Honatox Ne 1
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBiieHU TPOTOKON KiiHIYHOTO AociimkeHHs 20170625, iHKOpnopoBaHUN OHOBJIEHOIO MOMPABKOIO 3,
Bix 30 xoBTHS 2020 poky; bpomrypa nocminnuka eBookymad (AMG 145), Buganns 15.0 Bix 10 BepecHs
2020 poky, aHrIildchbkol0 MOBOK; JlomoBHEHHS 10 OCHOBHOI (opmu iH(OpMOBaHOI 3roau s
MPOBEICHHS MPOIEeNyp aJbTepHATUBHUX Bi3uTIB B nepiox mangemii COVID-19 - JlonmoBuenns 2 Big 08
rpyans 2020 poky (mo OcnoBHoi dhopmu iHGopmoBanHoi 3roau, Bepeis 3.0 Big 09 Gepesns 2020 poky),
YKPaTHCHKOIO MOBOXO; JIOTTOBHEHHS 10 OCHOBHOI (hopMH 1HPOPMOBAHOI 3rOAM ISl TPOBEICHHS POy
aJIbTepHATUBHUX Bi3UTIB B mepioa nanaemii COVID-19 - Jlonosuenns 2 Bia 08 rpynus 2020 poky (10
OcHoBHOi opmu 1HPopMoBaHOi 3roau, Bepcid 3.0 Big 09 Gepesnst 2020 poky), poCiiiCBKOI0 MOBOIO;
JIONOBHEHHS 10 OCHOBHO1 (popMH iH(OPMOBAHOI 3roJiu pHU Oe3MocepeIHbOMY 3BEpHEHHI JI0 MAIli€eHTa B
nepiog maugemii COVID-19 - Jlomosuenuss 3 Bim 08 rpymas 2020 poky (1o OcHoBHOI ¢dopmu
iHpopmoBanoi 3roau, Bepcid 3.0 Bix 09 Gepesns 2020 poky), ykpaiHCbKOIO MOBOIO; J[OMOBHEHHS 110
OCHOBHOI (hopmu 1HGOPMOBAHOI 3roiu TP O€3MOcepeTHHOMY 3BEPHEHHI 70 TAIliEHTa B TIEPioJ MaHaeMil
COVID-19 - [lonouenns 3 Bix 08 rpyans 2020 poky (1o OcHOBHOT opMH 1HPOPMOBAHOI 3011, BepCist
3.0 Big 09 Gepesns 2020 poky), pociiCbKOr0 MOBOIO; J[omOBHEHHS 10 OCHOBHOI ¢opmu 1HPOPMOBAHOT
3roJIM Ha BiJBiMyBaHHS TarfieHTa Baoma B nepion nangaemii COVID-19 - Jlonoaenns 4.1 Bix 23 iroTor0
2021 poky (mo OcnoBHOi (opmu iHpopmMoBaHOi 3roau, Bepcis 3.0 Bix 09 Oepesns 2020 poky),
YKpaiHChKOIO MOBOIO; JIOMOBHEHHS 10 OCHOBHOI (popmu 1H()OPMOBaHOT 3roAM Ha BIABIAYBaHHS Malli€HTa
Broma B nepion mangaemii COVID-19 - JlomoBuenHs 4.1 Bix 23 mrotoro 2021 poky (10 OcHoBHOI dhopMu
iHopmoBanoi 3roau, Bepcis 3.0 Bix 09 6epesnst 2020 poky), poCiiCbKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 767 Bin 02.04.2020




Ha3ssa xiiniuyHoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«IlonsiitHe ciine, paHAOMI30BaHe, IJIale00-KOHTPOIbOBAHE, OAraTOIEHTPOBE JOCIHIKEHHS I OLIIHKH
BIUIMBY €BOJIOKyMaOy Ha CEpiO3HI CEepIeBO-CYJMHHI YCKJIAJHEHHS Y MAalLli€HTIB 3 BHCOKHUM PH3UKOM
PO3BUTKY CEpLEBO-CYAMHHHUX 3aXBOPIOBaHb 0O€3 MOIEpPEIHBO IEpeHeceHOoro iH(apkTy Miokapaa abo
iHCYIBTY», 20170625, iHKOpHIOpOBaHMii onpaskoro 2 Bix 28 mororo 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHcop, kpaina

«AmxkeH [HK.» (Amgen Inc.), CHHIA

CynytHi
MaTtepiaiu/mpenaparu
CyIYTHBOI Tepamii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
BHECEHHS 3MiHH 710 gojaTka Ne 20 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 10 Oepesnst 2021 poky Ne 422

29.03.2021 Ne 590
Inentudikaris cyrreBoi 3MiHa Miclig TPOBEAEHHS KIIHIYHOTO BUMTPOOYBAHHS !
MOTIPaBKH Byio Craino
I.M.H., ipod. 'pu6 B.A. I.M.H., ipod. ['pud B.A.
O6unacHa KJIiHIYHA JTiKapHS, BIAAUIEHHS CyAUHHOI | JIikyBaibHO-AlarHOCTHUHUN HEHTP «Heiipo
HeBpoJjorii, JlepkaBHuil BumMHA HaBuyanbHUM | ['moGam» TOBapUCTBA 3 00MEKEHOI0

3aknan  «IBaHo-@pankiBchkuil  HamionansHuii | BignosiganeHicTio «Helipo I'moGany», nikyBasibHO-
MEJAWYHUN YHIBEPCUTET», Kaerpa HEBPOJIOrii Ta | MPOPUIAKTUUHUHN Mipo31ii, M. IBaHO-DpaHKIBCHK,
Helpoxipyprii, M. IBaHo-®PpaHKIBCbK c. Kpuxisui

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararorieHTpoBe, paH0Mi30BaHe, TIOJBINHE cIIine, Tianedo-KOHTposIboBaHe nociikenHs ¢asu b ms
OLIIHKK e(eKTUBHOCTI Ta Oe3nmeyHocTi mpemnapaTy Okpenizymald y AOpOCIMX MAIi€HTIB 3 MEPBUHHO-
MIPOrpecyrounM po3cissHUM ckiepo3zom», WA40404, sepcis 3 Bix 04 ceprnust 2020 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganeHicTio «KoHTpakTHO-Jlocminuuupka Opranizauis I[HHOGapM-

Ykpaina»

Cnoncop, kpaiHa

®. Xopdmanu-JIs Porr JIta, seiinapis (F. Hoffmann-La Roche Ltd, Switzerland)




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 3

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepesns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBiieHUH TPOTOKON KJiHIYHOTO BunpoOyBaHHS M13-549 3 inkopnopoBanumu nompaBkamu 0.01
(timekm s Kanaawm), 1, 1.01 (timeku as Koped), 1.01.01 (timeku s Kopei), 2, 2.01 (tineku st Kopei),
2.02 (rinbku g Kanamm), 3, 4, 5, 6, 6.01 (mns VHP-kpain, JIutBu ta ['pernii), 7 Ta 8 Bix 25 aucromana
2020 poky; Iadopmaris mis namieHTa Ta iHPOPMOBaHA 3rojla Ha y4acTh Y HAYKOBOMY JOCIIJDKEHHI Ta
Heo00B’s13k0BOMY JochipkenHi, Bepcist 9.0 mia Ykpainu Big 18 ciuns 2021 poky, yKpaiHCBKOKO Ta
pociiicekoro MoBamMH; 3MiHa aJipecu 3asBHUKA KiIiHIYHOTO BUMpoOyBaHHs — «EO60Bi biodapmackroTikan3
I'm6X», LBeitnapis:

byno: Heiixogmrpacce 23, 6341 m. baap, IlBeiiapist (Neuhofstrasse 23, 6341 Baar, Switzerland).

Crano: Anpre ltaitnxaysepurpacce 14, 6330 Xawm, HIseiinapis (Alte Steinhauserstrasse 14, 6330 Cham,
Switzerland).

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 287 Bin 31.03.2016

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PannomizoBane, nojagiiiHe ciine gociimkeHHs, I ¢a3u, nns nopiBHsAHHS npenapary YnagauuTHHIO
(ABT-494) 3 nnanie60, y NaIi€HTiB 3 CEPeIHBOTIKKOIO a00 THKKOIO (POpMaMu aKTUBHOT'O PEBMATOiTHOTO
apTpUTY, U0 OTPUMYIOTh CTaHJAPTHI CUMHTETHYHI XBOPOOO-MOAMPIKYIOUI MPOTUPEBMATUYHI MpenapaTu
(ccXMIIPII) B craOimpHiM 1031 Ta HE MOCATIM aaekBaTHOI BiamoBimi Ha CcXMIIPIT», M13-549, 3
iHkopriopoBanuMu nonpaBkamu 0.01 (tineku s Kananwm), 1, 1.01 (tineku ans Kopei), 1.01.01 (Tuibku
s Kopei), 2, 2.01 (timpku ans Kopei), 2.02 (tineku mus Kananm), 3, 4, 5, 6, 6.01 (nns VHP-xpais,
Jluteu ta ['penii) ta 7 Big 15 aunas 2020 poxy

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikanz ['mOX», lIBeitapis




CroHCOp, KpaiHa AbbVie Inc., USA

CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs Ouaekcanap KOMAPIIA




JonaTok Ne 4

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

InenTudikamis cyrreBoi
MONIPaBKU

BrmrodueHHS T0JJaATKOBOTO MiCIISl TPOBEICHHS KIITHIYHOTO BUITPOOYBAHHSI:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. K.M.H. ¥Ypcon I".M.

1eHTp, M. KponuBHUIIbKHI

[TpuBaTHE MiANIPHEMCTBO MPUBAaTHA BUPOOHUYA (ipMa «ALTUHYCY», TIKYBATbHO-IIarHOCTUYHUN

3MiHa BiAMOBIJAIBHOTO JOCHITHAKA B MICIII TPOBECHHS KIIHIYHOTO BUIIPOOYBaHHS:

byno

Cramno

J.M.H., IpoQ. Momoschka T.M)|

HepxxaBHa  ycraHoBa  «IHCTHUTYT  MeIHUYHOI
panionorii Tta onkojorii iM. C.II. I'purop’esa
HamionaneHoi  akagemii  MEAMYHUX  HAyK
VYkpaiauy, BIIIJICHHS KIIHIYHOT OHKOJIOTI 1
reMaToJorii, M. XapkiB

nikap Myxwuuyk [.B.

HepxxaBHa  ycraHoBa  «IHCTUTYT MeEIUYHOI
panionorii Ta onkonorii iM. C.II. I'purop’eBa
HamionaneHoi  akagemii  MEIMYHHUX  HAyK
VYkpainuy», BIJUIEHHS KIIHIYHOT OHKOJOTIT 1
remMarosiorii, M. XapkiB

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2110 Big 16.09.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«ocmimxenns ¢asu Ib/lIl 3acrocyBanus mpenapary APG-2575 sk monoteparii abo B KoMOiHamii 3
IHIIMMU JIIKApCHKUMHU TpenapaTamMy y MaIi€HTIB 3 pelUIUBYIOUYMMH Ta/ab0 pedpakTepHUMHU XPOHIYHUM
nimpormrapaum seitkozom (XJII)/ npidHokmiTuHHOIO NiMdoruTapHoto dimbomoro (JIJIJI) (SACRED)y,

APG2575CU101, Bepcis 1.0 Big 18 rpyans 2019

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»




CrnoHcop, kpaina Ascentage Pharma Group Inc. (Acenrax ®@apma ['pym [uk.), CIIIA

CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS] Ouaekcanap KOMAPIIA




Honatox Ne 5
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nmocnignuka erenkanuerun, Buganas 10.0 Big 29 tpaBHs 2019 poky, aHIIHCHKO MOBOIO;
[adopmarniitauii muctok mamienta/ OcHoBHa ¢opma iH(GOPMOBAaHOI 3rofM AU MiUTITKIB Bikom 12-14
pokiB - ®opma 1H(HOPMOBAHOT 3r0IM HA AUCTAHUINHY MEPeBIpKY JaHUX yYaCHHKA JTOCHIKEHHS B MEpPioj
nanzgemii COVID-19, Binm 01 Gepesnss 2021 poky, ykpaiHChKOO MOBOI; IH(opmariiiHuii JTuCTOK
namienta/ OcHoBHa ¢opMa iH(HOPMOBaHOT 3rou s MiAITKIB BikoM 12-14 poki - @opma iHPopMOBaHOT
3ro/IM Ha JUCTAHIIWHY MEPEBIPKY JaHUX y4acHHWKA AOCHiKeHHs B mepion nanaemii COVID-19, Bix 01
Oepesnss 2021 poky, pociiicbkoro MoBow; IHdopmaniiinuit aucrok mnamienta/ OcHoBHa (opma
iH(popMOBaHOi 3roau A MiUITKIB BikoM 14-18 pokiB - ®opmMa iHPOPMOBAHOI 3roAM Ha JUCTAHIINHY
NEepeBIpKy JaHMX y4YacHUKa AociiukeHHs B mepion mannaemii COVID-19, Bin 01 6epesns 2021 poky,
YKpaiHChbKOIO MOBOIO; [H@opmariitnuii nuctok mamienta/ OcHoBHa ¢opMma 1H(OPMOBaHOI 3rogu AJs
HiUTITKIB BikoM 14-18 pokiB - @opma iHPOPMOBAHOI 3roAM Ha AMCTAHLIWHY MEpEeBIpKYy JAaHUX yJacHUKA
nocaikenHs B mnepion mnanaemii COVID-19, Bim 01 Oepesnss 2021 poky, pOCIHCBKOIO MOBOIO;
Indopmaniitnuii nuctoxk mnamienta / OcHOBHa ¢opma iHPOPMOBAHOI 3roAM JUId YYacHHUKA, SKOMY
BUNOBHMIOCA 18 pokiB mix yac gociiakeHHs - @opma iHPOPMOBAHOI 3roJIM Ha JUCTAHIIITHY NEPEBIPKY
JMAaHUX ydacHukKa fociimxeHHs B nepion manaemii COVID-19 Bix 01 6epesnst 2021 poky, ykpaiHChKOIO
MoBoI0; [H(opmartiiiauii muctok nauieHTa / OcHoBHA Gopma iHPOPMOBAHOT 3O Il YUaCHUKA, IKOMY
BUINOBHMWIOCA 18 pokiB mix yac gociimkeHHs - @opma iHPOPMOBAHOI 3ro/IM Ha JUCTAHIIITHY NEPEBIPKY
JMaHUX y4JacHHWKa JMochipkeHHs B mepioa manaemii COVID-19 Big 01 6epesns 2021 poky, pociiickkoro
MoBot1o; [HpopmartiitHuil nucrok namieHta / OcHoBHa Gopma iH(GOpMOBaHOI 3roju g O0aThKIB AUTUHU
®opma iHGOpMOBaHOI 3roaM Ha JUCTAHIINHY MeEpeBipKy JaHUX Yy4YaCHMKa IOCITIJDKEHHsS B IepioA
nangemii COVID-19 Bin 01 6epe3ns 2021 poky, ykpaiHCbKOI0 MOBOIO; [H(popMaIiiiHuil TMCTOK MalieHTa
/ OcHoBHa ¢opma iHdopMoBaHOi 3roau ans OarekiB autuHu Dopma iHpopMOBaHOI 3roau Ha
JTUCTAHLIMHY MepeBIpKy JaHUX y4yacHHKa JociifkeHHs B nepion manaemii COVID-19 Bixn 01 Oepesns
2021 poky, pociiicbkoro MOBOI0; HacTaHOBU 1110710 BI3UTIB Mij yac JOCTiKeHHS, Bepcid 1 Bix 29 GepesHs




2019 poky, ykpaiHCbKOIO MOBOIO; KepiBHUIITBO 11010 BI3UTIB B JOCIIAHUIILKHM IIEHTP, Bepcis 1 Bix 25
cians 2019 poky, pociiicbkoro MoBoO; [HpOpMaLis ans GaTbKiB Mpo KiIiHIYHE AOCHipKeHHs, | Big 29
oepesns 2019 poky, ykpaiHCbKOO MOBOIO; [H(opMalis 11t 6aThKiB PO KIIIHIYHE TOCHIKEeHHS, Bepcis 1
Bix 25 ciuns 2019 poky, pociiicbkoro MoOBOIO; [H(popmartist i HOTEHIIHHUX yYaCHUKIB MPO KIIIHIYHE
nocimikenus, 1 Big 29 Oepesns 2019 poky, ykpaiHCbkor MOBOIO; [Hdopmariis sl MOTEHIIHHHX
YYaCHHMKIB PO KJIIHIYHE JOCTIKeHHs, Bepeis 1 Bix 25 ciung 2019 poky, pocilickkoro MOBOIO; JIucTiBKa 3
noaskoro, Bepcis 1 Bix 25 ciunsg 2019 poky, ykpaiHChKOO MOBOMO; JIucTiBKa 3 Mojskoro, Bepcis 1 Big 25
ciuns 2019 poky, pociiickkoro MoBoto; Ilepemnik mpenmeriB, sKi HaJAIOTHCS MalieHTaM y Oe3oIiaTHe
KOPHUCTYBaHHSI, YKPaiHChKOIO MOBOKO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2243 Bix 05.10.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTa

«Pangomi3zoBaHe, BIIKpUTe, KOHTpoJboBaHe pochimkeHHs III ¢asm m1g omiHKKM e(eKTUBHOCTI,
0e3meyHocTi, (papMakoKiHETUKH Ta (apMaKOAWHAMIKK eTEeNKAIIETHAy Npu Horo OaraTopazoBOMy
BBEJICHHI y AiTei BikoM BiJx 28 nHIB 10 < 18 poKiB 13 BTOPUHHHUM TilepHapaTUPEO30M Ta XPOHIUHUM
3aXBOPIOBAHHIM HHUPOK, SIKAUM TPOBOAATH MIATpUMYrOUMi remopianizy, 20140315, iHkopmopoBaHHiA
nonpaskoro 3 Bix 09 sxoBtHS 2019 poky

3asBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

Crnoncop, kpaina

«AmxeH [Hk.» (Amgen Inc.), CIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




Jomatok Ne 6
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK J0 MPOTOKOJIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

JlucriBKka nA7s Mali€HTa Mpo KIiHIYHE HaykoBe nociimkeHHs, Bepcisa 3.0 Bim 22 rpyans 2020 poky,
YKpaiHChKOIO MOBOIO; JIMCTiBKa I mMamieHTa Npo KIIiHIYHE HayKOBe JOCIipkeHHs, Bepcis 3.0 Bix
22 rpynns 2020 poky, pociiickkoro MOBOIO; [HCTpyKist 3 1o3yBanHs, Bepeis 3.0 Bix 22 rpyans 2020 poky,
yKpaiHChbKOI0 MOBOIO; KepiBHUITBO 3 mo3yBanHs, Bepcis 3.0 Bim 22 rpymus 2020 poky, poCiiiCbKOIO
MOBOIO; [HCTpyKIIis 3 MPOBEACHHS BI3UTY 7S AOCHiAHULIBbKOT rpymnu, Bepeis 3.0 Big 22 rpynus 2020 poky
YKpaiHChKOIO MOBOIO; KepiBHMITBO MmO Bi3UTax Al WIEHIB JOCTIIHUIBKOI rpymnu, Bepcis 3.0 Big 22
rpyaas 2020 poky, pociiicekoro MoBoro; JloBimHuk Bi3uTiB, Bepcist 3.0 Bim 22 rpymHs 2020 poky,
yKpaiHcbKo10 MOBOI0; KepiBHuUIITBO 110 Bi3uTax, Bepcis 3.0 Bix 22 rpyaus 2020 poky, pociiCbKOK MOBOIO;
[HcTpykuis moxo mocnimkenHs, 3.0 Big 22 rpyans 2020 poky, ykpaiHCbKOO MOBO; KepiBHULTBO 3
nocaimxenHs, Bepeist 3.0 Bix 22 rpyaHs 2020 poky, pociiicbKO0 MOBOIO;

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 38 Big 11.01.2020

HazsBa xirigiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTta

RECITE: PannomizoBane, 1uiane00-KOHTPOIbOBaHE, MOABIHE ciirte qociimkenHs 11 ¢a3u s omiHkw
POMIIUIOCTUMY TpH JIIKYyBaHHI TpOMOOLMTOINEHIi, BUKIMKAHOI XIMIOTepami€lo, y TMali€HTIB, SKUM
MPOBOJATH XIMIOTEpaIlilo Ha OCHOBI OKCANIIJIATUHY JUIS JIIKYBaHHS LUTYHKOBO-KHIIIKOBOTO PaKy, paKy
MiANUTYHKOBOT 3271031 a00 KOJOpeKTaabHOro paky, 20140346, iHkopnopoBaHHi 3aMiHOIO MTONpPaBKU 6 Bij
02 mucronana 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJC Ykpaina»

CnoHcop, kpaiHa

«AmxeH [ak.» (Amgen Inc.), CIHA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Honatox Ne 7
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocninnuka s imaraceptiOy (RO5532961), Bepcist 12 Bin BepecHs 2020 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 296 Bin 11.02.2020
Ne 211 Binm 07.02.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IlonsiitHe crine MIane0o-KOHTpoIboBaHe paHaoMizoBane Ga3u |l mocmimxkenus imaraceptTiOy y
KOMOIHaIlii 3 aTe305113yMa0doM Ta MaKIITAKCEIOM B SIKOCTI JIKYBaHHS JJIs MALi€HTIB 3 MiCIIEBOIOUIMPEHUM
HeorepabeTbHUM a00 METacTaTUYHHM, MOTPIHHO-HETAaTHBHUM pakoM MojiouHoi 3aimo3m», CO41101,
Bepcid 4 Bix 18 cepnus 2020 p.;

«IlonsiitHe ciine MIane0o-KOHTpoIboBaHe paHaoMizoBane ¢da3u |l mocmimxenus imaraceptTiOy y
KOMOiHaIlii 3 MakJIiTakceIoM B SKOCTI JIKYBaHHS JJs TAI€HTIB 3 TEHHUMH MOPYIIEHHSIMU
PIK3CA/AKTL/PTEN B rpyrmi MiCIeBONOIIUPEHOr0 ad0 METaCTaTUYHOTO, MOTPIHHO-HETAaTUBHOTO PaKy
MOJIOYHOI 3a1o3u abo B rpymni ropmoH-nosutuBHoro, HERZ-HeratnBHOro paxky MooO4HOI 3aj03m»,
CO040016, Bepcis 9 (Koropta C) Bix 20 Bepecus 2019 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BiAnoBiAaidbHICTIO «Pomr Yipainay

Cnoncop, kpaiHa

®.Xobdpmann-JIs Pour JIta (LBetinapis)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Oaexkcanap KOMAPIIA




JonaTox Ne 8

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTIPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikarnis cyrreBoi
MOTIPaBKH

Honatoxk 1 Big 21.12.2020 p. mo bpomypu nocmimauka JNJ-61393215, Bunanus 6; [IpomomkenHs
TEpMiHY TpPOBEIEHHS KIiHIYHOTO BHIIpoOyBaHHS B Ykpaini mo 08.10.2021 p.; 3miHa Ha3BH MicIs

MPOBEICHHS KIIHIYHOTO BUIIPOOYBAHHS !

byno Crano
reH.  JUpeKTOp  3aci.  Jikap  YKpaiHW | TeH.  OUpeKTop  3aci.  Jikap  YKpaiHu
3inp0epOmnar .M. 3inp6epOmar .M.
Komynanenuii 3aknan KuiBcbkoi obmacHoi paau | KomyHaneHe — HekoMepmiiiHe — HiAPHEMCTBO
«O6iacHe nicuxiaTpu4HO-HapKojoriune menuune | KuiBcbkoi obacHoi panu «ObnacHe
00’ eHaHHAY, YosoBive BimaiaeHHs Nel0, KiHOYe | ICUXiaTpUYHO-HAPKOJIOTTUHE MeIuJHEe
Bigmimenus Ne 2, KwuiBcpka o001acth, CMT. | 00’e¢qHaHHg», 4YodoBiue BigmuieHus Ne 10,
I'meBaxa s)kinoue Bimminends Ne 2, KuiBchbka 005., CMT.
I'neBaxa

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 296 Bin 11.02.2020

HazsBa xiriHiyHOTO
BUIIPOOYBaHHSI, KO/,
BepcCis Ta JaTa

«IloxsiitHe ciime, T1IaNEe00-KOHTPOIbOBaHE, OaraTOIEHTPOBE KITIHIYHE OCHTIDKCHHS, 10 BUBYAE
epeKTHBHICTh, Oe3neuHicTy Ta nepeHocuMicte JNJ-61393215, sk momaTKOBOTrO JIKYBaHHS JOPOCIUX
TAII€HTIB 3 BEJIMKUM JICTIPECUBHHUM PO3J1aI0M 3 TPUBOKHUM JUCTPECOM 3 HEJIOCTATHBOIO BIJMOBIIIIO HA
CTaHJapTHI aHTUAenpecanTn», 61393215MDD2001, 3 ITonpaskoro 2 Bix 05.08.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTIPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BIAMIOBIAAILHOTO gocaigHuka B MIIB:

byno

Cramno

nikap [Tumunenko I'.B.

KomyHnaneHe  HekoMepuiiiHEe  MHiANPHEMCTBO
«Yepracbkuii obnacHui OHKOJIOT1YHUI
mucriancep  Yepkacbkoi  oOmacHOi  paamy,
Ob6nacHuit JKyBaJIbHO-/11aTrHOCTUYHHHA
reMaToJIOTYHUH eHTp, M. Yepkacu

nikap Horaesa JI.I.
KomyHanbsHe
«Yepkacbkuit
JUCIaHcep
Ob6nacHuit
reMaToJIoriuHui neHTp, M. Yepkacu

HEKOMEpIIiifHEe  MiAIMPHUEMCTBO
o0acHHI OHKOJIOT1YHHIH
Uepkacpkoi ~ 00JacHOi  pamgm»,
JIKyBaJIbHO-/11aTrHOCTUYHHH

Howmep Ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 835 Bix 15.08.2016

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baraToneHTpoBe BiIKpHUTE JOBFOCTPOKOBE MOAOBKEHE KiiHIYHEe AociimkeHHs 3b ¢asu npemapaty PCI-
32765 (I6pytunio)», PCI1-32765CAN3001, 3 monpaskoro INT-5 Bix 19.12.2019 p.

3asBHHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbrist

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA




Jomarok Ne 10

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

3mina CrnioHcopa KiiHIYHOTO BuUIpoOyBaHHs 3 Sanofi-aventis recherche & développement, France /
Canodi-ABenTic pemepu e aesenonman, @panmis Ha Hanmi Pharmaceutical Co., Ltd., South Korea /
Xanmi @Papmacerotikan Ko., JIta., IliBgerna Kopes; 3mina OdgimiiiHoro mpeacraBHUKa CIOHCOpa B
Vkpaini 3 TOB «Canodi-ABenrtic Ykpaina» Ha ToBapucTBO 3 OOMEXKEHOIO BiANOBIAATBHICTIO
«KoHTpakTHO-I0CTiAHMIIbKA OopraHizaiis [HHopapm — Ykpaina»

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1055 Bix 04.06.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«56-THxKHEBE, 0araToleHTPOBE, MOABINHHE clime, MIaned0-KOHTPOIbOBaHE, PaHAOMI30BaHE JOCIIIKEHHS
JUISL OLIHKM e(eKTUBHOCTI Ta Oe3neyHocTi Edrernenatuay npu oro 3acTocyBaHH1 OJUH pa3 Ha THXKIEHb
y TAI€HTIB 13 I[yKPOBUM JiabeToM 2 THMY, IIO0 HEIOCTaTHbO KOHTPOIIOETHCS AI€TOI0 Ta (DI3MUHUMU
HaBaHTaXeHHsIMI», EFC14822, 3 mompaskoro 03, Bepcist 1 Bix 07 wepBus 2018p.

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMeXeHOI BIANOBINAIBHICTIO «KOHTpaKTHO-IOCHIIHUIBKA oOprasizamis IHHOQapM —
Ykpaina»

CnoHcop, kpaiHa

Hanmi Pharmaceutical Co., Ltd., South Korea / Xaumi ®apmacktorikan Ko., JIta., [TiBnenna Kopes

CynyTHi
MaTtepiaiu/mpenapaTi
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Oaexcanap KOMAPIJA




JonmaTok Ne 11

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepesns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmaris s mamienta Ta iHGOpMOBaHa 3rojJa Ha Yy4acTb Yy HAyKOBOMY JIOCHIIXKEHHI Ta
He00O0B’sI3KOBOMY JToCI i KeHHI, Bepeis 7.0 mns Ykpainu Big 28 rpymnas 2020 poky, YKpaiHCBKOIO Ta
pociiicbkoro MOBaMH; 3MiHa aapecu 3asBHHKA KJIiHIYHOTO BUNpoOyBanHs — «E60Bi biodapmackrorikans
I'm6X», llBeiinapis:

bYJIO CTAJIO
Hetixodmrpacce 23, 6341 m. baap, Ileeimapis | Anpre IlTtaitnxaysepmrpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [Iseiinapis (Alte Steinhauserstrasse 14, 6330

Cham, Switzerland).

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1468 Bix 21.11.2017

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PannomizoBane, nojagiiiHe ciine gociimkeHHs, |l das3um, ans nopiBHSAHHS npenapary YnaaauuTHHIO
(ABT-494) 3 mnane6o Ta 3 ananiMyMaOoM y MAIi€HTIB 3 aKTUBHUM TICOPIaTHYHUM apTPUTOM, SIKi MAlOTh B
aHaMHe31 HeaJeKBAaTHY BIJIMOBIAb MPHHAWMHI Ha OJWH HEOIOJOTIYHUN XBOpP00O-MOIU(DIKYIOUUit
npotupeBmarnyHuii npenapat (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHKOpHOpOBaHUMH
aaMiHicTpaTUBHUMU 3MiHamu 1, 2, 3, 4 1 5 ta [lonpaskamu 1, 1.01 (nns VHP kpain) 2, 3, 4, 5 ta 6 Bix
15 tpaBus 2020 poky

3asBHUK, KpaiHa

«E066B1 biopapmackrotikans ['m6X», [lIBelinapis

CrnoHncop, kpaina

AbbVie Inc., USA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 12
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

[HCTpyKIis O y4acHHMKa LIOJI0 3aCTOCYBaHHSI TECTy Ha BariTHICTb, Bepcis Bix 15 rpynusa 2020 p.,
YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH; [HCTpyKIist sl y4acHUKaA MO0 300py 3pa3KiB Kaily, BEpCist Bij
07 numus 2020 p., ykpaiHCbKOIO Ta POCIHCHKOI0 MOBaMH

Howmep ta nara Hakasy
MO3 110710 3aTBEPKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Ha3ssa xiiniuyHoro
BUINIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«BATATOLIEHTPOBE PAHJIOMI3OBAHE IIOJIBIMHE CJIIE AOCJIKXEHHSA ®A3U 11 Y
ITAPAJIEJIbBHUX TPYIIAX 3 MOJBIMHUM KOHTPOJIEM IUTALIEBO JUIS OIIHKUA
E®EKTHUBHOCTI TA BE3IIEUHOCTI ®EHEBPYTHUHIBY IIOPIBHAHO 3 OKPEJII3YMABOM VY
JOPOCJINX TTALIEHTIB 3 TNEPBUHHUM IIPOI'PECYIOUMM PO3CIAHUM CKIIEPO30M»,
GN41791, Bepcis 3 Bix 09 Bepecus 2020 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

Crnoncop, kpaina

®.Xoppmann-JIs Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomarok Ne 13
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmariis qs namienta ta @opma inpopmosanoi 3rogu — [Ipotokon PCI-32765FLR3001, Bepcisa 12.0
YKpaiHChKOIO MOBOIO Jiyisi YKpainu Bix 26.01.2021; Tndopmanis misa namienra ta @opma iHpopMoBaHOi
sroau — [Iporokon PCI-32765FLR3001, Bepcis 12.0 pociiickkoro MoBoIO [uist Ykpainu Bin 26.01.2021;
Bpomypa mochinnuka JNJ-54179060 ImOpysika (Iopyruni6), Bumanns 14 Big 10.12.2020 p.; 3wmina
BiJIMOBiAaNIbHOTO Aociiguuka y MIIB.

3anporoHoBaHa 3aMiHa MicIsl IPOBEICHHS BUIIPOOYBaHHS:

byno Crano
nikap [Iununenko I'.B. nikap Horaesa JL.I.
KomyHnaneHe — HekoMmepuiiiHe — mianpueMcTBo | KomyHanbHe HEKOMepIliiiHe HiANPUEMCTBO
«Yepkacbkuit oOnacHUM OHKOJIOTTYHUH | «YepKkacbkuil 00nacHUN OHKOJIOTTYHUN TUCHaHCEp
mucriancep  Yepkacbkoi  oOmacHoi  paam», | Uepkacbkoi obacHoi panm», obJiacHUM
oOnacHui JIKyBaJIbHO-/11aTHOCTUYHUH | JIIKYBaJIbHO-1arHOCTUYHUN reMaToJIoriuHui
reMaToJIOTuHuM IeHTp, M. Yepkacu 1eHTp, M. Yepkacu

Howmep Ta nara Hakazy
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PannmomizoBaHe, MojBiiiHE ciine, Miane00-KOHTPOIbOBaHE KIIHIYHE MOCTiKeHHs, ¢a3a 3, iHridiTopa
tupo3unkinazu bpyrona (BTK), PCI-32765 (I0pytuniO) B KoMOiHAIii 3 OJHMM i3 JBOX PEXHMIB
bengamyctun i Putykcumad (BR) abo Purykcumad, Luxnodochamin, JJokcopydiumH, Binkpuctus i
[pennizon (R-CHOP) y marieHTiB i3 iHAOJEHTHOI HEXOIKKIHCHKOI JiMpomoro (iHXJI), siki panime
orpumyBanu JikyBaHHs», PCI-32765FLR3001, ITonpaska INT-2 no nporokony PCI-32765FLR3001 Bix
10.08.2015 p.




3asBHUK, KpaiHa SAnccen @apmanestuka HB, benbris

Cnoncop, kpaina «IHCCEH ®APMAILIEBTHUKA HB», benbris

CynytHi —
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Ouaekcanap KOMAPIIA




Honatox Ne 14

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

30UIbIICHHS KUIBKOCTI MAIll€HTIB, L0 MPUIMAIOTh y4acTb y KJIIHIYHOMY BUIPOOYBaHHI Ha TEPUTOPIi
VYkpainu, 3 126 go 280 mamieHTiB; BKIIOYCHHS OMATKOBHX MICIh IPOBEACHHS KIIHIYHOTO

BUIIPOOYBAHHS:
Ne I1.1.B. BiAIOBIMAJILHOTO JHOCHITHUKA
/1 Ha3spa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | 3aB. Bix. bimotkau O.Y.

MenuyHuii 1EHTp TOBapuUCTBAa 3 OOMEXEHOI BianmoBiganbHICTIO «EnensBeiic Menikey,
creniagi3oBaHe racTpOeHTEPOIOTiuHe BijaiIeHHs, M. KuiB

2. | mikap Jonens JI.I.

Menuunuii  1IeHTp TOBapUCTBa 3 OOMEXEHOW  BiAmoBiganbHicTIO «MenOyn-Kiiniky,
crerjiaii3oBaHe racTpoeHTepoJioriyHe BiaIiaeHHs, M. Kuis

Howmep Ta nara Hakazy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PangomizoBaHe, MojBiitHe ciine, mi1aned0-KOHTPOIbOBAHE Ta 3 AKTUBHUM KOHTpPOJIEM, 0araToleHTPOBE
nociipKkeHHs $a3u 2/3, 10 MPOBOIUTHCA y TApaleNbHUX TPYMax 3 METOK OIIHKH €(PEeKTUBHOCTI Ta
0e3MeyHOCTI rycenbkyMaldy y MmarieHTiB i3 XxBopoOoro Kpona B akTuBHi# (a3l BiJl CEpeAHBOTO 10 BaXKKOTO
crymnens Tsokkocti», CNTO1959CRD3001, 3 mompaskoro 2 Bix 13 mucronama 2019 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

Janssen Pharmaceutica NV, Belgium / fluccen @apmanestuka HB, benbris




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 15
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmariis Ta 1oKkyMeHT po iHGOpMOBaHy 3roay uid namieHta, Ykpaina, MK-8591A-019, Bepcis 2.02
Bix 29 ciuns 2021 p., ykpaiHChKOIO MOBOIO; [H(opmallis Ta JOKYMEHT mpo iH()OPMOBaHY 3roay s
namienTa, Ykpaina, MK-8591A-019, Bepcis 2.02 Bix 29 ciuns 2021 p., pociiicbKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 110710 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1574 Big 10.07.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, kiiHiyHe gocmimkeHHs I ¢ga3u y BIJI-1-iHdikoBaHUX MaIli€HTIB, SKUM MPOBOAMIACS
IHTEHCHBHA Tepamisi, AJs OLIHKH aHTUPETPOBIPYCHOI AKTHUBHOCTI CJINOrO JIKYBaHHS 1CIaTpaBipoOM,
J0paBipuHOM a0 J1opaBipHHOM/iCIaTpaBipOM INpH MOPIBHSAHHI KOXHOI TPYNH JIIKyBaHHA 3 IU1anebo, a
TaKOX JUIsl OLIIHKKA aHTHUPETPOBIPYCHOI aKTUBHOCTI, O€3MEKU Ta MEPEHOCUMOCTI BIAKPUTOTO JIIKyBaHHS
nopasipuHoM/icnarpaBipom», MK-8591A-019, 3 inkopnopoBaHow monpaBkoo 03 Big 29 KOBTHS
2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoto BianoBinaibHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn Joym Kopn.», nouipae nianpuemctso «Mepk Enpg Ko., [Hk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




JonaTox Ne 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BiJMOBIAATLHOTO JOCIIJHUKA Yy MICI NMPOBEACHHS KIIHIYHOIO BUIPOOYBAHHA Ta 3MiHA Ha3BU
MICIISl IPOBECHHS KIIIHIYHOTO BUITPOOYBAHHS:

byno Crano

JL.M.H. Ipo. ‘HOHOBCBKa T.M.‘ nikap ['omyGesa JI.B.

HepxaBHa ycraHoBa  «lHcturyr  Mmeauunoi | [epkaBHa — ycraHoBa — «IHCTHTYT — MEIUYHOI
panionorii imeni C.IT. I'purop’eBa Harionanenoi | pagionorii ta onkosorii im. C.II. I'purop’esa
aKkajzeMii MeJUYHUX HayK YKpainwy», Bimminenns | HamlonaneHoi akagemii MeIMYHMX HAyK YKpaiHW»,
KJIHIYHOI OHKOJIOTIT Ta remMaronorii, M. XapkiB | BULIUIEHHS KIiHIYHOT OHKOJIOTii i reMaToIorii,

M. XapKiB

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1246 Bix 26.05.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

PannomizoBane, BinkputTe, OaraTOLIEHTPOBE MOCHIKEHHS ¢a3u 3 1A  BUBYEHHS KOMOiHAIl
3anyOpyTiHiOy (BGB-3111) 3 purykcumMaboMm Yy TOpIBHAHHI 3 KOMOiHalLli€l0 O€HAaMyCTUHY 3
PUTYKCUMa0OOM y TAIlIEHTIB 3 paHillle He JIKOBAaHOK MaHTIHHOKIITHHHOIO JTiM(OMOI0, IKUM HE T0Ka3zaHa
TpaHcIulaHTauis ctoBOypoBux kiitiuH, BGB-3111-306, Bepcis 3 monpaskoto 1 Bix 23 naunus 2019 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI IEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

beit/[>xen JIta [BeiGene Ltd], CILIA

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 17

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

301IbLICHHS KUIBKOCTI MALI€HTIB, SIKI MPUHMATUMYTh Y4acTh y KJIIHIYHOMY JOCIiIKeHH] B YKpaiHi 3 180
parnomizoBanux (300 ckpunoBanux) a0 210 pangomizoBanux (300 CKpHHOBAHHX )

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2107 Bix 17.10.2019

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratonieHTpoBe, paH/IOMI30BaHe, IMOJBIMHE Ciine, TUIane00-KOHTPOJIbOBAHE KIIIHIYHE JOCIIIKEHHS
¢da3u 3 i OLiHKM e(peKTUBHOCTI 1 O€3MeUHOCTI Mpenapary JIIH3arojike y Hali€eHTOK 3 MOMIpHUM abo
CWJIBHHUM 0O0JIeM, TTOB'I3aHUM 3 eHoMeTpiozom», 18-OBE2109-003, Bepcist 4.0 Bix 27 ymmas 2020 p.

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOTIMEHT YKPAIHA»

CrnoHcop, kpaina

ObsEva S.A., llIseituapis

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jomarok Ne 18

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepesns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa BiJMOBIAATLHOTO JOCIIJHUKA Yy MICI NMPOBEACHHS KIIHIYHOTO BUIPOOYBAHHA Ta 3MiHA Ha3BU
MICIISl IPOBECHHS KIIIHIYHOTO BUITPOOYBAHHS:

byno Crano
3aB. Bia. [Tmmmnenxo I'.B. nikap Horaesa JLI.
Komynanenuil 3aknan «Yepkacbkuil obnacHuii | KomyHanpHe — HekoMepliiiHe — HiANPHEMCTBO
OHKOJIOTIYHMH aucmancep» Uepkacbkoi obiacHOl | «Uepkachkuid obnacHui OHKOJIOT1YHHIA
panu, oOsacHUM  JIKyBaJbHO-A1arHOCTMYHUM | qucnancep  YUepkacbkoi — oOmacHoi — paam»,
reMaToJIOTTYHHH IeHTp, M. Uepkacu obnacHui JKYBaJIbHO-1arHOCTUYHUN
reMaToJIOr1YHuH LeHTp, M. Yepkacu

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1055 Bix 04.06.2018

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararomeHTpoBe, paHIOMI30BaHe, MOJIBIMHO ciline, mianedo-KoHTpoiboBaHe nociimkenns 1 ¢asu ans
NMOpiBHSHHS e(peKTUBHOCTI Ta Oe3meyHocTi mnpenapary [lomarysyma® BegoTuH y KoMOiHamii 3
Putrykcumabom ta CHP (R-CHP) i Purykcumabom ta CHOP (R-CHOP) y mamienriB i3 nudy3Horo
KPYITHOKIIITUHHOIO B-KimiTnHHOIO NiM(OMOT0, sIKi paHime He oTpuMyBain JikyBaHHs», GO39942, Bepcis
5 Big 03 rpyans 2019 poky

3asBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

CrnoHncop, kpaina

®. Xodpdmann-JIs Pomr JItx., [F. Hoffmann-La Roche Ltd], [lIBeiapis




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikarnis cyrreBoi
MOTIPaBKH

BxuroueHHs J0JaTKOBUX MICIIb TPOBEECHHS KITHIYHOTO BUIPOOYBAHHS

Ne
/1

I1.1.B. BiAIOBIMAJILHOTO JHOCHITHUKA
Hazpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1

K.M.H., npo@. ["'ammnosa K.1O.

Komynanene HekoMmepuiiiHe mignpuemMctBo «Mickka KimiHiyHa JikapHs Ne 4y J[HImpoBChKOT
MiCbKOi paau, MicbKHil IIEHTp MO JIKYyBaHHIO IpodeciiHuX 3aXBOpIOBaHb, JlepxaBHUI 3aKiaj
«lHinporneTpoBCchka MeAUYHA akajemis MiHiCTepcTBa OXOPOHHU 370pOB’st YKpainu», kadempa
npodeciiiHuX XBopoO Ta KJIiHIYHOiI iMyHoJIoTii, M. JIHIITpO

n.M.H. Kaiigames LII.
Komynanene mignpuemMctBo «l-a Mmicbka KiiHiYHa JikapHs IloaTaBcbkoi MiCbKOi pagmy,
TepaneBTUYHE BijauUIeHHs, M. [TontaBa

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannmomizoBaHe TmMoOABifiHE crinme MIaneb0-KOHTPOIbOBAHE JOCHIKeHHS (a3 3 [Isl  OI[iHKH
e(heKTUBHOCTI, 0€3MEYHOCTI Ta IEPEHOCUMOCTI MpernapaTy bpeHcokariO, 10 3aCTOCOBYEThCSI OJUH pa3 Ha
JIeHb BIPOJIOBXK 52 THIKHIB y MALIEHTIB 13 HEMYKOBICIIMJIO3HUM OpPOHXOEKTa30M - aociipkeHHss ASPENy,
INS1007-301, Bepcis 1.0 Bix 31 munast 2020 p.

3asBHHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis [HHOpapM-
Ykpaina»

CrnoHcop, kpaina

«Iacmen Inkopnoperiten», CIIIA (Insmed Incorporated, USA)




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Homatok Ne 20

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225

29.03.2021 Ne 590
Inentudikaris cyrreBoi BxuroueHHs J0JJaTKOBUX MiCIIb TPOBEICHHS! BUTPOOYBAaHHS !
MIOTPaBKU Ne [1.1.b. BiAMOBiAaIBLHOTO TOCIITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIHIYHOTO BUITPOOYBAaHHS

1 nikap Pimko S1.D.

KomyHanpHe HEKOMEpIliHHE MiAMPUEMCTBO «3aKapraTchka oOJacHa KITHIYHA JIKapHsS 1MEHi
Annpis HoBakay» 3akaprnaTchkoi 001acHOT paJu, raCTPOSHTEPOIOTIYHE BiAJIIICHHS, M. Y KTOpoJ
2 n.M.H. ['osoBuenko O.1.

Meauunuii IEHTp TOBapHCTBa 3 OOMEXEHOK BimoBifanbHicTI0O «Xenc Kuminik», Mennunuit
KIHIYHUA JTOCTITHUIBKUN LEHTpP, BIJAUT TacTPOEHTEPOJIOrii, renaTosorii Ta eHJO0KPUHOJOT],
M. Binaung

Howmep Ta nata Hakazy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«Pangomi3zoBaHe, MOABIWHE CIIiNE, MIAae00-KOHTPOILOBAHE S2-TIKHEBE JOCIIHKEHHS U1 OI[IHIOBaHHS
e(eKTUBHOCTI Ta OE3MEeYHOCTI 3aCTOCYBaHHS €TPAciMOJy B MAlli€HTIB 13 aKTUBHUM BUPA3KOBUM KOJITOM
MOMIPHOTO CTYTEHs TsDKKOcTi», APD334-210, Bepcist 0.0 Bix 20 smmas 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJC Ykpaina»

CnoHcop, kpaiHa

«Apena @apmaceroTtikans, [nk.» (Arena Pharmaceuticals, Inc.), United States




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 21

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

I'moGanpuuit AaminictpatuBHuit guct Ne 2 Bim 22 ciung 2021 poky MO0 MPOTOKONY KIIHIYHOTO
nociimkennss ROR-PH-301 (APD811-301), anrmiiickkoro MOBOO; Ilepekiian yKpaiHChKOK MOBOIO Bij
15 mrororo 2021 poky I'mobanmpnoro AaminictpatuBHOro smcra Ne 2 Big 22 ciyns 2021 poky mono
POTOKOJY KiliHiuHOrO pociimkenHs ROR-PH-301 (APD811-301)

Howmep ta nata Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 636 Bix 22.03.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«ADVANCE OUTCOMES nocmimkenass eheKTHBHOCTI Ta OE3MEYHOCTI pajiHenary, CIpsMOBaHE Ha
MIOJIIIIIIEHHS pe3y bTAaTiB JIKYBaHHS MAalli€HTIB 13 JIETEHEBOIO apTepialibHOO rinepTensieo», ROR-PH-301
(APD811-301), 3 inkopriopoBaHoto mornpaskoro 3 Bix 02 tpasus 2019 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«IOmnaiiten Tepam’rotike Kopriopeitmny» (United Therapeutics Corporation), United States

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA



Jomatok Ne 22
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnena bpomypa pocminnuka: Imkekradgep® (iH’ekiiss kKapOOKCHMMAaIbTO3M 3ajliza), BUIAHHS 5 BiJI
28 xoBTHs 2020 poxy; OHoBnena Indopmaris i popma iHPOpMOBaHOT 3rofu IS YYACHUKIB KIIIHIYHOTO
nocmimkenns, Bepcis 2.0 Bim 11 motoro 2021 p. mns YkpaiHH yKpaiHCBKOIO MOBOIO, Ha OCHOBI
aHrmiicekoi maiicrep-Bepceii 2.0 Bix 04 mororo 2021 p.; Onosnena Indopmamis i hopma iHPOpMOBaHOT
3road AJie YYacHHKIB KIIIHIYHOTO nociimxeHHs, Bepcis 2.0 Big 11 mrotoro 2021 p. mns Ykpainu
POCIHCHKOI0 MOBOIO, HA OCHOBI aHTITiHChKOT MaicTep-Bepcii 2.0 Big 04 mrotoro 2021 p.

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 38 Big 11.01.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, oABIHE CITiNe, MI1a1e00-KOHTPOILOBAHE JOCIIHKEHHS JJ11 BUBYEHHS €(DeKTUBHOCTI Ta
6e3neuHocTi mpenapary Imxektapep® (Kapbokcumanbro3a 3aiiza) Ais  JIIKyBaHHSA — CEpIEBOI
HEJ0CTaTHOCTI MpH 3amizoaedinutHux ctaHax», 1VIT15043, ¢inanena npadrt Bepcis 2 mis FDA Bin
29 nucronana 2018 p

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinandbHicTio «KIIP Ykpaina»

CnoHcop, kpaiHa

«Awmepikan Pemxkenr, [ak.», CIIHA (American Regent, Inc., USA)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jomatok Ne 23

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepesns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIEHHS KUTBKOCTI YYaCHUKIB JOCTIKEHHSI B YKpaiHi BiA monepeaHbo 3arianoBaHoi 3 199 no 300
ocib

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1924 Bix 21.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

BararonienTpoBe, panaomizoBaHe, MOABIMHE Ciile, 3 MOABIMHOIO IMITAIlI€I0, KOHTPOJIHLOBAHE AKTUBHUM
npenaparoM, nociikerns 111 ¢a3u, mo npoBoauThCS B MapajenbHUX Ipynax 3 OLIHKA e(pEeKTUBHOCTI Ta
0e31e4HOCT1 eBOOpYTHHIOA y MOPIBHIHHI 3 TEPUGPIYHOMIIOM B YYACHHUKIB 13 PELIUIUBYIOUUM PO3CISTHUM
ckiepozom, MS200527 0080, sepcis 1.0 Big 13 mrotoro 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

Merck Healthcare KGaA, Himeuunna

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Homarok Ne 24

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocninnuka Paninenar (APDS811), Bepcis 10 Big 14 rpyans 2020 poky, aHTTIHCEKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 636 Bix 22.03.2019
Ne 636 Bix 22.03.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«ADVANCE EXTENSION Bigkpute po3mmpene JTOCTiKEHHs 3 OIIHKH JOBIOCTPOKOBOI €(peKTUBHOCTI
Ta OE3MEeYHOCTI pajliHenary B Malli€HTIB 13 JIETEHEBOIO apTepiajbHOI0 rineprensiero», ROR-PH-303
(APD811-303), 3 inkopriopoBaHO morpaBkoro 3 Bix 28 yepBHs 2019 poky;
«ADVANCE OUTCOMES nocnimkenHss epeKTUBHOCTI Ta O€3MEeYHOCTI palliHemnary, CIpsiMOBaHE Ha
MIOJIITIIIIEHHS PE3yJIbTATIB JIKYBaHHS MAIi€HTIB 13 JISTEHEBOIO apTepiaibHOIO TinepTensieo», ROR-PH-301
(APD811-301), 3 inkopropoBaHoto nonpaskor 3 Bix 02 TpaBHs 2019 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PIIC VYkpaina»

Crnoncop, kpaina

«tOmnaiiten Tepan torike Kopropeitmn» (United Therapeutics Corporation), United States

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
papmaneBTHYHOrO 3a0€e3ne4eHHS Ounexkcanap KOMAPIJA




Jomatok Ne 25

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIEHHS KUTBKOCTI YYaCHHUKIB JOCTIKEHHSI B YKpaiHi Bi HorepenHbo 3amianoBanoi 3 250 go 400
ocib

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1924 Bix 21.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

BararonienTpoBe, panaomizoBaHe, MOABIMHE Ciile, 3 MOABIMHOIO IMITAIlI€I0, KOHTPOJIHLOBAHE AKTUBHUM
npenaparoM, nociikerns 111 ¢a3u, mo npoBoauThCS B MapajenbHUX Ipynax 3 OLIHKA e(pEeKTUBHOCTI Ta
0e31e4HOCT] eBOOpYTHHIOA y MOPIBHIHHI 3 TEPUGPIYHOMIIOM B YYACHUKIB 13 PEIUAUBYIOUUM PO3CITHUM
ckiepozom, MS200527 0082, sepcis 1.0 Big 13 mrotoro 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

Merck Healthcare KGaA, Himeuunna

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jomatok Ne 26
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocminnuka AGEN1884 (3amidpenimald), Buganus 5.0 Bix >xoBTHs 2020 poky, aHTIIHCHKOIO
MoBoto; bpomrypa nochinnuka AGEN2034 (banctunmima®), Bumanns 5 Bim cepmus 2020 poky,
aHTJiChKOI0 MOBOIO; [HhOpMaIiiHU TUCTOK 1 popma 3rojiu (AOCTIIKEHHS PO3IIUPEHOTO 3aCTOCYBAHHS
npemnapary ¢asu 2), Bepcist V9.0UKR(uk)1.0 Big 03 mororo 2021poky, nmepekiaj yKpaiHCbKOIO MOBOIO
Bin 12 mororo 2021 poky; Indopmaniiinuii auctok 1 dopma 3roau (JOCTIIKEHHS PO3IIUPEHOTO
3acrocyBanHs mpemapary ¢asu 2), Bepcit V9.0UKR(ru)l.0 Bim 03 motoro 2021poky, mepekian
pociiicekoro MoBoro Bij 12 motoro 2021 poky; JlonaTtkoBa iHpOpMOBaHa 3rojia Mali€HTa Ha MPOBEICHHS
JTUCTaHLiiHOT nepeBipku naHux, Bepcis VI1.0UKR(uk)1.0 Big 04 motoro 2021 poky, mnepexmnan
yKpaiHchbKOr0 MOBOO Bin 12 motoro 2021 poky; JlonaTkoBa iHpopMoBaHa 3rojia Malie€HTa Ha MPOBEJCHHS
TUCTaHLiiHOI mnepeBipku gaHux, Bepciss VI.OUKR(ru)l.0 Big 04 mororo 2021 poky, mnepexnan
pociiicbkoro MoBoO BiJ 12 motoro 2021 poky.

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2030 Bix 07.11.2018

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, OararorpymnoBe nociikeHHs ¢a3u 1/2 3 MeTor0 BUBYEHHs O€3MEYHOCTi, MEePEeHOCHMOCTI,
dbapMakokiHeTHKH, OiojoriuHoi Ta KiiHIYHOI aktuBHOCTI mperapaty AGEN1884 B komOinamii 3
npemapatom AGEN2034 y marieHTiB 3 MeTacTaTUMHUMHU a00 MiCII€BO-PO3MOBCIOKEHUMH COJITHUMU
MyXJIMHAMH Ta PO3IIMPEHHS 3aCTOCYBaHHA Ha oOpaHi Buam comigaux myxaua», C-550-01, 3
IHKOPIOPOBAHOIO MOMNpaBKoro 5 Big 26 BepecHs 2019 poky

3asBHUK, KpaiHa

IianpuemcTso 3 100% inozemuoio inBectutieto «AMK'TOBIA PJIC Vipainay»

CrnoHncop, kpaina

«Anmxenyc Iak.» (Agenus Inc.), CIHA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 27

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa Ha3BHM MICIb IPOBEACHHS AOCIIHKCHHS:

byno

Craino

3aB. Bixl. Pynenko JI.B.

M. Kuis

KuiBcbka Micbka KIIIHIYHA JIKApHS I[IBHJIKOL
MEIMYHOT JIOTIOMOTH, KapAiOJOTiYHE BiIIIJICHHS,

3aB. Bia. Pynenko JI.B.

Komynanshe HEKOMeEpIIiifHe T ITPUEMCTBO
«KuiBcbka MichbKa KIIHIYHA JIKapHS NIBUAKOI
MEAMYHOI  JIOMOMOTH»  BHUKOHABYOIO  OpraHy
KuiBcpkoi micbkoi pamu  (KuiBchkoi Michbkoi
Jep>KaBHOT aaMiHicTparii), KapAi0JIOTiuHe
BUIIUJIEHHS (IIJ11 XBOpPHX Ha 1H(MApPKT MioKapmy),
M. KuiB

k.M.H. Kapnienko O.L
KuiBcbka Micbka  KIIHIYHA  JIKapHs
KapJioyioriyHe BijaiieHHs, M. Kuis

Nel,

k.M.H. Kapnenko O.L

Komynanehe HEKOMeplliiiHe H1ANPUEMCTBO
«KuiBcbka Micbka  KIIHIYHA  JikapHs — Nely
BUKOHaBUOoro oprany KwuiBcbkoi Mmicbkoi paau
(KuiBcbkoi MichKOT JiepaaBHOI —aaMiHICTparlii),
Kappionoriude BiagiaeHas, M. Kuis

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1468 Big 26.06.2020




Ha3sa kiiniuHOTO «baratoueHTpoBe ciine paHAoMi30BaHe MOCHIKeHHS 3 (a3u B mapajiebHUX Tpymax i3 3aCTOCYBaHHSIM
BUIIPOOYBaHHS, KOJI, anpOLMTEHTaHy y MAalli€HTIB 13 pe3ucTeHTHOIO apTepianbHoio rineprensieio (PRECISION)», ID-080A301,
Bepcis Ta JaTta Bepcis 3.0 Big 27 moToro 2020

3asBHUK, KpaiHa TOB «1IOKYMEJIC» («CIA JOKYMEJIC»), JlaTBis

CnoHcop, kpaina Idorsia Pharmaceuticals Ltd, IlIBeitmapis

CynytHi —

MaTtepiaiu/mpenaparu

CyIYTHBOI Tepamii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS Ouaekcanap KOMAPIIA




Jomatok Ne 28

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa ans gocnignuka 3 npenapary GB004, pexaxuis 6 Bix 01 sxoBtHs 2020 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratoueHTpoBe, paH/I0Mi30BaHe, MOJBIMHO clIire, mianedo-KoHTposiboBaHe nociimkenHs |l ¢asu, ske
IIPOBOJIUTHCS 3 METOI0 OLiHKM mpenapary GB004 mpu jikyBaHHI JOpOCIMX MAI[€HTIB 13 JIETKUM 1
CepETHBOTSDKKAM TIepediroM BHPa3KOBOTO KOJNITY B akTHBHIiNM (opmi», GB004-2101, pemakmis 1.0 Bix
27 nunas 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaina

«xubi 004 Takopmnopeitren» [GB004, Inc.], CILIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jomatok Ne 29
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinicTepcTBa OXOPOHU 370pOB’s1 YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

[HpopmariitHuii TUcTOK narienTa Ta popma iHpopmoBaHoi 3roau mist Ykpainu, Bepcis 6.0 Bix 08 moToro
2021 poky yKpaiHCBKOO Ta POCIHCHKOI0 MOBaMU

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1532 Bix 21.08.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratouenTpoBe, paHjaoMizoBaHe, Binkpute npocaikeHHs |l dasu 3 mopiBHsSHHA KoMmOiHaril
Arte3onizyma0y (antu-Pd-L1 aHTHTING) 3 a1’ FOBAaHTHOK aHTPALMKIIHOBOK/TAKCAHOBOK XiMiOTeparie
Ha BIAMIHY BiJ TUIbKM XIMIOTEpamii B MAlllEHTIB 3 OlepadeIbHUM TPUYl HErAaTUBHUM PAKOM MOJIOYHOT

3ano3m» (IMpassion030), BIG 16-05/AFT-27/W039391, Bepcis 6 Bin 14 motoro 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJUOBIIAJIBHICTIO  «PAPMACBIOTIKAJI  PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CrnoHcop, kpaina

F. Hoffmann-La Roche Ltd. /®. Xoddmanu-Jls Pour Jita. /@. Fodpdmann-JIs Porr JIta., [lBefinapis

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




Homarok Ne 30
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM 710 noAaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

Onosnenuii I[Ipotokon kminiuHOTO nocmipkenns GB004-2101, pemakmis 2.0, IlompaBka 1.0, Bim 21
xoBTHS 2020 p.; CHHOTICHC OHOBIIEHOT'O IPOTOKOITY KiliHiYHOTO nociimkernas GB004-2101, pexakmis 2.0,
[Tonpagka 1.0, Big 21 »xoBTHs 2020 p., mepekiaj 3 aHITHCHKOI MOBH Ha YKpaiHCbKY MOBY BiJl 17 rpyaHs
2020 p.; ladopmaris mis mamienta ta popma iHGOPMOBAHOT 310U, ocTaTodHa peaakiis 2.0 s Ykpainu
Bix 27 nucronaaa 2020 p., ocTaTOUHUMN MEpEeKyaa 3 aHIIiHChbKOI MOBU Ha pOCiiicbKy MOBY Bia 11 rpyaHs
2020 p., octaTOYyHWH TepeKiaj] 3 aHMVIKCHKOI MOBH Ha YKpaiHChKy MoBy Bim 11 rpymas 2020 p.;
Indopmaris U1 BariTHOI MapTHEPKM y4acHUKA JOCHIPKEHHS Ta Gopma iHpopmoBaHOi 3roau (Ha 30ip
HayKOBHUX JaHWX), ocTtaroyHa pepakmis 2.0 mius Ykpainum Bin 27 mucromaga 2020 p., octaTroyHui
nepeKyaa 3 aHriiichbkoi MOBM Ha pociiicbky MoBy Bia 08 rpyans 2020 p., ocTaToyHMH mepekiaj 3
aHTJIMChKOI MOBM Ha YKpaiHCbKy MoBY Bia 08 rpyaHs 2020 p.; CkpiHIIOTHM HIOJCHHHMKA TNAalli€HTa,
ocratoyHa penakuisg 1.0, pociiicbkoro MOBOI0O I YKpaiHM Ta YKpaiHCbKOIO MOBOI; CKpIiHIIOTH
HarajJyBaHHS MPO 3allOBHEHHS MIOJACHHHUKA MallieHTa, ocTatoyHa peaaxiis 1.0, pociiichkor MOBOIO st
VYkpaiHu Ta yKpaiHCbKOIO MOBOIO; [HCTpyKIis JUisd mamieHTa 3i 300py Kainy Ha aHamii3, pefakuis 1.0 Bix
xoBTHs 2020 p., mepekaa 3 aHTIMChKOI MOBU Ha pocCiiicbky MOBY Bif 22 xoBTHs 2020 p., mepekian 3
aHTJIMAChKOI MOBU Ha yKpaiHcbKy MOBY BiJl 07 rpynHs 2020 p.; CKpiHIIOTH 31 CTOPIHKH BeOCalTy Juist
narienTiB Bix «KminikanTpaitanKonnekr», penakuis 1.0 ykpaincekoro MoBoto Bin 17 mucronana 2020 p.;
[[onenHnK peecTparii MOASHHUX CUMITOMIB, penakiis Nel.0 anrmiiicbkoro MoBoto Bix 16 mumas 2020 p.,
OCTaTOYHMU TMepeKyaj 3 aHriHchbKkoi MOBM Ha pociiickky MoBY Bin 31 munus 2020 p., octaToYHMI
MepeKyiaj 3 aHriiicbkoi MOBM Ha yKpaiHChbKy MoBY Big 31 mumHs 2020 p.; llonenHuk peectparii
IIOZCHHUX cUMNTOMIB, penakiis Nel.0 anrmiiicekoro MoBoto Bif 13 mumus 2020 p., ocTaTouHU nepekiajn
3 aHTJIIMCHKOT MOBU Ha pociiicbKy MOBY Bif 31 nmumast 2020 p., ocTaTOYHUHN MepeKiiaj 3 aHTJIIHCHKOT MOBH
Ha ykpainceky MoBY Bif 31 sumHs 2020 p. (ITociOHMK KOpHCTyBada €IeKTPOHHOTO IoAeHHUKa (eDiary)
s yaacHuka pocnimpkenHas SHIFT-UC GB004-2101); lomeHHWK peecTparii MIOJACHHUX CHMIITOMIB,
penakuis Nel.0 anrmiiicekoro MoBoto Bij 13 numas 2020 p., ocTaTOYHMM Nepeksiaja 3 aHIIiHChKOT MOBU Ha




pociiiceky MoBy Bif 31 mumasa 2020 p., ocTaTOYHUHN TIepekyaj 3 aHTJIIMChKOI MOBH Ha YKPaiHCBKY MOBY
Bim 31 mumas 2020 p. (3pa3ok ETHKETKW MJisi E€IeKTPOHHOro miojeHHuKa (eDiary) s ydyacHHKa
ocCIiKeHH); JIMCTIBKa MO0 MPOBEACHHS JOCTIDKCHHS, peaKilisi aHTIIHChKOK MOBOIO, MEpeKiaj 3
AHTJIHACHKOI MOBHU Ha pocilicbkky MOBY Bif 08 >xoBTHS 2020 p., OCTaTOUYHUN MEPEKIaa 3 aHTIIIHCHKOI MOBU
Ha yKpaiHchKy MOBY Bia 21 rpyans 2020 p.; 3pa30k €TUKETKH IS TOCTIKYBAHOTO JIIKAPCHKOTO 3acO0y
(U1t BIIKPUTOTO AOAATKOBOTO TEpioy), aHTIIICHKOI0 Ta yKpaiHChbKO0 MoBaMu Bijx 18 Bepechs 2020 p.;
[TonoBXeHHST TPUBAIOCTI KIHIYHOTO JOCTiKeHHS B Ykpaini 10 31.03.2023 p.; CynyTHi MaTepiaiu, 110
OyayTb BUKOPUCTOBYBATUCS y KiIiHIuHOMY BunipoOyBanai GB004-2101: Cmaptdon "Samsung Galaxy S7
SM-G930T" i3 akcecyapamu (€JIEKTPOHHHMM IIOJICHHHWK TMaIlieHTa I 30MpPaHHS/OMIHKA KITHIYHUX
pesynbTariB). BupoOuuk: Samsung, B’ernam; 12-kananpHuii enexkrpokapaiorpad mis 3amucy EKID B
ctani crnokoro "MAC 2000" (B KOMIUIEKTI 13 MIHYpOM >KUBJICHHS, kKabenaeM sl Mia’ €HaHHS eIeKTPOAIB
70 marfieHTa, Tene)OHHUM IHYpoM, MepexeBuM kabenem). Bupoouuk: GE Medical System Information
Technologies Inc., CIIA. Kpaina moxomxensst: Tuaist; Enexrpoau "SilverMactrodeTM Plus", 100 mtyk B
ynakosii. Bupoonuk: Leonhard Lang GmbH, Agcrpis. Toprosa mapka: VYAIRETM; Ilanip TerioBwuii
peectpamiitnuii s EKDT giarHoctukum, ¢opmar A, depBoHa ciTka, mmpuHa 155 MM, ¢anbiioBka
rapMoOILIKO0, Kpyria nepdoparris, 150 apkymis, 16 ynakoBok. Bupoouuk: Graphic Controls Acquisition
Corp., CHIA; Ob6namHaHHs IS CHIOCKOIIi: - HOyTOyK i3 akcecyapamu "Lenovo ThinkPad L490",
BUpoOieHo A Lenovo, kpaina BupoOHunTBa: Kurai

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baratoueHTpoBe, paH/I0MI30BaHe, MOJBIMHO cimne, Tuianebo-KOHTposiboBaHe nociimkeHHs |l ¢asu, ske
IIPOBOJIUTHCS 3 MeTO0 ouiHkM mnpenapary GB004 mpu nikyBaHHI JOpOCIMX MAIl€HTIB 13 JIETKUM 1
CepETHBOTSDKKAM TIepediroM BHUPA3KOBOTO KOJNITY B akTHBHIiNM (opmi», GB004-2101, pemakmis 1.0 Bix
27 nunas 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«xubi 004 ITnxopnopeiiten» [GB004, Inc.], CILIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jomarok Ne 31
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

OmnosiieHu#t mpoTokoa KiiHIYHOTO AociimkeHHs 331-201-00182, Bepcis 3.0 3 monpaskoro 2 Big 06 cepriHs
2020 poxy aHTIiHCHKOI0 MOBOIO; OHOBJICHHI MPOTOKOJ KIiHIYHOTO nociimkenns 331-201-00182, Bepcis
4.0 3 mompaBkoro 3 Bim 22 BepecHs 2020 poky aHTTiHCBKOIO MOBOIO; J[OMOBHEHHS 10 MPOTOKOIY
kiiHigHOTO mociimkenns 331-201-00182, sepcis 3.0 Bim 22 BepecHs 2020 poky aHMIIHCHKOK MOBOIO
(ctocoBro COVID-19); 331-201-00182 Vkpaina_Iupopmartis/bopma iHGopMoBaHOi 3roau sl y4aCHUKA
HayKOBOTO JOCHTiKeHHs1 JlomoBHEHHS JUIsi ydacHuWKa Ta jgorismada Bepcis 1.1 14 tpaBus 2020 p.
YKpaiHChKOIO Ta pociiicbkoro MoBamM; BinoOpaxenHs ¢opmu iHGOPMOBAaHOI 3roJu B €JIEKTPOHHOMY
¢dopmari - 331-201-00182_ Vkpaina Iudopmanis/popma iHpopMoBaHOT 3rou il yUaCHHKA HAYKOBOTO
nociikeHHs JlonmoBHeHHs /Ui yyacHMKa Ta gornsaada Bepcis 1.1 14 tpaBus 2020 p.  yKpaiHCBKOIO Ta
pociiicekor0 MOBaMH; bporirypa qociigHuKa A0CHTiHKYBaHOTO JTiKapchkoro 3acody Brexpiprazole (OPC-
34712), Bupanns 16 Big 29 nunusa 2020 poky aHriiiicbkoro MoBoro; 331-201-00182 Vkpaina Bepcis
5.1 Indopmamiiinuii nuct 1 ¢opma iHGOPMOBaHOI 3roM ydacHHKa JOCHIIKEHHS Bl 23 BepecHd
2020 p. ykpaiHCBKOIO Ta pOCIHChKOIO MoOBamH; BigoOpaxeHnHs ¢opmu iHGOpMOBaHOT 3roau B
enekTpoHHOMY ¢opmari - 331-201-00182 Vkpaina Bepcis 5.1 Indopmamiitauit mguer i gopma
iHpopMoOBaHOT 3roau ydacHUKa nociipkeHHs Bim 23 BepecHs 2020 p.  yKpaiHCBKOIO Ta POCIHCHKOIO
MoOBaMU; [HCTPYKIIT /Ui KITIHIYHUX MOHITOPIB II0/0 MPOLECY Meperisaay iHPOpMOBaHOI 3roAu B yMOBax
oOMexeHb, ToB’s3aHux 3 maHaemiero COVID-19, ta momo migpaxyHKy MpenapatiB JIOCITIDKSHHS
BignasneHo, Bepcis 1.0 Bix 18 cepnusa 2020 poxy aHrmiicekor0 MoBOIO; [1010BKEHHS TEPMiHY TPUBAIOCTI
nociiakeHHs B Ykpaini 1o 31 rpyans 2021 poky.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 9 817 02.01.2019




Ha3ssa xiiniuyHoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«12-TrxHEBE, OaraToNEeHTPOBE, MOTOBKEHE TOCTIHKEHHS aKTUBHOTO JIIKYBaHHS ISl OI[IHKH O€3MEeYHOCTI
Ta TMEPEHOCHUMOCTI OpEeKCIINpa3oay MpH JIIKYBaHHI MALI€HTIB 13 aKUTALI€I0 OB S3aHOI0 3 JIEMEHIII€I0
AnpureiimepiBcbkoro Tuny», 331-201-00182, Bepcis 1.0 Bix 18 yepBus 2018 poxy

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CnoHcop, kpaina

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Omyka ®apmacbrOTiKII
Jesenonment ena Komepcimizeiy, [ak.», CILIA)

CynytHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




JonaTox Ne 32
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MIOTIPABOK IO POTOKOJIIB KITHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

InenTudikamis cyrreBoi
MONIPaBKU

Omnositenuii [IpoTokon riniuHOTO Mociimkenas QL1205-002, Bepcis mpotokony 3.0. Bix 10 nucromana
2020 poky; bpourypa mocnigHuka AOCTIIKYBAaHOTO Jikapcbkoro 3acody Ranibizumab, Qilu (QL1205),
Bepcis 3.0, Big 03 cepras 2020 p. anrmiiicbkor0 MoBor0; Qilu QL1205-002 Irndopmariis 1 mamieHTa Ta
¢dbopmMa iHPOPMOBAHOI 3TOAM HA y4acTh y KIIHIYHOMY BUIpoOyBaHHi, Bepcis 2.1.0 Big 15 ot 2020 p.
s YKpaiHHu, YKpalHChKOIO Ta pocikickkoro moBamu; Qilu QL1205-002 Iadopmaris s mamieHra ta
¢dbopma iH(DOpPMOBaHOT 3rof Ha y4acTh y HEOOOB’S3KOBOMY JOAATKOBOMY JIOCIHIIKEHHI 3 BUBYCHHS
¢dapmakokinetuku, Bepcis 2.1.0 Big 15 xoBtHs 2020 p. ans YKpaiHH, YKpaiHCBKOIO Ta POCIHCHKOIO
MOBaMH

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2107 Bix 17.10.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe MOfBiliHE ciine 0araToleHTPOBE MOCTiHKeHHS (asu 3 B mapalenbHUX Tpymax At
OIHKU e(eKTUBHOCTI Ta Oe3meuHocti mpemnapary QL1205 y mopiBHsHHI 3 mpernaparoM JIyneHTIC® y
MAIlIEHTIB 3 eKCYAATUBHOIO (hOpMOIO BiKOBOI MakyyspHOi aerenepauii», QL1205-002, Bepcis mpoTokory
2.0 Big 21 rpynus 2018 p.

3asBHHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

Kginy ®apmacerotikan Ko., JIta., Kutait [Qilu Pharmaceutical Co., Ltd., China]

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




JonaTox Ne 33
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MIOTIPABOK IO POTOKOJIIB KITHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

InenTudikamis cyrreBoi
MONIPaBKU

Bpomrypa gociigHuKa JOCTIKYBaHOTO JIIKApChKOro 3aco0y KapimpasuH, Bepcis 18 Bix 29 Bepecus 2020
p. aHTIIHCHhKOI0 MOBOIO; JloCche MOCHTIIKYBAHOTO JiKapchkoro 3aco0y kapinpasus Bif 02 rpynus 2020 p.
aHIITHChKOI0 MOBO0; OHOBIIEHI 3pa3ku MapKyBaHHs Bix 21 rpynas 2020 p. mst: Twxaens 0 — 0,5 Ta 1,5
Mr - 3Mmimnade no3yBaHHs; Twxknens 1-3 - 1,5 mr; Twxaens 1-3 - 3,0 mr; Twxkaens 1 — 3,0 ta 4,5 mr -
3mimane no3yBaHHs; TwkaeHs 2-3 - 4,5 mr; Twxknens 2-3 - 6,0 mr; Micsaauii HaOip s JtikyBanHs — 1,5
Mr; Micsunuii HaOip ans mikyBaHHS - 3,0 Mr; MicsuHuil HaOip ans nikyBaHHS - 4,5 Mr; Micsaunuil HaOip
s sikyBaHHs - 6,0 mr; RGH-188-203 ®opma iHpopmMOBaHOI 3rogu uis TAli€HTIB, sSKi JAOCATIIH
MOBHOMITTA (= 18 pokiB) mijx 4yac y4yacTi y JOCITIIKEHHi, HoMep Bepcii: octarouna 3.1, narta: 14 rpyans
2020 p. ykpaiHCBbKOIO Ta pocilickkoro MoBamu; RGH-188-203 ®opma indopMoBaHOi 3roan s 6AaTHKIB
Ha y4yacTb TUTHHU y HayKOBOMY JIOCIIDKEHHI, HOMep Bepcii: octatouna 3.1, Jlata: 04 rpyaus 2020 p.
YKpaiHCBKOIO Ta pociiicbkoro MoBamu; RGH-188-203 ®opma iHpopMoOBaHOi 3roau AJs MiKITyBaJbHUKIB,
HoMep Bepcii: ocrarouna 3.1, Jlata: 14 rpyaus 2020 p. ykpaiHCbKorO Ta pociiicbkoro moBamu; RGH-188-
203 ®opma iH(popmoBaHOI 3roau (3rofa HEMOBHOJITHBOrO maimieHta 13-<14 pokiB), HOMep Bepcii:
ocratouHa 3.1, [lara: 14 rpynus 2020 p. ykpaiHcbkoro Ta pociiicbkoro MmoBamu; RGH-188-203  ®opma
iHpopMoBaHOi1 3roau (3rojJa HEMOBHONITHROTO marieHta 14-< 18 pokiB), Homep Bepcii 3.1, [ara:
04 rpyaust 2020 p. ykpaiHChKOIO Ta pociiicbkoro MoBamu; RGH-188-203  ¢opma indopmoBanoi 3roau
BariTHOI MapTHEPKHU, HOMep Bepcii: ocrarouna 3.1, [ara: 14 rpyaus 2020 p. ykpaiHCBKOIO Ta POCIHCHKOIO
MOBaMH

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1360 Bix 10.06.2020




Ha3ssa xiiniuyHoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«baratoneHTpoBe BIIKpUTE 2-pidHE TOCHIIKEHHS 3 OIIHKK O€3MEYHOCTI Ta MEPEHOCUMOCTI Kapinpa3suHy
3 MOXJIMBICTIO BHOOpY 103M Tpu JiKyBaHHI mm3o¢penii y mimmitkiB»y, RGH-188-203, Bepcis 3
nonpaBkoro 1 Bix 18 kBiTHa 2019 poky

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CnoHcop, kpaina

Gedeon Richter Plc., Hungary (Yropmuna)

CynytHi
MaTtepiaiu/mpenaparu
CyIYTHBOI Tepamii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS Ouaekcanap KOMAPIIA




Honatox Ne 34
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpainu «[1po 3aTBepIKEHHS CYTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

BHECEHHS 3MiHH 710 fojaTka Ne 20 10 Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 10 Gepesnst 2021 poky Ne 4225
29.03.2021 Ne 590

InenTudikamis cyrreBoi
TIOTIPaBKU

OHOBJIEHUI TIPOTOKOJI KIIHIYHOTO TOCTiKeHHS, Bepeis 7 Bix 17 yepBHs 2020 p. aHTITIHCEKOI0 MOBOIO;
Bpomrypa [locnigauka mocnuimkyBaHoro Jikapcekoro 3acoOy Risdiplam (RO7034067), Bepcis 7 Bin
31 6epe3nst 2020 p. anrmilicekoro MoBoro; IHopmarniiiamii nucTok Ta ¢opma iHGOpMOBaHOI 3roau
0aTbKiB MAIli€HTIB, SIKi OEpyTh y4yacTh Yy yacTHHI 1 mocmimkenHs, Bepcis 7.2.0 Big 15 mrotoro 2021 p.
AHTITIMCHKOI0, YKPAiHCHKOIO Ta POCIHCHKOIO MoBaMu; IH(popmamiiftHuii TUCTOK Ta Gopma iHPOPMOBAHOI
3roau 0aThKiB MAIiE€HTIB, K1 OEpyTh y4yacTh y YacTHHI 2 nociiJxeHHs, Bepeig 7.2.0 Bix 15 mrotoro 2021
p. aHIITIHCHKOIO, YKPATHCHKOIO Ta pocilichkoro MoBaMu; Popma 3roam Ha repegady JAaHux, sepcis 3.1 Bix
10 Bepecust 2020 p. aHrICHKOIO, YKpaiHChKOIO Ta pociiicbkoro MmoBamu; [lIkana CHOP INTEND, Bepcis
1.2 Bixg 27 motoro 2020 p. anrmiiicekoro mMoBoro; Illkama Bayley, sepcis 2.0 Bix 23 uepsus 2020 p.
aHITHCbKOI0 MOBOIO Ta Bepceis 2.0 yKpaiHChKOIO Ta pociiicbkoro MoBaMu Bia 27 uepsHs 2020 p.

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 146 811 21.01.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpute 6araToneHTpOBE JOCIIIKEHHS, IKE CKJIQAA€ThCS 3 JBOX YaCTUH 3 O€3MEepepBHUM IEPEXOJIOM,
10 IPOBOAMTHCS 3 METOIO BUBUEHHS O€3MEUHOCTI, IEPEHOCUMOCTI, (apMaKOKIHETUKH, papMaKoJMHAMIKU
Ta epextuBHOCTI mpenapary RO7034067 3a ioro 3acTOCyBaHHS Y HEMOBIAT 31 CHIHAJIBHOIO M S30BOIO
atpodiero 1-ro Tuny», BP39056, Bepcis 5 Bin 27 ciunst 2019 p.

3asBHHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

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

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




Homatok Ne 35

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
BHECEHHsI 3MiHHM J10 noaaTka Ne 20 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 10 Gepe3ns 2021 poky Ne 4225
29.03.2021 Ne 590

Inentudikaris cyrreBoi
MOTIPaBKH

[IponoB:xeHHs TEpMiHY TPUBAJIOCTI KIiHIYHOTO BUNpoOyBaHHs B Ykpaini 10 31 naumnnst 2021 poxy

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 84 Bin 17.01.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Binkpure, 13 3acHIIUIEHOIO OI[IHKOIO, PaH/IOMI30BaHE KOHTPOJIbOBAHE JOCIIIKEHHS €(PEKTUBHOCTI 1
0e3meyHoCTi 3acTocyBaHHs mnpenapary PeocopOinakt®, po3uumH ans iHQy3ii (TOB «Opis-Dapmy,
VYkpaina), B MOpIBHSIHHI 3 npenapaTtoM PiHrep jmakrtaT, po3uuH i 1H(QY31H, B KOMIUIEKCHOMY JIIKYBaHHI
MALIEHTIB 13 OMIKOBOI XBOopo0Ooroy, RheoSTAT-CP0669, Bepcist 3.1 Bix 11.06.2018 p.

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»

CrnoHcop, kpaina

TOB «Opis-®apm», Ykpaina

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




