy MoBY Bif 31 ceprnias 2021 p.

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

Ne 2777 Big 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paH/j0Mi30BaHe, MOABIMHO Cilire, ryiarie00-KOHTpoIboBaHe AociimkeHHs I ¢a3m, sike
MPOBOJUTLCS 3 MeTOr OuiHKK Tiperiapaty GBO004 mpu sikKyBaHHI [OpOCAMX TALIEHTIB i3 JIeTKUM |
CepeHbOTSDKKUM TiepebiroM BUpPa3KOBOTO KOJIITY B akTuBHiN ¢opwmi», GB004-2101, pepakiis 2.0,
[ToripaBka 1.0, Big 21 »koBTHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Ixubi 004 Tukopniopeiite» [GB004, Inc.], CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

[MToci6bHMK 3 iHCTPYKI[iSIMH IIIOI0 3aCTOCYBaHHsI JIIKAPCHKOTO TIperapary TpoTsroM fgociimkeHHs 303,
11 wuepBHsa 2021 poky [V03 UKR(uk)], ykpaiHCbKOIO MOBOI0; IHCTpPyKIlisi IIIOZO 3aCTOCyBaHHS
nikapcbKoro npenapary gociigpkenss 303, 11 uepBns 2021 poky [V03 UKR(ru)], pociiicbkoro MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 636 Big 22.03.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«ADVANCE EXTENSION BiaxkpuTe po3liupeHe JOC/iKeHHs 3 OL[iHKU JOBITOCTPOKOBOI e(heKTUBHOCTI
Ta 0e3rMeyHOCTi pasiHernary B TIALIiEHTIB i3 JlereHeBOIO apTepiaibHOIO rinepreHsiero», ROR-PH-303
(APD811-303), 3 iHKopriopoBaHoI0 TornpaBKoro 3 Biz 28 uepBHs 2019 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHoro iHBecTHLielo «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«HFOnaitreq Tepamn’toTikc Kopropetiiita» (United Therapeutics Corporation), United States

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

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




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

'nobansHa bpoiypa gocmiguuka Bepgonizymab (MLNO0002), Buzganas 25 Big 14 gumas 2021 poky,
aHIJIIKICbKOK MOBOIO

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

Ne 403 Big 04.05.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure pocnimkenHs (a3 3b Aa9 OLHKA [OBrOCTPOKOBOI 6e3rmeuHocTi Ta e(heKTUBHOCTI
BeJI0/Ti3yMaly /1S MiAIIKipHOTO BBeZIEHHSI Y TIAIiEHTIB 3 BUPA3KOBUM KOJIITOM Ta xBopoOoto Kpona» ,
MLNO0002SC-3030, inkopriopoBanuii noripaBkoo 10 Big 20 >koBTHsS 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHiclo «AMKTOBIA PIIC Ykpaina»

CrioHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpomypa pocnigauka, JNJ-61393215, Bugaunns 7, Big 17.08.2021 p.

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

Ne 296 Big 11.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[Toxsitine cnine, miarie60-KOHTPOIbOBaHe, 0OaraTOI|EHTPOBE KITiHiUHe [OC/TiPKEHHS, 1[0 BHBYAE
edeKTUBHICTb, Oe3reuHicTe Ta mepeHocuMicTb JNJ-61393215, sK /10/aTKOBOTO JTIKYBaHHSI IOPOC/IUX
TALIi€HTIB 3 BeJIMKUM JIelIpeCMBHUM PO3/1a/loM 3 TPUBOKHMM JUCTPECOM 3 HeJl0CTaTHLOKO BIJTIOBIJ/I0 Ha
CTaHJAPTHI aHTHUAenpecanTy», 61393215MDD2001, 3 TTonpaBkoro 3 Big 24.06.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 34

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177
Inentudikatiis cyrreBoi BKJTIOUeHHSsI I0JaTKOBUX MiCIlb TPOBeIeHHs KTiHIYHOTO BUNIPOOYBaHHS
TIOTIPaBKU Ne [1.I.b. BiAmoOBijaIbHOTO AOC/IiJHHUKA
/1 Ha3Ba miciist mpoBe/ieHHsT KJTiHIYHOTO BUTIPOOYBaHHS
1 K.M.H. Cmoviko [1.T.
KomyHnanbHe HeKOMepLiliHe MiATPUEMCTBO «BiHHUIIbKA obmacHa KJ/IiHIYHa
NCUXOHeBposioriuyHa JjikapHsg im. akag. O.l. HOmjenka Binauipkoi obmacHoi Paam»,
HeBposioriuHe BifzinieHHs Ne3, BiHHMLBKUM Hal[iOHaJIbHUM MeJUUHUN yHiBepcuTeT iM. M.L
ITuporoga, kadeapa HepBOBUX XBOP0O, M. BiHHMLIS
2 K.M.H. Homossik FO.FO.
ToBaprcTBO 3 00MeE)KEHOI0 BiATOBifa/NbHICTIO «MeguuHuii 1jeHTp «[iamen», MomikmiHiuHe
BifiliIeHHs, M. Y KrOpOJ,
Howmep Ta fara Haka3y Ne 1586 Biz 29.07.2021
MO3 w040 3aTBepKeHHs
K/TIHIYHOTO BUTTPOOYBaHHS
Hasga k/iHiYHOIO «PanzmomiszoBaHe, mozBiiiHe ciiime, miarie00-KOHTPOBOBAaHe, B Tiapasie/lbHUX Tpyrax, 0araToreHTpoBe
BUTIPOOYBaHHS, KO/, KJIiHiuHe BUMPOOYBaHHS [/Is1 OLIIHKM e(heKTHUBHOCTI, Oe3meuHocTi Ta mepeHocuMocti JNJ-40411813, sk
Bepcis Ta JjaTa JI0JIaTKOBOTO JTiKyBaHHS Yy MAaL[i€HTIB 3 CyZOMHHMMU HamajaMu 3 (OKaJbHHUM TOYAaTKOM 3 HeJJ0CTaTHHOH
BiAmoBigaro Ha sieBetrpatieram», 40411813EPY 2001, 3 nornipaBkoro INT-1 Bix 18.01.2021 p.
3asgBHUK, KpaiHa «IHCCEH ®APMALIEBTUKA HB», benbris
CnoHcop, KpaiHa «AHCCEH ®APMALIEBTUKA HB», benbris
CynyTHi —
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Honatok 35

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporrypa gocmigHuka mikapcekoro 3acoby SAR442168 (Tonebpytunib), Bepcis Ne6 Bim 12 cepriHs
2021p., aHT/1iICbKOK MOBOO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2487 Bipg 17.12.2019
Ne 2243 Biz 05.10.2020
Ne 2554 Big 09.11.2020
Ne 2554 Biz 09.11.2020
Ne 2243 Big 05.10.2020

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

«JloBrocTpoKOBe po3IIMpeHe A0C/TiKeHHs 3 OLiHKK Oe3reku Ta edpeKTUBHOCTI riperapaty SAR442168 y
YYaCHUKIB JOC/I/PKeHHS 3 peLjuIMBYOUMM PO3CisSiHUM CKiepo3omM», L' TS16004, 3 nonpaskoto 04, Bepcis 1
Biz 28 »xoBTHA 2020 pOKYy;

«PangomizoBaHe TmofBikiHe citine gocrimkeHHs: 111 da3u 3 BUBUeHHs eeKTHUBHOCTI Ta Oe3rmeuHOCTi
nipeniapaty SAR442168 y nopiBHsHHI 3 T1arie00 cepe[| yYaCHUKIB 3 BTOPUHHO-TTPOTPECYIOUMM PO3CisTHUM
cknepo3som 0Oe3 penygusie (HERCULES)», EFC16645, 3 nomnpaBkoto 03, Bepcis 1 Bix 03 sucroraga
2020p.;

«PaHjomi3oBaHe, To/BiliHe cititie JocCyipKeHHs 3 a3y s BUBUEHHS epeKTHMBHOCTI Ta Oe3reuHoCTi
nipeniapaty SAR442168 y mopiBHsHHI 3 Tulanie60 B YYaCHHKIB 3 MEePBUHHO-TIPOTPECYHOUMM PO3CisTHUM
cknepo3oMm (PERSEUS)», EFC16035, 3 monpaBkoto 04, Bepcis 1 Big 02 nuctoraza 2020p.;
«PanziomizoBaHe, moaBiliHe cire gociimkeHHs 3 da3u A1 BUBUEHHS] e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
niperiapaty SAR442168 y nopiBHsiHHI 3 TepudyHomigom (O6amkio®) B yuaCHUKIB 3 PeLIUANBYIOUMMU
dopmamu po3scisiHoro cknepo3y (GEMINI 2)», EFC16034, 3 nonpaBkorwo 04, Bepcisi 1 Big 14 kBiTHs
2021p.;

«PaHziomizoBaHe, oiBiliHE ciine gocsipkeHHst 3 Ga3u it BUBUeHHsT e(eKTUBHOCTI Ta 6€3MeYHOCTi
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nipertapaTy SAR442168 y mopiBHsHHI 3 TepudiyHoMigom (O6amKio®) B yUaCHUKIB 3 peLUUBYHOUUMU
tdopmamu po3scisiHoro cknepo3y (GEMINI 1)», EFC16033, 3 nonpaBkoto 04, Bepcisi 1 Big 14 kBiTHsS

2021p.
3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»
CrioHcop, KpaiHa Genzyme Corporation, USA (/I>xen3aiim Kopropetimn, CIIIA)
CynyTHi —
Marepiasu/nperiapaty

CYTyTHBOI Tepamnii

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




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiTbKOCTI A0C/TipKyBaHUX B YKpaini 3 140 g0 170 oci6

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

Ne 2243 Biz 05.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, moaBiliHe ciire gociimkeHHs 3 da3u A1 BUBUEHHS e(DeKTUBHOCTI Ta Oe3reuHOCTi
niperiapaty SAR442168 y nopiBHsiHHI 3 TepudyHomigom (O6amkio®) B yUaCHUKIB 3 PeLIUANBYOUNMU
dbopmamu po3scisiHoro ckiaepody (GEMINI 1)», EFC16033, 3 nmonpaBkoto 04, Bepcis 1 Big 14 KBiTHsS
2021p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 37
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

Novartis / CFTY720D2311 KepiBHULITBO 3 TeMaTUUYHHUX [3BiHKIB III0/I0 3allMTaHb 3 METOK OL[iHIOBAaHHS
3a I1IKaJIOK0 OL[iHKMA BUPaKEHOCTi CyiluAanbHUX TeHAeHLi Kosmymbilicbkoro yHiBepcuteTy (eC-SSRS),
ajiarToBaHa /sl AocaikeHHs Bepcis 3 Big 14 nmunHs 2021 p., yKpaiHCHKOIO Ta POCiKCHKO0 MOBaMH.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«[IBopiuHe To/BiliHO CJlille paHAOMi30BaHe 0OaraTolleHTPOBe AOC/II/PKEHHS 3 aKTUBHHUM KOHTPOJIEM, IO
MIPOBOJIUTHCS B JiTEH i MiUTiTKIB i3 pO3CisTHUM CK/IEPO30M 3 METOIO OLIIHKU 0e3eUHOCTi i e(eKTUBHOCTI
GbinrosiMmoy [/ IepOpasIbHOTO 3aCTOCYBaHHS OZIMH pa3 Ha 00y B TIOPiBHSHHI 3 iHTepdepoHoM [-1a ajis
BHYTPILIHBOM S130BOTO BBEJIeHHSl OJIMH pa3 Ha TWKJeHb (OCHOBHMM eTam) i3 J0JaTKOBUM eTarioM MpHy
3actocyBaHHi ¢iHronimony npotsirom 5 pokiB», CFTY720D2311, octatouna pefakuis 08 Big 21 cepriHs
2019 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

"Hosapric ®apma Cepsice3 A", I1IBelijapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 38
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU

310poB’s YKpainu Bij 13 ceprnsa 2021 poky

Ne 1735»
07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3arIaHOBAHO1 KiJTbKOCTI AOCUTipKyBaHUX B YKpaiHi Ha 150 oci6 (3 700 mo 850 marjieHTiB);
[MomoB>xeHHsT TpUBaIOCTi KiiHiuHOTO BUpoOyBaHHs 1VIT15043 B Ykpaini fo 31 ciuns 2023 poky

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

Ne 38 Bif 11.01.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, 1o/iBiliHe criime, riarie60-KOHTPOIbOBaHe [OC/Ti/PKeHHs [J1s1 BUBUeHHs e()eKTUBHOCTI Ta
OesreyHocti Tmiperapaty Imwkektadep® (KapbokcumanbTro3za 3amiza) 1S JTIKyBaHHS — CepLeBOi
HeJI0CTaTHOCTI NpH 3astizoZeinuTHux ctaHax», 1VIT15043, ¢pinanbHa Bepcis 3 Bif 11 ciunsa 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MekeHOI0 BiimoBizampHicTIO «KIIP YKpaiHa»

CrioHcop, KpaiHa

«AmepikaH Pemkent, Ink.», CIIIA (American Regent, Inc., USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

Indopmariitiauii Gronerens gocmimpkenHs MT-12, MATIC pgns cim’i, cepries 2021 p., Bepcis 1.0,
YKpaiHa, nepeksaj yKpaiHCbKO MoBOO Bif 30 cepriHs 2021 p.; mepeksaj pocilicbkoro MOBOO Bif 30
cepriag 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«OpHopiuHe TwUIale00-KOHTpPO/IbOBaHe fociimkenHs III ¢dasu 3 ouiHku edekTuBHOCTI Ta Oe3rmeku
TabsieTku Ay cybnainrBasbHOi iMyHoTeparii (SLIT-tablet) mpu aneprii Ha Kiillja JOMAIHEOTO MUY Y
miteid (5-11 pokiB) 3 pUHITOM/PUHOKOH'TOHKTUBITOM, BUK/IMKAaHUM KJTIIIEM [JOMAIIHbOTO TIHIY, 3 abo 6e3
actmu», MT-12, Bepcis 5.0 Big 19 6epesnst 2021 p.

3asBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

AJIK-A6enno A/C, Nanis (ALK-Abello A/S, Denmark)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honatok 40

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikaris cyrreBoi
TIOTIPaBKU

3a]Iqu‘HHH A0OaTKOBHUX MiCL[L MMpoBeJeHHA KJIiHIYHOT O BI/IHPO6YBaHHH

No I1.I.b. BiATIOBia/ILHOTO TOC/IiTHUKA
1/ Ha3Ba micust mpoBe/ieHHsT K/TiHIUHOTO BUTTPOOYBaHHS
3!

1. | k.m.H. [Tominuyk /1.B.
MeguuHuii 1]eHTp TOBapucTBa 3 oOMexeHow BiamoBigampHicTIO «KJITHIKA BEPYM
EKCITEPT», m. KuiB

2. | nikap Onexkcienko A.O.
JlikyBanbHO-/liarHOCTUYHUI ~ 1leHTp  ToBapucTBa 3  OOMeXeHOK  Bi/MOBifjanbHiCTIO
«CrierfiasiizoBaHa kiiHika «/Iobpuii MpOrHO3», OHKOJIOTiUHe BizineHHs, M. Kui

3. | k.Mm.H. ITonomaprsoBa O.B.

KoMyHanbHe HekoMepljiliHe MiANpUeMCTBO «KHWIBCbKMI MiCbKWM K/IiHIYHUM OHKOJIOTiUHUMA
LIeHTp» BHUKOHaBYoro opraHy KwuiBcbkoi Micbkoi pagu (KuiBcbKOi MiCBKOI Jjep>KaBHOL
afMiHicTpanil), BigaineHHs ximiorepanii Nel, M. KuiB

4. | k.m.H. Tpyxiu [I.B.

KomyHasibHe HekoMepljifiHe mignpueMcTBO «OJecbkuii 00/1aCHUN OHKOJIOTiUHMH JJUCITaHCEep»
Opecbkoi ob6sacHOT pasiv», CTal[ioHap [IeHHOTO TMepeOyBaHHS [UCTIAHCEPHO-TIOIK/IiHIYHOTO
BiginenHs, M. Ozeca

5. | nmikap 3y6koB O.0.
HepkaBHa  ycraHoBa  «HaljioHanbHMM  iHCTUTYT  Xipyprii Ta  TpaHCIJIaHTOJIOTii
iM. O.0. [lanimoBa» HarjioHanbHOI akajeMii MeJUYHMX HayK YKpaiHM, BiJiJieHHS OHKOJIOIiI,

M. KuiB

3pa3ok iHdopmatiii, 1m0 Oy/ie BUJaHHI TAI[iEHTY Ha eeKTPOHHOMY Hocii, orutyBanbHUK EORTC QLQ-
OG25, yKpaiHCbKOIO MOBOO
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi30BaHe OaraTolleHTpoOBe Jocyi/pkeHHsT (a3 3 mpernapary 3aHifaTamab y KomOiHamii 3
ximioreparieto 3 Tucnenisymabom abo 6e3 Hboro y marjieHTiB 3 HER2-mo3utnBHOIO Hepe3eKTabenbHO0
MiclLieBOTIOIIMPEHOI0 abo MeTacTaTU4YHOI Tractpoe3odareanbHor afeHokapuyuHoMow (I'EA)», ZWI-
ZW25-301, 3 inkopriopoaHor0 nonpaskoro 1 Bifg 12 tpasus 2021 p.

3asiBHUK, KpaiHa

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

CrioHcop, KpaiHa

«3aiimBopkc [HK.», Kanaga (Zymeworks Inc., Canada)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Hoparok 41

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa MiClisl TPOBe/IeHHsI BUTIPOOYBaHHSI

«XapKiBCcbKa MicbKa KiIiHIYHa JiiKapHd Ne8»,
Kap/ioJioriuHe BiAJUIeHHS [/ XBOPUX Ha
iHpapkT Miokapga Ne3, XapkiBcbka MeJuuHa
akajgemisa  micasguruiomMHoi  ocBith MO3
Ykpainu, Kadespa Kapziosorii Ta
(yHKIIiOHa/IbHOI ZIilaTHOCTUKM, M. XapKiB

BYJIO CTAJIO
A.M.H., ipod. Llenyiixo B.JA. A.M.H., ipod. Llenyiiko B.JA.
KOMyHanbHMI ~ 3aK/aj, OXOpPOHM  370poB'si | KoMyHanbHe — HekoMepljiiiHe  ITiAnpHeMCTBO

«Micbka KiiHiuHa JiikapHsa Ne8» XapKiBCbKOI
MiCbKOI paZiy, KapAioJioriuyHe BiJJileHHd [J1s
XBOpHX Ha iH(papkT Miokapza Ne3, M. XapkiB

Howmep Ta mata Hakasy
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 581 Big 31.05.2017

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«3acrocyBaHHs TiemMadiOpaTy s 3MeHIIeHHS CepIeBO-CYyJUHHUX YCK/IaJHEHb 3a PaXyHOK 3HWKEHHS
piBHSI TpUIVIILIEPU/IIB Y TAlli€eHTiB i3 LyKpoBuM Aiabetom», K-877-302, Bepcis 3 3 iHKOPIOPOBAHOIO

rorpaBkoro 2 Biz 18 6epe3nst 2020 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

Kowa Research Institute, Inc., United States

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0€3neueHHA

Isan 3A/IBOPHUX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

Peectparop M5: moci6HUK 11 maiieHTiB, Bepcis 01 Big 15 uepBHs 2021 poKy, YKpaiHCBKOK MOBOIO;
PeectpaTrop Mb5: nocibHuK Ayist natieHTiB, Bepcis 01 Big 15 uepBHst 2021 poKy, poCiliCbKOI0 MOBOIO

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

Ne 516 Big 22.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, ToBiliHe ciiine, M/1ale060-KOHTPO/IbOBaHe 52-THXKHEBE AOC/IiZPKEHHS /IS OL[iHFOBaHHS
edeKTUBHOCTI Ta 6e3MevyHOCTi 3aCTOCYBaHHS €TpaciMoAly B MALli€HTIB i3 aKTUBHUM BHPA3KOBUM KOJIITOM
TIOMIPHOI'0 CTYyIIeHs TsDKKOCTi», APD334-210, Bepcis 0.0 Big 20 nwmrag 2020 poky

3asgBHUK, KpaiHa

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

CrioHcop, KpaiHa

«Apena ®apmackioTikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

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




Honatok 43

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/ieHMI TIPOTOKOJ KiHIUHOTO AoC/ifykeHHsi 3 mornpaBkoto 04, Bepcis 1 Big 26 mumus 2021p.,
aHrJIifickkoro MoBor; OcHOBHa iH(hopMallis rpo gocsipkeHHs i dopMa iHhopMoBaHOT 3rou, Bepcisi 6 Bif
05 cepnns 2021p., aHrilicbkoro MoBotO; [HdopMallis /s natjienTa i popma iHdbopMoBaHOi 3roAu, Bepcis
anst Ykpainu Ne 6 Big 12 ceprinsi 2021 p. (Ha ocHoBi OcHOBHOI iHdopMaLiii 1po AocmigpkeHHs i dopmu
indopmoBaHoi 3roau Bepcis 6 Big 05 cepriag 2021p.) aHraiMicbKoro MoBorO; IHdbopMaliist A/ maijieHTa i
dopma iHdopmoBaHoOi 3roau, Bepcis Aas Ykpainu Ne 6 Big 12 ceprmusi 2021p. (Ha ocHOBi OCHOBHOI
iHdopMmarii npo gocizkeHHs i dopmu iHhopmoBaHoi 3roau, Bepcis 6 Big 5 ceprisa 2021p.) yKpaiHCBKOIO
MoBot1o; [Hdopmariis A5 nauieHTa i popma iHpopmoBaHoi 3roau, Bepcist A1 YKpainu Ne 6 Big 12 cepriHs
2021p. (Ha ocHoBi OcHOBHOI iHdopMallil TIpo AocaifKeHHs i popmu iHPopMoOBaHOI 3rosu, Bepcis 6 Bif
05 ceprnst 2021p.) pociiicekoro MoBoto; LllogeHHUK mnatlieHTa Ay peectpaii npuiiomy [JJITT, Bepcis 7.0
Bif 29 nunHs 2021 p., aHI/iMCBbKOI, YKpPaiHCHKOK Ta POCIMCHKOI MoOBaMu; KapTka maijieHTa s
eKCTpPeHUX cuTyalil, Bepcis 5.0 Big 27 munHsa 2021 p., yKpaiHCBKOIO Ta POCiMCBKOK MOBaMH

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

Ne 2243 Biz 05.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane mogikiHe cmirte gocmimkenHs: II1 ¢a3u 3 BuBUeHHs e(eKTHBHOCTI Ta Oe3MeuyHOCTi
niperiapaty SAR442168 y nopiBHsHHI 3 T/1a11e00 cepeji yUaCHUKIB 3 BTOPUHHO-TIPOTPECYOUNM PO3CisTHUM
cknepo3om 6e3 perausie (HERCULES)», EFC16645, 3 nonpaBkoro 03, Bepcisi 1 Big 03 mucromnaza
2020p.




2 MPOJOBXKEeHHA JojaTKa 43

3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa Genzyme Corporation, USA (I>xen3arim KoprnopetitH, CIIIA)
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 44

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

OHOB/IEHUI MPOTOKOJI K/IHIYHOTO [OC/i[KeHHs1 3 morpaBkotro 05, Bepcis 1 Big 29 naumus 2021p.,
aHr/IiicbKOr MOBOIO; OcHOBHa iHdopMaliisi TIpo Joc/iiykeHHs i popMa iHpopMoBaHOI 3ro/iu, Bepcis 6 Bij
04 ceprisi 2021p., aHrjiiicbkoro MoBowo; [HQopmallisi g maiieHTa Ta gopma iHpopmoBaHOI 3roay,
Bepcis ans Ykpainu Ne6 Big 11 cepriaa 2021 p. (Ha ocHoBi OcHOBHOI iH¢opMallii 1po Aoc/ipKeHHs i
dopmu iHndopmoBaHoi 3rogau Bepcii 6 Big 04 cepriHa 2021 p.) aHrnilickkoro MoBoto; [HdbopMartis ais
naijieHTa Ta dopma iHpopmoBaHoi 3roau, Bepcisa Ans YkpaiHu Ne 6 Bim 11 cepriasa 2021 p. (Ha oCHOBI
OcHoBHoi iHopMaliii ipo focifkeHHs i popmu iHpopmoBaHoi 3roau, Bepcis 6 Big 04 cepriHs 2021p.)
yKpaiHCbKOI0 MoBOI0; [HhopMallis Asis naijieHTa Ta dopmMa iHdhopMoBaHoi 3roau, Bepcist A1st Ykpainu Ne 6
Bif 11 ceprias 2021p. (Ha ocHoBi OcHOBHOI iH(oOpMaLii rpo AocaigpkeHHs i dopmu iHpopMoBaHoOi 3roay,
Bepcis 6 Bizg 04 ceprias 2021p.) pociiicbkoro moBoto; LllogeHHMK nallieHTa /s peectpatiii mpuiiomy AJIIT,
Bepcis 7.0 Bifg 28 ymunua 2021 p., aHI/IIMCBKOR, YKPalHCBKOKO Ta POCIMCHKOI0 MOBamM; KapTka marjieHTa
[I71s1 eKCTpeHuX cuTyauid, Bepcist 3.0 Big 27 numnzs 2021 p., yKpaiHCBKOIO Ta POCiHCHKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomisoBane, mogBiliHe crire fgociimkeHHs 3 a3y A1 BUBYEHHS e(heKTUBHOCTI Ta Oe3rmeuHOCTi
nipeniapaty SAR442168 y mnopiBHsSHHI 3 Tulane60 B YYaCHUKIB 3 MEPBUHHO-TIPOTPECYOUMM PO3CisTHUM
ckneposom (PERSEUS)», EFC16035, 3 nonpaBkoto 04, Bepcis 1 Bix 02 nuctonazaa 2020p.
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3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa Genzyme Corporation, USA (I>xen3arim KoprnopetitH, CIIIA)
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 45

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 38 nmo Haka3y MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu Bij 13 ceprnsa 2021 poky
Ne 1735»

07.10.2021 Ne 2177

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBneHnH MPOTOKOJ KiiHiyHOro pocaifkenHs AC220-A-U302, Bepcis 7.0 Big 26 TpaBHs 2021 pokys;
3MiHa HaliMeHyBaHHS 3asgBHUKa B YKpaini 3 TOB «KOBAHC KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»
Ha TOB «JIABKOPII KJ/IIHIKAJI JIEBEJIOTIMEHT YKPAIHA»; ®opma iHdopMoBaHOi 3rogu Ha
TIpOBe/leHHs] TeHOTUITYBaHHS aHITiMCHKOI0 MOBOIO [i71s1 YKpainu, Bepcisi 4.0 Big 20 nunus 2021 p.; @opma
iH(opMOBaHOi 3ro/iv Ha MPOBeZIeHHs] TeHOTUITYBaHHs aHIJIIMCHKOI0 MOBOM [i/ig YKpainu, Bepcist 4.0 Bif
20 munHa 2021 p. IlepeknaseHo Ha yKpaiHCbKYy MOBY g YKpainu, 13 ceprmns 2021 poky; Popma
iH(opMOBaHOi 3ro/iv Ha MPOBeJIeHHs] TeHOTUITYBaHHs aHIJIIMCHKOI0 MOBOM [i/is YKpainu, Bepcist 4.0 Bif
20 nunHsa 2021 p. TlepeknazieHO Ha pOCiKCbKY MOBY nAasi Ykpainu, 12 ceprnus 2021 poky; Popma
iH(opMOBaHoOI 3ro/ii Ha MpoBeJieHHs aHasli3y Ha HasiBHiCTb MyTaljii FLT3-ITD gsa Ykpainu aHrmiiicbKoro
MoBor0, Bepcist 5.0 Big 20 smunus 2021 p.; Popma iHdopMoBaHOI 3roAyd Ha TPOBeJeHHSl aHasi3y Ha
HasBHicTh MyTauii FLT3-ITD pansa YkpaiHu aHriiicbkoro MoBoro, Bepcisi 5.0 Big 20 sunusa 2021 p.
[TepeknafeHo Ha yKpaiHCbKYy MOBY AJsi YKpainu 13 ceprHs 2021 poky; @opma iHpopMOBaHOI 3rou Ha
TpoBeZieHHs1 aHasi3y Ha HasiBHiCTh MyTauii FLT3-ITD ans Ykpainu aHrniiicekoro MOBORO, Bepcisi 5.0 Bif
20 nunus 2021 p. [1epekiajeHo Ha pociiicbKy MOBY AJisi YKpainu 12 ceprins 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 423 Big 12.04.2017

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[Toxsitine cutine, TUIALe00-KOHTPO/LOBaHE [JOCTIHKeHHsT (a3 3 i BUBUEHHS 3aCTOCYBaHHS
KBU3apTUHIOY y TO€AHaHHI 3 iHAYKIIMHOI i KOHCOJIJAIiifHOI XiMioTeparii€lo, a TakKOX Y BUIJISAIL
MPOJOBXKEeHHs Tepamil y TauieHTiB BiKOM Bij 18 no 75 pokiB i3 Brepuie BussieHum FLT3-ITD-
TO3UTHUBHOK TOCTPOr0 MienoigHow nelikeMietro (QUANTUM First)», AC220-A-U302, Bepcist 6.0 Big 28
>KOBTHS 2020 poky
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3asiBHUK, KpaiHa ToBapuCTBO 3 06MeXeHO0 BiAnoBiganeHicTIO «JIABKOPIT K/TIHIKAJI IEBEJIOIIMEHT YKPATHA»
CrnioHcop, KpaiHa Haitiui Cankio, IHk., [Daiichi Sankyo, Inc.], Criosniyueni [lITatu AmMepuku

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




