Honatok 1
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

InenTudikamis cyrreBoi
MOTIPaBKU

Omnositeni cekmii  Jlocke mociipKyBaHOTO JikKapchkoro 3aco0y: Cekmis «Berym» (approved on
08-Jan-2021); Cexkuii mis Jlikapcekoro 3acody Drug Product (Aztreonam 2 g powder for concentrate for
solution for infusion) (approved on 04-Aug-2020): P.1 «Omwuc Ta ckimaag nOpoaykty» Ta P.3
«Bupobuunto»: P.3.1 «BupoOuuk(n)»; 3anydeHHS [0JaTKOBOTO BHUPOOHUKA JOCIIIKYBAHOTO
nikapcpkoro 3aco0y AsrpeoHam (A3AKTAM; Aztreonam), HOpPOLIOK ISt PUTOTYBAHHS KOHIICHTPATY
JUIs po3unHy U1 1HQY3iH, 2 1: Fresenius Kabi USA, LLC, CIIIA

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

Ne 1465 Big 08.08.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«IIpocnekTHBHE paH/IOMi30BaHE OaraTOLEHTPOBE BIAKPUTE MOPIBHsUIBHE oCHikeHHS ¢(a3u 3, mio
MPOBOJIUTHCS B MapajelbHUX TPyIax i3 3aciIUIEHUM [EHTPAJTbHUM OIIHIOBAaHHSIM 3 METOI0 BH3HAYCHHS
eeKTUBHOCTI, OEe3MeYyHOCTI Ta TMEePEeHOCHMOCTI KoMOiHarlii a3rpeoHam-aBibaktam (ATM-AVI)
+mMetponinazon (MTZ) y nopiBasaHI 3 MeponeHeMEkomictTuH (MER+COL) nns nmikyBaHHS cepiO3HHX
1H(eKIil, 3yMOBIIEHUX TPaMHETaTUBHUMU OakTepisiMH, BKIIOYHO 31 CTIHKUMM /10 6araTOKOMIIOHEHTHUX
JKapChKUX 3ac001B 30yIHUKAaMH, 10 MPOIYKYIOTh MeTano-0eta-naktamazy (MBL), nns skux BapiaHTH
JiKyBaHHS oOMexxeHi a0o BijicyTHi», C3601002, 3 nompaskoto 1 Bix 05 nmunus 2018 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

«Paitzep Iuk.», CILIA / Pfizer Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Ounexkcanap KOMAPIJA




Honatok 2
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

306inbIIeHHST TEPMiHY HPUAATHOCTI mpenapary caBouiTiHi6 (AZD6094) 3 48 mo 60 wmicsuis; OHOBICHA
gactuHa S.2.3 Jlocke pociimkyBaHOro ikapcekoro 3aco0y Caomitini0. KoHTpons watepianis,
Omnosnena yactuna P.5.4 Jlocke mocmikyBaHOro Jikapchbkoro 3aco0y CaBodiTiHIO, TaOJeTKu, BKPUTI
TiBKOK0. AHami3 cepii Jikapcekoro 3aco0y; OwnoBnena uactmHa P.8.1.A Jlocke mocmimKyBaHOTO
mikapcekoro 3aco0y CaBomiTiHiO, TabnmeTku, BKpUTI IUTiBKOK. Orisii Ta BHCHOBOK 31 CTaOlLIBHOCTI
mikapcekoro 3aco0y; OwmnoBnena wyactuHa P.8.1.B Jlocke mocmimkyBaHOrO JIIKapChKOTO 3aco0y
CaBomniTinib, TabneTku, BKPUTI IUTBKOK. BUCHOBOK 31 cTabimpbHOCTI JiKapchbKoro 3acoOy; OHoBIeHa
gactuaa P.8.1.C Jlocke mocmimkyBaHOTo Jikapchkoro 3aco0y CaBoliTiHIO, TaOJNETKH, BKPHUTI IUTIBKOIO.
[Inan 3011bIIEHHS TEPMiHY MPUAATHOCTI JIKapchbKoro 3aco0y; I1o0BKeHHS TpUBANOCTI TOCTIIKEHHS B
VYkpaini 3 cepriasg 2021 poky a0 ciunst 2022 poxy

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

Ne 897 Bin 04.08.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpute, paHIOMi30oBaHE, MOPIBHIOBaJIbHE, 0AraToOIEHTPOBE KIIHIYHE MOCHTIKEHHS (a3u 3 OILIHKU
epexTuBHOCTI Ta Oe3nexu CaBoniTiHIOy B mopiBHAHHI 3 CyHiTiHIOOM y mauieHTiB 3 MET-no3utusHo1O,
HEOIepadebHOI Ta JIOKAITBHO-TIOMIUPEHO0, a00 METACTaTUYHOI TMAIMUISIPHOK HHUPKOBO-KIITHHHOO
kapruHomoro (MHKP)», D5082C00003, Bepcis 6.0 Bix 19 rpynus 2018 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii pupexrop Jupexkropary




dapmaneBTHYHOrO 3a0€e3MeYeHHS Ouaexkcanap KOMAPIIA




Honatox 3
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnienuit po3ain «Skictb» ckopoueHoro Jlocke muarnedo A0 AOCHIHKYBAHOTO JIKapChKOTo 3aco0y
Picankizyma0, Bepcist 5.0 B Bix 26 ciuns 2021 poky; [lomoBkeHHsI TepMiHY MPHIATHOCTI Iianedo 10
JOCITIDKYBAHOTO JIiKapchKoro 3aco0y Picankizyma0, posuwn mias in’ekmid 90 mr/mui y oaHOpa3oBuX
MOTICPEHRHO 3aMOBHEHUX MIMpHUIax 10 48 MicsiiB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2030 Bix 07.11.2018
Ne 1962 Bix 29.10.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTouieHTpoBe, paHIOMI30BaHE, MOJBIMHE cIline, UIaned0-KOHTPOJIbOBaHE S2-THKHEBE BIJIKPUTE
NIPOAOBXKEHE JOCHIDKEHHS MIATPUMYIOYOi Tepamii Uil BHUBYEHHS €(QEKTUBHOCTI Ta Oe3MeYHOCTI
PicankizymaOy y mami€eHTIB 3 BHPA3KOBUM KOJITOM, y SIKHX CIOCTEepiraiacs BiANOBIAb Ha IHAYKLIHHY
Tepanito y pocaimkerHi M16-067 abo M16-065», M16-066, inkopriopoBanuii nonpaskamu 1, 2 ta 3 Bix
20 ksiTHs 2020 poky;

«bararoneHTpoBe, paHa0Mi30BaHe, MO/BIMHE cIiine, MmIaned0-KOHTPOIbOBaHE JOCHIIKEHHs 1HAYKIIHHOT
Tepamnii Jisl BUBYEHHS €()EeKTHUBHOCTI Ta 0€3MeYHOCTI picaHKizymMaly y Mali€HTIB 3 BUPa3KOBUM KOJIITOM
BiJl CEpeIHbOBAXKKOI /10 BaXKKO1 opMH akTUBHOCTI», M16-067, iHKOpropoBaHuii nornpaskamu 1, 2 ta 3
Bi1 01 >xoBTHs 2020 poky

3asiBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz ['mOX», [lIBeitnapis

Cnoncop, kpaiHa

AbbVie Inc., USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Oaexkcanap KOMAPIIA




Honatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosnenuii [Iporokoun kainiyHoTO Mocmimkenas ARGX-113-1905, Bepcis 2.0 Big 05 motoro 2021 poky,
AHIIIACHKOI0 MOBOIO; bpolypa JHociiHuKa T0CiKyBaHOTo JTikapcbkoro 3aco0y Efgartigimod/ARGX-
113, Bepcis 9.0 Bim 27 mucromama 2020 poky, aHrmiiicbkol0 MOBOIO, bpomrypa mocmigHuKa
JOCITIPKYBAHOTO JIIKapChKOTo 3aco0y pekomOiHaHTHA JirojckKa Tianyponigaza PH20 (rHUPH20), Bepcis
9.0 Bix 08 ciunsa 2021 poky, aHrmiiicbkor0 MOBOIO; [H(popMmaris ans namieHTa Ta ¢popma iHPOpPMOBaHOT
3roau, Bepcis 2.0 anst Ykpainu aHrniichkor MoBoro Bin 21 mortoro 2021 poky; [Hdopmaris ais namieHTa
Ta hopma iHPopMoBaHOi 3roau, Bepcist 2.0 mia Ykpainu ykpaiHchkor MoBoOIo Bia 21 mrotoro 2021 poky;
Iadopmaris ans namienta ta ¢popma iHpopmoBanoi 3roam, Bepeis 2.0 st YkpaiHu pociiChbKOI0 MOBOIO
Bin 21 motoro 2021 poky; Indopmamis ta dopma iHbopMoBaHOi 3roau Ha 30ip JaHUX MPO BAriTHY
MapTHEPKY y4aCHUKA Ta HOBOHAPOJDKEHY MUTHHY, Bepcis 2.0 mis Ykpainu aHTIIiHChKOI0 MOBOIO Binx 21
moTtoro 2021 poky; Indopmaris ta Gpopma iHbpopMOBaHOi 3roan Ha 30ip HaHUX MPO BariTHY HapTHEPKY
yJacCHHMKA Ta HOBOHAPO/DKEHY AUTUHY, Bepcis 2.0 mis Ykpainu ykpaiHCbKOI0 MOBOO Bin 21 mrotoro 2021
poky; Indopmartis ta popma iHpopMoBaHOi 3roaM Ha 30ip JaHUX MPO BariTHy MapTHEPKY YYAaCHUKA Ta
HOBOHApPOJDKeHY AWUTHHY, Bepcis 2.0 mms Ykpainum pociiicekoro MoBor Bix 21 motoro 2021 poky;
Honarok mono COVID-19 no Indopmarii s nauienTa ta popmu iHpopmoBaHoi 3roau, Bepcis C2.1 s
VYxpaian anrnificekoro MoBoto Big 21 mororo 2021 poky; Hoxarok mono COVID-19 no Indopmamii st
naijienra ta ¢popmu iHpopmoBaHoi 3roau, Bepcis C2.1 s Ykpainu ykpaiHChKOI MOBOIO Bija 21 jiroToro
2021 poky; Honarok momo COVID-19 mo Iadopmamii mis mamieHta Ta Gopmu iHGOPMOBAHOI 3T0/IH,
Bepcis C2.1 mms Ykpainm pocilicekkoro MoBoro Bifg 21 mororo 2021 poky, Jocke IOCTiIKyBaHOTO
mikapebkoro 3aco0y ARGX-113 with rHUPH20, po3uun mist migmkipHux iH’ekmid, Bepcis 3.1 Bim 22
ciuus 2021 poky, aHTIiHCBKOI MOBOMO; JIOChE JOCHTIIKYyBaHOTO JiKapchkoro 3acody ARGX-113 with
rHUPHZ20, po3unn mis miamkipHux iH’ €Ki, po3ain «Jomatkuy», Bepcis 3.1 Big 22 ciuns 2021 poky,
AHTJIHCHKOI0 MOBOIO; 3aTydeHHS JOJATKOBOTO JOCIIDKYBAHOTO Jlikapchkoro 3aco0y ARGX-113 PH20
(ARGX-113 with rHuPH20, Efgartigimod PH20 SC, Edrapririmon PH20 ans migmkipHOTO BBEIEHHS,
Edrapririmonq PH20 SC, ARGX-113/rHuPH20) 1 ¢uakon i3 6,5 mn ARGX-113 PH20, 180 mr/mn
po3uuHy s miamKipaux i1’ exiiii. Bupoonuku: Patheon Italia S.p.A, Italy; Lonza DPS AG, Switzerland;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Switzerland; Eurofins
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Lancaster Laboratories Inc., USA; Quality Assistance SA, Belgium; 3pa3ok MapkKyBaHHS
JOCITIIKyBaHOTO Jlikapehbkoro 3aco0y ARGX-113 PH20, po3uun mis migmkipHux in’exiiit, 180mr/mi,
st gurakony, Bing 23 BepecHs 2020 poky, yKpaiHCHKOIO MOBOIO; 3pa3oK MapKyBaHHSI JTOCHIKYBaHOTO
nikapcbkoro 3aco0y ARGX-113 PH20, po3uun st migmkipaux in’ekuii, 180mr/mi, mist kopoOku, Bix 23
BepecHs 2020 poky, YyKpaiHCHKOIO MOBOIO; 3aJlydeHHS JI0JaTKOBOT BUPOOHUYOI JUISTHKH JTOCHIIKYBaHOTO
mikapcekoro 3acody ARGX-113/rHuPH20, 165 wmr/ma po3uuHy s MIAIIKIpHUX 1H €K Ta
JOCIiDKyBaHOro Jtikapcbkoro 3acody ARGX-113/rHUPH20, 180 wmr/mu po3uwHy IS MiIIMIKIPHAX
in’exmini  Fisher Clinical Services, USA; IlomoBxeHHS TepMiHy NPUAATHOCTI JOCIIIKYBAHOTO
nikapcekoro 3acoby Efgartigimod PH20 SC, Edrapririmonq PH20 ams miamikipHOro BBEICHHS,
Edrapririmonq PH20 SC, ARGX-113 PH20, ARGX-113 with rHuPH20, ARGX-113/rHuPH20
(Efgartigimod alfa), pozunny mnst migmkipaux in’ekuid 165 mr/mi, y ¢uakoni, 10 24 Micsiis; argenx
BV_ARGX-113-1905_ADDRESS+_ma6mnon indopmariiitHoro Otonerers_Bep. 2_R1_15 mortoro 2021 p.,
ykpaiHcbkoro ~ MoBoro;  argenx  BV_ARGX-113-1905 ADDRESS+_mabnon  indopmariiitHoro
oronerens_Bep. 2_R1_15 motoro 2021 p., pociiicbkoro MoBoro; ARGX-113-1905, 3pa3ok nmcra Jikapesi
3aranpHOro npodimo, Bepcist 2.0 Bix 04 motoro 2021p., anrmniiicekoro MoBoro; ARGX-113-1905, 3pa3ok
JaucTa JikapeBi 3araibHOTO Tpodimio, Bepcis 2.0 Bix 04 mrororo 2021p., ykpaiHChKOHO MOBOIO; Bmict
nporpamu i cMaptdona mamienrta, Bepcis 1.1 Big 04 motoro 2021 p., ykpaiHCbKOlO MOBOIO; BmicT
nojmatky s cmaprdona marienta, Bepcis 1.1 Big 04 mororo 2021 p., pociiicbkOr0 MOBOIO; 3pa3ku
HaraqayBaHb nauieHty y goaatky_TG Reminder Content, Bepcis 1.1 Bix 04 motoro 2021 p., ykpaiHChKOO
MOBOIO; 3pa3Ku HaraayBaHb maiieHTy y goaatky_ TG Reminder Content, sepcist 1.1 Big 04 motoro 2021
p., POCICBKOI MOBOIO; 3pa3kud KOPOTKHX TEKCTOBHUX moBigomieHb (SMS) naramyBanp mnamieHty TG
Reminder Content, Bepcis 1.1 Bix 04 mororo 2021 p., ykpaiHCEKOK MOBOI; 3pa3ku KOPOTKUX TEKCTOBHX
noBiomsieHb (SMS) wnaramyBanp mnamienty TG Reminder Content, Bepcis 1.1 Big 04 mrotoro 2021 p.,
pociiicbkoro MOBOIO; JlomalHii MOCIOHMK 3 TpaHCIOPTYBaHHS, 30epiraHHs, MiJTOTOBKH Ta BBEACHHS
JoCTiKyBaHoro npemnapary eprapririmoxy PH20 mis ni/mr BBeaenns, Bepcis 3.0 Bix 23 mortoro 2021 p.,
YKpaiHChbKOIO MOBOIO; JloMallHe KepiBHUITBO 3 TPAHCIIOPTYBaHH:, 30epiraHHs, MiATOTOBKH Ta BBEICHHS
JoCiKyBaHoro npemnapary eprapririmoxy PH20 mis ni/mr BBeaenns, Bepcis 3.0 Bix 23 mortoro 2021 p.,
pociiicekoro MoBor; ARGX-113-1905_sxypHan peectpaiii BBEJEHHS JAOCIIPKYBAHOTO JIKapChKOTO
3aco0y_Bepcig 1.0 Big 05 mororo 2021 p., ykpaiacekoro MoBoro; ARGX-113-1905 >xypHan peectparii
BBEJICHHS JIOCIII)KYBaHOTO Jlikapchkoro 3aco0y_sepcis 1.0 Bix 05 mororo 2021 p., pocilicbkor0 MOBOIO
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 3059 Bix 29.12.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpure OaratomenTpoBe npogosxkeHHs nociimkenHs ARGX-113-1904 nns BuB4YeHHsSI 0€3MEYHOCTI,
MepeHOoCUMOCTI Ta eekTuBHOCTI npenapaty Edrapririmon PH20 ais miamkipHOro BBEACHHS Y MAIIEHTIB
3 myxupyatkoio (ADDRESS+)», ARGX-113-1905, Bepcis 1.0 Big 12 cepriust 2020 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOMexeHor BimnmosimanpHicTi0O «KoHTpakTHO-/{ocmimaunpka Opranizamis IHHODapM-

Ykpaina»

Cnoncop, kpaina

apmxenkc bB, benbris / argenx BV, Belgium

CynyTHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA



Jonatok 5
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

InenTudikamis cyrreBoi
MOTIPaBKU

Bbpomrypa nocninnuka Durvalumab (MEDI4736), sunanns 16 Big 08 sxoBtHs 2020 poky, aHIIIiHCHKOO
MoBOIO; JlomaTok g0 mpoTokoiay Pexomenpariii momo koHTpomto TokcuuHocTi (TMGS), Bepcis Bin
14 xoBtHs 2020 poxy, aHTHiHCHKOI0 MOBOIO; [H(opMariitanii nucToK 1 popma iHGOpMOBaHOT 3rofu Ha
y4acTh Yy JOCIHIDKCHH1 AJIs TAIli€HTIB, SKIi HE OTPUMYIOTH JIKyBaHHS abo mnepeOyBaroTh y Mepiofi
nojabioro criocrepeskennsi, Bepcis V7.0UKR(uk)1.0 Bix 25 ciunst 2021 poky, nepekian yKpaiHChbKOO
moBoto Big 03 Gepesns 2021 poky; Indopmamiitauii nuctok 1 Gpopma iHOpMOBaHOT 3rofM HA y4acTb y
JOCIIJKeHH] JUIs TIAI[iEHTIB, SKi HE OTPUMYIOThH JIKyBaHHS a00 mepeOyBaroTh y Mepiofi MOJabIIOTo
criocrepesxennst, Bepcis V7.0UKR(ru)1.0 Big 25 ciuns 2021 poky, mepekian pociiChbKOK MOBOIO Bi
03 6epesns 2021 poky; OcHoBHHIA iH()OPMALIMHNAN JTUCTOK 1 opMa 3rofu JUIsl TOPOCIUX IMAII€HTIB, SIKi
OTPUMYIOTH JiKyBaHHs abo moBropHe mikyBauHs, Bepcis V6.0UKR(uk)1.0 Bim 25 ciunst 2021 poky,
nepekian yKpaincekoro MoBoto Bin 04 Gepesns 2021poky; OcHoBHUE iH(pOpMaIiifHUN JTHCTOK 1 hopma
3rofy Jjs JIOpOCIMX MAIll€HTIB, SKI OTPUMYIOTh JIIKyBaHHS a0o0 TIOBTOpPHE JIKYBaHHS, Bepcisd
V6.0UKR(ru)1.0 Bix 25 ciuns 2021 poky, nepekian pociiicbkoro MoBoro Bif 04 6epesns 2021 poky

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

Ne 2487 Bin 17.12.2019

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«Binkpure, OaraToneHTpOBE, MIKHApPOJIHE JIOCIIIKEHHS JUIsl OL[IHKM JOBIOCTPOKOBOI O€3MEYHOCTI Ta
e(EeKTUBHOCTI y MAalli€HTIB, SIKI 3aCTOCOBYIOTH a00 paHillleé 3acTOCOBYBAIM JypBadymMad 3a IHIIMMHU
nporokosiamu (WAVE)», D910FC00001, Bepcis 3.0 Bix 25 Bepecust 2019 poky

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexkropary




dapmaneBTHYHOrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




JonaTox 6

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK JI0 MTPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

MOXIHMBICTS TEpexoay 0 TPYHH JIKyBaHHS TOCIIDKYBaHHUM JIiKapcbkuM 3acobom Tebentafusp
(IMCgp100) namieHTaM KOHTPOJIbHOI rpymnu y gociimkenHi; JlomaTtkoBi GopMu iHPOPMOBAHUX 3TOI:
«Iadopmaniiinuii mucTok 1 Gpopma iHGOPMOBAHOT 3roJU: T0AATKOBA 3rojfia Ha MEpexiJ A0 IHIIOTO THUILY
nikyBauHs «IMCgp100-202, Im’roHokop, JITa., Ykp, [omatkoBa 3rojma Ha mepexia IO IHIIOTO THITY
nikyBanus, ®@I3 1.1, dpinansha, Big 08 Jlrotoro 2021p.» » ykpaiHchbKor MOBOMO; «IH(OpMaLiifHUIi TUCTOK
i hopma iHPOPMOBaAHOI 3roau: JOJATKOBA 3rojia Ha mepexif a0 iHmoro tumy JikyBanas «IMCgp100-202,
Im’ronokop, JIta., Ykp, JonaTkoBa 3roaa Ha mepexin 1o iHmoro tuny jikyBanus, ®I3 1.1, pinanbHa, Bix
08 JIrororo 2021p.» » Pociiicekoto MoBoto; JlomatkoBi ¢opmu iHpopmoBanux 3roa: «lHpopmamiiHwmii
TucToK 1 (hopma iHPOpPMOBAHOT 3roju: MOAATKOBA 3rojla Ha MEpeXiJl A0 1HIIOTO TUMY JIKYBaHHS IS
MAIli€HTIB, SIKI B JAaHWW Yac HE OTpUMYIOTh mpemnapat mopiBHsHHS «IMCgpl100-202, Im’ronokop, JITx.,
VKP, logaTtkoBa 3roja AJis MAIi€HTIB, 10 HE OTPUMYIOTh Ipenapat nopiBHsaHH:, PI3 1.1, ¢inanbHa, Big
08 Jlrotoro 2021p.» », ykpaiHChKOIO MOBOIO; «lH(opMariitauii JMCTOK 1 Gopma iHPOPMOBaHOI 3rOH:
J0JIaTKOBA 3rofla Ha MepexiJl A0 1HIIOTO TUIY JIKyBaHHS Il MAIli€HTIB, SKi B JaHUI 4ac HE OTPUMYIOTh
npemnapat nopiBHsaHHS «IMCgp100-202, Im’roHOKOD, JITA., YKP, lonatkoBa 3rona /uis mami€eHTiB, 0 HE
OTpUMYIOTH Npenapat nopiBHsaHHs, PI3 1.1, pinansha, Big 08 JIrororo 2021p.» », pociicbKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 9 811 02.01.2019

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannomizoBane, Biakpute, 6ararorentTpose ¢asu Il gocnimpkenHs Oe3neku Ta epeKTUBHOCTI penapaTy
IMCgp100 B mopiBHSHHI 3 JTiIKyBaHHIM, BHOparuM qociaigHukoM y HLA-A*0201 mo3uTHBHUX MAIIEHTIB 3
MOIIMPEHOI0 YBEAIbHOI MEJIaHOMOIO, Kl paHille He oTpuMyBaiu JikyBaHHs», IMCgpl00-202, Bepcis
5.0 Bixg 31 6epesnst 2020p.

3asBHUK, KpaiHa

Ciarepaxt I'M0X, HiMmeuunna

CrnoHncop, kpaina

Immunocore Ltd, United Kingdom
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




Honatok 7

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

12.05.2021 Ne 908
Inentudikaris cyrreBoi OnHoBIIeHE J0ChE JOCIIKYBAHOTO JIIKAPCHKOTO 3ac00y LIMKIocHITiKaT MUPKOHIIO HATPIFO, TTOPOIIOK s
MOTIPaBKH nepopaibHoi cycnensii y came ta L{ukiocunikaT HUPKOHIIO HATPIIO, MOPOIIOK ISl IEPOPAIBHOT CyCIeH31l

B Kamcynax, mo poskpuBatotecs (Dossier Doc 1D-004448209), Bepcist 2.0 aHIJiiiCbKOIO MOBOIO;
3amyyeHHS 1OAATKOBOiI BUPOOHUYOI AUISHKM Ui JOCIIIKYBaHMX JIKapchbkux 3aco6iB - Llukmocuiikar
IUPKOHI0 Harpiro 5 r/rpam(a), mopomiok sl mepopaiibHOi cycreH3ii y came Tta [lname6o 1o
[{uKTocHTiKaT MUPKOHIK0 HATPIIO, VIS MOPOIIKY I MepopaibHOi cycrnensii y came: - AndersonBrecon
Incorporated, CIIA; 3amy4eHHs 10IaTKOBOI BUPOOHHMYOI MAUISIHKH ISl JOCHIPKYBAaHUX JIIKAPCHKUX
3ac00iB - L{ukmocuiikat MUPKOHi0 HATPito 2.5 r/rpamM(a), MOPOIIOK AJIs MEPOpaIbHOi CycleHs3ii y caiie,
[{ukmocwitikaT IUPKOHII0 HATPiO 5 r/rpamM(a), TOPOMIOK JJIsl IIepOpaTbHOI cycnen3ii y camre Ta [lmane6o
no lukimocumikaT [MPKOHIIO HATPifo, AN TOPOWIKY Ui MepopalbHOi CycmeHsii y caiue:
ASTRAZENECA UK LIMITED, Bemuka bpuranis; 3miHa wMicus TpoBeIeHHS KIIHIYHOTO
BUIIPOOYBaHHS:

bYJIO CTAJIO

K.M.H. 3aiinues LE. K.M.H. 3aiues LE.

KomynaneHa ycranoBa Cymcbka obnacHa autsya | KomyHanbHe — HEKOMepIiiiHE  MIAIPUEMCTBO
KJIiHIYHA JliKapHsA, BigaiaeHHa Hedpodorii, | Cymcbkoi ob6macHoi pagu  «O6siacHa JAWTSAYa
CyMchkUl JiepKaBHUM YyHIBEpCUTET, MeOuUHM | KJIIHIYHA JIKapHs», COMAaTU4YHE BiAJJICHHS,
IHCTUTYT, Kadeapa neaiarpii, M. Cymu CyMmcbkuii nepkaBHUN yHiBepcuTeT, MennuHuit
IHCTUTYT, Kadeapa neniatpii, M. Cymu

Howmep ta nara Hakasy Ne 1804 Bix 15.08.2019
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS
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HasBa kjiHI9HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Hdocmimxenns (a3u 3 i3 MiABUIIEHHSAM J03M B JIITEH 13 rimepKamieMiero BIKOM BiJ HApOJUKEeHHS 70 18
POKIB ISl OLIIHKW BIUIMBY ITiIBUIICHHS 703 MUKJIOCHIIKATY IupKoHito Hatpiro (L[LIH) i3 mpuiiomom Tpuui
Ha 100y /Uil KOPUTYBaHHS TiNepKallieMii, a TakoX i OMIHKA ePeKTUBHOCTI Takoi x mo3u LIIIH i3
MPUHOMOM OJIUH pa3 Ha A00Yy /I MiATPUMAHHS HOPMAJbLHOTO PIBHIO KaJliF0 B OpPTaHi3Mi MAIli€HTIB, 5Kl
noTpeOyroTh TpuBaioro JikyBauas», D9481C00001, Bepcis 4.0 Bix 24 cepnust 2020 poxy

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOTIMEHT YKPAIHA»

Cnoncop, kpaina

Actpa3eneka Ab, llIBertis

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Onexkcanap KOMAPIJA




Homarok 8
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

Inentudikaris CyrTeBoi
MOTIPaBKH

Indopmartis s mamienTta Ta popma inbopmoBanoi 3roau (BupaskoBuii komit) Bepcis 9.1.0 mis Ykpainu
aHTIiiceko0 MoBor Bix 18 motoro 2021 p.; Indopmaris mis mamienta ta ¢popma iHPOPMOBAHOI 3r0In
(Bupaskoswuii komit) Bepeis 9.1.0 s Ykpainu ykpaincskor MoBoro Bia 18 mrotoro 2021 p.; Indopmartis
s naiieHTa ta gopma iHpopmoBaHoi 3roau (Bupaskosuit komiT) Bepcis 9.1.0 ais Ykpainu pociichbKoro
moBor0 Bix 18 mororo 2021 p.; Imdopmariis mis mamienta ta ¢opma iHGopMoBaHoi 3rogu (xBopoba
Kpowna) Bepcist 9.1.0 st Ykpainu anriiiicbkoro MoBoto Bija 18 mortoro 2021 p.; [ndopmaris ams namienta
ta ¢opma iHdopmoBaHoi 3roau (xBopoba Kpona) Bepcis 9.1.0 mis Ykpaiuu yKpaiHChbKOIO MOBOIO Bix 18
mrororo 2021 p.; Tudopmariist s namienta ta popma inhopmoanoi 3roau (xBopodba Kpona) Bepcis 9.1.0
s Ykpainu pocidicbkoro MoBoro Bin 18 mrotoro 2021 p.; 304_XK_Ilam’sitka_Bepcisa 3.0 _17 mroToro
2021 p., anrmiiicekoro MoBoro; 304 XK _Ilam’sitka_epcis 3.0_17 mororo 2021 p., ykpaiHCHKOIO MOBOIO;
304_XK_ITam’stka_epcis 3.0_17 mrororo 2021 p., pociiicbkoro moBor; 304 _BK Ilam’atka _ Bepcis
3.0_25 mrotoro 2021 p., anrmiicekoro MoBor; 304 _BK Ilam’stka _ Bepcis 3.0_25 motoro 2021 p.,
ykpaincbkoro MoBoto; 304_BK ITam’stka _ Bepcis 3.0_25 motoro 2021 p., pociiicbkoro MOBOIO

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 466 Binx 13.03.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepCis Ta naTa

«JloBrocTpokoBe po3IMpeHe nochikeHHs ¢a3zu 3 i oumiHku Oe3neuyHocTi mpemapary SHP647 y
MAIIEHTIB 13 BUPA3KOBUM KOJIITOM abo XBOpoOoro KpoHa cepeaHbOro Ta Ba)KKOTO CTYINEHS TSHKKOCTI
(AIDA)», SHP647-304, Bepcis 3 nonpaskoro 4 Bix 21 BepecHs 2020 poky

3asBHHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis IHHOpapM-
Ykpaina»

CnoHcop, kpaiHa

«Haitep Xproman Jlxenerik Teparmis, Ink.» (Shire Human Genetic Therapies, Inc.),USA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexkropary




dapmaneBTHYHOrO 3a0€e3MeYeHHS Ouaexkcanap KOMAPIIA




Jonatok 9

70 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

[ndopmartis ans ydyacHHKIB AOCTIIKEHHS 1 opMa 3rofl YYaCHUKIB JOCHIKEHHS, Bepcis nepeknaay 01
Bin 17 Oepesns 2021 poxy, Ha ocHOBI ApmanrtoBanoi st Ykpainm [Hopmamii s y4acHHKIB
nociipkents i PopMmu 3roau y4acHHUKIB JociifpkenHs, Bepcii Big 02 6epesus 2021 poky [BICTMS
Version: M_04 UKRO03] (ykpaiHChbKOIO Ta pOCiiicbKOI0 MoBammu); dopma MOBTOPHOI 3roAM ydacHHKA
nocmimkenns, Bepcis 01 Bim 17 Gepesns 2021 poky, Ha ocHOBI AnantoBaHoi g Ykpainu dopmu
MOBTOPHOT 3rOAM Yy4YacHUKa JocCiifpkeHHs, Bepcil Bim 02 Oepesnss 2021 poky [BITCMS version:
RM_04_UKR_01] (ykpaiHCcbKOIO Ta pOCIHCHKOI0 MOBaMM)

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

Ne 310 Bix 23.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, mOJBiiiHe ciine, MIane00-KOHTPOJIbOBAHE JAOCHIPKEHHS B MapajelbHUX TIpymax,
TpUBAJIICTIO 12 TWXHIB Yy Hali€HTIB 3 iauonatuyHuM JereHeBuM ¢idpozom (UID) nns ouninku
epeKTUBHOCTI, Oe3meyHocTi 1 mepeHocumocTi npenapary Bl 1015550 mpu nepopanbHOMY npuiioMiy,
1305-0013, Bepcis 4.0 Bix 09 Bepecust 2020 poxy

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

«bepinrep Inrensxaiim PLIB I'M6X enn Ko KI'», ABctpis / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Honarok 10
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

Onorniennii npotokon gociimkenns NuTide:121, sepcis 4.0 Bix 18 rpymus 2020 poky; Bpormrypa
nocmigauka NUC-1031, Bunanns 9.0 Bix 14 cepmust 2020 poky, aHrmificekoro MoBoio; [HpopmamiiHuii
aucTok 1 popma indopmosanoi 3roau, Bepcis V4.1UKR(uk)1.0 Big 11 Gepesns 2021 poky, mepekiai
yKpaiHChbKOI0 MOBOIO Bif 17 Gepesns 2021 poky; [ndopmamniitauii muctok i popma inhopmoBaHoi 3romau,
Bepcis V4.1UKR(ru)1.0 Bim 11 6Gepesus 2021 poky, mepekian pocilicbkoro MOBOIO Big 17 OepesHs
2021 poky; BaritHa maptHepka: Indopmariitauii ucTok Ta popma iHHOPMOBAHOT 3r0IM HA TPOBEICHHS
aHaJi3y Ha BariTHICTH 1 BiAmoBigHe mogainbine croctepeskerns, Bepcis V3.0UKR(uk)1.0 Big 11 mrororo
2021 poky, mepexian ykpaiHcekoro MoBoro Bim 09 Oepesns 2021 poky; BaritHa mnaptHepka:
Indopmaniitnuii mucrok Ta QGopma iHGOpPMOBAHOI 3roJM Ha IPOBEACHHS aHAi3y Ha BariTHICTH 1
BianoBigHe mopaibine croctepeskenns, Bepcist V3.0UKR(ru)1.0 Big 11 mororo 2021 poky, mepekian
pociiicekoto MoBoro Big 09 Oepesnss 2021 poky; Indopmaniitnuii nucroxk 1 ¢opma 3romu Ui
HeoOoB’s3koBoro jgociimkenHs EKI, Bepcis V2.0UKR(uk)1.0 Bix 18 motoro 2021 poky, mepekian
ykpaiHcbkoro MoBoro Bi 10 Oepesnss 2021 poky; Indopmauiiinuit snuctok 1 ¢dopma 3roau JuIs
HeoOoB’si3koBoro gociimkennss EKT, Bepcis V2.0UKR(ru)1.0 Bim 18 mrotoro 2021 poky, mepekian
pociiicekoro MoBoro Bif 10 Gepesns 2021 poky; Pak xoBuoBuBinHuXx nuisixis — HEOBOB’S3KOBE
JOCHIIXKEHHS EKT, Bepcis VOLUKR(uk)01l Big 15 motoro 2021 poky, mepekian YKpaiHCHKOIO
MoBoto Big 17 Oepesns 2021 poxy; Pak xoBuoBmBimHuUX musixie — HEOBOB’A3KOBE
JOCHIIKEHHS EKT, Bepcist VOLUKR(ru)01 Bix 15 mrororo 2021 poky, nepekiiaa pociiicbKOr MOBOIO
Bix 17 6epesnst 2021 poky; NuTide 121 3a6oponeHni mikapcbki 3acobu, Bepcis V1.0 Big 15 motoro 2021
POKY, TepeKiaa yKpaiHChkor MoBorw Bin 17 Oepesnst 2021 poky; NuTide 121 3abopoHeHi Jikapcbki
3acobwu, Bepcis V1.0 Bix 15 mrotoro 2021 poky, nepekian pociiicbkoro MoBoro Bix 17 6epesns 2021 poky;
MIOJIOBKEHHS TPUBAJIOCT] KJIiHIYHOTO BUNpoOyBaHHA B YKpaini 10 30 BepecHsa 2022 poky
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019

HasBa kj1iHI4HOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure, 6aratoreHTpoBe, paHAoMi3oBaHe AociikeHHs ¢a3u I, B skoMy MOpIBHIOETHCS TpemapaT
NUC-1031 y noeqHaHHi 3 HUCIIIATHHOM 1 TeMIIMTA01H Y IOE€JHAHHI 3 IIUCIUIATUHOM Y Malli€HTIB 13 paHilie
HE JIIKOBaHMM MICIIEBO-TIOIIMPEHUM a00 METACTATUYHUM pakoM >KOoBUHHX muisixiBy, NuTide:121, Bepcis

3.0 Big 15 xoBTH: 2019 poky

3asBHUK, KpaiHa

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

Cnoncop, kpaiHa

NuCana plc, Benuka bpuranis

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOTrO 3a0€3MeYCHHS

Oaexcanap KOMAPIJIA



Honatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

Inentudikaris CyrTeBoi
MOTIPaBKH

3pazok tekcty mkanmu CGl-1 NS, Bepcis 1.0 Big 03 mrororo 2021 poky, ykpaiHCBKOIO MOBOIO; 3pa30K
tekcty mkamu CGIl-1 NS, Bepcis 1.0 Bin 03 mororo 2021 poky, pociiiCbKOIO MOBOIO; 3pa3oK TEKCTY
mkanu CGI-S NS, Bepcis 1.0 Big 03 motoro 2021 poky, yKpaiHCHKOIO MOBOIO; 3pa3oK TEKCTY IIKaJIU
CGI-S NS, Bepcis 1.0 Big 03 mrororo 2021 poky, pociiichkoro MOBOKO; 3pa3ok TekcTy mkaim DPAS-15,
Bepcis 1.0 Bix 03 motoro 2021 poky, ykpaiHChKOIO MOBOIO; 3pa3ok Tekcry mikanun DPAS-15, Bepcis 1.0
Bin 03 mororo 2021 poky, pociiickkoro MoBow; 3pa3ok Texcty mkamum WASI-II, Bepcis 1.1 Bim 22
oepesns 2021 poky, ykpainchkoro MOBOIO; 3pa3ok Texcty mkamun WASI-1I Supplemental Pages, Bepcis
1.0 Big 30 rpynus 2020 poky, ykpaiHnchkoro MoBoIO; 3pa3ok Tekcry mkamu WASI-1I, Bepcis 1.1 Bix 22
oepesns 2021 poky, pociiicbkoro MoBot0; 3pazok Tekcty mikanu WASI-11 Supplemental Pages, sepcist 1.1
Bix 23 6epe3ns 2021 poky, pociiicbkOI0 MOBOIO; 3pa30K 300paKeHHS Ha €KpaHi eIeKTPOHHOTO MPUCTPOIO
TeKCcTy omuTyBanbHuKa s manienta EMA-Wellness_BP40283_ScreenShots, Bepcist 6, ykpaiHChKOO
MOBOI0; 3pa30K 300paK€HHsI Ha €KpaHl €JeKTPOHHOTO MPHUCTPOI0 TEKCTY OMMUTYBAJIbHMKA JUIsS MAllleHTa
EMA-Wellness_BP40283_ScreenShots, Bepcis 6, pociiicbkoro MOBOIO

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepCis Ta naTa

«PannmomizoBaHe, MoBiliHE ciimne, Mianedo- KOHTPOIboBaHe nochikeHHs ¢a3u Il ans ominku edexTiB
npenapary RO6889450 (PanMitapoHT) y marieHTiB i3 mmu3odpenieto abo 3 mm30adeKTHBHAM PO3JIaI0M
Ta HEraTUBHUMH cumnTomammu», BP40283, Bepcis 5 Bix 15 Bepecus 2020 p.

3asBHHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis IHHOpapM-
Ykpaina»

CnoHcop, kpaiHa

®. Xoddmanu-JIs Pomr JItn, seiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexkropary



dapmaneBTHYHOrO 3a0€e3MeYeHHS Ouaexkcanap KOMAPIIA




Jomarok 12

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBieHHi TIPOTOKON KIiHIYHOTO BUNpoOyBanHs 3 IlompaBkoro 1 Bix 21.12.2020 p.; Homarox 1 Bin
04.02.2021 p. mo Bpomypu mocrimnuka CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose
combination), Buganus 1 Bix 23.09.2020 p.; Homatok 01 Bim 16.12.2020 p. no Bbpomypu mocmigHuka
Niraparib (Zejula), Bumanus 11 Big 18.06.2020 p.; Indopmariist ans mamnienta ta ®opma iHGopMoBaHOT
sromu — [Iporokon 67652000PCR3002, Bepcist ykpaiHnchkoro MoBoro st Ykpainu Big 18.03.2021 p.,
Bepcisa 4.0; Indopmaris mis namienta ta @opma iHbopmoBanoi 3roau — [Iporokon 67652000PCR3002,
Bepcis pociiickkoro MoBor st Ykpaiau Big 18.03.2021 p., Bepcis 4.0; [Hpopmarmist mns narmienra ta
®opma iHbOpMOBaHOI 3roau Ha y4acth y mpeckpuniHry — IIpotokon 67652000PCR3002, Bepcis
yKpaiHChKOIO MOBOIO it Ykpaiau Bix 18.03.2021 p., Bepcis 2.0; Indopmanis ans nmamienra ta @opma
iHpopMOBaHOi 3rojiu Ha y4yacTb y npeckpuHinry — IIporokon 67652000PCR3002, Bepcist pociiicbkoro
MoBoro s Ykpaimu Bix 18.03.2021 p., Bepcia 2.0; ®@opma BiAKIMKaHHS 1HPOPMOBAHOI 3rOJU —
IIpotokon 67652000PCR3002, Bepcist ykpaiHcbkoro MoBoro st Ykpainu Bix 18.03.2021 p., Bepcis 2.0;
®opma Bigkaukanas iHGpopmoBanoi 3rogu — [Iporokon 67652000PCR3002, Bepcisi pociiicbKOI0 MOBOIO
s Ykpainu Bin 18.03.2021 p., Bepcis 2.0; GTC onnaitn npesenraniss UKRO09, Bepcist 1.1 ykpaiHCbKoIO
MoBoro Bim 12.01.2021 p.; GTC omnmaiin npesentariss RUS09, Bepcis 1.1 pocilicbkol0 MOBOIO BiJ
12.01.2021 p.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannomizoBaHe, miuaned0-KOHTPOJIbOBaHE, MOABIHHE CIile KIiHiYHE AOoCHiKeHHS 3 (a3u mpemnapary
Hipamapu6 B kombiHariii 3 abiparepoHa aneraTom Ta MpeaHI30HOM y TTOPIBHSHHI 3 abipaTepoHa aleTaToM
Ta TMPEIHI30HOM JJIsl JTIKyBaHHS MAIlI€HTIB 3 METACTATUYHUM KacTPaT-UyTIIMBHUM PaKOM IEpeIMiXypoBOi
3aimo3u (MCSPC) 3i mKiIMBOO TepMiHATHHOK a00 COMAaTHYHOIO MYTAIlI€0 TEHIB, IO BiIMOBIAAIOTH 3a
penapartiro nuigxoM romonoriyHoi pekomo6inanii (HRR)», 67652000PCR3002, Bix 10.06.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HBy», benbris




2

[Iponosxkenus noxarka 12

CrnoHcop, kpaiHa

«IHCCEH ®APMAIEBTUKA HBy, benbris

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii upexrop Aupexkropary

dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Oaekcanap KOMAPIIA



Homarok 13
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

InenTudikamis cyrreBoi
MIOTIPaBKU

Boma mns in’eknii, mo Oyae BUKOPUCTOBYBATUCH sIK po3unHHUK it JIJI3 MarzAA: Bona is iH’ €Ki
KABI (water for injections KABI), 1r/mi, 20 mu ammyna, po3uMHHHK JJIS TAPEHTEPATHLHOTO BBEICHHS
(BupoOHuk: Fresenius Kabi Espana S.A.U., Icnanist); 3pa3ok mapkyBaHHs [yt Boxu Juis iH’exiiit KABI
(water for injections KABI), 1r/mi, 20 M ammynia, pO3YHHHUK JJISl MApPEHTEPATbHOTO BBEACHHS: IS
aMITylId Ta KapTOHHOTO NaKyBaHHs, Bepcis mius kpainu Bim 10 Oepesnst 2021 poky, mns Ykpainu
YKPaTHChKOIO MOBOIO

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

Ne 310 Bix 23.02.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Hdocmixenns ¢aszu I qns oninku edhekTHBHOCTI Ta 0€3MEeYHOCTI Map3enTaKkory ajabda (aKTUBOBAHOTO)
JUIS. TIMIKIPHOTO BBEACHHS IPU JIIKyBaHHI Ha BUMOTY Ta KOHTPOJIIO €Mi30/1B KPOBOTEU Y MAlI€HTIB 3
remodimiero A abo remodimiero B, 3 inribiropamu: nocmimkenns Kpimcon 1 [Crimson 1]», MAA-304,
ITonpaska 1.0, 02 uepsHs 2020, JlokansHa nompaBka MAA-304, Bepcis 1.1 Bix 04 ciuns 2021 poky
(e nyist Ykpainn)

3asBHUK, KpaiHa

ToBapHCTBO 3 06MeEsKeHOI0 BianosinanbHicTio «MEJIITEMC YKPATHA»

Crnoncop, kpaina

«Keremnicr baitocaiiencus, Inkopropeiireny [Catalyst Biosciences, Inc.], CILIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

Ounexkcanap KOMAPIJA




Honatok 14

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

Inentudikaris CyrTeBoi
MOTIPaBKH

OmnoBJeHa Oporrypa gociignuka s Tpactysymady (RO0452317), sepceis 21 Big xoBtHs 2020 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1403 Bix 14.06.2019

Ne 1399 Bin 27.07.2018

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, B OJHIH IpyIli CXeMH JIKyBaHHS, BIIKpUTE MPOJOBKEHE TOCTIKEHHS epTy3ymMaly B
pexumi MoHOTeparii abo y KomMOiHalii 3 IHIIMMHA TPOTUIYXJIMHHUMHU 3ac00aMU Y MAli€HTIB, 110 paHille
NpUMaNK Yy9acTh Y BUIPOOYBaHHAX MEPTy3yMaldy, CIIOHCOPOM SIKMX BHCTymaia KommaHis Xopdpman-Jla
Pomr», MO29406, Bepcis 3.0 Bin 14 nucromana 2019 p.;

«PannomizoBaHe MynbTULIEHTpPOBE BiikpuTe nociaipkeHHs 11 ¢a3u ans nopiBHAHHS PEXUMIB JIKyBaHHS
TpacTy3ymMal IUTIOC MepTy3yMald IUIIOC TaKCaHU IICHs 3aCTOCYBAaHHS aHTPALMKIIHIB Ta TpacTy3ymaly
eMTaH3UHYy IUIIOC MepTy3yMad IMicis 3acTOCYBAHHSI AHTPALMKIIIHIB B SKOCTI aJi FOBaHTHOI Tepamii y
naiieHTiB 3 onepadbenbHuM HER2-no3utuBHUM nepBUHHUM pakoM MoJI04HOI 3ano3u», BO28407, Bepcis
3 Big 30 numas 2015 p.;

«PannmomizoBane, OaratoneHTpoBe, Biakpure, AocuikeHHs |l ¢a3zu 3 nmBoma rpymamu miKyBaHHS s
OLIIHKK (hapMaKOKIHETUKH, €(EeKTHUBHOCTI Ta O€3MeKH MiAIKIPHOTO BBEACHHS (DIKCOBAHOI 03U
KOMOIHOBaHOI JIIKapchkoi (opMH MepTy3ymMady 3 TpacTy3ymMaOoM B IO€JHAHHI 3 XIMIOTepamiero y
narienTiB 3 HER2-mo3utiBHIM paHHIM pakoM MonouHOi 3amo3m», WO40324, Bepcis 2.0 Bix 12 xoBTHS
2018 p.

3asBHHUK, KpaiHa

ToBapucTBo 3 06MexeHo0 BinoBiganpHIcTIO «Pomn Ykpaina»

CnoHcop, kpaiHa

«®. Xoppmann-JIs Pour JIta.» [seiinapis (F. Hoffmann- La Roche LTD)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexkropary



dapmaneBTHYHOrO 3a0€e3MeYeHHS Ouaexkcanap KOMAPIIA




Honatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s

Vkpainu «IIpo 3aTBepaKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
12.05.2021 Ne 908

InenTudikamis cyrreBoi
HOTIPaBKU

3mina KoHTpakTHOI IOCHiAHUIBKOI opraHizaiii, siKid JeneroBaHo oOOB’s3KM Ta (YyHKIIi, MOB’s3aHI 3

MOHITOPHHI'OM B MicCIIsiX npoBeeHHs KB:

BYJIO

CTAJIO

I.4. Opranizamii, skuM crioHcop abo ¥oro odimidHU
MPEJCTaBHUK JIeJIeryBaB CBOI OOOBSI3KM Ta (YHKIIII,
MOB’s13aHi 3 MPOBEIEHHSM KIHIYHOTO BUIPOOYBaHHS
(sx1I0 Oprasizariiii JeKijibKa, TO MOBTOPHO 3alOBHITH
JUIS BCiX)

HaiimenyBanus ropuananoi ocoou: DOCS Resourcing
Limited

I1.I.b. xorTakTHOI OCcOOM: Jeremy Mazuc
Micnesnaxomkenns: South County Business Park
Leopardstown, Dublin 18, Ipnanuis

KonTakTawmii Tenedon: +1 5147585661
O06o0B's13x1/dyHKLIT, o BUKOHYFOTHCSI 3a
cyomiapsom: IIpoBeseHHS BCiX HEOOXiTHUX BHJIIB
TUSTBHOCTI Ta i, mependadyeHux Jisi MOHITOPUHTY Ha
MICIIi TOCTITHUIEKUX LEHTPIB, M0 MPUHMAIOTh y4acTh
y KIIIHIYHOMY BUTIPOOYBaHH1

1.4. Opranizarii, sKuM crioHCOp a00 HOTO OQiIiHN
MPEJICTAaBHUK JIEJICTyBaB CBOI OOOB'A3KM Ta (DYHKIIT,
MOB’s13aHI 3 MPOBEIEHHSM KIIHIYHOTO BUIPOOYBaHHS
(sx1I0 Oprasizalliii JeKiibKa, TO MOBTOPHO 3aIlOBHITH
JUIS BCiX).

HaiimenyBaHHsI 1oprIu4HOT 0cO0OH:

IQVIA Lt

ILLB. xonTakTHOI ocobu: Kelly Little
Micne3HaxopKeHHS:

3 Forbury Place, 23 Forbury Road, Reading RGI 3JH,
006’eqnane KopouiBcTBO

KonTakTHwmii Tenedon:

+65 9030 2803, kelly.little@iqvia.com
O06o0B's13k1/dyHKLIT, o BUKOHYIOTHCS 3a
cyominpsmom: IIpoBeneHHs BCiX HEOOXigHUX BUIIB
TUSTBHOCTI Ta JAiH, nmepen0dadyeHux JjIsi MOHITOPUHTY Ha
MICIII TOCTIAHULBKKUX LIEHTPIB, 10 MPUHAMAIOTh y4acTh

y KJIIHIYHOMY BUIPOOYBaHHI

3MiHa Ha3BH MicCIsl TPOBEIEHHS KIIHIYHOTO BUNIPOOYBaHHS:

BVYJIO

CTAJIO

K.M.H. [TonomaproBa O.B.

KuiBcbkuil MiCbKHH KIIIHIYHMHA OHKOJIOT1YHUE LEHTP,
CTallloHap JCHHOTO IMepeOyBaHHS OHKOJIOTIYHUX, M.
Kuis

k.M.H. [TonomaproBa O.B.

KomyHnansne HEKOMepIliiiHe T JIPUEMCTBO
«KuiBcbKkUi  MICBKMH  KIIHIYHMA — OHKOJIOTIYHHH
LEHTP» BUKOHABYOTO oprany KuiBchkoi MiChKOi panu
(KuiBcbkoi  MichbkOi — AepikaBHOI — anmiHicTparii),
BiiieHHs ximioTteparnii Nel, M. Kuis




2 [Iponosxkenus noxarka 15

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 662 Bin 16.03.2020

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta gaTta

«Bigkpure mocmimkenus ¢asu Ib 3 migbopy mo3m Bl 836880 y xomGimamii 3 Bl 754091 s
XapaKTePUCTHKH O€3MeYHOCTI, IEPEHOCUMOCTI, (PapMaKOKiHETUKH, (hapMaKOIMHAMIKUA Ta €PEKTUBHOCTI y
TMAIIEHTIB 3 MICIEBOIOMIMPEHUM a00 METACTATUYHHMM HETUIOCKOKJIITUHHHM HEJIPiIOHOKIITHHHUM PaKkoM
JIETeH] Ta IHIUMH COJIIAHUMU myXauHaMm», 1336-0011, Bepcis 6.0 Big 18 mucromana 2020

3asiBHUK, KpaiHa

TOB «1IOKYMEJIC» («CIA JOKYMEJIC»), JlaTBis

CnoHncop, kpaina

Boehringer Ingelheim RCV GmbH & Co KG, ABctpist

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




JonaTok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYxpaiau «[Ipo 3aTBepIKEHHS CYTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa Ha3BH MICIIS TPOBEACHHS KJIIHIYHOTO BUMIPOOYBAHHSI Ta BIAMOBIAAIILHOTO TOCIIITHUKA!

bYJIO

CTAJIO

nikap Mapxesuu LJL|

ToBapuCTBO 3 OOMEXEHOI BiIIMOBIIAIBHICTIO
«MixHapoHUT IHCTUTYT KINHIYHUX
nociikeHby, Meanuanii neHTp «Ok!KiiHik+»,
M. KuiB

nikap [apunna H.IT.
Mennunuit nentp «Ox!Kminik+» ToBapucrtsa 3
00MEXEHOI BiAMOBIAAIBHICTIO «MIKHAPOIHUMA
IHCTUTYT  KIIHIYHUX  JIOCHIJDKCHBY»,  BIIIUI
racTPOEHTEPOJIOTII Ta renarToorii CTalioHAPHOTO
Bigminenss, M. Kuis

Howmep Ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 838 Bix 10.12.2015

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepCis Ta qaTa

«Binkpure, OGaraToleHTpOBe,

PO3HMINPCHE ,Z[OCJ'IiI[)KeHHH (1)331/1 3 IJI1 BUBYCHHS TICPOPAIIBHOI'O

3actocyBanHsd RPC1063 B sxocTi Tepamii y maIi€HTiB 3 TOMIpHAM a00 TSHKKUM BHUPA3KOBHUM KOJIITOM,

RPC01-3102, penakiis 8.0 Bix 12 uepBus 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cenmxen Inrepuemnnn I, Capn» (Celgene International II, Sarl) («CIC I1»), HIBelinapis

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA

Ouaekcanap KOMAPIIA




Honatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

Bbpomrypa nocninnuka [Ienocymad (AMG 162), Bunanns 8.2 Big 05 sxoBTHS 2020 p., aHIITIHCHKOI MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1747 Bin 27.12.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanmomizoBaHe, MOABIHHE ciine, MmIanedo-KOHTPOJIbOBaHE JOCTIKEHHS (asu 3, M0 MPOBOJIUTHCS B
napajeabHUX Tpynax ajs OLHKM Oe3neku Ta ePEeKTHBHOCTI JeHoCyMaly y JIiTei 13 0CTeomnopo3om,
CIPUYMHEHUM TJIIOKOKOPTUKOIMHUMH 3acob0ammu», 20140444, iHkopropoBaHHi mMoOmpaBkow 2 Big 25
TpaBHs 2018 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

«AmxeH [HK.» (Amgen Inc.), CIIIA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




JonaTok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

301IbIIEHHS KITBKOCTI A0CHIKYyBaHUX B YKpaini 3 50 mo 80

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBane, mojBiiiHe ciine, maned0-KOHTpoIboBaHe nociipkeHHs || ¢pas3u 3 omiHku 3acTocyBaHHS
npenapary LY3471851 (NKTR-358) y mopociux mMaIli€eHTiB i3 CHCTEMHHM YEPBOHHM BOBUYAKOM),
J1P-MC-KFAJ, 3 monpaskoto (a) Bix 19 cepmast 2020 poxy

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAw, [lIBeitnapis

CrnoHcop, kpaina

Emi Jlinm eng Kommnani, CILIA / Eli Lilly and Company, USA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jonarok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK JI0 MTPOTOKOJIIB KITHIYHUX

BUINIPOOYBaHb»
12.05.2021 Ne 908
Inentudikarnis cyrreBoi BxmroueHHs 101aTKOBUX MICIb TPOBEACHHS KITHIYHOTO JOCITIHKCHHS:
MIOTPaBKU Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | n.m.H., mpod. darins [.C.
JepxaBHa ycraHoBa «HamioHansHHMII HAyKOBUI IEHTp panianiitHoi mexunuan HarionanbHOT
akajgemii MeIWYHMX HayK YKpaiHu», BiIJAUICHHS pafdialiiiHoOi OHKoremaroyiorii Ta
TpaHCIUTaHTamii CTOBOYPOBUX KIITHH BIAMITY remaroisiorii i TpaHcrutantojorii [HcTuTyTy
KIIiHIYHOI pajionorii Ha 0a3l BigAUIeHHS pajianiiiHoi remaTosorii KiiHikH Jlep:kaBHOT
ycraHoBU «HamioHanbHUI HaykoBUH HeHTp panianiiiHoi menuuuHu HarloHanbHOT akanemii
MEAWYHUX HAayK YKpainw», M. Kuis
2. | n.M.H., mpod. Kpsaok LA.
HamioHanbHUH 1HCTUTYT paky, HayKOBO-IOCIIAHE BIJIUIEHHS XimioTeparii reMo01acTo3iB Ta
aJ’FOBaHTHUX METOJIIB JIIKYBAaHHs, BIIIJICHHS OHKOTEMATOJOTIi 3 CEKTOpPOM aJ'FOBAHTHHUX
METOIiB JiKyBaHHs, M. KuiB
3MiHa Ha3BU MICIS MPOBEACHHS KIHIYHOTO JOCIIHKCHHS:

BYJIO CTAJIO
K.M.H. ['aproBcbka L.P. K.M.H. ['aproBchka LLP.
Komynanene ~ HekomepiiiiHe — miampuemctBo | KomyHanpHe ~— HEKOMeplliiiHE  MiANPUEMCTBO
KuiBchkoi obmachoi paan «KuiBcbkuit obnacHuii | KuiBcekoi oOnacHoi panu «KuiBcekuii oOmacHUiMA
OHKOJIOTIYHMM  JUCHaHCEep»,  I'eMaToJIOTIYHE | OHKOJOTIYHHUM JHCIaHcepy», LIEHTP reMarosorii Ta
Biaminenns, m. Kuis TpaHCIIaHTAIlli KICTKOBOTO MO3KY, M. KuiB




IIponosxenHs nonarka 19

Howmep ta nata nakazy Ne 516 Big 22.03.2021

MO3 o0 3aTBEpIKEHHS

KJIIHIYHOTO BUITPOOYBaHHS

HazsBa xiriniysOro «baratonieHTpoBe paHIOMiI30BaHe, MOABIMHO ciimne, mianedo-KoHTpoasoBane mociimkenas Il dasu 3

BUIIPOOYBaHHsI, KO/,
Bepcis Ta gaTta

METOIO OLIHKH €(EeKTHUBHOCTI Ta O€3MEYHOCTI JiKyBaHHS TadacuTaMaboM y MOEIHAHHI 3 JICHAIIOMIIOM
JOJIATKOBO 110 Ximioreparii 3a cxemoro R-CHOP y mopiBHsiHHI 3 XiMioTepari€eto 3a cxemoro R-CHOP y
MAIEHTIB 3 yIepiue BHUBICHOW Mu(y3HOI B-kpymHokiitTuHHOIO JiMdomoro (ABKIJI), sxi panime He
MPOXOJMJIM JTIKYBaHHS 32 IIUM IOKa3aHHSIM 1 BXOASTH JO TPYIH BHUCOKOTO IMPOMIKHOTO ab0 BHCOKOTO
pusuky», MOR208C310, ocratouna penakiis 2.0, monpaska 1, Big 09 nmucromana 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

Cnoncop, kpaiHa

«MopdoCuc AI'» [MorphoSys AG], Himeuunna

CynyTtHi
Marepiaiau/mpenaparu
CYMYyTHBOI Tepamii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA



Honatok 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnignuka gociiikyBaHoro Jikapebkoro 3aco0y CT-P13, sepcis 18.0 Bix 28 rpynus 2020 p.,
aHIITChKOI0 MOBOMO; [H(opMartis s nmamienrta ta ¢popma iHGopMoBaHOi 3roau, Bepeid 6.0 s Ykpainu
anricpkoro MoBoto Bin 10 6epesns 2021 p.; [ndopmariis ans namienta ta gopma iHPOPMOBAHOI 3r0IH,
Bepcia 6.0 g Ykpainm ykpaincekoro mMoBoro Bim 10 Oepesns 2021 p.; Indopmamis st mamieHTa Ta
¢dbopma iHpopmoBaHoi 3roau, Bepcis 6.0 mist Ykpainu pociiicekoro MoBoro Bia 10 6epesnst 2021 p.

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

Ne 1246 Bix 26.05.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, Mnaneb0-KOHTPONbOBAHE, TMOABIMHE cIille JOCHiKeHHS a3 3 A OIIHKHU
edexTuBHOCTI 1 Oe3neunocti mpernapary CT-P13 (CT-P13 SC) mis migmkipHOTo BBEACHHS, B SKOCTI
HiATPUMYIOYOI Teparlii Mali€eHTiB 13 BUPA3KOBUM KOJITOM CEpPEIHBOrO Ta BAKKOIO CTYMEHS TAKKOCTI»,
CT-P13 3.7, Bepcis 5.0 Bix 04 ceprast 2020 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis IHHOpapM-
Ykpaina»

Crnoncop, kpaina

HEJUITPIOH, Ink, Pecny6mika Kopes (ITiBgerna Kopes)/CELLTRION, Inc., Republic of Korea (South
Korea)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHSI Ouaekcanap KOMAPIIA




JonaTok 21
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

G029431 Ocuosna Indopmarisa ans namienra ta Gopma indhopmoBanoi 3roau st Ykpainu, Bepcis 12.0
aHTIiicpKo0 MOBOIO Bim 26 Oepesns 2021 p; GO29431 Ocunoua IHdopmartis mist namiedTa Ta ¢popma
iHdopmoBanoi 3roau ans Ykpainu, Bepcis 12.0 ykpaincbkoro MoBoro Bix 26 Gepesns 2021 p; GO29431
OcnoBHa Indopmamiss mms mamienta ta ¢dopma iHndopmoBanoi 3roam s Ykpainu, Bepcis 12.0
pociiicekoro MoBoro Bif 26 6epesns 2021 p.

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

Ne 886 Bix 01.08.2017

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«BIAKPUTE, PAHJIOMI3OBAHE JOCJIIJIXKEHHS 3-I ®A3U TIPEIIAPATY ATE3OJII3YMAB
(ANTI-PD-L1 AHTUTUIO) VvV TIOPIBHSAHHI 31 CXEMOIO JIIKYBAHHS HA OCHOBI
[IPETIAPATIB TIJIATUHU (LMCILJIATUH ABO KAPBEOIUIATHMH) VYV KOMBIHAIL I3
INIEMETPEKCEJIOM ABO T'EMIMWMTABIHOM V PD-L1 BIIIBPAHUX TIAIIEHTIB I3
HEIUIOCKOKJIITUHHUM ABO ITUIOCKOKJUTMHHMM HEJAPIBHOKJIITUHHUM PAKOM
JIETEHb IV CTAJIL, IO PAHIIIE HE OTPUMYBAJIM XIMIOTEPAIIIIO», GO29431, Bepcis 10 Bix
08 mrororo 2020 p.

3asBHUK, KpaiHa

TosapuctBo 3 OOmexeHnow BinnosiganpHicTio «KoHTpakTHO-Jlocminnuipka Opranizauis [HHOpapM-
Ykpaina»

CnoHcop, kpaiHa

F. Hoffmann-La Roche Ltd, Switzerland/®. Xoddmanu-JIs Pomr JItn/®. T'odpdmann-JIs Pomr Jltg
HIBelinapist

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Jupekropary




dapmaneBTHYHOrO 3a0€e3MeYeHHS Ouaexkcanap KOMAPIIA




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

301IbIIEHHS KITBKOCTI AociiKyBaHux B Ykpaini 3 100 go 160 oci6 (60 ocid)

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1246 Bix 26.05.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanmomizoBaHe, IUIANe00-KOHTPOJIbOBAHE, TMOABIHHE Clille JOCHiDKEHHS a3 3 i OIIHKHU
edexruBHOCTI 1 OesmeuHocti mpenapaty CT-P13 (CT-P13 SC) mns miAmikipHOrO BBEICHHS, B SIKOCTI

MIATPUMYIOYOi Tepamii Mali€HTIB 13 BUPA3KOBUM KOJITOM CEPEIHBOTO Ta BAXKKOTO CTYMEHS TAKKOCTIM,
CT-P13 3.7, Bepcis 5.0 Bix 04 cepnust 2020 p.

3asiBHUK, KpaiHa

ToBapucto 3 OO6MmexeHor BinnmopimanbHicTio «KoHTpakTHO-[lochinnuinpka Opranizaiis IHHOpapm-
Ykpaina»

CrnoHcop, kpaina

HEJUITPIOH, Iuk, Pecnyomnika Kopest (IliBgerna Kopes1)/CELLTRION, Inc., Republic of Korea (South
Korea)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX
BUINIPOOYBaHb»

12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

WN42349, bpomypa pocnijpkeHHs ansi yyacHukiB, Bepcis 2.0, 7 ciuna 2021 p., UA ykp. MOBOI;
WN42349, Bporrypa gOCTiKeHHS A1 y9acHUKiB, Bepcis 2.0, 7 ciuns 2021 p., UA poc. MoBorO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiiniyHOro
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararorieHTpoBe, HEMOPIBHSIBHE, BIAKPUTE TOCIIHKEHHS 3 METOO OI[IHUTH JOBIOCTPOKOBY 0€3ME€UHICTh

Ta e(EeKTUBHICTh MpemnapaTy carpajiizymad y Malli€eHTIB 3 pO3JIaJAOM CIEKTPY ONTHKOHEHPOMIENITY
(PCOHM)», WN42349, Bepcis 1 Big 28 nunus 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 O6MmexeHoro BinmopinanbHicTio «KoHTpakTHO-/{ochinnuinpka Opranizaiis IHHOapm-
Ykpaina»

CrnoHcop, kpaina

«®D. Xobhdmanu-JIs Pour JItay (F. Hoffmann-La Roche Ltd), [1IBetinapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Honarok 24

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

12.05.2021 Ne 908
InenTudikamis cyrreBoi Onosnenunit [Ipotokon kniniunoro BunpoOyBanHs ARGX-113-1802, Bepcis 4.0 Bixg 30 mucromana 2020
MTONIPaBKH p., aHTJIIHCHKOK MOBOIO; bpomrypa mociigHuKa TOCHIKyBaHOTO Jikapchkoro 3aco0y ARGX-113

(efgartigimod), Bepcis 9.0 Bim 27 sucronmama 2020 p., aHrmilchbkor MOBOIO; bpornypa mociigHuka
Jikapchkoro 3aco0y PexombinanTHa riadyponifasza moauaun PH20 (rHUPH20), sepcis 9.0 Bix 08 ciums
2021 p., anruilicekoro MoBow; IHdopmaris st mamienta i ¢popma iHbopMOBaHOT 3roau Uit YKpaiHy,
aHTIIICHKOI0 MOBOIO, Bepcis 5.0 Big 22 ciuns 2021 p.; Indopmaris aisa namienta i ¢popma iHpopMoBaHOT
3roau UIsl YKpainu, yKpaiHChKoro MoBoto, Bepcist 5.0 Big 22 ciunsa 2021 p.; Indopmamist 1 narienra i
dbopma iHpopMOBaHOI 3roau s YKpaiHu, pociiickkoro MoBoro, Bepcis 5.0 Bim 22 ciuns 2021 p.;
COVID-19 Jlonatok Bepcist 3.0 Bix 22 ciuns 2021p. no Indopmarnii mis namienra i popmu iHpopMoBaHOi
3roau Ui YKpaiHu, aHTIIiIHChKOI0 MOBO0, Bepeis 5.0 Bix 22 ciuns 2021p; COVID-19 Jlonarok Bepcis 3.0
Bin 22 ciuns 2021p. mo Indopmamii ans mamienta i gopmu iHbopMOBaHOI 3roaum s YKpaiHu,
yKpaiHChKOr0 MOBOIO, Bepeid 5.0 Bix 22 ciuns 2021p; COVID-19 Jlonatok Bepcis 3.0 Bix 22 ciuns 2021 p.
no Iadopmanii s namienra i popmu iHhopMoBaHoi 3roau s YKpaiHH, pOCiiChKO0 MOBOIO, Bepcis 5.0
Bix 22 ciyns 2021p.; 3roga Ha npoBeneHHs TeneBi3UTy IloromkeHHs 3assBKU Ha IPOBEACHHS TeneBi3uTy
Bin 26 TpaBHs 2020p., ykpaiHChkoro MoBOIO; CroBimeHHs malfieHTa mpo TeneBi3UT eNeKTPOHHOIO
HOIITOK Ta 3a Jomomorow noxatky Televisit, Bepcis 1 Big 11 tpaBus 2020p., anrmiiicekoro i
YKpaiHCbKOI0 MOBaMH; 3pa30K 300paX€HHS Ha €KpaHl eJIeKTpOHHOTo mnpuctpor [omatky s
npoBeneHus TenerisutiB st mamienta_TeleVisit Patient App Screenshots, Bepcis 1 Big 14 BepecHs
2020p., yxpaincbkoro MoBOw0; ITociOHMK aJsl MalieHTiB MMI0x0 Npoxo/pkeHHs Tenepisutis_Televisit
Patient Guide, Bim 08 TpaBus 2020p., ykpailHCBKOIO MOBOIO;, 3roja Ha MPOBEACHHS
teneBi3uTy_IloromkeHHs 3asBku Ha npoBeneHHs Tenerizuty Bix 26 tpaBas 2020p., pociiiChKOI0 MOBOIO;
CroBiteHHs maitieHTa npo TeneBi3uT eJICKTPOHHOIO MOIITOK Ta 33 JOMOMOTO00 1oaaTKy Televisit, Bepcis
1 Big 11 TpaBHs 2020p., aHIIIHCHKOIO 1 pOCIHCHKOI0O MOBaMH;, 3pa30K 300paXeHHS Ha eKpaHi
eylekTpoHHOoro mpuctporo Jlomarky mist mposeneHHs TenesizuTiB ans namienTta_TeleVisit Patient App
Screenshots, Bepcis 1 Bix 12 mrotoro 2021p., pocitickkoro MoOBOMO; ITOCIOHMK s TAILI€HTIB 1010
npoxomkeHns TenesizutiB_Televisit Patient Guide, Bim 08 TtpaBus 2020., pocCilicbKOIO MOBO;
PexomMenpanii ans maimi€HTiB 1IOJI0 TPAHCIOPTYBAaHHS JOCIIIKYBaHOIO IpenapaTy, ioro 30epiraHHs B
JIOMAITHIX YMOBAaxX i MOHITOpUHTY TemnepatypH, nociikeHHs ARGX-113-1802, sepcis 5.0 Bix 08
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rpynas 2020p., nepeknan ykpaincbkoro MoBoro 08 mororo 2021p.; Pekomennanii s mamieHTiB 1010
TPaHCIIOPTYBaHHS JOCIIXKYBaHOTO IperapaTy, Horo 30epiraHHs B JOMAallHIX YMOBax i MOHITOPHUHTY
temneparypu, gociipkenas ARGX-113-1802, sepcist 5.0 Big 08 rpynus 2020p., nepekiian pociiChbKo0
MoBoro 08 mrotoro 2021p.; 3amyueHHs JOAATKOBOTO JOCIHIKYBAHOTO JIIKAPCHKOTO  3aco0y
ARGX-113/rHUPH20, po3unn mias migmkipaux in’ekmii, 1 ¢uaakon i3 6 mum ARGX-113/rHUPH20,
180 mr/mn (Bupobuuku: Patheon Italia S.p.A, Italy; Lonza Drug Product Services AG, Switzerland,;
Eurofins Lancaster Laboratories Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services GmbH, Germany); 3any4eHHs! 101aTKOBOrO IUIAeb0 10 AOCITIIKYBAHOTO JIIKAPCHKOTO 3ac00y
ARGX-113/rHUPH20, po3uun mis mimmkipaux in’ekuidd, 1 ¢aakon i3 6 ma mianedo (BupoOHukw:
Patheon ltalia S.p.A, Italy; Lonza Drug Product Services AG, Switzerland; Eurofins Lancaster
Laboratories Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services GmbH,
Germany); Jlocke mocmimkyBaHoro Jikapcekoro 3acody ARGX-113 with rHuPH20, posumH mis
nigmKipHux 16’ ekniid, Bepcis 3.1 Big 22 ciuns 2021p., aHrmildcekor0 MoOBOIO; JlOChE TOCTIIKYBaHOTO
nikapcepkoro 3acody ARGX-113 with rHUPH20, rutarie6o 10 po3uuHy [is MiIIIKIPHAX iH’€KIH, PO3Iia
2.1.P «Drug Product», Bepcis 3.1 Big 22 ciuns 2021p., aHrmilicekoro MOBOIO; Jlocke mOCTimKyBaHOTO
nikapcebkoro 3acoby ARGX-113 with rHUPH20 posunn mis migmkipaux iH’exitiit, po3min Appendices
rHUPH20, Bepcist 3.1 Bixg 22 ciuns 2021p., aHTIilChKOI0 MOBOKO; J{OChE JOCITIKYBAHOTO JTIKAPCHKOTO
3aco0y ARGX-113, pozuun mis in’ekiizi 180 mr/mi_Nonclinical and Clinical Information, sepcis 4.0 Bin
05 ciuns 2021p., aHrmiichKOI0 MOBOIO; 3pa30K MapKyBaHHS JUIS (DJIAKOHY JOCIIHKYBAHOTO JIIKAPCHKOTO
3aco0y ARGX-113/rHUPH20, posumn mns migmkipaux in’ekmiid, 180 wmr/mut, mns dactuaun A 3a
npotokonoM ARGX-113-1802, Bix 23 rpyaus 2020 p., ykpalHCBKOIO MOBOIO; 3pa30K MapKyBaHHS JUIS
KOpPOOKH JTOCIHiKYBaHOTO Jikapcebkoro 3aco0y ARGX-113/rHUPH20, po3uun mis migmKipHUX iH’ €Ki,
180 mr/mna, mns wactuam A 3a mpotokosiom ARGX-113-1802, Big 23 rpyaus 2020 p., yKpaiHCBKOIO
MOBOIO; 3pa3oK MapKyBaHHS (JAKOHY IOCHIPKyBaHOTO Jikapcbkoro 3acody ARGX-113/rHuPH20,
PO3UMH Ui TiAmKipHUX 10’ ek, 180 mr/mi, abo mmarebo s yactuau b 3a mpotokonom ARGX-113-
1802, Bix 23 rpymuas 2020 p., yKpaiHCHKOI MOBOMO; 3pa30K MapKyBaHHS KOPOOKH JOCIHIKYBaHOTO
nikapcbkoro 3aco0y ARGX-113/rHUPH20, po3zunn s nmigmkipaux in’exuiif, 180 mr/mi, a6o miare6o
it yactuaE b 3a mpotokomom ARGX-113-1802, Bix 23 rpymas 2020 p., ykpaiHCBKOKO MOBOIO
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Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«docmimkennss 2-o1 ¢a3um g OIIHKK €(EeKTUBHOCTI, O€3MeYHOCTI Ta IMEePEHOCHUMOCTI Mpemnapary
Edrapririmon PH20 nis migmkipHOro BBEIEHHS y JOPOCIUX NAIi€HTIB 13 XPOHIUYHOK 3amalibHOIO
nemieninizyrodoro noiineipomnariero (X3/I1)», ARGX-113-1802, Bepcis 3.0 Big 04 tpaHs 2020 p.

3asiBHUK, KpaiHa

Toapucto 3 OOmexeHoro BimmosimansaicTio «KoHTpakTtHO-[ochinnunpka Opranizaimis IHHOapm-
YkpaiHa»

CnoHcop, kpaina

argenx BVBA, Belgium/ apmxenkc BBBA, benbris

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3neYeHHS Onexkcanap KOMAPIJA




JonaTox Ne 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KITHIYHUX

BUINIPOOYBaHb»
12.05.2021 Ne 908

Inentudikarnis cyrreBoi
MOTIPaBKH

Onosnenuii [Iporokon kiiHiuHoro nmocmikenns OP-109, penakmis 2.2, IlompaBka 3 Big 10 Oepesns
2021 p.; CuHOIICUC OHOBJICHOTO MPOTOKONY KiiHigHOro mociimpkenHs OP-109, pemakmis 2.2 Bix 10
6epesns 2021 p., mepexiaj 3 aHTIIHCHKOI MOBH Ha yKpaiHcbKy MOBY Bia 01 kBiTHs 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBane nepexpecHe aocuimkeHHs I ¢asu, mo npoBoauTHCS y ABa €Tanu 3 METOI MOPIBHIHHSA
(apMaKOKIHETUYHUX XapaKTEpUCTUK W OIIHKM OE3MeYHOCTI Ta MEepPEeHOCHUMOCTI MenduydeHy mnpu
BHYTPIIIHBOBEHHOMY BBEJICHHI B MepU(epuuHi Ta LEHTPaJbHI BEHU NpPU JIIKyBaHHI NAalli€HTIB 13
PEIMIMBHOIO Ta PePpPaKTepHOI0 MHOXHHHOIO Miemomoro», OP-109, pemakmis 2.1, IlompaBka 2 Bix
23 rpynns 2020 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJILHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Onkonenraiinc Ab» [Oncopeptides AB], IlIBeris

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




