Honatox Ne 1

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B Ta BHECEHHS
3MmiHu 10 noaatka Ne 10 mo Hakazy
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
22 6epe3ns 2021 poky Ne 516»

06.04.2021 No 631

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosiniene Jlocke Ha AOCHIIKYBaHUN JiKapchbkuil 3aci0 na3eptinid (YH25448) Bin 22 ciuns 2021 poky;
[TomoBxkeHHS TEPMiHY MPUAATHOCTI JOCTIKYBAHOTO JIIKApChKOTO 3aco0y sazeptiHio (YH25448) 3 24 no
30 micAniB

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2243 Bix 05.10.2020

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBane, mozBiiiHe ciine gociimkeHHs Pazu Il ans omiHku edekTUBHOCTI Ta Oe3MeYHOCTI
Ja3epTiHiOy B MOPIBHSAHHI 3 TeiTIHIOOM K Teparii mepuioi JiHii B MAIEHTIB 3 MICIEBO-TIOIIMPEHUM abo
METaCTaTUYHUM HEAPIOHOKIITUHHUM pPAaKOM JIET€HIB 3 MYTAIll€l0o, IO CEHCUTHU3YE DELENnTop
emiepMaibHOro GakTopa pocty», YH25448-301, Bepcis 2 Bix 03 BepecHs 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

Yuhan Corporation, Republic of Korea / FOxan Kopmopeiimn, Pecriy6nika Kopes

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

Bpomypa mocmiganka Okpenizymad (RO4964913), Bepcia 19 Bix mmcronaga 2020 poky, aHTIIHCHKOO
MoBo1o; Ctucna xapakrepuctuka npenapary Pe6ip®, onosnenns 2020 poky, aHITIHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MOJBiliHE ciimne, 3 MOJABIMHOIO IMITalli€l0, JOCTIIKEHHS B MapalebHUX Tpynax At
OIIIHKM €()EeKTUBHOCTI Ta OE€3MEYHOCTI 3aCTOCYBAaHHS OKpei3ymaldy y MOpiBHSIHHI 3 iHTEpepoHOoM- OeTa-
la (Pe6ip®) y marmieHTiB 3 pPEUUAMBYOUMM pO3CISIHUM ckiepozom», WA21092, iHkoprnopoBaHui
nonpaskoro J Bia 27 nunast 2020 poky;

«PannmomizoBaHe, MojBiliHE cIiimne, 3 MOJABIMHOIO IMITaIli€l0, JOCTIKEHHS B MapaliebHUX Tpynax s
OIIIHKM €()EeKTUBHOCTI Ta OE€3MEYHOCTI 3aCTOCYBAaHHS OKpei3ymaldy y MOpiBHSHHI 3 iHTEpepoHOM- OeTa-
la (Pe6ip®) y maimieHTiB 3 pEUUAUBYIOUMM poO3CistHUM ckiepozom», WA21093, iHkoprnopoBaHui
nonpaBkoro | Bix 27 munas 2020 poky

3asiBHUK, KpaiHa

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

Cnoncop, kpaiHa

«®. Xopdpmanu-JIs Pour JItay (F. Hoffmann-La Roche Ltd.), Iseitmapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




JonaTox Ne 3

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

OHOBJICHHI TPOTOKOJ KIIIHIYHOTO BHIIPOOYBaHHS 3 IHKOPIIOPOBAHOIO MOMpaBKoio 2 Bin 18 mmcromana
2020 p., anrmiiicbkoro MoBO1O; OnHoBieHuil CHHOICHUC NPOTOKONY KIIHIYHOTO BHUIPOOYBAaHHS 3
IHKOPIIOpOBaHOIO momnpaBkoro 2 Bia 18 ymcromana 2020 p., ykpaincekoro MoBorw; OHOBiIeHa bporrypa
JOCTIAHMKA 7S AOCHiKyBaHoro jikapcbkoro 3aco0y TRCI101, Bepcis 7 Big 19 mucrtomama 2020p,
aHTIiiCchKOI0 MOBOIO; [H(OpMaris mist nanienta Ta @opma inpopmoBanoi 3roau, Ykpaina, Bepeis 4.1/23
rpyaHs 2020p., Ha mifgcTaBi Maiicrep-Bepeii iHGopmaii a1 namieHta ta ¢GopMu iHGOPMOBAHOI 3roH,
Bepcis 4.0 /15 rpynns 2020p., aHIIIMCbKOI0 MOBOIO, YKpaiHCHbKUM Ta pociiickkuil nepeknan; [Hpopmaris
i naniedra 1 @opma iHGOPMOBAaHOT 3rofM Ha JOJATKOBE JOCHIKEHHS KICTKOBOI TKaHWMHM MiJl 4ac
nociimkenass TRCA-303, Vkpaina, Bepcis 3.1 / 23 rpymus 2020 p., Ha mijgcraBi Maictep-Bepcii
iHbopManii 11 nanieHTa i popMH 1HGOPMOBAHOI 3roIM HA AOAATKOBE JIOCITIKEHHS KICTKOBOI TKAHHMHU
nig gac pociimkeHHs TRCA-303, sepcis 3.0/15 rpyanas 2020p. aHTIIIHCHPKOI0 MOBOIO, YKPAiHCHKHHA Ta
pociiicekuil nepeknan; OHOBJIEHE JOChE NOCTIAKYBaHOro Jikapcbkoro 3aco0y (TRC101) ta mmane6o,
Bepcis 6.2 Big 17 rpynus 2020p., anrmificekoro MoBoro; Illkanma 3aranbHe BpakKeHHs Malli€eHTa PO
¢iznune ¢ynkmionyBanus (PGI-S), Bepcis 2.1 Bixm 15 rpymaas 2020p., yKpaiHCBKOIO Ta POCIHCHKOIO
MoBaMu; [HCTpykuii st BBeAEHHs IOCHIKyBaHOro mpemapary, Bepcis 2.1 Big 23 rpymus 2020p.,
YKpaTHChKOIO Ta pociiicbkoro MoBamu; KapTka marieHTa JUIs 3B’SI3Ky B €KCTPEHUX CUTyalisx, Bepcisd 2.1
Bix 23 rpynus 2020p., yKpaiHCBKOIO Ta poOCiiicbkolo MoBamM; bykneTr ans maiieHtiB, Bepcia 1.1 Bin
15 rpynns 2020p., ykpaiHCbKOIO Ta pociiickkoro MoBamu; JIuct-nonska, sepcis 1.1 Bix 15 rpyans 2020p.,
YKpaiHCBKOIO Ta pociiicbkoro MoBamu; [1070BXKeHHS TepMiHy NMpPOBENEHHS KIIHIYHOTO BUNPOOYBAaHHS B
VYkpaiHi 3 4 pokiB 6 MicA1iB 10 6 pokiB; 3MiHa HA3BU MICLIb TPOBEJCHHS KIIHIYHOTO BUIPOOYBAHHS:

Bbyno Crano




I.M.H., mpod. Bakamok LI1.

Komynanenuit  3aknan  «IBaHo-®paHKiBCHKHN
00JlacHUN KITHIYHUK KapAioJOTIYHUN LEHTP»,
BIUTUICHHS ~ XPOHIYHOI IMIEMIYHOT  XBOpOOH
cepusd, Jlep>kaBHMII BUIIMKA HaBYAJIIBHUM 3aKia
«IBaHO-DpaHKIBCHKUI HAIIOHATHHUN METUIHHIA
yHiBepcuTeT», Kadeapa BHYTPIITHEOT MEIUIIMHU
Ne2 Ta mencecTpuHCcTBa, M. [BaHO-DpaHKIBCHK

I.M.H., ipod. Bakamoxk LI1.

Komynanphe HEKOMepIIiiiHe M AIPUEMCTBO
«IBaHO-DpaHKIBCHKHM  0OOJACHUM  KIIIHIYHUHN
KapaioJoriyHuii  1eHTp  [BaHO-DpaHKiBCHKOT
obyacHO1 paauy», BIIAUICHHS XPOHIYHOI 1IIeMi4HO1
xBOpoOu cepis, epxaBHU BUIUN HaBYATBHUN
3aknan  «IBaHO-DpPaHKIBCHKUM  HAIIOHAJILHUN
MEIWYHHUNA YHIBepCHTET», Kadeapa BHYTPIIIHBOI
MenuiuHu Ne2 Ta MeEICECTpUHCTBA, M. IBaHO-
@DpaHKiBCHK

I.M.H., mpod. Tomuiii LI.

JlepxaBHa ycraHoBa «HamioHanbHHIA 1HCTUTYT
tepamnii imeni JI.T. Manoi HamionanbHoi akagemii
MEIMYHUX HayK YKpaiHw», Biagin Hedposiorii,
M. XapKiB

I.M.H., ipod. Tormuii LI

HepxaBHa yctaHoBa «HamioHanbHHIA 1HCTUTYT
tepanii imeni JI.T. Manoi HamionansHoi akanemii
MEIMYHUX HayK YKpaiHw», BiAIUT mpodiaKkTHKH
Ta JIIKYBaHHA XBOpOO HHUPOK IpU KOMOPOIIHHX
CTaHaxX, M. XapKiB

I.M.H., ipod. Konecuuk M.O.

HepxxaBHa YcranoBa «lHcTUTYT Hedpomorii
HamionaneHoi  akagemii  MEAMYHUX  HAyK
VYkpainny, BiauieHHs Hedpouiorii, aianizy ta IT-
3a0e3neueHHs, M. Kuis

I.M.H., ipod. Konecauk M.O.

HepxxaBHa YcranoBa «lHctutyr  Hedpomorii
HarionaneHoi akagemii MEIMYHUX HAyK YKpaiHU»,
BiAIIEHHS aMOynatopHoi Hedposorii, miamizy Ta
IT-3a0e3neuenns, M. Kui

n.M.H. JIeuenko O.M.

Komynanesna yctanoBa «Opjecbka oOnacHa
KJIIHIYHA JIIKApHS», TOMIKIIHIYHE BIAUICHHS, M.
Ogneca

n.M.H. JIesuenko O.M.

Komynanshe HEKOMepIliiiHe T ITPUEMCTBO
«Opnecpka obnacHa KiiHIYHA JikapHs» Opecbkoi
00JacHOi paju, MOJIKIIHIYHE BiIICHHS,

M. Ogeca

I.M.H., ipod. Ponionosa B.B.

KomynanpHuit 3aknan «Micbka KIIiHIYHA JIKapHS
Nedy JInimpoBchkoi MichKOi paau, MicbKuii
HedposoriyHuii  1HeHtp, JlepkaBHMI 3akian
«/lHinmpomneTpoBchKa MeINYHA akaaeMis
MinicTepcTBa OXOpPOHH 370pOB’S  YKpaiHU»,
kadeapa mnpodeciiHuX XBOpoO Ta KIIHIYHOI
iMyHoJ10r11, M. JIHInpo

I.M.H., mpo¢. Pogionosa B.B.

KomyHanshe HEKOMepIliiiHe M1IPUEMCTBO
«Micpka KimiHiyHa JikapHs Ne4» JIHIIpOBCHKOI
Micbkoi pamu, Micekuit Hedponoriunuit Llentp,
HepxaBHuit 3aknaj «/[HimporneTpoBchbka MeaUYHA
akajgemiss ~ MiHicTepcTBa  OXOPOHHM  3JI0pOB’SI
Vkpainn», kadeapa mpodeciiiHux XBopoO Ta
KJIHIYHOI IMyHOJIOT11, M. J{HImpo

K.M.H. Buntaunsennkuii 1.1

K.M.H. Bunmauseuskwuit 1.1




Komynansna ycranoBa IleHTpanpHa Michka
mikapas Nel wm. JKuromup, KOHCYIbTaTHBHO-
JKyBaJIbHE BIJITIJIEHHSA «HaykoBo-
JOCIITHUIBKUI LEHTp», M. Kutomup

Komynanene mianpuemctBo  «Jlikapuss — Nely
XKutoMupcekoi MiIChKOI pajau, KOHCYJIbTaTHBHO-
JikyBalibHE BigaiieHHS «HaykoBo-IOCTiTHUITBKUAN
LEeHTp», M. JKurtomup

nikap Komomiituyk H.O.

nikap Komowmiituyk H.O.

OnekcanapiBchka KiiHiYHA JikapHs M. Kuesa,
Hedpostoriuae BijaisieHHs, M. KuiB

Komynanphe HEKOMepIliiiHe i AIPUEMCTBO
«KuiBchbkMii MICBKHMH IIEHTp Hedposorii Ta
Jianizy» BHKOHABUOro opraHy KuiBcbkoi MichKOi
pamu (KuiBcpkoi MiCBKOT Jep>KaBHOT
aaMiHICcTpaIii), BiJUTUTCHHS TOCITITaTBHOT
Hedposorii Ta xianizy Ne2, m. Kuis

Howmep ta nata Hakasy Ne 9 Big 02.01.2019
MO3 11010 3aTBEPIKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

PanpomizoBane, mojBiiiHe ciine, MIane00-KOHTPOIbOBaHE MoCaiKeHHs (asu 3Dh 1 omiHKH
epexktuBHOCTI Ta Oe3meku mpemapaty [TTRCI101 y BHOBUIbHEHHI MPOrpecyBaHHS XPOHIYHOTO
3aXBOPIOBAaHHS HHUPOK Yy marieHTiB 3 wmerabomiuaum amuno3om, TRCA-303 (VALOR-CKD), 3
iHKOpropoBaHoto nonpaskoro 1 Big 05 BepecHs 2019 p.

3asBHUK, KpaiHa TOB «BOPJIIBAWJI KJIIHIKAJI TPAIIC YKP»

CnoHcop, kpaina «Tpaiicina, [ak.» (Tricida, Inc.), USA.

CynyTHi —
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 4

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3aC00IB Ta BHECCHHS
3miHu 110 gqonatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poky Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

OmnositeHa Bepcist Jlocke mocimiKyBaHOTO Jikapchkoro 3aco0y IMU-838-RC, tabnerku, 5 mr / 15 mr /
22.5 mr /30 mr / 45 mr ta IMU-838, Tabnetku, 5 mr/ 15 mr/ 22.5 mr (Vidofludimus Calcium (IM90838) /
Bigoduynimyc kanbuito (IM90838)), Bepcis 11 Bixg 14 rpyaus 2020 poxy (IMPD IMU-838-RC Tablets 5
mg / 15 mg / 22,5 mg / 30 mg / 45 mg and IMU-838 Tablets 5 mg / 15 mg / 22.5 mg (Vidofludimus
Calcium Tablets) Drug Substance: Vidofludimus Calcium (IM90838) version 11 dated 14 December
2020); Onosnena Bepcis JJocbe pocmimkyBanoro sikapebkoro 3aco0y IMU-838-RC, tabnetku, 5 mr / 15
Mmr / 22.5 mr / 45 mr ta IMU-838, tabnetku, 5 mr / 15 mr / 22.5 mr (Vidofludimus Calcium (IM90838) /
Binodayaimyc kansiiro (IM90838)), Bepcist 10 Bix 25 tpasus 2020 poxy (IMPD IMU-838-RC Tablets 5
mg / 15 mg / 22,5 mg / 45 mg and IMU-838 Tablets 5 mg / 15 mg / 22.5 mg (Vidofludimus Calcium
Tablets) Drug Substance: Vidofludimus Calcium (IM90838) version 10 dated 25 May 2020); OnoBneHa
Bepcis  Jlocke mocmimkyBaHOro Jikapchkoro 3aco0y Ilmame6o mrs IMU-838-RC Tta IMU-838
(Vidofludimus Calcium Tablets / Binodayaimyc kanblito, Tabnetkn) Bepcist 7 Bin 14 rpyans 2020 poky
(IMPD Placebo For IMU-838-RC and IMU-838 Tablets (Vidofludimus Calcium Tablets), version 7 dated
14 December 2020); OnoBnena Bepcist Jlocke m0cmimKyBaHOTo Jikapcbkoro 3aco0y Ilmane6o pms IMU-
838-RC ta IMU-838 (Vidofludimus Calcium Tablets / Bimodmynimyc kambiiiro, TabieTkn) Bepcis 6 Bix
15 ugepBHs 2020 poky (IMPD Placebo For IMU-838-RC and IMU-838 Tablets (Vidofludimus Calcium
Tablets), version 6 dated 15 June 2020); Onoiena Bepcis Jlocke AOCTIIKYBAHOTO JIKAPCHKOTO 3aco0y
[Tnane6o ans IMU-838 (Vidofludimus Calcium Tablets / Binoduynimyc kainbiiito, TabieTku), Bepcis 4 Bin
11 mortoro 2020 poky (IMPD Placebo For IMU-838 Tablets (Vidofludimus Calcium Tablets), version 4
dated 11 February 2020); 36i1bm1yeTbcsi CTPOK MPUAATHOCTI JOCIIIKYBAHOTO JIIKapchkoro 3acody IMU-
838-RC, tabnerku, 5 mr / 15 mr / 22.5 mr / 30 mr / 45 mr 3 4 micsmiB 10 6 MICSIB Ta JOCTIIKYBAaHOTO
nikapcbkoro 3acody IMU-838, Tabmerku, 5 mr / 15 mr / 22.5 mr (Vidofludimus Calcium (IM90838) /
Bimodyaimyc kamnbifito (IM90838)) 3 24 wmicsauiB 1o 36 MicsiiB; 30UTBIIYETHCS CTPOK MPHUIATHOCTI
JOCITIIKYBAHOTO JIiKapchkoro 3aco0y I[lmame6o mas IMU-838-RC ta IMU-838 (Vidofludimus Calcium
Tablets / Binodmyaimyc kanbllito, TabneTku) 3 24 micsIiB 10 36 MicsIiB




Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 230 Bix 30.01.2019

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, TOJBIMHE clIile, M1ane00-KOHTPOJILOBaHE, 0araToIEHTPOBE MOCIIHKeHHS Ga3u 2 st
orinku BIuIMBY mpernapaty IMU-838 Ha akTHMBHICTD 3aXBOPIOBAHHS, sIKa BUMIPIOETHCS 3a PE3YJIbTaTaMH
Mar"iTHo-pe3oHancHoi Tomorpadii (MPT), a Takox Oe3Me4yHICTh 1 MEPEHOCHMICTh Yy TMAIi€HTIB 3
PELHIUBYIOYHNM-PEMITYIOUNM po3cisauM ckiepo3om (PPPC) (EMPhASIS)y, P2-IMU-838-MS, sepcis 3.0
Bix 28 ceprus 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexeHoro BianosiganbHicTIO «BEPYM KJIIHIKAJI PICEPY», Ykpaina

CnoHcop, kpaina

«Immynik AI'», Himeuunna / Immunic AG, Germany

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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




JonaTox Ne 5

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3aC00IB Ta BHECCHHS
3miHM 110 qonatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poky Ne 516»

06.04.2021 Ne 631

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuit Ilpotokon xmiHiuHOTO aAocmikeHHs B7981007, ¢inanpHa Bepcis 3 1HKOPIOPOBAHOIO
nonpaskoro 4, Big 20 mmcromaga 2020 p., aHrmiiicbkoro MoBoro; OnoBiieHa bpomypa nocmimnuka PF-
06700841, Bepcis 6.0 Bix BepecHs 2020 p., aHTIIICHKOIO MOBOO; IHpOpMaIIHUI TUCTOK MalfieHTa Ta
¢dopma iHpopMOBaHOT 3roaM Ha y4acThb Y HAYKOBOMY IOCHIJKEHHI, Maictep Bepcis Big 11 rpymHs
2020 p., Bepcis mist Ykpainu 7.0 Bigm 04 mrotoro 2021 p., aHTIiNHCHKOI0, YKPaiHCBKOIO Ta POCIHCHKOIO
MoBamu; [H(popmariitHuii TUCTOK BariTHOI mapTHEpKHM Ta (Gopma iHPOPMOBAHOI 3roAM HAa PO3KPUTTA
iHdopmarii, Bepcis 6.0 mus Ykpainu Big 04 mororo 2021 p., Ha ocHOBI Maictep-Bepcii Bia 11 rpynHs
2020 p., aHTIIIHCHKOIO, YKPATHCHKOO Ta POCIHCHKOI0 MOBAMH.

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

Ne 1207 Bix 25.06.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBaHe, NoBiiHE cilille, MIae00-KOHTPOJIbOBAHE JOCIIKEHHS Yy MapaleabHuX rpynax (asu
2A nns ouiHKM e(eKTHBHOCTI Ta Oe3meyHocTi nepopanbHoi (opmu npenapatiB PF-06651600 ta PF-
06700841 B stkocTi IHAYKIIHHOI Tepamii Ta BIAKPUTE PO3IIMPEHE JIIKYBaHHS Malll€HTIB 3 XBopoboro Kpona
cepelHboro abo BaXXKOro CTymeHs TsbKkocT»y, B7981007, d¢inanpHa Bepcis 3 1HKOPHIOPOBAHOIO
ronpaBkoro 3, Bix 24 cepnus 2018 p.

3asiBHUK, KpaiHa

TOB «KuniniuHi nocnimkeHHs ARKOH», YKpaiHa

Cnoncop, kpaiHa

@aiizep [uk., CIIHA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




JonaTox Ne 6

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
TIOTIPaBKU

Omnosnena Bepcis bpomrypu nocmigauka, Bepcist 6.0 Big 18 nmcronama 2020 poky, aHTIIHCHKOI MOBOIO;
[Hpopmariitauii nmuct 1 popma iHbopmoBaHoi 3roau urst miTITKIB (14-<18 pokiB), aHTIICHKOIO MOBOIO,
Bepcis 1.0 cienmdivyna ans Ykpainy, Bin 01 rpynus 2020 poky; ykpaiHcekoro MoBoto, Bepcist 1.0 UA, Bix
01 rpynus 2020; pociiicekoro MoBoto, Bepcisi 1.0 UA, Big 01 rpyans 2020

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

Ne 928 Big 15.05.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«enliGHten: Baratorientpose, ¢asa 3, T0BroTpuBae, BiIKpUTE TOCITIHKEHHS 1010 BUBUCHHS OE3MEKH Ta
epexruBHOCTI mpenapary ['PJI TransCon, sikuii BBOIUTHCSA OIWH pa3 HA THXKJICHB JITAM 3 jaedimurom
ropmony pocty (AI'P), mo 3aBepmmiau ydyacTb y IMONEpPEeIHbOMY KIIiHIYHOMY pgociipkeHHi ['PJI
TransCony, TransCon_hGH_CT-301EXT, Bepcis 2.0 (rmobanbHa monpaska 1) Big 29 ciuns 2020 poky

3asiBHUK, KpaiHa

Axunensciops JIta., Yropumna

CnoHcop, kpaiHa

Acnenpaic ®apma Engokpinonomku iBixka A/C (Ascendis Pharma Endocrinology Division A/S), Jlanis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aC001B Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

Bpomypa nmocmigauka FYB203, Bepcis 2.0 Big 27 mmcromama 2020 poky, aHIIIKHCHKOIO MOBOIO;
[ndopmartiitnuii muctok i popma iHpopmosanoi 3roau, Bepeis V3.0UKR(uk)1.0 Big 28 ciunsa 2021 poky,
MepeKiag ykpaiHcbkoro MoBor Bim 09 mororo 2021 poky; Indopmamiiiamii nauctok 1 ¢opma
iHdopmoBanoi 3roau, Bepeis V3.0UKR(ru)1.0 Bix 28 ciuns 2021 poky, nepekiiaj pociiChbKO0 MOBOIO BiJl
09 mrororo 2021 poky; Hdocke mocmimkyBaHoro Jikapckkoro 3aco0y FYB203, cekmis 2.1.S, AxtuBHa
pedoBuHa, Bepcis v3-0_UA_v2-0 Big 19 ciunsg 2021 poky, aHTIiiiCbKOI0 MOBOIO; J{oChe AOCTIIKYyBaHOTO
nikapebkoro 3acoby FYB203, cexmis 2.1.P, JocnimxyBanuit gikapchkuii 3acio, mo tectyerbcss FYB203,
Bepcia v2-0_UA_v2-0 Bix 19 ciuns 2021 poky, aHIIHCbKOIO MOBOM; Jloche OCHIIKYBaHOTO
nikapcbkoro 3aco0y FYB203, cexkuia 2.1.P, JocnimkyBanuii Jikapchkuil 3aci0, 110 TeCTyeThes Ailnmis,
Bepcia v2-0 Big 08 rpyans 2020 poky, aHrIiicbKk00 MOBO; CTHCIA XapakTepUCTHKa NpenapaTy Amis,
oHoBJeHH BiA 12 xoBTHs 2020 poKy, aHTIHCHKOI MOBOIO

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

Ne 1849 Bix 11.08.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTa

PannomizoBane mojiBiiiHe ciiine 6araToLUEeHTpOBe A0CHiKeHHs (a3u 3 i nopiBHIHHS €(EeKTUBHOCTI Ta
6e3neunocTi npenapary FYB203, 3anpononoBanoro 6ioananora admidepcenty, Ta npenapaty AWmisa® y
MAIli€HTIB 13 HEOBACKYJSIPHOW BikoBOW Makymomuctpodiero (MAGELLAN-AMD), FYB203-03-01,
Bepcida 2.0 Bix 16 rpyans 2019 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EeMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJAC Ykpaina»

CnoHcop, kpaiHa

Bioeq GmbH, Germany




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 8

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 3710pOB’sl YKpaiHu Bif
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

@mimuapt Bepcist 1.0 Bin 14 rpymas 2020 ans Ykpainu ykpaiHChKor0 MoBoro; @mimuapt Bepcist 1.0 Bin
14 rpyans 2020 nis Ykpainu pociiicbkoro MoBoro; [loctep Bepcis 1.0 Bin 14 rpyans 2020 ans Ykpainu
ykpaincpkoro MoBoo; [Toctep Bepcis 1.0 Bix 14 rpyans 2020 mist YkpaiHu pociiChKOI0 MOBOIO

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

Ne 2110 Bix 16.09.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«LICA daxtopy Xl| mist 3HIKEHHS TPOMOOTHYHUX SIBUII Y TAII€HTIB i3 TEPMIHAIBHOIO CTaATi€l0
XPOHIYHOI XBOpOoOU HUPOK Ha Jiamisi: (asa 2, paHromizoBaHe, NOJBIHE clline, Ianed0-KOHTPOIbOBaHE
JOCTIKeHHsT Oe3neku, (papMakoOKIHETUKH Ta (papMakoAMHAMIKM MHOXHMHHUX 103 BAY 2976217»,
BAY2976217/21170, Bepcis 1.0 Big 09 6epesns 2020

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CrnoHcop, kpaina

baiiep AT', Himeuunna

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOIrO 3a0e3MeYeHHSA Ouaekcanap KOMAPIIA




JonaTox Ne 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3aC00IB Ta BHECCHHS
3miHM 110 qonatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poky Ne 516»

06.04.2021 Ne 631

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa mnocnignuka A A0CHIKYBaHOTO Jikapcbkoro 3aco0y Beneroknake (ABT-199), Bepcis 13 Bin
13 ciuns 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021
Ne 248 Bix 09.03.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararorieHTpoBEe paHIOMI30BaHE BIAKPUTE MOCHiKEHHS (a3 3 Uil BUBYCHHS BEHETOKIIAKCY Ta
JIeKCaMeTa30Hy y MOPIBHAHHI 13 MOMaTiJOMIZIOM Ta JiekcaMeTa30HoM y matieHTiB i3 t(11;14)-mo3uTrBHOO
PEIIMBHOIO a00 pePpaKTepHOI0 MHOXHUHHOI MieqoMoro», M13-494, Bepcis 8.0 Big 30 mumHs
2020 poky;

«bararonieHTpoBe, paHIOMI30BaHe, MOJBIIHE ciine JOCHKEeHHS ¢a3u 3, y SKOMY BHBYAETHCS
6opTe3oMi0 Ta JeKcamMeTa3oH y KOMOiHalii 3 BEHETOKJIakcoM a0o miane0o y MaIli€HTiB 3 PelUIUBHOIO
a00 pedpakTepHOI0 MHOKHUHHOIO MIEJIOMOIO 3 UYTIIUBICTIO JI0 1HT101TOPIB ITpoTeacoM abo y Malli€HTiB, SKi
HE OTPUMYBAJIHM JIIKYBaHHS 1HTriO6iTOpamMu mpoteacom», M14-031, 3 iHKopriopoBaHOK AJIMiHICTPAaTUBHOO
3miHoto 1, [Tonpaskoro 0.01 (tuneku qist @panuii), Micresoro I[lonpaskoro 1 qst Anowii Ta I'mo6ansHuMu
ITonpaskamu 1, 2, 3,4, 5, 6 ta 7 Bix 20 kBitHs 2020 poky

3asBHUK, KpaiHa

E66B1 biodapmacsrorikan3 ['m6X, [lIsefinapis

CnoHcop, kpaiHa

AbbVie Inc., USA / E66BIi Ink, CIITIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aC001B Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

Bpomrypa Jlocniqauka Comamnanuran (NNC0195-0092) nocmimxersass NN8640 - nedinut ropMoHy pocTy
y niTeil Ta gopocnux, BuaanHsa 11, octatouna Bepcis 1.0 Bix 22 ciunsg 2021 poky, aHTIIIHCEKOIO MOBOIO;
Honarok 1, “Nonclinical Study Tabulations”, octatouna Bepcis 1.0 Big 22 ciunst 2021 poky, aHTIIIHCHKOIO
MoBoto; Jlonatok 2, “Summary of clinical data from completed clinical trials”, octatouna Bepcis 1.0 Bix
22 ciyns 2021 poky, anriilicekoro MoBoto; Jlomarok 3, “Tables of adverse events”, octarouna Bepcist 1.0
Bix 22 ciuna 2021 poky, aHIIIHACHKOIO MOBOIO; 3alydeHHs NOJATKOBOI BHUPOOHWYOI AUISHKH Novo
Nordisk A/S (Hallas Alle, Kalundborg, 4400, Denmark) mns mocmiKyBaHOTO JiKapChbKOro 3aco0y
NNC0195-0092; OnoBnenuit po3ain nocke jikapcbkoro 3aco0y, Facilities and Equipment, ocratouna
Bepcisa 5.0 Bix 23 nucronana 2020 p., aHrIiCEKOI0 MOBOIW; OHOBIEHUH po3nii Jlocke JOCTIIKYBaHOTO
JiKapcbkoro 3aco0y, 3.2.S.2 Manufacture Somapacitan, octatouna Bepcist 8.0 Big 15 rpyans 2020 poky,
aHTIIIChKOI0 MOBOIO; OnHoBieHHil po3ain Jlocke AOCHipKyBaHOTO JiKapchbkoro 3acoOy, 3.2.S.3
Characterisation Somapacitan, ocratouna Bepcis 5.0 Bix 08 nucronaga 2018 poky, aHIIIHCEKOI0 MOBOIO;
OnoBnenuii po3ain Jlocke mocmimkyBaHOTO Jikapckkoro 3acoOy, 3.2.S.4 Control of Drug Substance
Somapacitan, ocrarouna Bepcis 6.0 Big 03 rpyans 2020 poky, aHrmiicbkoro MoBoro; Poszain Jlocke
JOCITIIKYBAHOTO Jlikapchkoro 3aco0y, 3.2.5.6 Comparability of Somapacitan Drug Substance after
Transfer from Pilot to Commercial Manufacturing Site, ocrarouna Bepcis 1.0 Bim 08 nucromana
2018 poky, aHrmiiicbkoro MoBow0; OHOBIeHHH po3nain Jloche MOCHiAKYBaHOTO JIKapChbKOro 3acoly,
3.2.S.7 Stability Somapacitan, ocratouna Bepcis 11.0 Big 07 rpyaas 2020 poky, aHTTIHCHKOI MOBOIO;
Onosnenuit po3ain Jlocke mociimkyBaHoro sikapcbkoro 3acoOy, 3.2.P.2 Pharmaceutical Development,
ocrarouHa Bepcia 3.0 Bim 14 rpyans 2020 p., aHrmiicbkoro MoBow0; OHoBieHHH po3nain [locke
JIOCIIJIKYBAHOTO JIiKapcbKoro 3aco0y, 3.2.P.3 Manufacture, octarouna Bepcis 4.0 Bin 14 rpyans 2020 p.,
AHTIIICHKOI0 MOBOIO; OHOBIEHUH po3/ia Jlochbe TOCHTIIKYBAHOTO JIiKapchkoro 3aco0y, 3.2.P.5 Control of
Drug Product, ocrarouna Bepcist 6.0 Bing 14 rpyans 2020 p., aHrmiiiicbkoro MoBo00; OHOBIEHUN PO3JILT




Jlocke pocmimpkyBaHoOro Jikapcbkoro 3acoOy, 3.2.P.8 Stability, octatouna Bepcis 10.0 Big 15 rpyanHs
2020 p., aHTTiHCHKOI0 MOBOIO

Howmep Ta narta Hakazy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 88 Big 11.02.2016

HasBa kj1iHI9HOTO
BHITPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannmomizoBaHe, MIKHApOJIHE, 3 aKTHBHUM KOHTpoOJIeM, (Biakpute), (MOABIHHE CIiMe) MOCTiIKEHHS 3
miI00py 03M B MapajieIbHUX IpyIax, 3 OIIHKA €(PEKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBaHHS Ipernapary
NNC0195-0092 ogun pa3 Ha THXXICHb y MOPIBHSAHHI 3 LIOJICHHUM 3aCTOCYBAaHHSM Iperapary ropMOHY
pocty (Hopaitponin® ®nekcllpo) y aiteit mpenybepTaTHOro BiKy 3 Ae(ilIITOM TOPMOHY POCTY, Y SKHX
paHilie He IpoBOAMIIACS Teparis npernaparamu ropmony pocty», NN8640-4172, ocrarouna Bepcis 5.0 Bix
11 nucronana 2019 p.

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHcop, kpaina

Novo Nordisk A/S, Denmark

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3nEeYCHHS Onexkcanap KOMAPIJA




JonaTox Ne 11

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBepIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

Hocke mocmimkyBaHoro Jikapcbkoro 3aco0y (Inebilizumab), Bepcis 2.0 Bim 06 ciuas 2021 p.,
aHTTNACHKOI0O MOBOIO; 3allyuyeHHs JOAATKOBHX BUPOOHHYMX IUISSHOK Ui Iutanebo A0 iHebinizymad
(Inebilizumab) 10 w1, xoHmeHTpaT s po3unHy Uit iH(Y3ii: Berkshire Sterile Manufacturing,
Inc.,CIIA; SGS, CILA; 3any4eHHs: 104aTKOBOi BUpOOHMUOI AUAHKM 1S iHeO1nizyMad (Inebilizumab),
KOHIIGHTpAT Ui po3uuHy s iH(py3ii,10 mr/mn ta mmanebo no ine6inmizymad (Inebilizumab) 10 mur,
KOHIIEHTpaT s po3unHy aust iH(y3iit: Fisher Clinical Services GmbH, Himeuuunna [Marie-Curie-Str. 16,
Rheinfelden, Baden-Wuerttemberg, 79618, Germany]; 3pa30x MapKyBaHHS JOCII)KYBAHOTO JIKAPCHKOTO
3aco0y Inebilizumab, 10 mMr/mn a6o mnane6o, 10 mi, KOHUEHTpAT AJs pO3uMHY AN iH(Dy31# ((praakoH,
ynakoBKka[Ha0ip]), ykpaincbkoro MoBoro. Label ID #: VIE2506PN38.2, VIE2505PN38.1), ykpaiHCbKOIO
MOBOI0; 3pa3KH 300pakeHb EIEKTPOHHOr0 ONMHUTYyBambHUKA Ausl namieHTiB: ePRO Screenshots — Ukraine-
Ukrainian, v2.0, 18-Jan-2021 [Neuro-QoL, MGQoL-15r, PGIC (3arambHe BpaskeHHS MAaIliEHTa PO
3MiHY)]; 3pa3ku 300paxkeHb €JEeKTPOHHOro onuTyBajdbHMKa Ui mamieHTiB: ePRO Screenshots Ukraine
Russian v2.0, 25-Jan-2021 [Neuro-QoL, MGQoL-15r, PGIC (3aranbhe BpaXeHHS Malli€HTa PO 3MiHY)];
BxuroueHHs 10JaTKOBOTO MiCIisl TPOBE/IEHHS KJITHIYHOTO BUITPOOYBaHHS:

Ne I1.1.B. BiAmOBIZAILHOTO JOCHIIHUKA

n/n HasBa micusg mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. J.M.H., ipo¢. Mockosko C.II.
MenuyHuii [EHTp TOBAapUCTBA 3 OOMEXKEHOIO BIAMOBITATBHICTIO «MenuuHuid IEHTP
«Canotemy, NiKyBanbHO-IpodiIaKTUUHUHN BiAain, M. BiHHUIA




Howmep Ta nara Hakazy Ne 310 Big 23.02.2021

MO3 110110 3aTBEPIKEHHS

KJIIHIYHOT'O BUIIPOOYBaHHS

HasBa kiiHi9HOTO «PanmomizoBaHe, TOJBiliHE-CIiNE, 0araToIeHTPOBE, MIANE00-KOHTPOIbOBAaHE IOCTiKeHHs (a3u 3 3
BHUIPOOYBaHHS, KO, BIIKPUTHM TIEPIOJIOM JUISI OLIIHKK €(PEKTUBHOCTI Ta O€3MEeYHOCTI 1HeOUTi3yMaly y TOpOCIUX MAaIll€HTIB 3
Bepcis Ta qaTa MmiacteHiero rpasic», VIB0551.P3.S1, Bepcis 3.0, 24 uepast 2020 p.

3asBHHK, KpaiHa ToBapHuCTBO 3 0OMEKEHOIO BiAMOBIAAIbHICTIO «MEZ[HEPTC VKPAIHA»

Cnoncop, kpaiHa Biena baiio, Ink., CIIA (Viela Bio, Inc., USA)

CynyTHi —

Marepiaiau/mpenaparu

CYITYTHBOI Tepartii

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




JonaTox Ne 12

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

[adopmarniiinuii IMCTOK MO0 BUKOpPUCTaHHS momaiigominy, Bepcis 4.0 Bim 30 sxoBtHs 2014 poky,
YKpalHCBKOIO Ta pOCIHiCbKOI0 MoBamH; [lam’sTka Ui MAli€HTIB MO0 JO3YyBaHHS HOMATIOMITy Y
KIHIYHUX JocmiukeHHsx kommanii «EO60Bi» (AbbVie), Bepcis 1.0 Big 20 Oepesns 2019 poky,
YKpaTHCHKOIO Ta POCifICBKOI0 MOBaMHU

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

Ne 422 Bin 10.03.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baratorieHTpoBe paHIOMI30BaHE BIAKpUTE MOCHKEHHS (a3u 3 Uil BHUBYEHHS BEHETOKJIAKCY Ta
JIeKCaMeTa30Hy Y MOPIBHSAHHI 13 MOMaTiJOMIIOM Ta JiekcaMeTa30HOM y namnieHTiB i3 t(11;14)-mo3uTuBHOIO
pEIMANBHOI0 a00 pePpakTepHOI0 MHOXKHHHOI MienoMoro», M13-494, Bepcis 8.0 Big 30 numHS
2020 poky.

3asiBHUK, KpaiHa

E66B1 biodapmacsrorikan3 ['m6X, [Iseiinapis

CnoHcop, kpaiHa

AbbVie Inc., USA / E66BIi Ink, CIITIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
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MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
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InenTudikamis cyrreBoi
MONIPaBKU

Honarox no ¢opmu iHpopmoBanoi 3rogu: Jomatok 1 mo dopmu iHGOpPMOBaHOI 3roau Ijs MALIEHTIB
koroptu C, Bepcig 1.0 mist Ykpainu yKpaiHChKOIO Ta pociiicbkoro moBamu Bia 22 miotoro 2021 p. Ha
ocHOBi Maiicrep-Bepcii Jomatky 1 no ¢opmm iHpopmoBaHOi 3roau i mamieHTiB Koroptu C s
nociimkenas CO40016, Bepcis 4 Big 16 mucronana 2020 p.

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

Ne 211 Bi7 07.02.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«[lonBiliHe criine manebo-KOHTpoNboBaHe paHaoMizoBaHe (asu Il nmocmimkenus imataceprtiOy y
KOMOIHAIIl 3 MaKJIITakceJIOM B SKOCTI JIIKYBaHHsS JJs TMAlI€HTIB 3 TEHHUMHU MOPYLIEHHSMU
PIK3CA/AKT1/PTEN B rpymi MiCIEBONOMIHMPEHOr0 ab0 METAaCTaTUYHOTO, MOTPIHHO-HEraTUBHOTO PaKy
MOJIOYHOI 3aj103W a00 B TPyIi TOPMOH-TTO3UTHBHOTO, HERZ2-HeraTMBHOTO paky MOJOYHOI 3all03W»,
C040016, Bepcis 9 (Koropta C) Bin 20 Bepecus 2019 p.

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo00 BinoBiAanpHICTIO «Pomn Ykpaina»

CnoHcop, kpaiHa

@.Xodbdpmann-JIs Pour JItx (LBeiinapis)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
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06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

3MiHa MicIst MPOBEACHHS KIIHIYHOTO BUIIPOOYBAHHS !

byno Crano

K.M.H. Hemra B.B. K.M.H. Hemra B.B.

KomyHnaneHe HeKkoMmepIliiiHE MiANpUEMCTBO | MeIWYHMIA TIEHTP TOBApUCTBA 3 OOMEXKEHOIO
«Miceka mikapHs Nel» 3amopi3bkoi MICBKOI | BiAIOBIJaIBHICTIO «IIALIEHTP»,
panu, Xipypriune BIJITITICHHS 3 | TaCTPOEHTEPOJIOTIUHE BIJIJTIJICHHS,
OHKOX1pYpPTriYHUMH, YpOJIOTIYHUMHU Ta | M. 3aMopiAoKs

IPOKTOJIOTTYHUMU JIKKaMH, M. 3allOPIXKKs

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

Ne 1360 Bix 10.06.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«baratouieHTpoBe, paHAOMI30BaHe, MOJBIMHE CIIiIe, TIane00-KOHTPOJIbOBaHE MOCHIKeHHS ¢azu 20 3
nig0opoM ONTUMAIBHUX JI03 JUIS OLIHIOBaHHS €(EeKTHBHOCTI, O€3MeYHOCTI ¥ (apMaKOKIHETHKH
npenapary PF-06480605 y mopociux y4acHHUKIB 13 BHPA3KOBHM KOJIITOM TOMIPHOTO a00 Ba)KKOTO
cTyneHs TshkkocTi», B7541007, octatouna Bepcist npoTokouty Bif 18 mumas 2019 poxy

3asiBHUK, KpaiHa

[aiizep [uk., CIHA

CnoHcop, kpaiHa

[aiizep [uk., CIHA

CynyTHi
MaTtepiaiu/mpenapaTu




CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 15

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B Ta BHECEHHS
3MmiHu 10 noaatka Ne 10 mo Hakazy
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
22 6epe3ns 2021 poky Ne 516»

06.04.2021 No 631

InenTudikamis cyrreBoi
MONIPaBKU

Jluer Ui mamieHTa, IO MPOJOBXKYE YYacTh y KIIHIYHOMY BuIpoOyBaHHi, Bepcis 1.0 Bix 09 mororo
2021p., aHIITIHCHKOI0 MOBOIO, MEPEeKya] YKPaiHChKOI0 Ta pOCiHChbKOIO MoBamHM; JIMCT ais mamieHTa, mio
3aBEpIIUB y4acTh y KJIiHIYHOMY BunpoOyBanHi, Bepcis 1.0 Big 09 mrororo 2021p., aHrmiiCEKOI0 MOBOIO,
TIepeKIIa]l YKpaiHChKOIO Ta POCIIICHhKOI0 MOBaMH; 3MiHA MICIIS MPOBEACHHS KIIIHIYHOTO BUNPOOYBaHHS:
byno Crano

n.M.H. pod. Pekanos J[.I. n.M.H. pod. Pekanos J1.I".

KomynanpHa ycraHoBa «3amopizbka oOnacHa | Memuunmii neHtp TOB «CywacHa KiiHiKay,
KJIiHIYHA JiKapHs» 3anopi3bkoi 00iacHOl paau, | M. 3alOpiKKs

BIJUIIJIEHHSA peBMaroorii 3 LIEHTPOM
IMYHOO10JIOT1YHOT Tepartii, M. 3amopixoKs

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

Ne 2333 Bix 25.11.2019

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«O1iHKa MPaKTUYHOTO JOCBIAY MiAIKIPHOTO BBEJCHHS aBTOIH)XeKTopoM mpenapaty AVT02 mamieHTam 3
aKTUBHUM pEBMATOIHUM AapTPUTOM BiJl MOMIPHOTO N0 TSKKOTO CTYINEHS: BIAKPHUTE, 1HTEPBEHIINHE
KJIIHIYHE JOCTIKeHHA 0e3 KOHTPOJIbHOI Ipynu 3 (ha30r0 MojanblIoro JikyBaHHA mnpenapatom AVTOZ,
10 TTOCTAYa€EThCs Yy morepennbo HarmoBHeHoMY mmpuili (ALVOPAD-PEN)», AVT02-GL-303, Bepcis 3.0
3 [Monpaskoro 2 Bix 11 mororo 2020 p.

3asiBHUK, KpaiHa

TOB «BOPJIJIBAN/JI KJITHIKAJI TPAIJIC YKP»

CrnoHcop, kpaina

«AnBotek Cicc AI'» (Alvotech Swiss AG), [lIBeiinapis




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

[TomoBxeHHST TepMiHy NPHUAATHOCTI JOCIIPKYBaHOTO Jikapcekoro 3aco0y APVOI101 (IXINITY®),
¢akrtop 3ropranus kposi [X (pekom6inantHuii), 1000 MO no 36 micsiiB.

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2107 Bim 17.10.2019

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Ouinka npenapaty pekomOinanTHoro ¢akropa IX, APVOI101, y niteii, xBopux Ha remodinito B, sxum
paHilie mpOBOAMIIOCS JIIKyBaHHS JaHOTO 3axBoproBaHHs», APV0101-903, penakmis 3.0, momnpaska 2 Bix
29 nunas 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Crnoncop, kpaina

«Menekcyc @apma, [nk.» [Medexus Pharma, Inc.], CILIA

CynyTHi
MaTtepianu/mpenaparu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3aC00IB Ta BHECCHHS
3miHM 110 qonatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poky Ne 516»

06.04.2021 Ne 631
Inentudikarnis cyrreBoi 3MiHa Miclig TPOBEAEHHS KIIHIYHOTO BUTPOOYBAHHS !
TIOpaBKN Byno Craso
nikap Cemeren 1O.B. nikap Cemeren 10.B.
Komynanbna yCTaHOBa «YepniBenpkuii | O0macuHe KOMYHaJIbHE HEeKOMepIliiiHe
00acHU# KIHIYHUI OHKOJIOTIYHHUN JUCIIaHCEP», | MIAIPUEMCTBO «bykoBHHCHKHI KIIHIYHUHA

BIJIIUVIGHHS JICHHOTO CTalioHapy, M. YepHiBii

OHKOJIOTIYHHM UEHTP», CTPYKTYpHUH MiIPO3.iT
JICHHOTO cTaIfioHapy, M. YepHisii

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

Ne 466 Bix 13.03.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

PannomizoBane moxgiiiHe cmine mocmimpkeHHs Il ¢a3u, mopiBHAHHA KoMOiHaIii memOpomnizymady Ta
imiriMyMady 3 komOiHamiero nemOponizymady Ta Iulanedbo y paHillle HETIKOBAaHUX MAIllEHTIB 3

METAaCTaTUYHUM HeI[pi6HOKJ'IiTI/IHHI/IM paKoM JICTCHb

>50%)(KEYNOTE-598), MK-3475-598, 3 inkopnopoBaHoto nompaskoto 06 Bix 11 rpyauas 2020 poky

4 cranii 3 PD-L1-nmo3utuBHumMu nyxiuHamu (TPS

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinaibHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Eng {oym Kopr.», nodipHe nianpuem
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

ctBo «Mepk Enx Ko., Ink.» (Merck Sharp & Dohme

CynyTHi
MaTtepianu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Ounexkcanap KOMAPIJA




JonaTox Ne 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»u

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

Iadopmaris muis 6arekiB Ta Popma iHPopMoBaHoi 3roau (ans Ykpainu) Bin 25 ciuasg 2021. KB Ne: 1199-
0337. BICTMS Bepcis: PP_07 UKRO06. MoBa Bepcis Ta mara: ykpainceka 06 (15 mrororo 2021);
"Undopmanus ans poxuteneit 1 @opma mHGOpMUpOBaHHOTO cornacus (as YKpauHbl) oT 25 sHBaps
2021 roma. KM Ne: 1199-0337. BICTMS Bepcusi: PP_07 UKRO06. S3sik_Bepcus u gara: pycckuii_06 (15
despasis 2021 rona)"; Indopmariis Ta opma iHPOPMOBAHOI 3roU JUIS MAIIEHTA, IO JOCATHYB 18 pOKiB
MiJ 4ac KIiHIYHOTO BUIpoOyBaHHs (st Ykpainu) Big 25 ciuus 2021. KB Ne: 1199-0337.BICTMS
Bepcis: M 07 UKR _06. MoBa Bepcis Ta narta: ykpainceka 06 (15 mrororo 2021); "Undopmanus u
®opma HHGOPMHUPOBAHHOTO COTIACHs Ul MAlMEeHTa, KOTOPbIH JocTUT 18 jJeT BO BpeMs KIMHUYECKOTO
uccrnenoBanust (s Ykpamsbel) ot 25 sHBaps 2021. KM Ne: 1199-0337. BICTMS Bepcus:
M 07 UKR 06. A3bixk Bepcus u narta: pycckuit 06 (15 ¢espana 2021)"; Indopmarnis ta Popma
1H(OpPMOBaHOI 3o/ I HEMTOBHOJITHIX BiKOM BiJ 14 1o 17 pokiB (mns Ykpainu) Bin 25 ciuns 2021. KB
Ne: 1199-0337. BICTMS Bepcis: PA_05_UKR 07B. MoBa_Bepcis ta gara: ykpainceka 07 (15 mrororo
2021); "Undopmanus u ®opma nHGOPMUPOBAHHOTO COTJIACHUS ISl HECOBEPILIEHHOJIETHUX B BO3PACTE OT
14 no 17 ner (mns Ykpaunsr) ot 25 saBaps 2021. KW Ne: 1199-0337. BICTMS Bepcus: PA_05_UKR
07B. S3bik_Bepcust u nmarta: pycckuit 07 (15 ¢espans 2021)"; Indopmarnis mis naumienta ta @opma
iH(popMoBaHoOi 3roau A Aitel BikoM Bia 12 1o 13 pokis (a1t Ykpainn) Big 25 ciuns 2021. KB Ne: 1199-
0337. BICTMS Bepcis: PA_05_UKR 06A. Mosa Bepcis Ta nara: ykpainceka 06 (15 motoro 2021);
"Undopmanus ans naumenta 1 @opma nHGOPMUPOBAHHOTO coriacus JUIs AeTel B Bozpacte oT 12 g0 13
ner (mns Yxpawsbl) oT 25 suBaps 2021. KW Ne: 1199-0337. BICTMS Bepcusi: PA_05_UKR 06A.
A3pik_Bepcus u pata: pycckuit 06 (15 despans 2021)"; Indopmamis nns namienta ta Popma
iHpopMoOBaHoOi 3roau Juist aiTeil BikoM Big 6 1o 11 pokiB (ans Ykpainn) Big 25 ciunsg 2021. KB Ne: 1199-
0337. BICTMS Bepcis PC_05 UKR 05. Mosa Bepcis Ta mara: ykpaiaceka 05 (15 mrotoro 2021);
"Nudopmanus ans nanuenta 1 @opma HHPOPMHUPOBAHHOTO COTJIACHs JuId AeTelt B Bo3pacte oT 6 1o 11




netr (mns Ykpaunbl) or 25 suBaps 2021. KM Ne: 1199-0337. BICTMS Bepcus PC_05 UKR 05.
S3pik_Bepcus u nata: pycckmii 05 (15 ¢espans 2021)"; ®opma moBTOpHOI 3rogu aisi OaTbkiB (IUIst
VYkpaian) Bix 25 ciuna 2021. KB Ne: 1199-0337. BICTMS Bepcis: RPP_07_UKRO06. Moa Bepcis Ta
nata: ykpainceka 04 (15 mrororo 2021); "®dopma moBTOPHOTO corjacus s poautenend (s YKpauHbl)
ot 25 smBaps 2021. KM Ne: 1199-0337. BICTMS Bepcusa: RPP_07_UKRO06. f3sik Bepcus u narta:
pycckuii_04 (15 derpans 2021)"; ®dopma MOBTOPHOI 3rou IS MAIIEHTA, IO TOCSITHYB 18 poKiB mija dac
KJIHIYHOTO aociimkeHHs (s Ykpainu) Bim 25 ciuas 2021. KB Ne: 1199-0337. BICTMS Bepcis:
RM_07_UKRO06. Mosa Bepcis Ta narta: ykpainceka 04 (15 mrororo 2021); "dopma MOBTOPHOTO
coryiacus JUIsl HaleHTa, KOTOPhIM JoCTUT 18 jeT BO BpeMs KIMHUYECKOTO UCCIIeOBaHUs (1S Y KpauHbl)
ot 25 smBaps 2021. KM Ne: 1199-0337. BICTMS Bepcus: RM_07_UKRO06. f3sik Bepcust u nata:
pycckuii_04 (15 ¢despans 2021)"; dopma moBTOpHOI 3roau Uisi HEMOBHONITHIX (BikoM Bix 14 mo 17
pokiB) (mis Ykpaiawm) Big 25 ciuas 2021. KB Ne: 1199-0337. BICTMS Bepcis: RPA_05 UKRO7B.
MoBa Bepcis Ta nara: ykpainceka 05 (15 miororo 2021); "dopma mnoBTOpHOro coriacus A
HECOBEpUIEHHOJIETHUX (B Bo3pacte oT 14 no 17 ner) (mns Ykpaunsl) ot 25 suBaps 2021. KW Ne: 1199-
0337. BICTMS Bepcus: RPA_05 _UKRO7B. 3wk _Bepcust u nara: pycckuii 05 (15 despans 2021)";
dopma MOBTOPHOI 3roau Ajs AiTel BikoM Bin 12 mo 13 pokiB (s Ykpainu) Big 25 ciuns 2021. KB Ne:
1199-0337. BICTMS Bepcia: RPA_05 _UKROG6A. Mosa Bepcis Ta nata: ykpainceka 03 (15 mrotoro
2021); "dopma MOBTOPHOTO coryiacus ajisi Jaered B Bo3pacte or 12 mo 13 ner (mist YkpauHbl) OT
25 sguBaps 2021. KM Ne: 1199-0337. BICTMS Bepcus: RPA_05 _UKRO6A. S3bik Bepcus u nata:
pycckuii_ 03 (15 ¢espans 2021)"; dopma moBTOpHOI 3roau s JaiTed BikoMm Bix 6 g0 11 pokiB (ms
Vkpainn) Big 25 ciunsg 2021. KB Ne: 1199-0337. BICTMS Bepcis: RPC_05_UKR 05. Mosa_Bepcis Ta
nata: ykpainceka 03 (15 mrotoro 2021); "®dopma mOBTOPHOTO coriiacusi Jyisl AeTei B Bo3pacte oT 6 g0 11
net (mis Ykpaunsl) ot 25 suBaps 2021. KW Ne: 1199-0337. BICTMS Bepcus: RPC_05_UKR 05.
SA3pik_Bepcus u gara: pycckuit 03 (15 dgespans 2021)"; HonaTkosa 3rosa 1o iHdopMarii s 0aTbKiB Ta
®opmu iHPOPMOBaHOT 3r0JIU Y 3B’SI3KY 13 MOPYIIEHHAM rpadiky NpoBeIeHHs JOCTiKeHHs (111 YKpaiHu)
Bix 30 ciursg 2021. KB Ne:1199-0337. BICTMS: DP_01_UKRO1. MoBa_ Bepcis Ta nata: ykpainceka 01
(25 motoro 2021); "JlomonHuTenbHOE corjamieHue K uHopmauuu g poautened u  Popme
MH(GOPMHUPOBAHHOTO COTJIACHsI B CBSI3M C HapylleHUWeM rpaduka MPOBEIEHHUs HCCIeaA0BaHUs (JUIs
VYxpaunbl) ot 30 smBaps 2021. KW Ne 1199-0337. BICTMS Bepcus: DP_01 UKRO1
S3pik_Bepcus u [dara: pycckuii 01 (25 despans 2021)"; Homatkosa 3rona o iHdopmaris ta opmu
1H(hOpMOBaHOI 3rou AJIs Malli€HTa, 10 AOCATHYB 18 poKiB Mij yac KJIIHIYHOTO BUNPOOYBAHHS y 3B’SI3KY
13 mopymieHHsM rpadiky npoBeaeHHs gociikeHHs (s Ykpaian) Big 30 ciuns 2021. KB Ne: 1199-0337.
BICTMS: DM_01_UKRO1. MoBa_Bepcis Ta nara: ykpaiaceka 01 (25 mrororo 2021); "lomomHUTETHHOE
cornamenue Kk naopmaruu 1 opme HHGOPMUPOBAHHOTO COTIIACUS IS MMALMEHTa, KOTOPBIN JocTur 18
JIeT BO BpeMs KIIMHUYECKOTO MCCIIEIOBAHMS B CBS3H C HapyIIeHHEeM rpaduka mpoBeIeHUs NCCIIETOBAHUS
(mnst Yxpaunsl) ot 30 saBaps 2021. KU Ne:1199-0337. BICTMS Bepcusi: DM_01_UKROL1. S3sik_Bepcus




u mata: pycckuii 01 (25 despans 2021)"

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 296 Bin 11.02.2020

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«IloxgiitHe ciine, paHAOMi30BaHe, TIIae00-KOHTPOILOBAHE JTOCTIKCHHS TSl OI[IHIOBAHHS BILUIMBY J03U
Ta 0E3MEeYHOCTI MEPOPANBHOTO 3aCTOCYBAaHHS HiHTeNaHiOy mpoTaroM 24 THXHIB Ha ()OHI CTAaHAAPTHOTO
JIKYBaHHS, 3 MOAAIBIINM BIIKPUTHM JIIKYBaHHSM HIHTEIaHIOOM Pi3HOI TPUBAJIOCTI y AITEH Ta MiUTITKIB
(BikoM Bim 6 10 17 pokiB) 3 KIIHIYHO 3HAUYHIUMH (iOPO3YIOUMMHU IHTEPCTUIIHHIUMHU 3aXBOPIOBAHHSIMHU
neredby, 1199-0337, Bepcis 2.0 Bix 19 uepsusa 2020

3asBHUK, KpaiHa

TOB «IOKYME/IC» («CIA IOKYME/IC»), JIaTBis

CnoHcop, kpaina

Boehringer Ingelheim RCV GmbH & Co KG, ABctpis

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Onexkcanap KOMAPIJA




JonaTox Ne 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 37I0pOB’sl YKpaiHu Bif
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

3pa3ok MapKyBaHHS eJIEKTpOHHOro ImoaeHHuka s jgocmimkeHas J1P-MC-KFAH, Bepcis 1.0,
YKpaiHCHKOI0 MOBOIO; 3pa30K MapKyBaHHS €JIEKTPOHHOTO HojeHHUKa ams gociimkenns J1P-MC-KFAH,
Bepcis 1.0, pociiicekoro MoBorw0; Ekcrpec-goBiqHuk mnamieHTa, Bepcist 2.0 Bim 27 ciuas 2021 p.,
yKpaiHChbKOI0 MOBOIO; KopoTke 10BiIKOBEe KepIBHUIITBO JJIs MaiieHTiB, Bepcis 2.0 Bix 14 ciunsg 2021 p.,
POCICBKOI0 MOBOIO; 300pa’keHHsI €KpaHy eJICKTPOHHOTO ImoAcHHHWKA: Hapuanus, Bepcis 1.0 Bix
12 mororo 2021 p., yKpaiHCbKOIO MOBOI0O; 300pa’keHHsI €KpaHy eJeKTPOHHOro LoJieHHuKa: HaBuaHHs,
Bepcis 1.0 Bix 01 6epesns 2021 p., pociiicbkoro MOBOI0; 300paXk€HHSI €KpaHy €JEeKTPOHHOTO LI0ICHHUKA!
OSFT (nanamryBaHHs/ aaMiHicTpyBaHHA), Bepcis 1.0 Big 12 mororo 2021 p., yKpaiHCBKOI MOBOIO;
3o00pakeHHs1 ekpaHy enekTpoHHoro mojaeHHuka: OSFT (wanmamryBanHs/ aaMiHicTpyBaHHs), Bepcis 1.0
Bin 01 Oepe3ns 2021 p., pociiicbkor0 MOBOIO; 300pa’k€HHS €KpaHy eJEKTPOHHOIO IOJICHHHKA:
lonennuk, Bepcis 1.0 Bix 12 mrotoro 2021 p., ykpaiHCbKOI MOBOI0; 300paKe€HHs €KpaHy €JIeKTPOHHOTO
moxaennuka: {onennuk, Bepcis 1.0 Bix 01 Gepesns 2021 p., pociiicbkolo MOBOIO; 3pa30K MapKyBaHHS
ranmera st pociimkenas J1P-MC-KFAH, Bepcis 1.0, ykpaiHChKOIO MOBOO; 3pa3oKk MapKyBaHHS
miarmera s jpociimkenas JIP-MC-KFAH, Bepcis 1.0, pociiicbkoro MOBOI0; 300paKeHHS EKpaHy
rtanmiera: Hapuanus, Bepcig 1.0 Bixg 12 mororo 2021 p., yKpaiHCbKOIO MOBOIO; 300pak€HHSI €KpaHy
riadmera: HaBuanns, Bepcis 1.0 Big 01 6epesnst 2021 p., pocilicbkol0 MOBOI; 300pa)KeHHsSI €KpaHy
wianmera: IBDQ, Bepcis 1.0 Bix 12 ciung 2021 p., ykpaiHCbKOI0 MOBOI0O; 300paXKeHHs €KpaHy IJIaHIIeTa:
IBDQ, Bepcis 1.0 Big 12 moTtoro 2021 p., pociiicbkor0 MOBOIO; 300pakKeHHS €KpaHy IUIAHIIETa: 3araibHe
BpakeHHsa mnarienta npo 3MmiHu (PGI-C), Bepcis 1.0 Big 12 mriororo 2021 p., ykpaiHCBKOIO MOBOIO;
300pakeHHsl eKpaHy IulaHmieTa: 3arajibHe BpaxkeHHs mnamieHta npo 3miHu (PGI-C), Bepcis 1.0 Bin
01 Oepe3nss 2021 p., pocilicbkkol0 MOBOIO; 300pakeHHS €KpaHy IUlaHIIeTa: Ekcrpec-1ociiKeHHs
nenpecuBHol cumnroMaTuku (16 mynkriB) (camoorinka) (QIDS-SR16), Bepcis 1.0 Bix 12 mrotoro 2021 p.,
YKpaiHChKOIO MOBOIO; 300paskeHHs ekpany IiaHmera: KopoTkuil onmuTyBalnbHUK 110 CUMIITOMaM Jerpecii




(16 mynktiB) (mmsa camoctiiiHoro 3amoBHeHHs) (QIDS-SR16), Bepcis 1.0 Bim 17 motoro 2021 p.,
pociiicbkoro MOBOW; 300paxenHs ekpany Mianmera: UC Remission / HOpManbHOI KIJTBKOCTI aKTiB
nedekarii as 1poro mamienta, Bepcis 1.0 Bix 12 motoro 2021 p., yKpaiHCbKOI MOBOIO; 300pa)kKeHHs
expany miaHmeTa: Pemicis BK / HopManbHa KinbKicTh BUIOpoxHeHs, Bepcist 1.0 Bix 01 Gepesns 2021 p.,
pociiicekoro MoBor0; KapTka HaragyBanHs HacTynHOTO Bi3uty st pociimkenas INSTRUCT-UC, Bepcis
1 Bixm 20 ciunsa 2021 p., ykpaiHCBKOIO Ta pOCiiicbKOl0 MOBOMO; [H(opmamilina Opourypa JOCITiKEHHS
INSTRUCT-UC, Bepcis 1 Bix 20 ciuns 2021 p., yKpaiHCbKOIO Ta POCIHCHKOI MOBOIO; 3pa3oK JIMCTa Bij
mikaps no mamienta s gociimkeHHs INSTRUCT-UC, Big 19 motoro 2021 p., ykpaiHCBKOIO Ta
pociiicbkoro MOBO10; KapTka yuyacHuKa JAOCHIKEHHS ISl €eKCTPEHOr0 KOPUCTYBaHHS TyalleToMm, Bepcis 1
Bix 20 ciuns 2021 p., ykpaiHCBKOIO Ta pociiicbkoro MoBoIo; IHdopmartis npo mocmimkenHs INSTRUCT-
UC Study s marieHTiB, Kl BiIMOBIAAIOTh KpUTEpisiM g y4acTi, Bepcis 1 Bim 20 ciuns 2021 p.,
YKpaiHCBKOIO Ta POCIHCHhKOI MOBOIO; KapToHHa kKopoOka Juisi 3pa3kiB TAaIlieHTa JUIS JOCIIIKEHHS
INSTRUCT-UC, Bepcigs 1 Bim 20 ciuas 2021 p., ykpaiHCBKOIO Ta pociiickkolo MoBoio; Kaptka
HaraJlyBaHHS 3allOBHEHHS €JIeKTPOHHOTO ImoacHHuMKa s gociimkeHHs INSTRUCT-UC, Bepcis 1 Bin
20 ciyas 2021 p., yKpaiHCBKOIO Ta pOCiiicbKOI0 MOBOI0; KapTka BASYHOCTI 3a y4acTh y JIOCIIIKECHHI,
Bepcis 1 Big 20 ciuns 2021 p., yKpalHCHKOIO Ta POCIHCHKO0 MOBOIO; JIOBITHUK 13 BUKOHAHHS BI3UTIB IS
nocmimkenus INSTRUCT-UC, Bepcis 1 Bim 20 ciuns 2021 p., ykpaiHcbkoro MOBOI0; JIoBiAHMK MO
BizuTam juis pociimkeras INSTRUCT-UC, sepcis 1 Bix 20 ciuas 2021 p., pociiicbKOIO MOBOIO

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

Ne 422 Bin 10.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

PannomizoBane, mojBiifHe cline, mianedo-KOHTpoiboBaHe nociikeHns [ ¢aszu 3 arantuBHUM qu3aitHOM
3 MeToro oriHku npenapary LY3471851 (NKTR-358) y namieHTiB i3 aKTHBHMM BUPA3KOBUM KOJIITOM BiJl
MOMIpHOTO /10 TsKKOTO Tiepediry, JIP-MC-KFAH, Bepcis 3 monpaskoro (a) Bix 18 imuctonama 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Boctok CAy, [lBeitapis

CnoHcop, kpaiHa

Emi Jlinni eng Kommnani, CIIA / Eli Lilly and Company, USA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Homatok Ne 20

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B Ta BHECEHHS
3MmiHu 10 noaatka Ne 10 mo Hakazy
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
22 6epe3ns 2021 poky Ne 516»

06.04.2021 No 631

InenTudikamis cyrreBoi
MONIPaBKU

Honatok 1.0 Bix 23 mororo 2021 poky no bpomrypu mocmiganka SEP-363856, Bepcii 10.0 Bix 14 rpyaas
2020 poky, aHTTiIChKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 38 Big 11.01.2020
Ne 662 Bix 16.03.2020
Ne 38 Big 11.01.2020
Ne 38 Big 11.01.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpute po3mupene A0CHiPKEHHS A OLIIHKKA 0e3MeYHOCTI Ta mepeHocuMocTi npenapaty SEP-363856
y marienTiB i3 mm3odpeniero», SEP361-303, Bepcis 3.00 3 iHKOPIIOPOBAHOIO CYTTEBOIO mompaBkoro 2.00
Bix 16 BepecHs 2020 poky;

«PangomizoBaHe, TOJBIHE CIIME JOCTIDKEHHS, IO TMPOBOAUTHCA 3 BHKOPUCTAHHSIM aKTUBHOTO
Ipernapary B SKOCTI KOHTPOJIO JUIS OL[HKH JOBrOTPUBAiOi OE3MEYHOCTI 1 MEPEeHOCHMMOCTI Hpenapary
SEP-363856 y mamienTiB i3 mm3odpenieron, SEP361-304, Bepcis 2.00 3 iHKOPIOPOBAHOIO CYTTEBOIO
nonpaskoto 1.00 Bix 16 Bepecus 2020 poky;

«PangomMizoBaHe, TOJBIifHE cJiine, TUIae00-KOHTPOJIbOBAaHE, OaraToIeHTPOBE JOCHIIKEHHS, IO
MIPOBOJIUTHCS B MapajeNbHUX IPyNax, i3 3aCTOCYBaHHAM (DIKCOBAHMX 103 JJIS OLIHKH €(QEeKTHMBHOCTI Ta
0e3neunocTi npenapaty SEP-363856 y marieHTiB i3 MM30(QPEHIEI0 Y TOCTPOMY TICUXOTHIHOMY €ITi30/1»,
SEP361-301, Bepcis 3.00 3 iHkopropoBaHoio cyTTeBoio mompaskoto 2.00 Bix 16 BepecHs 2020 poky;
«PannomizoBaHe, TOJBIifHE ciine, TUIane00-KOHTPOJIbOBaHE, OaraToleHTPOBE JOCHIKEHHS, IO
MIPOBOJIUTHCS B MapajelbHUX I'PYyNax, i3 3aCTOCYBaHHAM ()IKCOBaHMX JI03 /ISl OLIHKM €(PEeKTHBHOCTI Ta
Oe3nevnocTi npenapaty SEP-363856 y marieHTiB i3 MM30(QPEHIEI0 Y TOCTPOMY TICUXOTHIHOMY €ITi30/1»,
SEP361-302, Bepcis 2.00 3 iHkoprnopoBaHoio cyTTeBolo nompaskoro 1.00 Big 16 BepecHst 2020 poky

3asBHUK, KpaiHa

IianpuemcTso 3 100% ino3emuoo inBectHieo «AMK IOBIA PJIC Yipaina»

CrnoHcop, kpaiHa

«Cynosion @apmacseiotikaic [ak.» (Sunovion Pharmaceuticals Inc.), CIIA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbHuii fupexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Oaekcanap KOMAPIIA




JonaTox Ne 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHu 110 gqonatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

PoskanpyBanns eConsent, Bepcist 01, Big 15 mororo 2020 poky, yKpaiHCbKOIO MOBOIO; Po3kanpyBaHHS
eConsent, Bepcist 01, Bix 15 motoro 2020 poky, pociiicbKor MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PRESERVE 1: ®aza 3, panaomizoBaHe, MOABIHE cIine MOCTIHKEHHS TPUTAIUKIIOY y MOPIBHAHHI 3
ranebo y MamieHTiB, sSKi OTpUMYIOTH Tepamito i3 3actocyBaHHsAM FOLFOXIRI/GeBanm3ymaldy st
JKyBaHHS METaCTaTUYHOTO KOJIOpeKTallbHOTO paky», G1T28-207, Bepcis 1.0 Bix 12 uepsust 2020 poky

3asiBHUK, KpaiHa

ianpuemcTso 3 100% ino3zemuo0 inBecTHIic0 «AVK’FOBIA PLIC Vkpaina»

Crnoncop, kpaina

G1 Therapeutics, Inc., United States

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Ykpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MOTIPaBKU

3MiHa BiJMOBIJAIFHOTO JOCIITHUKA Ta 3MiHA HA3BH MICIIsl TPOBEACHHS BUIPOOYBAHHS

byno

Crano

J.M.H., Ipod. ‘HOHOBCBKa T.M.‘

Kninika  [epxaBuHoi  yctanoBu  «lHCTUTYT
meanunoi pamionorii  im. C.II. I'purop’ea
HamionaneHoi  akagemii  Hayk  YKpaiHN»,
BIIIUIEHHS KJIIHIYHOI OHKOJIOTiI Ta reMaToJorii,
M. XapKiB

nikap Ilepenans C.B.

Kninika  JlepkaBHoi ~ yctaHoBu  «lHCTUTYT
MEAMYHOI  pamioyiorii  Ta  OHKOJOTIT  iM.
C.IL I'purop’eBa  HamionaneHoi  akagemii
MEIUYHUX HayK YKpaiHW», BIUIUICHHS KIIHIYHOT
OHKOJIOT1{ Ta remMaroJiorii, M. Xapkis

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

Ne 1468 Bix 26.06.2020

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«Hdocmimxenns I ¢asu nmemOponizymady (MK-3475) y xomOiHalii 3 CymyTHbOIO XiMiOIPOMEHEBOIO
Tepami€lo 3 MOJAlbIIMM BBEIEHHSAM NeMOposizymMady 3 onamapuboM abo 06e3 HbOro MOpPIBHSHO 3
CYIyTHBOIO XIMIOIPOMEHEBOIO Tepami€lo 3 MOAAIBIIUM BBEIEHHSIM JypBalymMady B Y4YacHHKIB 3
HeornepabeNbHUM JIOKAJIBHO PO3MOBCIOJKEHUM HelpiOHOKIITUHHUM pakoM JiereHiB Il cramgii (HAPJT)»,
MK-7339-012, 3 inkopnopoBanoto nonpaskoro 03 Big 01 xoBtHs 2020 poky

3asBHHUK, KpaiHa

ToBapuctBo 3 oomexeHoto BignosigansHicTIO «MCJ Ykpaina»

CrnoHcop, kpaina

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




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 23

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B Ta BHECEHHS
3MmiHu 10 noaatka Ne 10 mo Hakazy
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
22 6epe3ns 2021 poky Ne 516»

06.04.2021 No 631

InenTudikamis cyrreBoi
MONIPaBKU

Bpomypa nocmiganka (BAX 855), Bumanns 11.0 Bim 01 Bepecus 2020 poky, aHTIIHCBKOI MOBOIO;
[ndopmariitnuii mucrok 1 popma 3roau ans 6arbkiB: yactuHa A, Bepcis V8.0UKR(uk)1.0 Big 06 ciuns
2021 poky, mepekiaa yKpaiHChKOr MoBor Binx 18 motoro 2021 poky; [Hdopmamiitamii mucTok i hopma
sroau A O0atbkiB: yactuHa A, Bepcis V8.0UKR(ru)1.0 Big 06 ciuns 2021 poky, mepekian pociiicbKoro
MoBot0 Bin 18 mororo 2021 poxy; Popma 3roam IS HEMOBHONITHIX MAIli€HTIB BIKOM <6 pPOKIB, SIKi
nomnepeaHbo He oTpuMyBaiu JikyBanHsa (Yactuna A), Bepcigs V6.OUKR(uk)1.0 Bix 07 ciunst 2021 poky,
nepekiaa yKpaincbkor MoBoro Bif 18 mortoro 2021 poky; ®@opma 3roau 1js HEMOBHOMITHIX MAII€HTIB
BIKOM <6 pOKIiB, fIKi MONepeaAHbo He oTpuMyBanu jdikyBaHHs (Hactuna A), Bepcist V6.OUKR(ru)1.0 Bin
07 ciuna 2021 poky, mepeksan pociiickkoro MoBow Bifg 17 mrortoro 2021 poky; dopma 3roam mmist
HETMOBHOJIITHIX Malli€HTIB BIKOM <6 pPOKIB, SIKI MONEpeIHbO HEe OTpUMyBaiu JiKyBaHHs (YactuHa b),
Bepcis V5.0UKR(uk)1.0 Big 06 ciuna 2021 poky, mepekyag yKpaiHCbKOW MOBOIO Bia 18 mrororo
2021 poky; dopma 3rofu /sl HEIOBHOIITHIX MalLli€HTIB BIKOM <6 POKIB, sIKi ONEPETHHO HE OTPUMYBAIIU
nikyBanHs (Yactuna Bb), Bepcis V5.0UKR(ru)1.0 Big 06 ciunst 2021 poky, nepeknaz pociiicbKol0 MOBOIO
Bix 18 motoro 2021 poky

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

No 694 Big 26.10.2015

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«[IpocriekTrBHE, 0araTOLIEHTPOBE, BIAKpUTE MOCHIIKeHHS ¢a3u 3 3 METOW BUBUYEHHS OE3MEYHOCTI,
iMyHOTeHHOCTI Ta remoctatndnoi edekruBHocTi [IETinboBanoro dakropa 3ropranns kposi VIII (BAX
855) mpu 3acTocyBaHHI y Mali€HTIB, BIKOM < 6 pokiB, 3 Baxkoro (popmoro remodinii A (FVIII < 1%), sxi
paHilie He OTPUMYBAJIH JIIKYBaHHS», 261203, inkopnopoBanuii nonpaskoro 4 Bijx 08 motoro 2018 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuom0 inBectuiicio «AMK'TOBIA PJIC Ykpainay»

Cnoncop, kpaiHa

«bakcanra I[anoBeimH3 ['MOX» (Baxalta Innovations GmbH), ABctpis




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Honatox Ne 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3aC00IB Ta BHECCHHS
3miHM 110 qonatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poky Ne 516»

06.04.2021 Ne 631

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka CC-90001, Bumanns 8 Bix 23 rpynnsa 2020 poky, aHTIidCcbKO0 MOBOKO. [lomaTkoBa
¢dopma iHPOpMAITIHHOT 3roAM Malli€eHTa HAa MPOBEIACHHS TUCTAHIIIMHUX OOCTE)KEHb MAIIEHTIB B paMKax
JNOCTPKeHHsT 1o TenedoHy, 3a JONOMOIOK BiICOKOH(EPEHI3B’SI3KY, y BHUIJISAL BI3UTY JO
ABTEPHATUBHOTO MEIMYHOrO 3aKiany abo Bisuty momomy, Bepciss V1.0UKR(uk)1.0 Bim 10 mrororo
2021 poky, mepekiaa yKpaiHChKOI MOBOIO Bia 26 motoro 2021 poky; ogarkosa ¢opma indopmaniitHoi
3roJy TMAallieHTa Ha MPOBEACHHS IUCTAHIIMHUX OOCTEe)KEHb NAI€HTIB B paMKax JJOCIIHKEHHS IO
Tesie()OoHy, 3a JIOTIOMOTOI0 BiZICOKOH(EPEHI3B SI3KY, Y BUIVISII BI3UTY 10 QJIbTEPHATUBHOTO MEIHYHOTO
3aknaay abo Bizuty moxomy, Bepcis V1I.0UKR(ru)1.0 Bix 10 mororo 2021 poky, mepekiaa pociiChbKO0
MOBOIO Bif] 26 motoro 2021 poky;

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

Ne 230 Bix 30.01.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«24-TMKHEBE paHAOMI30BaHe, MOJBIilHE CliMe, Ianed0-KOHTPOIhOBaHE 0AaraTOIEHTPOBE MOCIiIKEHHS
¢azu 2 3 HacTynHuUM 80-TH)KHEBHM IE€pIOJIOM TMPOJOBKEHHS JIIKYBaHHS aKTHUBHUM IpENapaTtoM JUis
OLIHKK e(ekTuBHOCTI Ta Oe3neunocti npenapary CC-90001 y mamieHTiB i3 1A10NaTUYHUM JIET€HEBUM
¢bi6po3zom», CC-90001-1PF-001, 3 inkopniopoBaHoto mompaBkoro 3 Bix 28 cepmust 2019 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inozemuoio inBectuiieto «AMK'TOBIA PJIC Vipaina»

Cnoncop, kpaiHa

«Cenmxen Kopropeitmnay» (Celgene Corporation), CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 3710pOB’sl YKpaiHu Bif
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

JonoBueHHs 10 popmu iHHOpPMOBAHOT 3ro[u: 3rofa Ha MPOBEACHHS AJbTEPHATHBHUX BI3UTIB Y MeXax
nocaimkenns nig yac mangemii COVID-19, Bepcig V1.0UKR(uk)1.0 Big 04 Gepesns 2021 poky, nepexmias
yKpainchKoro MoBoto Bix 10 6epesns 2021 poky; [JonmoBHeHHs 10 ¢opmu iHPOPMOBAHOI 3roAM: 3ro/a Ha
MIPOBEJICHHS albTEPHATUBHUX BI3UTIB y MeXax JociikeHHs mig vac manaemii COVID-19, Bepcis
V1.0UKR(ru)1.0 Big 04 6epe3nst 2021 poky, nmepekian pociickkoro MoBoro Big 10 6epesnst 2021 poky

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

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, MOJABIWHE CIIiNe, 3 MOABIMHOI IMITAIEI0, TOCHIKEHHS B TMapalelbHUX Tpymax Ijs
OLIIHKM €(DEeKTUBHOCTI Ta 0€3MeYHOCTI 3aCTOCYBAaHHs OKpeni3yMady y NOpiBHSAHHI 3 iHTepdepoHOoM- OeTa-
la (Pe0ip®) y mnarieHTIB 3 pPEUUIUBYIOUMM pO3CIIHUM ckiepo3zom», WA21092, inkopnopoBaHuii
nonpaskoro J Big 27 mumnas 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVK'IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«®. Xoppmann-JIs Pour JItn» (F. Hoffmann-La Roche Ltd.), lBeiinapis

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

BararogakTtopna mkana BromnoBanocTi (PedsQL™), 3pit nutuam (BikoM Bix 8 mo 12 pokis), Bepcis 3.0
Binm 12 ciuns 2021 poky, ykpaiHcbkoro MoBOw0; baratodakTopHa mikanga Uuis OLIIHKH BTOMIIFOBAHOCTI
(PedsQL™), onuryBajbHUK Juisi fited (BikoMm Bix 8 10 12 pokis), Bepcis 3.0 Bix 12 ciuns 2021 poky,
pociiicekoro MoBOIO; baratodakropHa mkana romimoBanocti (PedsQL™), 3Bit miiTka (Bikom Big 13 10
18 pokiB), Bepcis 3.0 Bix 12 ciunst 2021 poky, ykpaiHchkor MoBOI0; baratodakropHa mikana 1ist OIiHKH
BrommoBaHocTi (PedsQL™), onuryBanbHUK I TiATiTKIB (BikoM Bif 13 mo 18 pokiB), Bepcia 3.0 Bin
12 ciuna 2021 poky, pociiickkoro MoBOW0; baratodakropHa mkamra BTomuroBaHocTi (PedsQL™),
3anuTalbHUK A7 OaThkiB niTeil (BikoM Bix 8 nmo 12 pokiB), Bepcis 3.0 Bix 12 ciuns 2021 poky,
YKpaiHChbKOIO MOBOIO; bararodakTopHa mikana ajst ouiHkyd BTroMitoBaHocTi (PedsQL™), onuTyBaibHUK
s OaTekiB aited (BikoM Bix 8 mo 12 poki), Bepcis 3.0 Big 12 ciyns 2021 poky, pociiicbkol0 MOBOIO;
baratodaxTtopHa mkana BrommoBaHocTi (PedsQL™), 3anutanbHuK A 0aThKiB MIITKIB (BikoM Bijg 13
no 18 pokiB), Bepcis 3.0 Big 12 ciuns 2021 poky, ykpaiHChKOIO MOBO0; baratodakropHa mkana Juis
oliHku BromitoBaHocTi (PedsQL™), onuTyBabHUK AJ1s OaThKiB MiUITKIB (BikoM Bif 13 1o 18 pokiB),
Bepcis 3.0 Big 12 ciuns 2021 poky, pociiicbkoro MoBoro; IHpopmarig 1t nmauientis (BG00012), Bepcis
V4.0UKR(uk) Bix 02 nucronazna 2020 poky, nepexiiaj yKpaiHCbkor MoBoro Bia 05 mororo 2021 poky;
[ndopmanis ans nanientis (BG00012), Bepcist V4.0UKR(ru) Bix 02 mucromaga 2020 poky, mepexian
pociiicekotro MoBoro Big 05 mororo 2021 poky; Indopmanis ans naumientis (BIIBO17), Bepcis
V4.0UKR(uk) Bim 24 Bepecus 2020 poky, mepexiaa yKpaiHCbKow MoBOIo Bim 05 mrororo 2021 poky;
Indopmarntis nna nmauientis (BIIBO17), Bepcis V4.0UKR(ru) Bim 24 Bepecus 2020 poky, nepexiiaj
pociiicbkoro MoBoro Bifg 05 mororo 2021 poky; Illkama ominku TspkkocTi cyinuny KomymOilickkoro
yniBepcutety (C-SSRS), Buxiani nanui, Bepcis Big 28 motoro 2018 poky, ykpaincekoro MoBoto; I1Ikana
OlHKK TskKOCTI cyiuuny KomymOiiicbkoro yHiBepcutery (C-SSRS), BuximHi JdaHHI, Bepcis BiJ
28 motoro 2018 poky, pociiicbkoro MoBoro; Illkama ominku TsKKOCTI cyinuny Komym6ilicekoro




yHiBepcuteTy (C-SSRS), 3 MOMeHTY ocTanHBOTO Bi3HTY, Bepcis Big 06 TpaBHs 2014 poky, yKpaiHCHKOIO
moBoto; Illkama ominku TspkkocTi cyinmay Komymbiiicekoro yaiBepcurery (C-SSRS), 3 momeHty
OCTaHHBOTO BI3UTY, Bepcis Bia 29 kBiTHS 2014 poKy, poCiiiChKOIO MOBOIO

Howmep ta nara Hakasy
MO3 mo/10 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ssa xiiniuynoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTa

«Pangomi3zoBaHe, mojABifHE ciine, MmIane00-KOHTPOIbOBAHE JOCTIHKEHHS 3 MOABIHHOIO IMITAIIEO, 110
MPOBOJUTHCS Y 3 MapaliebHUX TPpyHax cepei MaIieHTiB JUTsS4oro Biky Bif 10 mo 17 pokiB BKIIIOYHO i3
METOI0 OILIiHIOBaHHS e(deKTUBHOCTI Ta Oe3meunocti mpemnaparie BG00012 1 BIIBO17 s nikyBaHHA
PEIUIUBYIOYO-PEMITYIOUOTO PO3CISTHOTO CKiIepo3y», 800MS301, Bepcis 4 Bix 06 muctomana 2019 poky

3asBHUK, KpaiHa

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

CnoHcop, kpaina

Biogen ldec Research Limited, UK

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Onexkcanap KOMAPIJA




JonaTox Ne 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

Bpomrypa nmocmigauka R0O5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 12, Bim 22 BepecHs
2020 poky, aHTTiIChKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2674 Bix 18.11.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, 6araToleHTPOBE, y JBOX rpymnax jgocmipkeHHs, 10 dasu mns ominku dapmakokiHETHUHOT
B3a€MO/II1 JIIKAPCHKUX TMpenaparTiB JapoiayTaMija Ta imataceptioa Ta 6€3meKku 3acTocyBaHHs iX KoMOiHaIi1

IIPU KacTpaT-pe3uCTEeHTHOMY paky mepeaMmixypoBoi 3amo3zun», GP42658, Bepcis 1.0, Big 14 cepnus
2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

Crnoncop, kpaina

®. Xopdmanu-JIs Pomr JIta, [seitnapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CYyTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta BHECCHHS
3miHM 110 qoxatka Ne 10 mo Hakazy
MiHicTepcTBa OXOPOHU 37I0pOB’sl YKpaiHu Bij
22 6epesnst 2021 poxy Ne 516»

06.04.2021 Ne 631

InenTudikamis cyrreBoi
MONIPaBKU

Omnosiienuii Ilporokon xmiHiYHOTO mocmimkeHHs B7981005, dinampHa Bepcis 3 1HKOPIIOPOBAHOKO
nonpaBkowo 7, Binm 18 muctomama 2020 p., anrmiiicekoro MoBoro; OnoBieHa bpoirypa mocmigHuka
PF-06700841, Bepcist 6.0 Bix BepecHs 2020 p., aHrmiicbkoro MoBor; OHOBIeHa bpomrypa mocmimHuka
PF-06651600, Bepcis 7.0 Bixg rpyans 2020 p., aHTIIHCEKOI0 MOBOIO; 3alydyeHHS! Ha3BU JOCIIIHKyBaHUX
JTIKapChKUX 3aco0iB  «OpenonutuHiO» mis PF-06651600 Ta «putmommtuni6» mist PF-06700841;
Indopmaniitnuii nucTok namienTta ta popma iHPOPMOBAHOI 3rOJM HA Y4acTh Y HAYKOBOMY JOCII/IKEHHI,
Mmaiictep-Bepcis Bia 02 rpyansa 2020 p., Bepcis ansg Ykpainu 7.0 Big 01 mrotoro 2021 p., aHTIHCHKOIO,
YKpaiHChKOIO Ta pociiicbkoro MoBamM; I[HpopmauiiHUIl JUCTOK BariTHOi MapTHEpPKH Ta ¢opma
iH(popMOBaHOi 3roau Ha po3KpUTTS 1H(popmarii, Bepcis 5.0 mus Ykpainu Bin 01 motoro 2021 p.,
OocHOBaHa Ha Maiictep-Bepcii Bix 02 rpyans 2020 p., aHTTIiHCbKOI0, YKPATHCHKOIO Ta pOCIHCHKOI MOBaMH

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

Ne 792 Bin 12.07.2017

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PangomizoBaHe, 1mojBiiiHe ciine, miane6o-KOHTPOIbOBAaHE JOCTIKEHHS Y MapalelbHuX rpymnax ¢asu
2B 3 meToro miadopy onTHMAaNBHOT 1031 TiepopainbHoi hopmu mpenapariB PF-06651600 1 PF-06700841 B
SAKOCTI 1HAYKIIMHOI 1 TpuBanoi Tepamii y MAIi€eHTIB 3 BHPA3KOBUM KOJITOM CEpEAHbOTO ab0 TSKKOTO
cTymneHs TsxkocTi», B7981005, ¢dinanpHa Bepcis 3 IHKOPHOPOBAHOK IMOMNpaBkoro S5, BiA 16 cepmHs
2018 p.

3asBHUK, KpaiHa

TOB «Kuniniuni gociimkeHHs Ailkon», Ykpaina

CrnoHncop, kpaina

Qaitzep [uk., CHIA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbHuii fupexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Oaekcanap KOMAPIIA




JonaTox Ne 29
10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYxpainu «I[1po 3aTBepKeHHS CYTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

BHECEHHs 3MiHHU 10 AogaTka Ne 10 go Hakazy

MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 22 6epe3ns 2021 poky Ne 516»
06.04.2021 Ne 631

InenTudikanis cyrreBoi
MONIPaBKU

Marepianu [uIsi  y4aCHHMKIB JIOCHiDKeHHS: «ONUTyBaHHS IIOJO MJOCBiAY Y4YacTi B JOCHIJKCHHI»
HealthiPerspectives  LlinboBa ctopinka kommanii UCB  (HealthiPerspectives UCB Landing
Page v2.0 19Dec2018 uk-UA v1.0 26JUN2019), Bepcis 2.0 Big 19 rpymus 2018 poky, yKpaiHCBKOIO
MOBO10; «Ompoc 00 ombITe yyacTHsi B HAy4YHOM HccienoBanun» HauanbHas ctpanuna HealthiPerspectives
UCB (HealthiPerspectives UCB Landing Page v2.0 19Dec2018 13Feb2019 RUS), Bepcis 2.0 Bixg
19 rpymus 2018 poky, pociiicbkoro MoBOW0; «ONUTYBaHHS MHIOM0 MOCBIAY y4acTi B JIOCHIIKEHHI»
HealthiPerspectives Berynm 1o onwuryBanHs kommanii UCB  (HealthiPerspectives UCB  Intro
Survey v1.0_11Dec2018 uk-UA v1.0 26JUN2019), Bepcis 1.0 Big 11 rpynust 2018 poky, yKkpaiHCbKOHO
MOBOIO; «Ompoc 00 ombeITe ydacTuss B HAYYHOM HCCIIeNOBaHWUW» [IpeaBapuTenbHBIA  OMPOC
HealthiPerspectives UCB (HealthiPerspectives UCB Intro Survey v1.0 11Dec2018 13Feb2019 RUS),
Bepcigs 1.0 Big 11 rpymaas 2018 poky, pociiicbkoro MOBOIO; «ONUTYBaHHS MIOJNO JIOCBIIY ydacTi B
nociiJkeHHD» 3aBepmanbHe onutyBanHs HealthiPerspectives kommanii UCB (HealthiPerspectives UCB
Close Out Survey v1.0_11Dec2018 uk-UA_v1.0 26JUN2019), Bepcis 1.0 Bix 11 rpymus 2018 poky,
YKpaiHCBKOI0 MOBOIO; «Ompoc 00 OMBITe y4acTHs B HAYYHOM HCCIEIOBAHUN» 3aKIFOUUTEIBHBIA OMpPOC
HealthiPerspectives uCB (HealthiPerspectives ucCB Close Out
Survey v1.0 11Dec2018 13Feb2019 RUS), Bepcia 1.0 Bixg 11 rpymaus 2018 poky, pociiicChKOIO MOBOIO;
«YmoBu  kopuctyBanHs»  (HealthiVibe SurveyTermsOfUse v1.0 13SEP2016 09May2019 UKR),
YKpalHChKOIO MOBOIO; «YcioBusi ucrnoib3oBaHus» (Russia Russian v1.0 30May2018), penmakimisi Bifg
13 BepecHs 2016 poky, pociiicbkoro MoBoI0; «IlomiTHka KOH(IAEHIIHOCTI PH NMPOBECHHI OMUTYBAHHS»
(HealthiVibe) Bim 13 rpymus 2018 poxy, ykpaiHChKkO MOBOW; «llommuThka KOH(HUACHIHAIBHOCTH
ormpoca» (HealthiVibe) Bim 13 rpyaus 2018 poky, pociiicbkoro MoBoro; «HealthiPerspectives™
OmnutyBanHs  moa0  1docBimy  yvacti B gocimimkenHi»  (HealthiPerspectives UCB PES
Postcard_v1.0_09Jan2018 26JUN2019 uk-UA),  ykpalHCBKOK  MOBOIO; «HealthiPerspectives™




OmnpocHuk st MAlUEHTOB, HPUHSBIIHX y4acTHe B HAYYHOM UCCIICTIOBAHUI
(HealthiPerspectives UCB_PES Postcard v1.0 09Jan2018 05Feb2019 RUS), pociiicbk0or0 MOBOIO

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1246 Bix 26.05.2020

HasBa kiiHigHOTO
BHUIPOOYBaHHS, KO, BEpCis
Ta Jara

BaratouienTpoBe, MmojBiiiHE cllinie, paHAOMi30BaHe, IUIAale00-KOHTPOIbOBAHE NOCIIHKCHHS 3 (a3u s
OIIIHKA €(EeKTHUBHOCTI, OE3MEeYHOCTI Ta MEPEHOCHMOCTI MperapaTy pO3aHOJIKCI3ymMad y JAOpOCIHX
YYaCHMKIB JOCITIJDKCHHS 3 MEPCUCTYIOYOI0 a00 XPOHIYHOIO MEPBHHHOI IMYHHOIO TPOMOOIMTOIIEHIEIO
(ITIT), TPO0O03, 3 monpaBkoro 2 Bix 29 BepecHst 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

KOCibi biodapma EcApEmn, bensris / UCB Biopharma SRL, Belgium

CynyTHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJIA




