Hoparok 1
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKOJT KiliHiuHOro BunpoOyBaHHst MK-7339-006 3 iHKopriopoBaHOrO morpaBkor 04 Bif
10 Gepe3us 2020 poky, aHI/IiMCbKOIO MOBOW; bpornypa gocnignuka MK-3475, BuganHs 20 Bifg
08 Oepe3nss 2021 poky, aHIJIIHCBKOK MOBOI; YKpaiHa, MK-7339-006, Bepcisi 4.02 Big 03 uepBHs
2021 poky, yKpalHCbKOIO MOBOMO, iH(opMallis Ta JOKyMeHT Mpo iHQOpMOBaHy 3rofy [Jis Talli€HTa;
Ykpaina, MK-7339-006, Bepcis 4.02 Bix 03 uepBHs 2021 poky, poCiliCbKOIO MOBOO, iH(opmallisi Ta
JIOKYMEHT Tpo iHpopMoBaHy 3rofy AJisi narjieHTa

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

Ne 1593 Biz 09.07.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hdocmimkenns 11 ¢a3u ans nmembposizymaby y KomOiHarii 3 mieMeTpeKkceZoM / TIperapaToM TUIaTUHU
(kapOorulaTiH ab0 ULMCIUIATMH) 3 TIOJAlbIIMM BBeJeHHsM reMOposizymaby y KombiHarii 3
MiATPUMYIOUMM JIiIKyBaHHSM oJiariapru6boM abo remeTpeKkce/loM B SIKOCTI Tepartii mepioi jiiHil y natjieHTiB
i3 MeTacTaTUYHMM HEIVIOCKOK/TITUHHUM He/IpiOHOK/TITHHHUM pakoMm JiereHiB», MK-7339-006, 3
iHKopriopoBaHoto rnoripaskoro 03 Biz 04 rpygus 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hoparok 2
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBJIeHMI TPOTOKOJ KiiHiuHOTO AociimkeHHs D9481C00001, Bepcis 5.0 Bix 05 6epe3nss 2021poky;
OnHoBnieHa Opornypa [JOCTiHUKA 3 TIperapaTy LWKIOCWIIKAT LMPKOHi0 Harpito, BuaaHHa 10 Bif
18 TpaBHsi 2021 poky aHrmiiicbkoro MoBot; OHoBsieHa [H(opmatiist Tipo AocifmkeHHs: Ta Popma 3roau
J1s1 OaThKiB, /T0Ka/ibHA Bepcist Homep 7.0. [lata okanbHOI Bepcii 27 KeiTHS 2021 p. aHT/IiHCEKOI0 MOBOIO
st Ykpainu; OHoBiieHa [Hdopmatiisi ipo gocsimkeHHs Ta dopMa 3roau it 0AaThKiB, JTOKaabHA BEpCis
Homep 7.0. [laTa okanbHOI Bepcii 27 kBiTHA 2021 p. aHr/iHCbKOI0 MOBOMO /i YKpaiHu. [lepeknazieHo Ha
yKpaiHCbKy MOBY /i1 YKpainu 04 tpaBHs 2021 p.; OHoBneHa Indopmatiist mpo gocnigpkeHHs: Ta @opma
3rojv /it 6aThKiB, JIOKasbHA Bepcis HoMep 7.0. [lata yiokanbHOI Bepcii 27 kBiTHS 2021 p. aHITiMCBHKOO
MOBOIO [/1s1 YKpaiHu. IlepeknazseHo Ha pocilicbkky MoBy ansi Ykpainu 04 tpaBHs 2021 p.; OHoBiieHa
Indopmatiist ans naijienta Ta @opma iHGopMoBaHOI 3roAu /1151 MAI[iEHTIB, TKUM BUIOBHIOETLCSA 18 poKiB
mifi yac BUMPOOOBYBaHHS, JOKanbHa Bepcis Homep 5.0. [lata sokanbHOi Bepcii 27 kBiTHa 2021 p.
aHIJIICbKOK MOBOMO /151 YKpaiHu; OHoB/ieHa IH¢opMaliist A1 natjieHTa Ta @opMa iHdbopmoBaHoi 3roau
JI7Is TIALIi€HTIB, SIKUM BUITOBHIOETHCS 18 pOKiB mij yac BUMPOOOBYBaHHS, /OKa/ibHa Bepcis Homep 5.0.
Hata nokanbHOI Bepcii 27 kBiTHa 2021 p. aHr/iliCbKOol0 MOBOIO [jiss YKpaiHu. IlepeknasieHO Ha
yKpaiHCbKy MOBY /s YKpainu 04 TpaBHsi 2021 p.; OHoBneHa IHdopmarisi gia naiieHta tTa dopma
iHbopMoBaHOi 3roJu /s TIAIiEHTIB, SIKUM BUIIOBHIOETHCS 18 POKIB ITijJi uac BUIIPOOOBYBaHHS, JIOKalbHa
Bepcisi Homep 5.0. [lata nokanpHOI Bepcii 27 kBiTHA 2021 p. aHIVIIMCHKOIO MOBOK /11 YKpaiHHU.
[TepeknageHo Ha pocilicbky MoBy aAnsi Ykpainu 04 tpaBHsa 2021 p.; D9481C00001_I'padik Bi3uTiB
natjieHTiB, Bepcig 8.0 Bix 29 kBiTHs 2021 p. ykpaiHcbkoro MoBow; D9481C00001_I'padik BisuTiB
natieHTiB, Bepcisg 8.0 Bixg 29 kBiTHs 2021 p. pociiickkoro MoBoro; D9481C00001_JloBigkoBa KapTKa
JocnigkeHHs, Bepcig 5.0 Bix 29 ksiTHA 2021 poky ykpaiHCbKO MoBor; D9481C00001_JloBinkoBa
KapTKa AociakeHHs:, Bepcis 5.0 Big 29 kBiTHs 2021 poKy poCiiicbKOH0 MOBOO
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Biz 15.08.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«docnigkenHs da3u 3 i3 migBUILEHHSM /103U B [liTel i3 rirnepkaiieMiero BiKOM Bif HapopkeHHs 0 18
POKIB /J1s1 OL[iHKM BILIMBY MiJBUILEHHS /103 LIMKIOCWIIKaTy LUpKOHito Hatpito (LILIH) i3 npuiiomom Tpuui
Ha o0y /1 KOPUTyBaHHS TinepKasiemii, a TakoXK /il OI[iHKK edeKTUBHOCTI Takoi K go3u LIIIH i3
MPUIOMOM OJMH pa3 Ha o0y AJIsi MiATPUMaHHS HOPMAabHOTO PiBHIO Kasil0 B OpraHi3mi marjieHTiB, sKi
NoTpeOyIOTh TPUBAJIOTO JTiKyBaHHs», D9481C00001, Bepcis 4.0 Big 24 cepriHsi 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Actpa3eneka AB, IlIBewis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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

Isan 3A/IBOPHUX



HonaTok 3
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBneHn# NIPOTOKOJ KJIiHIiYHOTrO fociifpkeHHs: TV50717-CNS-30080, nonpaBka Ao npotokosy 04 Bif
09 Oepe3ns 2021 p., aHrdilicekoro MoBor; OnHoBreHa bBpomypa pocnigauka TEV-50717 /
deutetrabenazine (SD-809) / meyterpabenasun (SD-809) / AUSTEDO, Bepcis 11 Big 05 »xoBtHs 2020 p.,
aHrificbkoro  MoBoro; OHoBrieHe [locke [oCmifpKyBaHOro Jiikapcekoro 3acoby TEV-50717 /
deutetrabenazine (SD-809) / peyretpabenasun (SD-809), Bepcia 3.0 Big ciunst 2021 p., aHI/TiHCHKOIO
MOBOI0. 3pa30K MapKyBaHHS I0C/TiZPKyBaHOTO JliKapcbKoro 3aco0y st ipotokony TV50717-CNS-30080,
IeyTerpabeHasuH 6 mr abo 12 mr, abo 18 mr, abo 24 mr, abo 30 mr, abo 36 mr, abo 42 mr, abo 48 Mr uu
nnate6o, 20 TabreTok, yKpaiHCHKOIO MOBOIO, Ta 3pa30K MapKyBaHHSI JOCTi/PKYBaHOTO JIiKapChKOTO
3aco0y ayist KapToHHOI KopoOku (Almac ID: 1.20019867, Bepcis 5), Bix 06 xxoBTHs 2020 p., yKpaiHCBKOIO
MOBOI0; 3pa30K MapKyBaHHS [JOC/Ti/PKyBaHOTO JiKapcbKoro 3aco0y st mpotokony TV50717-CNS-30080,
IeyTerpabeHasuH 6 mr abo 12 mr, abo 18 mr, abo 24 mr, abo 30 mr, abo 36 mr, abo 42 mr, abo 48 Mr uu
nnate6o, 20 TabneTok y MUsiiiedlli, yKpaiHChKOK) MOBOIO, Ta 3pa30K MapKyBaHHS AOCTiPKyBaHOTO
JKapcbKOro 3aco0y it KapToHHOT Kopobku (Almac ID: 1.20019862, Bepcis 4), Big 06 xoBTHs 2020 p.,
YKPaiHCBKOK) MOBOIO; 3pa30K MapKyBaHHS [OC/i/PKYBaHOTO JIiKapChbKoro 3acoly /s TIPOTOKOJTY
TV50717-CNS-30080, [TeyTterpabeHasun 6 mr abo 12 mr, abo 18 mr, abo 24 mr, abo 30 mr, abo 36 wmr,
abo 42 mr, abo 48 mr uu tuiariebo, 20 TabeTOK Y TUIAIIEUL]i, yKPaiHCEKOK MOBORO, Ta 3pa30K MapKyBaHHs
JIOCJTiI)KyBaHOTO JTIKapChbKOT0 3aco0y /111 KapToHHOI KopoOku (Almac ID: 1.20019863, Bepcis 4), Big 06
»koBTHS1 2020 p., YKpalHCbKOIO MOBOIO; 3pa30K MapKyBaHHS [JOC/Ii/PKYBaHOTO JiKapChKOTO 3acoly st
npotokoy TV50717-CNS-30080, [TeyrerpabeHasu 6 mr abo 12 mr, abo 18 mr, abo 24 mr, a6o 30 wr,
abo 36 mr, abo 42 mr, abo 48 mr uu mare6o, 20 TabmeTOK y IJIsIIeYl]i, YKPaiHCbKOK MOBOIO, Ta 3pa30K
MapKyBaHHSI [JOC/TiZPKYBaHOTO JIiKapChKOTO 3aco0y st KapToHHOI KopoOku (Almac ID: 120019864,
Bepcisi 5), Big 06 >xkoBTHs 2020 p., yKpaiHCbKOK MOBOIO; 3pa30K MapKyBaHHS [JOC/Ii/PKyBaHOTO
niKapchKoro 3acoby s npotokony TV50717-CNS-30080, [leyteTpabeHasus 6 mr abo 12 mr, abo 18 wmr,
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abo 24 wmr, abo 30 mr, abo 36 mr, abo 42 mr, abo 48 mr uu narne6o, 20 TabIeTOK, YKPaiHCHKOI0 MOBOIO,

Ta 3pa30K MapKyBaHHSI [OCJi/KYBaHOTO JiKapChKOro 3acoly s KapToHHOI KopoOku (Almac ID:
L20019865, Bepcis 4), Big 06 >xoBTHA 2020 p., yKpaiHCBKOIO MOBOIO; 3pa30OK MapKyBaHHS
JIOCTiI)KyBaHOTO JTiKapchbKoro 3aco0y st mpotokony TV50717-CNS-30080, deyretpabeHasun 6 mr abo
12 mr, abo 18 mr, abo 24 wmr, abo 30 mr, abo 36 mr, abo 42 mr, abo 48 mr uu manebo, 20 TabneTox,
YKpaiHCBKOK) MOBOIO, Ta 3pa30K MapKyBaHHS [JOCTi/PKYBaHOTO JIiKAPCHKOTO 3aco0y /Jisi KapTOHHOI
kKopoOku (Almac ID: L20019866, Bepcis 4), Bim 06 >koBTHs 2020 p., YKpaiHCHKOI MOBOIO;
[HdopMariiiiauil MCTOK TarjieHTa Ta dopma iHpopmoBaHOI 3rogu Ay OaThKiB, MaicTep-Bepcisi 5 Bif
26 kBiTHA 2021 poky, YkpaiHa, Bepcis 4 Bix 30 kBitTHa 2021 p., aHI/IIMCBKOI, YKpaiHCBKOIO Ta
pociiicbKoro MoBaMu; IH¢opMalliiHUM MUCTOK TaljieHTa Ta dbopma iHhopMoBaHOI 3roAu sl AOPOC/IUX,
MaricTep-Bepcis 5 Bif 26 kBiTHS 2021 poky, YkpaiHa, Bepcis 3 Bif 30 kBiTHa 2021 p., aHIVIIHCHKOLO,
YKpalHCBbKOO Ta pocilickkor MoBamy; [HdopMaliliHuii TMCTOK MarjieHTa Ta popMa iHPOpMOBaHOI 3rogu
[/l HETIOBHOJIITHIX BiKOM Bif 14 pokiB o moBHOmTTA (18 pokiB), maiictep-Bepcis 4 Bif 26 KBiTHA
2021 poky, YkpaiHa, Bepcis 3 Bif 30 kBiTHs 2021 p., aHIiliCbKOIO, YKPATHCHKOIO Ta POCIMCHKOO MOBaMU;
IHdopmariiinuii TUCTOK MaljieHTa Ta ¢popma iHpopMOBaHOI 3roJu /i/isi HEMOBHOJITHIX BikoM 12-13 pokiB,
MaticTep-Bepcisi 4 Big 26 kBiTHs 2021 poky, YkpaiHa, Bepcis 3 Big 30 kBiTHs 2021 p., aHIilCBKORO,
YKpaiHCBKOIO Ta pocikicbkoro MoBamy; [H(opmaliiinuii McToK matjieHTa Ta popma iHpopMoBaHoi 3roau
JI7Is1 MaJIoJiTHIX AiTell Bikom 6-11 pokiB, maiictep-Bepcisi 4 Bif 26 kBiTHA 2021 poky, YKpaiHa, Bepcis 3
Bif 30 kBiTHs 2021 p., aHr/iCbKOIO, YKpaiHCHKOIO Ta pocifickkoro MoBamy; IHdopMarjiiiHuii a1McTok
yuacHMKa Ta ¢opma iHdopMoBaHOI 3roau s 0cib, 1[0 HAAAlTh AOTJISA JOPOCAMM (TIOBHOJIITHIM)
y4aCHUKaM J0C/IipKeHHs1, Malictep-Bepcist 3.0 Big 26 kBitHa 2021 p., YKpaiHa, Bepcis 2.0 Big 30 KBiTHsS
2021 p., aHr1iCbKOI0, YKPaiHCHKOIO Ta POCiiicbKor MoBamu; IH(opmalliiiHuii TMCTOK MnarjieHTa Ta opma
iHopMOBaHOi 3roau /i/1sT HeOOOB'SI3KOBOTO MaliOYTHLOTO TEHETUUHOTO aHasli3y JJisl JOPOC/IUX, MaicTep-
Bepcisi 3, Bifg 26 kBiTHA 2021 poky, YkpaiHa, Bepcis 2 Big 30 kBiTHa 2021 poKy, aHIJiHCBKOO,
YKpaiHCBKOIO Ta pocikicbkoro MoBamy; [H(opmaliiinuii McToK matjienTa Ta popma iHpopMoBaHoI 3roau
J7ist HeoOOB'SI3KOBOTO MaliOyTHBOTO TeHEeTUYHOTO aHasli3y /s 6aThbKiB, MaiicTep-Bepcis 3 Bif 26 KBiTHS
2021 poky, YkpaiHa, Bepcisi 2 Bif 30 kBiTHA 2021 pOKy, aHIVIIMCHKOO, YKPAlHCBKOK Ta POCIMCBKOIO
MoBamHu; [HdopmariiHuii JTUCTOK mMaljieHTa Ta gopma iHbOpMOBaHOI 3roAu i MallieHTa/0aTbKiB IS
MpoOHOr0 Bifleo3anucy B Mekax JOC/i/pKeHHsl, MaiicTtep-Bepcis 4 Big 26 kBiTHs 2021 poky, YkKpaiHa,
Bepcis 3 Bix 30 kBiTHs 2021 poKy, aHI/ilCHKOO, YKPaiHCHKOIO Ta POCiHCHKOI0 MoBaMu; [HpopMarliiiHuii
JIUCTOK TiaijieHTa/6aThKiB Ta opma iHHOpMOBaHOI 3roiu AJisi HeOOOB'I3KOBOTO [J03BOJIY Ha A0OZATKOBE
BUKODUCTAHHS Ta pO3TOJIOIIeHHs BifeoMarepianiB mociizpkeHHs, MabicTep-Bepcisi 2 Bim 26 KBiTHsS
2021 poky, YkpaiHa, Bepcid 2 Bifi 30 kBiTHs 2021 poKy, aHIIIKCHKOI0, YKPAIHCHKOIO Ta POCIHCHKOIO
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MoBaMy; JIUCT criocTepe)kKeHHs 3a MoBefiHKOW AUTUHU BikoM 6—18 pokiB (CBCL), 6-1-01 Bunyck 201
Bif 12 kBiTHA 2021 pOKy, YKPaiHCHKOIO MOBOIO.

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

Ne 2006 Biz 02.10.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgoMmi30BaHe, TMoOABiiHe cilire, TIalle00-KOHTPOIbOBAaHe JOC/i/pKeHHsT Tperapaty TEV-50717
(meyreTpabeHasuHy) [Jis JIIKyBaHHS AMCKiHe3ii Ha ¢oHi 11epeOpanbHOTO Mapaiiuy y AiTed Ta MiaiTKiB
(RECLAIM-DCP)», TV50717-CNS-30080, noripaBka 0 npotokosny 03 Bizg 08 uepHs 2020 p.

3asiBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss ANMKOH», YKpaiHa

CnoHcop, KpaiHa

Tesa Bpenpin ®@apmackiotikan Ipogakrc Ap enp i, Ink (Teva Branded Pharmaceutical Products R&D,
Inc), CIITA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

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




HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoByieHni TIpOoTOKO/ KiiHiuHOTO BurpoOyBaHHs LPRI-424/302, ocrtartouna Bepcisi 2.0, 20.04.2021,
aHrJIilicbKol0 MOBOI; CHHOIICMC OHOBJ/IEHOTO TPOTOKOJY KiiHiuHOrO gJociifpkeHHs: LPRI-424/302,
octarouHa Bepcis 2.0, 20.04.2021, ykpaiHCbKO0 MOBOIO; [H(hopMallifiHH TUCTOK YYaCHULI JOC/TiKeHHS
Ta (opma iHdopMoBaHOI 3rofu [ TOBHOMITHIX YYaCHHMKIB, 3/jaTHUX JaTu iH(OpMOBaHy 3rony,
oCTaToOuHa MakicTep BepcCisi aHIJiMCbKOI0 MoBoOto, Bepcisi 2.0 Big 27.04.2021 (Subject Information Sheet
/Informed Consent Form Final English Master Version 2.0, 27-APR-2021); Indopmatilinuii 11McTOK
yUacHUI[i [Joc/ifpkeHHs Ta ¢dopMa iHpopMOBaHOI 3rofiu i TIOBHOMITHIX YYaCHHUIb, 3[aTHUX AaTU
iHdbopMoOBaHy 3rofly, OcTaTouHa Bepcisi yKpaiHCbKOHO MoBorw, Bepcisg 2.0 Bixg 14.05.2021 (Subject
Information Sheet /Informed Consent Form UA_Final Version 2.0, 14-MAY-2021_Ukrainian); Bporypa
Hocnignuka [ieHnorect 2mr/Etuninectpagion 0,02 mr KOK (DNG-EE COC LPRI-424), Bepcis 6.2,
KBiTeHb 2021, aHIIiCBKOIO MOBOI; JlOChE AOCTIKyBaHOrO JiKapchbKoro 3acoby [lieHorect /
Etuninectpagion 2.00 mr/0.02mr, TabseTku mposioHroBaHoi fii, Bepcisi 03, 14 ciuas 2021 poky,
aHTJIiiChKOI MOBOIO; 3MiHa Ha3BU MICIsl TIPOBe/IeHHsI BUTIPOOYBaHHS:

Bbysno Crano
yneH-kop HAMH VYkpaihy, pA.M.H., npod. | uneH-kop HAMH VYkpainy, A.M.H., TIpod.
Kamincekuii B.B. Kamincbkuii B.B.
KuiBCcbKkMIT MiCBKMIM LIEHTP pemnpoAyKTHMBHOI Ta | KoMyHanbHe — HeKOMepLliiiHe  MiJANpPUEMCTBO
nepvHaTaabHOl MeIUL{UHH, iHoya | « KWIBCbKUI MiCbKUM LIEHTP PernpoAyKTHUBHOI Ta
KOHCy/bTallis, M. Kui riepyuHaTaaIbHOI MeIUI[UHI» BUKOHABUOT'O OPraHy

KuiBcbKOI MiChbKOI /lep>KaBHOI aiMiHicTpaLlii),
)KiHOYa KOHCyJ/ibTaLig, M. KuiB
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Biz 15.05.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«baratolieHTpoBe, TIO/IBiliHe cJjiire, 3 TIO/BIMHOIO iMiTalli€to, paHAOMi30BaHe  IOC/Ii/I>KeHHs
KOHTpAIleNTUBHOI e)eKTUBHOCTI, TePeHOCUMOCTi Ta be3neuHocTi npernapary LPRI-424 (gienorect 2 mr /
eTuHisectpazion 0,02 Mr) mpu 3acTOCyBaHHi BITPOJOBXK EB’SITU LMK/IiB y MOPIBHSAHHI 3 KOMOiHalli€0
apochipeHoH 3 mr / etudinectpagion 0,02 mr» , LPRI-424/302, octatouHa Bepcist 1.0, 15.10.2019

3asiBHUK, KpaiHa

«Ckoyn Intepremnn Al'», HimeyurHa

CrioHcop, KpaiHa

«Uemo Pezepu C.JI.» (Chemo Research S.L.), Icianis

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepajsibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX




HonaTtok 5
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

CriporieHe Z0CkE OCITiIKYBAHOTO JTIKApCHKOTO 3aco0y: S-649266 MopoIiok Ayist po3uuHy Ajis iHdys3il, 1
r/dnakoH, Cekiisi 2 fIkicts, Bepcisi 011-6 Big 09 kBiTHs 2021p., aHr/ifickkoro MOBOO; [ToOBXKeHHS
TepMiHy TIPUJATHOCTI JOCTi/PKYBaHOTO JiKapChbKoro 3acoby S-649266 mMOpomioK /st pO3UdHY AJist
iHgys3iii, 1 r/dnakon g0 60 micsiis

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

Ne 1849 Biz 11.08.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

Bigkpute pociigpkeHHs1 3 HepaHZOMi30BaHOK (ha30r0 TIPUMOMY OJHOpPA30BOi 03U Yy TALli€HTIB i3
mizo3proBaHUMU  abo TiATBep/KeHMMH iH(EKI[isiIMA, BUKIMKAHUMH aepOOHMMH TrpaMHeraTUBHUMU
OakTepisiMu, 3 MOJANBIIOK PAHZOMI30BaHOIO (a30k0 A0C/TiHKeHHs 6araTopa3oBoro NMpuUioMy Tperiapary
i3 KOHTpPOJIEM aKTUBHKM TIperiapaToM Y TAIli€HTIB i3 MiZi03proBaHO0 abo MiATBEP)KEHOK YCK/IaJHEHO
iHdekuieto cevoBuBigHuX 1wUIAxiB (yICI), rocmitasbHoto mnHeBMoHielo (I'TI) abo BeHTUISITOP-
acorjiioBaHor0 mHeBMOHi€t0 (BAII), nis oifiHKM 0e3MeyHOCTi, MepeHOCUMOCTi i (papMaKOKiHeTHKH
tedifepoKoy y rocritaai3oBHUX MefiaTpUUHUX TaLli€eHTIiB BiKOM Bifi 3 MicALliB 10 MeHIlle HiXX 18 pOKiB,
1704R2133, Bepcis 7, nonpaBka 6 Big 04 6epesns 2021 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

[Tionomxi bi.Bi. [Shionogi B.V.], Hinepianau

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOJT K/TiHiYHOTO BUMNpoOyBaHHs, Bepcisi 5 Big 10 motoro 2021 p.; @opma indhopmoBaHOi
3ro/Iv AJ1s1 YaCTUHU 2 AOC/ipKeHHs (/151 MiJTBeppKeHHs 1031), Bepcid 2.0 a5 YKpaiHu yKpaiHCBKOO Ta
pociiicbKkoro MoBaMmH Bif 21 TpaBHs 2021 p. Ha ocHoBi maticTep-Bepcii ¢popmu iHhopmMoBaHOI 3rou s
JocnigxenHss BP40657, YactuHa 2, Bepcis 4 Big 09 motoro 2021 p.; KapTka-HaragyBaHHS PO Bi3UT JJ1s
MaLieHTiB TPYINX 3aCTOCYBaHHSI BHYTPIIIHbOBEHHOI (B/B) (popmU MpernapaTy Ha OCHOBI MPOTOKO/Y Bepcii
5, Bepcisi yKpaiHCBbKOIO Ta pOCiMCbKO0 MoBaMu Bif 12 mrotoro 2021 p.; KapTka-HaragyyBaHHs TIPO Bi3WT
JI71s1 TIAL[i€HTIB TPYIX 3aCTOCYyBaHHS MiAIKipHOI (11/111) popMU TpernapaTy Ha OCHOBI MPOTOKOJY Bepcii 5,
BepCisd yKpaiHCBKOK Ta pOCiMCbKOO MoBamM Bix 12 mrororo 2021 p.; BrmpoBajkeHHsI [0AaTKOBOL
MepBUHHOI yrakoBKU (¢uiakoH 1o 15 MyT) AOC/iZKyBaHOTO iKapChKOro 3aco0y ATe3osizymab s
MiJIIKIPDHOTO 3aCTOCYBaHHS, PO3YMH /Ui iH €KUid, 125 mr/mi.; 3pasku MapKyBaHHSl [0 aTKOBOL
MepBUHHOI yrakoBKU (¢uiakoH 1o 15 MyT) AOC/iZKyBaHOTO /TiKapChKOro 3aco0y ATe3osizymab st
MiJIIKIPHOTO 3aCTOCYBaHHS, PO3UMH [is iH’ €Kik, 125 mr/mi; OHoBaeHi po3gimu S.4.1. (cmc387145),
S.4.2 (cmc387146), S.4.3 (cmc387147), S.4.5 (cmc387150), S.7.1 (cmc387151), S.7.3 (cmc387152), P.1
(cmc387158), P.2 (cmc387159), P.3.2 (cmc387160), P.3.3 (cmc387161), P.3.4 (cmc387163), P.5.1
(cmc387164), P.5.4 (cmc387168), P.5.6 (cmc387170), P.8.1 (cmc387173), P.8.3 (cmc387176) nochbe
JIOC/TiI)KYyBaHOTO JIiKapChbKOro 3aco0y ATe3o0/1i3ymab [y MiIIKipHOTO 3aCTOCYBaHHS, PO3UMH [IJIsI
iH’ekigiii, 125 mMr/mi.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHyomizoBaHe, 6OararorieHTpoBe, ¢asu IB/IIl gocnmimkeHHs (apMaKoKiHeTHKH, e(eKTUBHOCTI Ta
0e3reyHoCTi 3acTOCyBaHHs TiAIIKIpHOI ¢opMu aTe30/i3ymMaly y TIOpPiBHSHHI 3 BHYTPIiIIHBOBEHHOIO
dopmoro aTe30/1i3yMaby y MallieHTiB i3 paHillle JiKOBaHUM MiCI|eBOTOIIMPEHUM ab0 MeTacTaTHUHUM
HeIpiOHOK/TITUHHUM PakoM JjiereHb», BP40657, Bepcist 4 Biz 28 ceprias 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiiapis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




Hoparok 7
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

LY3650150/DRMO06, Ximiunuii ckaj;, BAPOOHHUIITBO Ta KOHTPOJIb, TOTMPAaBKa AJisi YKpainu (quality-note-
to-reviewer-ukraine-mar-2021); Lebrikizumab, (LY3650150/DRMO06) 250 mg/2 mL, mnofoBkeHHs
TepMiHy npuzgatHocTi 3 30 g0 36 micsuiB; [llogeHHUK MatlieHTa 1110710 BBeJeHHs npenapaty (Paper Form
for Patient Dosing Diary_ For extenuating circumstances use_ Version 1.0 _ 29Mar2021 (version for
Ukraine), ykpaiHCbKOO Ta POCiiiCbKOI0 MOBaMH

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomisoBaHe, noBiliHe cire, Tuialeb0-KOHTPOILOBAHE [IOC/IKeHHs [/Is OL[iHKK e(eKTUBHOCTI Ta
Oe3mneku yieOpikizymaba y TMallieHTiB 3 aTOMiYHUM ZiepPMaTUTOM IOMipHOTO i TSDKKOTO cTyreHs», DRMO06-
ADO5/ J2T-DM-KGAC, 3 nonpaskoro 2 Bif 20 TpaBHa 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

«[lepmipa, IHK.» [OUipH KOMMaHid, 110 3HaXOAWTBHCS Y TOBHIM BIacHOCTI KommnaHil «Esmi Jlinnmi enp
Kowmmani, CIIITA (Dermira, Inc., a wholly-owned subsidiary of Eli Lilly and Company, USA)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTok 8
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

Iocbke mpocsimkyBaHoro jikapcbkoro 3acoby (IMPD) — perura cBity (ROW), ®inrotini6 Tabnetku, Bepcis
11.0 Bizg 14 kBiTHs 2021 poky; 36inblieHHs TepMiHYy MPHUATHOCTI [JOCTiIPKyBaHOTO JIIKapCHKOTO 3aco0y
®inroTini6 3 36 10 60 MicsIiB

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

Ne 915 Big 08.08.2017
Ne 423 Big 12.04.2017
Ne 423 Big 12.04.2017
Ne 211 Big 07.02.2018

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«bararorieHTpoBe, BigKpWUTe, JOBrOTpUBaje TIOJOBXKEHe OC/i/PKeHHS /i1 OI[iIHKM 0e3MeuHoCTi Ta
eheKTUBHOCTI 3acTocyBaHHSI (iAroTiHIOY B mMaifieHTiB i3 peBMaToigHUM apTpuToM», GS-US-417-0304,
rioripaBka 5 Bif 24 kBiTHsa 2020 p.;

«[10BrocTpoKOBe TIOZIOBXKeHe [OC/iKeHHs /ijisi OLiHKU Oe3riekr (inroTiHiOy y marjieHTiB i3 xBopo6Ooto
Kpona», GS-US-419-3896, 3 iHKOpriopoBaHOI0 TorpaBKowo 7 Bizg 23 6epe3ns 2020 poky; «/loBrorpusase
TI0/IOB>KeHe JTOC/IiIKeHHs /IJisl OLiHKK Oe3reku (inroTiHiOy B maijieHTiB i3 BUpa3koBuUM Kositom», GS-US-
418-3899, 3 iHKOPIOPOBaHOIO TIOTPABKOO 7 Bif 23 6epe3ns 2020 poky;

«KoMbiHoBaHi, mopBifiHO-C/IiM, paHO0Mi30BaHi, TUIale00-KOHTPO/IbOBAHI [JOC/iKeHH ¢asu 3 i
OL[iHKM e(heKTHBHOCTI ¥ Oe3neuHocTi GinroTiHiOy A/t CTUMYyMIOBaHHS Ta 30epeXXeHHs peMicii y maijieHTiB
i3 xBopo6oto KpoHa cepeiHbOTO Ta TSDKKOTO CTyTeHs akTUBHOCTI», GS-US-419-3895, 3 iHKOpPIOpoBaHOI0
rioripaBkoro 8 Bif 01 tpaBHs 2020 poky;

«PaHjoMi30BaHe, TIO/BIMHO-CITiMTe, TUIALe00-KOHTPO/IbOBAHE JOCHIHKeHHsS (a3 2 [ OL[iHKH
TECTUKY/SPHOI  Oe3meuyHocTi GinrotiHiOy B JOPOC/AMX YOJIOBIKIB i3 aKTHBHUMM  3amnajbHUMU
3aXBOPIOBAHHSMM KHILKIBHMKA BiJj TIOMIPHOTO [0 B&KKOI'O CTYIIEHIO TsDKKOCTi», GS-US-418-4279, 3
niorpaBkoro 4 Biz 17 6epesns 2020 p.
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3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTHO «®APMACBHIOTIKAJTI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnioHcop, KpaiHa Gilead Sciences, Inc., CIIIA

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

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




HonaTok 9
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnena bpomypa pocnigauka (OSE-127 (antu-CD127 MOHOK/IOHa/NbHe aHTUTINO)), Bepcis 3.0 Bix
22 xBitHs 2021 p.; OHoBrieHe [locbe mocmipKyBaHOTO Jiikapcebkoro 3acoby (OSE-127 (antu-CD127
MOHOKJIOHa/IbHe aHTUTiNO)). Hokniniuni, Kniniuni gani, Bepcisg 3.0 Big 22 kBitHa 2021 p.; OHOBeHe
ITocke AOCIiKyBAaHOTO JTiKapChKOro 3aco0y. 3aranbHuii TexHiuHui goKyMeHT (OSE-127 (antu-CD127
MOHOKJIOHa/IbHe aHTHUTI/O0)), MoAy/b 3, Bepcis 3.0 Big 22 kBiTHs 2021 p.

Howmep Ta gara Haka3zy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomizoBane moggitiHe cime pocmimpkeHHs 11 ¢a3u 3 omiHKM edekTUBHOCTI Ta Oe3meuHOCTi
3actocyBaHHsi OSE-127 B TmOpiBHsAHHI 3 Maneb0 y TAaIlieHTiB 3 aKTMBHUM BHPA3KOBUM KOJIITOM
cepefiHbOTO ab0 BA)KKOTO CTYTIEHSI TSDKKOCTi, 3 Hee(heKTHUBHICTIO UM HerepeHOCHMICTIO TIOTepeJHbOTO
JikyBaHHs», OSE-127-C201, ocratouHa Bepcis 1.0 Big 15 yepsHsa 2020 p.

3asBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

OCE ImyHoTepansbtoTikc, CA, ®panuisi (OSE Immunotherapeutics, SA, France)

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
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBkeHHST TepMiHy TIPUJATHOCTI AOCTIpKyBaHOTrO Jikapckkoro 3acoby KZR-616, KZR-616 ans
iH'ekuint 125 mr go 30 micsyis

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

Ne 893 Big 15.04.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®a3a 1b/2 mocmimkenns npenapaty KZR-616 y maljieHTiB 3 CMCTEMHUM 4YepBOHHUM BOBUYAKOM 3 Ta Oe3
Hedputy», KZR-616-002, nonpaska 4, Bepcist 5.0 Big 07 munnsa 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CrioHcop, KpaiHa

Kezar Life Sciences, Inc, United States / Ke3ap Jlatid Caiiencis, Ink. CIITA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopaTok 11
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»

Ne

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBnieHHM TIPOTOKOJ1 KJiHiuHOro BuripoOyBaHHs M16-045, Bepcis 6.0 Big 28 ciunsa 2021 poky.
[TogoBskeHHsI TIepiofly MPOBeJieHHsT KJIiHIUHOrO BUIIPOOyBaHHS B YKpaiHi 3 27 BepecHsi 2023 poky /0
09 rpyans 2026 poky; IHdopmailis gis maijieHTa Ta iHGOpMOBaHa 3rojla Ha y4acTb y HayKOBOMY
JOCTiKeHHI Ta HeoOOB’sI3KOBOMY JocCyimkeHHi, Bepcisi 4.0 asns Ykpainu Bix 15 TtpaBHs 2021 poky,
KpaiHCBKOIO Ta POCIMChbKOI MOBaMU; 3MiHa Ha3BHU MiCIsl MPOBeZIeHHs K/IiHIYUHOT'O BUMTPOOYBaHHS:

Crano

Bysno
I.M.H. Pesniuenko H.FO.
BilicbkoBuii rocritanb  (BilicbkOBa uUacTHHA
A3309)  BilICbKOBO-MEIUUHOTO  K/IiHIYHOTO

ueHtpy IliBgeHHOro perioHy, TepaneBTUYHe
BiAzineHHs1 (3 masataMy [/ HeBPOJIOTIYHUX Ta
JlepMaTOBEHEePOJIOTiYHUX XBOPHX), M. 3aOPiXOKS

O.M.H. Pesniuenko H.FO.

BilicbkoBuii rocmitasb  (BilicbkOBa 4acTHUHA
A3309)  BilICBKOBO-MEAUYHOIO  KJIiHIYHOTO
ueHtpy  CxigHoro perioHy, TeparneBTUYHe

BifziyleHHs1 (3 masataMu /i HEBPOJIOTIYHUX Ta
JlepMaTOBEHEePOJIOTiYHUX XBOPHUX), M. 3aMOPiXOKS

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

Ne 1896 Big 27.08.2019

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomi3oBaHe, moBitiHe ciine, mialeb0-KOHTPO/IbOBaHe Aoc/imkeHHs: Pa3u 3 /15 OL[iHKM TIperapaTy
yMaJalUTUHIO y MiAMTKIB Ta JOPOC/IMX TALi€HTIB 3 TIOMiDHUM Ta TSDKKAM aTOIUYHUM JepMaTUTOM»,
M16-045, Bepcis 5.0 Biz 29 kBiTHsA 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CrioHcop, KpaiHa

AbbVie Inc., USA/ E66Bi Iuk., CIITA
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

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




HopnaTok 12
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

OnoBnenuli nipotokosn 42847922MDD3005, 3 iHKopriopoBaHow monpaBkoro 3 Big 13 ciuns 2021 poky;
Hoparok 1 Big 12 motoro 2021 poky ao bpouypu gocnignuka JNJ-42847922 (CenTopekcaHT), BUZAHHS
9 Biz 23 uepBHs 2020 poKy, aHrIiMCbKOO MOBOO; IH(dOpMaLliliHKi TUCTOK i popma iHPopMOBaHOI 3oy,
Bepcisi V3.0UKR(uk)1.0 Bim 25 Gepe3nst 2021 poky, mepeknaj yKpaiHChbKOH MoBO Bif 01 KBiTHsS
2021 poky; Indopmauiiinuii muctok i ¢opma iHgopmoBaHoi 3rogu, Bepcis V3.0UKR(ru)l.0 Bif
25 6epe3ns 2021 poky, nepek/aj pociiicbkoro MoBoto Bif 01 kBiTHa 2021 poky; IHbopMaLiiHu#i TUCTOK i
¢dopma indpopmoraHoi 3rogu, Bepcis V3.0UKR(uk)1.0 Big 25 Gepe3ns 2021 poky, yKpaiHCbKOKO MOBOIO
(Bepcisi 3 cucremu SecureConsent); IHdopmariiinuii mucTok i ¢opma iHpopmoBaHOI 3rofu, Bepcis
V3.0UKR(ru)1.0 Bim 25 6epesnsi 2021 poky, pociiicbkkoro MOBOIO (Bepcisi 3 cuctemu SecureConsent);
Indopmaritiauii MCTOK i popma iHHopMOBaHOI 3ro/i Ha B3ATTS HEOOOB’ I3KOBUX 3pa3KiB /JIsi TEHOMHOTO
HaykoBoro fgociimpkenHs, Bepcisi V1.0UKR(uk)1.0 Big 14 numnusa 2020 poky, yKpaiHCbKOIO MOBOIO (Bepcist
3 cucremu SecureConsent); IHdopmatiiinuii suctok i ¢opma iHdopmoBaHOI 3rogu Ha B3ATTS
Heo0OB’SI3KOBUX 3pa3KiB [|jisi TeHOMHOTO HayKoBoro gocmimkeHHs, Bepcis V1.0UKR(ru)1.0 Big 14 munHs
2020 poky, pociiickkoro MoBotO (Bepcisi 3 cuctemu SecureConsent); IHdopmariiiinuii mMCTOK i Gopma
iHbopMoBaHoOi 3roJu BariTHOI MapTHepKU yyacHUKa AocmiigxkeHHs, Bepcis V1.0UKR(uk)1.0 Big 14 numnus
2020 poky, yKpalHChKOIO MOBOIO POKY (Bepcis 3 cuctemu SecureConsent); IHdbopmariitinuii aucToK i
tdopma iHboOpMOBaHOI 3roAu BariTHOI MapTHePKW ydacHuKa AociigkeHHsi, Bepcigs V1.0UKR(ru)1.0 Bix
14 nunusa 2020 poky, pocilicbkkoro MOBOR (Bepcisi 3 cuctemMu SecureConsent); 3asiBa Mpo 3roAy Ha
00poOKy TiepcoHanbHUX JJaHUX y 0a3i aHWX yuaCHUKIB /OC/Ii/KeHb, KepoBaHOI KoMriaHiero «Bepidaiig
Kninikan Tpaemns JIJIC» (VCT), Bepcin VO1UKR(uk)01 Bixm 23 6Gepe3ns 2021 poky, mepekaj
YKpaiHCBKOI MoBOHO Bizi 08 kBiTHs 2021 poKy; 3asiBa Tpo 3rofly Ha 00poOKy MepcoHa/lbHUX JaHuX Y 0asi
JlaHUX yYaCHMKIB JOC/TiKeHb, KepoBaHOi KommaHieto «Bepidatig Kninikan Tpaens JIJIC» (VCT), Bepcis
VO1UKR(ru)01 Big 23 6epe3snst 2021 poKy, repeksaz pociiickkoro MoBoto Bif 08 kBiTHs 2021 poky
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2674 Biz 18.11.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[lopBiiiHe cjine, paHAOMi30BaHe [OCHI[pKEHHS Y TMapas’e/lbHUX TCpynax, I0 TMPOBOJWUTHCS i3
3aCTOCYBaHHSIM KBeTiariHy TPOJIOHIOBAHOI Ail sIK MperapaTy MOPiBHSHHS, [/ OLIiHKU e(eKTUBHOCTI Ta
Oe3meuHOCTi cenTOpeKcaHTy B f03i 20 Mr siK ZI0JaTKOBOI Teparlii [0 JiKyBaHHS aHTHJENpecaHTaMu B
JOpPOC/IMX TAL|I€HTIB 1 TALi€HTIB JIITHBOTO BiKy 3 BeIMKUM JelpeCMBHUM pO03/1aJloM i3 CAMITOMaMH
be3coHHs, y skux Oyna BigCyTHS aZleKBaTHa BiJMOBib Ha Tepamil0 aHTHUJENPECaHTaMU»,
42847922MDD3005, 3 iHKopriopoBaHor0 nonpaskoro 2 Bif 09 yimnas 2020 poky

3asiBHUK, KpaiHa

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

CrioHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 13
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBnenuyi nipotokon 3 IlonpaBkoro 1 Bifg 16 rpyaus 2020 p.; 3MiHa Ha3BU 3asiBHUKA KJIiHIYHOTO
BuripobyBaHHs 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «Cineoc Xenc Ykpaina»; 3miHa CrioHcopa
KJIiHiuHOrO BUMpoOyBaHHs 3 AsuiepraH JItg., mo € ¢iniero komnanii «Amnepran Ceinz En.En.Ci.» Ha
«['eneon Pixtep Ili.en.ci» (Gedeon Richter Plc.); Bpoiypa mocnignuka: Cariprazine (RGH-188), Bepcis
19 Big 13 kBiTHa 2021 p., aHI/IiHCHKOIO MOBOIO; JJOChE OCTIKYBAaHOTO JliKapChbKOro 3aco0y: Cariprazine
0 mg, 0.5 mg, 1.5 mg, 3 mg, 4.5 mg capsules hard, Big 22 6epe3nsi 2021, aHrTiiICEKOI MOBOIO; 3aTy4eHHs
BUPOOHWUMX AISTHOK A1 Kapuripasuny mo 0,5 mr, 1,5 mr, 3,0 mr, 4,5 mr Ta mianebo: Gedeon Richter
Plc.,, ¥YropuuHa; Catalent Germany Schorndorf GmbH, HimeuurHa; 3pa3ok MapKyBaHHS [Jis
Kapurnpa3suny 1o 0,5 mr, 1,5 mr, 3,0 mr, 4,5 Mr abo ninate6o, Bepcist 1.0 Big 07 kBiTHs 2021, yKpaiHCHKOO
MOBOIO; 3MeHIIIeHHsI 3al/ITaHOBaHOI Ki/IbKOCTi TAL[iEHTIB [/Is1 BK/IIOUEHHS Y KJiHiuHe BUIIPOOYBaHHS B
Ykpaini 3 100 go 36; ITogoBxeHHs TepMiHy TMpOBeeHHsS K/IiHIYHOTO BUIpOOyBaHHS B YKpaiHi [0
01.09.2024; RGH-MD-20 Indopmatiist a1 6ateKie Ta popma iHbopMoBaHoi 3rou, Ay YKpaiHH, BepCis
5.1 Bix 13 kBiTHa 2021 p. Ha ocHoBi mokymenta RGH-MD-20 EMEA dopma iHdopmMoBaHoi 3roau
OaTeKiB abo 3aKOHHOTO OIiKyHa, Bepcis 5.0_30 6epe3ns 2021 p, yKpaiHCBKOIO Ta POCIiHCHKOH MOBaMW;
RGH-MD-20 Tudopmatiis asis ocobu, 110 3AilicHIOE Aor/isafj 3a mnaiieHToM Ta Popma iHpopmoBaHOI
3roau, st YKpaiau, Bepcis 5.1 Big 13 keitHsa 2021 p. Ha ocHoBi sokymenta RGH-MD-20 ®I3 s ocib,
10 37iMCHIOIOTL [OTJIsA, OCHOBHA Bepcisi Ayt €C, Bepcisi 5.0_30 Gepe3nsi 2021 p., yKpaiHCBKOIO Ta
pociticekoro MmoBaMu; RGH-MD-20 IndopmMatiisi A5 narjieHTa, 1[0 JOCSr BiKy MOBHOJMITTS (> 18 pokiB)
iz yac gocmipkeHHs Ta ¢opMma iHpopmoBaHoi 3rosy, AJsi YKpainu, Bepcis 3.1 Big 12 ksiTHa 2021 p. Ha
ocHoBi gokymeHTa RGH-MD-20 EMEA @opma iHdopMOoBaHOI 3rofu Talli€HTiB, 10 CTaau
noBHOsTiTHIMK_Bepcis 3.0_30 Gepe3nst 2021 p., yKpailHCbKOHO Ta pociticbkkoto mMoBamu; RGH-MD-20
Indopmatiist asis natjieHTa Ta popma iHbopmoBaHoT 3rofu A AiTel Bikom Bif 14 no 17 pokis, s
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Ykpainu, Bepcig 2.1 Big 13 kBiTHa 2021 p. Ha ocHoBi RGH-MD-20 EMEA 3roja HernoBHOJIITHIX
narfieHTiB Bikom 13-17 pokiB, ocHoBHa Bepcisi, Bepcis 2.0_30 Gepe3ns 2021 p., yKpaiHCBKOIO Ta
pociiickkoro MoBamMu; RGH-MD-20 Indopwmatiisi a5 maijienta Ta opma iHbopMoBaHOI 3roau s AiTeit
BikOM BiJ 13 fo 14 pokis, g1a Ykpainy, Bepcis 2.1 Big 13 kBiTHa 2021 p. Ha ocnosi RGH-MD-20 EMEA
3rojila HETMIOBHOJMITHIX TaIfieHTiB Bikom 13-17 pokiB, ocHoBHa Bepcisi, Bepcisg 2.0_30 Gepesns 2021 p.,
yKpaiHCbKOIO Ta pocikicekoro MoBamu; RGH-MD-20_Indopmauis Ta ¢dopma iHdopmoBaHoi 3rogu
BariTHOI MapTHepKH, A1 YKpainu, Bepcis 2.1 Big 13 kBitHa 2021 p. Ha ocHoBi gokymenta RGH-MD-
20_OcHoBHa Bepcis A5 KpaiH no3a mexxamu CIIIA / o3a mexxamu €C: dopma iHdopmoBaHoi 3rofu Ha
noBifjomsieHHst iHdopMariii. [ns BariTHUX TapTHEPOK yYaCHWKIB AocmimkeHHs_Bepcis 2.0_30 6Gepe3ns
2021 p., yKpalHCBKOIO Ta POCIMCHKOK MOBaMH; AHKeTa BCTAHOBJIEHHsSI TICUXOJIOTIUHOTO HaBaHTa)KeHHSI
ocobu, 111(0) JIOT/II A€ 3a JTUTHUHOIO (RGH-MD-
20_CGSQ_Baseline_Ukrainian_V1_2019_Apr_29_No_Logo), Bepcis 1 Big 29 xksitHga 2019 p.,
YKpPaiHCBKO MOBOI; OTNIMTYBa/NbHUK 010 HETaTMBHOTO BIUIMBY €MOL[iMHUX UM TOBeiHKOBUX IPo0/iemM
JTUTHUHA Ha 0aTLKiB uu JloTJIsijaua (RGH-MD-20_CGSQ_Baseline_Russian
(Ukraine)_V1_2019_Apr_26_No_Logo), Bepcis 1 Big 26 kBiTHa 2019 p., pocilicbkor0 MOBO0; AHKeTa
BCTaHOBJIEHHSI TICUXOJIOTIYHOTO HaBaHTa)XeHHs o0cobu, 1o gornsgae 3a gutnHoro (RGH MD-
20_CGSQ_SLV_Ukrainian_V1_2019_Apr_29_No_Logo) Bepcis 1 Big 29 kBiTHs 2019 p., yKpailHCbKO
MOBOI0; OMNUTYBalbHUK 11100 HETaTUBHOTO BIUIMBY €MOLIIMHMX UM TOBeJiHKOBUX Ip0o0/ieM AUTHHU Ha
batekiB un gornsgadua (RGH-MD-20_CGSQ_SLV_Russian (Ukraine)_V1_2019_Apr_24_No_Logo),
Bepcig 1 Big 24 keiTHsi 2019 p., pocilicbkoro MOBORO; [lefiiaTpyUuHMi 3aMUTaJbHUK SIKOCTI >KUTTS Ta
3agoBosieHocTi HuM (PQ-LES-Q) (RGH-MD-20_PQ-LES-Q_Ukrainian_V2_2019_Jul_22_No_Logo),
Bepcis 2 Bif 22 nunHA 2019 p., yKpaiHCbKOIO MOBOMO; [lefiaTpruHMii 3amUTaNbHUK TPO 3a/l0BOJIEHICTh
SKICTIO >KUTTSI Ta OTpUMaHHIO 3azioBosieHHs Bif »kuTTs (PQ-LES-Q) (RGH-MD-20_PQ-LES-Q_Russian
(Ukraine)_V1_2019_Mar_14_No_Logo), Bepcis 1 Big 14 6epe3nst 2019 p., pociiicekoto MoBoto; RGH-
MD-20_JTuct nikapsi o 6atekiB, Bepcis 2.1 Big 21 kBiTHsS 2021 p., A1 YKpaiHu, yKpaiHCBKOK Ta
pociricekoro MoBamy; RGH-MD-20_JIuct Bif Jsikapsi [0 /iKaps PO HampaB/ieHHs MaLli€HTiB, Bepcis 2.1
Bif 21 kBiTHA 2021 p., Ans YKpaiHW, yKpaiHCbKOI Ta pocikicbkoro MoBaMu; RGH-MD-20_ITepekuanuii
Oykner nast obroBopeHHst iHpopmoBaHoi 3roau Bepcisi 2.1. Big 21 kBiTHa 2021 p., Ansg YKpaiHy,
YKpPaiHCBKOI Ta pociiicbkoro MoBaMu; RGH-MD-20_Bbporiypa 11040 Habopy Talli€HTIB Y AOC/TiKeHHS,
Bepcif 2.1 Big 21 xBiTHA 2021 p. Ana YKpaiHM, YKpalHCBKOK Ta pocilicbKoro MoBamu; RGH-MD-
20_KepiBHULITBO 110/I0 Bi3WTIB AOC/i[KeHHs, Bepcig 2.1 Big 21 kBitHg 2021 p., aas YkpaiHu,
YKPalHCHKOIO Ta POCIKChKOI0 MoBamu; Matepianu Asis focnigHukiB: [1lkana naTo/oriyHuX MUMOBLTBHUX
pyxiB, Bepcis 1 Big 29 6epesns 2019 p «RGH-MD-20_AIMS_English_V1_2019_Mar_29_No_Logo»,
aHryifickkoro MoBoto; Illkama Akarusii BapHca, Bepcisi 1 Big 29 6epe3ns 2019 p. «RGH-MD-
20_BARS_English_V1_2019_Mar_29 No_Logo», anrilicbkkoro MoBoto; Illkana gemnpecii Kanrapi ass
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XBOpUX Ha  mm3odpeHiro, Bepcis 1 Bim 29 OGepesns 2019 p. «RGH-MD-
20_CDSS_English_V1_2019_Mar_29 No_Logo», aHr/ilickkoro MOBO0; [IuTsiua 3arajibHa OIL[iHIOBa/bHA
mkasna, Bepcisi 1 Big 29 6epe3nst 2019 p. «RGH-MD-20_CGAS_English_V1_2019_Mar_29 No_Logo»,
aHrJ1iNceKor MoBOrO; I1Ikana 3aranbHO K/IiHIUHOTO BpaykeHHs 1110/|0 TOKpallleHHs CTaHy, Bepcis 1 Big 29
6epe3nss 2019 p. «RGH-MD-20_CGI-I_English_V1_2019_Mar_29 No_Logo», aHIJiliCbKOI0 MOBOIO;
[IIkasa 3aranbHO KTiHIUHOTO Bpa)keHHsI IIOZI0 TSDKKOCTI 3aXBOprOBaHHS, Bepcisi 1 Bifg 29 6epe3ns 2019 p.
«RGH-MD-20_CGI-S_English_V1_2019_Mar_29 No_Logo», AHTJTIHCHKOI MOBOIO; IIIkana
KonyMm0OificbKoro yHiBepCHTETY /ISl OL[iHKH CTYIeHs TsDKKOCTI CYil[uZialbHUX TMpOosBiB. BuxigHuii
pieenb/Etan BKmtOueHHs, Bepcisi 1 Big 29 Oepesns 2019 p. «RGH-MD-20_C-SSRS Baseline
Screening_English_V1_2019_Mar_29 No_Logo», aHriificbkkoro MoBotw; Illkama Komymbikicbkoro
YHIBEpPCUTEeTY [/ OLIHKU CTYIeHs TSDKKOCTI CyilMAanbHUX MPOsABIB. 3 MOMEHTY OCTaHHbOI'O Bi3UTY,
Bepcisg 1 Bim 29 Gepe3ns 2019 p. «(RGH-MD-20C-SSRS Since Last Visit_English_V1_2019_Mar_29
No_Logo», anrniiicbkoto moBoto; Kiaai po3knaz as abeKTHBHUX po3/ajiB i mm3odpeHii, Bepcis 1 Big 01
kBiTHa 2019 p. «RGH-MD-20_K-SADS-PL_English_V1_2019_Apr_01_updated 05-2017-English
USA_No_Logo», anrniticekoro MoBoto; Illkana PANSS QuikScore , Bepcisi 2 Big 23 ksitHs 2020 p.
«RGH-MD-20_PANSS QuikScore Form_English_V2_2020_Apr_23 No_Logo» , aHI/iiiCbKOI0 MOBOIO;
[Mkana PANSS rating criteria, Bepcis 2 Big 02 kBitTHa 2019 p. «RGH-MD-20_PANSS Rating
Criteria_English_V2_2019_Apr_02 No_Logo», anrniiickkoto moBoto; [lIkama SCI PANSS , Bepcis 1 Bif,
29 6epe3ns 2019 p «RGH-MD-20_SCI-PANSS_English_V1_2019_Mar_29 No_Logo», aHrmiiCbKO0
moBotw; Illkana [y OL[iHKM eKCTpamipaMiZHuX moOiunux edekTiB, Bepcisi 3 Big 22 kBiTHa 2021 p.
«GRC183359_RGH-MD-20_SAS_English_V3_2021_Apr_22», aurnilickkoto MoBoto; Illkana TaHHepa.
OrjiHounuit  muct. Bepcisil  Bim 29  6Gepe3sns 2019 p «RGH-MD-20_Tanner  Stages
Scoresheet_English_V1_2019_Mar_29 No_Logo», aHrnaiiickkoto moBoto; [llkana TanHepa, Big 2019 p.
«Reprinted with permission from Feingold, David. «Pediatric Endocrinology» In Atlas of Pediatric
Physical Diagnosis, Second Edition, Philadelphia. W.B. Saunders, 1992, 9.16-19 _RGH-MD-
20_Tanner_Stages_English_ 2019_ English USA», anrniticbkoro MoBoto; I11kana o1iHKu MoOGIiUHUX SIBHII]
UKU, Bepcisi 1 Big 29 6epesnsi 2019 p. «RGH-MD-20_UKU_English_V1_2019_Mar_29 No_Logo»,
aHIJIIKICbKOK MOBOIO

Howmep ta faTa Hakasy Ne 893 Big 15.04.2020
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«6-TIKHeBe MiKHapoZHe OaraTOIleHTpOBe, paH[OMi30BaHe, TMO/BiiiHe criire, raleb0-KOHTPO/LOBaHe
JOCTi/KeHHsI B Mapasie/lbHUX TPyIax 3 MeTOH OL[iHKK e(eKTHBHOCTI i 6e3rmeuHoCTi Kapuripa3uHy IpH
niKyBaHHI TIAI[iEHTIB-iJTITKIB, XBOPUX Ha M30¢peHit0 (maiieHTiB y Bili Big 13 g0 17 pokiB)», RGH-
MD-20, Biz 17 rpygns 2018 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Annepras JIta., CrionyueHe KoponiBctBo Benmko6puTaHii Ta IliBHiunoi Ipnangii [Allergan Ltd., United
Kingdom], 1110 € diniero komnanii «Aneprad Ceiin3 En.En.Ci.» [Allergan Sales, LLC]

CynyTHi
MaTepiaynv/ripernapaTi
CyIyTHBOI Tepariii

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




Hopartok 14
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

OHOB/IeHUI TIPOTOKOJ1 K/TiHiYHOTO BUMpoOyBaHHs Bepcis 6.9 Big 01 kBiTHs 2021 poky; OcHoBHa dhopma
iHdopmoBaHoi 3rogu Bepcist 2.0 asisa Ykpainu Bif 30 kBiTHs 2021 poKy Ha OCHOBi Mi>KHapOJHOI MaiicTep-
Bepcii ocHoBHOI D13 Bepcist 9.0 Big 22 kBiTHS 2021 poKy, YKpaiHCBKOIO Ta POCiHMCbKOK MoBaMu; Popma
iHbopmoBaHoi 3rosu Ha HeoOOB’si3KOBe (hapMaKOreHeTHUHe TeCTyBaHHS Bepcisg 2.0 Ans YKpaiHu Bif
30 kBiTHa 2021 poky Ha ocHOBi maiicTep-Bepcii @13 Ha HeoOOB’si3KOBe apMaKOreHeTHUYHe TeCTyBaHHS
Bepcis 5.0 Big 06 kBiTHA 2021 poKy, YKpaiHCBKOIO Ta poOCilicbkoro MoBamu; PopMa iHpopMoBaHOI 3rogu
BariTHOI mapTHepku Bepcisa 2.0 g Ykpainu Bif 30 kBiTHSA 2021 poky Ha ocHOBiI Maricrep-Bepcii ®I3
BariTHOi mapTtHepku Bepcisi 4.0 Big 06 kBiTHa 2021 poOKy, YKpaiHCBKOI Ta POCIMCbKOIO MOBaMU;
OnHoBnieHa Oporrypa gociigHuka, Bepcis 11.0 Big 25 6Gepe3ns 2021 poky; OHoBieHa Opoirypa
JocnigHuka, Bepcia 12.0 Big 28 kBiTH 2021 poky; OHOBIeHe MapKyBaHHSI MEPBHMHHOI Ta BTOPHMHHOI
YMaKOBKU JOCTi/PKyBaHOro JikapcbKoro 3acoby, Bepcis 01 Big 08 kBiTHs 2021 poky; OHoB/ieHa KapTKa
yuacHHMKa JoCmipkeHHs, Bepcis 2.0 Big 25 Gepe3nss 2021 poky, yKpaiHCBKOIO Ta POCiHCHKOK MOBAaMU;
OHoBJIeHa iHCTPYKLisl [yis TIALli€HTa II0/I0 BUKOPUCTAHHS /IOC/TiPKYBaHOTO JIiKapChKOTro 3aco0y, Bepcis
3.0 Big 07 kBiTHs 2021 poky, yKpaiHCbKOIO Ta POCIHCHKOIO MOBaMH; BK/IIOUeHHs [10[aTKOBUX MiCLlb
MPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS:
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No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 K.M.H. KipeeBa T.B.

KomyHaneHe HekoMmepLjiviHe MigrpuemMcTBO «MickKa KiiHiuHa JiikapHd Nel6» [IHINpOBCBHKOI
MiCBKOI pajiy, Bifj/liieHHs Teparlii 3 MyJIbMOHOJIOTiYHUMM JIiKKaMH, [IHIMPOBCHKUM JiepyKaBHUM
MeJMUHUI YHiBepcuTeT, Kadepa BHYTPIlIHbOI MeAuLIMHU 1, M. [IHIirpo

2 J.M.H., ipo¢. OctpoBcebKkuii M. M.

KomyHanbHe HeKOMepLjiliHe i IIPUEMCTBO «IBaHO-PpaHKIiBCbKUN obsiacHu
dTusionynemoHooriynKMi - 1leHTp  [BaHO-®paHKiBcbKOi  0b6sacHOI  paau»,  BiAjineHHs
1y 1bMOHOJ10T T Ne2 , M. [BaHO-®PpaHKIBCbK

3 K.M.H. Knanoyx B.O.
KomyHanbHe HeKoMepIliliHe MiANpUEMCTBO XapKiBCbKoi 00macHoi pagu «ObsacHa KiiHiuHa
JIIKapHsi», TyJbMO-a/eprojioriuie BiJJJIeHHs 3 IMYHOJIOTIYHMMM Ta TepareBTUYHUMU
JIDKKaMu, M. XapKiB

4 K.M.H. Hopeiiko B.A.

JlikyBaneHo-ziarHoctiuHnid  1eHTp «XEJICI EHJ] XEIII» TOBapuctBa 3 0OMEXeHOO
BianoBiganeHicTIo «XEJICI EHI XEIIl», MeauuHuii KaiHIYHMN [JOC/TIJHULILKUN LIEHT,
BiZI/1i/1 MyJIBMOHOJIOTI i aneprosorii , M. Kuis

5 n.M.H. Katigames 1.I1.
KomyHanbHe mignpuemMcrBo «l-a micbka KiiHiuHa JiikapHs IlosTaBCcbKOI MiCBKOI pajsn»,
TepaneBTHUYHE BifniieHHs, M. [TosTaBa

6 J.M.H., ipo¢. AuapeiitunH C.M.

KomyHanbHe HeKkoMmepljiliHe MiANpUEMCTBO «TepHOMi/ibCbKa KOMyHa/lbHa MiCbKa JliKapHs
No2», TepanieBTuuHe BifineHHs: Nel, TepHONibCbKMI HalliOHAIbHUNA MeJUYHUN YHiBepCHUTET
imeni I.51. T'opbaueBcbkoro MiHicTepCcTBa OXOPOHH 37I0POB'st YKpaiHu, Kadepa Mporie/ieBTUKH
BHYTPilIHBOI MeAULIMHU Ta GTU3iaTpii, M. TepHOMiJIb

7 [.M.H., npo¢. Kosanenko C.B.
Ob6sacHe KOMyHa/lbHe HEKOMepIiiiHe minpueMcTBO «YepHiBellbka o06slacHa KJliHiUHa
JIIKapHs», MyJIbMOHOJIOTIYHUM Oifpo3ia, M. YepHiBLi

8 I.M.H., npod. Moctogotii FO. M.
[IpyBaTHe wMase MiANPUEMCTBO, MeAWuYHUM LeHTpP «lly/nbCc», TepanmeBTMYHe BifJieHHS,
M. BiHHuLsg
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«GALACTIC-1 - PanpowmizoBaHe, T0/BiliHe crire, OaraTOI|eHTPOBe, TapasejbHe, T[Uiarie6o-
KOHTPO/IbOBaHe AOCTiIKeHHS (a3u 2b B ydyacHUKIB i3 imionmaTiuHuM sereHeBuMm ¢ibpo3om (IJID), mio
BUBYa€ e)eKTUBHICTh Ta Oe3neky GBO0139, iHransiiiiHoro iHribiTopa rajekTuHy-3, 1110 BBOAUTLCS Uepes
cyxornopomikoBui iHranstop (CIII) mporsarom 52 TwkHiB», GALACTIC-1, nonpaBka 5.9 Bif
24 muctonazaa 2020

3asiBHUK, KpaiHa

«biopaci, Ea-En-Ci», CHIA

CrioHcop, KpaiHa

«T"anekTo Biotex Ab» (Galecto Biotech AB), [aHis

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepajsibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX




Honmatok 15
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ownosnenuii [TpoTokon KiHiuHOTO BUNIPOOYBaHHS, Bepcis 6.0 Big 12 keiTHa 2021 poky; IHdbopmariis ipo
JocikeHHs1 Ta (opMa 3rofu AJisi JOPOCIUX JioKaibHa Bepcist Homep 5.0 At YKpaiHM yKpaiHCBKOIO Ta
pOCilicbKOI0 MOBaMH, AaTa Bepcii 19 TpaBHs 2021 poKy Ha ocHOBi MacTep Bepcii Homep 7.0 Biz 12 KBiTHA
2021 poky; dopma 3roau A1 AUTUHU 14-18 poKiB Ha y4yacTb y JOC/II[ KeHHI JIoKa/bHa Bepcisg Homep 5.0
Js YKpalHM yKpaiHCBbKOIO Ta POCiMChbKOO MoBamH, jata Bepcii 19 TpaBHsi 2021 pokKy Ha OCHOBI
Indopmariii Ta popmu 3rofu Ha yyacTb AUTHHU Y JOCTiKeHHi, MacTep Bepcisi Homep 7.0 Bix 12 kBiTHA
2021 poky; Indopmatiis Ta opma 3roy Ha y4yacTb JUTHHU Y AOCTIpKeHHi JioKanbHa Bepcisi Homep 5.0
Ji1s1 YKpalHu YKpalHChbKOIO Ta POCIMCBKOI0 MOBamH, Aata Bepcii 19 TpaBHa 2021 poky Ha OCHOBi macTep
Bepcii Homep 7.0 Big 12 kBiTHS 2021 poKy

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Big 05.06.2019

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, TMOABiMHe criirne, paHgOMi30BaHe, I/1alle00-KOHTPOIbOBaHe, B TMapasielbHUX Ipymax,
(a3u 3, oZOBXKeHe JOCTi/PKeHHST 3 METOI0 OLiIHKK Oe3reku Ta repeHocMocTi Te3emnenymaly B ZOpOCIMX
Ta MiJJITKIB 3 Ba)XKOK HEKOHTpoJiboBaHOW acTMoro (DESTINATION)», D5180C00018, Bepcist 5.0 Bif,
02 yepsHs 2020

3asBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 16
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/IeHWI TIPOTOKOJ 3 iHKOPIIOpPOBAaHOW TmompaBkoio 4 Bix 17 6Gepe3ns 2021 poky; A3921165
Indopmariist Ans 6aThKiB Ta dopma iHhOpPMOBaHOI 3roiM Ha y4yacTb y AOCTiIPKeHHi, Ha OCHOBi Bepcii Ha
piBHi mocmimkeHnHs Big 18 Oepesnst 2021 p., Bepcis ans Ykpainu 8.1.0 Big 26 kBithHa 2021 p.,
YKpaiHCBKOI MOBORO; A3921165 THdopmatiis g1 6aTeKiB Ta (opma iHpOpPMOBaHOI 3rofy Ha yuyacTb y
HAayKOBOMY [JOC/Ii/)KeHHi, Ha OCHOBi Bepcii Ha piBHi mocsipkeHHs Big 18 6epesnst 2021 p., Bepcist s
Ykpainu 8.1.0 Big 26 kBiTHs1 2021 p., pociticbkkoro MmoBoro; A3921165 IndopmMatiis a5 maijienTa Ta ¢hopma
iH(OpMOBaHOI 3roAM Ha y4yacTh y JOCTi/PKeHHi, Ha OCHOBi Bepcii Ha piBHi Joc/impkeHHs Bif 18 GepesHs
2021 p., Bepcis ana Ykpainu 8.1.0 Bix 26 kBitHa 2021 p., ykpaincbkoro MoBow; A3921165 IHdopmalis
Ji1s TarfieHTa Ta gopma iHhopMoBaHOI 3roiv Ha y4acTh Y HAYKOBOMY ZOC/Ti/I)KeHHi, Ha OCHOBi Bepcii Ha
piBHi fgocimkenns Big 18 6epesnst 2021 p., Bepcis gy Ykpaiau 8.1.0 Big 26 keiTHs 2021 p., pociticbKoro
MoBO; A3921165 IHdopmatiis asis maijieHTa Ta opma 3rofiv Ha ydacTh y JOC/i/PKeHHi JJis Talji€HTiB
BikoM 14-17 pokiB, Ha OCHOBi Bepcii Ha piBHi gocmipKeHHs Bij 18 6epesns 2021 p., Bepcis Ayig YKpaiHu
8.1.0 Bix 26 kBiTHs 2021 p., ykpaiHcbkoro MoBoro; A3921165 IHdopmariis /s marjieHTa Ta ¢popma 3roau
Ha y4yacCTb y HAYKOBOMY JOC/i/KeHHI /s naiieHTiB BiKOM 14-17 pokiB, Ha OCHOBI Bepcii Ha piBHI
nocmimpkeHHst Bix 18 6epesnst 2021 p., Bepcisi ans Ykpaiau 8.1.0 Big 26 kBitHs 2021 p., pocificbkoro
MoBO; A3921165 IHdopmatiis A/ natieHTa Ta ¢popMa 3ro/ii Ha ydacThb y AOCTIKeHHI AJis1 [iTell BiKoM
11-13 pokiB, Ha OCHOBI Bepcii Ha piBHi Aoc/ipkeHHs Bif 18 6epesns 2021 p., Bepcis s Ykpainu 6.1.0
Bif 26 kBiTHs 2021 p., ykpaiHCcbKor0 MoBOrO; A3921165 IHdopmatis a1s maijieHTa Ta opma 3rou Ha
y4acTb y HAyKOBOMY [IOC/Ti/I)KeHHi A1 AiTel BikoM 11-13 pokiB, Ha OCHOBI Bepcii Ha PiBHi AOC/TiIKeHHs
Biz 18 Gepesns 2021 p., Bepcis ans Ykpainu 6.1.0 Big 26 kBiTHsa 2021 p., pociliCbK0OI0 MOBOIO;

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 342 Big 26.02.2018
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«EdektuBHicTb, Oe3reuHicTb, mMepeHOCHMMICTb i ¢apmakokeHeTHKa TodanuTuHIOy Tpu JTiKyBaHHI
CUCTEMHOTO FOBeHiNbHOrOo ifionatuuHoro apTpuTy (CHOIA) 3 akTHBHMMH CUCTEMHUMHU TPOSIBaMU y AiTeil
Ta migiTkiB», A3921165, 3 iHKOpropoBaHoto rnorpaBkoro 3 Bif 04 TpaBHs 2020 poky

3asiBHUK, KpaiHa

TOB «IuBeHTiB Xesic YKpaiHa»

CrioHcop, KpaiHa

[Mdatizep Tnk, CIIIA [Pfizer Inc, USA]

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 17
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TomoB>XeHHs1 TepMiHy TpOBeJleHHs [OCTi[KeHHs B YKpaiHi fo 31 rpyzansa 2021 poky; 3miHa Ha3BU
3asiBHUKA KiiHiyHoro BunpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xenc YkpaiHa»

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

Ne 1804 Biz 15.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«/lBaHAILATUTIDKHEBE paHJOMi30BaHe TIOZBiliHe cJjiile T1aleb0-KOHTPO/IbOBaHe —0araToleHTpOoBe
nmocrimkenHss ¢as3u Il B mapanesibHUX rpyrnax [jis OL[iHKK e(heKTHBHOCTI Ta 0e3MeuyHOCTi Tperapary
PT027 y nopiBHsiHHi 3 npeniapatom PT008 i mpenapatom PT007, i3 3acTocyBaHHSIM YOTUPH pasu Ha Jj00y,
y [opocnux Ta fJiTed BIKOM 4 poku i crapmmx, xBopux Ha actmy (DENALI)», AV004, Bepcis 3.0,
rioripaBka 2, Biz 06 smnas 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

bonp Asinnion 2 [eBenonmenT JII», I'epHci [Bond Avillion 2 Development LP, Guernsey]

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 18
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU 3asBHUKA KiiHiuHOTO BUrnpobyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xerc
YKpaiHa»; 3miHa BiAOBiAA/LHOTO [JOC/IIAHMKA, 3MiHA Ha3BU Bifi/IEHHS Ta HAa3BW MICLsl POBEIeHHS

BUTIPOOYBaHHS:

Byso

Cramno

K.M.H. Kysmunuu O.B.

KomyHanbHa ycraHoBa «3aropi3bka o00sacHa
K/IiHiUHa JTiKapHsi» 3arnopi3bkoi obacHoOi pajw,
BiZi/li/IeHHS MTy/JIbMOHOJIOTIT, M. 3aropixoKs

K.M.H. @osnymenona O.I1.

KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO
«3ariopispka obmacHa  KJIiHIYHA  JIiKapHSI»
3anopi3bKoi ob/acHoI paau, BiZlIiIeHHSA

IHTepBeHLIKHOI MYJIbMOHOJIOTIT, M. 3amopiXxoKs

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

Ne 1753 Big 06.08.2019

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zara

«[1oBroCcTpoKOBe paH/IOMi30BaHe TOBilHe ciire OaraTorieHTpoBe Joc/imKkeHHs da3u 111 B mapanesrsHUX
rpymnax AJisi OLiiHKA epeKTUBHOCTI Ta Ge3rneuHocTi rperapaty PT027 y nopiBHsiHHI 3 riperiapatrom PT007,
II0 3aCTOCOBYETHLCS TIPU TOTPedi y BifNOBiF Ha CUMITOMATUYHI TIPOSIBU aCTMH Y /IOPOC/IUX Ta JiTel
BiKOM 4 DOKIB i cTapiux, 3 KJaiHiUHO BUpakeHOt OpoHxianbHO actMoro (MANDALA)», AV003, Bepcis

3.0 Big 21 unua 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»
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CrnioHcop, KpaiHa bonp Asinnion 2 [esenonmvenT JIIT», I'epHci [Bond Avillion 2 Development LP, Guernsey]

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBfleHa eTHKeTKa-OykieT KomrmaHii AstraZeneca nais akanadbpytiHidy mo 100 mr abo mtane6o
(MacKOBaHa eTHMKeTKa) Ta KarCys akanabpytiHioy mo 100 Mr (HemackoBaHa eTHWKeTKa), Bep. 1.0 Bif
20 tpaBus 2020 poky; OHOB/ieHa eTHKeTKa-OykyieT KommaHii AstraZeneca st ¢iakoHiB i KopoOoK i3
6enpamyctuHom, Bep. 1.0 Bix 20 tpaBHs 2020 poky; OHOBNeHa eTHKeTKa-OykyieT KommaHii AstraZeneca
st yiakoHiB i KOopobok i3 putykcumabom, Bep. 1.0 Big 20 TpaBHsi 2020 poky; 3MiHa Ha3BU 3assBHUKA
kiHiuHoro BurpobysanHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesic YKpaina»; 3MiHa MicCLst
TPOBe/IeHHS KIiHIYHOT0 BUTTPOOYBAHHS Ta BiINOBiIaIbHOTO JOC/TiTHUKA:

Bbyno

Craso

sikap [Tununenko I'.B.
KomyHanbHe  HekoMepLiiiHe  MiJIIPUEMCTBO

«UepkacbKuii obs1acHMIA OHKOJIOTIYHUI
mucriancep  Yepkacbkoi  obnacHOi  pagu»,
obacHuiA NiKyBanbHO-/1arHOCTUYHUM

reMaTOJIOTiUHUM 1[€HTpP, BiJAJiMeHHSI KIIHIYHUX
BUTIPOOYBaHb, M. YepKacu

sikap Horaesa JII.
KomyHanpeHe  HekoMepliliHe  MiANPUEMCTBO

«YepKacbKui ob1acHMIA OHKOJIOTiYHUM
mucriancep  Yepkacbkoi  obGmacHOi  pagm»,
obs1acHMI JiKyBa/IbHO-/1iarHOCTUUHUI

reMaToJIOTiYHUM LIeHTp, M. Yepkacu

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

Ne 545 Big 19.05.2017
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanmomizoBaHe, mojBiiiHe-cyine, maanebo KOHTPO/IbOBaHe, OaraToLeHTPOBe JOCTiKeHHs ¢a3u 3 3
OLIiHKM OeHJaMycTUHY Ta puTykcuMaby (BR) okpemo y mopiBHSIHHI 3 ix KOMOiHalli€ro 3 akanabpyTHHiOom
(ACP 196) y narjieHTiB 3 MaHTIHHOK/IITUHHOO /1iM(pOMOI0, sIKi paHillle He OTpUMYyBaH JiKyBaHHs», ACE-
LY-308, 3 inkopnopoBaHO10 nornpaBkoro, Bepcis 3.0 Big 08 uepsHs 2020 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Acerta Pharma BV, Higepnanau

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




Honatok 20
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBJ/IeHHI TIPOTOKOJ K/TiHiYHOro BUMpoOyBaHHs Bepcis 4.0 Big 06 kBiTHs 2021 poky; 3miHa MOBHOI
Ha3BHU NIPOTOKOJTy K/TiHIYHOTO BUMPOOYyBaHHS 3 «be3mneuHicTh Ta edeKTHBHICTH Prdakcuminy B TabrmeTkax
3 BifgcTpoueHMM BUBiLIbHeHHSM 1o 400 Mr y mMalfieHTiB i3 mamyaomycTy/ispHOIO (GopMo0 po3aiiea
CepeHbOT0 M TS)KKOTO CTYIEHIB Ta TMO3UTUBHUM pe3y/bTaTOM AUXalbHOrO TeCTy 3 HaBaHTa)XKeHHSIM
JIaKTyJI03010. baratorjeHTpoBe, paHJOMi30BaHe, TMO/BiliHe criMe TUIale00-KOHTPO/IbOBaHEe KJliHIuHe
JmocmimkeHHs» Ha «besneuHicth Ta edekTuBHiCTH Pudakcuminy B TabsmeTkax 3 BifCTpOUEHUM
BUBi/IbHeHHsIM 110 400 Mr y TallieHTIiB i3 Mary/omycTy/ispHOI0 (OpPMOI0 po3aiiea cepeHLOr0 U TSHKKOTO
cTymneHiB. bararoiieHTpoBe, paHJOMi30BaHe, TIOZBiliHe (Clire T/1alle00-KOHTPOIbOBaHe KIIiHiUHe
nocutimkeHHs»; OHoBieHHs1 [HdopMariil Ay yyacHUKa gociimpkeHHs i @opmu iHGopMoBaHOI 3rofu Ajis
nanieHTiB-yuacHUKiB Bepcisi 1.5.0 Big 21 kBiTHs1 2021 poKy, aHIIiCBbKOI0, YKPAaiHCHKOIO Ta POCiMCHKOI0
MOBaMH; 3arajibHa TPUBAJIICTb K/IiHIUHOTO BUITPOOYBaHHs B YKpaiHi Ta cBiTi 36ibiieHa o 40 MicALiB Bif
paHilre 3aryiaHOBaHOT

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«be3neunicte Ta edekTrBHiCTE Pudakcuminy B TabseTKax 3 BificTpoueHUM BUBi/IbHeHHsM 110 400 Mr y
TMaLi€eHTIB i3 Marny/aonycTy/spHOI0 (OPMOIO po3aliea CepeJHbOr0 M TSHKKOTO CTYTMeHIB Ta MO3WTUBHUM
pe3y/nbTaTOM [UXaJbHOrO TEeCTy 3 HaBaHTa)KeHHSIM JIaKTyJ/I03010. baraTonieHTpoBe, paHAOMi30BaHe,
Mo/iBiliHe cutine TruIaleb0-KOHTPO/ILOBaHe KiliHiuHe pochimkeHHs», REROS/001/17, Bepcis 3.0 Bif
04.12.2019
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3asiBHUK, KpaiHa «biopaci, En-En-Ci», CITIA

CrnioHcop, KpaiHa «Anbdacirma C.m.A.» (Alfasigma S.p.A.), Bosnonbs, ITanis
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HopnaTok 21
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnHoBnieHa Oporypa gocmigHuvka, Bepcis 8.0 Big 26 Oepesns 2021 poky; HocmimpkenHs 20103_
[ndpopmariisi g maijieHta Ta ¢opma iHpopmoBaHoi 3roau, Bepcis 3.0 Big 14 kBitHa 2021 poky
YKpaiHCBKOIO Ta pocilicbkKoro MoBaMu Ha 6a3i IHopmariii A1 natjiedTta Ta popmu iHhopMoBaHOI 3roay,
Bepcisi 3.0 ang Ykpainu Big 14 kBitHa 2021 p.; Hocaimkenns 20103_Indopmatiis ans naiieHTa/opma
iHopMOBaHOI 3roAM BiAHOCHO 3MiH y TIpOBefleHHi AocmimpkeHHs, Bepcis 2.0 Big 19 kBiTHa 2021 poky,
YKpPaiHCBKOIO Ta POCiChKO MoBaMH, Ha 6a3i IHdopmariii gy naiienTa Ta hopmu iHbopmMoBaHOi 3rogu
BiZJHOCHO 3MiH y MpOBefeHH] AocmimKeHHs, Bepcii 2.0 g Ykpainu Big 14 kBitHa 2021 poky; 20103
KonrtakTHa KapTka, Bepcis 3.0 Big 07 kBiTHs 2021 poKy yKpaiHCBHKOIO Ta POCIHCbKOIO MOBaMH, Ha 0Oa3i
KOHTaKTHOI KapTku, Bepcid 3.0 ang Ykpainu Big 06 kBitTHs 2021 poky; 20103 dopma ais JomaTkoBoi
KOHTaKTHOI ocobu, Bepcist 01 Bix 07 kBiTHa 2021 poKy yKpaiHCBKOIO Ta POCIHChKOIO MOBaMHu Ha 0asi
@opmu 1151 [JogaTkoBoi KoHTakTHOI 0cobu, Bepcist 01 asist Ykpainu Big 06 kBiTHS 2021 poky

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

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

BararolieHTpoBe, paHAOMi30BaHe, TO/BiliHe-c/lile B Mapaje/ibHUX TpyMax, Iuialeb0-KOHTPO/IboBaHe
JOCTiIKeHHsT [/ OLiHKKA e()eKTUBHOCTI Ta Ge3rmeuHoCTi (hiHepeHOHYy MpH 3aXBOPIOBAHHI Ta CMEPTHOCTI
rnatieHTiB 3 cepueBoto HegocTaTHicTIO (NYHA knac II-1V) Ta ¢pakuieto BUukuay JiBoro uutyHouka =40%
(PBJILI >40%), No. BAY 94-8862 (finerenone) / 20103, Bepcisi 2.0 3 iHTerpoBaHor0 MomnpaBkow 1 Bif
21 BepecHsi 2020 poky

3asBHUK, KpaiHa

TOB «batiep», YkpaiHa




2 MPOJOBXKeHHA fojaTKa 21

CnoHcop, KpaiHa baitep AI', HimeuurHa

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

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

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

/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 a.M.H. Koposnbs A.P.
HepxaBHa ycraHoBa «IHCTUTYT OuyHMX XBOpoO i TKaHuWHHOI Tepamii im. B.II. ®inaToBa
HarjioHasbHoOi akaziemii MeJUUHHMX HayK YKpaiHW», BifJin BUBUeHHs1 OiosioriuHoi [ii Ta
3aCTOCYBaHHS Jia3epiB B odranmbMosiorii Ha 0a3i BiffisieHHs ja3epHOi MiKpOXipyprii XBopob
oka, M. Ozieca

2 K.M.H. Manomno T.B.
MeanuHu# [IeHTP TOBapUCTBa 3 0OMexkeHOo BifgnosifanpHicTi0 «OK HoBuii 3ip», M. KuiB

3 K.M.H. [ToBx B.JL.
JIiKyBa/IbHO-/1iarHOCTUYHUIA LIeHTP TPUBATHOTO TiIIIPUEMCTBA TPUBATHOI BUPOOHUUOI hipmu
«ALIMHY C», M. KponuBHULIbKUI

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

Ne 762 Big 20.04.2021

Ha3ga kyiiHiyHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHioMi30BaHe, KOHTPOJIbOBaHe 3a aKTUBHUM IperiapaToM, Mo/BiliHe MaCKOBaHe JJOC/ii)KeHHs1 a3y 3 B
rapasie/leHUX Tpyrax 3 OLiHKKA edeKTHBHOCTI Ta Oe3meuHocti mperapaty CT-P42 y mopiBHsHHI 3
rperiapaToM AWTisl y MarjieHTiB 3 AiabeTHUHMM Maky/sipHUM Habpsikom», CT-P42 3.1, Bepcis 1.0 Bix
22 xoBTHs 2020 poky




2 MPOJOBXKEHHS 0ojaTKa 22

3asgBHUK, KpaiHa TOB «Cineoc Xesnc YkpaiHa»

CrnioHcop, KpaiHa «CemnrpioH, IHK.» (Celltrion, Inc.), Pecriy6nika Kopest
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HonmaTok 23
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

3anmyueHHsi gozgaTkoBoi BuUpoOHWuYoi minsHku F. Hoffmann-La Roche AG-Kaiseraugst-Herstellung,
Verpackung und Pliifung von Arzneimitten, Wurmisweg Kaiseraugst 4303, Switzerland i mpenapary
Are3onizymab (Atezolizumab) / Teuentpuk (Tecentriq), 1200 mr/20 M1, KOHLIEHTpPAT [/s1 PO3UUHY AJis
iHdy3ii; 3miHa BracHMKa BUpoOHMUOI AinsHKU Bellwyck Pharma Services, Germany Ha PCI Pharma
Services Germany GmBH, Am Wall 5, Grossbeeren, Brandenburg, 14979, Germany

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

Ne 1265 Biz 05.06.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, KOHTpO/bOBaHe mAociipkeHHs ¢a3su 3 KabosautiHiOy (XL184) y komGiHariii 3
ATte3omisymabom mopiBHsHO i3 CopadeHiOOM y TaIlieHTiB i3 TIOMIMPEHO TeraToLeHJIIPHOI0
KapLIMHOMOIO, SIKi He OTpUMYBa/lM IIONEepeJHI0 CHUCTeMHY [POTUIYX/IWMHHY Tepamito», XL184-312,
nioripaBka 2.0 Big 09 ksitHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIOBIJAIBHICTIO
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

Exelixis, Inc., CIIIA

CynyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 fUpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

[ornoBHeHHs1 10 iHGOpMaLilIHOT0 JIMCTKA yyacHUKa Ta GopMH iHHOPMOBAHOI 3ro/iH, 1[0 OXOILIFOE 3MiHU Y
3B’s13ky 3 COVID-19 st 6aTeKiB, [[0[jaTKOBe [JOC/TiI)KeHHs, MiXKHapojHa MaiicTep-Bepcisi [1oroBHEeHHS
Bep. 1.0 Bix 15 kBiTHA 2021 p., Ykpaina, Bep. 1.0 Big 25 uepBHsa 2021 p., aHIJIIACBKOIO, YKPalHCHKOIO Ta
POCiMICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1287 Bip 25.11.2016

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«/JOBroCcTpoKOBe, BiJKpUTe, MPOJOBKEHe AO0C/iPKEHHSI 3 THYYKMMHU 03aMU BOPTIOKCETUHY Yy AiTel Ta
MiJJITKIB BiKOoM Bif 7 no 18 pokiB, XBOpUX Ha BeJMKUW JernpecuBHUW po3nazg (BAP)», 12712A, Bepcis
npotokoay 3.1 (3 sokanbHOK mnonpaBkow 1 ans bonrapii, Ecronii, Himeuunnu, JlaTBii, Mekcukw,
IMosbii, Pocii, Cepbii, YKpainu Ta j0KaabHO nonpaBkoro 2 a1 Konywmo6ii) Big 13 rpyans 2018 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

X. JIynnbek A/C, aHis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonmaTok 25
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporrypa gocifgHuKa st [OC/TiIpKyBaHOTO JTiKapchbKoro 3aco0y na3eptiHib (YH25448), Bepcisi 7.1 Big
19 motoro 2021 poky; Indopmatiis A5 yuacHUKIB Ta @opma iHbopMOBaHOI 3roiu, MoJie/b A/ YKpaiHu,
Bepcis 2.0 Big 21 kBiTHa 2021 poky (yKpaiHCBbKOIO Ta pociiicbkoro MoBaMH); IHdopMmallis A/ yuacHUKIB
ta Popma iHdopmoBaHoi 3roau ([lepexpecHe AoCHiIKeHHs), MOZe/Nb A1 YKpaiHu, Bepcis 2.0 Bif
22 xBiTHA 2021 poKy (YKpaiHChKOIO Ta POCIMICHKOI MOBAMU).

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomiszoBane, mozgiiiHe cuine pocimkeHds Pasu 111 ans oniHku edekTuBHOCTI Ta Oe3meyHOCTI
na3eptiHiOy B mopiBHsAHHI 3 rediTiHiOOM sIK Teparii mepiuoi JIiHii B MAL[i€HTIB 3 MiCL|eBO-TIOIIUPEeHUM abo
METACTaTUUHUM HEeAIPDIOHOKTITUHHUM pakOM JIeTeHiB 3 MYyTal[i€fo, 1[0 CEeHCHUTU3Y€E pEeLenTop
enifiepManbHoro ¢akropa pocty», YH25448-301, Bepcis 2 Big 03 BepecHst 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Yuhan Corporation, Republic of Korea / FOxan Kopropeiiis, Pecriy6siika Kopest

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpormypa mocmignuka, Acalabrutinib (ACP-196, CALQUENCE®, (D8220000000)), Bepcis 10.0 Bix
12 motoro 2021 poky; IHdbopMarjitinuii sucT s maijiedHTa i ¢popma iHpopmoBaHOI 3roau, Bepcist Ajis
Ykpaiau 9.1.0 Biz 23 kBiTHs 2021 poKy, yKpaiHCHKOIO Ta POCiHCHKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 545 Big 19.05.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomiszoBaHe, mozBiliHe-cine, T1alled0 KOHTPOIbOBaHe, OaraTOI|eHTPOBe AOC/i/KeHHS (a3u 3 3
OLIiHKM OeHJaMycTHHY Ta puTykcuMaby (BR) okpemo y TopiBHSIHHI 3 iX KOMOiHalli€ro 3 akanabpyTHHiOOM
(ACP 196) y natlieHTiB 3 MaHTiMHOK/IITUHHOIO J1iM(OMOI0, sIKi paHillle He OTpUMYyBasHu JiikyBaHHs», ACE-
LY-308, 3 iHnkopriopoBaHot0 nonpaBkoro, Bepcis 3.0 Big 08 yepsHst 2020 poky

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Acerta Pharma BV, Higepnanau

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 27
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3ar/IaHOBaHOI KiJIbKOCTI MallieHTiB y AocmipkeHHI B YKpaiHi 3 25 g0 40 marjiedTiB; 3MiHa
Ha3BMW 3asBHUKA KiiHiyHOro BumpoOyBaHHs 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «Cineoc Xenc
YKpaiHa»

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararouLeHTpoBe, paHAOMi30BaHe, KOHTPOJIbOBaHe AKTMBHHM IIpernaparoM, MOJBiMHe CJiirne, MOJBiKHe
MacKoBaHe KJIiHiYHe /OC/i/PKeHHs B TapajefbHUX Ipyrax i3 BUBUYeHHs eeKTUBHOCTI, Ge3reyHocTi Ta
repeHOCHMOCTi Oe3rnepepBHOI MiAlKipHOI iH(Y3ii mperapatry NDO0612 TmOpiBHSHO 3 TMepopajbHUM
nipuiiomoM IR-LD/CD y matiieHTiB i3 XxBopo6oto [TapkiHCOHa, y IKUX PO3BUBAKOTHLCSI MOTOPHI (hIyKTyartii
(BouNDless)», ND0612-317, Bepcis 2.1 Big 25 uepBHsi 2020 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

NeuroDerm Ltd., Israel (I3painb)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 28

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBnieHU TIPOTOKOJ KiiHiuHOro BuripoOyBaHHs LPRI-424/301, ocratouna Bepcis 3.0, 26.01.2021,
aHIJIIMCBKOI0 MOBOI; CHHOIICMC OHOBJIEHOTO TMPOTOKOJY KiiHiuHOro pgociifpkeHHss LPRI-424/301,
ocratouHa Bepcis 3.0, 26.01.2021, ykpaiHCbKOrO MOBOW; IHdopmaiiiHuii aucToKk Ta (Qopma
iHopMoOBaHOI 3ro iy /sl IOBHOJIITHIX YUaCHUIIb, 3AaTHUX AaTH iHPOPMOBaHY 3rojly, OCTaTOYHA MaicTep
Bepcis A/ YKpaiHM aHTJIilicbkoro MoBoto, Bepcis 5.0 Big 29.04.2021 (Subject Information Sheet (for
subjects of full age, able to give informed consent)/ Informed Consent Form English_UA_Final Version
5.0, 29-APR-2021); IndopmariliHuii TUCTOK AJis TMOBHOJIITHIX Y4YaCHWLIb, 3JaTHUX [aTH iHPOpMOBaHY
srogy/®opma iHpopmMoBaHOI 3rofu /s TIOBHOMITHIX yUYaCHUKIB, 3/JaTHUX JaTU iHPOpPMOBaHYy 3rofy,
ocTaTouHa Bepcisi yKpaiHCbKOO MoBoro, Bepcisi 5.0 Big 29.04.2021 (Subject Information Sheet (for
subjects of full age, able to give informed consent)/Informed Consent Form Ukrainian, UA, Final Version
5.0, 29-APR-2021; Tudopmariitinuii TUCTOK Ta (opma 3roAu AiBUMHU-TIIAIITKA (YuyacHUI]i BikoM Bij 16
[0 18 pokiB), ocTaTouHa MaucTep Bepcis A/l YKpalHU aHIJIiMCbKOK MOBORO, Bepcis 5.0 Bifg 29.04.2021
(Subject Information Sheet (for Adolescents)/Assent Form English_ UA_Final Version 5.0, 29-APR-
2021); Indopmariiiinuii MMCTOK Ta ¢Gopma 3roAu /s AiBuaT-migmiTKiB (YuacHuli BikoM Big 16 mo 18
POKiB), OCTaTOYHa Bepcisi yKpaiHCbKOIO MOBOI0, Bepcisi 5.0 Big 29.04.2021 (Subject Information Sheet (for
Adolescents)/Assent Form Ukrainian_UA_Final Version 5.0, 29-APR-2021); IndopmatiiiiHuii TMCTOK Ta
dhopma iHbopMOBaHOI 3roau A OATHKIB, OCTAaTOUHA MakcTep Bepcis A1 YKpaiH! aHT/TiMCHKOI0 MOBOIO,
Bepcisi 5.0 Big 29.04.2021 (Subject Information Sheet (for parents)/Informed Consent Form
English_UA_Final version 5.0_29-APR-2021); Indopmartiiinuii 1uctok Ta opma iHbhopMoBaHOi 3rofu
Ins 6aThKiB, ocTaTOYHa BepCis yKpaiHChKOK MOBORO, Bepcis 5.0 Big 29.04.2021 (Subject Information
Sheet (for parents)/Informed Consent Form Ukrainian_UA_Final version 5.0_29-APR-2021); Bpouiypa
Hocnigavka ienorect 2wmr/Etuninectpazion 0,02 mr KOK (DNG-EE COC LPRI-424), Bepcis 6.2,
KBiTeHb 2021, aHr/TiMICbKOIO MOBOO; 3MiHa Ha3BH MiCIisl TIPOBe/IeHHsT BUTTPOOYBaHHS:
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byno Crasno

JI.M.H., ipod. [Tuporora B.I. J.M.H., ipod. [Tuporoga B.I.
KomyHaneHe  HekomepuiviHe — mianpueMcTBO | KoMyHanbHe — HeKOMepLiiHe  MiANPUEMCTBO
JIbBiBcbKOi ~ obsacHOi  pagu  «JIbBiBChKMiA | JIbBiBCbKOI ~ oOsacHOi  paau  «JIbBiBCHKUI
0o0/lacHUI TIeHTP PpenpOAYKTUBHOTO 370POB’Sl | 00/IaCHUM IIeHTP PpenpOAyKTUBHOTO 3/]0POB’sI
HacCeJIeHH», KOHCY/IbTaTUBHO-JIiIKyBa/lbHe | Hace/leHHs»,  BiJJileHHs  penpojyKTHBHOI'O
BifiZliIeHHS1 3 IeHHUM CTalioHapoM, JIbBIBCbKWM | 3J0POB'S Ta TIulaHyBaHHS CiM'i, JIbBIBCbKUU
HallioHaTbHUN MeJWYHWM YHiBepCUTeT iMeHi | Hal[iOHa/IbHUM MeJUUYHUN yHiBepcuTeT iMeHi
Hanwna Tamuipkoro, Kadezapa akyiiepcTBa, | [lanuna Tamuibkoro, Kadepa akKyllepcTBa,
riHekonorii Ta mepuHaronorii  ¢akynbTeTy | riHeKosiorii Ta  mepuHaTosorii  ¢akynabTeTy
TiC/IAUIVIOMHOT OCBITH, M. JIbBIB TiC/IAUIVIOMHOI OCBITH, M. JIbBIB

Howmep ta faTa Haka3y Ne 893 Binm 15.04.2020

MO3 1woz0 3aTBepAKeHHs

K/TiHIUHOTO BUTIPOOYBaHHS

Ha3ga ksiiHiuHOTO «baraTolleHTpoBe HEKOHTPO/JbOBAaHe [OC/iKeHHs KOHTpalleNTUBHOI e(eKTUBHOCTI, 0Oe3rmevyHoCTi,

BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

repeHocuMoCTi Ta ¢apMakokiHeTvku nipenapaty LPRI-424 (mienorect 2mr/etuninectpagion 0,02 mr) npu
3acTocyBaHHi BriposoBx 13 uukiiiB», LPRI-424/301, ocratouHa Bepcis 2.0, 24.09.2019

3asiBHUK, KpaiHa

«Ckoyn IntepHemnn Al'», HimeyurHa

CrioHcop, KpaiHa

«Uemo Pezepu C.JI.» (Chemo Research S.L.), Icianis

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0€3neueHHA

Isan 3A/IBOPHUX




Honatok 29
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnHoBnennii poToko/a KiiHiyHoro pociifkeHHss EFC16033 3 nompaskoro 04, Bepcis 1 Bifg 14 kBiTHS
2021p., aHrmilicekkoro MoBoro; OcHOBHa iH(opmallisi po AocaifpkeHHs i ¢opma iHdopMoBaHOI 3roau,
Bepcis 7 Bif 29 kBiTHa 2021p., aHrilicbkoro MoBoto; [Hpopmallist /15 natieHTa Ta popma iHhopMoBaHOT
3roau, Bepcis ans Ykpaind Ne 7, Big 07 tpaBHs 2021p. (Ha ocHoBi OcHOBHOI iH¢opMaliii 1po
JocnimkenHss i ¢opmu iHpopmoBaHOi 3rogu Bepcisi 7 Bif 29 kBiTHs 2021p.) aHT/MCBKOIO MOBOIO;
Indopmariisi ans maijienta Ta Gopma iHpopMoBaHOI 3roau, Bepcisi st YKpainu Ne 7, Big 07 TpaBHS
2021p. (Ha ocHoBi OcHOBHOI iHdbopMaliil TIpo AocmigKeHHs i popmu iHbopMOBaHOI 3rofu, Bepcis 7 Bif
29 ksiTHs 2021p.) ykpaiHCbKOIO MOBOIO; IHQopmariisi s marieHTa Ta ¢gopma iHGOpPMOBaHOI 3rofu,
Bepcis anst Ykpainu Ne 7 Big 07 TpaBHs 2021p. (Ha ocHoBi OcHOBHOI iH(opmarjii npo gocsifKeHHs i
tdopmu iHdopmoBaHoi 3roau Bepcisi 7 Bif 29 kBiTHs 2021p.) pocilicbkoro MoBoto; IllofeHHUK maijieHTa
st peectpauii npuiiomy JJIIT, Bepcisi 7.0 o PA04 Bix 07 TpaBHs 2021 p., aHI/iMCbKOIO, YKPaiHCHKOIO Ta
POCiMICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomisoBane, mogBiliHe ciire fgociimkeHHs 3 a3y A1 BUBYEHHS e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
niperiapaty SAR442168 y nopieHsiHHI 3 TepudyHomigom (O6apkio®) B yUaCHUKIB 3 PeLAMBYIOUMMU
tdopmamu po3scisiHoro ckiepo3y (GEMINI 1)», EFC16033, 3 nomnpaBkoto 03, Bepcisi 1 Bix 28 ceprnHs
2020p.

3asBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»
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CnoHcop, KpaiHa Genzyme Corporation, USA (I>xen3aiim KopnopetitH, CIIIA)

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 30
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

Martepianu pAs1 TaLi€eHTIB (CKPIiHILOTU OMNWTYBA/JbHUKIB): «3alMTaHHS 3a IIKaJ0K MaTOJIOTiuHUX
MUMOBIIBHUX pyXiB-14 (AIMS-14)», Bepcis Bif 18 TpaBHs 2021 poky (ykpaiHCbKOK MOBOR); «Illkana
OLIeHKM aHOMaJIbHBbIX HEeIpOW3BOJbHBIX [JBWKeHUM (AIMS)», Bepcis Big 18 TpaBHs 2021 poky
(pocitickkoro MoBoro); Illkanma ouinku akatusii bapHca [BARS]), Bepcis Big 18 TtpaBHs 2021
(YKpalHCBKOIO Ta pOCiMiCbKOIO MOBaMM); 3arajibHe Bpa)keHHs PO 3MiHy cTaHy (Jikap) [CGI-C], Bepcis Bix
18 TpaBns 2021 poky (ykKpaiHChKOIO MOBOW); OO6miasi orjeHka w3meHeHud (kKmununuctoMm) [CGI-Cl,
Bepcis Bix 18 tpaBHs 2021 poky (pociiicbkKoro MOBOM0); 3arajibHe Bpa)keHHsI PO TsDKKicTh (J1ikap) [CGI-
S], Bepcist Bix 03 TpaBHs 2021 poky (yKpaiHCbKOK MOBOO); OOlljasi OIfeHKa TSDKECTH (KIMHUI[UCTOM)
[CGI-C], Bepcis Big 18 TpaBHsa 2021 poky (pocilickkoro MoBor0); Illkana OLIiHKM TS)KKOCTI cyiquay
KonyMbitickkoro yHiBepcuteTy (C-SSRS), BuxigHi gani/Bepcis asis oijiHroBaHHsI, Bepcis Bifj 18 TpaBHs
2021 poky (yKpaiHCBKOIO Ta pocCiiicbkoro MoBamH); I1IKasa OIIHKM TSDKKOCTI Cyil[uay KOyMmOiliChKOTo
yHiBepcuTeTy (C-SSRS), 3 MOMeHTy OCTaHHBOTO Bi3UTY, Bepcis Bif 18 TpaBHs1 2021 poky (YKpalHCBKOIO
Ta pocilicbkkoro MoBamm); EQ-5D-5L, Bepcis Bix 18 TpaBHsi 2021 poky (YKpaiHCBbKOIO Ta POCiiCHKOIO
MoBamHM); Illkana mosuTuMBHMX 1 HeraTuBHUX cuHApoMiB PANSS, Bepciga Bix 18 tpaBHsa 2021 poky
(YKpaiHCBKOIO Ta pOCificbKor0 MoBamH); [Tam’dATKa MOMiIUHMKA ydYaCHHKa I1/1alle00-KOHTPObOBAHOTO
pocnimpkeHHss (PCRS-SP)O, Bepcis 18 TtpaBHa 2021 poky (ykpaiHCbkOO MoBOw); CrieHapui
HarlOMUHAHUS O T1arie00-KOHTpoMpyeMoM ucciefioBaHun — naptHep (PCRS-SP)©O, Bepcisi 03 TpaBHs
2021 poky (pociiicbkkoro MoBOI0); Ilam’siTKa YyuyaCHMKA T1/1a1[e00-KOHTPO/IbOBAHOTO OC/TiPKEHHS
(PCRS)©, Bepcis 18 TpaBHsi 2021 poky (ykpaiHCbKOr MoBOR0); ClieHapuii HallOMMHaHUS O Tuiaiebo-
KOHTpoJ/iupyemMoM ucciefoBanuu — naptHep (PCRS-SP)©, Bepcis 25 TpaBHsi 2021 poky (pOCiHChKOIO
MOBOI); 3aranbHe BpaxkeHHs mpo 3MiHy ctaHy [PGI-C_uk-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcis Biz 18 TpaBHsi 2021 poky (yKpaiHCbKOIO MOBOI0); Ob11jasi oLjeHKa U3MeHeHui
[PGI-C_ru-UA_IRB Submission Document_Pathway eCOA_18May2021], Bepcis Biz 18 TpaBHs
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2021 poky (pociiicbkor0o MOBOIO); 3arajbHe Bpa)kKeHHsI TpO TsDKKicTh (matjient) [PGI-S], Bepcis Bix
18 TpaBHs 2021 poky (yKpaiHChKOIO Ta pocilickkoro MoBamM); KOrHITUBHI mopyiieHHs Mpu 1nM30¢peHii
3a noBigomieHHsiMu TaijieHTa (Patient Reported Experience of Cognitive Impairment in Schizophrenia,
PRECIS)», Bepcist Bifg 18 TpaBHsi 2021 poky (ykpaiHCbKOIO MOBO); KOrHUTHBHBIE HapylleHUs TpU
mm3o¢pennn co cnoB nauyeHTa (PRECIS)», Bepcisi Big 18 TpaBHs 2021 poky (pociiicbkoro MOBOIO);
[Mkana CimrcoHa-AHryca — BinbHe mnafiHHs ronoBu (SAS), Bepcis Big 18 TtpaBHs 2021 poky
(ykpaiHcekor moBow); Illkana CummncoHa-AHryca — nageHue rososbl (SAS), Bepcis Big 18 TpaBHs
2021 poky (pociiicbkoro MoBow); IlIkana A OLiHKM KOTHITUBHOI QyHKLii mipu mm3odpeHii (SCoRS),
[SCoRS Baseline_uk-UA_IRB Submission Document_Pathway eCOA_18May2021], Bepcis Bij
18 TtpaBHs 2021 poky (ykpaiHCbKOlo MOBOW); Illkama /s OLIEHKM KOTHUTHUBHBIX CIOCOOHOCTEHM y
6ombHbIX 1M30GpeHueit (SCoRS), [SCoRS Baseline_ru-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcis Bix 18 TpaBHs 2021 poky (pociiickkoro moBoro); Illkanma [Asi OLiHKU
KorHiTuBHOI ¢yHKIii npu mm3odpeHii (SCoRS), [SCoRS Follow-up_uk-UA_IRB Submission
Document_Pathway eCOA_18May2021], Bepcisi Big 18 TpaBHs 2021 poky (yKpaiHCBKOIO MOBOIO);
[Ikama Jj1s1 OLIEHKW KOTHUTHBHBIX criocoOHocTedl y 6osbHBIX 1n3odpenueii (SCoRS), [SCoRS_ru-
UA_IRB Submission Document_Pathway eCOA_03May2021], Bepcis Bix 03 TtpaBHsa 2021 poky
(pociiicbkkoro MoBor); OmuryBanbHUK SCQ [SCQ_uk-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcis Bix 18 tpaBHsi 2021 poky (ykpaiHCbKOIO MOBOw); OmmtyBanbHUK SCQ
[SCQ_ru-UA_IRB Submission Document_Pathway eCOA_18May2021], Bepcis Biz 18 TpaBHst 2021 poky
(pociiicbkoro MoOBOI0); 3aranbHe BpaxeHHs mnpo 3MmiHy craHy [SPGI-C_uk-UA_IRB Submission
Document _Pathway eCOA_18May2021], Bepcis Big 18 TpaBHs 2021 poky (YKpaiHCbKOIO MOBOIO);
Oo6as oueHka nsMeHeHuid [SPGI-C_ru-UA_IRB Submission Document_Pathway eCOA_18May2021],
Bepcis Bif 18 TpaBHs 2021 poky (pociliCbKOI0 MOBOM); 3arajibHe Bpa)KeHHs Mpo TsDKKicTb [SPGI-S_uk-
UA_IRB Submission Document _Pathway eCOA_18May2021], Bepcisg Bix 18 TpaBHs 2021 poky
(ykpaiHcekoro MoBor0); Ob6imas orjeHka Tspkectd [SPGI-S_ru-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcis Big 18 TpaBHs 2021 poky (ykpaiHCbKOor0 MOBOR0); AiCure participant-facing
app (Jomatok gyt yuacHukiB riporpamu AiCure), Bepcist 1.1 Big 12 6epe3nst 2021 poky (yKpaiHCHKOO
MoBow); AiCure participant-facing app (JogaTok ans yuacHukiB nporpamu AiCure), Bepcisg 1.2 Bin
05 xBiTHs 2021 poKy (pPOCIiMCBKOK MOBOIO)

Howmep Ta faTa Haka3y Ne 1265 Big 23.06.2021
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, TojBiliHe cJiine, TUIaleb0-KOHTpO/bOBaHe AocmimkeHHs: III da3u B mapanenbHUX
rpymnax /s OL[iHKU e(eKTUBHOCTI Ta Oe3meuHoCTi 3acTocyBaHHs Tipernapaty BI 425809 oauH pa3 Ha 100y
MPOTArOM 26-TW)KHEBOTO Tiepiofly JiKyBaHHS B mailieHTiB 3 mm3odpeHieto (CONNEX-2)», 1346-0012,
Bepcist 1.0 Big 16 rpyans 2020 poky.

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

«bepinrep Iurenpxaiim PIIB I'Mm6X eng Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

CynyTHi
MaTepiaynv/ripernapaTi
CyIyTHBOI Tepariii

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




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIisl POBeIeHHs K/TiHIYHOTO BUITPOOYBaHHsI; 3MiHa BiJJIIOBiJa/IbHOTO AOC/TiJHHUKA:

Byso Crano
nikap IMununenko I'.B. nikap Horaesa JI.I.
KomyHanbHui 3aknaz «Yepkacbkuii obmacHuii | KomyHasbHe — HeKoMepijiliHe — IMiTIPUEMCTBO
OHKOJIOTIYHUU JYCriaHcep» Yepkacbkoi | «YepKacbkuit obsacHui OHKOJIOTIYHUU
obmacHoi  pagu, oOnacHuil  iKyBasibHO- | AucriaHcep — Yepkacbkoi  00sacHOT  paju»,
[IarHOCTUYHUN TeMaTO/OTiuHui  1eHTp, M. | OO6nacHui JIIKyBa/IbHO-/1iarHOCTUYHU I
Uepkacu remMaToJIOTiuHUM 11eHTp, M. Yepkacu

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

Ne 1542 Big 06.12.2017

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«®a3za III, paHzomizoBaHe, TIO/BiliHe CiTile, KOHTPO/bOBaHe, OAraTOIIEHTPOBE AOC/i/PKEeHHS iHTibiTopa
PI3K komanmiciby 3 BHYTpIlllHbOBEHHUM IIIIXOM BBeZleHHS B KOMOiHalii i3 cTaHAapTHOO
IMyHOXiMiOTeparii€l0 B TIOpiBHAHHI 3 CTaHAAPTHOK IMYHOXIMiOTepari€l0 y Malli€eHTiB 3 peLuAuBOM
iHgoneHTHOI Hexo/pKKiHCBKOI fiMbomu (IHXJT) — CHRONOS-4», BAY 80-6946 / 17833, Bepcis 7.0 3
iHTerpoBaHo0 nornpaskor 08 Bizg 14 cepria 2019

3asBHUK, KpaiHa

TOB «bauiep», YkpaiHa
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CnoHcop, KpaiHa baitep AI', HimeuurHa

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopnaTok 32

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBieHUI TIPOTOKOJ KiliHiuHOro BUnpoOyBaHHsi MK-3475-756 3 iHKopriopoBaHorO moripaBkoto 04 Bif
22 xBiTHs 2021 poky, aHT/IicbKOI0 MOBO0O; Bpoiypa mpociigauka MK-3475, suganns 20 Big 08 6epesHst
2021 poky, aHrJilkcbKol MoBOW; YkpaiHa, MK-3475-756, Bepciga 2.03 Big 11 TpaBusi 2021 p.,
YKpaiHCbKOIO MOBOMO, iHdopMallisi Ta JOKyMeHT mpo iHdhopMoBaHy 3rofy Ajs maijieHTa; YkpaiHa, MK-
3475-756, Bepcisg 2.03 Big 11 TpaBHs 2021 p., pocilicbkoro MOBOMO, iH(dopMallisi Ta JOKyMeHT Tpo
iHdbopMoBaHy 3roay /s mauieHTa; YkpaiHa, MK-3475-756, Bepcis 02 Bim 17 TpaBHa 2021 p.,
YKpalHCBKOI0 MOBOO, iH(OPMAI[ifHUI JMCTOK i [JOKyMeHT TMpo iH(OpPMOBaHy 3roJy Ha ManOyTHE
biomenuuHe pmocmimpkeHHs; YkpaiHa, MK-3475-756, Bepcis 02 Big 17 TpaBHsi 2021 p., pociiicbKoro
MOBOMO, iH(pOpMALiiiHUI JUCTOK i AOKyMeHT Tmpo iHopMoBaHy 3roJy Ha MaiOyTHe OiomeauuHe
JIOCTiI>KeHHS

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 540 Big 07.03.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomizoBane, nozgiiiHe ciine pocimkenns 111 ¢a3u ayisa mopiBHSHHSA emOposizymaly 3 1uiaiebo y
KoMbiHallil 3 HeoaZ'FOBaHTHOI XimioTeparii€ro Ta afi'FOBaHTHOK eHJOKPUHHOIO Teparli€to Mpu JiKyBaHHi
paKy MOJIOYHOI 3a/1034 3 HasBHICTIO peLeNTopiB [0 eCTPOreHiB i BiJICYTHICTIO JIFOCHKUX peLienTopiB
enizepmanbHoro gakropa pocty 2 (ER+ / HER2-) Ha paHHil cTajil MpyM BUCOKOMY CTyNeHi PU3UKY
(KEYNOTE-756)», MK-3475-756, 3 inkopriopoBaHoto nornpaBkoro 03 Big 20 rpyaxs 2019 poky

3asgBHUK, KpaiHa

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

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

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

1 [.M.H., ipo¢. IBaHoB B.I1.

KomyHa/nbHe HeKOMepIjiliHe TiANpUeEMCTBO «BiHHUIBKUH 00/aCHUN KIiHIUYHMK TOCHiTalb
BeTepaHiB BiliHM BiHHUIBKOI 00sacHOI Pagu», TepaneBThuHe BifgineHHs Nel, BiHHMLIBbKUMA
HallioHa/IbHUK MeauuHul yHiBepcuteT iM. M.I. TluporoBa, kadeapa BHYTPIlIHBOI MeJULIMHU
Ne3, M. BinHuL

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

Ne 422 Big 10.03.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBaHe, mojBiliHe cine, Tialebo-KOHTpo/bOBaHe JochifkeHHsi I da3u 3 aganTUBHUM
[v3aiiHOM 3 MeToro oLiHKM miperniapaTy LY3471851 (NKTR-358) y maijieHTiB i3 akTUBHUM BHPa3KOBUM
KOo/liTOM Bif momipHoro go Tsbkkoro rmepeGiry», J1P-MC-KFAH, Bepcis 3 mompaBkow (a) Bij
18 muctonazga 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», [lIBetitjapis

CnoHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 34
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBniennii IIpoTokon kiiHiuHOrO BuripoOyBaHHS 64264681LYM1001, ®aza 1, mompaBka 4, JNJ-
64264681, Big 18 motoro 2021 poky, aHrjilicbkoro MoBor; [lomatok pocriigHuka / Investigator
agreement JNJ-64264681, TTporokon kmiHiyHOro BumpoOyBaHHs 64264681LYM1001, mompaBka 4, Bif
18 moToro 20212 poky, aHrmiiicbkoro MoBoto; ozatok no ®opmu iHdbopmoBaHoi 3roau, JomaTtok [0
Maiicrep-Bepcii @I3 Ha ydyacTb y KIiHIYHOMY [oOC/i/pkeHHI Bif: 29 ciunsg 2021 poky, Homep Bepcii
HonaTtky no Matictep-Bepcii @13 Ha yyacts y kiiHiuHoMy gociigkeHHi: 1.0 / Informed Consent Form
Addendum, Master Clinical ICF Addendum Version Date: 29 January 2021, Master Clinical ICF
Addendum Version Number: 1.0, aHrnilicbkoro Ta ykpaiHCbKOO MoBamu; Popma iHpopMoOBaHOiI 3rogu
[Ipotokon 64264681LYM1001 ApanrtoBaHa A YKpainu Bepcig Ne 3.0 Bifg 14 tpaBHa 2021 poky, Ha
ocHOBi Mmaiictep-Bepcii ®I3 Bepcis 6.0 Big 05 Gepe3ns 2021 poky; Informed Consent Form Protocol
64264681LYM1001 Country specific version for Ukraine, Number 3.0 of date 14/May/2021 Based on the
Master ICF version 6.0 of date 05/March/2021, aHrnilicbkor0 Ta YKpaiHCbKOIO MoBaMu; [lofaTok [0
®opmu iHbopmoBaHoi 3rogu [Ipotokon 64264681LYM1001 AgantoBaHa Ajist Ykpainu Bepcist Ne 3.0 Bif
14 tpaBus 2021 poky, Ha ocHOBi Matictep-Bepcii @13 Bepcist 6.0 Bix 05 Gepe3nss 2021 poky; Annex to
Informed Consent Form Protocol 64264681L.YM1001 Country specific version for Ukraine, Number 3.0
of date 14/May/2021 Based on the Master ICF version 6.0 of date 05/March/2021, aHrnilicbkor Ta
yKpaiHcbKoro MoBamu; llogenHuk nauieHTa / Patient diary, 64264681LYM1001-ENGO1 INT-3, Version
1.0, 14AUG2020 Ukraine, BID local version 2.0, 08APR2021, Ukrainian language, aHrniiicbkor Ta
yKpaiHcbKoro MoBamy; llogeHHuk nauienTa / Patient diary, 64264681LYM1001-ENGO1 INT-3, Version
1.0, 14AUG2020 Ukraine, QD local version 2.0, 08APR2021, Ukrainian language, aHrnilicbkoro Ta
yKpalHCbKOro MoBamy; IIportokon 64264681LYM1001 IIOAEHHUMK ITAILIIEHTA mnpenapar JNJ-
64264681, npuitom 1 p/g, 64264681LYM1001-UKRO1 INT-3 Version 1.0, 14AUG2020 Ukraine, QD
local version 2.0, 08APR2021, Ukrainian language, ykpaiHcbkoro MoBoto; IIpotokon 64264681LYM1001
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NOOEHHUK ITALIIEHTA npenapar JNJ-64264681, nputiom 2 p/a, 64264681LYM1001-UKRO02 INT-3
Version 1.0, 14AUG2020 Ukraine, BID local version 2.0, 0BAPR2021, Ukrainian language, ykpaiHCbKO!0O
MOBOIO

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpute pocmimkenHss 1 ¢asu 3 ouiHKM Oe3meuyHOCTi, (apMakOKiHETUKK i (apMaKoAWHAMIKU
nipernapaty JNJ-64264681 B yuacHUKIB 3 HeXO[KKiHCHKOIO JiM(OMOIO Ta XPOHIUYHUM JiM(OLUTapHUM
nerKo3o0M», 642646811 YM1001, nonpaBka 3, Bif 14 ceprinst 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Snccen-Cinar Inrepuemnn HB, Benbrisi / Janssen-Cilag International NV, Belgium

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHA Ian 3A/IBOPHUX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

36isbIIeHHs KiTbKOCTI AoC/TipKyBaHux B YKpaini 3 100 go 150 oci6

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

Ne 2554 Biz 09.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, moaBiliHe ciire gociimkeHHs 3 da3u A1 BUBUEHHS e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
niperiapaty SAR442168 y mopiBHsHHI 3 T1aleb0 B yYaCHUKIB 3 TIepBUHHO-TIPOTPECYHOUHM PO3CiTHUM
cknepo3om (PERSEUS)», EFC16035, 3 monpaBkoto 04, Bepcis 1 Big 02 nucronazaa 2020p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CrioHcop, KpaiHa

Genzyme Corporation, USA (I>xen3aiim Kopropeiimix, CIIIA)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 36
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Tect ouinku XO3JI (COPD Assessment Test™ (CAT) Big 2009 poky, YKpaiHCBKOIO MOBOIO;
OuinroBanbHui Tect 3 XO3JI (COPD Assessment Test™ (CAT) Big 2009 poky, poCiliCbKOO MOBOIO;
3MiHa BiZIMOBi1a/IbHOTO [JOC/TiIHHKA Y MICIIi POBeIeHHs K/TiHiUHOTO BUTIPOOYBaHHS:

Bysno Crano

likap Kyruuk H.B) nikap Csipigenko [1.0.

Meauunnii nentp «Ok!Kninik+» ToBapuctsa 3 | Meanunuii njeHTp «OK!KiiHik+» TOBapucTBa 3
0OMEXXEeHOK BiJNOBiJanbHiCTIO «MiKHapogHuMii | 0OMeXXeHOr0 BifNoBifanbHICTIO «MibKHApOAHUI
IHCTUTYT KIIHIYHHX [JOCTiZPKEeHb», CTalfioHapHe | IHCTUTYT KIHIYHUX [JOCIi/KeHb», CTalfiOHapHe

BiZIliIeHHs, BiA/i/1 My IbMOHOJIOTIT, M. K1iB Biili/IeHHs, BiAALT Iy IbMOHOJIOTIT, M. KuiB

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

Ne 187 Big 05.02.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzomizoBaHe, ToBiliHe criine, T1ale00-KOHTPO/IbOBaHe JOCTiHKeHHsT 3 a3y B Mapasie/lbHUX Ipyrax,
II0 TIPOBOAWTBCSA [yii BUBYEHHS e(eKTUBHOCTi, 0e3MeYHOCTi Ta TIEPEeHOCHUMOCTI Tperapary
SAR440340/REGN3500/itertekimab (MOHOK/IOHa/MBHI aHTHTINA, crienqudiuni g0 IL-33) y marjieHTiB i3
TIOMiDHUM Ta Ba)KKUM XPOHIUHMM OOCTPYKTHBHHMM 3aXBOPIOBaHHSM JjiereHb (XO3JT)», EFC16750, Bepcis
1 Big 25 BepecHsi 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»
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CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesiornMaH, @paHifisi)

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 37
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

OcHoBHa dopma iHdopmoBaHoi 3roau (IHdopmarjitiuii mMcToK i dopma 3roAud [ yYaCHUKIB
JIOC/Ti/I)KeHHsT) aHTJIiliCbKO MOBOIO i YKpainu, Bepcist 4.0 Big 27 TpaBHs 2021 p. Ha ocHOBi OcHOBHOI
dopmu iHbopmoBaHoi 3roau (IHdopmartiitinuii McToK i Gopma 3roAu Ajsi YUaCHUKIB AOCITiIKeHHS)
aHrjificekoro MoBoro, Bepcisi 3.0 Big 29 kBitHa 2021 p.; OcHoBHa ¢opma iH(OpPMOBaHOI 3roAu
(Indopmariitinuii MMCTOK i hopMa 3rofiu /il yUaCHUKIB [JOC/Ti/PKeHHs) aHTJIiHChKOI MOBOIO /711 YKpaiHH,
Bepcisi 4.0 Big 27 tpaBHsA 2021 p. Ha ocHOBi OcHoBHOI opmu iHdopmoBaHoi 3roau (IHopmariiiHMii
JUCTOK i ¢opma 3rofu AJisl yUYaCHUKIB AOCTiKeHHs) aHT/IiiCbKo0 MoBolo, Bepcis 3.0 Big 29 kBiTHA
2021 p., mepeksiaj ykKpaiHCbKOO MoBOO [jsi Ykpaind Bifg 30 TpaBHsi 2021 p.; OcHoBHa ¢dopma
iHndopmoBaHoi 3roau (Indopmariiiinuii MMCTOK i popma 3rofu /AJ1s1 YY4aCHUKIB [JOC/i/I)KeHHs1) aHTTiiiCbKOI0
MOBOIO A/l YKpainu, Bepcist 4.0 Bif 27 TpaBHsi 2021 p. Ha ocHOBI OcHOBHOI (hopMu iHPOpMOBaHOI 3roAu
(Indbopmariitinuii MMCTOK i Gopma 3rofu /sl yUaCHUKIB JOC/IiKeHHsI) aHIJIiCbKOI0 MOBORO, Bepcis 3.0
BiZ 29 kBiTHs 2021 p., nepekniaj, pocilicbkkor MOBOO [ijisi YKpainu Bif 30 TpaBHs 2021 p.

Howmep Ta gara Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sBa kiiHiuyHOTO
BUIIPOOYBaHHs, KO/,
BepCis Ta JaTa

«OnTrMi3oBaHe, 6araTolleHTpOBe, paH/OMi30BaHe, TOABiliHe crire, TUIALe00-KOHTPOLOBAHE
JIOC/Ti/I)KeHHsI y TlapaJie/IbHUX Tpyrax i3 BUBUEHHS BIUIMBY eMIar/iiuio3uHy Ha 4acCTOTY rocriTami3arii 3
TIPUBO/y CepLieBOI HeJOCTAaTHOCTI Ta BIUVIMBY Ha piBeHb CMEPTHOCTI Yy MaLli€HTIiB i3 rocTpuM iH(apKTOM
Miokapzaa», 1245-0202, sepcis 1.0 Big 03 yurniHsa 2020 poky

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»
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CrnioHcop, KpaiHa Boehringer Ingelheim International GmbH, Himeuunna

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 38

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKOJT KiliHiuHOro BUnpoOyBaHHs MK-3475-641 3 iHKopriopoBaHoo morpaBkow 05 Bif
14 tpaBHs 2021 poKy, aHIIIHCHKOI0 MOBOK

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

Ne 833 Big 28.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, noggiiiHe criine gocmimpkenHs 111 ¢a3u nemoOposizymady (MK-3475) y kombiHariii 3
€H3a/lyTaMiZIoM TIOPiBHSHO 3 eH3a/yTaMiZioM 3 Iiaieb0 y Y4YacHUKIB 3 MeTaCTaTUYHWM KacTpaLliiHO-
pe3ucTeHTHUM pakoM nepeamixyposol 3an03u (mCRPC) (KEYNOTE-641)», MK-3475-641, Bepcis 3
iHKOpriopoBaHo0 1onpaBkor 04 Big 11 rpyaas 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHA Ian 3A/IBOPHUX




Honatok 39
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

Po3ginu «3.2.S.7.1 Stability Summary and Conclusions», «3.2.S.7.3 Stability data», «3.2.P.8.1 Stability
Summary and Conclusions», «3.2.P.8.3 Stability data» [Jocbe mocmimKyBaHoro yikapcbkoro 3acooy MK-
1308A, Bepcias 06D385 Bixm 19 TpaBHa 2021 poKy, aHI/IIMCBKOIO MOBOMO; [lo0BXKEHHS TepMiHy
MPUJATHOCTI OC/Ii/PKyBaHOTO Jiikapcbkoro 3acoby MK-1308A (MK-1308/MK-3475) crepuibHUMA
PO3UMH /il BHYTPIllTHLOBeHHOI iHGy3il, 1.43/22.86 Mr/mi 3 18 MicsLliB 0 24 MicsLliB

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, pangomizoBaHe fociimkeHHs III ¢a3su g omiHKKM edeKTHMBHOCTI Ta OGe3meuHoCTi
nembponizymadby (MK-3475) y kombGiHariii 3 6ensytudanom (MK-6482) ta nenBatrnioom (MK-7902),
abo MK-1308A y kombiHarlii 3 jieHBaTHHIOOM TIOPiBHSIHO 3 eMOposTi3yMaboM i ieHBaTUHIOOM B SIKOCTi
MepLIol JIiHII Teparii [/ Yy4YaCHUKIB 3 PO3IOBCHOJKEHOK CBIT/IOK/JITUHHOI HUPKOBO-KJIITUHHOIO
KapuurHoMoro», MK-6482-012, 3 inkopriopoBaHoro norpaskoro 01 Biz 26 ciunsg 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 40
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

Onosnenuyi [Ipotokon kniHiuHOrOo fociipkeHHss SHP675-301, Bepcis 3 mompaBkoto 3 Bif 30 KBiTHA
2021 poKy, aHITNWCHPKOIO MOBOI; bpolrypa [goc/mifiHMKa [OC/iPKyBaHOTO JiKapChKOTO 3acoly
REPLAGAL® (aranciga3a anba), Bepcisi 24 Big 15 6epe3ns 2021 p., anHrjitickkoro MoBoio; SHP675-
301_OcHoBHa iHdopMalis Ans maiieHTa Ta ¢opma iHdopMoBaHOI 3rofu, A/ YKpaiHU YKpaiHCHKOIO
MoBo0, Bepcis 5.0 Bix 21 TpaBHsa 2021 p.; SHP675-301_OcHoBHa iHdopmaiiis AJis mnaijieHTa Ta ¢popma
indopmoBaHoi 3roau, s YKpaiHM pociiickkoro MoBoro, Bepcisi 5.0 Bix 21 TpaBHs 2021 p.; SHP675-
301_OcHoBHa iHdopmaLjisi g maiieHTa Ta ¢opma iHpopmoBaHOI 3rofu, AJsi YKpaiHU aHIJIiACHKOO
MoBoto, Bepcisi 5.0 Bix 21 TpaBHsi 2021 p.; SHP675-301_/lorioBHeHHsI 40 OCHOBHOI iH¢opMariii as
naijieHTa Ta Gopmu iHbopMoBaHOi 3roAu - iHdopmaiiisi Ta dopMa iHHopMOBaHOI 3rofu AJis BariTHOI
narjieHTKY Ha 30ip ZaHUX TIPO BariTHICTh i HOBOHAPO/KEHY JUTHHY, YKPaiHCHKOK MOBOIO ZJisi YKpaiHH,
Bepcist 2.0 Big 21 tpaBHs 2021 p.; SHP675-301_J/loroBHeHHsI 0 OCHOBHOI iHdopMariii A/ maijieHTa Ta
dbopmu iHpopMoBaHOi 3rojau - iHdopMallisg Ta dopma iHHopMOBaHOI 3roAu /s BariTHOI Tal[iEHTKU Ha
36ip ZjaHMX TpO BariTHICTb i HOBOHAPO/KEHY JUTHHY, POCIHCHKOI0 MOBOMO i1 YKpaiHu, Bepcis 2.0 Bif
21 TpaBHs 2021 p.; SHP675-301_/lorioBHeHHsT [0 OCHOBHOI iHdopmariili /8 maijieHTa Ta ¢opMmu
iHdopMmoBaHoi 3rosu - iHdopMmariist Ta hopma iHpopmMoBaHOI 3roAu [/ BariTHOI NaLlieHTKHU Ha 30ip JaHux
PO BariTHICTb i HOBOHAPO/)KEHY AUTHUHY, aHI/IiMCHKOK MOBOIO Ziji YKpainu, Bepcis 2.0 Big 21 TpaBHs
2021 p.; SHP675-301_®dopma BigknukaHHs iHpopMariil A/ maijieHTa Ta ¢opmMu iHQOpPMOBaHOI 3rofu,
751 YKpaiHU yKpailHChKOI0 MOBORO, Bepcist 2.0 Big 21 tpaBHs 2021 p.; SHP675-301_dopma BiAKIMKaHHS
indopmatiii g5 matjiedTa Ta dopmu iHGOpPMOBaHOI 3roAu, /sl YKpaiHu pociiickkoro MOBOO, Bepcis 2.0
Bim 21 TpaBHs 2021 p.; SHP675-301_®opma BigknvkaHHs iHdopmarliii aa maijieHTa Ta (opMmu
iHdbopMoBaHoi 3roau, Aas YKpaiHd aHr/ilcbkor MoBoro, Bepcis 2.0 Big 21 tpaBus 2021 p.; SHP675-
301_Iadopmariist a1st ;0OpoBOJIBLE Ta hopMa iHpopMOBaHOI 3roau Ha npoBeaeHHss CMPT, nis Ykpainu,
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yKpaiHCBKOH MoBoIo, B.1.0 Big 21 tpaBus 2021 p.; SHP675-301_Iudopmatiis ans oO6poBosbLs Ta
dopma iHpopmoBaHOi 3roau Ha rpoBefeHHss cMPT, nns Ykpainu, pociiickkoro MoBoro, B.1.0 Big 21
TpaBHs 2021 p.; SHP675-301_Indopmatiist anst ;o6poBobis Ta dopMa iHGOpMOBaHOI 3roau Ha
nipoBefieHHs1 CMPT, asist Ykpainu, aHr/TilicbKoro MoBoto, B.1.0 Big 21 TpaBHst 2021 p.; 3pa3ok 300pakeHHs
OTMTYBaJIbHUKA [I/Is TallieHTa, KU Oyze MiCTUTHCH Ha esieKTpoHHOMY Hocii «BPI-SF (Kaprta Tina)»
(BPI-SF (BodyMap) eCOA Tablet Screenshots), ans Ykpainu, Bep. 1.00 Big 21 ciuns 2021 p.,
YKpaiHCBKOK MOBOIO; 3pa30K 300pa)keHHsI ONMUTYBa/JbHUKA [Jis TaljieHTa, sKuUM Oyge MiCTUTHCH Ha
enekTpoHHoMy Hocii «BPI-SF (Kapta Tina)» (BPI-SF (BodyMap) eCOA Tablet Screenshots), mns
Ykpainu, Bep. 1.00 Big 21 ciunsa 2021 p., pocilicbkoro MOBOIO; 3pa30K 300pakeHHsI ONMUTYBabHUKA [IJIsT
raiieHTa, KU Oyze MICTUTHCh Ha eyleKTpoHHOMY Hocii «Crtucimii 3anuTanbHuk s JocstimkeHHs
Bromu» (Brief Fatigue Inventory), ans Ykpainu, Bep. 1.00 Big 21 ciuns 2021 p., yKpaiHCbKOIO MOBOIO;
3pa3oK 300pa’keHHs OMUTYBaJbHUKA [Jisl TAIli€EHTa, KUK OyZe MiCTUTHCh Ha €JIeKTPOHHOMY HOCIi
«Crucmuit 3anuraneHuk Ons Jocnimkenns Bromu» (Brief Fatigue Inventory), nnst Ykpaiau, Bep. 1.00
Big 21 ciuns 2021 p., pocificbkoro MOBOO; 3pa30K 300pakeHHs OMMUTYBaIbHUKA J/1s TIALli€HTa, SIKU Oyze
MicTUTUCH Ha enekTpoHHOMY Hocii «GSRS» (GSRS eCOA Tablet Screenshots), ans Ykpainu, Bep. 1.00
Bif 21 ciyng 2021 p., yKpaiHCbKOIO MOBOO; 3pa30oK 300pa’keHHsI OMUTYBa/IbHUKA /s Tal[ieHTa, SKUi
Oyze mictuTrch Ha enekTpoHHOMY HOCiT « GSRS» (GSRS eCOA Tablet Screenshots), ais Ykpainu, Bep.
1.00 Bizg 21 ciunst 2021 p., pocilicbKOIO MOBOIO; 3pa30K 300pa)keHHsI ONTUTYBa/bHUKA 1S Malli€HTa, KUK
Oyzne wmictuTuCch Ha esieKTpoHHOMY Hocii «SF-36v2 Standard» (SF-36v2 Standard eCOA Tablet
Screenshots), anst Ykpainu, Bep. 1.00 Big 21 ciuas 2021 p., yKpaiHCBKOIO MOBOIO; 3pa30K 300pakeHHs
OTMTYBaJIbHUKA [/l MAlieHTa, STKUi Oyzie MiCTUTHCh Ha e/leKTpOHHOMY Hocii «SF-36v2 Standard» (SF-
36v2 Standard eCOA Tablet Screenshots), ans Ykpainu, Bep. 1.00 Big 21 ciunsi 2021 p., pociiicbkoro
MOBOI0; 3pa30K 300pakeHHs1 OMUTYBaIbHUKA [I/Isl TIALli€EHTA, IKU Oy/ie MiCTUTHUCh Ha e/IeKTPOHHOMY HOCIT
«PGI-S» (Shire SHP-675-301 PGI-S eCOA Tablet Screenshots), ans Ykpainu, Bep. 1.00 Big 21 ciuns
2021 p., yKpaiHCBKOI MOBOIO; 3pa30K 300pa’keHHsI OMUTYBa/IbHUKA [IJIs MAl[i€HTa, IKUi Oy/ie MiCTUTHCh
Ha enekTpoHHOMY Hocii «PGI-S» (Shire SHP-675-301 PGI-S eCOA Tablet Screenshots), asia Ykpainu,
Bep. 1.00 Bix 21 ciuns 2021 p., pociiicbkoro MOBOIO; 3pa30K 300pa’keHHsI OMUTYBa/IbHUKA [I/Is TIAlli€HTa,
KUl Oy/le MiCTUTUCh Ha e/leKTPOHHOMY Hocil «HaBuanbHUT MOAy/b i3 KOPUCTYBaHHS IJIQHILIETOM»
(Shire SHP-675-301 TrainingModule eCOA Tablet Screenshots), a1 Ykpainu, Bep. 1.00 Big 21 ciuns
2021 p., yKpaiHCbKOIO MOBOIO; 3pa30K 300pakeHHs OMUTYBa/IbHUKA /IJIs TIalli€eHTa, KUK 0y/le MiCTUTHCH
Ha eyleKTPOHHOMY Hocii «HaBuanbHMII MOAy/b i3 KOpucTyBaHHs IuiaHiietom» (Shire SHP-675-301
TrainingModule eCOA Tablet Screenshots), ans Ykpainu, Bep. 1.00 Big 21 ciunst 2021 p., pociiicbkoro
MoBOw; KapTka mnauieHta a1 pgocaimkenHss SHP675-301, Bepcis 2.0.0 Bix 20 TtpaBHsi 2021 p.,
yKpalHCbKOr0 MOBORO; Kaprtka mnatiienra s pocnimpkenHs SHP675-301, sepcia 2.0.0 Big 20 TpaBHsA
2021 p., pocificbKoI0 MOBOO
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«Bigkpure mocnimkeHHs ¢a3u 3 A oliHKM edeKTUBHOCTI Ta Ge3reuHocTi mperapaty PEITVIATAJI®
JUs TIALliEHTIiB i3 xBopoOoto @abpi, sKi panillie He OTpuUMyBanmM fdikyBaHHs», SHP675-301, Bepcis 3

noripaBkoro 1 Big 01 kBiTHS 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 O6MexkeHow BignoBiganbHicTI0 «KOHTpAaKTHO-JOCTIIHUIIBKA oOpradizaiis [HHo®apwm-

YKpaiHa»

CnoHcop, KpaiHa

«atiep Xbtoman [DxeHerik Tepami3, [HK.», Crionyueni Lltatu Amepuku (Shire Human Genetic

Therapies, Inc., USA)

CynyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepajbHOro AupeKkTopa /lupeKropary
(apmaneBTHUYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX



Hoparok 41
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bbpomypa pocnignuka MK-3475, Buganns 20 Bim 08 6Gepe3ns 2021 poky, aHTJIHCBKOIO MOBOO;
[Hdopmariisi Ta JoKymMeHT Tipo iHOpMOBaHy 3rofy /s TaijieHTa, YkpaiHa, MK-3475-859, Bepcis 10 Bix
26 TpaBHa 2021 poky, ykpaiHCbKOIO MOBOIO; IHdopmallis Ta JOKyMeHT Mpo iH(pOpMOBaHy 3roAy AJis
natjieHra, Ykpaina, MK-3475-859, Bepcis 10 Big 26 TpaBHsi 2021 poKy, poCiiiCbKOI0 MOBOIO

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, mozBikiHe cjline KiiHiuHe gocimpkeHHs (asu 3 membposizymaby (MK-3475) vy
KoMOiHarfii 3 ximioTepariieto y ropiBHsHHI 3 T1aeb0 y KoMOiHallii 3 ximioTepari€ro B SKOCTi JTiKyBaHHS
nepioi fiHii y mnariedtiB 3 HER2-HeraTuBHOO, MOMepeHLO HETiKOBAHON, HeorepabenbHol abo
METAaCTaTUUHOI aZileHOKapLIMHOMOO IITYHKY abo ractpoe3odareansHoro 3’eaHanas (KEYNOTE-859)»,
MK-3475-859, 3 iHKopriopoBaHoro norpaBkoro 03 Biz 11 ciung 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

BK/TFOUeHHSsI 10/IaTKOBUX MiCLlb POBeIeHHSI K/TiHIYHOTO BUNTPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 | g.m.H., npod. Yemyk B.€E.

ToBapucTBO 3 0OMEXeHOI BiAmoBifambHICTIO «MeanuHui 1LeHTp iMeHi akazeMmika FOpis
[IpokonoBuua CrikeHka», BiaAul KaiHiYHMX fociaigkeHb Ne 1, c. KamitaHiBka, KueBo-
CBSITOINIMHCHKUM paiioH, KuiBcbKa 006/1aCTh

2 | 3aB. Big. eBns C. I1.

KomyHanbHe HekowmepLiiiiHe MigrnpuemMcTBO «II0miNbCbKUM perioHa/IbHUM LIEHTP OHKOJOTIT
BinHuibKoi 06/1acHOT pajiuy», BifgineHHs ximioTeparii, M. BiHHMILIS

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

Ne 1326 Big 02.07.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanziomizoBane, moBiliHe citine AocmimpkeHHsT 3 da3u Tpunaukiaiby abo tuianebo y marjieHTiB, sKi
OTPUMYIOTh XimioTeparito remijuTabiHom i KapOoriiaTuHOM mepioi abo Apyroi JiHii XimioTeparii ais
JKYBaHHSI MiCIIeBOTIOIIMPEHOTO Hepe3eKTabeslbHOr0 ab0 MeTacTaTUYHOTO TOTPiHHO-HEraTUBHOTO PaKy
Mos10uHOi 3a103u (PRESERVE-2)», G1T28-208, morpaBka 3 Bepcis 4.0 Big 02 6epe3nsi 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»
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CnoHcop, KpaiHa «Ixi Yau Teparnwtotikc, [HK.»/ G1 Therapeutics, Inc., CIIIA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 43

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBnieHU# MPOTOKO/ KiiHiuHOrO BUnpobyBaHHs MK-3475-B61, 3 iHkopriopoBaHot mornpaBkor 01 Bij
15 kBiTHs 2021 poOKy, aHrificbkkoro MoBotw. bporypa gocnigarka MK-3475, Bumanns 20 Big 08 6epesnst
2021 poky, aHrfiiiickkoro MoBOw; YkKpaiHa, MK-3475-B61, Bepcis 1.00 Big 28 TpaBHs 2021 poky,
YKpaiHCbKOI0 MOBOIO, iH(popMallisi Ta JOKyMeHT Tpo iHdhopMoOBaHy 3rofly AJisi naijieHTta; YkpaiHa, MK-
3475-B61, Bepcig 1.00 Bix 28 TpaBHsa 2021 poky, pociiicbkoro MOBOIO, iHpopMaljisi Ta JOKYMEHT Ipo
indbopmoBaHy 3rofy A TaifieHTa; YkpaiHa, MK-3475-B61, Bepcis 00 Bixm 27 tpaBHs 2021 p.,
YKpaiHCbKOIO MOBOIO, IOMOBHEHHs [0 iHdopMallii Ta J0KyMeHTy Npo iHpOopMOBaHy 3rofy AJis MaljieHTa
Ha JIIKyBaHHs I1iC/Is1 Iporpecii 3axBoproBaHHsl; YKpaiHa, MK-3475-B61, sepcis 00 Big 27 tpaBusa 2021 p.,
POCilICbKOI0 MOBOIO, JOTIOBHEHHS /10 iHdopMallil Ta JOKyMeHTY Tpo iHhOpMOBaHy 3rofy [/is MallieHTa Ha
JIIKyBaHHS MiC/1 [porpecii 3aXBOPIOBaHHS.

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

Ne 187 Big 05.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe kiHiune pocsimkenns 11 ¢a3u, 1m0 NTPOBOAUTLCS B OZIHIH TPy /1S OL[iHKKM TIeMOposTi3ymaly
B KOMOiHarii 3 jieHBaTMHIOOM B SIKOCTi TepIioi JiHii JiKyBaHHS B YYaCHHUKIiB 3 PO3IMOBCIO/KEHOI /
METacTaTUYHOI0  HECBITJIOK/IITUHHOK  HUPKOBO-K/JIITUHHOIO  KapuuvHomoro  Hupkd  (HcKHKKH)
(KEYNOTE-B61)», MK-3475-B61, Bepcis 00 Big 22 BepecHst 2020 poky.

3asgBHUK, KpaiHa

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

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




Honatok 44
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3ar/IaHOBAHOI KiJIbKOCTI MallieHTiB, 1[0 OyAyTh 3amydyaTucCsl y K/iHiuHe BUTIPOOyBaHHS B
Ykpaini 3 130 g0 150 ocib; 3miHa Ha3BU 3asBHHWKA KiiHiuHOro BumpoOyBaHHs 3 TOB «IHC Pecepu
Ykpaina» Ha TOB «Cineoc Xenc YKpaiHa».

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1808 Biz 04.10.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«®a3za 3, 12-TwkHeBe, OaraTolleHTpOBe, paH/OMi30BaHe, TIOJBiliHe cJiime, MIalle00-KOHTPOIbOBaHEe
JOCTiMKeHHsA y 2-X Tpymnax 3 (iKCOBaHUMM Ji03aMHU [ijIs8 OLiHKKA eqeKTUBHOCTi, 0e3rneuHocTi Ta
nepeHocumocTi Opekcrinpazony (OPC-34712) mipu /iKyBaHHI TIAIiEHTIB i3 aXWTAIli€l0 TIOB’S3aHOI 3
JleMeHLli€er0 AsbLrerimepiBcbkoro tumy», 331-14-213, Bepcis 4.0 3 monpaBkowo 3 Bifg 14 BepecHs
2020 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacblOTiK1
HeBenonmenT enp KomepcinizeiH, [HK.», CIIIA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 45
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-866, Bepcisi 1.02 Bixg 26 tpaBHsi 2021 p., yKpalHCbKOIO MOBOM, iH(opmallis Ta
JIOKyMeHT Tipo iH(opmoBaHy 3rofy [/ maijieHTa; YKpaiHa, MK-3475-866, Bepcis 1.02 Bix 26 TpaBHS
2021 p., pociiicbkoro MOBOMO, iH(opMallis Ta ZOKYMEeHT Tpo iHpOopMOBaHy 3roAy [/1s MaljieHTa; YKpaiHa,
MK-3475-866, Bepcis 01 Bix 26 TpaBHs 2021 p., yKpaiHCbKOIO MOBOO, iH(OpMaLiliHUI JUCTOK i
JIOKYMeHT Tpo iHdopMoOBaHy 3rofly Ha MaiOyTHe GiomenuuHe AoCmimpkeHHs; YKpaiHa, MK-3475-866,
Bepcig 01 Bixg 26 TpaBHsi 2021 p., pocilicbKOor0 MOBOIO, iHpOpMaL[iiHMIA JHUCTOK i [JOKYMEHT Ipo
iHbopmoBaHy 3rosy Ha MaiibyTHe OGiomeauune gocimkenHs; MK-3475-866_300pakeHHs Ha
eNIeKTPOHHUX I1jo/leHHuKax A maijieHTta (EQ-5D-5L; FACT-B1-Cys; BCI; Login; PIN change; Patient
main menu), A1 YkKpainu, Bepcisi 2 Big 06 TpaBHsi 2021 poky, ykpaiHCbKOO MoOBow; MK-3475-
866_300parkeHHsI Ha eJIEKTPOHHUX L[o/ileHHUKax s mnarfienta (EQ-5D-5L; FACT-B1-Cys; BCI; Login;
PIN change; Patient main menu), a1 Ykpainu, Bepcisi 2 Big 06 TpaBHsi 2021 poky, pOCiiiCbKOIO MOBOIO;
JIuct-po3’sicienns o cekuii 1.3.1 (Tabsuns 1) go nporokony MK-3475-866 Bin 27 tpaBHs 2021 poky,
aHTJIiiCbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PaHyomizoBane, nozgiiiHe ciine pocaimkeHHs 111 ¢as3u A5 oLiHKM MepionepaljiiiHOro 3aCTOCYBaHHS
nembponizymady (MK-3475) y KomOiHalii 3 HeoaJ'rOBaHTHOIO XiMiOTepari€lo TOpPiBHAHO 3
repioneparjiiiHiM 3aCcTOCYBaHHsIM Tiarie00 y KoMOiHallii 3 Heoa/I'FToBaHTHOK XiMioTeparii€lo B yUaCHUKIB
3 M'SI30BO-iHBa3UBHUM DAaKOM CEUOBOrO MixXypa, MpujaTHux Ajs jikyBaHHs LucriatiHoM (KEYNOTE-
866)», MK-3475-866, 3 iHkopriopoBaHoto mornpaBkoro 02 Bix 15 rpyaxs 2020 poky
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3asgBHUK, KpaiHa ToBapucTBo 3 06MeXXeHOI0 BiAinoBiAanbHicTI0O « MC/] YKpaiHa»

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

CynyTHi —

Marepianu/mpenapaTy

CYTyTHBOI Tepamii

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




HonaTok 46
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

KopoTka xapakTepuCTHKa JiKapcbkoro 3acody Xywipa (amamimyma0) 40 mr, po3uuH i iH’ €Kil y
TiornepesHbO HallOBHeHOMY LuripuLii Bif 06 TpaBHs 2021 poky

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

Ne 1468 Big 21.11.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, nogBitiHe ciine mociizpkeHHs, 111 da3u, A1 MOPiBHSAHHS Tperapary YTaZalydTHHIO
(ABT-494) 3 nyiarie60 Ta 3 afamiMymaboM y Maiji€HTiB 3 aKTUBHUM TICOPiaTUUHUM apTPUTOM, sIKi MalOThb B
aHaMHe3i HeaZIeKBaTHY BiJMOBiAb TIpUHAMMHI HAa OAWH HeOio/MoOTiuHMK XBOpP0OO-MOAUbIKyHOUMi
npotupeBMatuuHuid mpenapat (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHKOpIOpOBaHUMH
aZMiHiCTpaTUBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ans1 ['onkonry (Kutaii)l, 7 i 8 ta [TonpaBkamu 1, 1.01 (ans
VHP kpaiH) 2, 3, 4, 5, 6 Ta 7 (as151 Bcix kpaid kpim fAnowii) Big 30 ciunsi 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




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZJaTKOBUX MiCI[b TTPOBe/IeHHsS] BUIIPOOYBAHHSI

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

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

1 J.M.H., ipo¢. Brosuuenko B. .
KomyHaneHe HekoMepLjitiHe mifnpueMcTBo «KiliHiuHa JliKapHS MBUIKOI MeAUUYHOL OTIOMOTH
M.JIbBOBa», LjeHTp Teparii, JIbBIBCbKMI HalliOHA/IbHUK MeIUUHWK yHiBepcuTeT iMeHi [laHwnsia
lamuupkoro, kadenpa tepamii Nel Ta MeJu4HOI [iarHOCTUKM (DaKy/abTeTy IMiCISAUIIIOMHOI
ocBity, M. JILBIB

2 I.M.H., pod. 3axapaiu FO. M.
MeauuHuli TIEHTP TOBApUCTBA 3 0OMEXeHOK BiAmnoBiganbHiCcTIO «['apMoOHisT Kpacu»,
BiJj/liJIeHHs1 KJTiHiUHMX BUTIPOOyBaHb, M. KuiB

3 a.M.H. ['onoBuenko O.1.
MeauuHuii 1IEHTP TOBapUCTBa 3 00OMEXKeHOI0 BiAmoBiganbHiCTIO «Xenc KniHik», Meanunuit
K/IIHIUHUAW [JOC/TiJHALLKUI LIeHTP, BiJl[li/1 raCTPOEHTEPOJIOril, rernarosiorii Ta eHJ0KPHUHOJIOTI],
M. BinHuis

4 I.M.H., ipod. @enis O.1.

Ob6nacHe KOMyHa/ibHe HeKOMepliiiiHe TiAnpueMcTBo «YepHiBellbka oOsacHa KiliHiYHA
JIIKapHs», MipO3Jia racTpoeHTeponorii, byKoBUHCbKNY [lep)KaBHUM MeJUYHUN YHiBEepCHUTeT,
Kadepa BHYTPIlIHBOI MeIUIIMHU Ta iH(eKI[iHNX XBopoO, M. UepHiBLi
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

baraToreHTpoBe, paH0Mi30BaHe, MO/IBiliHe CJIiTNe AOCTiKeHHS, 1[0 MPOBOAUTHLCS B Mapasie/lbHUX rpyrax
IS OLiHKK e(eKTUBHOCTI Ta 0e3MeYHOCTi TepopasbHOTO eTpaciMozly MpH HOro 3acTOCYBaHHI [ijist
iHAYKLiMHOI Ta MiATpUMYyBa/bHOI Teparii MpH JiKyBaHHI akTWBHOI xBopobu KpoHa Bij momipHOro m0
BaKKOro CryrneHs TspKKoCTi, APD334-202, 3 iHKopriopoBaHoro nonpaskoro 2.0 Big 11 yepsHs 2020 poky

3asiBHUK, KpaiHa

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

CrioHcop, KpaiHa

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

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

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




Honatok 48

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

BUTNIPOOYBaHb Ta BHECEHHS 3MiH [10 ZI0JlaTKa

Ne 29 o Haka3y MiHicTepcTBa OXOPOHU

310poB’s YKpainu Bif 29 rpyans 2020 poky

Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU Ta MICIs IPOBe/IeHHs K/TiHIYHOT'O BUMPOOyBaHHS:

Bysno

CraJso

I.M.H., npod. bonaapenko .M.
KomyHanbHuli 3aknag «Mickka KiiHIYHA JTiKapHs
Ne 4» [IHIMPOBCBKOI MIiCBbKOI pajaw», BiAmileHHs

I.M.H., npod. bonaapenko I.M.
KomyHanbHe HeKOMepLliliHe MiIIPUEMCTBO
«Micbka kiiHiuHa JiikapHa Ned» JIHINPOBCHKOI

ximioTeparii, HepxaBHuM 3aK/aj| MICbKOI pajy, XiMioTeparneBTHYHe BifJileHHA 3
«/JHINporeTpoBChKa MeIhYHa akaZiemisi| IeHHUM CTallioHapoM, /IHIpOBCHbKUI /ep>KaBHUM
MiHicTepcTBa OXOpPOHU  37I0POB‘s  YKpaiHW»,| MeUUHUN yHiBepcuTeT, Kadeapa OHKOJIOTII Ta
Kadeapa OHKoJIOTII Ta MeguuHOi pagionorii,| MeauuHOI pafiosorii, M. IHiNpo

M. [THinpo

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

Ne 662 Big 16.03.2020

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«PanzpomiszoBaHe, mojBiliHe-cine KiiHiuHe pocimpkeHHs 11 ¢asu membposnizymaby (MK-3475) Ta
ximioreparii (XP abo FP) B mopiBHsHHI 3 mulanebo Ta ximiorepamieto (XP abo FP) B skocti
Heoa/'rtoBaHTHOI'0 / a/i'F0OBAHTHOI'O JIIKYBaHHS IMAL[i€HTIB 3 a/JeHOKapLMHOMOI LIYHKY Ta IUTYHKOBO-
crpaBoxifgHoro 3’eaHanHs (IIIC3) (KEYNOTE-585)», MK-3475-585, 3 iHkopriopoBaHOw morpaBkow 08

Big 16 kBiTHs 2021 p.

3asgBHUK, KpaiHa

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

CymnyTHi —

Marepianu/npernapaTy

CYNyTHBOI Tepariii

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




Honatok 49

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZJaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTr0 BUTIPOOYBAaHHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1 | g.m.H. 'ocnogapcekuit 1.4.

KomyHanbHe HekomepLiliHe MiJNPUEMCTBO «TepHOMiJbCbKA YHIBEpCUTETChbKA JIiKapHs»
TepHoribcbKOi  00/1acHOT pagu, OO6nacHU 1LEHTP TacTPOEHTEPOJsIorii 3 TreraTosioriero,
racTPOEHTEePOJIOTiYHe BiffisieHHs], M. TepHOMiib

Howmep Ta faTta Haka3sy
MO3 1010 3aTBepyKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanyoMizoBaHe, mofBiiiHe crirne, Tiarie60-KOHTPOIBOBaHe A0C/TipKeHHs Tiperiapaty BBT-401-1S mpu
repopajbHOMY 3aCTOCYBaHHI Yy MAL[i€HTIB i3 BUPa3KOBUM KOJIITOM CepeJHbOr0 Ta BaXKKOr'0 CTYMEHs, L0
BKJ/IIOUAE Bi/JITIOBiAb-afanTUBHY MOABiNHY cyiny a3y mnojoBxeHOro mikyBaHHs», BBT401-UC-005,
Bepcis 4 Big 14 rpyans 2020 p.

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Bridge Biotherapeutics, Inc., Pecrybmika Kopes

CynyTHi
Marepianu/nperiapaTty
CYIyTHBOI Tepamnii

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




Honatok 50
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

IHdopmaryisi asis1 yuacHrka Ta P@opma 3ro/id Ha y4yacTh y Aoc/ifkeHHi, ¢inanbHa Bepcis 2.0-UA(UK), Big
04 uepBHsi 2021 p., ykpaiHCbKoO MOBORO; IHdopMmalis ans ydyacHuka Ta dopma 3rofji Ha y4acTb Y
nmocnimkenHi, ¢inambHa Bepcisi 2.0-UA(RU), Big 04 uepBHs 2021 p., pociiickkoro MoBorw; [ToBTOpHa
Oarapesi a5 oniHKM HedporicuxonoriuHoro cratycy (UA-RBANS): YkpaiHChKa [OC/TiZHUIBKA BepCis,
RBANS RF A (RV)_Ukrainian-UA_v.1.0_2021-03-18, ykpaiHcbKoio MoBoio; IToBTOpHa Oatapesi [ijist
OLIIHKM HeMpOICUXOJIOTIYHOTO cTaTycy: pochigHvipka Bepcisi, RBANS Form A (RV)_Russian-
UA_v.1.0_2021-03-18, pociiiCbKOI0 MOBOO

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

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe TMo/BiliHE cjlire T/1alle00-KOHTPO/IbOBaHe KIiHIUHE [IOC/i/PKEeHHS, 1[0 BUBYAE
edeKTHBHICT Ta Oe3reKy 3acTOCyBaHHS IMePOPATBLHOTO CeMaryyTUy y Mal[ieHTiB i3 OYaTKOBOIO CTa/li€r0
xBopobu Anbureiimepa (EVOKE)», NN6535-4730, dinansHa Bepcist 1.0 Big 30 xxoBTHs 2020 poKy

3asgBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CrioHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopaTok 51
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

Ownosnenuii TTporokon kiiHiuHoro BunpobyBanHs D2912C00003, Bepcist 3.0 Big 10 6epe3nst 2021 poky,
aHrjificbkkoro MoBoro; [HdopMmalliss ans maijieHta i ¢gopma iHdopmoBaHoi 3rogu ans Yactuxu 1
BUTIPOOYBaHHs, A1 YKpaidu, Bepcis 2.0 Big 06 TpaBHs 2021 p. Ha ocHOBi MmaiicTep-Bepcii 2.0 Bif
25 Gepe3ns 2021 p., aHIJIiACBKOIO Ta yKpaiHCbKOIO MoBamu; [lozaTok Ao IHdopmariii g1 marfieHTa i
dhopmu iHpopmoBaHoi 3roau st Yactuau 1 BunpoOyBaHHs, A/t YKpainy, Bepcis 2.0 Big 06 TpaBHs 2021
p. Ha ocHOBi Marictep-Bepcii 2.0 Bifg 25 6epe3nst 2021 p., aHITIACHKOIO Ta YKpaiHCBKOIO MoBamu; Jlochbe
JOCTiIKyBaHOTO JiiKapcbkoro 3aco0y AZD1402 ta mmaue6o, [ani 3 skocti, ID-004508348, po3min
Introduction, Bepcis 1.0, Big 26 TpaBHs 2021p.; po3ain S.1 General information, Bepcist 2.0 Big 31 6epe3Hst
2021p.,; po3xin S.2 Manufacture of drug substance, S 3.2 Impurities, Bepcist 3.0 Bix 31 6epe3nst 2021p;
S.4.4 Batch Analyses for Drug Substance, Bepcisi 4.0 Big 31 6epesnst 2021p., P.1 Description and
Composition of the Drug Product Bepcisi 2.0 Big 31 6epesnsi 2021p; P.3 Manufacture of Drug Product
Bepcig 4.0 Big 31 6epesnst 2021p., P 3.2 Batch Formula for Drug Product, P 3.3 Description of
Manufacturing Process and Process controls for drug Product, P 5 Control of Drug Product, Bepcis 2.0 Bix
31 6epe3nst 2021p., P.5.2 Analytical Procedures For Drug Product, Bepcist 3.0 Bix 31 6epe3nst 2021p; P.5.4
Batch Analyses for Drug Product, P 8 Stability For Drug Product, Placebo Product, Medical Devices
Bepcist 2.0 Big 31 6epe3nst 2021p., A.3 Novel Excipients, S.1 General Information [Trileucine, Bachem
Ag, Ch], S.2 Manufacture [Trileucine, Bachem Ag, Ch], S.3 Characterization [Trileucine, Bachem Ag,
Ch], S.4 Control Of The Excipient, S.6 Container Closure Systems, S.7 Stability Bepcis 5.0 Big 25 TpaBHs
2021p., aHrificbkoro MOBOM; [ToOBXKeHHST TepMiHY TIPUAATHOCTI JOCTiPKYBaHOTO JTIKapChKOTO 3aco0y
Karicynu 3 ropoiikoM AZD1402 gns inransiiit 1 mr, 3 mr, 10 mr Ta riaije6o g0 30 micsiiB; BkatoueHHs
JIOJJaTKOBUX BUPOOHUUMX Ai/ITHOK [/ OCTiPKyBaHOTO JlikapcbKoro 3aco0y AZD1402 Tta nane6o Fisher
Clinical Services Ink., CIIA, Fisher Clinical Services GmbH, IlIBeiitiapisi, Fisher Clinical Services
GmbH, Himeuunna
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Biz 29.12.2020

Ha3sBa kniniudoro
BUTIPOOYBaHHS, KO/,
BepCis Ta fjaTa

«PanzomiszoBaHe, mozBiliHe crire, raiie6o0 KOHTpojbOBaHe, OaraToleHTpoBe AocmifkeHHsi ¢dasu Ila 3
BH3HAUeHHsI ONTUMAJIBHOI /103H, V IBOX YAaCTHHAX, /ISl OLiHKK e(eKTUBHOCTI i 6e3rmeuHoCTi TppOX piBHIB
ZI03yBaHHS iHransiiliHoro npenapaty AZD1402, mo npuiiMaeTbcsi y ¢GoOpMi CyXoro ToOpOUIKY [Bidi Ha
o0y MpOTSATOM 4 TYXKHIB, Y JOPOC/IUX MAIiEHTiB 3 OPOHXiabHOIO aCTMOIO, SIKi OTPUMYIOTh CE€peHi 103U
iHransLiiHUX KOpTUKOCTepoifiB», D2912C00003, Bepcis 2.0 Biag 23 nucronazga 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Actpa3eneka AB, IlIBewisi/AstraZeneca AB, Sweden

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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

Isan 3A/IBOPHUX



HopnaTtok 52
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Indopmarisi A marieHTa Ta gopma iHpoOpMOBaHOI 3rou, octaTouHa pejakuis 2.0 Aas YKpaiHu Bif
24 TtpaBHs 2021 p., OCTaTOYHMM MepeK/iaj 3 aHIVIIMCbKOI MOBM Ha YKpalHCbKy MOBY Bif 02 uepBHA
2021 p., ocTaTOYHMI MepeK/aj 3 aHIJikCbKOi MOBHY Ha poCiiicbky MoBY Bif 02 uepBHs 2021 p.

Howmep Ta gata Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHs, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe paHAOMi30BaHe, TIOABIMHO CJjlille TIOpiBHSIbHE MIOC/I/KeHHS —OesmeuHocTi ¥
e(eKTUBHOCTI OMaJIalVK/IiHy Ta MOKCHU(JIOKCAL[MHY, II0 3aCTOCOBYIOThCS BHYTPIIIHBOBEHHO abo
repopasbHO TIPU JIIKyBaHHI JOPOC/IMX TALEHTIB i3 HerocrnitajbHOW OakTepiasbHOIO THeBMOHiew (IIIb
daza kiHivHMX BUnpobyBaHb)», PTK0796-CABP-19302, pegakuis 5 Big 19 sucronaza 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«[Taparex ®apmacktotikan3 Inkopriopeiites» [Paratek Pharmaceuticals, Inc.], CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 53
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii Moaynb 2 [locke gocimKyBaHoro gikapcbkoro 3acoby Ralmitaront Film-Coated Tablets, 150
mg, Ro 688-9450/F09; Ralmitaront Film-Coated Tablets, 45 mg, Ro 688-9450/F10;Ralmitaront Film-
Coated Tablets, Placebo 150 mg, Ro 688-9450/F12; Ralmitaront Film-Coated Tablets, Placebo 45 mg, Ro
688-9450/F11; Risperidone Hard Capsules, 2 mg, Ro 115-4427/F02; Risperidone Hard Capsules, 2 mg,
Ro 115-4427/F05; Risperidone Hard Capsules, Placebo for 2 mg, Ro 115-4427/F04), Big uepBHsa 2021 p.,
aHTJIICBKOI0O MOBOO; 3ajyueHHS [AOAATKOBOI BUPOOHWYOI [iNSSHKM [/ TIperapary TOpiBHSHHS
Pucniepuzion mo 2 mr TBepAi kKaricymu abo tuianje6o Ne36: Almac Clinical Services Limited, Seagoe
Industrial Estate 9 Charlestown Road, Craigavon, BT63 5PW, United Kingdom; 3pa3ok MapkyBaHHs
rperapary TOPiBHSHHSI PuicriepugioH 1o 2 mr TBepAi Karcynu abo myare6o Ne36, assi gocmimkeHHs
BP41743, ykpaiHCbKOIO Ta aHIJIINCbKO0 MOBaMH

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

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHJOMi30BaHe, TO/BiiiHe cjlinle, y Tapaje/bHUX TPyIax, Miareb0-KOHTPOIbOBaHe
nmocrimkenss dasu 11 ans ouwinku edekTuBHOCTI Ta 6e3meyHocTi nperapaty RO6889450 (PanmiTapoHT) y
MOPiBHSAHHI 3 TUIalebo y MaijieHTiB i3 mm3odpeHiero abo 3 mM30apeKTUBHUM pO3/1aZOoM Y CTafil
3aroctpeHHsi», BP41743, Bepcisi 3 Big 17 BepecHst 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHoro BianosizanbHicTio «KoHTpakTHO-[ocnigHuibka Opranisatis IHHO(apm-
YKpaiHa»
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CrnioHcop, KpaiHa @. Xobhdmanu-JIs Por JIta, [Betitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 54

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT KiTbKOCTI TIAI[iEHTIB, sIKi MPUMMAaTUMYTh Y4acTh Y KJIiHIYHOMY AOC/iKeHHI B YKpaiHi 3 30
no 70 oci6 Ta B cBiti 3 55 10 300 ocib

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

Ne 1545 Big 03.07.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHZiOMi30BaHe, IO/BiliHe crirne, Maleb0-KOHTPO/IbOBaHe AocCyifkeHHs ¢asu Ib 3
METOI0 BUBUEHHS 0e3revHOCTi, TMepeHOCHMOCTi, (hapMaKOKiHEeTUKH, TIoTnepeAHbol edeKTHBHOCTI Ta
(apmakoguHamiku mperiapaty RO7049665 npu migmkipHOMy BBe[ieHHI y4yaCHMKaM 3 aKTUBHUM
BMPa3KoBUM KoJstitom», WP40161, Bepcist 5 Big 20 mcromnaza 2020 p.

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

@. Xodbdmanu-JIs Pom JITa., [F. Hoffmann-La Roche Ltd], I1IBefitjapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HomaTtok 55

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomypa pocinignrka MK-3475, suganns 20 Big 08 6epesnsi 2021 poky, aHTJIiCBKOI0 MOBOIO; YKpaiHa,
MK-3475-992, Indopmaliis Ta AOKyMeHT Mpo iHpopMoBaHy 3roAy JJis maijieHTa, Bepcis 1.01 Bifg
7 uepBHs1 2021 p., yKpaiHCbKOIO MOBOIO, CTBOPEHa Ha OCHOBIi T/100a/bHOTO IA0M0HY JJis JOCTiKeHHs
MK-3475-992 Bepcis 02 Big 16 6epe3nst 2021 p., a TAKOXK 11a0/I0OHY 3aTBEPPKEHOTO AJIs1 YKpaiHH, Bepcist
Bif 15 ciuns 2021 p. ykpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-992, Indopmalis Ta JOKYMEHT Mpo
indopmoBaHy 3rofy AJis maijieHTa, Bepcisi 1.01 Big 7 uepBHs 2021 p., pocificbkKol0 MOBOIO, CTBOPeHa Ha
OCHOBIi ri06anpHOTO MmaboHy [yt gocmimkenHss MK-3475-992 Bepcisi 02 Bix 16 Gepe3ns 2021 p., a
TaKOXX 111a0JIOHy 3aTBep/KEHOTOo /11 YKpaiHu, Bepcis Bif 15 ciunsa 2021 p. pocilicbKOI MOBOO

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

Ne 1143 Biz 15.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHs, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, moBiliHe cJlinie, TMJIalle00-KOHTPO/IbOBaHe KiiHiuHe pgociimkeHHs III dasu aia
BHUBUeHHsI e)eKTUBHOCTI Ta Oe3meuHocTi nembponizymadby (MK-3475) y kom6iHaliii 3 xiMioripoMeHeBow0
Tepamieto (XIIT) y nopiBHSHHI uine 3 XiMmionpomeHeBoto Tepamieto (XIIT) B yuacHuMKiB 3 M’s130BO-
iHBa3MBHUM pakoM ceuoBoro Mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992, 3 iHKOprOpOBaHOO
noripaBkoro 01 Big 30 6epesns 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




HonaTok 56

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTrO BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1 | g.m.H., npo¢. Crenanenko B.I.

KomyHaneHe HekoMmepljitiHe mianpueMcTtBo «OsiekcaHApiBCbKa KiiHIYHa jikapHsa M. KueBa»
BUKOHABUOro oprany KuiBcbkoi mickkoi pagu (KuiBcbKoi MichKOI ZiepkKaBHOI agMmiHicTpatlii),
LIKiDHO-BeHepo/ioriuHe  BiffineHHsi, HailioHanbHUM  MeAWUHUM  YHiBepcuUTeT  iMeHi
0.0. boromosblig, Kaespa lepMaTosiorii Ta BeHepoJorii 3 KypcoM KocMmeTtosiorii, M. KuiB

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

Ne 1326 Big 02.07.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi30BaHe, To/BiliHe CJliTie, Ti/Ialle00-KOHTPOIbOBAaHe K/IiHIUHEe AOC/iKeHHs, 110 MMPOBOJUTHCS 3
METOI0 OI[iHKK e(heKTUBHOCTI Ta Oe3meku miperiapaty PCS499 mpu jiKyBaHHI BMpa3oK y TIAIli€HTIB 3
ninoigHuM Hekpobio3om», PCS499-NL.02, Bepcis 2.0 Bix 03 6epe3nst 2021p.

3asiBHUK, KpaiHa

TOB «BOPJIABAN]T KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«[Ipouecca Papmacrrotrkanc, Ink.», CIIA («Processa Pharmaceuticals, Inc.»), U.S.A.

CynyTHi
MaTepianv/ripernapaTi
CyNyTHBOI Tepariii

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




HonmaTok 57

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBOTO MiCLisl IPOBe/IeHHsI K/TiHIYHOTO BUMIPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1 I.M.H., npo¢. CrenaneHko B.I.

KomyHaneHe HekoMmepLjiviHe migrpuemcTBO «OJieKCaHApIBCbKA KIIiHIYHA JikapHa M. KueBa»
BUKOHaBYOro oprany KuiBcbkoi micbkoi pagu (KuiBcbKOI MiCbKOI Aep»kaBHOI agMiHicTpallii),
LIKIDHO-BEHEPOJIOTiuHe  BiafiseHHs, HauioHanbHUM  MeJUUYHMM  YHIBEDCUTET  iMeHi
0.0. boromosnbL, Kaespa lepMaTosiorii Ta BeHepoJorii 3 KypcoM KocMmeTtosiorii, M. KuiB

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

Ne 1012 Big 24.05.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«PanzpomizoBaHe, TOABiliHe (ciline, 0araTOIlEHTPOBE MAOCTI/[PKEHHS, 10 TIPOBOJUTHCA 3 METOH
JIeMOHCTpallil ekBiBa/ieHTHOI e(eKTUBHOCTI Ta TMOPiBHsHHSI Oe3reKu Ta iMyHOreHHOCTi Oiomofi6HOTO
mikapcbkoro 3aco0y Ycrekinymab (AVT04) Ta mnpemapary Crenapa® y Talli€HTIB 3 XPOHIYHAM
OJISIIIIKOBUM TICOpia30M Bifi cepeJHBOrO [0 BaXKKOTO CTYTIeHs TspKKocTi», AVT04-GL-301, Bepcist 3.0 Bif
29 kBiTHs 2021 poky

3asiBHUK, KpaiHa

TOB «BOPJIABAN]T K/ITHIKAJI TPAIJIC YKP»
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CrioHcop, KpaiHa «AnBorek Csicc AT'» (Alvotech Swiss AG), I1IBelitjapist

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 58

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

3a/y4eHHs] a/lbTePHATUBHOTO BUPOOHHWKA [OC/i/PKYBaHOTO JIiKapChKOTro 3aco0y YmagarmrtuHi6 (ABT
494) — AbbVie Ireland NL B.V., Ipnangis; 3pa3ok MapKyBaHHsSI JOCJIi/PKYBaHOTO JIiIKapChKOTO 3aco0y
Ynagatmtuni6 (ABT 494) 15 mr, Tab/eTKu, BKPUTI IJTIBKOBOIO 000/I0HKOI0, YKPaiHCHKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 490 Big 05.05.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe, TpuBasne mofoBxeHe mocimkeHHs I11 ¢a3m 3 oriHku GesnevHocTi Ta eeKTUBHOCTI
YnagaimtuHiOy (ABT-494) y malfieHTiB 3 BHUpa3KOBUM KoOJjiTOM», M14-533, 3 iHKOpPHOpOBaHUMU
ApmiHicTpaTuBHMMU 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbku gns Kanaau) ta [Monpaskamu 0.01, 1, 2, 3,4, 5 1a 6
Big 31 nunHg 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonmaTok 59
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

Po3ginu «3.2.P.8.1 Stability summary and conclusion», «3.2.P.8.3 Stability data» [Jocke gocmigKyBaHoro
mikapcekoro 3acody MK-3475 Pembrolizumab SC, Bepcis 06DDH9 Bix 04 uepBHs 2021 poky,
aHTTICEKOI0 MOBOMW; [To/10B)KeHHsSI TepMiHy MPHAATHOCTI JOCTiPKyBaHOTO JiiKapcbkoro 3acoby MK-
3475 (ITembposnizymab), CTepU/IbHUN PO3UWH i iH €Ki B TONepeJHhO HAIOBHEHUX INMpHIiax, 3 12
micsaniB go 18 micsaris; MK-3475-A86_00_ba3oBa Bepcist Opoliyp 11010 3pa3KiB TKaHWH_/IJIsT YKpaiHy,
Bij 13 >koBTHs 2020 p., yKpaiHcbKoro MoBoro; MK-3475-A86_00_Mactep-Bepcisi OpoiiypH 111010 3pa3KiB
TKaHWH_/7s1 YKpainu, Bifg 13 »oBTHa 2020 p., pociiickkoro MoBow; MK-3475-A86_00_bporrypa
natienTta_aas Ykpainu, Bifg 13 xoBTHA 2020 p., ykpaiHcekoro moBow; MK-3475-A86_00_bpoiypa
rnaijieHTa_gyisg YKpainu, Big 13 >xoBTHs 2020 p., pociiickkoro MoBow; MK-3475-A86_00_Ilnakar_ans
Ykpainy, Big 13 xoBTHsA 2020 p., ykpaiHCbKor0 MoBOwO; MK-3475-A86_00_Ilnakat_gnsa Ykpainu, Bif
13 »koBTHs 2020 p., pociticbkkoro MoBoro; MK-3475-A86_00_JIvcTiBKa Ajs1 MeJMUHUX TIpalliBHUKIB_ /11
Ykpainy, Bifg 13 xoBTHsA 2020 p., ykpaiHCbkoro MoBOw; MK-3475-A86_00_JIuctiBKa Aj1s1 MeAUYHUX
TMpaliBHUKIB_J/1s1 YKpainu, Bif 13 >koBTHsS 2020 p., pocitickkoro MoBow; MK-3475-A86_00_KapTka 3
MOASAKOK TallieHTy_ Aas YKpaind, Big 13 xoBTHa 2020 p., ykKpaiHCbKOW MoOBOwW; MK-3475-
A86_00_KapTka 3 noAskor naiieHTy_ /s YKpainu, Bif 13 »koBtHs 2020 p., pociiicbkoro moBoro; MK-
3475-A86_00_IToci6bHMK TarjieHTa 1040 Bi3uTiB_ Asst YKpainu, Bif 13 xoBTHa 2020 p., YKpaiHCHKOIO
MoBor; MK-3475-A86_00_ITociOHMK marfieHTa IMOoZ0 Bi3WTiB_ Ay YKpaiuu, Bix 13 »koeTHS 2020 p.,
POCiMICBKOI0 MOBOIO.

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

Ne 1326 Big 02.07.2021
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Hasga k/iHiuHOTO «Bigkpure, panzomizoBaHe pgocmimpkeHHsi III da3u g1 BUBUeHHsS (DapMaKOKiHETHKU Ta Oe3meuHOCTi
BUTIPOOYBaHHS, KO/, nemOposti3ymMaldy [y MiAMIKipHOTO BBeZIEHHS TTOPIiBHSHO 3 1eMOpoJ1isymMadoM [ijisi BHYTPillTHbOBEHHOTO
Bepcis Ta fjaTa BBeZIeHHsI, B KOMOiHallil 3 /IBOXKOMITOHEHTHOIO XiMiOTepari€to rperapaTaMy MJIaTHHU, B SIKOCTi TMepIIoi

minHii Tepamii S yYaCHWKIB 3 MeTaCTaTUYHWM TUJIOCKOK/JTITHHHUM ab0 HeTUIOCKOKJTITUHHUM
He/IpiOHOK/TITHHHKM pakoM JiereHiB», MK-3475-A86, Bepcisi 00 Biz 26 6epesnsi 2021 poky

3asBHUK, KpaiHa ToBapucTBO 3 06MeXkeHOI0 BinoBiganpHicTI0 « MC/I, YKpaina»

CrioHcop, KpaiHa «Mepk Hlapn enp Hdoym Koprm.», godipHe mignpuemctBo «Mepk enf Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepiasu/nperiapaty

CYTyTHBOI Tepamnii

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




HonaTok 60

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb Ta BHECEHHS 3MiH /10 ZI0JaTKa
Ne 29 o Haka3zy MiHicTepcTBa OXOPOHU
310poB’a YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gozmatka Ne 19 0 Hakaszy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
BiZ 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TIPOBe/IeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:

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

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

1. | k.M.H. Janumok C.B.
KomyHanbHe HeKoMepriiliHe migrprueMcTBo KuiBcbkoi obsacHoi pagu «KuiBckka obsacHa
K/TiHIYHA JIiIKapHs», TaCTPOEHTePOJIOTiUHUM [IeHTp, M. KH1iB

2. | nikap Honeup [.I'.
Menuunuii  11eHTp ToBapucTBa 3 00MeXeHO BifmoBigampHicTIO  «Menoya-KiiHik»,
CrieLiiajli3oBaHe racCTpOeHTEPOJIOTiYHe BifiiiyieHHs, M. KH1iB

3. | kM.H. Oninauk O.1.

KomyHanbHe HekoMepiiitiHe mianpueMcTBo «MickKa sikapHsi Ne6» 3ariopi3bkoi MiCbKOI pajuy,
racTpOeHTEepOJIOriyHe Bif/isieHHs, M. 3allOPiXoKs

Howmep Ta fara Haka3sy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararonentpoBe, Bigkpure, Ilomoexene HocmimkenHs III ®Pasm pasg Ouinku  [JoBrorpusasoi
EdexTtrBHOCTI Ta be3neunocti 3acTocyBanHs MipikizymaOy y IlatjienTiB i3 XBopo6oto Kpona», I6T-MC-

AMAX, ininiansHa Bepcis Bij 13 rpyans 2019 poky

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», [lIBetitjapis

CrioHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. revepanbHoro jupexkropa /lupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



HopnaTok 61

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onosnenuii mpotokon AV003, Bepcis 4.0 Biz 8 kBiTHs 2021 p.

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

Ne 1753 Biz 06.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[ToBroCcTpOKOBe paH/IoMi30BaHe MO/IBikHe cjiine OGaraTorieHTpoBe Joc/imkeHHs da3u 111 B mapasebHUX
rpymnax fjisi OliHKu e)eKTUBHOCTI Ta Ge3rneuHocTi rperapaty PT027 y mopiBHsiHHI 3 iperrapatom PT007,
IIJ0 3aCTOCOBYETHCS TpU MOTpebi y BiAMOBigb Ha CUMNTOMAaTUYHI TPOSIBU aCTMU Y JIOPOC/IUX Ta JiTei
BiKOM 4 POKIB i CTapimx, 3 KJIiHIUHO BUpa)keHO OpoHxianbHO actMoro (MANDALA)», AV003, Bepcis

3.0 Big 21 munus 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

bonp Asinnion 2 [eBenonmenT JII», I'epHci [Bond Avillion 2 Development LP, Guernsey]

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTtok 62

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bbpomypa mocmiganka GSK3196165 (Orinimab), Bepcis 11 Bix 05 tpaBHs 2021 pOKy, aHI/TiHCHKOIO
MoBo10; Po3xin Jlikapcebka peuoBuHa Jlocke JlociipKyBaHOTo Jlikapcbkoro 3acody GSK3196165, Bepcist
Bif 25 kBiTHA 2021 poKy, aHr/ilicekoro MoBoro; Po3ain Jlikapcekuii npenapat [Jocbe [JociiipKyBaHOTO
nikapcbkoro 3aco0y GSK3196165, Bepcis Big 25 kBiTHs1 2021 poKy, aHIIiHCHKOIO MOBOIO; 3a/yueHHs
[IOJJATKOBUX BUPOOHWUYMX [IiTbHULIL BTOPUHHOTO TlaKyBaHHsI Ta MapKyBaHHs: Almac Clinical Services
Limited, United Kingdom Ta Almac Clinical Services, USA; ®opma 360py aanux, Bepcis 1.0 Bix
26 tpaBHs 2021 poKy, yKpaiHCBKOH MOBO; ©opma 360py aanux, Bepcis 1.0 Bix 26 TpaBHs 2021 poky,
pociticbkoro MoBoto; [TpaBuna patientprivacy, Bepcis 3.0 Big 01 6epe3nst 2019 poky, yKpaiHCbKOIO MOBOIO;
[MoniTrka KoHbimeHIiftHOCTI patientprivacy, Bepcist 3.0 Bix 01 6epe3nst 2019 poky, pocCifiCbKOI0 MOBOIO;

BK/IFOUEHHA 10AdaTKOBUX MiCLU: MmpoBegeHHA BI/IHpO6yBaHH$II

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa MmicList ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1

I.M.H., ipod. fApemenko O.b.

KomyHaneHe HekomepuiliHe mnianpueMcTBO «KuiBcbka MicbKa KiliHiuHa JiikapHS Ne3»
BHUKOHaBYOro oprany KuiBcekoi micekol pagu (KuiBcbKoi MicbKOI ZiepkaBHOI agMiHicTpatiii),
KapZioJioriyHe Bifi/li/leHHs 3 MajaTOK iHTeHCUBHOI Teparii, B T.4. 3 JIbKKaMH iH()apKTHOro Ta
peBMarosioriyHoro npodinto, HauioHaneHuii Meanunuid yHiBepcurtet iMeHi O.0O. boromosbliyg,
Kadenpa BHyTpiliHbOI MeauLHU Ne3, M. KuiB

K.M.H. Kauyp B.B.

Menuunnii  neHtp  «Ok!KmiHiK+»  ToBapucTBa 3  00OMeXeHOI  BiZOBiZaIbHICTIO
«Mi>)KHapoHUM IHCTUTYT K/IiHIYHUX [AOC/Ti/pKeHb», BifgAin Tepamii, peBMarosorii Ta
KapZioJIoril cTaliioHapHoro BifgiieHHs, M. Kuis




MPOJOBXKEeHH J0ojaTKa 62

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

Ne 3059 Biz 29.12.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bararorjeHTpoBe [JOBrOCTPOKOBE PpO3ILIMpPEHe [OC/Ti/PKeHHsI 3 OL{HKMA Oe3rneyHocTi Ta e(eKTUBHOCTI
nperniapaty GSK3196165 npu /1ikyBaHHI peBMaToifHOro apTputy», 209564, Bij 14 xoBTHA 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



HonaTok 63
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

Indopmariiiinuii McTok i dopma 3roam Ans gogatkoBoro gociimkeHHs: 1, Bepcigs V5.0UKR(uk)1.0 Big
19 tpaBHs 2021 poky, nepek/aj, yKpaiHCbKOIO MOBOIO Bifj 28 TpaBHsi 2021 poky; IHdopmariiiiHuii m1cTok
i dopma 3roau ans gozatkoBoro gocaimkeHHs 1, Bepcis V5.0UKR(ru)1.0 Bix 19 tpaBHs 2021 poky,
repeksiaZi pociiicbkkoro MoBoto Bif 28 TpaBHsi 2021 poky; IHdopmartiiiHuii suctok i dopma 3roau st
nozaatkoBoro pochimkeHHs A, Bepcisg V2.0UKR(uk)1.0 Big 19 TpaBus 2021 poky, nepek/naj yKpaiHCbKOHO
MOBOIO Bifi 28 TpaBHs 2021 poky; [HdopMariitiHuii McToK i hopma 3roau /st AOAATKOBOTO OC/IiPKeHHS
A, Bepcis V2.0UKR(ru)1.0 Big 19 tpaBHs 2021 poKy, nepeksnaj pOCiMCbKOIO MOBOIO Bij 28 TpaBHS
2021 poky; KepiBHULITBO /i/1s MaLji€HTa 3 MPOBeJEeHHS XOATePiBCbKOr0 MOHITOPYBaHHSA JJIs1 104aTKOBOTO
nocnimkenHss 1, Bepcis V4.0UKR(uk) Bixm 5 kBiTHa 2021 poky mnepeksnaZ, YKpaiHCbKOIO MOBOKO Bif
30 kBiTHA 2021 poky; KepiBHMLITBO 3 IIpOBeZileHHSI XOJITePIBCHKOIO MOHITOpYBaHHsI Malli€HTa Jis
nozaatkoBoro pocnimkenHs 1, Bepcis V4.OUKR(ru) Biz 5 kBiTHs 2021 poKy rnepeksiaj, poCiiicbKOr0 MOBOIO
Biz 30 kBiTHA 2021 poky; KepiBHULITBO /151 MaLji€eHTa 3 MPOBEJEHHS X0J/ITePIBCbKOTr0 MOHITOPYBAaHHS /i
nozatkoBoro gociimkeHHsi A, Bepcisi V4.0UKR(uk) Big 5 kBiTHa 2021 poky mepeksaj, yKpaiHCbKOIO
MoBOR Bif 03 TpaBHs 2021 poky; KepiBHMLTBO 3 MpOBeJleHHs] XOATEPIBCBKOI0 MOHITOPYBaHHS TaLlieHTa
ISl lofaTtkoBoro gociizkeHHs: A, Bepcis V4.0UKR(ru) Big 5 kBiTHS 2021 poKy mepeksnaj, poCiiicbKoro
moBoto Biz 03 TpaBHsi 2021 poky; KapTka 3 HaragyBaHHsM 11po Bi3uT, 30 »koBTHs 2019 p. [VO1 UKR(uk)],
yKpaiHCbKOI0 MOBOw; KapTka 3 HaragyBaHHsM npo BisuT, 30 »oBtHa 2019 p. [VO1 UKR(ru)],
POCiMICbKOI0 MOBORO; JIMCT 0 JliKaps 111040 HarpaB/ieHHs NallieHTiB — A0JaTKOBI AocaiiKeHHs 1, 2, 3, 4,
14 ciyns 2021 poky [V02 UKR(uk)01] MLR-ALL-CD-0009, ykpaiHCbKOI0 MOBOMO; JIUCT A0 fiKaps 100
HarpaB/IeHHs MaL[ieHTiB — J0JaTKoBi gocyifkeHHs 1, 2, 3, 4, 14 ciuas 2021 poky [V02 UKR(ru)01]
MLR-ALL-CD-0009, pociticbkkoro MoBor; ITociOHMK i3 AoCmimkeHHS /A TaljieHTa — JI0JaTKOBi
nmociimkenns 1, 2, 3, 4, 24 mucrtonaga 2020 poky, [V02 UKR(uk)], ykpaiHcbkoro MoBotO; TTociOHUK i3
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JOCJTi/PKeHHsT [T TialjieHTa — ZAoAaTkKoBi gocmimkenus 1, 2, 3, 4, 24 mucromaga 2020 poky, [V02
UKR(ru)], pocilicbkkoto MoBoro; Ilnakat pns mauieHrtiB, 14 ciuns 2021 poky, [VO1 UKR(uk)01]
yKpaiHCbKOIO MoBoto; [11akaT fsisi matjieHTiB, 14 ciuns 2021 poky, [VO1 UKR(ru)01] pociiicbkoto MOBOIO;
Bpoiiypa asis nanieHTiB — AofaTKoBi gocrimkenHs 1, 2, 3, 4, 14 ciuns 2021 poky [V02 UKR(uk)01],
YKpPaiHCBbKOI MOBOIO; bpolitypa 15 naijieHTiB — A04aTKOBI AocigKeHHs 1, 2, 3, 4, 14 ciunsa 2021 poky
[V02 UKR(ru)01], pociiickkoro MoBoto; ITocibHMK 3 06roBopeHHst iH(hOpMOBAHOI 3rofi — /10/IaTKOBI
nmocrimkenns 1, 2, 3, 4, 24 muctonaza 2020 poky [V02 UKR(uk)] ykpaiHcbkoto MoBoto; ITociOHMK 3
indbopmoBaHoi 3rogu — SS1, 2, 3, 4, 24 nuctonaza 2020 poky [V02 UKR(ru)] pociticbkkoro MoBoto; JIucT
BiJl niKapsi-AoC/iJHUKA MOTeHL[iIMHOMY Y4YaCHUKY AOC/i/pKeHHs — J0AaTKOBI AociimpkeHHs 1, 2, 3, 4, 12
kBiTHs 2021 p. [V02 UKR(uk)02] ykpaiHCbKOIO MOBORW; JIMCT Bij jiKapsi-IOC/AiJHUKA MOTEeHLIMHOMY
YUaCHUKY AOC/Ti/P)KeHHSI — [Jo/aTKOBi fgociimkenHs 1, 2, 3, 4, 12 keitHa 2021 p. [V02 UKR(ru)02]
pociticbkkoro MoBoro; IlpegmeTu f/1si yuaCHUKIB JoCTipkeHHsi, ryiobanbHa Bepcis VO1 Big 09 rpyzass
2019 poKy, aHTJIiMCbKOK MOBOK (HaZlaHHSI yyaCHHMKAaM [OC/i/KeHHsl TUIIIKW [/ BOAU (TepMoc) Ta
CYyMKH)

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

bararonieHTpoBe, paHZj0OMi30BaHe, MOABIVHE CJIire AOC/IiKeHHS, 1110 MPOBOJAUTLCS B Mapasie/lbHUX Ipymnax
IS OLIiHKKA e(eKTHBHOCTI Ta 0e3MeUYHOCTi TepopasbHOrO0 eTpaciMoly MpH HOro 3acTOCYBaHHi [jist
iHAYKUiAHOI Ta MiATPUMYyBa/bHOI Teparii Tpy JTiKyBaHHI akTHBHOI XBOopoOu KpoHa Bif momipHoro zo
Ba)KKOI'0 CTyIeHs TspKKoCTi, APD334-202, 3 inkopnioposaHoto ronpaskoro 2.0 Big 11 uepsHs 2020 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

«Apena ®apmackroTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTtok 64

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MiCIs POBeIeHHs K/TiHIUHOTO BUTIPOOYBaHHS:

Bysno

Cramno

n.M.H. Kanmsoyc O.1.

KomyHanbHe mianpuemMcTBoO «/IHiMponeTpoBChKa
obsacHa kmiHiuHa JikapHs iM. L.I. MeuHukoBa»
[HinporeTpoBChbKOi 006/1acHOT pajiv», BifgineHHs
HEeBPOJIOTi1 Nel, Hep>xaBHui 3aKsaj
«/JHimporeTpoBCcbKa MeguuHa akajgemis MO3
Ykpainu», kadeapa HeBpoJiorii, M. [IHITIpo

n.M.H. Kamsoyc O.1.

KomyHanbHe mianpuemMcTBo «/IHimporneTpoBChKa
obsacHa kmiHiuHa sikapHs iM. L.I. MeuHHMKOBa»
[HinporeTpoBChKOI 00/1aCHOT pajiv», BiAgineHHs
HeBposiorii  Nel, [IHINpOBCBKUM [iep’KaBHUU
MeJUUYHUM yHiBepcuTeT, Kadegpa HEBPOJIOTii,
M. [THinpo

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

Ne 310 Big 23.02.2021

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«PaHomi30BaHe, mofBiliHe-ciinie, OaraTolleHTpOBe, I/Iarieb0-KOHTPOJIbOBaHe AOCTiKeHHs ¢dasu 3 3
BiJJKDUTHUM TIEpPiO/IOM [ OLIIHKK e(heKTUBHOCTI Ta Oe3neuHoCTi iHebislizymady y 10pOC/IUX TAallieHTiB 3
MiacTeHiero rpasic», VIB0551.P3.S1, Bepcis 3.0, 24 yepHs 2020 p.

3asaBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHOI0 BiinosiganbHicTI0 «MEITTENC YKPATHA»
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CrnioHcop, KpaiHa Biena Batio, Ink., CIIA (Viela Bio, Inc., USA)

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HomaTtok 65

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBKeHHS TepMiHY TIPUZATHOCTI AOC/IiZPKYBaHOTO Jiikapcbkoro 3aco0y ARGX-113/rHuPH20, po3uuH
JIs1 AKipHUX 16’ ekin, 180 mr/mi, go 18 micsiis

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

Ne 1360 Biz 10.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure nipomoBxeHHs1 gociimpkeHHss ARGX-113-1802 a1 BUBUEHHSI JOBrOCTPOKOBOI 6e3IeuHOCTi,
repeHoCcuMOCTi Ta edeKTUBHOCTI npenapaty Edrapririmos PH20 asis nigikipHOro BBe/jeHHs y MaLli€HTiB
i3 XpOHIUHOIO 3aMajbHOI JeMieniHizyrouoro nomiHerponartiero (X3AI1)», ARGX-113-1902, Bepcis 4.0
Bizg 07 ciung 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

argenx BVBA, Belgium/ apyxkenkc BBBA, benbris

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

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




HonaTok 66

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3ary1aHOBaHOI KiJTbKOCTI TAI[EHTIB Y JoC/i/ipKeHHI B YKpaidi 3 26 g0 41 maijieHTa; 3MiHa
Ha3BMW 3asBHUKA KiiHiyHOro BumpoOyBaHHs 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «Cineoc Xenc

YKpaiHa»

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe BifKpuTe 2-piuHe AOCTiIPKeHHS 3 OL[IHKA 0e3IeYHOCTi Ta TepeHOCHUMOCTI KapinpasuHy
3 MOX/IMBiCTHO BHUOOpPY /03U TIpW JIiKyBaHHI Imm3odpenii y migiTkiB», RGH-188-203, Bepcis 3

nioripaBkoro 1 Biz 18 kBiTHa 2019 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Gedeon Richter Plc., Hungary (¥YropiuHa)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepa/sibHOr0 ANpeKTOpa JlupeKTopary
(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BKJ/TFOUEHHSI ZI0JJaTKOBUX MiCI[b ITPOBe/IeHHS] BUTIPOOYBaHHSI

Ne
/1

[1.I.b. BigmoBifa/bHOro AOC/iJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

I.M.H., npo¢. KprokaHiBceka A.€.

KomyHaneHe HekoMepLiiiHe mNignpueMcTBO «lIpUKapnaTChbKyi K/IiHIUHKMN OHKOJIOTiYHHN
1eHTp [BaHO-PpaHKiBCHKOI 00/1acHOI pajiu», Xipypriute BigaiseHHs Nel, IBaHo-®PpaHKiBCbKUM
HalliOHa/IbHUM MeJIMYHUN YHiBepCUTeT, Kadepa OHK0JIOTii, M. IBaHO-PpaHKiBCbK

K.M.H. PucrniaeBa [1.E.

JIiKyBa/IbHO-/1iarHOCTUYHUI LIEHTP TOBapUCTBa 3 00MeXKeHO0 Bi/iMoBijanbHicTIO «Megikc-peit
Intepuemnn I'pyn» JlikapHa i3painbcpKoi OHKoJOrii «LISOD», BipfineHHa K/IIHIYHUX Ta
HAYKOBUX A0cCi/pkeHb, KuiBcbKa 0671.,00yxiBCbKui p-H, c. [Tnotu

nikap Korrenenko O.4.
KomyHanbHe mignpuemMctBo  «KpeMmeHUyIbKuM  00/acHUM — OHKOJIOTIUHUN  [UCTIaHCED
[TonTaBCchbKOi 06/1aCHOI pajiu», CTalfioHapHe BifgineHHs, M. KpeMeHUVK,

nikap Kynsba 1.M.
Meanunuii nieHTp ToBapucTBa 3 0OMEXXEHO0 Bi/ITIOBiJa/IbHICTIO « ACKJIEITiOH», CTalliOHapHUN
nizapo3zain, Kuiecbka 061actb, KneBo-CBATOMIMHCHKUN PaioH, €. X0/10CiBKa

nupektop Cokyp L.B.

KomyHanbHe HekoMepLiliHe —TiNMPUEMCTBO «XepPCOHCHKMM  00/laCHUM  OHKOJIOTiUHHMA
JucriaHcep» XepcoHCbKOI 007acHOi pajiv, [eHHWH CTaljioHap TMOJIK/IiHIKM 3 KabiHeToM
amM0OyaTopHoi XimioTepartii, M. XepCcoH, CMT. AHTOHIBKa

J.M.H., ipo¢. ['oteko €.C.
KomyHanbHe HekoMmepljiliHe miAnpuemMcTBo «lleHTpasibHa MiCcbKa KIiHiUHA JliKapHs»
YKropo/iCbKOi MiCbKOi pajii, MiCbKAI OHKOJIOTIYHUM LIEHTP, M. ¥ KTOpo/i
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7 I.M.H., npod. Ayaxiuenko O.C.

HepxxaBHa ycTaHoBa «[HCTUTYT 3aranbHOI Ta HeBiAKnagHoi xipyprii imeni B.T.3aiineBa
HarioHanbHOT akaieMii MeZIJMUHUX HayK YKpaiHW», BiJ/iiJieHHs THiMHOI Xipyprii Ha 25 /i>KOK 3
I1ajIaToX0 iHTEeHCHUBHOI Tepariii Ha 6 JIDKOK, XapKiBCbKa Me[uyHa akajeMis MiC/IsaAUIlIOMHOL
OCBIiTH, Kaesipa OHKOJIOT1 Ta AUTAUOI OHKOJIOTIT , M. XapKiB

8 nikap benikosa A.M.

MenuyHuii 1]eHTP TOBapucTBa 3 OOMEXeHOW BiANOBifanbHICTIO «MeAUuHU LIeHTP
«KoHcuniym Mefikasm», KIiHIKO-KOHCY/IbTaTUBHE BiffineHHs, M. KuiB

9 K.M.H. ¥pcon ["M.

JIikyBa/IbHO-/1iaTHOCTUUHHI 1[eHTP TIPUBATHOTO TIiIIPUEMCTBA MPUBAaTHOI BUPOOHMYOI hipmu
«ALIMHYC», M. KpOTTUBHUL[bKUI

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

Ne 422 Big 10.03.2021

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PRESERVE 1: ®a3a 3, panjiomizoBaHe, IMO/BiliHe CJIile AOC/i/PKEHHS TPUIALUK/IIOy y TOpIBHSIHHI 3
rianebo y mMallieHTiB, SIKi OTPUMYIOTH Tepamito i3 3acrocyBaHHsM FOLFOXIRI/6eBaiyzyma0y mis
JIIKyBaHHS MeTaCTaTUYHOI'O KOJIOpeKTa/lbHOro paky», G1T28-207, Bepcisa 2.0 Big 11 ciuna 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

G1 Therapeutics, Inc., United States

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




HonaTok 68

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBKeHHS TepMiHY TIPUZATHOCTI AOC/IiZPKYBaHOTO Jiikapcbkoro 3aco0y ARGX-113/rHuPH20, po3uuH
JIs1 AKipHUX 16’ ekin, 180 mr/mi, go 18 micsiis

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

Ne 1143 Biz 15.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«docnimpkenHs: 2-oi ¢dasu A7 OLiHKM e(eKTUBHOCTI, 0e3MeuHOCTi Ta IepeHOCHUMOCTi Mperapary
Edrapririmog, PH20 pis mifgmikipHOro BBeZileHHSI y [OPOC/MX TMAL[iEHTIB i3 XPOHIYHOIO 3arajbHO0
JleMieniHi3yrouoro nosiHeiiponatieto (X3AIT)», ARGX-113-1802, Bepcis 4.0 Big 30 nucronaga 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmosizanbHicTio «KonTpakTHO-[ocmigauipka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

argenx BVBA, Belgium/ apmxenkc BBBA, Benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonaTok 69
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bbpoiuypa ans gocnigHuka 3 npernapary ¢inronimon (FTY720), pemakuisi Ne24 Big 15 kBiTHa 2021 p.;
Indopmariisi asst 6aTbkiB AUTMHU Ta (opma iHpOpMOBaHOI 3rofu, octaTouHa pefakiis Nel0.0 s
Ykpainu Big 28 TpaBHsi 2021 p., ocTaTOYHUWI MepeKaj 3 aHIJIiMCbKOI MOBM Ha YKpaiHCbKY MOBY Bif
08 uepBHs1 2021 p., oOcTaTOUHMM MepeK/Iaj 3 aHIJIiCbKOI MOBHM Ha POCilicbKy MOBY Bif 08 uepBHsi 2021 p.;
[HdopmMatiisi A maiieHTiB, siki gocarnayd Biky 18 pokiB mij yac mpoBefjeHHsSI AOCTiIKeHHs, Ta (opma
iHdopMoBaHoi 3roju, octatouHa pejakuis Ne8.0 nns Ykpainu Bifg 28 TpaBHs 2021 p., ocTaTOYHUMN
repeksiaj, 3 aHIr/IiMCbKOI MOBM Ha YKpaiHCbKy MOBY Bif, 08 yepBHs 2021 p., ocTaTouHuWl mepeknaf 3
aHIJIIKCbKOI MOBU Ha pocikicbky MoBy Bif 08 uepBHs 2021 p.; [TompaBka go [Jocke AOCTiIKyBaHOTrO
nikapcekoro 3acoby FTY720, Po3ain 2.1.P.3 "Bupo6auurso / Manufacture", Big TpaBus 2021 p.

Howmep Ta gata Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Has3sBa kitiHiuyHOTO
BUIIPOOYBaHHs, KO/,
BepcCis Ta jaTa

«[IBopiuHe To/BiliHO CJlille paHAOMi30BaHe 0OaraToleHTPOBe AOC/II/PKEHHS 3 aKTUBHUM KOHTPOJIEM, IO
MIPOBOJIUTHCS B JIiTEH i MiZJTITKIB i3 pO3CisIHUM CK/IEPO30M 3 METOO OLIIHKY 0e3MeUYHOCTi i e(eKTUBHOCTI
GbiHrosiMmoy [/ IepOpPasIbHOTO 3aCTOCYBaHHS OZMH pa3 Ha 00y B TIOpiBHSHHI 3 iHTepdepoHoM [-1a fis
BHYTPILIHBOM S130BOTO BBEJIeHHSI 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

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AN-YKPATHA»
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CrioHcop, KpaiHa «HoBaptic ®apma Cepgice3 AI'», [1IBelinapis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 70
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

[HpopmMariisi Ta AOKyMeHT mpo iHdopMoBaHy 3roay AJs mauieHTa, MK-3475-042, nns Ykpainu
yKpaiHCbKOI0 MOBOMO, Bepcisi 12.0 Big 10 uepBHs 2021 poky; [Hpopmaliisi Ta JOKyMeHT Npo iHpopMoBaHy
srogy Ansi mauieHta, MK-3475-042, nns YkpaiHu pociiickkoro MoBoro, Bepcisg 12.0 Big 10 uepBHs
2021 poky

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

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomizoBaHe, Bigkpure gociigkeHHs III  ¢a3u 3aranbHOi  BWXKMBAHOCTI HaiBHUX  (paHille
He/TiKOBaHWX) MaiieHTiB 3 PD-L1-Mmo3uTUBHUM TIpPOTrpecyrourM abo MeTacTa3yruuM HeMiTKOK/Ti THHHUM
PaKOM JiereHiB ZJisi IOPiBHSHHS JIiKyBaHHs rembpostizymabom (MK-3475) Ta mpernapatamu ximioTepartii
Ha ocHoBi martuHu (Kinoyt 042)MCH», MK-3475-042, 3 iHKoprmopoBaHowo TionpaBkoo 08 Bif
24 Gepe3nsi 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipue nianpuemctBo» Mepk Exp Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HopaTok 71
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onogrneni cekiii Jocbe JJI3 MK-6482: DRUG SUBSTANCE - S.2. Manufacture, S.3.Characterization,
S.4. Control of Drug Substance, S.6. Container closure system ta TABLET - P.3. Manufacture, P.5.
Control of Drug Product, P.8. Stability, Bepcis 06CP3P Big 30 kBiTHs 2021 p., aHIIiHCHKOK MOBOIO;
[MomoBXXeHHsT TepMiHy TPUAATHOCTI [OC/TiZPKyBaHOrO JiiKapchKoro 3acoby MK-6482 nmo 30 wicsiis;
3asy4yeHHs 10IaTKOBUX BUPOOHWUMX [AinssHOK [y TectyBaHHS MK-6482: Merck Sharp & Dohme Corp,
126 E. Lincoln Ave., Rahway, New Jersey, 07065, USA Ta Merck Sharp and Dohme Corp., 770
Sumneytown Pike, West Point, PA 19486, USA.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«Bigkpure, paHgomizoBaHe fociifpkeHHs 3 ¢asu mperiapaty MK-6482 B mopiBHsIHHI 3 mpernapaTtom
eBepo/IiMyC y YUYaCHMKIB 3 TIOLIMDEHHM HHUPKOBO-K/IITHHHUM DakoM, $KMM TNpOrpecyBaB Mic/s
nonepenboi PD-1/1.1 ta VEGF-tapretHoi tepamii», MK-6482-005, 3 iHKOopriopoBaHOw mnonpaBkoro 04
Biz 16 motoro 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HopnaTok 72
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-587, Bepcis 00 Bix 09 uepBHsi 2021 p., ykpaiHCbKOIO MOBOO, iH(opmarjisi Ta
JIOKYMEHT TIpo iH(pOpMOBaHy 3rofly AJisl TMAli€eHTiB, sKi TepeOyBalOTh Ha CIOCTEPEXXEHHi [/ OL[iHKU
BWKUBAHOCTi; YKpaiHa, MK-3475-587, Bepcigs 00 Big 09 uyepBHsi 2021 p., pOCIHCBKOI MOBOIO,
iHbopmallis Ta ZOKyMeHT TIpo iHpOpPMOBaHy 3rofly [Is Mal[iEHTiB, 5Ki mepeOyBalOTh Ha CTIOCTEpPEKeHHI
717151 OLIiHKM BU)KUBAHOCTI; BK/IFOUEHHS JOJaTKOBOTO MiCLisi TIPOBe/leHHs K/IiHiUHOTro BUMIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 K.M.H. llInapuk f.B.

KomyHanbHe HeKoMmepijiiiHe TianpueMcTBo JIbBiBCbKOi 00macHOi pagu  «JIbBiBChKUM
OHKOJIOTIUHMM perioHa/ibHUM JiKyBa/JbHO-AiarHOCTUYHUM LIeHTP», BiAJiieHHsl XiMioTepariii, M.
JIbBIB

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

Ne 1326 Big 02.07.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolieHTpOBe, BigKpuTe, po3iivpeHe gociimkeHHs 11 ¢a3u g1 BUBUEHHS JOBTOCTPOKORBOI Ge3reku
Ta e(eKTUBHOCTI y YYaCHHWKIB 3 PO3MOBCIO/PKEHUMH TyXJIMHAMMU, sSKi y JaHWK uyac repe0OyBalOTh Ha
niKyBaHHi abo i/ criocTepeXxeHHsIM y IOCTiKeHHi i3 3acTocyBaHHAM reMOpostizymaby», MK-3475-587,
BepCis 3 iIHKOprnopoBaHor 1ionpaBkor 03 Big 19 kBiTHS 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




HonaTok 73
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

OunoBniennti IIpoTokon kiHiyHoro BumpoOyBanHs PRN1008-018, 19 mortoro 2021 p., Bepcis 2.0,
aHrjiicekoro MoBoro; PRN1008-018 IllogeHHUK maijieHTa /sl peecTpalii AaHUX O[O0 3aCTOCYBaHHS
npernapary, B2 | 09 Gepe3us 2021 p., aHI/IMCbKOIO, YKPAiHCBKOK Ta POCIHChKOIO MoBamu; Ilepestik
MarepiasiB, 110 Ha/JaBaTUMYThCS MallieHTaM B paMkax IpoBefieHHs KB 3a mpotokosom PRN1008-018,
B4.0 Big 30 rpyans 2020 p., aHraificbkoro MOBOIO; 3MiHa KOHTakTHOI ocobu CrioHcopa Ta KOHTaKTHOL
iHdopmariii:

BYNO CTANO
I1.I.b. KoHTaKTHOI 0cobu: Ana Sousa I1.I.B. kouTakTHOI 0cobu: Paolo Caferra
KonraktHuii Tenedon: +1 650 416 7739 KonrakTtHuii Tenedon: +31 683 80 60 17
®dakc: +1 650 360 7889 dakc: ---
Apnpeca €/IeKTPOHHOIL nowity: | Aapeca €/IeKTPOHHOI TTOLLITH:

ana.sousa@principiabio.com II.I.Lb. koHTakTHOi | paolo.caferra@sanofi.com
ocobu:

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

Ne 614 Big 01.04.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zara

«bararorieHTpoBe, paHjOMi30BaHe, TIO/BiliHe CIIife, T1ale00-KOHTPO/ILOBaHE, 3 Mapajie/lbHUMUA TPYTaMH
JocmigykeHHs 3 (a3u 3 BiAKDUTUM TIepioJJoM TIPO/IOB)KEHHsI JIiKyBaHHSI /ISl OL[iHKA e(eKTUBHOCTI i
0e3reyHoCTi MepopasbHOTO 3aCTOCyBaHHs pWib3adbpyTuHiOy (PRN1008) y mopocimx Ta MiJjmiTKiB 3
MepcUcTyoYoro abo xpoHiuHow iMmyHHO TpombouuToreHieto (ITTT)», PRN1008-018, 21 ciuns 2021 p.,
Bepcis 1.2
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3asgBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHOI0 BiinosiganbHicTIo «MEITIENC YKPATHA»

CnoHcop, KpaiHa

«[pununis biodapma Ink.», CIIIA (Principia Biopharma Inc., USA)

CynyTHi
Marepiasu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. reHepanbHOro AupeKkTopa Jupekropary

(apmaneBTHYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX



Hopatok 74
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTrO BUTIPOOYBaHHS:
Ne [1.I.b. BifgmoBifa/bHOro AOC/IiJHUKA
n/n HasBa miclis ipoBe/ieHHsI KJTiHIYHOTO BUIMPOOYBaHHS

1 [.M.H., ipo¢. ®Pexis O.1.

Ob6siacHe KOMyHa/IbHe HeKOMepLiiliHe miArnpueMcTBo «HepHiBeljbKa o6/iacHa KiTiHiuHa JiKapHs»,
nigpo3ain ractpoeHTteposorii, ByKOBUHCBbKMI [ep)KaBHUN MeJUUYHUI YyHiBepcuTeT, Kadezapa
BHYTPIIITHROI MeJUIIMHU Ta iHGheKLiMHUX XBOpoO, M. UepHiBIIi

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

Ne 2372 Biz 04.12.2019

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«bararonientpoBe, PangomizoBaHe, [lozgiline ciine, [lname6o- Ta AxktuBHO- KOHTpO/IBOBaHe
Hocnimpxennst 111 ®asu s Ouinku EdektuBHocti Ta be3sneunocti 3acrocyBanHsi Mipikizymaly y
IMauienTiB i3 XBopo6oro Kpona ITomipHoro ta Tspkkoro Ilepebiry», I6T-MC-AMAM, 3 iHKOPIIOpOBaHOIO
nonpaBkoto (c) Big 01 ksiTHs 2021 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CA», IIBeliapis

CrioHcop, KpaiHa

Egi Jlinni eng Kommani, CITA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 75

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

[IomeHHUK TIpUiMaHHS JOCTiPKYBAaHOTO TIperapaTy, Ba pasy Ha mo0y, ais ZN-d5-001, Bepcis 1.0, Bix
03 uepBHs1 2021 poky, yKpaiHCbKOIO MOBOM; IlofieHHUK NMpUiMaHHS AO0C/ipKyBaHOTO TIperapary OAUH
pas3 Ha JieHb, anas1 ZN-d5-001, Bepcis 2.0, Big 03 yepBHs 2021 poky, yKpaiHCbKOIO MOBOHO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«®asa 1, jocnipKeHHs MepLIoro 3aCTOCYBaHHA Mpernapary y JIFOAVHY, 3 IIJBUILEHHSAM /03U Iperapary
ZN-d5 y Burasiii MoHoTepariii y maijieHTiB 3 HexomkkiHcbKoro JliMdomoro abo I'octporo MienoigHoro
JlelikeMmieto», ZN-d5-001, Bepcis 2.1, Biz 23 >xoBTH 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

K-Group Alpha, Inc. / K-I'pynn Anbda, Iak, CIITA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

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




HonaTok 76

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

Indopmaritinuii muctok i ¢opma 3rogu, Bepcis V2.0UKR(uk)1.0 Bix 26 kBiTHs 2021 poky, nepeksaf
yKpaiHCbKOto MoBot0 Bif 07 TpaBHsi 2021 poky; I[Hdopmarilinuii nuctok i ¢dopma 3roau, Bepcis
V2.0UKR(ru)1.0 Big 26 xBiTHa 2021 poKy, mepeksnaj pociiicbkoro mMoBoro Bif 06 TpaBHs 2021 poky;
BKJIFOUEHHsI I0/IaTKOBOT'O MiClisi IPOBe/ieHHs BUNIPOOyBaHHS:

Ne
/1

[1.I.b. BigmoBifa/bHOro AOC/IiJHAKA
Ha3Ba miclis ipoBe/ieHHsI K/TiHIYHOTO BUIMPOOYBaHHS

1

J.M.H., Ipod@., 3aB. Ka¢. CtaHicnaBuyk M.A.

KomyHaneHe  HeKoMeplliliHe TMigNpUEMCTBO «BiHHMIbKAa o6sacHa KiiHiUHA  JiKapHS

iMm. M.I. TTuporoBa BiHHMIEKOI 00siacHOI pagw», OOJIACHWIA Crierfiai3oBaHul  K/TiHIUHUM
racTpoeHTepoJioriuaui LleHTp, M. BiHHuULs

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

Ne 516 Big 22.03.2021

Has3sa kiiHiyHoro
BUTNIPOOYBaHHS, KO/,
BepCid Ta zarta

«Panomi3oBaHe, mozBiliHe cire, 1/1arie00-KOHTPOIbOBaHe 52-TYKHEBE AOCTiKEHHS Ui OI[iHFOBAHHS
e)eKTUBHOCTI Ta 0e3MeYHOCTi 3aCTOCYBaHHS eTpaciMo/ly B TALIiEHTIB i3 aKTUBHUM BUPA3KOBUM KOJIITOM
TIOMIPHOTO CTyIeHs TsDKKOCTi», APD334-210, Bepcis 0.0 Big 20 nurnag 2020 poky
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3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoto iHBecTHIiel0 «AMK’FOBIA P/IC YkpaiHa»
CrioHcop, KpaiHa «Apena ®apmackroTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 77
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporypa asist gocnignvka 3 niperiapaty Melflufen (Mendnyden), pegakuis 11.0 Big 20 TpaBHs 2021 p.;
Bpomtypa gy gocmigauka 3 niperiapaty JNJ-54767414 (daratumumab (mapatymyma0)), pepakiis 17 Bif
17 rpyans 2020 p.; Indopmatis Aas natjieHTa Ta ¢dopma iHdhopMoBaHOT 3roZi Ha y4yacTb Y JOC/IiIKeHHi,
octatouHa pefakiiis 3.0 ans Ykpainu Bij 21 kBiTHs 2021 p., ocTaTOuHUM Mepek/aj 3 aHITiMCbKOI MOBU
Ha yKpalHCbKy MOBY Bif 27 TpaBHsi 2021 p., OCTaTOYHUM TepeK/aj 3 aHI/IiiCbKOI MOBU Ha POCIHCBHKY
MoBy Bif 27 TpaBHsi 2021 p.; Popma iHpopmMOBaHOI 3rofu /s BariTHOI MapTHEPKU Yy4YacCHHKA
JIOCJTi/PKeHHsI Ha HajlaHHS MeAuuHoi iHdopwMallii, ocratouHa pefakiis 3.0 gns Ykpainu Big 20 KBiTHS
2021 p., ocTaToyHW TepeKaaj 3 aHIJIIMCbKOI MOBM Ha YKpaiHCbKy MOBY Big 27 TtpaBHs 2021 p.,
OCTaTOYHHWI TiepeKsa/| 3 aHr/TiiCbKOI MOBU Ha pOCilicbKy MOBY Bif 27 TpaBHs 2021 p.; Indopmariis ans
naiieHTa Ta ¢opma iHdOpMOBaHOI 3rou Ha TepexpecHy 3MiHy JiKyBaHHSI B Me)KaxX [OC/i[pKeHHs,
octatoyHa pefakiis 2.0 aas Ykpainu Bif 20 kBiTHs 2021 p., oCTaTOYHUM Nepek/iaj 3 aHIIiMCbKOI MOBU
Ha yKpaiHCbKy MOBY Bif 27 TpaBHsi 2021 p., OCTaTOYHWI TepeK/iaj, 3 aHIJIilCbKOi MOBU Ha POCIMCHKY
MOBY Bif 27 TpaBHs 2021 p.; 3pa3oK eTUKeTKH A iHdy3iliHOro makera 3 mendaydeHom Bif 16 nurHs
2020 p., mepek/aj 3 aHIJIiKCbKOI MOBU Ha YKpaiHChbKY MOBY Biff 02 kBiTHs 2021 p.; 3pa3oK eTUKeTKU IS
mrnpuiia 3 gaparymymabom 1800 mr fAnsi 1/i1 BBeZleHHs], TiepeK/a/, 3 aHIJIiiCbKoi MOBH Ha YKpaiHChKY
MoBY Bif 07 yepBHs 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgi0Mi30BaHe KOHTpOJIbOBaHe, Bifkpute mociimkeHHs III ¢da3u 3 MeTow MOPIBHAMBHOI OIL[iHKA
MesiaydeHy, 10 3aCTOCOBYETHCS B TOE€AHAHHI 3 JapaTymMymaboM, i mapaTrymymaly Tipy JTiKyBaHHi
MalfieHTiB i3 pelMAWBHOIO ab0 peluANBHOI0 Ta pedpakTePHOIO MHOXKHWHHOIO Miesomoro», OP-108,
pegakuis 2.1, ITonpaBka 2 Big 25 nucronaga 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Onkonenraiigc Ab» [Oncopeptides AB], I1IBeLiis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




HonaTok 78

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

BUTNIPOOYBaHb Ta BHECEHHS 3MiH [10 ZI0JlaTKa

Ne 29 o Haka3y MiHicTepcTBa OXOPOHU

310poB’s YKpainu Bif 29 rpyans 2020 poky

Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MiCLIb POBEIeHHS K/IIHIYHOTO JOC/IiPKEeHHS:

Byso

Crano

K.M.H. Bacunoscekutii B.B.
[epxaBHa ycTaHOBa «IHCTUTYT HEBPOJIOTii,
ricuxiarpii Ta HapkoJiorili HauioHanibHOI akazemii

MeIUYHUX HaykK YKpainm», Biili/IeHHs | MeJUYHUX HayK YKpalHW», BIJ/I1 ayTOIMyHHUX 1

HelipoiH(eKiliii Ta  po3cisiHOro  CK/epo3y, | JereHepaTUBHUX 3aXBOPIOBaHb HepBOBOI

M. XapkKiB CHUCTEMH, Lentp PO3CiIHOTO CKJIepo3y,
M. XapkiB

K.M.H. Bacunoscekuii B.B.
[HepxaBHa ycTaHOBa «IHCTUTYT HEBpOJIOTii,
rcuxiaTpii Ta Hapkosiorii HarioHanbHOT akazemii

K.M.H. Kans0yc O.1.

KomyHanbHe MigIpueMCTBO «/IHIIpOneTpoBCchbKa
obmacHa kmiHiyHa mikapHs iM. I.I. MeuHuKOBa»
JHInporneTpoBCcbKOI 00/1acHOi pagu”, BifmineHHs

HeBpo/oril Nel, [ep>kaBHUM 3aK/1a/]
«/JHirponeTpoBCbKa MeJUYHa akazeMis
MiHicTepcTBa OXOpPOHM 3[0pPOB’S  YKpaiHW»,

Kadeapa HeBpoJiorii, M. JIHinpo

n.M.H. Kansbyc O.1.

KomyHanbHe MmigrpuemMcTBO «/IHINponeTpoBCchbKa
obmacHa KmiHiuHa jikapHs iM. I.I. MeuHuKoBa»
JIHinporneTpoBCchKOI 00/1aCHOI paiu», BiflineHHs
HeBponorii  Nel, [IHITPOBCHKUM  Jiep’KaBHUM
Me/IMYHWN yHiBepcuTeT, Kadeapa HeBPOJOTii,
M. [JHirpo

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2333 Big 25.11.2019
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Hasga k/iHiuHOTO «[TopiBHsinbHE  foCimKeHHs edeKTUBHOCTI Ta Oe3rmeuHocti miperapaty PB006 (GioaHamora

BUTIPOOYBaHHS, KO/, HaTasmisyma0y) Ta Ti3abpi® mnpu fikyBaHHI TMAalli€EHTIB i3 pPeLUAUBYIOUMM PEMITYIOUMM PpO3CisTHUM

Bepcis Ta fjaTa cknepozom (PPPC) (komoBe mo3HaueHHsi: Antelope)», PB006-03-01, ocraTouHa pezakijisi 4.0 Bif
15 yunag 2020 p.

3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CrioHcop, KpaiHa «[Tonmsdapma Bartonomkukc C.A.» [Polpharma Biologics S.A.], ITosbia

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamii

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




HonaTok 79

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Cuenapiii Bizeo no KT a5 naujienTtiB B pamkax npoTtokosna LPS15834, Bepcis 1 Big 11 uepBHsi 2021 poky,
YKpPaiHCbKOK0 Ta pOCIMCbKOK MOBaM{; BK/IIOUeHHS [0aTKOBUX MICLb TPOBeJeHHsl K/IiHIYHOro

MOCJTi IPKEHHST:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1 [.M.H., npo¢. Kosanenko C.B.

OO6siacHe KOMyHalbHe HeKOMepIiiiiHe TignpueMcTBO «YepHiBeljbka o6slacHa KiTiHiuHa
JIIKApHS», TIPO3M4i/ IMyJIbMOHOJIOTIT, M. YepHiB1Ii

J.M.H., mpo¢. AxzpeitunH C.M.

KomyHanbHe HekoMepljiliHe MiANprUeMCTBO «TepHOMibCbKa KOMyHalbHa MiCbKa JIiKapHS
No2», TeparieBThuHe BifgineHHs: Nel, TepHONibCbKUIM HalliOHAIbHUNA MeJUUYHUM YHiBepCUTEeT
imeni L.51. T'opbaueBcrkoro MiHicTepcTBa OXOPOHU 3710pOB's YKpaiHu, Kadeapa rmporejeBTUKA
BHYTPILIHBbOI MeJUIMHU Ta (TusiaTpii, M. TepHomnisib

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

Ne 1265 Big 23.06.2021

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHnomi3oBaHe,

no/iBifiHe cutirie, TwIALEb0-KOHTPO/IbOBAHE [JIOC/i)KeHHsT [/Isi OLIHKA BIUIUBY
Iyrminymaby Ha 3amajieHHsl JUXaJbHUX LUIAXiB uepe3 OL[iHKY (YHKIii jiereHb, 3aKyTOPIOBAHHS C/M3Y Ta
IHILIMX MapameTpiB Bi3yasti3aLlii jiereHb y naijieHTiB 3 actMoro», LPS15834, 3 nonpaskoro 02, Bepcid 1 Bif

15 6epesns 2021p.




2 MPOJOBXKEeHHA JojaTKa 79

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

CrioHcop, KpaiHa Sanofi-aventis groupe, France (CaHodi-aBeHTic rpymn, ®paHiiis)
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 80
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBnieHU TIPOTOKOJ KiiHiyHOTrO BuUMpoOyBaHHsi ZN-c5-001, Bepcis 6.0 Big 20 kBitHa 2021 poky;
OnoBneHa IHdopMoBaHa 3roja Ha ydacTb y HAyKOBOMY KJIiHIUHOMY JOCTi[keHHi i 3roja Ha
BUKOPUCTaHHA  MeawuHOoi  iHdopmariii Ta  Oiosoriuamx  3pa3kiB_KomOiHoOBaHa  Teparisi_jis
Ykpainu_Bepcis 5.0 Big 23 kBiTHs1 2021 p._yKpaiHCBKOIO Ta pocCilicbKoro MOBOr; OHoOB/eHa [HopmoBaHa
3ro/la Ha y4acTb Y HAyKOBOMY KJ/IiHIUHOMY ZIOC/Ii/I>KeHHi Ta 3rofia Ha BUKOPUCTAaHHS MeJU4HOI iHdhopMmarlii
Ta OiosoriuHMX 3pa3skiB_MoHOTeparisi_jyis Ykpainv_epcis 8.0 Bix 23 kBiTHs 2021 p., yKpaiHCHKOIO Ta
pocilicekoro MoBot0; 3anyueHHs: ZN-c5-001_ [logeHHMK y4yacHMKA [JOC/iIKeHHs 3 MPUIOMY Mpernapary
ZN-c5 pBiui Ha 00y y KombiHarii 3 manbouukmi6bom oauH pa3 Ha #00y _da3a 2_epcis 1.0_12 TpaBHs
2021_ pns YKpaiHU_yKpaiHCBKOIO Ta pOCiiicbKoro MoBOIO; 3anyueHHs1 ZN-c5-001_ITloieHHUK ydacHUKA
JocmipkeHHs s a3y 2: kombiHartis perapaty ZN-c5 i manbouuknioy_sep.1.0_13 kBiTHsa 2021_ asist
YKpalHU_yKpaiHCbKOIO Ta pOCiiicbkolo MoBOW; 3anyueHHsi ZN-c5-001_IllogeHHUK  ydYacHHKA
Jocnimkenss Ans ¢asu 2: MoHoTeparis ZN-c5 _Bep.1.0_13 kBiTHs 2021_ ans YKpaiHv_yKpaiHCBKOIO Ta
pocitickkoto MoBOIO; [lozioB)KeHHs1 TepMiHy 30epiraHHsi [JOC/TiKyBaHOTO JiKapchKoro 3acoly ZN-c5,
Karicy/m 25 Mr Jijis nepopanabHOro 3actocyBaHHs 0 CepriHs 2022 poky; 3anyueHHs [J0JaTKOBOI eTUKeTKU
JOCTTiIKyBaHOTO JIiKapCbKOro 3aco0y ZN-c5, karicysiu 25 Mr fjisi TiepopajbHOrO 3aCTOCYBaHHS [iJIst
OHOBJIeHHs1 TepMiHy TnipuzatHocti A0 CeprHsi 2022 poky (6e3 Bepcii Bixg 28 TpaBusi 2021 poky);
3anydeHHs1 [olaTKOBOTO BUpoOHUKa/immopTepa assi niperiapaty IBPAHC (IBRANCE®); manbonmkiio;
karicyny; 75 mr, 100 mr ta 125 mr ITiCiAn ®apma Cepgice3 Oratio, JIJIC, Crionyueni Illtatn Amepuku
[PCI Pharma Services Ohio, LLC, USA]; 3anyueHHs 10aTKOBOTO BUPDOOHHKA/iMITOpTEpa [ijis Tperapary
IBFPAHC (IBRANCE®); nan6oiukni6; karcyau; 75 mr, 100 mr Ta 125 mr ITiCiA# i dapma Cepgice3
Ixepmani I'MbX, 'epmanisi [PCI Pharma Services Germany GmbH, Germany ]
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Big 21.08.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

®aza 1/2 BigkpuTe OaraTolleHTPOBe MAOCTi[KeHHS Oe3reKku, TMepeHOCUMOCTi, (hapMaKOKiHETHKH Ta
MPOTUMYX/IMHHOI aKTUBHOCTI miperiapaty ZN-C5, mo Oyze 3acTOCOBYBaTUCS, SIK y BUIJIsiZIi MOHOTepartii,
TaK i y KoMOiHarlii 3 maysoouK/IiooM, y marjieHTiB 3 ectporeH-perientop (ER) mo3utuBHuM Ta perjentop 2
ernizepmanbHoro ¢dakropa pocty moavHu (HER2) HeraTvBHUM, TMOIIKMPEHUM pakOM MOJIOYHOI 3a/i03H,
ZN-c5-001, Bepcis 5.0 Bizg 14 BepecHs 2020 poky

3asgBHUK, KpaiHa

«Eprome ITiEnCi», CrionyueHe KopoJiiBCTBO

CnoHcop, KpaiHa

«3eHo Anbda IHk» [Zeno Alpha, Inc.], CIIIA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopnaTok 81

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa gocnignrka JlymarenepoH, BuaanHs 15 Big 09 kBiTHs1 2021 poKy, aHI/TiMCbKOI0 MOBOIO

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

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

PaHzomizoBaHe, rofBiiiHe ciiine, mane60-KOHTPO/IbOBaHe, OaraTOLIEHTPOBe [JOCHiZKeHHS (a3 3 3
OLIiHKM e(eKTUBHOCTI Ta Oe3MeyHOCTi MOHOTepartil rperapaToM JiyMaTeriepoH TPy JTiKyBaHHi TIALli€HTIB i3
BeJIMKMMH JIeTIPECUBHUMU €I1i30/laMH, TI0B’si3aHUMU 3 GinonsspauM po3snagom I abo II tumy (6imossipHORO
Jerpeci€ro) abo BeMKUM JienpeciBHUM po3nazoM., ITI-007-403, 3 iHkopriopoBaHoto nornpaBkoio 2.0 Bif

02 mucromnaga 2020 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

Intra-Cellular Therapies, Inc. (ITT), CIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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

Isan 3A/IBOPHUX




HopnaTok 82
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikaris cyTreBoi
TIOTIPaBKU

MEDIDATA PATIENT CLOUD - TIlocibnuk kopuctyBaua Samsung Galaxy S7, Bepcis 1.0 Bif
30 Gepesns 2020 poky, mepekiaj yKpaiHCbKOO MoBow Bifg 11 Bepechs 2020 poky; MEDIDATA
PATIENT CLOUD - KepiBuumrBo kKopuctyBada Samsung Galaxy S7, Bepcis 1.0 Bixm 30 Oepe3sus
2020 poky, mepekmiaz pociiicbkkoro MoBoro Bif 11 Bepechsi 2020 poky; 3pa3ok 300pakeHHs Ha eKpaHi
eneKTpoHHOro mnpuctporo onuryBasbHUKa UCPRO_OsHaku i cumnromy, Bepcisi 2.0 Bing 18 cepriHs
2006 poKy, YKpaiHCbKOIO MOBOI; 3pa30K 300pa’keHHS Ha €KpaHi eJIeKTPOHHOTO TIPHUCTPORO
orutyBanbHUKa UCPRO_O3Haku i cumnromu, Bepcis e7.0 Bixg 21 TpaBHa 2020 poky, poCiiicbKORO
MoBO1O; [lofaTkoBuil iHpopmaLiliHuii ucToK Ta ¢opma iHPOpPMOBaHOI 3ro/iv yuyacHMKa Ha [JJOCTaBKY
JocimpKyBaHoro mperapary gogomy, Bepciss V1.0UKR(uk)1.0 Bim 26 tpaBHsi 2021 poky, mnepeknaf,
yKpaiHcbKoo MoBowo Bif 01 uyepBHsi 2021 poky; HdopatkoBuii iHdopmariiiHuii muctok Ta ¢opma
iHbopMoBaHOi 3rou ydyacHMKAa Ha [OCTaBKy JOC/i[)KyBaHOro TMpernapary JoJOMy, Bepcis
V1.0UKR(ru)1.0 Bim 26 tpaBHs 2021 poky, nepeknaf pocilicbkkoro mMoBowo Bif 02 yepBHsi 2021 poky;
[HCTpyKIil /A7 MarjieHTa 1m0/0 OTPUMAaHHS AOC/IiPKYBAaHOTO JIiKapChbKOro 3aco0y BAoMa, Bepcis 2 Bif
26 tpaBHs 2020 poKy, repeksaz yKpaiHCbKO0 MOBOIO Bif 08 uepBHs 2021 poky; IHCTpyKUil /151 naLjieHTa
I0ZI0 OTPUMaHHS AOCIi/PKYBAaHOTO JIiKapcbKoro 3aco0y Bioma, Bepcist 2 Big 26 TpaBHs 2020 poky,
repeksiaz, pociicbKor MoBoto Bifi 08 uepBHs 2021 poky

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

Ne 1896 Big 27.08.2019




2 MPOJOBXKEeHH JojaTKa 82

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, MozBikHe clinie, T1ale00-KOHTPO/ILOBAHEe, 52-THXKHEBE [MOC/iMKeHHs ¢dasu 3 ais
OLIiIHKM e()eKTUBHOCTI Ta 0e3MeuyHOCTi 3aCTOCYBaHHS €TpaciMoJly B MAl[ieHTiB 3 aKTUBHUM BHPa3KOBUM
KOJIITOM BiJl IOMIPHOTO 10 BaXKKOr0 CTyTeHs TsKKOCTi», APD334-301, 3 iHKOpPIIOpOBaHOIO TIOINPaBKOKO
4.0 Big 22 rpygHs 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

«Apena ®apmackroTikans, Ink.», CIIIA (Arena Pharmaceuticals, Inc.), United States

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

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




Honatok 83

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi 3MiHa Bi/ITTOBiIa/TbHOTO JTOC/TiTHMKA B MiCIli MpOBe/ieHHsT BUMIpoOyBaHHs Ta Ha3Bu MIIB:
TIOTIPaBKU byno Crano
sikap FOpuenko [1.0. jikap Pyanunpka LA.
bpoBapckka lieHTpasbHa palioHHA JiiKapHs, | KoMyHa/bHe  HeKOMepLiiiiHe  MiJAIPUEMCTBO
KapjionoriyHe  BiggineHHs, M. bpoapwu, | «bpoBapceka 6araToripodisibHa KJ/IiHIYHa
KuiBcbka 06/1aCTh JIIKapHs1» TepuTopiaJibHUX rpomaz, bpoBapcekoro
paiioHy KwuiBcbkoi obmacti, KapgiosioriuHe
Bigzinenns, M. bpoBapu, KuiBcbka 061acTh

Homep Ta fata Haka3y Ne 545 Big 19.05.2017

MO3 1joz0 3aTBepKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3Ba kniHiyHOr 0O «PaHomi3oBaHe, MozBiliHe ciiirte, T1alle00-KOHTPOIbOBAHEe JJOC/Ii/PKEHHS /IS OLiHKM [ii 6emremoiqHol

BUTIPOOYBaHHs, KO/, kuciotd (ETC-1002) Ha mosiBy TSDKKUX CepLIeBO-CYAWMHHMX SBMIL Y MAaL{i€HTIB i3 CepLieBO-CYyJUHHO0

BepCid Ta zjata XBOP00OI0 ab0 3 BUCOKUM PU3MKOM ii BUHUKHEHHSI, SIKi He TIePeHOCSTh JIiKyBaHHSI cTaTuHaMu», 1002-043,
3 IHKOPITIOPOBaHO0 NOIpaBKoo 5 Bif 24 BepecHs 2020 poky

3asgBHUK, KpaiHa ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'FOBIA PIIC Ykpaina»

CrnioHcop, KpaiHa «Ecnepion Teparn’toTikc, Ink.» (Esperion Therapeutics, Inc.), CIIIA

CymnyTHi —

Marepianu/npernapaTy

CYNyTHBOI Tepariii

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




Honatok 84
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpomtypa ansi gocnigHuka 3 mniperiapaty Ozanimod (RPC1063), pemakuis 14.0 Big 22 kBiTHa 2021 p.;
Indopmatiisi a1 marieHTa Ta gopma iHpopMOBaHOI 3rou, octaTouHa pejakuis 5.0 Aas YKpaiHu Bif
07 tpaBHsi 2021 p., ocTaTOYHUM MepeKnas 3 aHIVIIKMCbKOI MOBM Ha YKpalHCbKy MOBY Bif 10 uepBHA
2021 p., ocTaTOYHMI MepeK/aj 3 aHI/IiMcbKoi MOBU Ha pociiicbKy MoBy Bif 10 uepBHsi 2021 p.; OuiHka
criBBifHOIIeHHsT KopucTi Ta pusuky (Benefit and Risk Assessment) ass pociimkenns RPCO01-3204,
pepakuis 6.1 Big 27 kBiTHs 2021 p.

Howmep Ta gara Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 1275 Bip 06.07.2018

Has3sBa kiiHiuyHOTO
BUIIPOOYBaHHs, KO/,
BepcCis Ta zara

«[domatkoBe OaratorieHTpoBe Bigkpute mpocimkeHHs III ¢a3u 3 MeTor OLHKYA O3aHiMoAy AJist
MepopabHOrO MPUMOMY TIpH JIiIKyBaHHI MAaI[iEHTIB i3 cepeHbOTSIKKUM ab0 TSHKKUM repebirom xBopobu
Kpona B aktuBHii popmi», RPC01-3204, pepakuis 5.0 Bix 03 Bepecus 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHern I Capn» (Celgene International II Sarl), IIBeiitjapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Isan 3A/IBOPHUX




HonaTok 85
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa ans gocnignvka 3 npernapaty Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBitHa 2021 p.;
Indopmarisi anst nauieHTa ta ¢opma iHGopMoBaHOI 3roAu, octaToyHa pefakuis 5.0 g8 YKpaiHU Bif,
07 tpaBHsi 2021 p., ocTaTOUHWI TepeK/aj 3 aHI/IiMCbKOI MOBM Ha yKpaiHCbKy MOBY Bif 10 uepBHA
2021 p., ocTaTOYHMM MepeK/aj 3 aHIIiMCbKOI MOBU Ha pociticbKy MoBY Bif, 10 uepBHs 2021 p.; OujiHka
crniBBifHOLIeHHs1 KopucTi Ta pusuKy (Benefit and Risk Assessment) ans gocnimkenHss RPCO01-3203,
pepakuis 6.1 Big 27 kBiTHs 2021 p.

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

Ne 1275 Big 06.07.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Criine, Maleb0-KOHTpoboBaHe mociimpkeHHs I ¢a3m 3
MeTOK OLIHKM 03aHiMOAy [J/s1 TepopaJbHOr0 MPUKMOMY TpU TPOBEAEHHI MiATPUMYROUOi Teparil
TaLi€HTaM i3 CepeHbOTSHKKUM abo TsKKMM Tiepebirom xBopobu KpoHa B akTuBHiM ¢opmi», RPCO1-
3203, pegakuida 5.0 Bizg 28 cepnusa 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen InTepHerns I Capisi» (Celgene International II Sarl), [IBeiiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 86
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa ans gocnignvka 3 npernapaty Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBitHa 2021 p.;
Indopmarisi Ans marjienta Ta ¢dopma iHhopMoBaHOI 3rojiy, ocTatouHa pejakuis 5.0 g Ykpainu Big 07
TpaBHs 2021 p., ocTaTOUHUI MepeK/aj 3 aHIJiiCbKOI MOBU Ha yKpaiHCbKY MOBY Biz 10 uepBHsi 2021 p.,
OCTaTOUHMM IepeKsaZ, 3 aHIJIIMCbKOI MOBU Ha pociiicbKy MoBY Bif 10 uepBHa 2021 p.; OuiHka
crniBBigHOLIeHHs1 KopucTi Ta pusuKy (Benefit and Risk Assessment) ans gocnimkenHss RPCO01-3202,
pepakuis 6.1 Big 27 kBiTHs 2021 p.

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

Ne 1275 Big 06.07.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Criine, Maleb0-KOHTpoboBaHe mociimpkeHHs I ¢a3m 3
MeTOI0 OL|IHKWA 03aHIMOJy [/1s1 IPUKOMY MepopabHO TPU MPOBeJeHH] iHAYKLIMHOI Tepariii narjieHTaM i3
cepeJHBOTSHKKUM abo TsHKKUM Tiepebirom xBopobu KpoHa B akTuBHiM dopMmi (mocigkeHHsT No2 3 OLIIHKU
iHayKLiKHOI Teparii)», RPC01-3202, pepakiiis 5.0 Big 03 BepecHst 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen InTepHerns I Capisi» (Celgene International II Sarl), [IBeiiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 87
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa ans gocnignvka 3 npernapaty Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBitHa 2021 p.;
Indopmarisi anst nauieHTa ta ¢opma iHGopMoBaHOI 3roAu, octaToyHa pefakuis 5.0 g8 YKpaiHU Bif,
07 tpaBHsi 2021 p., ocTaTOUHWI TepeK/aj 3 aHI/IiMCbKOI MOBM Ha yKpaiHCbKy MOBY Bif 10 uepBHA
2021 p., ocTaTOYHMM MepeK/aj 3 aHIIiMCbKOI MOBU Ha pociticbKy MoBY Bif, 10 uepBHs 2021 p.; OujiHka
crniBBigHOLIeHHs1 KopucTi Ta pusuKy (Benefit and Risk Assessment) ans gocnimkenHss RPCO01-3202,
pepakuis 6.1 Big 27 kBiTHs 2021 p.

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

Ne 1275 Big 06.07.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Criine, Maleb0-KOHTpoboBaHe mociimpkeHHs I ¢a3m 3
MeTOI0 OL|IHKWA 03aHIMOJy [/1s1 IPUKOMY MepopabHO TPU MPOBeJeHH] iHAYKLIMHOI Tepariii narjieHTaM i3
cepeJHBOTSHKKUM abo TsHKKUM Tiepebirom xBopobu KpoHa B akTuBHiM dopmi (mocmigkeHHs: Nel 3 OLliHKH
iHayKLinHOI Teparii)», RPC01-3201, pemakiiis 5.0 Big 03 BepecHst 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen InTepHerns I Capisi» (Celgene International II Sarl), [IBeiiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 88

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MICL[b MPOBEEHHS K/IIHIYHOTO [OC/IiIPKEHHS:

Bysno

Cramno

I.M.H., pod. BoxHgapenko .M.

KomyHanbHe ~ HekoMepijiliHe  TiATIPUEMCTBO
«Micbka KiiHiuHa JikapHs Ned» [IHINIPOBCBHKOIL
MiCbKOI ~ pagu»,  BifieHHs  XiMioTepartii,
[epxaBHuM 3aKaz «/JHIrponeTpoBCbKa
MeJWYHa akazeMis MiHicTepcTBa OXOPOHMU
300poB‘sl  YKpaiHW», Kadezapa OHKosorii Ta
MeJIMYHOI paiosorii, M. JIHinpo

IO.M.H., ipod. BoHpapenko [.M.
KomyHanbHe
«Micbka KiiHiuHa JiikapHd Ned» JIHINpOBCHKOI
MiCbKOI pajM, XiMioTeparieBTUUYHE BiJJi/leHHS 3

JIeHHUM

Jlep>)KaBHUN MeJUUHMM yHiBepcuTeT, Kadeapa
OHKOJIOTii Ta MeWUYHOI paziosorii, M. JHinpo

HeKoMeplliiHe  TTiJITIPUEMCTBO

CTaL|l0OHapOoM, [HINpoBCHKUIA

J.M.H., ipo¢. KprkaHiBcbka A.€.

KomyHanbHe  HeKOMepLiiliHe  MiANPUEMCTBO
«[IpyKapnaTcbkMii  K/IiHIYHUM  OHKOJIOTiUHUMN
1eHTp IBaHO-®paHKiBCbKOI 00/1aCHOI  pagu»,

xipypriune BiagineHHs Ne3, IBaHo-PpaHKiBCbKUN
Hal[iOHa/IbHUM MeJUYHUM YHiBepcuTeT, Kadeapa
OHKOJIOril, M. IBaHO-®PpaHKiBCbK

J.M.H., ipo¢. KpmxaHiBceka A.€.

KoMyHanbHe  HeKoMeplliliHe  MiANPUEMCTBO
«[IpyKaprnaTCbKMii  K/IiHIYHUM  OHKOJIOTIUHUM
1eHTp IBaHO-®paHKIiBCBKOI 00/1acHOI  paju»,

xipypriune BiagineHHs: Ne3 TrOpMOHO3a/IeKHUX

My XJIUH

Hal[iOHaIbHUM MeJUUHUM YHiBepcuTeT, Kadeapa
OHKO0JIOTii, M. IBaHO-®PpaHKIBCbK

y  KiHOK, IBaHO-®paHKiBCbKUM
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«HJocmimkennst 11 da3u 3 MeToro oLiHKM 6Ge3meuHOCTi ¥ edeKTUBHOCTI Teparii mperrapatom SYD985,
KOH’HOraTOM aHTHUTi/Ia Ta JIKapCbKOI DPEYOBMHM, L0 NPOBOAWUTLCS B OJHIM TIpyni NAalli€eHTOK i3
peLMAVBHUM, TOIIMPEeHUM abo MeTacTaTUUHUM pakoM eHJoMeTpito 3 ekcripecieto HER2, y skux padiliie
OyJi0 BUSIB/IEHO TIPOTPECYBaHHSI 3aXBOPIOBAHHS HA TJTi UM ITiC/Isl POBEJIEHHS XiMioTepartii mepioi JIiHil Ha
OCHOBI npenapariB ratuan», SYD985.003, pepakuis 3.0 Bix 30 BepecHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«bittongic B.B.», [Byondis B.V.], Hinepnangu

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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

Isan 3A/IBOPHUX



Honatok 89

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZJaTKOBUX MiCI[b TTPOBe/IeHHsS] BUIIPOOYBaHHS

cucremy, LleHTp po3cissHOro ckiepo3sy, M. XapkiB

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1 J.M.H., mpo¢. Bonoumna H.IT.

Hep>xaBHa ycTaHoBa «IHCTUTYT HeBpoJIOrii, mcuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazeMii
MeJUYHUX HayK YKpaiHu», BiAJi/ ayTOIMyHHUX i JereHepaTMBHUX 3aXBOPHOBaHb HEPBOBOI

2 K.M.H. Tomax H.B.

MeauuHu# [IeHTP TOBAaPUCTBA 3 00MeXxeHOI0 BifnoBifanbHicTI0 «IHET-09», M. 3anopixoks

3 K.M.H. Koctrouenko A.B.

MeauuHuii 1IeHTP TOBapUCTBA 3 0OMEXKeHOI0 BifmoBiganbHiCTIO «Xenc KniHik», Meanunuit
K/IiHIUHWW JOCTITHALILKWY LIeHTP, Bif/li/ 3aranpHoi Teparii, M. BiHHuLs

4 3aB. Bij. Kobers L.T.

KpPOB0OOITy MO3KY , M. IBaHO-PpaHKiBChK

KomyHaneHe HekomepLiiiHe MiAnprueMcTBO «lleHTpanbHa MickKa KiliHiuHa JiikapHsl IBaHO-
@®paHKIiBCbKOI MICbKOI pajZii», HEBPOJIOTiUHe BiJJileHHS [Js1 XBOPUX 3 MOPYLIEHHAM

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

Ne 1012 Big 24.05.2021
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Hasga k/iHiuHOTO PaHzioMi3oBaHe, mo/BifiHe ciiinie, T1alle00-KOHTPOIbOBaHe AOCTiKeHHsT ¢a3d 2 [AJid  OLHKU

BUTIPOOYBaHHS, KO/, eheKTUBHOCTI, 0e3reuyHoCTi, TepeHOCHMMOCTi, (apMakOKiHeTUKM Ta  0ioJjioriyHOi  aKTHBHOCTI

BepCis Ta zaTta opeslabpyTuHiOy y TMaIlieHTiB i3 peluUBYIOUO-PEMITYIOUMM pO3CisHUM cKaepo3oM, [ICP-CL-00112,
Bepcist 3.0 Big 09 ciunsg 2021 poky

3asiBHUK, KpaiHa [TignmpuemcTBo 3 100% iHo3eMHoOr0 iHBecTuLjier0 «KAVK’FOBIA PZIC YkpaiHa»

CrioHcop, KpaiHa InnoCare Pharma, Inc., USA

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamii

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




Honatok 90
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

HopatkoBuii iHQopmaLiiHuii UCTOK Ta (opma iHGoOpMOBaHOI 3roZM ydaCHHMKAa Ha [JOCTaBKY
JocnimkyBaHoro miperapary pgozomy, Bepcisi V1.0UKR(uk)1.0 Big 26 tpaBHs 2021 poky, mnepeksnaf
yKpaiHcbKoto MoBow Bif, 01 uepBHsi 2021 poky; [JomaTkoBuii iHdopmaliiiHui JUCTOK Ta (opma
iHbopMOBaHOI 3rofM ydyaCHMKa Ha [JOCTaBKy /OC/iZ)KyBaHOTO TpernapaTy [OJOMY, BepCis
V1.0UKR(ru)1.0 Big 26 tpaBHsi 2021 poky, mepekaj pociiickkoro mMoBoro Bif 02 uepBHsi 2021 poky;
[HCTpyKIil /A7 MaljieHTa 1010 OTPUMAaHHS AOC/IiPKyBaHOTO JIiKapChbKOro 3aco0y BoMa, Bepcis 2 Bif
26 tpaBH# 2020 poky, nepek/az yKpaiHCbKO MOBORO Bif 08 uepBHst 2021 poky; [HCTpyKUil A1 natjieHTa
0[]0 OTPUMaHHS [JOC/IiPKYBAHOTO JIiKapChKOTO 3aco0y BAoma, Bepcisi 2 Bix 26 TpaBHs 2020 poky,
repeksa/, pocilicbkkoro MoBoto Bif 08 uepBHs 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomiszoBaHe, mopBiliHe ciiinie, TIale00-KOHTPO/ILOBaHe, 12-TWXKHEBe [MOC/imKeHHs ¢dasu 3 s
OLiHKM e(heKTUBHOCTI Ta 0e3revyHOCTi eTpaciMo/ly B TAIli€EHTIB 3 aKTUBHUM BHPA3KOBUM KOJITOM Bif
TIOMIPHOTO [0 Ba)KKOro CTymneHs TsKKOCTi», APD334-302, 3 iHkoprniopoBaHow monpaBkor 3.0 Bif
22 motoro 2021 poky

3asBHUK, KpaiHa

TTianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'TOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«Apena ®apmaceroTikans, [Hk.» (Arena Pharmaceuticals, Inc.),United States

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTtok 91

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/bILIeHHs KiJTbKOCTi TaLli€HTIB, 1110 TPUHAMAlOTh Y4acTh Y BUIIPOOyBaHHI Ha TepuTopil YKpainu, 3 35 70
42 ocib.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«LICA daktopy XI asa 3HWKeHHS TPOMOOTUYHMX SIBHIL Yy TIAI[iEHTIB i3 TepPMiHA/bHOK CTaJi€ro
XpOHIUHOI XBOpOOM HUPOK Ha fiasi3i: ¢asa 2, paHgomizoBaHe, MO/BiliHe cJliTie, Myaleb0-KOHTPO/ILOBaHEe
JmocmimkeHHs: Oe3rneku, (apMakOKiHeTHKH Ta (papMakoJWHaMiKM MHOXWUHHUX 7103 BAY 2976217»,
BAY2976217/21170, Bepcis 2.0 3 iHTerpoBaHor0 norpaskoro 1 Big 29 Bepecus 2020

3asBHUK, KpaiHa

TOB «bauiep», YkpaiHa

CnoHcop, KpaiHa

baviep AI', HimeuunHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HopnaTtok 92
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpourypa mocnigavka Rintodestrant (G1T48), Bepcisi 6, Bif 14 kBiTHs 2021 pOKy, aHI/TiMCHKOK MOBOIO;
Indopmariisi asis1 natjienrta i @opma iHpopMoOBaHOI 3ro/ju Ha y4acTh y YaCTUHI 3 AOCTipKeHHs, Bepcist 2.0
Big 03 uepBHs 2021 poky /11 YKpaiHu cTBopeHa Ha ocHOBi I'iobanbHOT Matictep-Bepcii @13 Ha yuactb y
vactuHi 3 pocnigkenHs G1T48-01, sepcia 2.0 Bix 14 ksitHa 2021 poky, [Iportokos Bepcis 8.0 Bif
29 ciunsa 2020 poky aHIIiMCBHKOW Ta yKpaiHCbKOK MoBamu; Jlozatok o IHdopmauii s maiieHTa i
®opma iHpopMOBaHOI 3rofid Ha y4yacTb y yacTuHi 3 gociimkeHHs, Bepcis 2.0 Big 03 uepHs 2021 poky
ISt YKpaiHu cTBOpeHa Ha ocHOBIi I'mobanbHoi Maiictep-Bepcii @13 Ha yuacTb y yacTuHi 3 JOC/TiIKeHHS
G1T48-01, Bepcia 2.0 Big 14 kBitHa 2021 poky, IIporokon Bepcig 8.0 Bix 29 ciuna 2020 poky
aHTJIiICHKOIO Ta YKPaiHCbKOK MOBaMH

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure, OararouieHTpoBe gAocmipkeHHs 1 da3m Ay OLiHKKM  Oe3rneKkd, TepeHOCHMOCTI,
(hapMakoOKiHETMKM Ta TMoOnepejHbOI TMPOTUITYX/IMHHOI akKkTMBHOCTI mnpernapatry G1T48 mpu loro
3aCTOCYBaHHI y 3pPOCTalOuMX /[03aX Yy BUIJIAi MOHOTeparii Ta y KombiHariii 3 [Tan6ouukaibom y xiHOK 3
ecTporeH-periennTop-no3suTuBHUM, HER2-HeraTUBHMM pO3IOBCIO/)KEHHM pakKOM MOJIOYHOI 3a/i03u»,
G1T48-01, Bepcis 8.0 Bizg 29 ciuna 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina
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CnoHcop, KpaiHa G1 Therapeutics, Inc., ITiBaiuna Kaponina, CIIIA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 93
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoB>keHHST TepMiHy TPUAATHOCTI i AOCTiKyBaHOTO JiKapchbKoro 3acody APG-2575; tabieTku
BKPUTI TJTiIBKOBOIO 000/10HKOI0; 10 wmr, cepis B133A11701D - go 11 6Gepe3ns 2022;OHOBEHHST PO3/iny
2.1.P.8.3.1 «Tabsuri maHuxX CTabibHOCTI» AOCHE AOCIIIPKYBAaHOTO JTiKapCchKOro 3aco0y, Bepcis 1.0 Bifg
26 tpaBHs 2020 — anst APG-2575; Tab/ieTKU BKPUTI TUTiIBKOBOIO 000/10HKO0; 10 Mr

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

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hocmimkenns: ¢asu Ib/Il 3actocyBanHs mipenapaty APG-2575 sk MoHoTepamii abo B KoMOiHariii 3
iHIIMMU JTIKADCHKUMU TIperiapaTaMy y Malji€HTiB 3 peruJuBYIOUMMH Ta/ab0 pedpakTepHUMHU XPOHIUHHUM
nimMpouuTapHuM Jetiko3oMm (XJIJT)/npibHOKMITHHHO siMdoruTapHoto yiMmdpomoro (IJ1JT) (SACRED)»,
APG2575CU101, Bepcis 1.0 Big 18 rpyans 2019

3asgBHUK, KpaiHa

TOB «Kpomocgapma YkpaiHa»

CnoHcop, KpaiHa

Ascentage Pharma Group Inc. (Acentaxx @apma I'pyn IHk.), CIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 94
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

InenTudikatiist cyrreBoi
TIOTIPaBKU

Hopmatok 1 Big 25.05.2021 p. mo bpowypu [Hocnignuka JNJ-67896049 / ACT-293987 / NS-304
UPTRAVI® (selexipag), Bunanus 16

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Bip 15.12.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«bararorieHTpOBe, paH/0Mi30BaHe, MO/IBiliHe CJiTie, T1aleb0 KOHTPO/IbOBaHe, B Tlapasie/lbHUX IPymax, B
TMOC/TiIOBHUX TpyTax, afjlalTUBHe KJliHiuHe A0C/ipkeHHs 3 ¢a3u 3 HaCTYITHUM BiJIKDUTUM TPO/IOB)K€HUM
MepiofioM [yisi OLiHKK e(eKTUBHOCTI Ta 0e3MeuyHOCTi JIiKyBaHHsS CeJIeKCilaroM sik JOTIOBHEHHS [0
CTaH/apTHOI Teparii y TaljieHTiB i3 HeoriepabebHO abo CTINKOIO / PeLMUBYIOUOIO TIiC/IsA XipypriuHoro
Ta / abo iHTepBEHI[IMHOTO JIiKyBaHHS XPOHIYHOK TPOMOOeMOOJIIUHOIO JIeTeHeBOK TimepTeH3ie», AC-
065B302, 3 nonpaBkow 3, Bepcis 4, Big 29.09.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 95

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa gocnigarka SIMPONI® (golimumab), Buganns 22 Big 20.05.2021 p.

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

Ne 636 Big 22.03.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, GaraToljeHTpOBe, TIO/[BiliHe CJIiTle, aKTUBHO KOHTPOJIbOBaHe KJIiHiUHe AOC/TiKeHHs 2a
dasu B mapasenbHUX TpyMax [jis JOBeJeHHs KOHLII[il, BUBUeHHS e(eKTUBHOCTI Ta Oe3meuHOCTi
KOMOiHOBaHOI Tepariii rycejlbkymMaboM Ta rojiiMymMa0b0M B JTiKyBaHHi MAalfiEHTIB i3 cepeHbOr0 CTYyIeHs
TSDKKOCTI Ta TSDKKUM HecrieliudiyHUM BUPa3KoBUM KomiTom», CNTO1959UC0O2002, 3 morpaBKOIO
Amendment 2 Big 07.03.2019 p., COVID-19 [opmatok g0 IIpoTokomy K/iHIUHOTO AOC/iIKeHHs
CNTO1959UC02002 Big 14 TpaBusi 2020 poky

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTtok 96
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikaris cyrreBoi
TIOTIPaBKU

[pykoBaHi oroJsioiieHHs, pefakiis 1 yKpaiHCbKOK MOBOW /151 YKpaiHu Big uepBHsi 2021 p. (10922
Crohns_Awareness_PRINT ADS_Ukraine_Jun2021_V1); banepu, pefakuis 1 yKpaiHCbKOIO MOBOIO [i/Isi
Ykpainu Bif uepBHsi 2021 p. (10922 Crohns_Awareness_ BANNERS_ Ukraine_Jun2021_V1); banepHa
peknama (cueHapii), pegakiisi 1 ykpaiHCbKOK MOBOW A5 YKpaiHu Big uepBHs 2021 p. (10922
Crohns_Awareness_ BANNER AD_Ukraine_Jun2021_V1); Ilpsama mnomra (cueHapii), pemakiis 1
YKpailHCbKOIO MOBOIO [y YKpainu Big uepBHs 2021 p. (10922 Crohns_Awareness_DIRECT
MAIL_Ukraine_Jun2021_V1); Tlomyk 3a K/IHOUOBMMH C/ioBaMM (ClieHapii), pefakijisi 1 yKpaiHCBbKOIO
MOBOW  Jyia  YKpaiHu  Big  uepBHa 2021 p. (10922  Crohns_Awareness_ KEYWORD
SEARCH_Ukraine_Jun2021_V1); [IpykoBaHa peksiama (clieHapii), pefakiiis 1 yKpaiHCbKOI MOBOIO [Jist
Ykpainu Bix uepBHs 2021 p. (10922 Crohns_Awareness_ PRINT AD_ Ukraine_Jun2021_V1); CMC
MOBiZIoM/IeHHs (CLieHapii), pezjakuis 1 ykpailHCbKOIO MOBOO /s YKpaiHu Bifg uepBHs 2021 p. (10922
Crohns_Awareness_SMS_Ukraine _Jun2021_V1); CouianbHi Mefia (cueHapii), peaakiiisi 1 yKpaiHCbKOO
MOBOIO  Jsii  YKpaiHu  Bif  uepBHs 2021  p. (10922  Crohns_Awareness_SOCIAL
MEDIA_Ukraine_Jun2021_V1).

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Bip 06.07.2018
Ne 1275 Big 06.07.2018
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Criine, Maleb0-KOHTpoboBaHe pociimpkeHHs II1 ¢a3m 3
METOI0 OLIiHKM 03aHiMOAY AJisl IpUHAOMY TepopaabHO TpU MPOBeieHHI iHAYKIIiMHOI Teparii maijieHTam i3
cepeJHBOTSHKKUM abo TsDKKUM Tiepebirom xBopobu KpoHa B akTuBHiM dopmi (mocmigkeHHs: Nel 3 oLliHKU
iHaykuiHoi Teparmii)», RPC01-3201, pegakuis 5.0 Big 03 BepecuHsi 2020 p.;

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Crine, Maleb0-KOHTpo/IboBaHe AociimpkeHHs I ¢a3m 3
METOI0 OLIiHKM 03aHiMOAY AJis IpUHOMY TepopaabHO TIPY MPOBeJieHHI iHAYKIIiMHOI Teparii maijieHTam i3
cepeJHBOTSHKKUM abo TsDKKUM Tiepe6irom xBopobu KpoHa B akTuBHiM dopmi (mocmigkeHHs: Ne2 3 OLIiHKU
iHayKuiiHoi Tepamnii)», RPC01-3202, pepakiiis 5.0 Bix 03 BepecHst 2020 p.

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHern I Capn» (Celgene International II Sarl), IIBeiitiapis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




Honatok 97
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKO/ K/iHiYHOTO BUIPOOyBaHHST M14-234 3 iHKOpNOpoBaHWUMH AIMiHiCTPaTUBHUMU
3MmiHamu 1, 2 i 3 (tinibku gis Kanaau) ta [TonpaBkamu 0.01, 0.02, 1, 2, 3, 3.01, 4, 5, 6 Ta 7 Big 10 TpaBHA
2021 poky

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 ta 6 Big 31 munHs 2020 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacsktoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 98
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBNieHM TIPOTOKOJ1 KJiHiuHOro BurpoOyBanHs APG2575CU101, Bepcis 2.1 Big 14 TpaBHs
2021 (anHrnaiiicbkoro MOBOI0); JIucT iHpopmalii /15 naijienta Ta @opma iHPopMoOBaHOI 3ro/ju Ha y4acTb y
JIocmiipkeHHi, A Ykpainu, Bepcist 3.0 Big 26 TpaBHst 2021 Ha ocHOBi MaiicTep-Bepcii 4.1 Big 14 TpaBHS
2021 (yxpaiHChbKOIO Ta pOCiMCbKOW MOBOK); IllofeHHMK 3acTOCyBaHHSl [OC/iJ)KyBaHOTO IperapaTy
APG-2575, Bepcist 4 Big 10 yepBHsi 2021, ans Ykpainu Ha ocHoBi CrioHcop Bepcii 3 Big 10 uepBHs
2021 (yxpaiHCbKOIO Ta pOCiMCbKOW MOBOK); IllofeHHMK 3acTOCyBaHHSl [OC/iJ)KyBaHOTO IperapaTy
APG-2575 3 Mabtepa®, Bepcis 4 Big 07 uepHs 2021, a1 YKpainu Ha ocHoBi CrioHcop Bepcii 3 Bif
01 uepBHa 2021 (ykpalHCbKOIO Ta pOCIHCbKOIO MOBOIO); lIloZieHHHMK 3acTOCyBaHHSI [OC/Ii/PKYBaHOTO
nperniapaty APG-2575 3 KankBeHc®, Bepcig 4 Bifg 07 uepBHa 2021, nns YkpaiHu Ha ocHOBiI CrioHCOp
Bepcii 3 Biz 01 uepBHst 2021 (yKpaiHCHKOIO Ta pPOCiiiChKOI MOBOMO); 30i/blileHHs 3ar/laHOBAHOI Ki/TbKOCTI
JocmiKyBaHUX B YKpaiHi 3 70 go 110 narjieHTiB

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns: ¢a3u Ib/Il 3actocyBanHs npernapaty APG-2575 sk MoHoteparii abo B KomOiHariii 3
iHILIMMU JTIKapCLKUMU TIperapaTamMy y TMaLjieHTiB 3 peliuJUBYIOUMMU Ta/abo pedpakTepHUMHU XPOHIUHHUM
nimdoruTapauM Jieiiko3oMm (XJIJT)/gpibHOKTiTHHHOIO "iMdoruTapHOto JsiMbomor (IJ1JT) (SACRED)»,
APG2575CU101, Bepcis 1.0 Big 18 rpyans 2019
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3asiBHUK, KpaiHa TOB «KpoMocdapma YkpaiHa»

CnoHcop, KpaiHa Ascentage Pharma Group Inc. (Acenrax ®apma I'pym Isk.), CIITA
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




HonaTok 99
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHHI TIPOTOKOJT K/TiHiYHOTO BUMNpoOYyBaHHs, Bepcisi 2 Big 08 motoro 2021 p.; ®opma indbopmoBaHOi
3roiy, Bepcis 2.0 ayig YKpaiHM yKpaiHChKOIO Ta pociiicbkoro MoBamu Bifi 31 6epe3nsi 2021 p. Ha ocHoBi
Matictep-Bepcii (opmu iHpopMoBaHOI 3rogu s gociimkeHHss BO41843, Bepcisi 2 Bim 08 mtororo
2021 p.; Jdo3Bin Ha BUKOPUCTaHHS Ta Tepefauy MeAW4HOl iH(opmaljii npo BariTHicTb, Bepcis 2.0 aas
YKpaiHu yKpaiHCBKOIO Ta pocilicbkoro MoBamu Bif 31 6epe3nst 2021 p. Ha ocHoBi maticTep-Bepcii opmu
3roJli Ha HaZlaHHA iH¢opMallii BariTHOIO MapTHepKow Aas AochimkeHHss BO41843, Bepcis 2 Bix
08 motoro 2021 p.; [llomeHHUK MarjieHTa i3 3aCTOCYBaHHS IOC/IiPKYBAaHOTO JIiIKapCHKOTO 3aco0y, Bepcist
5.0_GDC-9545, xancynu_sieTpo30J1, Karcyad_nanbouukiaio, karcymu_sig 02 6Gepe3ns 2021 p.,
YKpailHCbKOIO Ta pOCiHCbKOHO MoBaMmu; /[lofaBaHHS IIOZleHHMKA TiallieHTa i3  3aCTOCYBaHHS
JOCJiJ)KyBaHOTO JIIKAPCbKOT'O 3acoby, BepCis 5.0_GDC-9545, KariCyJ/iv_JieTpo30/I,
Karicymi_manbouuknib, Tabnetku Bim 02 Gepesnsi 2021 p., yKpailHCBKOIO Ta POCIMCHKOO MOBaMH;
KapTka-nam’drka f1s natieHrta B fociipkeHHi BO41843. Bepcisi yKpaiHCBKOIO Ta POCIMCHKOI0 MOBaMH
2.0 Big 16 motoro 2021 p.; [dozaBaHHs mperapaTy CyIyTHbOI Teparii 3o/safjeKc, Karcysaa s
MiJKIPHOTO BBeJEHHsS MPOJOHroBaHOl Ail mo 3,6 wmr.; [lofaBaHHSI 3pa3Ka MapKyBaHHS TiperapaTy
CyIyTHBOI Teparii 3oJafleKC, Karcysa [Js MiAIKIPHOrO BBeJeHHs MPOJIOHroBaHoi il mo 3,6 Mr.
BKJ/TIOUYeHHs1 10/1aTKOBOT'O MiCLIsl TPOBeZleHHs1 K/IiHiYHOro BUNPOOYBaHHSI:

No [1.I.b. BiATIOBia/ILHOTO [OC/TIIHUKA

/1 Ha3Ba MicIist mpoBe/ieHHs1 KJTiHIYHOTO BUTIPOOYBaHHs

1. | g.m.H. ['oteKO €.C.

KomyHaneHe HekoMmepLiliHe MiANpUeMCTBO «lleHTpasbHa MiCcbKa KJ/IiHIYHA JIIKApHS»
YKropozicbkoi Micbkoi pagu, Micbkuil OHKOJIOTIYHUM LIeHTp, TeparneBTHYHe BijJlieHHs,
[ep>xaBHUM BUILMM HAaBUa/JbHUM 3aK/IaJ «Y)KTOPOACHKWM HAL[ilOHA/JIbHUK YHIBEPCUTET»,
KadeZpa OHKOJIOTII Ta pafiosiorii GakyabTeTy MiC/IsAUIIOMHOI OCBITU Ta JOYHIBEPCUTETCHKOT

IiITOTOBKY, M. Y Kropoj
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanzomizoBaHe mo/BiiiHe cirne mialle60-KOHTPOIbOBaHe OaraToleHTpoBe AocuimpkeHHs (as3u 111 s
oiinku edektuBHOCTI Ta 6Oe3meunocti GDC-9545 y komOiHarlii 3 manbouMKIiOOM TIOPiBHSIHO 3
KoMOiHarlieto ieTpo3ony Ta manborukmaiby y MallieHTiB 3 ecTporeH-pelenTop-no3utiBHuM, HER2-
HeraTUBHUM MiCL|eBOIOLIMPEeHNUM UM MeTaCTaTUYHUM PaKOM MOJIOYHOI 3ano3u», BO41843, sepcis 1 Bif,
14 motoro 2020 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHOI0 BiIMoBizambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HopnaTtok 100

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»

24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOJ KTiHIYHOTO BUNpoOyBaHHs MK-3475-689, 3 iHKopriopoBaHor mornpaBkoto 05 Bif
3MiHa Ha3BM Ta MICUd TIPOBEJEHHS KIIiHIYHOTO

13 TpaBHs 2021 pOKy, aHIJIIMCBKOKO MOBOIO;
BUNPOOYBaHHS:

Micbka OararoripodinibHa KitiHiuHa ikapHs Ned»
[THInpomeTpoBCHKOI obmacHo1 pazin»,
BifflineHHss XiMioTeparnii, /[lep>kaBHUM 3aK/aj
«/JHIDporeTpoBChKa MeIUYHa akazeMist
MiHicTepcTBa OXOpPOHM  3[0pOB’S  YKpaiHu»,
Kadeapa oHKojorii i MeauuHOl pagiosorii,

M. [THinpo

Bysno Crano
I.M.H., ipod. BoHgapesko 1. M. I.M.H., ipod. BoHgapenko 1. M.
KomyHaneHuii  3aknag — «/lHinmporieTpoBchKa | KoMyHanbHe =~ HeKOMepLliliHe  MiANPUEMCTBO

«Micbka KiiHiuHa JiikapHa Ned» IHINpOBCHKOI
MiCBKOI pajy, XiMioTeparieBTUYHE BiJJi/leHHS 3
JIeHHUM CTaL|lOHapOoM, [HINpOoBCHKUIA
Jlep>)KaBHUN MeJUUHMM yHiBepcuTeT, Kadeapa
OHKOJIOTii Ta MeuYHOI paziosorii, M. JHinpo

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

Ne 342 Big 26.02.2018
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomizoBane, Bigkpure pocmimpkenns 11 dhasu s oriHku meMOpostizymaly B IKOCTi Heoa FoBaHTHOL
Tepariii Ta B KOMOiHaIlii 3i cTaHZapTHUM JIIKyBaHHSM B SIKOCTi a/i'TOBaHTHOI Tepariii pu orepabenbHOMY
JIOKOperiOHa/lIbHO PO3MOBCHO/KEHOMY IUIOCKOK/IITUHHOMY paky ronosu Ta mwi III-IVA cragii», MK-
3475-689, 3 iHKopnopoBaHot0 norpaBKoro 04 Bix 17 yepBHs 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepiaynv/ripernapaTi
CyIyTHBOI Tepariii

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




Honatok 101
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 29 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bif 29 rpyans 2020 poky
Ne 3059 Ta gogarka Ne 19 0 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/ieHUi MPOTOKO/ KiiHiuHOro BUnpobyBaHHs MK-3475-A86, Bepcisi 3 iHKOPIIOPOBAHOIO MOMPaBKOI)
01 Big 26 TpaBHa 2021 pOKy, aHIVIIKCbKOK MOBOM; 3a/lyuyeHHs [OJAaTKOBOTO MIiCLid TPOBe/IeHHs
KJIiHIYHOTO BUNTPOOYBaHHS:

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

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

1 | nikap Birypo M.C.
MeauuHul 1[eHTP TOBapUCTBa 3 0OMEXXeHO BifmoBizanbHicTIO «Mpist Mea-Cepsic», Biagin
KJTiHIYHUX AOCTipKeHb, [JHinporneTpoBckKa 06sacTh, M. Kpusuii Pir

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

Ne 1326 Big 02.07.2021

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, panzomizoBane gocmimkeHHsi III ¢a3u g1 BuBuUeHHsS (papMakOKiHETHMKU Ta Oe3rmeuHOCTi
nemMOposTi3ymMaly 1S MiAMIKipHOTO BBeZIEHHS TTOPIiBHSHO 3 1eMOpoJTisymMadoM [ijisi BHYTPillTHbOBEHHOTO
BBe/IeHHsl, B KOMOiHallil 3 JBOXKOMITOHEHTHOIO XiMiOTeparii€to rperapatamu TlaTUHH, B SIKOCTi TiepIioi
miHii Tepamii g yYaCHUKIB 3 MeTaCTaTUYHWM TUJIOCKOK/JTITHHHMM ab0 HEeTUIOCKOKJTITHHHUM
He/IpiOHOKMITHHHUM pakoM JsiereHiB», MK-3475-A86, Bepcisi 00 Big 26 6epesnsi 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

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




Honatok 102

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPABOK |0 TIPOTOKOJIIB KTIHIYHUX
BUTIPOOYBaHb Ta BHECEHHSI 3MiH /IO J0JaTKa
Ne 29 0 Haka3y MiHicTepcTBa OXOPOHU
310poB’s1 YKpainu Bif 29 rpyaus 2020
poky Ne 3059 ta gozmatka Ne 19 1o Hakasy
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 23 kBiTHA 2021 poky Ne 801»
24.07.2021 Ne 1553

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBeIeHHsI K/TiHIUHOTr0 BUIPOOYBaHHS:

Ne
/1

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

1

a.M.H. Jloboma A.M.
KomyHasneHe HekomepijitiHe mignpuemMctBo CyMcbKoi o0sacHOi pazu «O6macHa [AuTsda
K/iHiUHa JiKapHs», coMatuuHe BifgineHHs, CyMCbKUM [Jep>KaBHUM YHiBepcuTeT, Kadezpa
negiarpii, m. Cymu

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

Ne 1849 Biz 11.08.2020

Haz3pa kniniuHoro
BUTIPOOYBaHHS, KOJI, BEpCist
Ta JlaTa

Panyiomi3oBaHe, OararTolLieHTpOBe, To/BiliHe ciire, Tuialeb0 KOHTPOJ/IbOBaHe, B Tapasie/lbHUX Tpyriax,
KOHTPOJIbOBaHe 3a MOJIsIMUA KJIiHIYHe [OC/IiJKeHHS 3 TOC/AIJOBHUM BKJ/IFOUEHHSIM [pyI, 3 IepiooM
BiJJKDUTOTO TIO/IOBXKEHOT'0 JIiKyBaHHSI /[Jis1 OL[iHKM e(eKTUBHOCTI Ta 0e3neuHoOCTi cesekcimary, siK
JOAATKOBOI Tepamii 0 CTaHAApTHOI CXeMU JIIKyBaHHS y JiTel BIKOM BiJ =2 10 <18 pOKiB 3 jiereHeBOr0
aprepianbHoto rineprensieto, AC-065A310, Bepcis 4 3 nonpaBkoro Amendment 2 Big 13.10.2020p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», besnbris
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CymnyTHi —
MaTepianv/mpernapaTi
CyMyTHBOI Tepariii

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




