Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporokon xiiHiwHOTO nMochimkenns RPC01-3204, penakmis 6.0 Bim 14 gepBus 2021 p.;
CHHOIICHC OHOBJIEHOTO MPOTOKOJY KiiHiuHOTO mocuimkeHHs RPCO1-3204, penakis 6.0 Bix 14 yepBHs
2021 p., mepeksaa 3 aHTIiHCHKOI MOBM Ha ykpaiHchKy MoBy Bing 08 Bepecus 2021 p.; Indopmaris mis
namieHTa ta ¢popma iHhopMoBaHOi 3roau, ocrarouna penakuis 6.0 mia Ykpainu Big 25 cepnus 2021 p.,
OCTaTOYHMU TIEpPEeKIIa]] 3 aHTJIHChKOI MOBH Ha yKpaiHChbKy MoBY Bix 10 BepecHst 2021 p., ocraTouHwmii
MepeKIaj 3 aHriiiicbkoi MOBH Ha pociiicbky MoBy Bing 10 BepecHs 2021 p.; OmiHka CHiBBiJHOIICHHS
kopucti Ta pusuky (Benefit and Risk Assessment) mist mocmimkenas RPC01-3204, pemakmis 7.0 Bin
03 Bepecns 2021 p.

Howmep ta nata nHakasy
MO3 11010 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Neo 1275 Big 06.07.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«/lonmatkoBe OararomentpoBe Biakpute nociuimkeHHs Il ¢a3u 3 MeTor OLIHKM O03aHIMOAY IS
MepOpaILHOTO MPUHOMY TPH JIIKYBaHHI MAIIEHTIB 13 CEPEIHBOTIKKUM a00 TSKKUM MepediroM XBOpoOu
Kpona B aktuBHiil ¢popmi», RPCO1-3204, penakuis 5.0 Big 03 Bepechs 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTIAJIBHICTIO «ITI EC AUI-YKPATHA»

Crnoncop, kpaina

«Cenmxen Inreprenni I Capi» (Celgene International IT Sarl), IlIselinapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosrnenunii [Ipotokon ximinigyHOTO AocuimpkeHHs AC-065A203, 3arBepmxkena Bepcis 7 Bin 19 TpaBus
2021 p.; OnoBnenuit COVID-19 Honarok mo Ilporokony kmiHiuHOro mocmimkenHs AC-065A203, Bin
19 TpaBus 2021 p.; Homaroxk 1 Bim 25 TpaBus 2021 p. mgo bpomypm nmocmigHuka
[JNJ-67896049 / ACT-293987 / NS-304 UPTRAVI® (cenekcumnar)], Bepcis 16 Big 02 mororo 2021 p.;
Iadopmartis st namieHTiB BikoM Big 6 10 MeHIm HiX 12 pokiB Ta ¢opma 3roam, Bepcis 4.0 s Ykpainu
Bix 06 cepmus 2021 p. Ilepeknan 3 anrniicbkoi MOBU Ha yKpaiHCbKy Bif 14 ceprusa 2021 p., nepekiian Ha
pociiiceky MoBy Bin 14 cepmas 2021 p.; Indopmaris ays mamieHTiB BikoM Bif 12 o meHm Hix 14 pokiB
ta opma 3roam, Bepcia 5.0 mns Ykpainu Big 06 cepmus 2021 p. Ilepeknan 3 aHruidcbkoi MOBU Ha
yKpainceky Big 14 ceprus 2021 p., mepexnian Ha pociiicbky MOBY Bin 14 cepmust 2021 p.; [ndopmamis mis
MamieHTiB BikoM Bix 14 no meHm Hik 18 poki Ta hopma 3roau, Bepcis 5.0 musa Ykpainu Big 06 ceprus
2021 p. Ilepexmazn 3 aHTIiHCHKOI MOBU Ha yKpaiHChKY Bif 14 cepmus 2021 p., mepekian Ha POCIHCHKY
MoBy Bin 14 cepmust 2021 p.; Indopmaris ans namientiB Bikom > 18 pokiB Ta ¢opma iHpopmMoBaHOT
3roau, Bepceid 6.0 s Ykpainu Big 06 ceprinsa 2021 p. Ilepekinan 3 aHrIiicbKOi MOBU Ha YKPaiHCHKY BiJl
14 cepnns 2021 p., nepexsiag Ha pociiicbkky MoBYy Bix 14 cepnusa 2021 p.; [ndopmanis s O6aTbKiB Ta
dbopma iHpopmoBaHoi 3ronau, Bepcis 6.0 mist Ykpaiau Big 06 cepmas 2021 p. Tlepexnan 3 aHTMCHKOT
MOBM Ha yKpaiHcbKy Bif 14 cepmus 2021 p., mepeknan Ha pociiicbkky MoBYy Bif 14 cepmus 2021 p.;
Omnosnenuit Po3ain [Jocke mocmimkyBaHoro Jikapchkoro 3aco0y 3.2.P «Jlikapcekuit 3aci6» (cenexcurar,
TabJIETKU BKPUTI IUIIBKOBOIO 000s0HKOI0 25, 50 Tta 200 Mkr), Bin 14 yepBHs 2021 p.; IlonomxeHHs
TEepMiHY MPUIATHOCTI JOCTIKYyBaHOTO Jlikapchkoro 3aco0y cenekcumnar / ACT-293987, TabneTku BKpHUTI
IUTIBKOBOIO 000JIOHKOIO 25 MKT Ta 50 MKT 10 48 MicAI1iB

Howmep Ta nata Hakazy
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bin 29.10.2018

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«IIpocniekTHBHE OaraTolEHTPOBE BIIKPUTE HEMOPiBHsIbHE aociipkeHHs Il ¢a3um 3 MeToro BUBYEHHS
0e3neKy, MepeHOCUMOCTI Ta (PapMaKOKIHETHKHM CEJIEKCHIIary B JITed 3 JIETEHEBOIO apTepiajbHOIo
rineprensieto», AC-065A203, dinanbna Bepceis 6 Big 5 sxoBTHs 2020 p.




2 MPOJIOBXKEHHS 101aTKa 2

3asiBHUK, KpaiHa TOB «Mb Ksect», Ykpaina

Crnoncop, kpaina Axremion ®apmacerorikaic JItna., [sefinapis (Actelion Pharmaceuticals Ltd, Switzerland)
CymyTHi —

MaTtepiaiu/mpenaparu

CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa JIupexropary
papmaneBTHYHOrO 3a0€e3ne4eHHS Isan 3AZIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

InenTudikaris cyrreBoi Omnosrnenunii [Iporokon kminiunoro mocmimkenHs CT-P39 3.1, sepcig 2.3 Big 10 cepmus 2021 poky,
MTOIIPaBKH aHTIIMCHKOI0 MOBOIO; bporypa qocimigHuka 0ciiKyBaHOTo jJikapcbkoro 3aco0y CT-P39 (omanizyma0),
Bepcis 3.0 Big 26 ceprmas 2021 poky, anriilicbkoro MoBor; [Tocionuk 3 eCOA (cucteMa OIiHIOBaHHS
pe3yNbTaTiB JIIKYBaHHA 3 €JIEKTPOHHUM 30WpaHHSM JaHUX) AJs mnaiieHTiB, Bepcis 3.0 Bim 01 ceprmus
2021 poky ykpaincekoro MoBowo; Ilocionumk 3 eCOA (cucrema OILIHIOBaHHS Pe3yJIbTATiB JIKYBaHHS 3
CJIEKTPOHHUM 30UpaHHAM JaHuX) A namieHtiB, Bepcis 3.0 Big 01 cepmus 2021 poky pociiicbKorO
MOBOIO; 3pa3oK 300pakeHHS Ha €KpaHi eJEKTPOHHOTO TPUCTPOIO AHTIOHEBPOTHYHUN HAOPSK
(Angioedema Episodes) ykpaincbkoro Moo, Bepcis v5.0.0 Big 26 jumas 2021 poky; 3pa3ox
300pakeHHS Ha €KpaHi eJEeKTPOHHOTO TPHUCTPOI0 AHTriOHeBpOTHUHHI HaOpsk (Angioedema
Episodes) pociiicbkoro MoBoro, Bepcist v5.0.0 Bix 23 mumua 2021 poky; 3pa3ok 300pa)keHHS Ha eKpaHi
enexktpoHHoro npuctporo llloxennuk 3anosaeno (Diary Completed) yxpaincekoro MoBoto, Bepcist v5.0.0
Bix 26 numnug 2021 poky; 3pa3ok 300pakeHHs Ha eKpaHi eleKTpoHHOro npuctporo IlloneHHNK 3a10BHEHO
(Diary Completed) pociiicekoro MoBoro, Bepcist v5.0.0 Bix 23 munusa 2021 poxy; 3pa3ok 300paxeHHs Ha
eKpaHi eNeKTpoHHOoro npuctporwo I'onoBHe MeHro (Main menu) ykpaiHChbKOO MoOBOIO, Bepcis 0.1 Bix
29 nunua 2021 poky; 3pa3ok 300pakeHHsSI Ha €KpaHl eleKTpoHHoro npuctpor ['oiroBue meHio (Main
menu) pociiicekoro MoBoto, Bepcis 0.1 Big 29 mumHs 2021 poky; 3pa3ok 300pakeHHsS Ha €KpaHi
eJeKTpOHHOro  mpuctporo Jlikapchkuii mpemapar HeBigkiagHoi Tepamii  (Rescue  Medication
Use) ykpaincbkoro MoBo1o, Bepcid v5.0.0 Big 26 mumss 2021 poky; 3pa3ok 300pa’keHHS Ha €KpaHi
eJleKTpoHHOro  mpuctporo Jlikapchkuil  mpemapat  HeBigkiagHoi Tepamii  (Rescue  Medication
Use) pociiicekoto MoBoro, Bepcist v5.0.0 Big 23 numHs 2021 poky; 3pa3ok 300pakeHHsS Ha €KpaHi
eslekTpoHHoro npuctporo Illkana oninku aktuBHOCTI mepediry kponus’siHku (Urticaria Activity Score,
UAS) ykpaincbkoro MmoBoto, Bepcid v5.0.0 Big 26 numusa 2021 poky; 3pa3ok 300pakeHHS Ha €KpaHi
enlekTpoHHoro npuctporo Illkana ominku aktuBHOCTI mepediry kpomnus’sinku (Urticaria Activity Score,
UAS) pociiicekoro MmoBoro, Bepcis v5.0.0 Bix 23 aumnas 2021 poky

Howmep Ta nata nakazy Ne 2674 Bin 18.11.2020
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS




2 IIPOJOBXKEHHS JoJaTKa 3

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[loxBifiHe ciine, paHIOMi30BaHE, KOHTPOJIHOBAHE AKTHBHHM IpENapaToM IOCHiKeHHS ¢a3u 3 B
napajejlbHuX Tpymnax sl MOpiBHAHHS edeKTHUBHOCTI Ta Oesmeunocti npenapariB CT-P39 i Kcomap y
MAIEHTIB 13 XPOHIYHOIO CITIOHTAHHOIO KPOIUB’SHKOIO, Y SIKMX 30€piraloThCsi CHMITOMH, HE3BAXKAIOUU HA
nikyBaHHs H1-anturicraminaumu npenaparamu», CT-P39 3.1, Bepcis 2.2 Big 04 nuctonana 2020 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3eMHOIO 1HBECTHIIIEIO «AVK’IOBIA PIC Ykpaina»

Cnoncop, kpaiHa

CELLTRION, Inc., Republic of Korea

CynyTtHi
Marepiaiau/mpenaparu
CYITyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3NeYeHHs IBan 3AZIBOPHUX




Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyTTeBoi
MOTIPaBKH

bpomypa nocnmigauka as CNTO1959 (rycenpkymad), Buganas 12 Big 30 cepmus 2021 poky; Jlocke
JOCTKyBaHOTO JiKapchkoro 3aco0y CNTO1959 (rycenpkymalb) Ta BiamoBigHe [Imame6o: Module 3
“Quality” — IMPD: Drug Substance, S-section Chemistry, Manufacturing and Control, BumaHHs Bix
kBiTHS 2021 poky; Module 3 “Quality” — IMPD: Drug Product, Pre-filled Syringe 100 mg/mL, P-section
Chemistry, Manufacturing and Control, Buganns Bin cepnus 2021 poky; Module 3 “Quality” — IMPD:
Drug Product, Pre-filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry, Manufacturing and Control,
Bumands Big depBHs 2021 poky; Module 3 “Quality” — IMPD: Drug Product Pre-Filled Syringe
100 mg/mL (Placebo), P-section Chemistry, Manufacturing and Control, Buganss Big kBitHs 2021 poky;
Module 3.2.R “Regional Information” — 3.2.R Medical Device - 2 ml YpsoMate, Bunauus Big 04 ceprus
2021 poky; Module 3 “Quality” — IMPD: Appendices, A-section Chemistry, Manufacturing and Control,
BujaHHs Big kBiTHS 2021 poky; [TogoBkeHHs TepMiHYy MPUIATHOCTI JOCTIIKYBAHOTO JIIKAPCHKOTO 3ac00y
I'ycenbkymad (CNTO1959) 200 mr, po3uuH mis iHPY3id y MONEpeaHhO 3alOBHEHOMY IINIPHIN, O
30 micaniB

Howmep Ta nata Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1962 Bi7 29.10.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, oJBiiiHE cilille, M1a11e00-KOHTPOIbOBAHE Ta 3 aKTUBHUM KOHTpOJIEM, OaraTolEeHTpOBE
nociipkeHHs ¢a3u 2/3, 1m0 MPOBOIUTHCA y TapalelbHUX TPymnax 3 METOH OIIHKH €(PEeKTUBHOCTI Ta
0e3MeYHOCTI rycenabKyMaly y MaiieHTiB i3 XBopoOoro KpoHa B akTuBHiH (a3l BijJ] cepelHOr0 10 BaKKOTO
ctynens TsokkocT»y, CNTO1959CRD3001, 3 nonpaskoro 3 Bix 20 xoBTHs 2020 poky

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

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

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepaabnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OHoBIIEHE TOCHE JOCIIKYBAHOTO JIiKapchkoro 3aco0y: Cariprazine 0 mg, 0.5 mg, 1.5 mg, 3 mg, 4.5 mg
capsules hard Bix 23 ceprias 2021 poky aHTIIHChKOI MOBO; 3a3HaueHHs BupoOHuka Catalent Germany
Schorndorf GmbH, HiMeyunHa sk mepBUHHOTO Ta BTOPHHHOTO MaKyBaJIbHUKA

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 893 Bin 15.04.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«6-THKHEBE MDKHApOAHE OaraTOICHTPOBE, PaH/IOMIi30BaHE, IMOJBIMHE cIime, Iuanebo-KOHTPOIbOBaHE
JOCTIPKEHHSI B MapajellbHUX Tpynax 3 METOH OLIHKH e€()eKTHBHOCTI 1 0€3MeYHOCTI KapUIpasuHy Mpu
JIKyBaHHI TAali€HTIB-MIUIITKIB, XBOpUX Ha mu3odpeniro (mamieHTiB y Bimi Big 13 mo 17 pokiB)y,
RGH-MD-20, 3 ITonpaBkoto 1 Big 16 rpyans 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaina

«I'eneon Pixrep Ili.en.ci» (Gedeon Richter Plc.), Yropuuna

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansnoro gupekropa Jupexropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHS

Isan 3AZIBOPHHUX




JlopaTok 6
110 Haka3y MiHicTepCcTBa OXOPOHU 370POB A
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa mocnigauka s qocipkyBaHoro Jrikapebkoro 3acody CNTO1959 (rycenbkymad), Bumganas 12
Bix 30 cepmust 2021 poky; Jlocke mocmimkyBaHoro jikapcbkoro 3aco0y CNTO1959 (rycenpkyma0),
BujanHs Bing cepnHs 2021 poky: Module 3 “Quality” — IMPD: Drug Product Pre-filled Syringe
100 mg/mL, P-section Chemistry, Manufacturing and Control (EDMS-RIM-128003 V3.0), BumanHs Bix
ceprus 2021 poky

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta JaTa

«PannomizoBaHe, ToBiliHE cIIime, MIANe00-KOHTPOJIbOBaHE, 0AraToOEeHTPOBE MOCHiKeHHS 3b dazu 3
METOI0 OIIHKK e(PEeKTHUBHOCTI Ta Oe3MeYHOCTI MiAMIKIPHOTO BBEIEHHS TycelbKyMaly HJs 3MEHILEHHS
O3HaK 1 CUMIITOMIB Ta CIIOBUIBHEHHSI PEHTT€HOJIOTTYHOI MPOTrpecii y Nalli€HTiB 3 aKTUBHUM I1COPIaTUYHUM
aptputom», CNTO1959PSA3004, nonpaska 1 Bix 07 xBiTHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CrnoHcop, kpaina

Janssen Pharmaceutica NV, Belgium / flnccen @apmanestuxka HB, benbris

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa {upexkroparty

(hapmaneBTHYHOrO0 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Jlocke pociipKyBaHOTO JiKapchkoro 3aco0y Ipatasertib, RO5532961, Bepcis Big cepmus 2021 p.,
AHTJIIMCHKOI0 MOBOI; 30UIbIIEHHS TEPMIHY MPUIAATHOCTI JOCTIIKYBAaHOTO JIIKAPChKOTO 3acoly
ImaracepTi0, TabneTKH, BKPUTI IIBKOBOIO 000510HKOI0, 100 Mr Ta 200 Mr 10 60 micsiis

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2674 Bin 18.11.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«Binkpute, OaraToueHTpoBe, y OBOX Ipymax AociiukeHHs, Ib ¢asu ans omiHkM (apMakoKiHETHIHOT
B3a€MOJIIT JTIKapChKUX MpernapaTiB JaporyTamiga Ta imaracepriba Ta 6e3nmeku 3aCTOCyBaHHs X KoMOiHaMii
IpU KacTpaT-pe3sUCTEHTHOMY paKy mepenMmixypoBoi 3amozm», GP42658, Bepcis 1.0, Big 14 cepmnHs
2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

®. Xopdmanu-Jls Pom JIth, lseitnapis / F. Hoffmann-La Roche Ltd, Switzerland

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansnoro gupekropa Jupexropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHS

Isan 3AZIBOPHHUX




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MMPOTOKOJIIB KIIIHIYHHX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OHOBJIEHHH TPOTOKOJ KIIHIYHOTO AOCHiKeHHs 3 momnpaBkoio 01, Bepcis 1 Big 08 mummus 2021p.,
aHTIIMChKOI0 MOBOM; bazora indopmartis nmpo gociimpkeHHs 1 popma iHGopMOBaHOT 3roAu Ha y4acTh y
gacTuHi A mociimkeHss, Bepcis 2 Big 08 munus 2021 p., aHrmiiicbkor0 MOBOO; [HhopMmarist 1st mamieHTa
1 dopma iHdopmoBanoi 3roam, Bepcis Ne 3 Big 15 mumas 2021 p. mia Ykpainu (Ha ocHoOBi bazoBoi
iHpopManii mpo gocmipkeHHs i popmu iHPOPMOBAHOT 3TN HA YYaCTh Y YaCTHHI A JTOCIiIKEHHS, BEpCis
2 Bin 08 mumns 2021 p.) ykpaincbkoro MoBoro; [HbopMmarltis ans manienta i ¢popma iHpoOpMOBaHOT 3rou,
Bepeis Ne 3 Big 15 mumas 2021 p. ans Ykpainu (Ha ocHOBi ba3oBoi iHdopMmartii mpo gociimkeHHs 1 GpopMu
iHhopMOBaHOi 3roAM Ha ydacTh y uacTHHI A pgocmimkenHs, Bepciga Ne 2 Bim 08 mumas 2021 p.)
pociiicekoro MoBo1o; basoBa iHdopmariis mpo gocmiKeHHs 1 popma iHPOPMOBAHOI 3r0M HA y4acTh Y
yactuHi b nocmimkenns, Bepcis 2 Big 08 mumasa 2021 p., aHrIidCEKOI0 MOBOKO; [HGOpMAaIist 1u1st malieHTa
i ¢opma iHpopmoBanoi 3roam, Bepcist Ne 3 Bixg 15 mumas 2021 p. mis Ykpaiau (Ha ocHoBi ba3oBoi
iH(popMalii mpo gocuixeHHs 1 GopMu iHPOPMOBAHOT 3rOIU HA y4acTh y 4acTuHi b pocmimkeHHs, Bepcis
2 Bix 08 munHs 2021 p.) ykpaincbkoro MoBoro; [HGopMmartis ans namieHTa 1 ¢popma iHGOpMOBaHOI 3ro/u,
Bepeid Ne 3 Big 15 nmunns 2021 p. ans Ykpainu (Ha ocHoB1 ba3oBoi iHdopMartii mpo JociikeHHs 1 GopMu
1H(pOpMOBaHOi 3roAu Ha yyacTh y yacTuHi b nocnimxenss, Bepcis Ne 2 Big 08 nunns 2021 p.) pociiicbkoro
MoBot0; dopma iHHOpMOBaHOT 3ro M Ha MOJAJIBIIE CIIOCTEPEKEHHSI 3a MepediroM BariTHOCTI MapTHEPKH,
Bepcis 2 Big 08 munus 2021 p., anrmilicbkoro MoBOIO; [Hdopmaliist A BariTHOT MapTHEPKU Malll€HTA 1
¢dopma 1H(HOpPMOBaHOI 3rOAM HA MOIAJIbIIIE CIIOCTEPEKEHHS 3a epe0iroM BariTHOCTI MapTHEPKH, Bepcis Ne
3 Bix 15 mumus 2021 p. ana Ykpainu (Ha ocHoBi Popmu iH(OPMOBAHOI 3rogu Ha MOJAJIbLIE
CIIOCTEpEKEHHS 3a mepediroM BariTHOCTI mapTHepku Bepcil 2 Bif 08 mumHs 2021 p.), ykpaiHCBbKOIO
MoBOIO; IH(opMmariiss s BariTHOi mapTHEpKH maiieHTa 1 Gopma 1HPOPMOBAHOI 3roAM Ha MOJAJIbIIE
CIIOCTEpEKEHHS 3a Nepe0iroM BariTHOCTI MapTHEPKH, Bepcis st Ykpainu Ne 3 Big 15 nunus 2021 p. (Ha
ocHoB1 PopmH 1H(HOPMOBAHOT 3ro/IM HA MOJAJIBIIE CIIOCTEPEKEHHS 3a MMepediroM BariTHOCTI MapTHEPKH,
Bepcis 2 Bix 08 mumas 2021 p.) pociiicbkoro MoBow; bpomypa «EFC16723 Kniniune HaykoBe
JOCIIJKEHHSI 3 BUBUEHHS XPOHIYHOTO PUHOCHHYCHUTY 0€3 mouino3y Hocay, Bepcist Ne 1 Bix 16.02.2021,
yKpaiHChKOI0 MOBO10; bpomrypa « EFC16723 KniniuHe HayKoBe TOCIIPKEHHSI XpPOHIYHOT'O PUHOCUHYCUTY
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6e3 momino3y Hocay, Bepcist Ne 1 Big 16.02.2021, pociiicekoro MoBoto; Iloctep «Illo take LIBERTY -
CRSsNP ORION?», Bepcis Ne 1 Bim 16.02.2021, ykpaincbkoro moBoro; Ilocrep «Illo take LIBERTY-
CRSsNP ORION?», Bepcis Ne 1 Big 16.02.2021, pocitickkoro MoBor; JIuct nikapsm Bif mikaps, pea. 1.0
Bim 20 tpaBHs 2021p., ykpaiHChKOW MOBOMW0; Jluct mikaps mikapro, pea. 1.0 Bim 20 TpaBus 2021p.,
OCIHCHKOI0 MOBOIO; 3MiHA BiIOBIJAJILHOTO JOCHITHUKA Y MiCIli IPOBEIECHHS KJIIHIYHOTO BUIIPOOYBAaHHS:

byno Craino
k.M.H. Tpudonona H.C. nikap Konecuuxosa H.C.
KomyHanmeHe  HekoMepiiiiHe — mianpuemcTBo | KomyHanbHe HEKOMEpIIiHe i IPUEMCTBO
XapkiBcpkoi  oOmacHoi  pamm  «OOmacHuit | XapkiBchKkoi o0macHoi pagu «O6macHUN KIIHIYHUHA
KJIIHIYHAR creriaiaizoBaHuil JUCIIaHCep | CIieliai3oBaHui JUCTIaHCcep pamiaiiiHoro
pamiamiifHOro 3aXHUCTy HACEICHHS», MONIKITIHIKA, | 3aXUCTY HacEeJICHHs, MOJIKIIIHIKA, M. XapKiB
M. XapKiB

Homep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 187 Bin 05.02.2021

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepCis Ta JaTa

PannomizoBane, moaBiitHe ciirne, miamned0-KOHTPOILOBAHE JOCIIHKEHHS, IO CKIAAA€ThCs 3 IBOX YaCTHH,
JUI OLIHKHM e(EeKTHBHOCTI Ta O€3MeYHOCTI IymiayMady y Malli€HTIB 3 HEKOHTPOJIbOBAHUM XPOHIYHUM
puHocuHycuToM 6e3 nomninosy Hoca (XPCOITH), EFC16723, Bepcis 1 Big 14 Bepecus 2020 poky

3asiBHUK, KpaiHa

TOB «Cano¢i-ABentic Ykpaina»

Crnoncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic perepin e aeBenonman, Opaniris)

CynyTHi
MaTtepiaiu/mpenapaTu
CYNyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
¢papmaneBTHYHOrO 3a0€e3Me4YeHHS Isan 3AZIBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OnHoBjieHHH TIPOTOKON KiiHiYHOrOo BUnpoOyBanHs XL.184-315, mompaBka 2.0 Bixm 13 TtpaBus 2021 p.
aHTIIIChKOI0 MOBOIO; OHOBJIEHaA Oporrypa JgociigHuKa npernapaTy Tecentriq (atezolizumab), Bepcis 17
Big BepecHs 2020 poky aHTIiHCHKOIO MOBOI0; OCHOBHHH iH(OpPMALIWHUA JHCTOK MamieHTa Ta (Gopma
iHdopmoBanoi 3roau ans Ykpainu, Bepcis 3.0 Big 31 TpaBus 2021 p. ykpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; JlormoBHEHHS 10 iH(OpMAIIfHOTO JIMCTKA HamieHTa Ta GopMu iHPOPMOBAHOT 3rOAM: OpraHi3allis
TpaHCIOPTYBaHHs 1/a00 BiIIKOAyBaHHS BUTpAT yepe3 kommnanito Scout Clinical, Bepcist 2.0 Bix 10 yepBHs
2021 p., yKpalHCHKOIO Ta POCIMCHKOO MOBaMH; 3roja Ha 30ip ganux mo tenedony - Scout Clinical mms
VYkpainu, Bepcis 2.0 Bix 10 uepBus 2021 p., ykpaiHcbkow Ta pociiicbkoro moBamu; Scout Clinical.
[Mocayru s namienTiB. [1oBimoMIIEHHS €JIEKTPOHHOIO MOIITOO i YKpainu, Bepcis 1.0 Big 29 depBHs
2021, ykpaiHChKOIO Ta pociiicbkoro MoBamu; CyMKa JJi YYaCHUKIB AOCITIIKEHHS 3a mpoTokosiom X1.184-
315, Bepcis 1 Bin 17 uepBHs 2021 p.; 3MiHa Ha3BU MICIS POBEACHHS KIIIHIYHOTO JTOCIIPKCHHS !

byno

Craino

I.M.H., npod. bongapenko .M.

KomyHaneHe  HeKOMepIliiiHE  MiAMPUEMCTBO
«Micbka kiiHIYHA JikapHs Ne4» JIHIIPOBCHKOI
MICBKOI  paaW», BIIAUIEHHS  XiMmioTeparii,
HepxxaBHuit 3aKJaz «/IHimpomnerpoBchka
MeAnYHa akajaemis MiHicTepcTBa  OXOpPOHH
310poB‘s  YKpaiHu», Kadenpa OHKoOJOTII Ta
MeAn4YHO1 pafioforii, M. JIHimpo

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

KomyHanbHe  HekoMepuiiiHe  HiANPHEMCTBO
«Micbka kiiHI4Ha JikapHs Ne4» JIHIIpOBCHKOI
MICBKOI paau, XiMiOTepameBTUYHE BiIJIUICHHS 3
JIEHHUM CTaIllOHAPOM, JIHITpOBCHKHI
JepKaBHUH METUYHUN yHIBepcuTeT, Kadeapa
OHKOJIOT1i Ta MEIMYHOI pajionorii, M. J{Hinpo

Howmep Ta nata Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2243 Bix 05.10.2020
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HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcid Ta Jara

«PanomMizoBaHe BIKPUTE KOHTPOJIHOBAHE MOCIiKeHHS (a3 3 3 owiHkH 3acTocyBaHHS Kabo3aHTiHIOY
(XL184) y xomOiHarii 3 ATe30ii3yMab0M y TOpPIBHSAHHI 3 HOBITHROI TOpMoHalbHOIO Tepamiero (HI'T)
Apyroi JMiHi{ y MamieHTiB 3 METaCTAaTHYHUM KaCTpPaIliiHO-PE3UCTEHTHUM PAaKOM HEepeAMIXypPOBOI 371031y,
XL184-315, mompaska 1.0. Bix 24 xBitHS 2020 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIIIIOBIIAJIBHICTIO «®APMACBIOTIKAJI  PICEPY
ACCOVYIIMUENTC YKPAIHA» (TOB «®PA YKPATHA»)

Cnoncop, kpaiHa

Exelixis, Inc., CIITA

CynyTtHi
Marepiaiau/mpenaparu
CYITyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Jonarok 10
10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBieHuit MpoTOKON KIiHIYHOTO BUnpoOyBanHs MW2012-01-01, Bepcist 11.01 Bix 16 uepBusa 2021 p.,
aHTIIIChKOI0 MOBOMW; [HGopMariitHuii mucTok Ta Gopma iHPOPMOBAHOI 3rou 0aThKIB, MalicTep Bepcis
5.0 s €C batbku Big 17 wepBus 2021 p., Bepcis 6.0 Bixg 04 ceprus 2021 p., aHMIHCHEKOI0, YKPATHCHKOIO
Ta pocCiiicbKOr0 MoBamu; [H(GOpMaIiiTHUH THUCTOK Ta popMa 3TOAH I MAJIOJIITHROTO (BikoM 12-13 pokiB),
maiicrep-Bepcis 5.0 it €C mns oci6 Bikom 12-17 pokis Bix 17 wepBus 2021 p., Bepcis 6.0 Bixg 04 cepras
2021 p., aHrmiiCchKOI0, YKPATHCHKOIO Ta POCiiichkOol0 MoBamu; [HbopMaliiHui TUCTOK Ta opma 3rojau
HETNOBHOJIITHROTO (BikoMm 14-17 pokiB), maiictep-Bepcis 5.0 mnss €C mia oci6 Bikom 12-17 pokiB Bifg
17 uepBus 2021 p., Bepcis 6.0 Big 04 ceprnust 2021 p, aHTIHCHKOIO, YKPaiHCHKOIO Ta POCIHCHKOI0 MOBaMHU;
Iadopmarniitauii muctok Ta Gopma inpopmoBanoi 3roau namienta IloBHomiTHI (Bik 18 pokiB), maiictep-
Bepcisg 5.0 ms €C ansg nmoHONITHIX oci® Big 17 uepBus 2021 p., Bepcis 6.0 Bim 04 cepmusa 2021 p.,
AHTIIHCHKOIO, YKPaiHCHKOIO Ta POCIHICHKOI0 MOBAMH

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

Ne 1962 Bin 29.10.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratonieHTpoBe, MDKHApOIHE, PaHIOMI30BaHE, KOHTPOJHOBAHE, BIJKPUTE MOCTIKEHHS 3 OIIHKU
eeKTUBHOCTI Ta Oe3meyHocTi 3acTocyBaHHs npenapaty Hekcobpin (NexoBrid) y miteit 3 TepMiyHMMHU
OIiKaMH MOPIBHSHO 31 cranaapTHUM JikyBaHHsaM (CJ)», MW2012-01-01, Bepcig 10.01 Big 16 nmucTonana
2020 p.

3asiBHUK, KpaiHa

TOB «KuniniuHi nocnimxeHHss ARKOH», YKpaiHa

CrnoHcop, kpaiHa

MeniByun JIT/., I3pains/ MediWound Ltd., Israel

CynyTHi
MaTepiaau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa lupexkroparty

(apmaneBTHYHOrO0 3a0€e3ne4YeHHS

IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

3011bIIEHHS KUTBKOCTI MAIIEHTIB, AKI MPUHUMATUMYTh Y4acTh Y KITHIYHOMY JOCITiIKeHH] B YKpaiHi 3 9 1o
24 ocib

Howmep ta nata Hakasy
MO3 11010 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Bigkpure mocmimkeHHs $a3u 1/2 3 WABUIEHHSAM JO03M UL OLIHKA O€3NEYHOCTI, MEPEHOCHMOCTI,
norepenHboi  eekTuBHOCTI Ta (apmakokinetnku mnpemapatry TAK-981 y nmopocnux mamieHTiB 13
MOIIMPEHUMH YU METACTaTUYHUMHU COJNIJHUMH MyXJIUHAMU a00 3 peuuauBYHOUYUMU/pedpakTepHUMU
reMaToJIOTIYHUMHU  3JIOSIKICHUMHU ~ HOBOyTBOpeHHsiMu», TAK-981-1002, Bepcis 3 1HKOPIOPOBAHOIO
nonpaBkoro 6 Bix 14 rpyaas 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexeHoro BinnopimanbHicTio «KoHTpakTHO-[ochinnunpka Opranizaiis [HHOpapm-
Ykpaina»

Crnoncop, kpaina

«Takena Jlesenonment Cenrep Amepikac, Iuk.» («TJIC Amepikacy), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansnoro fupekropa JIupexropary

(hapmaneBTHYHOrO0 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyTTeBoi
MOTIPaBKH

Bpomrypa gocnigauka 1js JOCIiIKYBaHOTO JIiKapchkoro 3aco0y YnaganmutuHio (ABT-494), Bepcis 12 Bin
16 cepnins 2021 poky

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1465 Big 08.08.2018
Ne 48 Big 19.01.2017
Ne 1465 Big 08.08.2018
Ne 490 Big 05.05.2017
Ne 2110 Big 16.09.2020
Ne 296 Big 11.02.2020
Ne 403 Big 04.05.2016
Ne 1468 Big 21.11.2017
Ne 403 Big 04.05.2016
Ne 403 Big 04.05.2016
Ne 287 Big 31.03.2016
Ne 1896 Big 27.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararouentpoBe Bigkpute npoaoBxkeHe mociipkenns (BIIJI) da3m 2 3a yuacTi mamieHTiB, XBOPUX Ha
pPEBMATOITHUN apTPUT, SKI 3aBEPIIUIN yYacTh y TOMEPEAHbOMY PaHIOMI30BAHOMY KOHTPOJIbOBAHOMY
BunpoOyBanHi (PKB) ¢a3u 2 3 omiHroBanHs mnpemapary YmaganmutuHio (ABT-494)», M13-538, 3
IHKOPIIOPOBaHWMU aaMiHICTpaTUBHUMHU 3MiHamu | Ta 2 ta mompaskamu 0.01, 0.02, 0.03, 1,2, 3,4, 512 6
Bix 01 rpynus 2020 poky;

«bararonienTpoBe, paHAOMi3OBaHe, TMOABIiiHE crime, IUIae00-KOHTPOIBOBAaHE  JIOBIOCTPOKOBE
MPOJIOBXKEHE JOCHIDKEHHS MIATPUMYIOUOi Tepamii Uil BUBYEHHS €(PEeKTUBHOCTI Ta O€3MEeYHOCTI
VYnananutunioy (ABT-494) y nauienTiB 3 xBopo6oro Kpona, siki 3aBepmmnu gocmipkeHHs M14-431 un
M14-433y, M14-430, 3 iHKOpIOpOBaHUMHU AIMIHICTpaTUBHUMU 3MiHamu S5 Ta 6 1 [lompaBkamu 1, 2, 3, 4,
5 Ta 6 Bix 25 xoBTHs 2020 poky;

«baratoneHTpoBe, paHI0Mi30BaHe, MOBIMHE CIIIIeE, MIare00-KOHTPOIHOBAHE TOCHIKEHHS 3 OLIIHKU
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0e3rmeyHocTi Ta eeKTUBHOCTI npernapaty Ymnanauutunid (ABT-494) mis iHAyKIidHOT Ta MiATPUMYIOYOi
Tepanii y MaIli€HTiB 3 CepeIHBOTIKKOI0 a00 TSKKOI (popMaMu aKTHBHOTO BHPA3KOBOTO KOJITy», M14-
234, 3 iHKOpIOpPOBaHUMHU ANMiHICTpaTHBHUMHU 3MiHamu 1, 2 1 3 (tuteku mis Kanaaw) Ta [lompaBkamu
0.01,0.02, 1, 2, 3,3.01,4, 5, 6 Ta 7 Bixg 10 TpaBHs 2021 poxy;

«baratoueHTpoBe, paHJa0Mi30BaHe, MOABIMHHE cIine, TIaned0-KOHTPOJIbOBAaHE TOCHIHKEHHS 1HAYKIIHHOT
Teparii yisi BUBYCHHS e(heKTHBHOCTI Ta Oe3meunocti YnagauutuHioy (ABT-494) y mamieHTiB 3 XBOp0oOOIO
Kpona Big cepeqHbOBa)KKOi 10 BaXKoi ()OpMU aKTUBHOCTI, Y SKMX BHHMKIJIA HeaJeKBaTHA BiJIMOBiAb Yd
HEMEepEeHOCUMICTh  CTaHgapTHOi Ta/abo Oiosoriunoi Ttepamii», MI14-433, 3 iHKOPHOPOBAaHUMH
AnMinictparuBHuMU 3MiHamu 1, 2 Ta 3 1 [lompaBkamu 1, 2, 3, 4, 5 ta 6 Big 24 BepecHs 2020 poky;
«bararonenTpoBe, TpuBaie moaoBxkeHe mochipkeHHs 111 ¢a3u 3 omiHKM Oe3MeYHOCTI Ta €PEKTUBHOCTI
Ynagauutunidy (ABT-494) y mnamieHTiB 3 BHpa3KoBHUM Komitom», M14-533, 3 iHKOpHOpOBaHUMU
AnmiHicTpaTuBHUMU 3MiHamu 1, 3, 5, 6, 7 1 8 (Tineku aiis Kanamnun) ta [TonpaBkamu 0.01, 1,2, 3,4, 512 6
Bix 31 numus 2020 poky;

«Bigkpure nociimkenHs 3b ¢a3u 3 OIIHKK IPOJAOBKEHHS Teparii ymaJauTHHIOOM Y JOPOCTUX MaIli€HTIB
3 aTOMIYHUM JIEPMATUTOM BiJl TIOMIPHOTO JO0 BAXKOTO CTYTMEHS TSHKKOCTI, SIKI 3aBEPILUIIM JIKyBaHHS Y
Mexax gociipkeHHs M16-046», M19-850, Bepcis 5.0 Bix 07 ciunst 2021 poky;

«IIporpama paHIOMiI30BaHHUX, IUIAIE00-KOHTPOIHOBAHUX TMOJBIMHUX CIINMHX TOCHIKEHb ¢azu 3 it
OLiHKA e(peKkTuBHOCTI Ta Oe3mevyHocTi YmajamuTuHiOy y JOpOCIHUX TMAIi€eHTIB 3  aKCiaJbHUM
croHauiIoapTpuToM», M19-944, Bepcis 4.0 Bix 29 rpyans 2020 poky;

«PannomizoBane, noxasiiiHe ciine npocuikeHHs 11l ¢asum nns mopiBHsAHHA npemnapaTy YnaaaluuTUHIO
(ABT-494) y Burnsai MoHOTepamii OAMH pa3 Ha JeHb 3 MeTOoTpekcaToM y BUIJISAI MOHOTepamii y
TMAIIE€HTIB 3 CEPEAHBOTSDKKOIO Ta TSKKOIO (POpMaMM aKTUBHOTO PEBMATOIMHOTO apTPUTY, L0 paHilie He
OTpUMYBAJIU MeTOoTpekcaT», M13-545, 3 iHkopropoBaHuMHU AnMiHicTpaTUBHUMU 3MiHamu 1, 2, 3 1 4 ta
[TompaBkamu 1, 2, 3,4, 5, 6, 7 ta 8 Big 03 rpyanst 2020 poky;

«PannomizoBane, nojsiiiHe ciine gociiakeHHs, I da3u, nns nopiBHsAHHS npenapary YmnagauuTHHIO
(ABT-494) 3 mamebo Ta 3 aganiMymMaOoM y HAIliEHTIB 3 aKTHBHUM IICOPIaTHYHUM apTPUTOM, SIKi MArOTh B
aHaMHe31 HEaJeKBATHY BIJAIMOBIAb MpPHHAMMHI Ha OJWH HEOIOJOTIYHUN XBOPOOO-MOIU(DIKYIOUnit
npotupeBmatnynuii  npenapat (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHKOpHOpOBaHUMHU
aZMiHICTpaTUBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [nns ['oukonry (Kwurait)], 7 1 8 Ta [lonpaBkamu 1, 1.01 (s
VHP kpain) 2, 3, 4, 5, 6 tTa 7 (Juis Bcix kpaid kpiM SAnownii) Big 30 ciuns 2021 poky;

«PannomizoBane, nojgiiiHe ciine gociimkenHs, I ¢as3um, ans nmopiBHsSHHS mpenapary YnagauuTHHIO
(ABT-494) y Burmsai MoHoTepamii 3 METOTPEKCAaTOM, Y MAalli€HTIB 3 CEPEIHBOTSKKOIO ab0 TSHKKOIO
(hopMaMu aKTUBHOTO PEBMATOIAHOTO apTPUTY, 3 BIICYTHICTIO aJIeKBAaTHOI BIAMOBI/II HA METOTPEKCAT,
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M15-555, 3 iHKOpriopoBaHUMHU AIMiHICTpaTUBHUMH 3MiHaMmHu 1, 2,3, 5,7, 8,9, 10 ta 11 i [TonmpaBkamu 1,
2,2.02,3,3.02,4,5,5.02, 6 ta 7 Big 04 rpynas 2020 poxy;

«PanpomizoBane, mojsiitHe ciine gociimkeHHs, [ dasu, ayis nmopiBHSHHS mpernapaTy YnagaluTHHIO
(ABT-494) 3 murane6o Ta 3 amaaiMymMa0oM, y MAIli€HTIB 3 CEPETHBOTSIKKOIO a00 TSXKKOK (GopMamMu
AKTUBHOTO PEBMATOITHOTO apTPHUTY, O OTPUMYIOTh CTaOUIbHY 0a3WCHY Teparilo METOTPEKCAaTOM Ta He
JOCSTIIN a/leKBaTHOI BinmoBini Ha Hei», M14-465, 3 iHKOpIOpoBaHOIO AMiHICTpaTHBHOIO 3MiHOW0O 1 Ta
[TonmpaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 ta 7 Big 20 naucromama 2020 poky;
«PannomizoBane, nojsiiiHe cuine gociimkenus, I das3um, nns mopiBHSHHS Tpemapary YnagaruTHHIO
(ABT-494) 3 nnane6o0, y MaImi€HTiB 3 CEPEIHBOTKKOI a00 THKKOI (hopMaMu aKTHBHOTO PEBMATOITHOTO
apTPUTY, 10 OTPUMYIOTh CTaHIAPTHI CHHTETHUYHI XBOPOOO-MOIM(IKYyIOUi MPOTUPEBMATHYHI TpenapaTu
(ccXMIIPIT) B crabinmbHiM 1m031 Ta HE mocsArIM aaekBaTHOi Biamosimi Ha ccXMIIPIT», M13-549, 3
imkopniopoBanumu nonpaskamu 0.01 (tuteku mis Kanamam), 1, 1.01 (tineku mis Kopei), 1.01.01 (tinmpku
st Koped), 2, 2.01 (tineku mas Koped), 2.02 (tineku mis Kanamu), 3, 4, 5, 6, 6.01 (st VHP-kpais,
JIutBu Ta ['penii), 7 Ta 8 Bix 25 nmuctonama 2020 poky;

«PannomizoBane, moJBiiiHe ciine, Mianedo-KOHTPOIboBaHe AocuikeHHs Pa3u 3 I OLIHKY Ipernapary
YHaJaUTUHIO Y TTTKIB Ta JOPOCIHMX MALi€HTIB 3 MOMIPHUM Ta TSDKKUM aTOMIYHUM JEPMATUTOM,
M16-045, Bepcis 6.0 Bix 28 ciunst 2021 poky

3asiBHUK, KpaiHa «E060Bi biopapmacerotikams 'm0 X», Beitmapis
CrnoHcop, kpaina Abbvie Inc, CIIIA

CymnyTHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepansnoro gupekropa Jupexropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHSI IBan 3AZIBOPHUX




Jonatok 13
110 Haka3y MiHicTepCcTBa OXOPOHU 370POB A
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OmnosiieHa Bepcis mpoTokony, Bepcist 7.2 ROW Bin 23 cepmast 2021; Ononena [adopmartis a1 namieHTta
Tta ®opmMma iHbopmoBaHoi 3roau, Bepcis 2.1 Big 23 cepmas 2021 p. Ha OCHOBI aHTJIOMOBHOI Bepcii 4.0 Bif
23 ceprns 2021 (ykpaiHChKOIO Ta pociiicbkoro MoBamH); OHoBieHa [Hdopmamis ans namienta tTa @opma
iHopMoBaHO1 3roam — 10AaTKOBE (hapMaKoKiHeTHYHE AociimkeHHs, Bepcis 2.0 Bix 23 ceprasa 2021 p. Ha
ocHOBI anrnoMoBHOI Bepcii 3.0 Bix 23 ceprus 2021 p. (yKpaiHCHKOO Ta pOCIHCHKOI0 MOBaMH )

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2243 Big 05.10.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta JaTa

«I[IpocnekTrBHe, OaraToleHTPOBE, paHIOMi30BaHE, IMOJBiHE cline, IUIale00-KOHTPOIbOBAHE
nocnimkenns I ¢a3u B mapanensHuX rpymnax, 3 METOIO OIIHKU €(hEeKTUBHOCTI Ta 6e3neKr MaciTHHIOY y
KOMOIHAIIIT 3 pUIIy30JI0M Y MOPIBHSAHHI 3 Mianedo y koMOIHallli 3 puiy30J0M IpHU JIKYBaHHI MAlI€HTIB 3
61yHMM amioTpodiyauM ckiepo3oM (BAC)», AB19001, Bepcist 7.0 Bix 20 nunns 2021

3asiBHUK, KpaiHa

TOB «Cinepmxu 'pynn Ykpaina», Ykpaina

CrnoHcop, kpaina

AB Science, ®pantris

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa J{upexkroparty

(hapmaneBTHYHOrO0 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

[TpomoBkeHHs TepMiHYy IPOBEIEHHS KIIiHIYHOTO BUIpoOyBanHs 10 30.06.2022

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PangomizoBaHe, ToJBiiiHE clline, IJIANEOOKOHTPOIbOBAHE KIIHIYHE MOCTiKeHHS 3 (da3u iHridiTopa
tuposunkinazu bpyrona (BTK), PCI-32765 (I6pytuni6), y xkombOinauii 3 benmamyctmHOM Ta
Purykcumabom (BR) y mamieHTiB 13 BOepiie AiarHOCTOBAHOIO JTIM(POMOIO MAaHTIHHOT 30HUY,
PCI-32765MCL3002, 3 monpaskoro INT-7 Bix 19.12.2019 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTHUKA HBy, benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupexkropa Jupexropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jlomatok 15

110 Haka3y MiHicTepCcTBa OXOPOHU 370POB A
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

BxJtoueHHs JOAATKOBUX MICIIh MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS
Ne I1.1.B. BiAmoBigaJIBHOTO JOCHITHAKA
n/n HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOyBaHHS

1. k.M.H. Cunop H.JI.

Komynanene mianpuemctBo «BonmHchka obnacHa KiliHIYHA JiKapHs» BonnHcbkoi 00iacHOi
pajiy, PeBMaTOJIOTi4HE BiJyIiIeHHs, M. JIyIbk

2. I.M.H., ipod. Ky3emina I'.I1.

Komynanene mnianpuemctBo «KpuBopi3pka Micbka KiiHiuHa JikapHs Ne2y» KpuBopizbkoi
MICBKOI1 paJii, Kapioyoriuae BiaaiieHss, M. Kpuswuii Pir

3. nikap [Tonomapenko K.B.

ToBapuCcTBO 3 00OMEKEHOIO BIAMOBIAAIBHICTIO «I apMOHIs Kpacu», MeTMYHUH 1IeHTp, M. Kui

4, Kk.M.H. Hatimrerik .M.

ToBapucTBO 3 OOMEKEHOIO BIAMOBINANBHICTIO «[HCTUTYT peBMaTONOTIi», BIAALT KIIHIYHUX
nmocimkenb Nel, m. KuiB

Howmep Ta nata Hakaszy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1773 B17 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararonieHTpoBe, paHAOMi30BaHe, MOJBIMHE cilile, IUANe00 KOHTPOJIbOBAHE KIIIHIYHE TOCITIKEHHS
3b das3u qs ouiHkM e(heKTUBHOCTI Ta 0€3MeYHOCTI MPU3HAYEHOTr0 MAIKIPHO TycellbKyMaly y Malli€eHTiB
3 aKTUBHHUM IICOPIaTUYHUM apTPUTOM, SIKi paHille MajJy HEJOCTATHIO BiJINOBIIb Ta/ab0 HEMEPEHOCUMICTh
JIKyBaHHS OJHUM 3 1HTIOITOpIB (akTopy Hekpo3y myxuuH anbha», CNTO1959PSA3005, Big
13.04.2021p.

3asBHUK, KpaiHa

«SIHCCEH ®APMAILIEBTUKA HB», benbris
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Cnoncop, kpaina

«IHCCEH ®APMAIEBTHUKA HBy, benbris

CymyTHi
MaTtepianu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa JIupexropary

¢papmaneBTHYHOrO 3a0€e3ne4eHHS

Isan 3AZIBOPHHUX



JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBieHuit mpoTokoia KiiHiuHoro AocuimpkenHs BGB-3111-306, Bepcis 3 monpaskoro 2.0 Bix 16 rpyaus
2020 poky; Onosnena Bpomypa gocmigauka 3 npernapary 3anyopytinio (BGB-3111), sumanus 8.1 Bix
19 mororo 2021 poky; OHOBIEHE T0CHE NOCTIKYBaHOTO Tpenapary 3anyopyTtinio (ROW IMPD), Bepcis
6.0 Bim 24 TtpaBus 2021 poky; 3anydyeHHS MOAATKOBHX BHPOOHHUYMX IUISHOK JI JIOCIHITKYBaHOTO
npenapary 3anyOpytiHi6 (BGB-3111), kancymu: BeiGene (Suzhou) Co., Ltd, Kwuraii; Catalent
Pharmaceutical Technology (Shanghai) Co., Ltd., Kuraii; Zuellig Pharma Inc., PecnyGmnika Kuraii
(TaiiBanp); Zuellig Pharma Korea Ltd., PecmyOmika Kopes; Fisher Clinical Services Inc., CIIIA;
Pharmaceutical Packaging Professionals Pty Ltd (Bigomuii sik PCI Pharma Services), ABctpaiis; 3miHa
HaliMeHyBaHHs 3asBHUKAa B Ykpaini 3 TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA» na
TOB «JIABKOPII KJIITHIKAJI JJEBEJIOIIMEHT YKPAIHA»; [Hpopmariiinuii TUCTOK TaIlieHTa Ta
®opma inpopmoBanoi 3roam s Ykpainu, Bepcis 3.0 Big 09 uepsust 2021 poky, aHTITIHCEKOI0 MOBOIO;
[ndopmartifinuii muctok namienta Ta @opma inhopmoBanoi 3roau mis Ykpaiau, Bepcis 3.0 Bix 09 yepBHS
2021 poky. IlepeknaneHo ykpaiHcbkoro MoBOw st Ykpainu 15 yepBHst 2021 poky; Indopmauiiinuii
JTUCTOK marieHTa Ta @opma iHpopMoBaHOi 3roau ans Ykpainu, Bepcis 3.0 Big 09 uepBusa 2021 poky.
[lepexnaneHo pociiicbkoro MoBotO Juist Ykpainu 15 uepBns 2021 poky; [HpopmaniiiHuil TMCTOK MaiieHTa
ta ®opma iH(OPMOBaHOI 3ro/iM BariTHOI MAPTHEPKU YYaCHUKA HAYKOBOT'O JOCIIKEHHs Mpenapary ajs
VYkpainu, Bepcid 3.0 Bix 06 TpaBust 2021 poky, aHIUIHCEKOI0 MOBOIO; [HpopManiiiHuil INCTOK NallieHTa Ta
®opma 1H(POPMOBAHOT 3roAM BariTHOI MapTHEPKU Y4YaCHMKA HAayKOBOTO JOCIIIKEHHS Ipernapary s
VYkpainu, Bepcis 3.0 Bix 06 TpaBus 2021 poky. IlepeknaneHo ykpaiHCBKOIO MOBOIO A YKpaiHU Bij
14 uepBHs 2021 poky; Indopmarmiiinuii nucrok mnamieHta ta ®opma 1HPOPMOBAHOI 3roAM BariTHOI
NapTHEPKM YyYacHUKAa HAyKOBOTO JIOCIIKEHHs mpemnapary ains Ykpainu, Bepcis 3.0 Bix 06 TpaBHA
2021 poky. IlepekmameHo pociiicbkkor0 MoOBoI0 s Ykpainm Bim 14 depBus 2021 poxy; dopma
iHpopmoBaHoi 3roau kommanii Scout Clinical, Bepcis 1.2 Big 03 yepBHs 2021 poky, aHTTIIICEKOI0 MOBOIO;
®dopma iHpopmoBanoi 3roau kommanii Scout Clinical, Bepcist 1.2 Bix 03 wepsns 2021 poky. Ilepexnaneno
yKkpainchkoro MoBolo Binl 04 uepBHs 2021 poky; @opma iHpopmoBaHoi 3roau kommanii Scout Clinical,
Bepcis 1.2 Bix 03 yepBHa 2021 poky. Ilepeknaneno pociiicekoro MoBoro Bia 09 naumnas 2021 poky;
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Enexkrponne nuctyBaHHs 00CIyroByBaHHs mamieHTiB kommnanii Scout Clinical, Bepcis 1.0 Bix 20 TpaBHs
2021 poky, aHTJIIMCHKOIO MOBOI; EjekTpoHHE NMuCcTyBaHHS O0OCITyroBYyBaHHS MAalli€EHTIB KOMITaHii Scout
Clinical, Bepcis 1.0 Bim 20 tpaBus 2021 poky. IlepexnaneHo ykpaiHCbKOIO MOBOIO Bix 21 TpaBHA
2021 poky; Enexkrponne nuctyBaHHs 00ciyroByBaHHs maiieHTiB komnaHii Scout Clinical, Bepcis 1.0 Bixg
20 TpaBus 2021 poky. Ilepexmnaneno pociiicbkoro MoBoto Bif 09 mumus 2021 poxy; Jluct Bix mikaps 1o
nikaps, Bepcis 2.2 Bix 17 yepBas 2021 poky, aHTIIIHCHKOI0 MOBO; JIMCT Bif JTikaps 70 Jikaps, Bepcis 2.2
Bix 17 wepBus 2021. [lepexnaneno Ha ykpaiHcbky MOBY i Ykpainu 08 mumas 2021 poxy

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1246 Bin 26.05.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

PannomizoBane, BimkpuTe, OaraToleHTpoBe JOCHiDKeHHS (a3 3 Ui  BHWBYCHHS KOMOiHAI]
3anyOpyTiHiOy (BGB-3111) 3 purykcumaboM Yy TMOpIBHSAHHI 3 KOMOiHalLli€l0 OEHAAMYCTHHY 3
pUTyKCMMaOOM y TMAIi€HTIB 3 paHille HE JIKOBAHOK MAHTIHHOKIIITUHHOIO JTIM(OMOI0, IKUM HE MOKa3aHa
TpaHcmaHTalis ctoBOyposux kiitud, BGB-3111-306, Bepcis 3 nonpaskoto 1 Bix 23 aunas 2019 poky

3asBHUK, KpaiHa

ToBapuctBO 3 0OMexeHoro BianoBiganbHicTIO «JIABKOPIT KJITHIKAJI IEBEJIOIIMEHT VYKPATHA»

CrnoHcop, kpaina

beiiIxxen JItn [BeiGene Ltd], CILIA

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepaasnoro gupekropa JIupexropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHSI

Isan 3AZIBOPHHUX




Jomatok 17
110 Haka3y MiHicTepCcTBa OXOPOHH 370POB A
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Honarok 1 Bixg 25.05.2021 p. no Bpomypu nocnigauka JNJ-67896049/ACT-293987/NS-304 Uptravi®
(selexipag), Bumanns 16 Big 02.02.2021 p.; [ndopmartis mas namienta Ta @opma iHGOPMOBaHOI 3rojH,
Bepcia 4.0 ykpaiHchkoro MoBoro st Ykpainm Bim 08.09.2021; Imdopmarnis mis namienta ta @opma
iHdopmoBanoi 3roau, Bepcis 4.0 pociiicekkoro MoBor ana Ykpainu Bing 08.09.2021; Indopmarnis nns
BariTHOI MapTHEPKU y4dacHWKa nociimkeHHs ta @opma [HPopmoBanoi 3romu, Bepcis 1.0 ykpaiHCBKOIO
MoBoro s Ykpainu Big 09.09.2021; Indopmariis A BariTHOI MapTHEPKH Y4YacHHUKA TOCHIIKEHHS Ta
®opma iHpopMoBaHOi 3rou, Bepcist 1.0 pociiickkoro MoBoro utst Ykpaiau Big 09.09.2021

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 310 Binx 23.02.2021

HasBa xiriHiYHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTtonieHTpoBe, 3 OJHUM pPYKaBOM JIIKYBaHHs, BIJKPUTE, JOBTOTPUBAJIC KIIHIYHE JIOCTIIKEHHS
criocTepexxeHHs Oe3nevnocti Cenekcinary y y4yacHHKIB, sKi Opajiy ydacTb y MONEpPEIHbOMY KIIHIYHOMY
nociimkenHi Cenekcinaryy, 67896049PUH3001, 3 [Tompaskoro 1 Bix 08.12.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIEBTUKA HB», benbris

CynyTHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa J{upexkroparty

(apmaneBTHYHOrO0 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Ckpunmor Hlonenauka «eCOA Handheld Subject Facing Screenshots» Bim 28 mumus 2021 p,
ykpaincpkoto MoBoro; Ckpunmot Illonennuka «eCOA Handheld Subject Facing Screenshots» Bin
28 ymmHs 2021 p, pociiicbKOI0 MOBOIO

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1016 Big 06.05.2019
No 1265 Bixg 05.06.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«ocnmimkenHas ehekTUBHOCTI Ta Oe3rmeku 3actocyBaHHs npernapary Comamanurtad (Somapacitan) oguH
pa3 Ha THXKJCHb y MOPIBHSIHHI 3 MIOJEHHUM 3acTocyBaHHaM mpenapaTy Hopaitponin® (Norditropin®) y
miteid 3 nedimuToM ropMoHY pocty»., NN8640-4263, ¢inamsHa Bepcis 7.0 Big 22 mortoro 2021 p.;
«ocnmimkenns 3 migbopy m03u I OWIHKK e(eKTHBHOCTI 1 Oe3MeKd 3acTOCYBaHHS Mpernapary
Comananuran (somapacitan) OAMH pa3 Ha TWKACHb Y IMOPIBHSAHHI 3 3aCTOCYBAHHSIM Ipenapary
Hopaitponin® (Norditropin®) onuH pa3 Ha JeHb y AiTeH 13 3aTPUMKOIO POCTY, L0 OyJIM HapoJKeHi
MaJIMMU JUTSI TECTAI[ITHOTO BiKy Ta HE Ha3JAO0THAIM y 3pOCTi /10 BiKy 2 pokH Ta crapme», NN8640-4245,
¢inanpHa Bepcis 4.0 Big 12 rpyans 2019 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

Crnoncop, kpaina

Novo Nordisk A/S (Denmark)

CynyTHi
MaTtepiaiu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepasibHoro Aupexkropa Jlupekropary
(¢papmaneBTHYHOrO 3a0€e3MeYeHHS Isan 3AZIBOPHHUX




JonaTok 19
10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka aiist JOCTiKYyBAaHOTO JIiKapchKoro 3aco0y Hasitokmakc, Bepeis 17 Big 27 ceprHs
2021 poky

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2237 Bin 18.10.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PangomizoBaHe TOABIHHE ciine IUIane00-KOHTPOJIbOBAHE JOCHIMKEHHs 3 ¢a3u 3 BUBYCHHS
HaBITOKJIAKCY B TMOEJHAHHI 3 PYKCOJITHHIOOM TOPIBHAHO 3 PYKCOJITHHIOOM Yy TAIli€HTIB i3
Mmienoiopozom (TRANSFORM-1)», M16-191, Bepcis 4.0 Big 27 tpaBus 2021 poky

3asiBHUK, KpaiHa

«E060Bi biopapmacerotikams 'm0 X», LBeitmapis

Crnoncop, kpaiHa

«E00BI Iuk», CIIIA / AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupexkropa Jupexropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomypa nocnigauka MK-3475, Bunanns 21 Bix 02 Bepecust 2021p., aHTMiiCbKOI0 MOBOIO

Howmep ta nata Hakasy

MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 70 Bix 31.01.2017
Ne 1326 Big 02.07.2021
Ne 1143 Big 15.05.2020
Ne 762 Bin 20.04.2021
Ne 1102 Big 02.06.2021
Ne 1593 Big 09.07.2019
Ne 1468 Big 26.06.2020
Ne 2487 Bin 17.12.2019
Ne 1593 Big 09.07.2019
Ne 2006 Big 02.10.2019
Ne 9 Bin 02.01.2019

Ne 342 Bin 26.02.2018
Ne 516 Bix 22.03.2021
Ne 1896 B17 27.08.2019
Ne 80 Big 19.01.2021
Ne 1896 B17 27.08.2019
Ne 540 Bin 07.03.2019
Ne 727 Bin 04.04.2019
Ne 9 Big 02.01.2019

Ne 1773 B17 20.08.2021
Ne 2313 Big 12.12.2018
Ne 70 Big 31.01.2017
Ne 662 Bix 16.03.2020
Ne 466 Bin 13.03.2018
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HasBa kiiHigHOTO «bararonamionanpHe, 0araTomeHTpOBe, paHAoOMi3oBaHe  Bigkpute  jgocmimkerHs Il da3m,
BHUIPOOYBaHHS, KO, neMOpoJizymady B MOPIBHSAHHI 3 JOILETAKCEIOM Yy TMAIEHTIB 3 HEAPIOHOKIITUHHUM PaKOM JIETE€Hb, IO
Bepcis Ta qaTa panime mikyBanmcs», MK-3475-033, 3 inkoprnopoBanoto momnpaBkoto 04 Big 01 xostas 2018 poky;

«bararonienTpose, Binkpute, posumupene nociikeHHs 11 ¢as3u s BUBYEHHS HOBrocTpOKOBOI Oe3neku
Ta e(EKTUBHOCTI Y YYaCHHUKIB 3 PO3MOBCIOPKEHUMH NYyXJIMHAMHM, SKi y JaHUWA yac nepeOyBaloTh Ha
JIKyBaHH1 a00 TiJ CIIOCTEPEIKEHHAM Y JOCIIKEHHI 13 3aCTOCYBaHHAM 1emMOpostizymady», MK-3475-587,
Bepcid 3 iHKopropoBaHoro nmonpaskoio 03 Bix 19 keitHs 2021 poky;

«bararonieHTpoBe, paH10Mi30BaHe, IOABIMHE Cllille, KOHTPOJILOBAHE 3a JOIIOMOI0I0 aKTUBHOTO IIpenapaTy
kiinigHe nocuimkenns III dhasu mis omiaku 6esnekn Ta eexTuBHOCTI JienBatuHIOy (E7080/MK-7902) 3
nemOponizymabom (MK-3475) y mnoeananni 3 TpaHcaptepianpHoro xiMioembomizamiero (TACE)
nopiBHsSHO 3 mpoBeneHHsM Tinbkd TACE y ydYacHUKIB 3 HEBWJIIKOBHOIO / HEMETaCTaTHYHOIO
renaTorentoysipaoro kapruHomorw (LEAP-012)», MK-7902-012, 3 iHkopriopoBaHow monpaBkoro 03 Bif
28 tpasus 2021 poky;

«Bigkpure, panmomizoBane pgociuimkeHHs III ¢a3m nug omiHKKM edeKTHBHOCTI Ta OE3MEYHOCTI
nemOpomizymady (MK-3475) y komb6inanii 3 6enzyrudanom (MK-6482) ta nenBatunioom (MK-7902),
a6o MK-1308A y xombinaiii 3 1eHBaTUHIOOM MOPIBHSAHO 3 MeMOposizymMadoM 1 IeHBaTUHIOOM B SIKOCTI1
nepmoi JIiHil Tepamii AN yYaCHUKIB 3 PO3MOBCIOJDKEHOK CBITVIOKIITUHHOK HHPKOBO-KIITHHHOIO
kapuuHoMmoto», MK-6482-012, 3 inkopmopoBaHowo mompaBkoro 02 Big 01 uepBHs 2021 poky;
«Jocnimkenns 11 ¢pa3zu nemOponizymady (MK-3475) koxH1 6 THXKHIB Y MalliEHTIB 3 PELUIUBYIOUOI0 abo
pedpakTepHOI0 KIacu4HOO JiMpomoro XoakKiHa a00 y MaIieHTIB 3 peLUAUBYIOYOI0 a00 pedpakTepHOIO
MIEPBUHHOI0 MeAiacTUHANBHOI B- kpymHoxmiTuHHOIO sniMdomoro», MK-3475-B68, 3 iHKOpIOpOBaHOO
nornpaskoro 01 Big 30 yepBHs 2021 poky;

«docmimkenns 11l ¢a3u nns memOponizymaly y koMmOiHaIil 3 meMeTpekceoM / mpemnapatoM IUIaTHHU
(xkapOomuiaTuH  a00 LMCIUIATMH) 3 TNOJAIbIIMM BBEAEHHSAM mneMmOpoiizymaly y KomOiHamii 3
HIATPUMYIOUMM JIIKYBaHHSM oJlanapuOoM abo meMeTpeKceIoM B SKOCTI Teparii nepiuoi JiHii y MalieHTiB
13 METacCTaTMYHUM HEIUIOCKOKIITHHHUM HEIPIOHOKIITHHHUM pakoMm JiereHiBy, MK-7339-006, 3
iHKOpropoBaHoto nonpaskoro 04 Bix 10 Gepesns 2021 poky;

«Hocmimkennsa Il ¢azu nmemOponizymady (MK-3475) y xomOiHaiii 3 CymyTHBOIO XiMiOIPOMEHEBOIO
Tepami€ 3 MOJAJIBIIMM BBEACHHSAM NeMOponizymady 3 ojamapuOom abo 06e3 HbOTrO IOPIBHSHO 3
CYNyTHBOIO XIMIOIPOMEHEBOIO TEpPAMI€0 3 MOIAJIbIIMM BBEICHHSIM AypBaslyMaOy B YHaCHHKIB 3




3 IIPOJOBKEHHS AojaTka 20

HeornepabeTbHUM JIOKAJThHO PO3TMOBCIOKEHUM HeIpiOHOKIITHHHNM pakoMm JereHiB 111 cramii (HJPJ)»,
MK-7339-012, 3 inkopriopoBanoto nornpaskoro 05 Big 09 yepsns 2021 poky;

«Jocmimxenns ¢azu 2 onanapuOy y KomOiHalii 3 memOposizyMadoM y MAIli€HTIB 3 paHille JiKOBaHUM
PO3IOBCIOPKEHUM PAKOM 3 MYTAIII€l0 Te€Ha y CUCTEMI TOMOJIOTI4HOT pekoMOiHamiiHoi permapartii (HRRm)
JHK Ta/abo 3 mnopymenHsMm romounoriydoi pekom6Oinanii (HRD) JAHK», MK-7339-007, 3
iHKopriopoBanoto norpaskoro 01 Big 09 Bepecus 2019 poxy;

«I[longiiine cmine nocmimkenns Il ¢as3u, o0 MPOBOAUTHCA B ABOX TIpymax JUIsl OIIHKK Oe3MeKu Ta
edexkTuBHOCTI meMOposizymady (MK-3475) y mopiBHSHHI 3 miane0o B SKOCTI ajJ FOBaHTHOI Tepamii y
YYaCHHKIB 13 TEMaTOUENIONSPHOI KAPIMHOMOIO Ta TIIOBHOIO PAJiONOTiYHOI BIAMOBIAIIO ITiCHS
xipypriunoi pesekiii abo nokanpHOi abmsamii (KEYNOTE-937)», MK-3475-937, 3 iHKOPIOpPOBaHOIO
norpaskoro 05 Big 07 yepsus 2021 poky;

«PangomizoBane pocuimkerHs III ¢a3m mi1sg omiHKM mUCTeKTOMIT B KOMOIHAII 3 TepionepamiiHuM
3aCTOCYBaHHSM TIeMOpOJi3yMaldy Ta MJisg OILIHKK ITUCTEKTOMii B KOMOIiHamii 3 mepionepariiHuM
3acTOCYyBaHHAM eH(popTymMaly BEIOTHHY Ta MeMOposi3ymMaldy IMOpPIBHSIHO 3 TPOBEACHHSM TIIbKU
IUCTEKTOMIT /Ul YYaCHUKIB 3 M SI30BO-IHBa3MBHUM PAaKOM CEYOBOTO MiXypa, SIKUM HE MO>KHA MTPOBOJIUTH
nikyBanus muciuiatuaoM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOprmopoBaHOt0O momnpaBkoo 04
Bix 14 kBitHA 2021 poky;

«PannomizoBane, Il ¢da3u, moxpiiiHe ciime gochikeHHs KoMOiHAIii TpacTy3ymaly, XiMmioTeparmii Ta
neMOposizymaly y MOpiBHSHHI 3 KOMOIHAI€l0 TpacTy3ymaly, XimioTepamii Ta mjanedo sk Teparii
nepmoi miHil y marmientiB 3 HER2-mo3uTHBHOIO METacCTaTUYHOK aJCHOKAPIIMHOMOIO IUTYHKY a0o
nutyHKoBO-cTpaBoxigHoro 3'enHanas (KEYNOTE 811)», MK-3475-811, 3 iHKOpIIOPOBAHOO MOTIPABKOKO
07 Bin 24 uepHsa 2021 poky;

«PannomizoBane, Bigkpure nociipkeHss 11 ¢pazu ns ouinku nemOposisymMady B SIKOCTI HEOA [ FOBAHTHOT
Teparii Ta B KOMOiHaIli 31 CTaHIapTHUM JIIKyBaHHSM B SIKOCT1 aJl'FOBAaHTHOI Teparlii pu onepadeasHOMY
JIOKOPETIOHAIBHO PO3MOBCIOJKEHOMY IJIOCKOKIITUHHOMY paky rojoBu Ta mmi III-IVA cranii», MK-
3475-689, 3 inkopriopoBanoto nonpaskoro 05 Bix 13 tpasus 2021 poky;

«PannomizoBane, Binkpute npociuimxeHHs III da3um g1 omiHKKM mepionmepaniiHOTO 3acTOCYBaHHS
eHpopTymaly BenoTHHY y komOiHalii 3 nemOpomnizymadbom (MK-3475) nopiBHSHO 3 HE0aIOBAHTHOIO
Tepari€ero reMIuTabiHOM Ta IUCIJIATUHOM Y YYaCHHKIB 3 M'I30BO-IHBa3MBHUM PAaKOM CEYOBOI'0 MiXypa,
npuaatHux it JikyBanHs nucruiatuHoM  (KEYNOTE-B15 /  EV-304)», MK-3475-B15, 3
iHKopriopoBaHoto nonpaskoro 01 Bix 14 tpasus 2021 poky;




4 MpOIOBXKEHHA foaarka 20

«PannomizoBane, Bigkpure pgocmipkeHHs Il ¢asum  3aranbHOl  BIKMBAHOCTI HAiBHUX (paHimine
HEeJIKOBaHMX) MaiieHTiB 3 PD-L1-mo3uTHBHUM MPOrpecyrodnM ad0 METacTa3ylouuM HEMUIKOKIITHHHUM
paKoM JIeTeHIB JUIs MOPIBHSAHHS JIIKyBaHHs remopoiizymadom (MK-3475) ta npenapatamu ximiorepamii
Ha ocHoBi miatuau (Kinoyt 042)», MK-3475-042, 3 inkopnopoBaHoro nomnpaskoro 08 Bim 24 Oepes3Hs
2021 poxy;

«PangomizoBane, mianeb0-KOHTpoJboBaHe KiiHiuHe nociimkeHHs III ¢a3su 3 ominku Oe3meku Ta
edekTUBHOCTI cTepeorakcnyHoi panioteparnii (SBRT) y noeqnanni 3 [Tem6pomnizymadbom (MK-3475) a6o
0€3 HhOI'0 y MAIliEHTIB 3 HeonepabeabHUM HeApiOHOKIITHHHUM pakom yereHiB (HIAKPJI) cranii I abo 11A
(KEYNOTE-867)», MK-3475-867, 3 inkoprnopoBanorw mnomnpaBkor 02 Big 26 mororo 2021 poky;
«PannomizoBane, mojsiiiHe ciine gochimkenHsa I ¢asm ans ominku nemOposnizymaly MOpIBHSIHO 3
rane6o y xkomOiHamii 3 aa'foBaHTHOIO XiMmioTepamiero 3 abo 0e3 MpoOMEHeBOi Teparii Ui JIIKyBaHHS
MAI[iEHTOK 3 HENaBHO [IarHOCTOBAaHMM pPAaKOM EHJIOMETPis 3 BHUCOKMM PH3UKOM IIicisl omeparii 3
nikyBanbHo MeToro (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-enl1 /
GOG-3053, 3 inkopriopoBaHoro nomnpaskoro 02 Bix 13 tpaBus 2021 poky;

«PannomizoBane, moaiitHe ciine mocmimkeHHs [ ¢a3u s omiHKM mepionepariiHoro 3acToCyBaHHS
nemOponizymady (MK-3475) y komOiHamii 3 HEOaqIOBAaHTHOIO XIMIOTEepami€lo MOPIBHSHO 3
nepionepamifHiuM 3aCTOCYBaHHSAM IUIANe00 y KOMOIHAIT 3 He0a I'FOBAaHTHOIO XIMIOTEpaITi€l0 B YYaCHHUKIB
3 M'S30BO-IHBa3MBHHM PAKOM CEYOBOTO Mixypa, MpuaaTHuX Juisi JdikyBanHs nucruiatiaoM (KEYNOTE-
866)», MK-3475-866, 3 inkopriopoBaHoto niorpaskoto 02 Bix 15 rpymas 2020 poky;

«PannomizoBane, nozsiitHe ciine gociimkeHHs I ¢a3u ana nopiBHAHHS nemOponizymady 3 mianebo y
KOMOIHAIII1 3 HE0a/I'FOBAaHTHOIO XIMIOTEpaMi€lo Ta aJtI0BAaHTHOK €HJAOKPUHHOIO TEpaIi€ro IpU JiKyBaHHI
paKy MOJIOUHOI 3aJI03M 3 HasBHICTIO PELENTOpiB 10 €CTPOreHIB 1 BIACYTHICTIO JIIOACHKHX PELENTOpIB
emigepmanbHoro ¢akropa pocty 2 (ER+ / HER2-) Ha panHiii cTamii npu BHCOKOMY CTYICHI PH3UKY
(KEYNOTE-756)», MK-3475-756, 3 inkopropoBaHot monpaBkowo 04 Bim 22 kBitHa 2021 poky;
«PannomizoBane, nozasiiiHe ciuine gociimkenHs I ¢azu komOGinaii nemoponizymady (MK-3475) 3 abo
6e3 gmenBarunHiOba (E7080/MK-7902) vy paniime HeEJTIKOBAaHMX TMAIIEHTIB 3 METaCTaTUYHUM
HepiOHOoKMTUHHUM pakoM JereHs (HIKPJI) 3 mokasznukom nponopuii myxiauau (TPS), mo Oinbme a6o
nopisatoe 1% (LEAP-007)», MK-7902-007, 3 imkopropoBaHor momnpakor 05 Bix 02 Gepe3ns 2021
POKY;

«PangomizoBaHe, TOABIWHE ciine KIiHIYHE nochikeHHs (a3zu 3 memOpomizymady (MK-3475) y
KOMOIHaIIi1 3 XiMioTepari€ro y MOopiBHAHHI 3 Mu1anedo y koMOiHamii 3 XiMiOTepari€elo B SKOCTI JIKyBaHHS
nepioi JiHii y nanienTiB 3 HER2-HeratusHot0, nonepeHpo HEIlKOBaHOO, HeonepadbenbHo abo
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METACTaTUYHOK aJCHOKAPIIMHOMOIO IITYHKY ab0 ractpoe3odareanpHoro 3’ennanns (KEYNOTE-859)»,
MK-3475-859, 3 inkopriopoBanoto nornpaskor 04 Big 07 yepsHs 2021 poky;

«PannmomizoBane, TOJBIlHE crine, IUIaNe00-KOHTPOIboBaHe nociimkeHHs Il dasu nans  omiHkKK
neMOpoJizymady MOPIBHAHO 3 Ianedo sIK aJi’FOBaHTHOI Tepamii IMicis omepalii Ta ONmpoMiHEHHS B
YYaCHUKIB 3 MICIICBO PO3MOBCIO/KEHOI TMIOCKOKIIITUHHOK KAapIIMHOMOK IIKIpH 3 BUCOKUM CTYIICHEM
pusuky (KEYNOTE-630)», MK-3475-630, 3 inkopriopoBanoto nonpaskoro 07 Big 09 ceprias 2021 poky;
«PannmomizoBane, moxaBiiiHE crine, Mmanebo-koHTposiboBaHe gocuikeHds [II  ¢asm mopiBHSHHS
neMOpodizymady (MK-3475) 3 ximioTepariiero Ta XiMioTepaIri€ero 3 miamnedo i Teparii nepioi JiHii mpu
MEPCUCTYIOYOMY, PEIUANBHOMY a00 MeTtacTatnyHoMy paky muiiku MaTtku (KEYNOTE-826)», MK-3475-
826, 3 iHkoprnopoBaHoio nonpaskoto 06 Bix 29 uepsHs 2021 poky;

«PannomizoBane, nojsiliHe-ciine mociimpkerns 111 da3u nius mopiBHSIHHS JIIKYBaHHS MeMOpoIizyMmadoM
(MK-3475) y xomb6inamii 3 mpemaparamu XiMmioTepamii Ta JiKyBaHHS I[anebo y KoMOiHamii 3
mpermapaTaMy  XiMmioTepamii y TMAami€HTiB 3 paHille  HeJTIKOBAaHUM  MICIEBO-PEIUINBYFOYHM
HeornepabenbHUM a00 METacCTaTUYHUM MOTPIHHO-HETaTUBHUM pakoM MoinouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 inkopniopoBaHoto ronpaskoro 05 Bix 04 xoBtHs 2019 poky;

«PannomizoBane, mojBiiiHe-ciine kimiHiyHe pociimkeHHs I ¢asm membponizymady (MK-3475) ta
ximiorepanii (XP a6o FP) B mopiBHsHHI 3 muanebo Ta ximiorepamiero (XP ab6o FP) B skocti
HEO0Aa/'FOBAHTHOTO / aJ'TOBAaHTHOTO JIIKYBaHHS MAIlI€HTIB 3 aJ€HOKAPIUHOMOIO IILIYHKY Ta ILTYHKOBO-
crpaBoxignoro 3‘exnanus (ILIC3) (KEYNOTE-585)», MK-3475-585, 3 iHKopriopoBaHoo momnpaBkoro 08
Bix 16 xBiTHs 2021 p.;

«PangomizoBane mojpiiiHe ciine nocmimkeHHs I ¢asu, nmopiBHsSHHA KOMOIHAII memMOponizymady Ta
imniMymaly 3 KoMmOiHaliero mnemMOpoiizymaldy Ta mianebo y paHillle HeNIKOBAaHMX MAIll€HTIB 3
METaCTaTUYHUM HEJPIOHOKIITUHHUM pakoM JereHb 4 cranii 3 PD-L1-nosutuBaumu myxauHamu (TPS
250%)(KEYNOTE-598)», MK-3475-598, 3 inkoprniopoBaHoto mornpaskoro 06 Bix 11 rpyaus 2020 poky

3asiBHUK, KpaiHa ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ] Ykpaina»

Croncop, kpaina «Mepk lapn Eax loym Kopm.», mouipue mianpuemctBo «Mepk Exn Ko., Iak.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITIA

CynyTHi —

MaTtepiaiu/mpenaparu

CYNyTHBOI Tepamii

B.o. renepasibHoro Aupexkropa Jlupekropary
(papmaneBTHYHOrO 3a0€e3Me4YeHHS Isan 3AZIBOPHUX




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocmigauka sepcist 13.0 Binx 10 ceprus 2021p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1542 Bin 06.12.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«®a3za III, pangomMizoBaHe, MOJABIHHE CIiine, KOHTPOJILOBAaHE, 0AraToIEeHTPOBE JOCTIIKEHHS 1HTiOiTOpa
PI3K xomanmici0y 3 BHYTPIIIHROBEHHMM NUISXOM BBEACHHA B KOMOIHAIii i3 CTaHIApTHOIO
IMyHOXiIMiOTepami€lo B TMOPIBHSIHHI 3 CTaHAAPTHOIO IMYHOXIMIOTEpAmi€l0 y MAalli€HTIB 3 PEIUIAUBOM
iHmonenTHOI HexomKKiHChKO1 miMpomu (1IHXJT) — CHRONOS-4», BAY 80-6946 / 17833, Bepcis 7.0 3
iHTerpoBanoro nomnpaskoro 08 Bix 14 cepnus 2019

3asBHUK, KpaiHa

TOB «baiiep», Ykpaina

Crnoncop, kpaina

baiiep AI', Himeuuuna

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa Jupexropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JlogaTok 22
10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnorene Jlocbe nocmimkyBaHoro sikapcskoro 3aco0y Heronopm, Bepcis 03 Bix 07 Bepecust 2021 poky,
aHTIIChKOI0 MOBOIO; [lo/OBXKEHHS TEpMiHY NPHUAATHOCTI JOCTIHKYBAHOTO JIKApChKOTO 3acoly
Heronopwm 1o 24 wmicsiis npu 30epiransi 3a Temmneparypu +2°C - +8°C.

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Hazsga xiriniyHOrO
BUIIPOOYBaHHSI, KOJI,

«IIpocrieKTHBHE BIJIKpUTE HEMOPIBHSIIBHE OararomeHTpoBe mociimpkeHHs I ¢asm ang  omiHkKM
(dhapmakokiHETHKH, €(EeKTUBHOCTI, MEPEHOCUMOCTI Ta OE3MeYHOCTI Mpenapary iMyHOTJIOOYIiH JIFOJUHU

Bepcis Ta Jara s migmkipHoro  BBeneHHs (HploHOpM) y  mamieHTiB i3 NEPBUHHUMH  IMyHOJC(IIMTHUMH
3axBoproBaHHsaMm», NORM-01, Bepcis 03 Bing 05 tpaBus 2021 poky

3asiBHUK, KpaiHa TOB «IIpem’ep Pecepu Ykpaina»

CnoHncop, kpaiHa «Oxradapma dapmareBTUKa [Mpoxykrionclec M.0.X» (Octapharma Pharmazeutika

Produktionsges.m.b.H.), ABcTpis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro qupexkropa Jupexropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JlonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Poznin Jlikapchka pedoBuHa Jlocke MOCIHiIKyBaHOTO Jikapchkoro 3aco0y GSK3196165, Bepcis v.l
aHTIIChbKOI0 MoOBOW0; Posmin Jlikapebkuii mpenapar Jlocke TOCHIIKYBAHOTO JIIKAPCHKOTO 3acoly
GSK3196165, Bepcis v.1 aHrmiiicbkor0 MoBorO; Jlonatku 10 J[ocke MOCIIHKYBaHOTO JiKapChKOTO 3ac00y
GSK3196165, Bepcis v.1 aHMTHCHKOIO MOBOIO; IOJOBXKEHHS TepMiny npuaatHocTi JJI3 1o 24 Micsiis

Howmep ta nara nHakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2707 Bin 28.12.2019
Ne 3059 Bin 29.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«52-TrkHEBE, 0araToIEHTPOBE, PaHIOMI3OBaHE, IMOABIWHE CJiNe TOCHIKEHHS ¢a3u 3 JUisl OLIHKHU
epexTuBHOCTI Ta Oe3neunocti nmpenapary GSK3196165 y kombOiHalii 3 METOTpEKCaTOM y MOPIBHSHHI 3
wianedo i TopanuTUHIOOM y TMAII€HTIB 3 aKTUBHUM PEBMATOINHUM apTPUTOM CEPEAHBOrO Ta TSKKOTO
CTYNEHs, SIKi MaJl HEJOCTATHIO BIAMOBiAb Ha JiKyBaHHS MeToTpekcarom», 201790, 3 mompaskoro 02 Bix
21 ciuns 2020 poky;

«baraToleHTpoBe JIOBFOCTPOKOBE PO3IIMPEHE JOCTIKEHHS 3 OIIIHKH O€3MeYHOCTI Ta €QEeKTHBHOCTI
npenapary GSK3196165 npu sikyBaHHI peBMaTOIAHOTO apTpuTy», 209564, Bin 14 xoBTHS 2019 poky

3asBHUK, KpaiHa

IianpuemcTso 3 100% ino3emuom0 iHBecTHIEI0 «AVIK’FOBIA PJIC Vkpaina»

Crnoncop, kpaina

GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTHi
MaTtepiaiu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepasibHoro Aupexkropa Jlupekropary
(¢papmaneBTHYHOrO 3a0€e3Me4eHHS Isan 3AZIBOPHHUX




Jlonatok 24

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

[TooBxeHHs TPUBAJIOCT] KJIIHIYHOTO BUMPoOyBaHHs B YKpaiHi 10 30 xoBTHs 2022 poky

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«®aza 3, OaraTroleHTPOBE paHIAOMI30BaHE IIOJBIMHE CIiNe IIare00-KOHTPOIbOBAHE JOCIIHKCHHS
dynBectpanty (Paznonexc®) 3 yu 6e3 PD-0332991 (manborukini0) + ro3eperiH y JKiHOK 3 TOPMOH-
peuentop-no3utuBHUM, HER2-HeraTHBHIUM METaCTATUYHUM PAKOM MOJIOYHOT 3aJI03H, 3 IPOTPECYBaHHIM
3aXBOPIOBAHHS ITICIISl TONEPEAHBOI €HIOKpUHHOI Teparii», A5481023, 3 iHKOPIOPOBAHOIO MOMPABKOIO
3 Big 20 >xoBTHs 2015 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEIJI Vkpaina»

Crnoncop, kpaina

Qaiizep [nk., CHIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa Jlupekropary
(¢papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHHUX




JlongaTok 25
10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Bineo mis marieHTa, yKpaiHChKOIO Ta pociiichkoro MoBamw; Jluct-moaska, penakuis 4.0, Big 07 kBiTHs
2020p., ykpaincbkor MoBoro; JIucT-nossika, pegakiis 4.0., Big 25 6epesnst 2020p., pociiicbKOO MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1265 Bin 23.06.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PanyomizoBane, TMOABIHE ciine, IUIAlE00-KOHTPOIbOBAHE JIOCHIIKCHHSI JUISl OI[HKH BIUIUBY
ayninymaly Ha 3amalieHHs TUXaJbHHUX IUISIXIB 4epe3 OLiHKY (PYHKII1 JIereHb, 3aKyIOPIOBAHHS CIIU3Y Ta
IHIIMX MapaMeTpiB Bi3yalizalii JiereHb y mamieHTiB 3 actMoio», LPS15834, 3 monpaskoro 02, Bepcis 1 Bifg
15 6epesns 2021p.

3asiBHUK, KpaiHa

TOB «Canodi-ABentic Ykpaina»

Crnoncop, kpaina

Sanofi-aventis groupe, France (Canodi-aBenric rpyn, ®paHiiis)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupexkropa Jupexropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JlonaTok 26

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

InenTudikarmis cyrreBoi Honarox 1 Bix yepBHs 2021p. 1o Bpomypu nocnignuka mis Ralmitaront (RO6889450) TAAR1(4) Partial
MTOIIPaBKH Agonist, Bepcis 6 Bix xoBTHa 2020 poky:, anriiiicekoro MoBow; WCG MedAvante-ProPhase—Roche
BP40283 — KepiBHUUTBO il Y4YacHUKA JOCIHIIKEHHS MO0 BUKOPUCTAHHS JOJATKy Zoom s
BizeokoHpepeHniii, Bepcis 1.0 Bix 13 kit 2021 p., ykpaincskoro MoBoro; WCG MedAvante-ProPhase—
Roche BP40283 —Iuctpykiii mjis maiieHTa MO0 BUKOPUCTAHHS MOJAaTKy Zoom Ui BiJIajCHUX
BineokoH(pepeniii, Bepcis 1.0 Big 13 kBiTHA 2021 p., poCiiiCEKOI0 MOBOIO; 3aIy4eHHSI 10AATKOBHX MiCIlb
MPOBE/ICHHS KJIIHIYHOTO BUMPOOYBAHHS:

No I1.1.b. BiAmIOBIMAILHOTO JOCHIIHUKA

n/n HasBa micus nmpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1. k.M.H. Canon J[.M.

JlikyBanbHo-miarnoctuunuii  nentp «XEJICI EHJI XEIID» TtoBapuctBa 3 0OMEXKEHOIO
BianosinaneHicTIO «XEJICI EHJI XEIIl», Mequunuii KIIIHIYHUA TOCTIAHUIIBKUNA [IEHTP, BT
ncuxiaTpii, M. Kui

2. K.M.H. [lenucos €.M.

KomyHnanbHe HekoMepuiiiHe mianpueMcTBo «OOnacHa KIIiHIYHA TICHXIaTpUyYHA JIIKApHS
KipoBorpancekoi  oOnacHOi  paau», IICMXOHEBPOJOTrIYHE  JUCHAHCEPHE  BIAJIIJICHHS,
M. KponuBHunpkuii, cMT. Hoe

Howmep Ta nara Hakasy Ne 833 Big 28.04.2021
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xmiiniuynoro «PangomizoBaHe, MoJBiiHE ciine, Tanedo- KOHTpoJboBaHe aociimkeHds dasu Il pis ominku edekrtiB
BUIIPOOYBaHHS, KOJI, npemnapaty RO6889450 (PanMitapoHT) y marieHTiB 13 mu3odpeniero abo 3 mu30apeKTUBHUM PO3JIa oM
Bepcis Ta JaTa Ta HeraTuBHUMHU cumnToMaMm», BP40283, Bepcis 5 Bin 15 Bepecus 2020 p.
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3asiBHUK, KpaiHa ToBapuctBo 3 OOmexenoro BinnmosimanshicTio «KonrtpaktHo-Jocminnuinpka Opranizaiis [HHO(apm-
Ykpaina»

Crnoncop, kpaina ®. Xopdmanu-JIsa Pour JIta, seiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CymyTHi —

MaTtepiaiu/mpenapari

CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 27

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Koropra 1, Hukn 1, [Jleap 1 OnuTyBadbHMKHM [UIsI OLIHKM TMAI[iEHTOM pE3yJbTAaTiB JIIKyBaHHS.
OnuTtyBadbHUK MOA0 3am0BoJieHOCTI BBeneHHsM mnpemnapaTy (TASQ-SC)*, (ckopouena Bepcis), Bepcis
Big 02 Bepecus 2021 poky, © 2020 p., Roche Products Limited. Yci mpaBa 3actepexeHi, yKpaiHCHKOIO
moBoto; Koropra 1, Hukn 2, Jenp 1 OnuTyBaJIbHUKU JUIsl OLIIHKM MAI[lEHTOM pPE3YJbTaTiB JIIKYBaHHS.
OnuTyBalbHUK MO0 3aJ0BOJIeHOCTI BBeneHHsM mnpenapaty (TASQ-IV)*, (ckopoueHa Bepcis).
OnutyBaJIbHUK JJIs1 BU3HA4YEHHs CIOCOOY, SKOMY HallieHT Biajgae nepesary. Bepcis Big 02 BepecHs
2021 poky, © 2020 p., Roche Products Limited. Yci mpaBa 3actepekeHi, ykpaiHCbko0 MOBOO; Koropra
2, Huka 3, lens 1 OnuTyBanbHUKY JUI OLIIHKY MALIEHTOM PE3yJbTaTiB JiKyBaHHA. ONMUTYBaIbHUK 111010
3amoBoJieHocTi BBeAcHHsM Tipernapary (TASQ-SC)*, (ckopouena Bepcis), Bepcis Bim 02 Bepechs
2021 poky, © 2020 p., Roche Products Limited. Yci mpaBa 3actepexxeHi, ykpaincbkoro MoBoro; Koropra
3, Huki 3, Jleas 1 OnuTyBadbHUKY JUIS OIIHKH MMAIIEHTOM PE3YJIbTATIB JIiKyBaHHS. ONMUTYBATLHUK MO0
3anoBoyieHocTi BBeAeHHsM mpenapaty (TASQ-SC)*, (ckopouena Bepcis), Bepcis Bim 02 Bepecus
2021 poky, © 2020 p., Roche Products Limited. Yci npaBa 3actepexeni, ykpaiHcbkoro MOBOI0; Koropra
2, Hukn 6, [lens 1 OnuTyBanbHUKU JUI OLIIHKH MAlllEHTOM Pe3yJIbTaTiB JIiKyBaHHS. ONUTYBaJIbHUK LI0J0
3aj10BoJieHOCTI BBeleHHsAM mpenapaTy (TASQ-IV)*, (ckopouena Bepcis). OnutyBanbHUK AJI BU3HAUEHHS
crnioco0y, IKOMY HalieHT Bianae nepesary. Bepcis Big 02 Bepecnsa 2021 poky, © 2020 p., Roche Products
Limited. Yci npaBa 3acrepeskeni, ykpaiHcbkor MoBoto; Koropra 3, Huki 6, Jlenp 1 OnutyBanbHUKY A
OLIIHKHM NAI[IEHTOM pe3yJIbTaTiB JIIKyBaHHSA. ONUTYBaJbHUK 11100 3a/I0BOJIEHOCTI BBEACHHSM Ipenapary
(TASQ-IV)*, (ckopouena Bepcisi). ONMUTYBalIbHUK Uil BU3HAUYCHHS CHOCOOY, SIKOMY MAI€HT BiIa€e
nepeBary. Bepcis Big 02 Bepecus 2021 poky, © 2020 p., Roche Products Limited. Yci mpasa
3acTepexeHi, ykpaiHcbkoro MoBoro; Koropra 1, JloctpokoBe mpunuHeHHs JikyBaHHS 10 [Jus 1 Hukmy 2.
OnuTyBaNbHUKU JUIsl OLIHKHM TAIllEHTOM pPEe3yJbTaTiB JiKyBaHHS. ONHUTYBalbHUK LIOJO0 33J0BOJIEHOCTI
BBeieHHsM nipeniapaty— (TASQ-SC)* (ckopouena Bepcist), Bepceis Bix 02 Bepecns 2021 poky, © 2020 p.,
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Roche Products Limited. Yci mpaBa 3actepexeni, ykpaiHChKko0 MoBow; Koropra 2, JlocTpokoBe
npunuHeHHs JikyBaHHS 10 JHa 1 [ukny 6. OnuTyBaJIbHUKW JJIS OIIIHKHM IIAIIEHTOM pE3yJIbTATiB
nikyBaHHA. ONUTYBaJIbHUK JUIsI BH3HAUEHHs CIOCOOY, SKOMY TMallieHT Biamae mepeBary, Bepcis Big
02 Bepecns 2021 poky, © 2020 p., Roche Products Limited. Yci npaBa 3acTepekeHi, YKpaiHCHKOIO
MoBoro; Koropra 3, JlocrpokoBe npunuHeHHs JikyBaHHs 10 a1 Hukimy 6. OnuTyBanbHUKY IJIs OI[IHKH
Mali€eHTOM Pe3yJIbTATIB JIKyBaHHA. ONUTYyBaJIbHUK JUIsl BU3HAUEHHS CIIOCOOY, SKOMY TMAIll€EHT BijJae
nepesary, Bepcis Big 02 Bepecus 2021 poky, © 2020 p., Roche Products Limited. Yci mpasa
3acTepekeHi, YKpaiHChbKOI0 MOBOIO

Howmep ta nata nHakazy Ne 2147 Big 04.10.2021
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

HasBa kiiHiuHOTO «PA3A Ib, BIAKPUTE, BAT'ATOLHEHTPOBE JOCIIDKEHHA JUIA BU3HAYEHHA
BUIIPOOYBaHHS, KO/, OINTHUMAJIBHOI JIO3M 3 METOIO OLIHKU ®APMAKOKIHETUKM, BE3IEYHOCTI TA
Bepcid Ta Jara INEPEHOCHMOCTI  HIJIIIKIPHOTO BBEJIEHHS KOMBIHALIIL TUPATOJIYMABY 1

ATE3OJII3YMABY VY ITAHIIEHTIB 3 MICHEBOIIOIIMPEHMU ABO METACTATUYHUMU
[TYXJIMHAMM», GP43365, Bepcis 3, Big 30 uepsHs 2021 poky

3asBHUK, KpaiHa TOB «Apencis Excrinoparopi Menicin», Ykpaina

CnoHcop, kpaiHa ®. Xodhdmann-JIs Pour JIta, Hiseiinapis / F. Hoffmann-La Roche Ltd, Switzerland
CynyTHi —

MaTtepiaiu/mpenaparu

CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa Jlupekropary
(¢papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHHUX




JlonaTok 28

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnena 6pomrypa gociigaunka MGDO13, Bepcis 5.0 Bix 22 munas 2021p.; Onosnena CP-MGD013-01,
[apopmamis mis mamieHTa Ta dopma 1HGOPMOBAHOI 3TOJM — PO3IMIMPEHHS KOTOPTH IS YKpaiHu,
¢inanpHa Bepcis 6.0 Big 15 Bepecus 2021 p. Ha ocHOBI aHrmiicebkoi [Hpopmanii s mamienta ta Gpopmu
iHhopMoBaHOi 3roau — po3mupeHHs koroptu, Bepcis 9.0 Bim 09 cepmus 2021 p., yKpaiHCBKOIO Ta
pociiicekoro MmoBamu; OHoBnena CP-MGDO013-01, Indopmanis mist mamienta ta ¢popma iHGopmoBaHOT
3roau — KoropTa 3 HasBHicTio ekcripecii HER2 mns Ykpainu, dinansaa Bepcis 3.0 Big 15 Bepecus 2021 p.
Ha OCHOBI aHTHiichKoi [H(popmanii 1is mamienta ta Gpopmu iHGOPMOBAHOT 3r0IM — KOTOPTa 3 HASBHICTIO
excrpecii HER2, Bepcis 9.0 Bix 06 ceprust 2021 p., yKpaiHCbKOIO Ta POCIHCHKOIO MOBaMU; 3MiHA MICIs
MIPOBEICHHS BUIPOOYBAHHS:

byno
n.M.H. KpmokaniBebka A.€.
KomyHanbHe  HekoMepliliHE  HiANPHEMCTBO
«IIpukapnaTchbkKuif  KIIHIYHUA  OHKOJIOTTYHHM
neHtp IBaHo-®dpaHkiBcbkoi 0OMacHOI paany,

xipypriusae BijuieHHs Ne3, [BanHo-DpaHKIBChKUiI
HalllOHAIBHUI MEeIWYHMIA YHIBEpCUTET, Kadenpa
OHKOJIOT1, M. IBaHO-DpaHKIBChK

Crano
n.M.H. KpmokaniBepka A.€.
KomyHanbHe  HekoMmepliiiHe  MiANPHUEMCTBO
«IIpukapnaTcbkuii  KIIHIYHUA  OHKOJIOTTYHHM
neHtp IBaHo-®dpaHkiBCbKOi 00JIaCHOI paan»,

xipypriude BigauieHHs Ne3 TOpMOHO3alEKHUX
OyXJIMH Yy  KIHOK,  IBaHO-®paHKIBChKUI
HalllOHAJTFHUN MEAMYHHUM yHIBEpCUTET, Kadeapa
oHkoJorii, M. [BaHo-DpaHKiBCHK

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

Ne 2313 Big 12.12.2018

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpurte pocmimpkeHHs 1 ¢das3m, mo BHepiie TPOBOAUTHCS Ha JIIOAWHI, 3 eckainarieo go3u MGDO13,
6icierugiunoro DART® mpoteina, mo 38'a3ye PD-1 ta LAG-3 y nauieHTiB 3 HeonepabeabHUMHU abo
MeTacTaTHYHUMH HOBOYyTBopeHHsMm», CP-MGDO013-01, 3 iHkopriopoBaHot0 monpaBkoto 7 Bix 07 TpaBHs
2021 poky
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3asiBHUK, KpaiHa

TOB «KLIP Ykpaina»

CnoHcop, kpaina

Maxpo/Ixenikc, [ak. (MacroGenics, Inc.), CIIIA

CymyTHi
MaTtepiaiu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa JIupexropary

papmaneBTHYHOrO 3a0€e3ne4eHHS

Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomypa nocmiganka MK-3475, sunanns 21 Bin 02 Bepecus 2021p., anrmiiicekoro MOBO; bpormrypa
nocmigauka MK-7684/MK-7684A, sumanns 9 Bix 23 cepmrst 2021 poky, aHMIIHCHEKOI0 MOBOIO; AHKETa
oo crany 310poB’st EQ-5D-51, nepeknan Ha yKpaiHChKYy MOBY JUIsi YKpaiHU, TEKCT sl Tele(hOHHOTO
iHTepB’10; ONMUTYBAJILHUK MMOA0 cTaHy 370poB’st EQ-5D-5L, Bepcis Ha pociiichkiii MOB1 it YKpaiHu,
TEKCT s TeleOHHOTO 1HTepB 10; ONUTYBATBHUK s OIiHKH SKOCTi ®UTTsI — Core 30, Bepcis 3 (QLQ-
C30), Cuenapiit mpoBenieHHSI TelePOHHOTO 1HTEPB 10, Bepcia 2.0, yKpaiHChKOI0 MOBOIO; ONUTYBaIbHHUK
Il OLIHKK sIKOCTi *UTTSA 13 30 mutanb, QLQ-C30 (Bepcis 3), CKkpunT UIs MPOBEACHHS OMUTYBAaHHS I10
tenedony, Bepcis 2.0, pociiicbkoro MOBOI; ONUTYBaIbHUK ISl OLIIHKH SIKOCT1 JKUTTS MPH PaKy JIET€Hb
(QLQ-LC13), TumuacoBwmii crieHapiii nmposeaeHHs TeseoHHOro iHTepB 10, Moayns 10 QLQ-C30, Bepcis
1.0, ykpaiHCchKkOHO MOBOI; ONHUTYBAJIbHUK JUIS OLIHKH SIKOCTI JKUTTS mpu paky serenb (QLQ-LC13),
[lomepenuiii ckpunT A7 TPOBEACHHS ONUTYBaHHS 1o Tenedony, Moayns QLQ-C30, Bepcis 1.0,
POCIHCHKOO MOBOIO

Howmep ta nata Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 762 Bix 20.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonientpoBe, panaomizoBaHe, mojBiiiHe ciine pocmimxenHs Il ¢a3zu kombOinamii MK-7684 3
nemOposnizymabom (MK-7684A) mopiBHSHO 3 MOHOTEpari€lo MmeMOposiizsymadboM B SIKOCTI MEPIIOi JiHIT
Tepamii Juig ydacHUKiB 3 PD-L1-mo3uTMBHUM MeTacTaTMYHMM HEAPIOHOKIITMHHUM DPAaKOM JIET€HIBY,
MK-7684A-003, 3 inkopriopoBanoto rornpaskoro 01 Bijx 28 mrotoro 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHo1o0 BianoBiganeHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

«Mepk Hlapn eng Joym Kopm.», gouipue nianpuemctso «Mepk enn Ko., [akx.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa lupexkroparty

(apmaneBTHYHOrO0 3a0€e3ne4YeHHS

IBan 3AZIBOPHUX




Jonatok 30
10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

26.10.2021 Ne 2347

Inentudikaris cyTTeBoi
MOTIPaBKH

bpomypa nocmiganka MK-3475, sunanns 21 Big 02 BepecHs 2021p., aHTIHCHKO0 MOBOO; 3MiHA HAa3BU
MICIIsl POBEJICHHS KIIIHIYHOTO BUITPOOYBaHHS:
byno

Craio

n.M.H. KpmokaniBebka A.€.

KomyHnansHuii 3aKnaj «IIpukapnarcbkuit
KIIHIYHUI OHKoJOTiYHUE neHTpy», Il xipypriune
BinieHHs, Jlep)KaBHMM BUINMK HaBYAJIbHHUMA
3aknan  «IBaHO-DpaHKIBCHKHMI  HaliOHAJTBEHHUHA
MEJAMYHUN YHIBEPCUTET», Kadeapa OHKOJOTII,
M. [BaHO-DpaHKiBCHK

I.M.H., mpo¢. KpmxaniBceka A.€.
KomyHnanbHe — HekomepliiiiHe
«I[IpukapnaTChbkuii  KTIHIYHHA  OHKOJIOTIYHHUN
neHTp I[BaHo-®paHKIBCHKOI 00JacHOI pagn»,
xipypriune BigaiaeHHs Ne3 ropMOHO3aNEKHUX
OyXJIMH Yy  OKIHOK,  IBaHO-DpaHKiBCHKHI
HaIlOHAJILHUI MEIWYHUN yHIBepcUTeT, Kadeapa
OHKoJIOT11, M. IBaHO-®PpaHKIBCHK

HiITPUEMCTBO

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

Ne 636 Bin 22.03.2019

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBane, mnoxBiHe ciine npociaiypkenHs Il dasum npoegeHHst ximioTepamii 3 abo 0e3
nemMOpoi3ymMaly 3 MOAaibIIUM MiATPUMYIOUMM JIKYBaHHSAM ojanmapubom abo muanedo ans Tepamii
NepIIoi JiHIT y Mali€HTIB 3 PO3MOBCIOJKEHUM eMiTeNiaabHuM pakoM sieuHukiB (EPS) 6e3 myraniii y rexi
BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036,
3 iHKopnopoBaHoto nonpaskoro 03 Bix 12 6epesnst 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianopinanbHicTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Ena Hoym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTru
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 31
10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporokon xiiHiwHOTO mMochimkenas MOR202C206, sepcis 2.0 Bim 01 Bepecus 2021 p.,
aHTIIMCHKOI0 MOBOIO; bporypa mociigHuka I0CHIKyBaHOTO JiKapchkoro 3aco0y Felzartamab, Bepcis
15 Bixg 07 wepBHs 2021 poky, aHrmiiicekoro MoBoto; [H(oOpMaris ans manieHTa ta Gpopma iHPOpMOBaHOT
3roau Ui YKpaiHu, aHIHChKO MOBOIO, Bepcis 2.0 Bix 15 BepecHs 2021 p.; [Hdopmartis nis marieHTta
Ta ¢opma iHHOpMOBaHOI 3roau A YKpaiHH, YKpaiHChKOI MOBOIO, Bepcis 2.0 Bix 15 BepecHs 2021 p.;
Indopmaris ans namienta Ta Gpopma inpopmoBaHoi 3roau s YKpaiHu, pociiicbkor MOBOIO, Bepcis 2.0
Bix 15 BepecHs 2021 p.; Indopmarist s mamienta ta ¢popMa iHPOPMOBAHOI 3roAuM Ha 30ip JaHUX PO
BariTHY Malll€eHTKY/BariTHy MapTHEPKY Ta HOBOHAPOHKEHY AUTHUHY/HEMOBIIS, aHTII1HCHKOI0 MOBOIO, BEpCis
3.0 Bix 15 Bepecns 2021 p.; [npopmanis misa namienra ta popma iHpopMoBaHOT 3rou HA 30ip TaHUX PO
BariTHy Mali€HTKY/BariTHy NapTHEPKY Ta HOBOHAPOJKEHY IUTHHY/HEMOBJIS, YKPaiHChKOK MOBOIO, Bepcis
3.0 Bix 15 Bepecns 2021 p.; [ndopmanis st manieHTa ta popma iHPOPMOBAHOI 3rou Ha 30ip AAHUX MPO
BariTHy MAallleHTKY/BariTHy NapTHEPKY Ta HOBOHAPOJKEHY AUTHUHY/HEMOBIIS, POCIMCHKOI MOBOIO, BEPCis
3.0 Bix 15 Bepecus 2021 p.; Indopmarist s namierra ta popma iHPOPMOBAHOI 3TOAU JUIsI KOPUCTYBaHHS
nociayramu kommnaii «Ckayt Kninikam» ans Ykpainu, aHriiiicbkoro MoBoto, Bepeid 2.0 Big 15 BepecHs
2021 p.; Indopmanis nns namieHta Ta ¢GopMa 1HQOPMOBAHOI 3roAM ISl KOPHCTYBaHHS IOCIyTaMu
komnaHii «Ckayt Kninikam» mis Ykpainu, ykpaiHcbkoro MoBoro, Bepcis 2.0 Bix 15 BepecHs 2021 p.;
[npopmanis s mamienta ta ¢opma 1HQOPMOBAHOI 3roAM ISl KOPUCTYBaHHS NOCIyraMu KOMIaHIil
«Cxkayt Kninikam» ans Ykpainu, pociiicbkoro MoBoto, Bepcis 2.0 Big 15 Bepecusa 2021 p.; Enexkrponni
muctu Bij «Ckayt Kuinikamy, aHrmiiicbkoro mMoBoro, Bepcis 2.0 Big 16 Bepecus 2021 p.; EnextponHi
muctu Big «Cxayt KiiHikam», ykpaiHchkoro MoBoro, Bepcis 2.0 Bin 17 BepecHs 2021 p.; EnextponHi
muctu Big «Ckayt Kninikany, pociiicbkoro MoBoto, Bepcist 2.0 Big 17 Bepechs 2021 p.

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1265 Big 23.06.2021
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HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«IloxBifine crmine, paHaOMi30BaHE, IUIANE00-KOHTPOIHOBAHE, OAraTOIEHTPOBE KIIIHIYHE TOCIIIKEHHS
¢a3wu Ila 3 orinku edeKTUBHOCTI Ta Oe3mevHocTI (henb3apTamady Ha OCHOBI JIFOACHKUX aHTUTLT 10 CD38 y
nikyBanHi IgA-aedponatii — IGNAZ», MOR202C206, Bepcis 1.0 Bix 23 nmuctonana 2020 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHor BimmosizansHicTio «KoHTpakTHO-/{ocmiaaunpka Opranizamis InHODapMm-
Ykpaina»

Cnoncop, kpaiHa

MopdoCuc AI', Himeuunna / MorphoSys AG, Germany

CynyTtHi
Marepiaiau/mpenapaTu
CYITyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




JlonaTok 32

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyTTeBoi
MOTIPaBKH

3asydeHHs JOJaTKOBUX MICIIb POBEACHHS KIIHIYHOTO BUIPOOYBAHHS !
Ne I1.I.B. BigmoBigaaLHOTO JOCIIIHUKA
n/u Ha3sa micis nmpoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. nikap Jlinenpka O.I1.

KomyHnanbne HexoMepuiiHe MTiANPHEMCTBO <« KUTOMHPCHKUI OOJACHUN OHKOJIOTIYHHUHA
nucrnancepy KuToMupehbkoi 001acHoi pajy, XiMioTepaneBTUYHE BiUTIICHHS, M. JKUTOMUD

2. nikap lIredypa B.B.

MenuyHuil IICHTP TOBAPUCTBA 3 00OMEKEHO BINMOBIaNbHICTIO «"apMoHis kpacu», M. Kuis

3. nikap Birypo M.C.

MenuyHuil IEHTp TOBAapHCTBA 3 OOMEKEHOIO BiAmoBiganpHICTIO «Mpiss Men-Cepsicy, Biaaia
KIIHIYHUX JOCHiKeHb, M. Kpuwii Pir

Howmep Ta nata Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2237 Bin 18.10.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBane, BinkpuTe, OararoreHTpoBe nociikeHHs (a3 III 3 omiHku edexkTuBHOCTI Ta
0e3MeyHOCTI aJ’IOBaHTHOI Tepamii TipeleCTpaHTOM IOPIBHAHO 3 @/ IOBAaHTHOIO EHJIOKPUHHOIO
MOHOTEpaMni€o 3a BUOOPOM JIiKaps B MAlll€HTIB 3 €CTpOreH-penentop-no3utuBHuM, HER2-HeratuBHuM
paKoM MOJIOYHOI 3a11031 Ha paHHii crafiin, GO42784, Bepcis 2 Bix 30 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMexeHnoro BingmosiganpHicTiIo «KOHTpakTHO-IOCHIAHUIBKA opraHizaiis [HHODapMm-
Ykpaina»

CnoHcop, kpaiHa

®. Xopdmann-JIs Pour JItn, [seiinapist (F. Hoffman-La Roche Ltd., Switzerland)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepanbHoro gupexkropa lupexkropary

(apmaneBTHYHOrO0 3a0€3nMe4YeHHS

IBan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
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Inentudikaris cyTTeBoi
MOTIPaBKH

bpomypa nmocmignuka st npenapaty Hipamapu6 Niraparib (ZEJULA), Bepcis 12, Bim 23 4epBHS
2021 poky, aHITCEKO MOBOIO; bporrypa mociinauka ais npenapary Aodiparepony amerar JNJ-212082
ZYTIGA (abiraterone acetate) , Bepcis 16, Big 11 yepBHs 2021 poky, aHITICBKOIO MOBOIO; bporrypa
JOCHITHUKA I JOCHIKyBaHOro Jiikapcbkoro 3aco0y CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination) (komGiHartisi (ikcoBaHMX /103 HipanapuOy/adipaTepoHy aleTaty), BUAaHHS 2, Bil
03 ceprast 2021 poky, aHTITIHCEKOI0 MOBOIO.

Howmep Ta nara nakasy Ne 762 Big 20.04.2021

MO3 11010 3aTBEPIKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kI1iHi9HOTO «Bigkpute, paHmOMi3oBaHE JOCHIDKCHHS I OIHKKA  BigHOCHOiI  Oiomoctymuocti (BM) i

BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

6ioekBiBanienTHOCTI (BE) mpenapariB y Burisai koMmOiHanii i3 ¢ikcoBanoro ao3or (K®J) wipamapudy
e abiparepony arerat (AA) y MOpiBHAHHI 3 HipanapuOoMm 1 AA, 1m0 MPU3HAYAIOTHCS OJHOYACHO Y
BUTJIAZI MOHOIIpENapariB, y YOJIOBIKIB 3 pakoM MepeamixypoBoi 3ano3u», 67652000PCR1001, Bepcis
[Torpaska 2 Bix 19 kBiTHa 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

Anccen ®@apmarietuka HB /Janssen Pharmaceutica NV , benbris

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa {upexkroparty

(hapmaneBTHYHOrO 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX
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Inentudikaris cyrreBoi
MOTIPaBKH

[TooBsxeHHs TPUBAJIOCTI KITiHIYHOTO BUIpoOyBaHHs B YkpaiHi 10 30 BepecHs 2022 poky

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«22-TxHeBe, OaraToleHTpoBe AOCHiIKeHHS (a3u 3 3 paHAOMI30BaHOIO BigMmiHOIO mpemnapary TD-9855
Ipy JIKyBaHHI CHMITOMATHYHOI HEHPOTEHHOI OPTOCTATUYHOI TIMOTEH3ii B MALi€HTIB i3 MEPBUHHOIO

BEereTaTMBHOIW HemoctatHicTion, 0170, Bepcis 1.0 3 iHKopmopoBaHOw mompaBkow 4 Bix 05 cepmHs
2020 poky

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

Theravance Biopharma Ireland Limited, Ipaanmist

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa Jlupekropary
(papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHHUX
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Inentudikaris cyrreBoi
MOTIPaBKH

Bpomypa nocninnuka (Pykamapi0), Bepcist 14.0 Bim 23 cepmusa 2021 poky aHITIHCHEKOIO MOBOIO;
[IponoBkeHHs TpuBanocTi KiiHiuHOTO BUNpoOyBanHsa CO-338-043 B Ykpaini 3 31 xoBTHs 2021 poky mo
01 motoro 2022 poky

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 296 Bin 20.03.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«ARIEL4 (ominka pykanapiOy B IOCHI/DKEHHI paKy S€YHHKIB): OaraTOLEHTPOBE pPaHIOMI30BaHE
nociimkeHHs ga3u 3 3acToCyBaHHA pyKamnapiOy MOpiBHIHO 3 XiMiOoTepamiero Uis JIIKyBaHHs MAI[lEHTOK 13
perIuByOUNM, 110 Mae MmyTalito reHa BRCA, BHCOKOTO CTYIEHIO 3JI0SKICHOCTI €MiTeNiaTbHIM PaKoM
SI€YHUKIB, MATKOBUX TpyO a00 mepBUHHUM pakoM ouyepeBuHmn», CO-338-043, nonpaska 2 BiJ 23 KOBTHSA
2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIIIOBIIAJIGHICTIO «®APMACBIOTIKAJTT PICEPY
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnoHcop, kpaina

Clovis Oncology, Inc., CIITA

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupexropary
dapmaneBTHYHOrO 3a0€e3MeYeHHS IBan 3AJIBOPHUX
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Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa HAa3BU MICIIS POBEACHHS KIIHIYHOTO JOCIiIKEHHS !

byno

Craio

k.M.H. Kocynbaukos C.O.

KomynaneHuit  3akiman  «J[HinpomnerpoBchka
oOmacHa kiiHiyHa JikapHa iM. L.I.MeunukoBay,
BigauieHHs xipyprii Ne2, Jlep>kaBHuUW 3akiaj

«/lainpomerpoBcrKa MeanYHa akagemis | xipyprii  Ne2,  JIHIDpOBCHKHE  Jep:KaBHUU
MinicTepcTBa OXOpOHM 370pOB’S  YKpaiHu», | MEMUYHUI  YHIBepcUTeT, Kadeapa ypoJiorii,
kadenpa yposorii, M. AHInpo M. JIHimTpo

k.M.H. Kocynbaukos C.O.

KomyHanbHe mianpueMcTBo «JIHimponeTpoBchka
oOmacHa kmiHiyHa JikapHsa iM. L.I. MednukoBa»
JIHITpONETPOBCHKOI 00JIACHOT painy, BiIIUICHHS

Howmep ta nata Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 9 Bin 02.01.2019

HazsBa xiniHiyHOTO

«PannoMi30BaHe BIJKpUTE JOCTIKEHHS 3 aKTMBHUM KOHTPOJIEM, L0 NMPOBOAMTHCSA 3 METOIO OLIHKU
0e31e4HOCTl, NMePeHOCUMOCTI ¥ edekTuBHOCTI adaliluHy JUIsi BHYTPIIIHBOBEHHOIO / MEPOPabHOTO
3aCTOCYBaHHA NpU JIIKyBaHHI MAIi€eHTIB 31 CTa(iIOKOKOBUMM I1HQEKIIIMH KICTOK abo cyrioOiBy,
Debio 1450-BJI-205, ocratouna penakitist 5.0 3 inTerpoanoro [Tonpaskoro 2 Big 14 sxoBTHs 2020 p.

BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

3asiBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTIAJIBHICTIO «ITI EC AUI-YKPATHA»

CrnoHcop, kpaina «Jleb6iopapm [aTepuenmnn CA» [Debiopharm International SA], lIBeiiapist

CynyTHi —
MaTepiaau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa lupexkroparty

dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX
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Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnena bpomrypa Jlocnigauka Ha npenapat Konmmsyma0, mpoekt NN7415, I'emodinis A ycknaaneHa
abo HeyckinaaHeHa iHrioiTtopamu 10 ¢daktopa VIII, T'emodinmis B ycknagneHa abo HeycKIagHEHa
iHridiTopamu 1o dakropa IX, Bumannsa 11, ¢inanena Bepcis 1.0 Bix 7 Bepecust 2021 p., aHTITIHCEKOIO
MOBOIO

Howmep ta nara nHakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2487 Bin 17.12.2019
Ne 38 Big 11.01.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«EdexTuBHIcTh Ta Oe3neka mnpodinakTuyHOro 3actocyBaHHs KoHIM3yMaly y Maii€HTiB 3 reModiiiero
A un b, He ycknaanenorw iHribitopamm», NN7415-4307, ¢dinansna Bepcis 5.0 Big 25 6epesns 2021 p.;
«EdexTuBHicTh Ta Oe3neka mpodinakTHuHOro 3actocyBaHHS KoHIM3ymaly y MamieHTIB 3 reModiniero
A uu b, ycknannenoto iHriditopamuy», NN7415-4311, ¢dinansna Bepcist 7.0 Big 18 uepsus 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hoprick Ykpaina»

Crnoncop, kpaina

Novo Nordisk A/S (Jlanis)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamnii

B.o. renepasibHoro nupexkropa Jlupekropary
(papmaneBTHYHOrO 3a0€e3Me4YeHHS Isan 3AZIBOPHHUX
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Inentudikaris cyrreBoi
MOTIPaBKH

OnoBienuii mpotokon kiiHigyHOrO BHnpoOyBanHs Debio 1143-SCCHN-301, Bepcis 7.0 Bix 28 uepBHA
2021 poKy, BKIIOYAKOYH MOMNpPaBKUA 1-6 aHIIChKOI MOBOIO; [H(opMaIlis 11010 TOMUIKHA B MPOTOKOJII
kiiHiuHoro BunpoOyBanHs Debio 1143-SCCHN-301 Bepcii 7.0 Big 28 uepsust 2021 poky aHTIIHCHKOIO
MoBoro; Ononenuit Debio 1143-SCCHN-301 Indopmaniiinuii nuctok 1 popma 3roau uisi OCHOBHOTO
nocmiukeHHs it Ykpaian, Bepcist 3.1.0 Bix 12 cepmast 2021 poky yKpaiHCBKOIO Ta pOCIHCHKOI0 MOBAMU;
Omnosaenuii Debio 1143-SCCHN-301 ITangemis COVID-19 Indopmaniitauii 1ucTok 1 opma 3roau s
VYkpainn, Bepcis 3.1.0 Bim 12 cepnHs 2021 poky yKpaiHCBKOIO Ta pPOCiiicbKol0 MoBamu; OHOBIICHE
BiTaJbHE KEpIBHUIITBO Ta rpadik BI3UTIB 31 HIOJEHHUKOM ydacHuKa kommanii TrilynX, ykpaiHChKOIO
MOBOIO Il YKpainu, pemakuis 2 Big 13 cepmus 2021 p.; OHOBieHe BiTadbHE KEPIBHHLTBO Ta rpadik
BI3UTIB 31 IIOJIGHHUKOM yudacHuKa komradii TrilynX, pociiicbkol0 MOBOIO i YKpaiHu, pelakiis 2 Bif
13 cepnust 2021 p.; 3any4eHHsI HOBOTO TOKYMEHTa KiiHiYHOTO BUnpoOyBanus — Debio 1143-SCCHN-301
I[ndopmaritinuii  ouctok 1 Qopma iHpopMoOBaHOI 3roaM Ha TPOBEICHHS HEOOOB’SI3KOBOTO
(dapmakoreHeTHUHOTrO aHanmizy id Ykpainu, [omarox b, Bepcis 2.1.0 Big 12 cepnus 2021 poky
YKpPaiHChKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep Ta nata Hakazy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannomizoBane, moABIiHE ciine, MIaNe00-KOHTPOIbOBAaHE MOCHiKeHHs ¢a3u 3 1 BHUBUEHHS
npenapaty Debio 1143 B komOiHalii 3 XiMIOTEpaIli€l0 Ha OCHOBI IMpenapaTiB IIATUHU Ta ITPOMEHEBOIO
Tepari€er 3 MOAYJIbOBAHUM 3a IHTEHCHBHICTIO MTyYKOM 1 CTaHJAPTHUM (PpaKLiOHYBAaHHSIM y TMALIEHTIB i3
MICIIEBO PO3IMOBCIOJDKEHOIO TUIOCKOKJIITHHHOIO KAapIMHOMOIO TOJIOBH Ta INHWI, IO BiJOBIJaOTh
KpUTEpisM Ui paauKaiabHOI XimionpomeneBoi Tepamii (TrilynX)», Debiol143-SCCHN-301, Bepcis 6.0
Bix 7 rpyass 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»
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Crnoncop, kpaina Debiopharm International S.A., Switzerland (ILIseiimapist)

CymyTHi —
MaTtepianu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa JIupexropary
¢papmaneBTHYHOrO 3a0€e3ne4eHHS Isan 3AZIBOPHHUX
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Inentudikaris cyrreBoi
MOTIPaBKH

Omnosiiena 6pomrypa gociigauka 3 npenapary KPT-330 ceminekcop, pemakitist 11.0 Bix 30 mumas 2021

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

No 545 Big 19.05.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Bigkpure pangomizoBaHe KOHTPOJIbOBAaHE NOCHIIKeHHS 3 (a3u, CIpsMOBaHE Ha OLIHKY CelliHEeKCcopY,
oopre3omiOy Ta nexcameTa3zoHy (cxema SVd) B mopiBHSHHI 3 60pTe30MiOOM 1 JIeKcaMeTa30HOM (cxema
Vd) y mnamieHTiB 13 penuAMBYIOUYOK ab0 pedpakTEepHOIO MHOXKHHHOK Mienomoro», KCP-330-023,
penakiiis 4.0 3 iIHKOPIIOPOBaHOKO morpaBkoro 3 Bix 17 cepras 2018

3asiBHUK, KpaiHa

TOB «IOKYME/JIC» («CIA JOKYMEJIC»), JlaTBis

Crnoncop, kpaina

«Kapiodapm Tepanbrotukc [nkopniopeitreny, CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa Jlupekropary
(papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHHUX
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Inentudikaris cyrreBoi
MOTIPaBKH

Ckopouene Jloche nOCHiKyBaHOTO Jikapchbkoro 3acoOy JlenBatuniO, Bepcis 3.0 Bim 24 BepecHs
2021 poky, aHrmiiicekoro MoBoro; 3amydeHHss kommanii Catalent CTS (Edinburg) Limited, UK, sx
J0JaTKOBOT BUPOOHWYOI IUISHKH, BiANOBIJAIbHOI 32 MapKyBaHHS, BUIIYCK Ta IMOCTa4aHHS Iperapary
JlenBaTuHiO

Howmep ta nara nHakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«[IpocniekTHBHE, paHIOMi30BaHe, IUIAlc00-KOHTPOJIbOBAaHE, TOJBIHE ciine, OaraTolEHTPOBE,
peectpaniiine xiiHigHe AocmipkenHs ¢asu I s nopiBusHHS Topunanimady (JS001) y moennanHi 3
JEeHBAaTHUHIOOM Ta manebo y TMOe€lHaHHI 3 JIeHBaTHHIOOM sk Tepamii 1-i diHIT Opu HOMMpPEHii
remaronemosipHii kapruaomi (I'LIK)», JS001-027-111-HCC, Bepcis 1.2 Big 02 BepecHs 2020 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% ino3zemuom0 iHBecTHIicI0 «AVIK’FOBIA PJIC Ykpaina»

Crnoncop, kpaina

Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnibHoro nupexkropa J{upexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jomatok 41

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

VIR-2218-1006 (mocnimxennss MARCH) OcnoBna Indopmanis mis namienta ta ¢popma iHpopMOBaHOT
3TO/M, aHTJIHCHKOI MOBOK It YKpainu, Bepcis 2.0 Bix 18 cepmas 2021 p. Ha OCHOBI MIXHAPOIHOT
0azoBoi ®I3 mis ocHoBHOTO mociimkeHHs, Bepcis 3.0 Bim 05 cepmus 2021 p.; VIR-2218-1006
(mocnimxennss MARCH) OcuoBHa Indopmamis ans mnamienta Ta ¢opma iH(GOpPMOBaHOI 3rojw,
YKpaiHCBhKOI0 MOBOIO JUts YKpainu, Bepcis 2.0 Bix 18 cepmus 2021 p. Ha ocHOBI MikKHapoaHOi 6a30BOi
®I3 mns ocHoBHOro pociimxkeHHs, Bepcis 3.0 Bixm 05 ceprus 2021 p.; VIR-2218-1006 (mociimkeHHs
MARCH) Ochnosna Indopmanis s namienta ta ¢opma iHPOPMOBAHOI 3T0/IH, POCIHCHKOI0 MOBOO IS
VYkpainu, Bepcis 2.0 Big 18 ceprHs p. Ha ocHOBI Mi>kHapoaHOT 6a30B01 DI3 17151 OCHOBHOTO JOCIIIKEHHS,
Bepcis 3.0 Bix 05 ceprus 2021 p.; VIR-2218-1006 (nocmimkennss MARCH) Indopmartis 1uis namienra ta
dbopma iHdopmMOBaHOI 3roau Ha HEoOOB’s3KOBe AonaTkoBe pociimkeHHs DK mpemapary VIR-2218,
aHTITICHKOI0 MOBOIO It YKpainu, Bepcis 2.0 Big 18 cepmus 2021 p. Ha ocHOBI MiKHapoHOI 6a30BOi
Bepcii st momarkoBoro nocmipkeHHs DK, Bepcis 3.0 Bim 05 cepmas 2021 p.; VIR-2218-1006
(mocnimxenass MARCH) Indopmanis mig namienta ta ¢popma iHGOpMOBaAHOI 3rod Ha HEOOOB’I3KOBE
nonatkoBe fpociikenHs ®K npenapaty VIR-2218, ykpaincbkoro MoBOIO Juist Ykpainu, Bepcis 2.0 Bixg
18 cepniust 2021 p. Ha OCHOBI MIDKHApOAHOI 0a30Boi Bepcii 1 goaaTkoBoro gociimkenHs OK, sepcis 3.0
Bix 05 cepmust 2021 p.; VIR-2218-1006 (mocnimkenas MARCH) Iudopmartis ans mamienta ta ¢popma
iH(opMoBaHOT 3roM HAa HEOOOB s13koBe noaatkoBe aociimkenHs OK npemapary VIR-2218, pociiicbkoro
MoBoOO Ans Ykpainu, Bepcist 2.0 Big 18 cepmua 2021 p. Ha OCHOBI MiXKHapoJHOi 0a30BOi Bepcii AJis
nonatkoBoro gocmimkeHHs @K, Bepcis 3.0 Bim 05 cepmus 2021 p.; VIR-2218-1006 (mociimxeHHs
MARCH) Iadopmanis s namieHta ta ¢gopma 1H(GOPMOBaHOI 3roJd Ha HEOOOB’SI3KOBE J10JIaTKOBE
nocmixennss MKIIK, anrmificekoro MoBoro anst Ykpainu, Bepcis 2.0 Big 18 cepnusg 2021 p., Ha OCHOBI
MiKHapoaHoi 0a3zoBoi Bepcii 3.0 mns momatkoBoro gociimkeHHs MKIIK Big 05 cepmas 2021 p.;
VIR-2218-1006 (mocnimxenus MARCH) Indopmartis nns mamienta ta gopma iHhopMoOBaHOI 3roju Ha
HeoOoB’s13koBe fonatkoBe aocmikeHHs MKIIK, ykpaincbkoro mMoBoro s Ykpainu, Bepcis 2.0 Bin
18 ceprus 2021 p., Ha ocHOBI Mi>kHapoAHOT 6a30Boi Bepcii 3.0 ans qogaTkoBoro pociimkenns MKIIK Big
05 cepras 2021 p.; VIR-2218-1006 (mocnimkenast MARCH) Tadopmarrist muis narienTta ta gopma




2 MPOJIOBKEHHS JoaaTka 41

iHpopMoOBaHOi 3rou Ha HEOOOB’s3KOBe aoxatkoBe pocmimkeHHs MKIIK, pocilicbkoro MOBOIO JUIs
VYkpainu, Bepcis 2.0 Bix 18 cepmas 2021 p., Ha ocHOBI MibkHapoaHOI 6a30B01 Bepcii 3.0 11 101aTKOBOTO
nocmimxenass MKIIK Bix 05 cepmasg 2021 p.; VIR-2218-1006 (nocnimxenass MARCH) Indopmaris s
namienTa ta ¢gopma iHGOpMOBaHOI 3rou Ha 30ip JaHHMX PO BAriTHY Malli€eHTKY ab0 BariTHy MapTHEPKY
MarieHTa Ta HOBOHAPOJDKEHY AWTHHY / HEMOBIIA, aHTIIHCHKOK MOBOIO 1JIs YKpainu, Bepcis 2.0 Bix
18 ceprast 2021 p., Ha OCHOBI MikHapoAHOI 6a30B01 PI3 HA PO3KPUTTS JAHUX PO BaAriTHICTH, Bepcisa 3.0
Bix 05 cepmast 2021 p.; VIR-2218-1006 (mocnimkenas MARCH) Tadopmartis ans mamienta ta ¢popma
iHpopmoBaHOi 3roau Ha 30ip JaHWX PO BariTHy NAIli€eHTKy a00 BariTHy MNapTHEPKY NallieHTa Ta
HOBOHAPOJDKECHY TUTHHY / HEMOBIIS, YKPaiHCHKOIO MOBOIO JUtst YKpainwu, Bepcis 2.0 Bix 18 ceprus 2021 p.,
Ha OCHOBI MDKHapoAHOi 06a3oBoi ®PI3 Ha PO3KPUTTA JaHMX PO BariTHICTH, Bepcis 3.0 Big 05 ceprHs
2021 p.; VIR-2218-1006 (nocmimxenns MARCH) Indopmarnist st marienra ta ¢opma iHpopmMoBaHOi
3roju Ha 301p JaHUX MPO BariTHy HallieHTKY a00 BariTHy NapTHEPKY Malli€HTa Ta HOBOHAPOKEHY TUTHHY
/ HEMOBJISA, POCIHCHKOI0 MOBOIO JUTst YKpainu, Bepcis 2.0 Bix 18 cepmas 2021 p., Ha OCHOBI Mi>XKHApOIHOT
6azoBoi @I3 Ha PO3KPUTTS JaHUX HpPO BaritHicTh, Bepcia 3.0 Big 05 cepmusa 2021 p.; VIR-2218-1006
(mocmimxerast MARCH) Jlomaroxk no IHdopmamii mist mamienta ta Gopmu iHPOpPMOBAHOI 3roau Ha
HeoOoB’s13koBe noaatkose aociikeHHs OK mpenapary VIR-2218, anrmiiicbkoro MOBOIO [UIsl YKpaiHu,
Bepcis 2.0 Bix 18 cepmas 2021 p. Ha OCHOBI MDKHAPOIHOI 0a30BOT BepcCii IS JOJATKOBOTO JOCIIIKEHHS
@K, Bepcis 3.0 Big 05 ceprmus 2021 p.; VIR-2218-1006 (nocnimkenns MARCH) lonatok no [ndopmarii
JUId maiieHTa Ta Gopmu 1HGOPMOBaHOI 3ro/iM Ha HEOOOB A3K0BE JoaaTKoBe AociimkeHHs K npenapary
VIR-2218, ykpaincbkoro MoBoro Ut Ykpainu, Bepcis 2.0 Bix 18 cepnus 2021 p. Ha 0CHOBI Mi>KHapOAHOT
0a3oBoi Bepcii s gogatkoBoro gociimpkeHHs @K, Bepcis 3.0 Big 05 cepmast 2021 p.; VIR-2218-1006
(mocmimxenus MARCH) [lonatoxk no Indopmarii ans mamienta ta ¢gopmu iHGOpMOBaHOI 3rogu Ha
HeoOo0B’s13koBe JonaTkoBe aociikeHHs @K npenapary VIR-2218, pociiicbkoro MOBOIO At YKpaiHu,
Bepcis 2.0 Big 18 cepmas 2021 p. Ha OCHOBI MDXKHAPOIHOI 6a30BO1 BepcCii A JOJATKOBOTO JOCIIIKEHHS
@K, Bepcis 3.0 Bix 05 cepnust 2021 p.

Howmep Ta nara Hakasy Ne 1586 Big 29.07.2021
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHH

HazBa kiiHiuHOTO «ocnimkennsa ¢as3u 2 1t OLiHKY 0€3MeYHOCTI, IEPEHOCUMOCTI Ta e()eKTUBHOCTI KOMOiHallli MpenapariB
BUIIPOOYBaHHS, KOJI, VIR-2218 1 VIR-3434 y namieHTiB i3 XpoHIYHUM BipycHUM renatutrom By» , VIR-2218-1006, nouaTkoBa
Bepcis Ta JaTa Bepcis Big 12 mororo 2021 p.
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3asiBHUK, KpaiHa ToBapuctBo 3 OOmexenoro BinnmosimanshicTio «KonrtpaktHo-Jocminnuinpka Opranizaiis [HHO(apm-
Ykpaina»

CnoHcop, kpaiHa «Bip Bioreknonomxku, Iuk.» (Vir Biotechnology, Inc.), United States

CymyTHi —

MaTtepiaiu/mpenapari

CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Jlocke OCIIKYBAaHOTO JliKapchkoro 3aco0y AHidporymad, Po3ain SAkicte, Big munHs 2021, aHTIilcbKO
MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«baratoneHTpoBe, paHJ0Mi30BaHe, MOJIBIifHE clIille, Mmiane00-KOHTPOJIbLOBaHE JOCTIKeHH (a3u 3 s
OLIHKKA €(EeKTUBHOCTI Ta OE3MEYHOCTI MiJMIKIPHOTO BBEACHHS aHipporymMaly JOpOCIUM MalieHTaM 3
CHUCTEeMHHUM 4epBOHUM BoBuakoM», D3465C00001, Bepcis 2.0 Bix 16 rpyans 2020 poxy

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVK’IOBIA PJIC VYkpaina»

Crnoncop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa Jlupekropary
(papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyTTeBoi
MOTIPaBKH

3MiHa BIJMOBINAIBLHOTO JOCTIAHUKA B MICII TPOBEACHHS KJIiHIYHOTO BuUIpoOyBaHHS KomyHanbHe
HEKOMeEpIIiifHe MianpueMcTBO XapKiBChKOi oOnacHoi pamm «OOnmacHa KIIIHIYHA JHKapHS», IMTyJIbMO-
QJIEProJIOTriuHe BIIUICHHS 3 IMYHOJOTIYHUMHU Ta TePAaNeBTUYHUMH JKKaMH, M. XapKiB

Bbyno Crano
k.M.H. Kimanoyx B.O. nikap Muxaitiosa 3.B.
KomynaieHe  HexomepmiiiHe — miampueMcTBo | KoMyHanbHe — HEKOMEpIiifHE  MiANPHEMCTBO

XapkiBcbkoi ob6macHOi pagn «ObnacHa KiiHIYHA
JIKapHSI», MyJIbMO-AJICPTOIOTIYHe BIIIJICHHS 3
IMYyHOJIOTIYHMUMH Ta TEPareBTUYHUMH JIKKaMH,
M. XapKiB

XapkiBcbkoi o0nacHoi pagn «ObnacHa KIiHIYHA
JTIKapHS», ITyJIbMO-aJEeProJIOTIYHE BIATUICHHS 3
IMYHOJIOTIYHMMHU Ta TEPaNeBTUYHUMH JIIKKaAMH,
M. XapKiB

Howmep Ta nata Hakaszy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane mozBiiiHE crmine mMIaneb0-KOHTPOIbOBAaHE JOCHIMKEeHHS (a3 3 [ OI[iHKHK
e(eKTUBHOCTI, OE3MEYHOCTI Ta MEPEHOCUMOCTI NpenapaTry bpeHcokaril, 110 3aCTOCOBY€EThCS OJUH pa3 Ha
JIeHb BIPOJIOBXK 52 THIKHIB y MALI€HTIB 13 HEMYKOBICIIMJIO3HUM OpPOHXOEKTa30M - AociiykeHHs: ASPENy,
INS1007-301, Bepcis 4.0, morpaska 1 Bix 12 6epesnst 2021 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosimaneHicTio «KonTpaktHO-Jlocminnunpka Opranizauis IHHOpapM-
Ykpaina»

Cnoncop, kpaiHa

«Iucmen Inkopropeiiteny, CIIA (Insmed Incorporated, USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonmatox 44
10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

3miHa 3asgBHMKa KiIiHIYHOro BumpooOyBanus 3 TOB «Cineoc Xenc «E060BI

biodapmacerortikan3 I'moX», [lIBeiimapis

VYkpaina» Ha

Howmep ta nata nHakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2554 Big 09.11.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«baratoneHTpoBe, paHIOMi30BaHE, MOJBIMHE ClIile, IIane00-KOHTPOJIbOBAHE JOCTIKCHHS ¢a3u 3 B
napajelbHUX Tpynax 3 OLIHKKA Oe3MeYHOCTI W eQEeKTHBHOCTI JIHAKIOTUAY TPU TEPOPATLHOMY
3aCTOCYBaHHI y JiTeid BikoM 6—17 pokiB, IO cTpaxnaloTh Ha ¢QyHKIiOHaNIbHUN 3amop (D3)»,
LIN-MD-64, sepcis EU-3 Bix 08 cepras 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

Allergan Ltd., United Kingdom

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupexkropa Jupexropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBnenuii mporokon kiiHigHOro BHnpoOyBanHs CNTO1959CRD3001 3 mompaskoro 4 Binx 21 numHs
2021 poky; Indopmartis nns namienra i @opma inpopmosanoi 3roau, Mozaenb nas Ykpainu, Bepcis 9.0
Bix 06 ceprust 2021 poky, YKpaiHCBKOIO Ta POCIHICHKOI0 MOBaMHU

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1962 Bin 29.10.2018

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«PannomizoBane, mojBiitHE ciine, miane00-KOHTPOJILOBAHE Ta 3 AKTUBHUM KOHTPOJIEM, 0araToreHTpOBe
JochikeHHss ¢a3u 2/3, mo MNpOBOIUTHCS y MapalieIbHUX Tpylax 3 METOI OLIHKH €(EeKTUBHOCTI Ta
0€31eYHOCTI TycellbkyMaly y TaIlieHTiB i3 XxBopoOoro KpoHa B akTHBHIH (a3i BiJl CEpeIHBOTO JI0 BaKKOTO
cryness TsokkocTi», CNTO1959CRD3001, 3 nonpaskoro 3 Bix 20 sx0BTHs 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEIJI Vkpaina»

CrnoHcop, kpaina

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

CymnyTHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansnoro gupekropa Jlupexkropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporokon kmiHigaOTO nocimimkernas RPC01-3201, penakmis 6.0 Bix 14 gepBus 2021 p.;
CHHOIICHC OHOBJIEHOTO MPOTOKOJY KiiHiuHOTO mocmimkenHs RPCO01-3201, pexakuis 6.0 Bix 14 yepBHs
2021 p., mepeksaa 3 aHTIiHCHKOI MOBM Ha ykpaiHchKy MoBy Bing 08 Bepecus 2021 p.; Indopmaris mis
namieHTa ta ¢popma iHhopMoBaHOi 3roau, ocrarouna penakuis 6.0 mia Ykpainu Big 25 cepnus 2021 p.,
OCTaTOYHMHU TIEpeKIIaj] 3 aHTJIIHChKOI MOBM Ha yKpaiHChKy MoBYy Bim 10 Bepecus 2021 p., octarodnuit
MepeKIaj 3 aHriiicbkoi MOBH Ha pociiicbky MoBy Bif 10 Bepecust 2021 p.; OriHka CHiBBiJHOIIEHHS
kopucti Ta pusuky (Benefit and Risk Assessment) mist mocmimkenas RPC01-3201, pemakmis 7.0 Bix
03 Bepecns 2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Neo 1275 Big 06.07.2018

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe paH/I0Mi30BaHe, MOJBIHHO ciine, mianedo-KoHTpoiaboBaHe pocimikeHHs I ¢asu 3
METOI0 OL[IHKM O3aHIMOJIy JJI1 IpUIOMY NEpOpajbHO MPH MPOBEIEHH] 1HAYKLIHHOI Teparii namieHTam 13
CepeIHBOTSKKUM a00 TSHKKUM repebirom xsopoobu Kpona B aktuBHil (opmi (mocnimxeHHs Nel 3 omiHKH
iHayKuiHoi Tepamii)», RPCO01-3201, penakuis 5.0 Big 03 BepecHs 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTIAJIBHICTIO «ITI EC AUI-YKPATHA»

Crnoncop, kpaina

«Cenmxen Inreprenni I Capm» (Celgene International IT Sarl), IlIselinapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii IIporokon xiiHiwHOTO nMochimkenns RPCO01-3203, penakmis 6.0 Bim 14 gepBus 2021 p.;
CHHOIICHC OHOBJICHOTO MPOTOKOJY KiiHiuHOTO mociimkenHs RPCO01-3203, pexakiis 6.0 Bix 14 yepBHs
2021 p., mepeksaa 3 aHTIiHCHKOI MOBM Ha ykpaiHchKy MoBy Bing 08 Bepecus 2021 p.; Indopmaris mis
namieHTa ta ¢popma iHhopMoBaHOi 3roau, ocrarouna penakuis 6.0 mia Ykpainu Big 25 cepnus 2021 p.,
OCTaTOYHMU TIEpPEeKIIa]] 3 aHTJiHChKOI MOBH Ha ykpainceky MoBY Bin 10 Bepecust 2021 p., ocraTouHwmiA
MepeKIaj 3 aHriiiicbkoi MOBH Ha pociiicbky MoBy Bing 10 BepecHs 2021 p.; OmiHka CHiBBiJHOIICHHS
kopucti Ta pusuky (Benefit and Risk Assessment) mist mocmimkenas RPC01-3203, pemakmis 7.0 Bin
03 Bepecns 2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Neo 1275 Big 06.07.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe paH/I0Mi30BaHe, MOJBIHHO ciine, mianedo-KoHTpoiaboBaHe pocimikeHHs I ¢asu 3
METOI0 OIIHKM 03aHIMOJy JJi1 IEpPOpaJbHOrO MPUIOMYy NpHU MPOBENEHHI MIATPUMYIOUOi Tepamii
NarieHTaM 13 CepelHBOTSHKKUM albo TsKKUM mepebirom xBopoOu Kpona B axkTuBHIA (opMiy,
RPC01-3203, penakiis 5.0 Bix 28 cepras 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AI-YKPATHA»

Crnoncop, kpaina

«Cenmxen Inrepnenni I Capi» (Celgene International 11 Sarl), [lIsefinapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporokon xiiHiuHOTO mochimkenHs RPCO01-3202, penmakmis 6.0 Bim 14 gepBus 2021 p.;
CHHOIICHC OHOBJIEHOTO MPOTOKOJY KiiHiuHOTO mociimkenHs RPCO01-3202, penakmis 6.0 Bix 14 yepBHs
2021 p., mepeksaa 3 aHTIiHCHKOI MOBM Ha ykpaiHchKy MoBy Bing 08 Bepecus 2021 p.; Indopmaris mis
namieHTa ta ¢popma iHhopMoOBaHOI 3roAu, octarouHa penakiis 6.0 st Ykpainu Bin 25 cepnus 2021 p.,
OCTaTOYHMHU TIEpeKIIaj] 3 aHTJIIHChKOI MOBM Ha yKpaiHChKy MoBYy Bim 10 Bepecus 2021 p., octarodnuit
MepeKIaj 3 aHriiiicbkoi MOBH Ha pociiicbky MoBy Bing 10 BepecHs 2021 p.; OmiHka CHiBBiJHOIICHHS
kopucti Ta pusuky (Benefit and Risk Assessment) mist gocmimkenns RPCO01-3202, pemakmis 7.0 Bix
03 Bepecns 2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Neo 1275 Big 06.07.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe paH/I0OMi30BaHEe, MOJBIHHO ciine, Mmianedo-KoHTpoiaboBaHe pocmijkeHHs I ¢asu 3
METOI0 OL[IHKM O3aHIMOJIy JJI1 IpUIOMY NEpOpajbHO MPH MPOBEIEHH] 1HAYKLIHHOI Teparii namieHTam 13
CepeIHBOTSKKUM a00 TSHKKUM 1nepebirom xsopoou Kpona B aktuBHIN (opmi (nocimxeHHst No2 3 OIiHKH
iHAyKuiHoi Tepamii)», RPC01-3202, penakuis 5.0 Big 03 BepecHs 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTIAJIBHICTIO «ITI EC AUI-YKPATHA»

Crnoncop, kpaina

«Cenmxen Inrepnenni I Capi» (Celgene International 11 Sarl), [lIsefinapis

CynyTHi
MaTtepiaiu/mpenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

[Ipotokon xminiyHoro pocmimkenus AEVI-007-AOSD-101, Bepcis 4.0 Binm 30 numas 2021 poky
aHTIIICHKOI0O MOBOK. bpomrypa gocimigHMKa JOCHIIKyBaHOTO Jikapcbkoro 3aco0y AEVI-007
(MEDI2338), Bepcis 5.0 Bim 29 Oepe3nss 2021 poky aHMICBKOK MOBOIO. bpomrypa mgocmigHuKa
nocaimkyBaHoro Jikapcbkoro 3aco0y AEVI-007 (MEDI2338), Bepcisa 6.0 Bim 12 cepnust 2021 poky
aHIITIMCHKOI0 MOBOO. [H(OpManiiHuil arCcTOK marieHTa Ta ¢opma iHGopMoBaHOI 3roau A YKpainw,
Bepcis 2.0 Bix 18 ceprias 2021, ykpaiHCBKOO Ta POCIMCHKOI0 MOBaMH.

Howmep ta nara nHakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoueHTpoBe BigkpuTe mociaikeHHS (asu  1b g OMIHKKM  OE3MEYHOCTI, IMEePEHOCUMOCTI,
e(eKTUBHOCTI, papMakoKiHETUKH Ta ¢apmakoauHamiku npenapaty AEVI-007 y mamieHTiB 13 XBOpoOOIO
Crinna, mo po3BuHyjacs y njopocinomy Bii», AEVI-007-AOSD-101, Bepcis 3.0 Bix 14 rpyans 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVIIMENTC YKPAIHA» (TOB «®PA YKPATHA»)

Crnoncop, kpaina

Cerecor, Inc. (Llepexop, [uk.), CLHA

CynyTHi
MaTtepiaiu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmaneBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 50

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OHoBJIeHHH TPOTOKOJ KiIiHIYHOTO BuUnpoOyBanHa M16-000 3 iHKOPHIOpPOBaHUMH aMiHICTPATUBHUMH
3minamu 1, 2, 4 ta monpaBkamu 1, 2, 3,4, 5,6, 7, 8 Ta 9 Bix 26 xBiTHA 2021 poky

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 341 Bix 26.02.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«bararorieHTpoBe, paHAOMi30BaHe, MOJBIHHE ClliNe, TUIANe00-KOHTPOILOBaHE S2-THXKHEBE JTOCIIKECHHS
OIATPUMYIOYOi Ta BIIZKPUTOI TPOJOBKEHOI Tepamii A OIHKK e(QEeKTHBHOCTI Ta Oe3NMedHOoCTi
picankizymaly y maiieHTiB 3 xBopoboto Kpona», M16-000, 3 iHKOPIOPOBaHUMHU aJIMiHICTPATUBHHUMHU
smidamu 1, 2, 4 Ta monpaBkamu 1, 2, 3,4, 5, 6, 7 ta 8 Bix 30 mucronama 2020 poky

3asiBHUK, KpaiHa

«E060Bi biopapmacerotikams 'm0 X», LBeitmapis

Crnoncop, kpaina

AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa Jlupekropary
(¢papmaneBTHYHOrO 3a0€e3neYeHHS Isan 3AZIBOPHHUX




Jlomatok 51

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBiieHU# TIPOTOKON KiiHIYHOTO mocmimxeras MS200647-0037, sepcis 4.0 Big 22 yepBHs 2021 poky;
bpomypa nocmiganka M7824 (6iatpadycn anbda), Bepcis 7.0 Big 05 kBiTHa 2021 poky, aHTIIIHCHKOIO
MOBOI0; Jlocke mociimKyBaHOTO JliKapchKoro 3acody bintpadycn ansda (M7824), Bepcis 10.0 Bix kBiTHS
2021 poky, aHruiicbkor0 MoBow; [Hdopmaniitamii muctok Ta hopma 3roau, sepcis V6.0UKR(uk)1.0 Bix
25 cepras 2021 poky, nepekiian ykpaiHcbkoro MoBotro Bix 03 Bepecus 2021 poky; [HdopMmartiiHuii JIMCTOK
ta opma 3roau, Bepcis VO6.OUKR(ru)1.0 Bix 25 cepnusa 2021 poky, nepekiiaj pociiicbKOl0 MOBOIO BiJ
03 Bepecus 2021 poky

Homep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 540 Bin 07.03.2019

HasBa xiriHiYHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraToneHTpoBe, paHIOMI30BaHE, BIJKPUTE, KOHTPOJILOBAHE JOCIIKEHHS 3 aJalTUBHUM JIU3aHHOM
¢azu III npenapary M7824 (6inTpadycn anbda) B MOPiBHAHHI 3 MEMOPOII3yMadOM K Tepami€ro nepuioi
JiHIT B MAI[IEHTIB 13 NOIIUPEHUM HEAPIOHOKIITUHHUM PaKoM JiereHb 3 ekcrpeciero PD-L1», MS200647-
0037, Bepcis 3.0 Bix 10 motoro 2020 poky 3 nonpaskoro 2.0

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

Merck KGaA, Himeuunna

CynyTHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupexropary
dapmaneBTHYHOrO 3a0€e3MeYeHHS IBan 3AJIBOPHUX




JlonaTok 52

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii I[Iporokon kminiyHoro nociuimkenas IMU.ACS.001, ¢inanpHa Bepcis 3 TII00ATLHOO
nonpaBkoro #4 Big 12 cepmas 2021 p., aHTIiIHCHKOI0 MOBOO; [1010BKEHHSI TPUBAIOCTI TOCHIPKEHHS B
VYkpaini Ta cBiti Ha 24 micsui; @opma inpopmoanoi 3roan ydyacauka IMU.ACS.001 ans Ykpainu, daza
2, Bepcig 4.0 Bix 2 BepecHs 2021 p., ocHOBaHa Ha TiIoOabHIN Maiictep-Bepcii @opmu iHGOpMOBaHOT
3rogu y4yacHuka ¢asza 2, sepcis 4.0 Big 17 cepmus 2021 p., aHTTHCHKOI0, YKPaiHCHKOIO, POCIHCHKOIO
MoBowo; [lonatok no @opmu indopmoanoi 3roau yuacHuka IMU.ACS.001 nns Ykpainu, daza 2, Bepcis
4.0 Bim 2 Bepecusi 2021 p., ocHOBaHa Ha ri00anmbHi Maiicrep-Bepcii @opmu iHPOPMOBAHOI 3roau
yuacHuka ¢asza 2, Bepcisa 4.0 Big 17 cepnusa 2021 p, aHTIINHCBKOIO, YKPaiHCHKOIO, POCIMCHKOI MOBOIO;
@dopma BiIMOBH BiJ ydacTi B JOCIIJDKEHHI 1 mpHiioMy fociimkyBaHoro npemapary, IMU.ACS.001 as
VYkpainu, daza 2, sepcisa 4.0 Big 2 BepecHs 2021 p., ocHoBaHa Ha rnoOanbHiN Maiictep-Bepcii @opmu
BIIMOBH BiJl y4acTi B IOCI/DKEHHI 1 MpUHAOMY IOCHiKyBaHOTO mpemapary ¢asza 2, Bepcis 3.0 Bix
17 ceprias 2021 p., aHTIHCHKOIO, YKPaiHCBKOIO, POCIHCHhKOI0 MOBOIO; [IpumiTKa 114 mogaHHs po3’ICHEHb
oo ®opmu 1HPOPMOBAHOI 3ro/iM ydyacHUKa rinodanbHoi Maiictep-Bepeii @opmu iHPOpMOBaHOI 3roau
yuacHMKa (aza 2, Bepcis 4.0 Bix 17 cepnus 2021 Bix 16 cepnnst 2021 poxy, aHIITiHCbKOI0 MOBOIO

Howmep Ta nata Hakazy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1265 Bix 05.06.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«XEPI30OH [HERIZON]: Biakpure nocnimkenns 1b/2 ¢a3u 3 panm1omMizoBaHUM METOJI0M Bigdopy y dasi
2 IMU-131 HER2/neu menTuaHOI BakIWHM Yy IOEJIHAHHI 31 CTaHIAPTHUM KypcoM XimioTeparii y
naiientiB i3 HER2/neu rinmepekcrpeciero mpu MetacTaTu4Hii abo pO3MOBCIOJKEHINH aJleHOKapIIMHOMI
HUIyHKY abo ractpoesogareansHoro Binauty», IMU.ACS.001, ¢inanpHa Bepcis 3 T100aJbHOIO
nonpaskoio #3 Big 17 motoro 2021 p.

3asBHHUK, KpaiHa

TOB «Apencis Excruoparopi Meziciny, Ykpaina
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CnoHcop, kpaina

«Im’roxun Jlimiten» (Imugene Limited), ABcTpanis

CymyTHi
MaTtepianu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa JIupexropary

papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHHUX



JonaTok 53

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
26.10.2021 Ne 2347

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBienuit mpoToko KiiHiYHOTO BunipoOyBanHs MK-8591A-019 3 inkopriopoBanoto nomnpaskoro 06 Bix
08 uepBus 2021 poky; bpomrypa ocmigauka MK-1439, Bumanns 13 Bim 14 mumas 2021 poky,
aHTIIHCHKOI0 MOBOK; I[H(Mopmaris Ta JOKyMEHT mpo iH(GOpMOBaHY 3roay Juis MalieHTa, YKpaiHa,
MK-8591A-019, Bepcis 3.00 Bix 09 Bepecus 2021 p., ykpaiHChbKOIO MOBOIO; [H(hopMallig Ta JOKYMEHT Mpo
iHpopmoBaHy 3roay ans maumieHta, Ykpaina, MK-8591A-019, Bepcis 3.00 Bim 09 Bepecus 2021 p.,
pociiicbkor0 MOBOW0; [HpopmariiiHuii AUCTOK 1 JAOKYMEHT Hpo iH(QOpPMOBaHy 3roay Ha MalOyTHE
O0ioMmenuune gociipkeHHs, Ykpaina, MK-8591A-019, sepcis 1.00 Bix 09 Bepecus 2021 p., ykpalHChKOIO
MoOBOO; [HpopMariiHuil JTUCTOK 1 JOKYMEHT Mpo iHGopMOBaHy 3roAy Ha MailOyTHe OiomeanyHe
nociimkenns, Ykpaina, MK-8591A-019, sepcis 1.00 Bim 09 Bepecus 2021 p., poCiiiCBKOIO MOBOIO;
Honatok no dopmu iHhopMoBaHOI 3rou AJs JIKyBaHHS Mija yac BaritHocTi, Ykpaina, MK-8591A-0109,
Bepcis 1.00 Bix 09 Bepecus 2021 poky, ykpaiHChbKO0 MOBOO; Jlogatok 10 hopmu iHPOpPMOBAHOI 3roIu
JUIS JTIKyBaHHS MiJ 4ac BaritHocTi, Ykpaina, MK-8591A-019, sepcis 1.00 Bix 09 Bepecus 2021 poky,
pociiicekoro MoBo; JlomaTkoBa ¢opma 3roJy Ha CIIOCTEPEKEHHS 32 HOBOHAPOIKEHOIO JUTHHOIO,
VYkpaina, MK-8591A-019, Bepcis 00 Bix 09 BepecHs 2021 p., ykpaiHCbKol0 MOBOMO; JlomaTkoBa gopma
3roJIi Ha CIIOCTEPEKCHHS 3a HOBOHAPODKCHOI TUTHHOM, Ykpaina, MK-8591A-019, Bepcis 00 Bix
09 Bepecus 2021 p., pociiicbkoro MoBorO; [Inakat ms mamienta (MK8591A-019_Illuminate HTE_Patient
Poster), Bepcis 6.0, ykpaincbkoro MoBoro; [Tnakar s namienra (MK8591A-019 Illuminate HTE_Patient
Poster), Bepcis 6.0, pociiicbkkoro MoBoro; Kanenmap Bi3uTiB gociipkeHHs «llluminate HTE»
(MK8591A-019 Illuminate HTE Study Visit Calendar), Bepcis 6.0, ykpaiHcbkoo MOBOMW0; ['padik
Bi3WTiB, mependaucHux gociimkeHHsM «llluminate HTE» (MK8591A-019 Illuminate HTE_Study Visit
Calendar), Bepcis 6.0, pociiicbkkoro MoBOI0; bpomrypa ydacHuka kiiHigHOro aociimkeHHs «Illuminate
HTE» (MK8591A-019 Illuminate HTE Welcome Booklet), Bepcis 6.0, ykpaincbkoto MoBoro; bpomrypa-
NpUBITaHHS Yy4YacHUKa KiiHIYHOrOo nociipkeHHs «llluminate HTE» (MK8591A-019 Illuminate
HTE Welcome Booklet), Bepcis 6.0, pociiicekoto MoBorw; Pozain «S.2 MANUFACTURE» ocke
HocnimxyBaHoro nikapcekoro 3acody MK-8591, Bepcis 06FX7W (06FSKZ) Big 31 cepmust 2021 poky,
anrniicpkoo MoBoo; Posain «S.3 CHARACTERIZATION» Hdocke JocmiamkyBaHOTO JKapChKOTO
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3aco0y MK-8591, Bepcis 06FX7W (06FWKG) Bix 31 cepnas 2021 poky, aHTIiHChKOI0 MOBOO; Po3ain
«S.4 CONTROL OF DRUG SUBSTANCE» Hocwe HocmimKyBaHOTO JiKapchbkoro 3acody MK-8591,
Bepcis  06FX7W  (06FSM7) Bim 31 cepnus 2021 poky, aHriiiicbkoro MoBoIo; Po3sain
«P.3 MANUFACTURE» J[locke HocmimkyBaHoro iikapcekkoro 3acody MK-8591A, Bepcis 06FX7W
(06FKVX) Bim 31 cepmust 2021 poky, anrmiiicekoro moBoro; Pozmin «P.5 CONTROL OF DRUG
PRODUCT» Jlocke [locmimkyBanoro Jikapcbkoro 3aco0y MK-8591A, Bepcis 06FX7W (06FJLS) Bin
31 cepmust 2021 poky, aHIIKWCHKOI MOBOK; 3alydeHHs JOJAaTKOBOI BHPOOHHMYOI UISTHKH,
BIJIOBIJAIbHOT 32 BHUPOOHMIITBO OCHIKYBAaHOrO Jikapchkoro 3acoby MK-8591A: F.1.S. Fabbrica
Italiana Sintetici S.P.A., Italy

Howmep Ta nara Hakasy Ne 1574 Big 10.07.2020
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Hasga xiiaiuHOTO «PangomizoBane, kminigae nocuimpkeHss Il ¢asu y BUJI-1-iHdpikoBaHHX MAIi€HTIB, SKUM MPOBOAMIACS
BUIIPOOYBaHHS, KO/, IHTEHCHBHA Tepamisi, A OLIHKH aHTUPETPOBIPYCHOI aKTHBHOCTI CHINOrO JIKyBaHHS iCIaTpaBipoM,
Bepcis Ta Jara IopaBipuHOM ab0 OpaBipHHOM/iCIAaTpaBipOM IPH MOPIBHSHHI KOXKHOI TPYIHU JIIKyBaHHS 3 ranebo, a

TaKOX JJIsl OLIHKH aHTUPETPOBIPYCHOI aKTHBHOCTI, O€3MEKH Ta MEPEHOCUMOCTI BIIKPUTOTO JIKYBaHHS
nopasipuHOM/icnaTpaBipom», MK-8591A-019, 3 inkopmopoBaHoro momnpaBkoro 03 Bixm 29 KOBTHS

2020 poky

3asiBHUK, KpaiHa ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ YVkpaina»

Crnoncop, kpaina «Mepk Hlapn Ena Hoym Kopm.», nouipae nignpuemctBo «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0€e3MeYeHHS IBan 3AJIBOPHUX




